12 anpens 2010 2. N 61-@3

POCCUMCKAS ®EJEPAIIUA
®EJIEPAJIBHBIN 3AKOH

Ob OBPAIIEHUU JTEKAPCTBEHHbLIX CPEACTB

(B pen. ®enepanbHbiX 3aKk0HOB OT 27.07.2010 N 192-®3, o1 11.10.2010 N 271-®3, oT
29.11.2010 N 313-®3, ot 06.12.2011 N 409-®3, ot 25.06.2012 N 93-®3, ot 25.12.2012 N
262-P3, ot 02.07.2013 N 185-P3, o1 25.11.2013 N 317-93, ot 12.03.2014 N 33-®3, oT
22.10.2014 N 313-®3, o1 22.12.2014 N 429-D3 (pea. ot 13.07.2015), ot 08.03.2015 N 34-P3,
or 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-P3, ot 13.07.2015 N
262-@3, ot 14.12.2015 N 374-P3, o1 29.12.2015 N 389-D3, o1 02.06.2016 N 163-D3, o
03.07.2016 N 261-®3, ot 03.07.2016 N 305-®3, ot 03.07.2016 N 350-®3, ot 29.07.2017 N
242-d3, ot 29.07.2017 N 278-D3, ot 28.12.2017 N 425-D3, o1 04.06.2018 N 140-P3, o1
28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3, ot 26.07.2019 N
240-@3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3, o1 27.12.2019 N 475-D3, oT
27.12.2019 N 481-®3, ot 26.03.2020 N 67-P3, ot 01.04.2020 N 98-®3, ot 03.04.2020 N
105-®3, ot 13.07.2020 N 206-D3, ot 08.12.2020 N 429-D3, o1 22.12.2020 N 444-D3)

Ipunam
Tocyoapcmeennou [[ymoti

24 mapma 2010 200a

Ooobpen
Cogemom Dedepayuu

31 mapma 2010 200a
I'napa 1. OBLHIUE ITOJIOKEHUA

Crates 1. Ilpeamert peryanpoBanus HacTosiiero ®@egepajibHOro
3aK0Ha
1. Hacrosumii ®denepanbHblii 3aKOH pErylupyeT OTHOIICHHS, BO3HUKAIOIIME B CBS3U C

oOpamieHueM -  pa3palbOTKOW,  JOKIMHUYECKUMHU  HUCCICIOBAHHSIMH,  KIMHHUYECKUMU
WCCIIEIOBAHUSIMM, SKCIEPTU30M, TOCYJAPCTBEHHOM pETrUCTpalMed, CO CTaHIapTU3alue U C
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KOHTPOJIEM KadecTBa, MPOU3BOJCTBOM, HM3IOTOBJIECHHUEM, XPAaHEHUEM, NE€PEBO3KOH, BBO3OM B
Poccuiickyro ®enepaunio, BbeiBO30M u3 Pocculickoir ®denepanuu, pekIaMon, OTIIYCKOM,
peanu3zanuel, nepegaded, NPUMEHEHHUEM, YHUYTOXXEHUEM JIEKAPCTBEHHBIX CPEACTB. (B pei.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

2. Hacrosiumuii ®enepainbHbld  3aKOH  yCTAHABIMBAET MPUOPUTET TOCYAAPCTBEHHOTO
perynupoBanusi 0€30MacHOCTH, KauecTBa U A((HEKTHUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPHU UX
obparnienuu. (B pen. DenepanbHoro 3akona ot 25.06.2012 N 93-D3)

Crarbs 2. Cdepa npumMeHeHus HacTosmero deaepajbHOro 3aK0Ha

Hacrosmuii ®enepanbHblii 3aKOH TPUMEHSETCS] K OTHOLICHUSIM, BOSHUKAIOLIUM IIPH 00paIieHuu
JIEKAPCTBEHHBIX CPEJCTB Ha Tepputopuu Poccuiickoit @enepannu.

Crarps 3. 3aK0oHOAATEJBCTBO 00 00PALIICHUH JIEKAPCTBEHHBIX
CpeACTB

1. 3akoHomarenbCcTBO 00 OOpalIeHHH JIEKAPCTBEHHBIX CPEJACTB COCTOMT M3 HACTOSIIETO
®denepallbHOTO 3aKOHA, IPYTUX (eAepalbHbIX 3aKOHOB U MHBIX HOPMATHUBHBIX MPABOBBIX aKTOB
Poccuiickoit @eneparuu.

1.1. 3akoHOnaTENbCTBO 00 OOpAIEHUH JIEKAPCTBEHHBIX CPEACTB B OTHOLIECHUH FOPUIUYECKUX
JMI ¥ MHIUBHIYAIBHBIX TPENNPUHIMATENCH, OCYIECTBISIIONINX JIESITEIbHOCTh HAa TEPPUTOPUI
MEXIYHAPOAHOTO MEAMIMHCKOTO KJIAacTepa, MPHUMEHSETCS C Yy4eTOM OCOOCHHOCTEH,
ycTaHOBIEHHbIX DenepanbHbIM 3akoHOM "O MeXIyHapOJHOM MEIUIMHCKOM KiacTepe H
BHECCHHHM M3MEHEHUH B OTJCNIbHBIC 3aKOHOAaTeNbHbIe akThl Poccuiickoit denepanuu’. (B pe.
denepanbHOro 3akoHa ot 29.06.2015 N 160-D3)

2. JewictBue Hacrosimero @eaepalbHOTO 3aKOHA PACIPOCTpaHseTCss Ha oOpaiieHue
HapKOTUUYECKUX JIEKAPCTBEHHBIX CPEACTB M NCUXOTPOIIHBIX JIEKAPCTBEHHBIX CPEICTB C YYETOM
0COOEHHOCTEM, YCTaHOBJIEHHBIX 3aKOHOAATENLCTBOM Poccuiickoit denepanyiyi 0 HAPKOTHUECKUX
CpEeICTBaX, NICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCopax.

3. JetictBue Hacrosimero ®enepanbHOrO0 3aKOHAa pacHpoOCTpaHseTcs Ha oOpalleHue
paauodapMareBTUYECKUX JIEKAPCTBEHHBIX CPEACTB C YYETOM OCOOEHHOCTEH, YCTaHOBJICHHBIX
3akoHoAatenbCcTBOM Poccuiickoit ®enepanmu B obnactu  obOecriedeHHs paaHalMOHHON
0C30ITacCHOCTH.

4. Ecnmu MexayHapoAHsIM aorosopoM Poccuiickoit @enepany yCTaHOBJIEHBI MHBIE NpaBUIIA,
4YeM Te, KOTOpble IPeyCMOTpEHbI HacTosiuM denepanbHbIM 3aKOHOM, TPUMEHSIOTCS ITpaBIIa
MEX/TyHapOAHOT'O I0r0BOPA.

4.1. PewmeHus MEXrocylapCTBEHHBIX OpPraHOB, IPHUHSATHIE Ha OCHOBAaHUM IOJIOXKEHUI
MEXIyHApOAHBIX NOroBopoB Poccuiickoit denepanuy B UX MUCTOJIKOBAaHUM, MPOTUBOPEYAIEM
Koncrutynuu Poccuiickoit denepannu, He NoUIeKaT UCIIONHEHNIO B Poccuiickoit denepanui.
Takoe mpoTuBOpeure MOXET ObITh YCTAHOBJEHO B MOpPSIKE, ONpeAesieHHOM (eaepatbHbIM
KOHCTHUTYIIMOHHBIM 3aKOHOM. (B pea. Penepansroro 3akoHa ot 08.12.2020 N 429-D3)
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5. B Poccuiickoit ®@enepaiiuy B COOTBETCTBUU C MEXIYHAPOJHBIMHU J10oroBopamu Poccuiickoi
Oenepaunu U (WIK) HA OCHOBE MPHUHIIUMIIA B3AUMHOCTH MPU3HAIOTCS PE3yJIbTAThl KIMHUYECKUX
HCCIIEIOBAHUH JICKAPCTBEHHBIX IMPENapaToB I MEIUIIMHCKOTO MTPUMEHEHUs, TTPOBEACHHBIX 32
npenenamu tepputopun Poccuiickoit denepanum.

Cratbs 4. OCHOBHbIE IOHATHS, UCIIOJIb3YeMble B HACTOSALIEM
denepaabHOM 3aK0HE

HJ’ISI ueneﬁ HaCcTOAIICro (DeﬂepaﬂbHOFO 3aKOHA UCIIOJB3YHOTCA CICAYIOIIME OCHOBHBIC ITOHATHS:

1) nexkapcTBEHHbIE CpEICTBA - BEIECTBA WJIM UX KOMOMHALMHM, BCTYNAIOLIME B KOHTAKT C
OpraHU3MOM Y€JIOBEKA WM KUBOTHOI'O, IPOHUKAIOIIKME B OpraHbl, TKAHU OPraHU3Ma YeJIOBEKa
WIN KUBOTHOTO, MPUMEHsAEMbIE JJIs MPO(UIAKTUKH, TUArHOCTUKHU (32 UCKIIIOUEHHEM BELIECTB
WIM UX KOMOMHALUM, HE KOHTAaKTUPYIOLUX C OPraHU3MOM YeJI0OBEKa UJIU KUBOTHOIO), JIE€UEHUS
3a0oneBaHus, peaOWiIMTAlUM, [ COXpPAHEHUs, MPeJOTBpAllleHUs WIM IpepbIBaHUs
O0epeMEHHOCTH W TIOJyYeHHBIE W3 KPOBH, IJIa3Mbl KPOBH, W3 OPraHOB, TKAaHEH OpraHu3Ma
YEJIOBEKA WIIM JKUBOTHOIO, PAaCTCHUM, MHUHEPAIOB METOAAMM CUHTE3a WIM C INPUMEHEHUEM
OHMOJIOTHYECKUX TeXHONOTHH. K 1ekapcTBEHHBIM CpelcTBaM OTHOCATCS (papMareBTUYECKHe
CyOCTaHIIMM U JIEKapCTBEHHBIE NTpenapaThl;

2) dapmaneBTHyYecKast CyOCTaHIUS - JIEKAPCTBEHHOE CPEJCTBO B BHJIC OJHOTO MJIM HECKOJIBKUX
obnasaromux (HapMaKoJIOTHIECKONW aKTUBHOCTBIO JCHCTBYIOIIMX BEIIECTB BHE 3aBUCHMOCTH OT
IPUPOJBl TPOMCXOXKACHHUS, KOTOPOE MpeaHa3sHAueHO Il TPOHM3BOJACTBA, HW3TOTOBIICHHUS
JIEKapCTBEHHBIX MpEnapaTroB M ompenenser ux 3¢p¢GeKTHBHOCTH; (B pen. DepepanbHOro 3akoHa
oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) BCIIOMOTI'aTCJIbHBIC  BCHICCTBA - BCIICCTBA HCOPraHUYCCKOIro HJIM OpTraHUYCCKOIro
MPOUCXOKACHUA, HCIIOJIB3YyEMBIC B IIPOLCCCEC MPOU3BOACTBA, U3IOTOBJICHUA JICKAPCTBCHHBIX
npenaparoB AJIs MIPpUJaHUSA UM HeO6XOI[I/IMBIX q)HSI/IKO'XI/IMI/I‘IeCKI/IX CBOfICTB;

4) nexkapcTBEHHBbIE NpenapaThl - JIEKApCTBEHHbIE CPEACTBA B BHUJE JIEKAPCTBEHHBIX (opM,
MpUMEHsieMble I TPO(UIAKTUKH, JUArHOCTUKH, JICUeHMs 3a0oieBaHMsl, peaOuIuTaluu, JUIs
COXPaHEHHUs, IPEJOTBPAILIEHHs] TN IPEepbIBaHUs OEpEMEHHOCTH;

5) nexapctBeHHass (opmMa - COCTOSHHME JIEKApPCTBEHHOTO TIperapara, COOTBETCTBYIOIEE
criocobaM ero BBEJCHHWS W TPHMEHEHUS M OO0CCIICUUBAIOIIEEe JOCTHIKCHHE HEOOXOJIMMOTO
nedebHoro apdekra;

5.1) nmo3upoBka - coJep)KaHHE OJHOTO WM HECKOJIbKUX JCUCTBYIOIIMX BEIIECTB B
KOJINYECTBEHHOM BBIPAKCHUM Ha €AMHUILY J103bl, MIIM €IUHUILY 00beMa, WM €IUHUILy MACChl B
COOTBETCTBUM C JIEKAPCTBEHHOM (Qopmoil TMOO A1 HEKOTOPBIX BHUIOB JIEKAPCTBEHHBIX (HOpM
KOJIMYECTBO BBICBOOOXKJIAEMOT0 W3 JIEKAPCTBEHHOW (OpPMBI JCHUCTBYIOIIETO BeIIeCcTBa 32
equHUIly BpemeHu; (B pen. DenepambHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6) mepedyeHb JKU3HEHHO HEOOXOJMMBIX U BAKHEHIIMX JIEKAPCTBEHHBIX IpernapaTroB -
yrBepxkaaemblid  [IpaButensctBom  Poccmiickoit  @epepannu  MepedeHb  JEKApCTBEHHBIX
[pernaparoB A MEAMIMHCKOTO NMPUMEHEHHUs, 00eCIeuynBaIOIIUX TPUOPUTETHBIE OTPEOHOCTH
3paBOOXpAaHEHUs] B MLENAX MNpOPUIAKTUKH U JedeHus 3abojeBaHUM, B TOM UHCIE
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npeobnagaronMx B CTPYKType 3aboneBaemoctu B Poccmiickoit ®enepamuu; (B pen.
denepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHbie JIeKapCTBEHHBIE Mpenaparhl - JEKapCTBEHHbIE MpenapaThbl, MpeiHa3HauYeHHbIC
HCKJIIOYUTENIBHO JJIs1 IMArHOCTUKU WJIM MMaTOr€HETHYECKOro JISUeHUs (JICUeHUSs!, HAIPaBJIEHHOTO

Ha MEXaHU3M Pa3BHUTH 3a00JieBaHMs) penkux (opdaHHbIX) 3a0oaeBanuii; (B pea. DeaepaaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

6.2) OMoNOrMYeCKHe JIEKAPCTBEHHBIC MpEenaparbl - JIEKAPCTBEHHBIC MpErapaThl, JeHCTBYIOIIEE
BEIIECTBO KOTOPBIX MPOM3BEACHO WM BBIICICHO W3 OWOJIIOTUYECKOTO HCTOYHHKA W JUIS
OTIpeJIeICHUs] CBOMCTB M KauyecTBa KOTOPBIX HeEoOXoauma KOMOMHAnWs OHOJOTMYECKHX U
(UBNKO-XUMHUYECKUX METOA0B. K OHOJOrMYeCKHM JICKApCTBEHHBIM IIperaparaM OTHOCSTCS
MMMYHOOHOJIOTHUECKUE JIEKAPCTBEHHBIE MPENapaThl, JEKApCTBECHHbBIC MpenapaTsl, MOJTyYeHHBIC
U3 KpOBH, IUIa3Mbl KPOBHM 4YEIIOBEKAa W JKMBOTHBIX (32 HCKJIFOYEHUEM IIEJIbHOH KPOBH),
OMOTEXHOJOTMYECKHE JIEKaPCTBEHHBIE MPENaparhl, T'eHOTEPANICBTUYECKHE JIEKaPCTBEHHBIC
npenapartsr; (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

7) UMMYHOOMOJIOTMYECKHE JIEKAPCTBEHHbIE Mpenaparbl - JIEKapCTBEHHbIE IpEnaparsl,
npeJHasHaueHHble s (OPMUPOBAHMA AKTHBHOTO MJIM IACCMBHOTO HMMMYHHTETa JHOO
TMAarHOCTHKH HaJIWYMsl WMMYHUTETa WM JUarHOCTUKU CIEIU(PUIECKOTO MPHOOPETEHHOTO
U3MEHEHHS  MMMYHOJIOTMYECKOrO  OTBE€Ta  Ha  auleprusupyromue  Bemecra. K
MMMYHOOHMOJIOTUYECKUM JIEKaPCTBEHHBIM IIperapaTaM OTHOCATCS BaKLUHbI, aHATOKCUHBI,

TOKCHHBI, ChIBOPOTKH, UMMYHOIJIOOYJIHMHBI W ajjieprensl; (B pen. denepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7.1) OWOTEXHONOTWYECKHE JIEKAPCTBEHHBIC TIpemapaTrbl - JIEKAPCTBEHHBIC IpEmaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYILECTBIISAETCS C UCIIOIBb30BAaHUEM OMOTEXHOJOTHUECKUX MPOIIECCOB U
MeronoB (B Tom uymcie JIHK-pekoMOWHAaHTHON TEXHOJOTHHU, TEXHOJIOTHH KOHTPOJIHUPYEMOM
9KCHPECCHH T€HOB, KOJUPYIOIIUX OHOJOrMYECKH AaKTHBHblE O€NKM B MPOKApUOTaX H
JyKapuoTax, BKIII0Yasi N3MEHEHHBIE KJIETKU MJIEKOMUTAIOIINX ), TMOPUAOMHOIO METO/Ia U METO/1a
MOHOKJIOHQJIBHBIX aHTUTEN; (B pel. PenepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

7.2) TreHOTepalneBTUYECKHE JICKapCTBEHHbIE IpenapaTbl - JIEKAPCTBEHHBIE Ipenapartsl,
(apmalieBTHUECKass CyOCTaHIMSI KOTOPBIX SIBISIETCS PEKOMOMHAHTHOM HYKJIEMHOBOW KHCIIOTOM
WIN BKIJIIOYAET B ce0sl peKOMOMHAHTHYIO HYKJIIEMHOBYIO KHCJIOTY, MO3BOJISIONIYIO OCYIIECTBIAThH
peryaupoBaHMe, penapanuio, 3aMeHy, Jo0aBJIeHHE WIM  YAAJICHHE  T'€HETHYECKOU
nocienoBarenbHocT; (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

8) HapKOTHYECKHE JIEKAPCTBEHHBIC CPECTBA - JICKAPCTBEHHBIE MTpenaparsl U (papMareBTHICCKHE
CyOCTaHIMM, coAepKallie HapKOTUYeCKHMe CpeacTBa U BKIoueHHble B [lepedeHb
HApKOTUYECKHUX CPEJICTB, IICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOIEKAIIUX KOHTPOIIIO
B Poccuiickoit ®denepannu, B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu,
MEeXIyHapoAHbIMH JtoroBopamu Poccuiickoit denepanuu, B ToM uncie ENMHONW KOHBEHIUEN O
HapKOTHYECKHX cpenctBax 1961 roxa;

9) ncuXOoTpOIIHbIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE Mpenapathl U (apMaleBTUUECKHe
CyOCTaHIIMM, COJep)Kallie TMCHUXOTPOIHbIE BellecTBa M  BKIOYeHHble B IlepedeHs
HapKOTUYECKHUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJIEKAIMIMX KOHTPOIIIO


https://normativ.kontur.ru/document?moduleid=1&documentid=366036#l19
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1150

B Poccuiickoit ®denepanni, B COOTBETCTBUM C 3aKOHOAATeIbLCTBOM Poccuiickoit denepaiuu,
MEXIyHApoAHbIMU JoroBopamu Poccuiickoir @Pepepaumu, B ToM uucie KonBeHuuen o
IICUXOTPOIHBIX BemecTBax 1971 roaa;

10) paguodapmanieBTHYECKHE JTEKAPCTBEHHBIE CPEJCTBA - JICKAPCTBEHHBIC CPEICTBA, KOTOPBIC
coJepKaT B TOTOBOW IS HMCIIONB30BaHHS (OpME OJMH PAAMOHYKIUI WIA HECKOJIBKO
PaIMOHYKJIUIOB (PaMOaKTUBHBIX NU30TOIIOB);

10.1) opuruMHaJbHBI JIEKApCTBEHHBIM Ipenapar - JIEKAPCTBEHHBIH IpenapaT ¢ HOBBIM
JIEWCTBYIOIIMM BEIIIECTBOM, KOTOPBIA MEPBBIM 3aperucTpupoBad B Poccuiickoin denepanuu uim
B HHOCTPaHHBIX TOCYJapCTBax Ha OCHOBAaHMM pPE3YJbTAaTOB JIOKIMHUYECKHUX MCCIEA0BaHUN
JIEKapCTBEHHBIX CPEACTB M KJIMHUYECKUX MCCIEIOBAaHUN JIEKApCTBEHHBIX IIpenapaTos,
MOJITBEPKAIOUINX €ro KayecTBO, IPPEeKTUBHOCTh M Oe3o0macHOCTh; (B pen. denepanbHOro
3aKk0Ha oT 27.12.2019 N 475-®3)

11) pedepeHTHBII JEKapCTBEHHBI TMpemapar - JIEKapCTBEHHBIH IpemapaTr, KOTOPBIH
UCIONIb3YETCS JI OLEHKH OMOAKBUBAJIEHTHOCTH WJIM TEPareBTUYECKOW SKBUBAJICHTHOCTH,
KayecTBa, 3((HEKTUBHOCTH M OE30MAaCHOCTH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO IIpernapara
nau O6moaHaaoroBoro (6MoONmog00HOTO) JIeKapCTBEHHOTO mpernapara (Ouoananora). B kadecTse
pedepeHTHOro JIEKapCTBEHHOTO Mperapara s METUIMHCKOTO NPUMEHEHHUS HCIOIb3YyeTCs
OpPUTHHAJIbHBIN JIEKAPCTBEHHBIN Ipenapar JIu0o, eClii OpUTHHAIBHBIN JIEKApCTBEHHBIN Mpenapat
HE 3aperucTPUPOBaH WM HE HaXoauTcs B o0opore B Poccuiickoit denepaiiu U He HAXOAUTCS B
000pOoTe B MHOCTPAHHBIX TOCYAApPCTBaX, BOCIPOM3BEACHHBIN IJIEKAPCTBEHHBIA MpemapaT HId
O0noaHaoroBbIi (OMOMOOOHBIN) JIEKAPCTBEHHBIA mpemnapar (OHOaHAJIOT), KOTOPBIA TEPBBIM
3aperucTpupoBaH U3 4YHclIa Haxodsmuxcs B oOopore B Poccuiickoit ®@enepanuu,
OMODKBUBAJICHTHOCTh WJIM TepareBTUYECKass SKBHBAJCHTHOCTb, KayecTBO, 3()eKTHBHOCTH H
0€30MaCHOCTh KOTOPOT'O OLIEHHWBAINUCH IO OTHOIIEHHIO K OPUTMHAJIBHOMY JIEKAPCTBEHHOMY
mpenapaTy, a Takke KayecTBO, 3(p(PEeKTUBHOCTh M OE30MACHOCTh KOTOPOTO IOJTBEPKIAIOTCS
pesyabTatamMu  (papMakoHaaA30pa U MPOBEPOK COOTBETCTBHS JIEKAPCTBEHHBIX CPEJICTB,
HaXOJMIIUXCS B TIPaXKIAHCKOM O00OpOTE, YCTAHOBJIEHHBIM TpeOOBaHUSAM K HMX KayecTBy. B
KayecTBe peQepeHTHOro JIEKApCTBEHHOro Tpernapara JUlsl BETEPUHAPHOIO IMPHUMEHEHUS
HCIIOJIb3YETCS JIeKapCTBEHHBIN npenapar IS BETEPUHAPHOIO MIPUMEHEHUS,
3aperucTpupoBaHHelii B Poccuiickoit denepanny Ha OCHOBAaHMM PE3YJIbTAaTOB JOKJIMHUYECKUX
UCCIIEIOBAaHUM JIEKApCTBEHHBIX CPEACTB U KIMHUYECKUX HCCIEIOBAaHUM JIeKapCTBEHHBIX
[pernaparoB, MOATBEPKJIAIOIMIMX €ro KadecTBO, 3((eKTHBHOCTH M 0e30MacHOCTh; (B pei.
denepanbHOro 3aKkoHa 0T 27.12.2019 N 475-D3)

12) BOCHpPOM3BENEHHBIM JEKAapCTBEHHBIM IMpemapaT - JIGKApCTBEHHBIM mpemnapar Jis
MEIULUHCKOTO MPUMEHEHUs, KOTOPBII UMEET SKBUBAICHTHBIN peepeHTHOMY JIeKapCTBEHHOMY
rpenapary KadeCTBEHHBIM COCTaB W KOJMYECTBEHHBIM COCTaB JACHCTBYIOIIMX BELIECTB B
SKBUBAJICHTHON JIEKapCTBEHHOH (hopme, OO JEKapCTBEHHBIM Mpemnapar Ajs BEeTepUHApHOTO
MIPUMEHEHUsI, KOTOPBI HMMEeT TaKHe K€, 4TO M pedepeHTHBIN JIeKapCTBEHHbIN Ipernapar,
KAueCTBEHHBII COCTaB M KOJMYECTBEHHBIM COCTaB JAECUCTBYIOLUIMX BEILECTB B TaKOM ke
JIeKapcTBEeHHON (popme, OMOIKBHUBAJIEHTHOCTh MJIM TepaneBTUYecKasi YKBUBAJIEGHTHOCTh KOTOPBIX
COOTBETCTBYIOILEMY pedepeHTHOMY JIEKapCTBEHHOMY npenapary MIOATBEPKIEHA
COOTBETCTBYIOIIMMH HcClieoBaHusIMH; (B pen. PenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

12.1) TepameBTHYECKass HKBHUBAJEHTHOCTb JIEKAPCTBEHHBIX IIPENApaToB - JOCTHIKCHHE
KJIMHUYECKH CONOCTaBUMBIX TepamneBTHUecKoro 3ddexra u mokaszareneil 3¢deKTuBHOCTH U
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0€30IaCHOCTH MPU NPUMEHCHUH JICKAPCTBEHHBIX MPEMApaToB Uil MEAUIIMHCKOTO MPUMEHEHUS,
HMCIOIUX OJHO MCKAYHAPOAHOC HCIIATCHTOBAHHOC (I/IJII/I XUMHNYCCKOEC, HUJIN I‘pyHHI/IpOBOT-IHOe)
HaUMEHOBAHHE, B YKBUBAJICHTHBIX JIO3UPOBKAX IO OJJHAM U TEM K€ MOKAa3aHUAM K IPHMECHCHUIO
U TpU OJMHAKOBOM CIOco0€ BBEACHHS y OJHOHM M TOW >K€ Trpynmbel OONbHBIX; (B pei.
denepanbHOro 3akona ot 27.12.2019 N 475-D3)

12.2) GuoananoroBslii (0M0M0100HBIN) JIEKApCTBEHHBIH mpenapat (0noaHanor) - OMOJI0rHYeCKHii
JIEKapCTBEHHBIH IperapaT, CXOXKHI 10 IapaMeTpaM KadecTBa, 3G deKkTuBHOCTH 1 0€30MacCHOCTH
C pedepeHTHBIM OMOJIOTUYECKUM JICKAPCTBEHHBIM IIPErapaToM B TaKOW e JIEKapCTBEHHOU
dopmMe M uMerOmMi WAEHTHYHBIA croco0 BBereHus; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

12.3) B3auMo3aMeHseMBI JIEKapCTBEHHBIN IIpenapar - JEKapCTBEHHBIN Mpenapar ¢ JoKa3aHHOU
TepareBTUUECKON 3KBUBAJICHTHOCTBIO MJIM OMOIKBUBAJIEHTHOCTHIO B OTHOUIEHUU peepEeHTHOIO
JIEKapCTBEHHOI'0 Ipenapara, HWMEIOIIMM SKBUBAJIEHTHBIE €My Kauye€CTBEHHBI COCTaB H
KOJIMYECTBEHHBI COCTaB JICMCTBYIOIMX BEIECTB, COCTaB BCIOMOTraTEJbHBIX BEILECTB,
JeKapcTBeHHYIO (hopMy | crioco0 BBeaeHus; (B pen. DexepanbHoro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

12.4) OWOSKBUBAJICHTHOCTh JICKAPCTBEHHBIX MPENApaToB - JOCTH)KEHHE COMOCTaBHUMBIX
[oKa3aTejael CKOPOCTH BCAChIBaHMs, CTEMEHU HOCTYIUIGHUS K MECTY JEHCTBHS U CKOPOCTH
BBIBEJICHHUS] OJHOTO WJIM HECKOJBKHX OONajaromux (apMaKoJIOTHUYECKOW aKTHBHOCTHIO
JEUCTBYIOIUX BEIIECTB NPU NPUMEHEHUM JIEKAPCTBEHHBIX MPENapaToB s MEAULUHCKOTO
MIPUMEHEHUS, MMEIOIIUX OJHO MEXJAYHapOJAHOE HENAaTEeHTOBAHHOE (WJIM XHMHUYECKOE, WIIU
IpYyNIMPOBOYHOE) HAMMEHOBAHUE, B SKBUBAJICHTHBIX J03UPOBKAX M MPHU OJUHAKOBOM CIOCO0E
BBedeHus; (B pea. DeaepanbHoro 3akona ot 27.12.2019 N 475-D3)

13) nekapcTBEHHOE PACTUTEIHHOE CHIPHE - CBEKME WIIM BBICYIICHHBIC PACTCHHS JTMOO UX YaCTH,
HCIIOJb3YEMBIE JIJIs1 TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB OPraHU3aUsAMHU - IPOU3BOJUTEISIMU
JIEKApPCTBEHHBIX CPEJCTB WJIM HW3TOTOBJICHUSI JICKAPCTBEHHBIX IMPENapaTroB anTEYHBIMU
OpraHM3alysIMH,  BETEpPUHAPHBIMU  aNTE€YHBIMH  OpPraHU3alUsAMH,  WHIUBUAYAIbHBIMU
MpeaNpUHUMATEIMU, UMEIOIIMMU JIMIICH3HUIO Ha (DapMaIieBTUUECKYIO eI TEIbHOCTD;

14) nexkapcTBEHHBINH pacTUTENIBHBIN Mpenapar - JIEKapCTBEHHBIN Mpenapar, IpoU3BeIeHHbIN WIH
M3TOTOBJICHHBIN U3 OJHOTO BUJA JIEKAPCTBEHHOT'O PACTUTEILHOTO ChIPhSI WIIM HECKOJIBKUX BHUIOB
TAKOTO ChIPbS M pealn3yeMblii B pac(acoBaHHOM BHUJE BO BTOPUYHOH (HOTPEeOUTENHCKOMN)
YIIaKOBKE;

15) romeonaruyeckuil JeKapCTBEHHBIN Mpenapar - JeKapCTBEHHBIN Mpenapar, Tpou3BeIeHHbIN
WJIM U3TOTOBIICHHBIN U3 (apMalieBTUYEeCKON CyOCTaHIINK WK (papMalleBTUUEeCKUX CyOCTaHIIUN B
COOTBETCTBUM C TpeOoBaHUSAMHU 0OmUX (apMaKONEeWHbIX cTaTeil K TOMEONMaTUYECKUM
JICKApCTBEHHBIM TpenapaTaM WM B COOTBETCTBHHM C TpeOOBaHMUSAMHU (hapMaKOINeu CTPaHBI
IIPOM3BOJUTEINSL TAKOrO JIEKAPCTBEHHOro Impemnapata; (B pen. PenepaabHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

16) MexayHapoAHOE HENAaTEeHTOBAHHOE HAMMEHOBAHUE JICKAPCTBEHHOIO CpeacTBa -
HaMEHOBaHME JEHCTBYIOLIET0 BellecTBa (apMalleBTUYECKONH CyOCTaHIMH, PEKOMEHJIOBaHHOE
BceemupHoii opranuzanueit 3apaBooxpanenust; (B pea. @eaepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))
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17) ToproBoe HaMMEHOBAaHHE JIEKAPCTBEHHOI'O CpEJICTBAa - HAaWMEHOBAHHE JIEKAPCTBEHHOTO
CpeACTBa, MPUCBOSCHHOE €r0 pa3paboTUYMKOM, JepKaTelieM WM BIaJeNIbLEM PErUCTPAIIHOHHOTO
YAOCTOBEpPEHHUs JIEKapCTBEHHOro Tpenapara; (B pena. dexepanpHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

17.1) TpynnmupoBOYHOE HAaWMEHOBAHHE JICKAPCTBEHHOI'O TIperapara - HaWMCHOBAaHHE
JIEKApCTBEHHOTO0  Mperapara, HE  HMMEIOUIEro  MEXKIYHApOJAHOTO  HEMaTeHTOBAaHHOTO
HaUMCHOBAaHMS, WIM KOMOWHAIIMU JICKaPCTBEHHBIX TPEMapaToB, HCIOJB3yeMOE B IIEISIX
O0OBEIMHEHUS WX B TPYIIy TMOJ €IMHBIM HAaWUMEHOBAaHHEM HCXOJS M3 OJMHAKOBOTO COCTaBa
nercTBytomux BemiecTB; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-d3 (pexn. ot

13.07.2015))

18) ob6mas QapmakomneitHass cTaThs - JIOKYMEHT, YTBEPXIEHHBIH YIIOJIHOMOYEHHBIM
(denepasbHBIM OpPraHOM HCIIOJHUTENBHON BJIACTH W COJACpXKAIIMN IepedeHb IOKa3aTelnei
KayectBa © (WJIM) METOJOB KOHTPOJIS KayecTBa KOHKPETHOM JIEKapCTBEHHOH (opMBl,
JICKAPCTBEHHOTO ~ PACTHTEIBHOTO  CHIPbS, ONUCAHUS  OHOJIOTUYECKHX, OHOXMMHUYECKHUX,
MHUKPOOHOIOTUYECKHUX, (U3NKO-XUMHUECKUX, (PU3MUECKUX, XUMHYECKHX M JPYTHX METOJIOB
aHaJIM3a JEKaPCTBEHHOT'O CPEZCTBA, a TAK)KE TPEOOBAHUS K MCIIOJIb3YEMbIM B LIEJISX MPOBEACHHS
JTAHHOTO aHaJIM3a PEaKTHBAaM, TUTPOBAHHBIM pacTBOpaM, HHIUKaTopam; (B pen. denepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

19) ¢apmakoneiiHas cTaThsi - IOKYMEHT, YTBEP)KIACHHBIA YIMOJHOMOUYEHHBIM (penepantbHbIM
OpPraHOM HCIIOJIHUTEJILHOW BJIACTH U COJEp KALIMM NepedyeHb MoKa3aTenell KauecTBa U METO/I0B
KOHTPOJIsI KauecTBa JIEKAPCTBEHHOTO cpencTBa; (B pen. PenepanbHOro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

19.1) crangaptHbie o0Opa3ibl - BEHIECTBA, MOCPEACTBOM CpaBHEHUS C KOTOPBIMU
OCYIIECTBIISICTCS KOHTPOJh KA4eCcTBa WCCIICYyEMBIX JICKQpPCTBEHHBIX CPEJCTB C TIOMOIIBIO
(U3UKO-XMMHYECKUX M OWOJIOTMYECKUX METOAOB B LEJSAX MOATBEPIKICHUS COOTBETCTBUS
JICKapCTBCHHBIX CPEJICTB TPeOOBAaHUSM HOPMATHUBHOM JOKYMEHTAIIUH, YCTAHOBICHHBIM IIPH
OCYIIIECTBICHUHN TOCYIapCTBEHHOW PETUCTPAIlMU, U KOTOpPHIE MPUMEHSIIOTCS IS KaauOpOBKU
CTaHJIAPTHBIX 00PA3IOB MPOU3BOAUTEIS JICKAPCTBEHHBIX CPEJICTB, UCITOJIB3YEMBIX ISl KOHTPOJIIS
KauecTBa M WMHBIX IIeJiell Mpu OOpalleHWU JIEKapCTBEHHBIX CpelcTB; (B pen. demepanbHOro
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

19.2) ¢dapmakoneiHblii cTaHgapTHBIA oOpasen - CTaHJapTHBIA oOpa3zel, MPOMU3BEIECHHBIH B
COOTBETCTBUM C (hapmakoneitHoi crarbeit; (B pen. denepanbHoro 3axoHa or 22.12.2014 N
429-903 (pex. ot 13.07.2015))

20) HOpMaTHUBHAA JOKYMCHTAUUA - JOKYMCHT, coz[epxcamﬂﬁ NEpCUCHL ONPCACIACMBIX I10
pe3yjabTaTaM COOTBETCTBYIOIINUX OSKCIICPTHU3 ImoKa3aTelieil KadecTBa JICKAapCTBECHHOI'0 CpPEACTBA
AJE MECIUOUHCKOTrO IMPUMCHCHUA, METOAOB KOHTPOJISI €ro KadueCTBa U YCTaHOBHCHHBIﬁ €ro
MPOU3BOJAUTCIICM;

21) HOpPMATHUBHBI JOKYMEHT - JOKYMEHT, COJepKalluii TepeueHb OMpeeIsieMbIX IO
pe3yibpTaTaM COOTBETCTBYIONIUX IKCIIEPTU3 TOKa3aTeyel KadecTBa M (MIJIM) METOJIOB KOHTPOJIS
KauecTBa  JICKAPCTBEHHOW  (OPMBI,  OMUCAHUS  OUONIOTUYECKUX,  OMOXMMHYECKUX,

MI/IKpO6I/IOJ'IOFI/ILIeCKI/IX, (1)I/I3I/IKO-XI/IMI/I'-IGCKI/IX, (1)I/ISI/I‘ICCKI/IX, XUMHUYCCKUX U JPYrux METOOOB
aHaJIn3a JICKApCTBCHHBIX CPCACTB JId BCTCPUHAPHOTIO HNPUMCHCHUA, Tpe6OBaHI/I$I K
HCIIOJIB3YEMBIM B LECJIAX MPOBECACHUSA NTAHHOT'O aHalIM3a p€aKTHBaM, TUTPOBAHHBLIM pPacCTBOpaM,
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VMHJMKATOpaM U YCTaHOBJICHHBIN €r0 IIPOU3BOIUTEIIEM;

21.1) oOmmii TEXHHYECKUI AOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pHaliOB, COCTOSIIUN W3
HECKOJIbKUX pa3[esioB - JOKYMEHTalud aJMUHUCTPAaTUBHOIO XapakTepa, XHMHUYECKOH,
(bapmareBTHYECKON " OMOJIOTUYECKO JIOKYMEHTaluH, (bapMaKoIIOTH4ECKOi,
TOKCUKOJIOTHUECKOW JIOKyMEHTAllUM, KIMHUYECKOW JOKyMEHTallMM M  IpeACTaBIsIeMbIi
OJTHOBPEMEHHO C 3asBJIEHHEM O I'OCY1apCTBEHHON PErUCTpalMy JIEKapCTBEHHOrO Mpenapara Jis
MEIULUHCKOr0 NpPUMEHEHUs B (opmare, yCTaHOBJIEHHOM YIOJIHOMOYEHHBIM (heaepanbHbIM
OpraHOM HCIIOJIHUTENbHOM BiacTH; (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

22) KayecTBO JIEKApCTBEHHOTO CPEICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CpPEICTBA
TpeOoBaHUSAM (apMakomeiHo craTbu JHOO B Cllydyae €€ OTCYTCTBUS HOPMAaTHBHOM
JOKYMEHTAMU WM HOPMATUBHOIO TOKYMEHTA;

23) 6e30macHOCTh JIGKAPCTBEHHOTO CPENICTBA - XapaKTEPUCTHKA JICKAPCTBCHHOTO CPEICTBA,
OCHOBaHHAasi Ha CPaBHUTEIHLHOM aHaM3e ero 3((EKTUBHOCTH W PHUCKA MPUYUHCHHS Bpea
3II0POBBIO;

24) > heKTUBHOCT JIEKAPCTBEHHOTO Mperapara - XapaKTepPHCTUKA CTENECHH TOJOXKHUTEIBHOTO
BJIMSIHMS JIEKAPCTBEHHOI'O IpenapaTa Ha TE€YEeHUe, MPOAOIDKUTEIBHOCTh 3a00J€BaHUs WIN €ro
[IPEIOTBPALLICHUE, peadUIUTAIMI0, Ha COXpaHEHWE, MNPEJOTBpAIICHUE WIM IMpepblBaHUE
OEepEeMEHHOCTH;

25) cepust ICKApCTBEHHOT'O CPE/ICTBA - KOJIMYECTBO JICKAPCTBEHHOT'O CPEIICTBA, IPOU3BEICHHOE B
pe3yJbTaTe OJHOTO TEXHOJIOTUYECKOTO IIMKJIA €ro IPOU3BOIUTEIIEM,

26) PEruCcTpaiuOHHOC YAOCTOBCPECHUC JICKapCTBEHHOI'O npemnapara - HAOKYMCHT,
HO,Z[TBep)KI[aIOH_II/Iﬁ (I)aKT FOCYI[S.pCTBGHHOfI perucTpanuu JICKApCTBCHHOI'O IIpCIiapara,

26.1) gepkatenb UM BiaJelel] peTUCTPAllMOHHOIO yI0CTOBEPEHHs JIEKAPCTBEHHOTO Mpenapara
- Pa3pabOTUUK JIEKAPCTBEHHOI'O CPE/ICTBA, IPOU3BOIUTEINL JIEKAPCTBEHHBIX CPEACTB MU HHOE
IOpUINYECKOe JIMI0, oOjajaroliee MpaBOM BiaJ€HUs PErMCTPALMOHHBIM YIOCTOBEPEHHUEM,
KOTOpblE HECYT OTBETCTBEHHOCTb 3a KauecTBO, d(pdekTuBHOCTH U  0€30MacHOCTb
JIeKapCTBEHHOT o npenaparta; (B pea. PeaepanpHoro 3akoHa oT 22.12.2014 N 429-03 (pexn. ot

13.07.2015))

27) perucTpallMOHHBIA HOMEpP - KOJ0BO€ OOO3HAaYeHHE, IPUCBOCHHOE JIEKapCTBEHHOMY
npenapary mpH ero rocy1apCTBEHHOM PEruCTpalliy;

28) oOpamieHue JEKapCTBEHHBIX CPEICTB - pa3paboTKa, JOKIMHUYECKHE WCCIEeIOBaHMUS,
KJIIMHUYECKHE HCCIENOBAHUS, DKCIEPTU3a, FOCYJapCTBEHHAs pErucTpanusi, CTaHAapTH3auus U
KOHTpPOJIb KadecTBa, MPOU3BOJCTBO, U3rOTOBJICHNUE, XpaHEHHUE, TIepeBO3Ka, BBO3 B Poccuiickyto
®enepannto, BeIBO3 U3 Poccuiickonn Penepauuu, peknama, OTIIYCK, peanu3anus, Iepeaada,
MPUMEHEHHE, YHUYTOXKEHUE JIEKapCTBEHHBIX CpelacTB; (B pen. denepalbHOrO 3aKOHAa OT
06.12.2011 N 409-®3)

29) cyObekThl OOpalieHHsl JEKapCTBEHHBIX CPEACTB - (pu3Mueckue Juia, B TOM YHCIE
VHJMBHIyaJIbHBIE TPEANPUHAMATENN, U IOPUINUYECKUE JIUIA, OCYIIECTBIISIONINE AESITEIBHOCTD
IIpHU OOpallleHNH JIEKaPCTBEHHBIX CPE/ICTB;
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30) pa3paboTUMK JIEKAPCTBEHHOTO CpPEICTBa - OpraHM3anus, OO0Jajaromas IpaBaMd Ha
PE3YIbTATHI JOKIIMHUYCCKUX I/ICCJICZ[OBaHI/II\/JI JICKApCTBCHHOT'O CpeacTea, KIIMHUYCCKUX
WCCIIC/IOBAaHMI  JICKAPCTBEHHOTO TMpemapara W (WIM) Ha TEXHOJOTHIO IPOU3BOJCTBA
JeKapCcTBEHHOro cpeactsa; (B pen. denepanbHoro 3akona ot 22.12.2014 N 429-03 (pea. ot

13.07.2015))

31) npou3BOJCTBO JIEKAPCTBEHHBIX CPEACTB - JEATEIBLHOCTH MO MPOU3BOJACTBY JIEKAPCTBEHHBIX
CPEICTB OpPraHU3alMUsAMH - IMPOU3BOAUTEIISIMU JIGKAPCTBEHHBIX CPEACTB HA OJHON CTauH,
HECKOJIbKUX WJIM BCEX CTaJHsIX TEXHOJOTMYECKOTO TMpoIecca, a TaKkKe [0 XPAaHCHHIO U
pealn3anuy MPOU3BEACHHBIX JICKAPCTBEHHBIX CPEJICTB;

31.1) nmpoM3BOJACTBEHHAs IUIONIAJKA - TEPPUTOPHAIBLHO  OOOCOOJCHHBIM  KOMILIEKC
MIPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEJICTB, MPEIHA3HAYCHHBIN I BBIMIOJIHEHHS BCETO IMpoIliecca
IIPOM3BOJICTBA JICKAPCTBECHHBIX CPEACTB MJIM €ro omnpejaeieHHoN cTaauu; (B ped. PemepanbHOro
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

32) MMPOU3BOAUTCIIb JICKAPCTBCHHBIX CPCACTB - OpraHu3alusl, OCyYHICCTBIIAONIasA MPOU3BOACTBO
JICKaApCTBCHHLIX CPCACTB B COOTBECTCTBUU C Tpe6OBaHI/I$IMI/I HaCToAImeTro d)eﬂepaanoro 3aKO0Ha,

33) dbapmanieBTHUECKAs ACSATEIBHOCTD - IEATEILHOCTD, BKIFOUAIOIIAst B CEOSI ONTOBYIO TOPTOBIIIO
JICKQpPCTBEHHBIMH CPEIICTBAMH, WX XpaHCHHE, IMEPEBO3KY M (WJIHM) PO3HUYHYIO TOPTOBIIO
JICKapCTBCHHBIMU TIperaparaMd, B TOM 4YHUCJIC TUCTAHIIMOHHBIM CIIOCOOOM, HUX OTIYCK,
XpaHEHHEe, TEPEBO3KY, H3TOTOBJICHHE JIEKAPCTBEHHBIX TpenapaTtos; (B pen. denepanbHOro
3akoHa oT 03.04.2020 N 105-D3)

34) opraHu3anMs ONTOBOM TOPrOBIM JIGKAPCTBCHHBIMH CpPEACTBAMHU - OpraHHU3alus,
OCYIIECTBJISIOMIAs ONTOBYIO TOPTOBJIIO JICKAPCTBEHHBIMHU CPEJICTBAMU, UX XPAHECHHE, TIEPEBO3KY
B COOTBETCTBUU ¢ TpeOoBaHMsIMU HacTosiero denepanbHOro 3aKOHa;

35) anreyHas opraHuzalus - OpraHU3aLUs, CTPYKTYPHOE MOJpa3/ieleHue MeAULUHCKON
OpraHM3allK, OCYIIECTBISAIONIME PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU IpernapaTamMu, B TOM
quciae JUCTAaHIMOHHBIM CIIOCOOOM, XpaHEHHe, NEepeBO3KY, H3rOTOBJIEHHE U  OTIYCK
JIEKapCTBEHHBIX MPENapaToB AJIi MEIULUHCKOIO PUMEHEHHS] B COOTBETCTBUH C TPEOOBAaHUSAMU
Hacrosiero ®enepanbHoro 3akoHa; (B pea. denepanbHbix 3akoHOB 0T 25.11.2013 N 317-@3, ot
03.04.2020 N 105-93)

36) BeTepuHapHas anTe4yHas OpraHU3alMs - OPraHMU3alMs, CTPYKTypHOE IMOJApa3/eeHne
BETEPUHAPHOM OpPraHu3aliy, OCYHIECTBISAIOIINE PO3HUYHYIO TOPIOBIKO JIEKAPCTBEHHBIMU
mpernapaTamMy, B TOM YHCIIE€ TUCTAHIIMOHHBIM CIOCOOOM, XpaHEHHUE, U3TOTOBJICHHE M OTIIYCK
JICKApCTBCHHBIX IMPEHIapaToB AJid BETCPUHAPHOTO NPUMCHCHHA B COOTBETCTBUU C Tpe6OBaHI/I$IMI/I
nacrosiero ®egepansHoro 3akona; (B pea. ®emepansroro 3akora oT 03.04.2020 N 105-D3)

37) danbcudunupoBaHHOE  JIEKAPCTBEHHOE  CPEACTBO -  JIGKAPCTBEHHOE  CPEACTBO,
COIPOBOXKAAEMOE JIOXKHON MHpOpMAIUEl 0 ero cocTaBe U (W) IPOU3BOIUTEINE;

38) HemoOpOKauyeCTBEHHOE JIEKAPCTBEHHOE CpPEICTBO - JIEKAPCTBEHHOE CpPEJCTBO, HE
COOTBETCTBYIOIIIEE TpeOoBaHUAM (apMaKoONeHHON cTaThu JHOO B cllydyae €€ OTCYTCTBHS
TpeOOBaHUSAM HOPMATHUBHOM JOKYMEHTAI[UU WJIM HOPMATUBHOTO TOKYMEHTA;

39) KOHTpa(I)aKTHOC JICKAPCTBCHHOC CPCACTBO - JICKAPCTBCHHOC CPCACTBO, HAXOAAMICCCA B
060pOTC C HAPYHICHUECM I'PAKIAHCKOTO 3aKOHOAATCILCTBA,
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40) JMOKIMHUYECKOE  HCCIENOBAHUE  JIGKAPCTBEHHOTO  CPEACTBA -  OMOJIOTHYECKHE,
MHUKPOOHOJIOTUYECKHE, HWMMYHOJOTHYECKHE, TOKCHKOJOTMYECKHE,  (apMaKoJIOTHUECKHE,
¢usnueckne, XUMHYECKHE U JApPYrHe WCCIEJOBAaHHUA JICKAPCTBEHHOTO CPEICTBA ITyTEM
MPUMEHEHUSI HAYyYHBIX METOJOB OIICHOK B IEJIAX IMOJYYEHUsl O0Ka3aTesIbCTB OE30MacHOCTH,
KayecTBa 1 3()(hEKTUBHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA;

41) KIMHMYECKOE HUCCIIEJOBaHME JIEKAPCTBEHHOI'O IIpernapara - M3y4yeHUE AMArHOCTUYECKUX,
ne4eOHbIX, MPOPMIAKTHYECKHUX, (HapMaKOJIOTHYECKUX CBOMCTB JICKAPCTBEHHOTO IperapaTra B
mporecce ero MpUMEHEHHsI Yy YelloOBeKa, XKMBOTHOTO, B TOM YHCIE TPOLIECCOB BCACHIBAHMUS,
pacmpezneneHus, U3MEHEHNsI U BBIBEICHHS, ITyTeM MPUMEHEHUS HAyYHBIX METO/OB OICHOK B
LENAX MOJy4EHUs J0Ka3aTelbCTB 0€30acHOCTH, KauecTBa U 3PPEKTUBHOCTH JICKAPCTBEHHOI'O
npenapara, JaHHBIX O HEXKENaTeJIbHBIX pEaKUUsAX OpraHu3Ma 4elIoBeKa, >KUBOTHOTO Ha
IPUMEHEHHE JIEKApCTBEHHOrO Ipernapara u 00 3¢¢dekre ero B3auMOACUCTBHS C APYTUMH
JIEKapCTBEHHBIMH IIperapaTaMu u (MJIK) MUIIEBBIMUA IPOAYKTaAMH, KOPMaMH;

42) MHOTOIICHTPOBOE KIMHHYECKOE HCCIEJIOBAaHHE JICKAPCTBEHHOTO Ipernapara  Jyis
MEIUIMHCKOTO MPUMEHEHHs - KIMHMYECKOE HCCIICJOBaHKME JICKApCTBEHHOIO Ipenapara Juis
MEIUIUHCKOTO TPUMEHEHHS, IPOBOMMOE pa3pabOTYMKOM JICKAPCTBEHHOTO Mperapara B JIBYX U
6OJI€C MCIUIHMHCKUX OpraHu3aluAax 1Mo CAWHOMY IPOTOKOJIY KIMHUYCCKOIO MHCCICIOBAHUSA
JICKapCTBEHHOTO Iperapara;

43) MeXIyHApPOIHOE MHOTOIICHTPOBOE KIMHUYECKOE UCCIEAOBaHUE JIEKAPCTBEHHOTO IMpernapara
JUIS. MEJMIIMHCKOTO TIPUMEHEHUS - KIIMHHYECKOE UCCIIC0BaHUE JIGKAPCTBEHHOTO Mperapara Jyist
MEIUIIMHCKOTO TPUMECHEHHUS, MPOBOJUMOE pPa3pabOTUYMKOM JIEKAPCTBEHHOTO TWIperapara B
pa3IMYHBIX CTpaHaX MO0 EIUHOMY MHPOTOKOJIY KIMHHYECKOTO WCCIECIOBAHHS JICKAPCTBEHHOTO
npernapara;

44) mOCTpPEerucTpallMOHHOE KIMHUYECKOE HCCIEI0BaHUE JIEKAPCTBEHHOTO Ipenapara s
MEIUIMHCKOTO NPUMEHEHUS - KIMHUYECKOE HCCIIECIOBAHME JIEKAPCTBEHHOrO Ipenapara i
MEAUIIMHCKOTO MPUMEHEHHUs, IMPOBOJUMOE IPOU3BOJUTENEM JIEKAPCTBEHHOIO IIperapara,
IpaXJIaHCKUI 000pOT KOTOPOTO OCYIIECTBIISETCS I0C/IEe TOCYAapCTBEHHOW pErucTpanuu, B
LENSIX JIOMOJHUTENBHOrO cOOpa JAaHHBIX O €ro 06e30MacHOCTH U 3(P(EKTUBHOCTH, PACHIMPEHUs
[IOKa3aHUH K TIPUMEHEHUIO [aHHOrO JIEKAPCTBEHHOIO IIpenapara, a TaKXe BBIABICHUS
HEXEJIATEJIbHBIX PEaKLUi MallUEHTOB Ha €ro JEHCTBHUE;

45) wuccrnenoBanne OWOAPKBHUBAJICHTHOCTH JIEKAPCTBEHHOTO Tpernapara - BHJA KIWHUYECKOTO
HCCIEA0BAHUS JIEKAPCTBEHHOIO IIpenapara, IPOBEICHHE KOTOPOro OCYLIECTBISAETCS s
OTpeieNIeHUs] CKOPOCTH BCAChIBAaHUS M BBIBEJCHUS OJHOTO WM HECKOJBKUX OO0JIaJaroInx
(hapMakoJIOTUYECKOW aKTUBHOCTBIO JIEUCTBYIOIIUX BEIIECTB, KOJUYECTBA JIEKAPCTBEHHOTO
Ipernapara, JOCTUTaloler0o CHCTEMHOIO KpPOBOTOKA, M PE3yJbTaTbl KOTOPOTO MO3BOJISIOT
clenaTh BBIBOJ O OMOIKBHMBAJIEHTHOCTH BOCIIPOM3BEIEHHOI'O JIEKAPCTBEHHOTO Ipernapara B
OTIpeIeTICHHBIX JICKAPCTBEHHOW (QopMe M T03UPOBKE, COOTBETCTBYIOMIMX (hOpMe U JO3HPOBKE
pedepeHTHOTO JIeKapCTBEHHOTO mpernapaTa; (B pea. PexepanpHoro 3akoHa oT 22.12.2014 N
429-D3 (pen. ot 13.07.2015))

46) wucclieJOBaHHE TEPaNeBTUYECKONH HKBUBAIEHTHOCTH JIEKAPCTBEHHBIX IpENapaToB - BUJ
KJIMHAYECKOTO  WMCCJICIOBAHUS  JIGKAPCTBEHHBIX  IPENapaTtoB, MPOBEJACHUE  KOTOPOTO
OCYUIECTBJISICTCS JJI1  BBISIBJICHUS OJUMHAKOBBIX CBOWCTB JIEKAPCTBEHHBIX IPENapaTroB
OTIpE/ICTICHHOW  JIEKapCTBEHHOW (OpMBI, a Tak)Ke HaJU4HMs OJMHAKOBBIX ITOKa3aTesiel
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0e3omacHOCTH W AI(PPEKTHBHOCTH JIEKAPCTBEHHBIX MPENapaToB, OJIMHAKOBBIX KIMHUYCCKHX
3¢ deKTOoB MpH UX MPUMEHCHHH,

47) IpOTOKOJ KIMHUYECKOTO UCCIIEI0BaHHS JICKAPCTBEHHOTO TIpenapara - JOKyMEeHT, B KOTOPOM
OIPEACISIFOTCS.  1eMH, (OPMBI OpPraHM3alMl W METOAOJIOTHS IPOBEICHUS KIMHHYECKOTO
UCCIIEI0OBAHMS, CTATHCTUYECKHE METO/IbI 00Pa0OTKH PE3yIbTaTOB TAKOTO MCCIICIOBAHUS U MEPBI
no obecriedeHnI0 0e30mMacHOCTH  (U3WYECKUX JIML, YYacTBYIOIIMX B  KIMHUYECKOM
HCCIIEI0BAaHHH JICKAPCTBEHHOT'O IIPENapaTa;

48) Opomropa wHccienoBarenss - CBOJHOE H3JIOKEHHE PEe3yJbTaToB  JOKIMHUYECKOTO
UCCIICI0OBAHNS JIEKAPCTBEHHOIO CPEACTBA M KIMHUYECKOIO MCCICNOBAaHUSA JIEKAPCTBECHHOIO
npenapara Uit MEJUIUHCKOrO IPUMEHEHMS;

49) uHQOPMALMOHHBIA JHCTOK MAIMEHTa - JOKYMEHT, B KOTOPOM COAEP)KATCS B JOCTYIHOM
¢dopme cBeneHuUs, KacarolMecs MPOBOAMMOrO KIMHUYECKOIO MCCIEOBAHUS JICKAPCTBEHHOI'O
mpernapara, U B IHCBMEHHOH ¢opMe H00pOBONBHOE COrjlacue MalleHTa Ha ydacTue B
KJIMHUYECKOM  HCCIICZIOBAaHUM  JIEKAPCTBEHHOIO  IIperapara I0Cie  O3HAKOMIIEHHS  C
0COOEHHOCTSIMH KIIMHUYECKOTO HMCCIIeIOBAHUS, UMEIONIMMH 3HAUYEHHUE IS BBIPAKCHHUS TaKOTO
corJjlacus;

50) mo0oYHOE ﬂeﬁCTBHG - pc€akuusa oOpraHu3iMa, BO3HHUKIIAA B CBA3HM C IIPHUMCHCHHUCM
JICKApCTBCHHOT'O IIpfIiapara B J03aX, pPCKOMCHAYCMbBIX B MHCTPYKIUU 11O €ro NpuMCHCHUIO, IJIA
HpO(i)I/IJIaKTI/IKI/I, JUAarHOCTUKH, JICHCHUA 3a00J1eBaHUs WU JUIS pea6I/UII/ITaIII/II/I;

50.1) HexxenaTenpHas peaklMsl - HENpeJHAMEpEHHas HeOJaronmpusiTHas pPeakius OpraHu3Ma,
KOTOpasi MOXET OBIThb CBf3aHA C NPUMEHEHHEM JIEKapCTBEHHOrO Ipemapata; (B pel.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

51) cepre3Has HeXeJaTelnbHAs peaKius - HeXelaTrelIbHas peaklus OpraHu3Ma, CBS3aHHAs C
MPUMEHEHHEM JIEKApCTBEHHOTO MperapaTta, MpHUBeIIIas K CMEPTH, BPOXKIACHHBIM aHOMAIUSIM
WU TIOpOKaM Ppa3BUTHUA JMOO TMPENACTaBISAOMAs Cco00M  yrpo3y JKH3HHU, TpeOyromas
rOCIUTANIU3AIMH UIIH MPUBEAIIAs K CTOMKOM yTpaTe TpyI0CIOCOOHOCTH U (WJIN) MHBAIUIHOCTH;

52) HCMPCABUACHHAA HCKECIATCIbHAA PCAKIHA - HCKECIATCIbHAA PCaKusd OpraHuiMa, KoTopas
CBs3aHa C MPUMCHCHUCM JICKAPCTBCHHOTO IIPEIiapaTa B 103aX, pCKOMCHAYCMbBIX B ITPOTOKOJIC €TI0
KIIMHUYCCKOI'0O MCCICIOBAaHUI, 6p01H10pe HCCIICO0BATECIIA, UKW C IPUMCHCHHUEM JICKAPCTBCHHOI'O
Ipenapara B 103aX, pPCKOMCHAYEMbIX B MHCTPYKIUU T10 €TO0 IIPUMCHCHHUIO JJIA HpO(l)I/IJ'IaKTI/IKI/I,
JUArHOCTHUKH, JICHCHUA 3a00J1eBaHK WU MeI[HHI/IHCKOﬁ p€a6I/IJ'[I/ITaHI/II/I nanmyeHTa, U CyYIHOCTb,
TAXKCCTb WM HCXOO KOTOpOfI HE€ COOTBCTCTBYCT I/IH(I)OpMaLII/II/I 0 JICKAPCTBCHHOM IIpCIiapare,
conepmameﬁca B IIPOTOKOJIC €0 KIIMHUYCCKOI'0o UCCJIICAOBAHUA, 6p01mope HUCCICI0BATCIIA UK B
HHCTPYKIMU IO NPUMCHCHUIO JICKAPCTBCHHOI'O IIpCIiapara, (B pea. (I)enepanLHoro 3aKOHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

52.1) dbapmakoHaa30p - BUA AEATEIBHOCTU MO MOHUTOPUHTY 3((HEKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHBIX IIPENapaToB, HANpAaBICHHBIM Ha BBISABICHUE, OLEHKY W IPEIOTBpALICHHE
HEeXKeJlaTeJIbHBIX MOCIEICTBUN IPUMEHEHHS JIeKapCTBEHHBIX MpenapaTos; (B pea. deaepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

52.2) Tuta" ynpaBJICHHS PUCKaMH - TTOJPOOHOE OMHMCAHWE MEPONPHUITHH MO (GapMaKoHAA30DPY,
HalpaBJIEHHbIX HA BBISIBICHUE, OLIEHKY M TMPEJOTBpAIlCHUE WIM MUHUMHU3AIUIO PHUCKOB,
CBS3aHHBIX C JIGKAPCTBEHHBIMH TIperapaTaMy, BKJIOYas OIEHKY 3((PEKTUBHOCTH TaHHBIX
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Mmepornpusithii; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

53) peuent Ha JEKapCTBEHHBIN Npemapar - MEAMIMHCKUAN TOKYMEHT YCTaHOBIICHHOW (OPMBI,
CoepKaIllMii Ha3HAYCHHE JICKApCTBEHHOTO IIpernapara Uil MEJUIMHCKOTO IPHUMEHEHHS,
BBIJIAHHBI MEAMLIMHCKUM PAOOTHUKOM B LIEJSAX OTITYCKa JIEKAPCTBEHHOTO MIperapara WK €ro
M3TOTOBJICHHS U OTIIyCKa Ha OYMa)XHOM HOCHUTEJIC WM C COTJIACHS MAlEeHTa WIN €ro0 3aKOHHOTO
npeacTaBuTeNis B (OpPME DJIEKTPOHHOTO JOKYMEHTA, TMOAMMCAHHOTO C HCIOJIb30BaHUEM
YCHWJICHHOM KBAIM(HUINPOBAHHONW 3JIEKTPOHHOW MOJMHUCH MEJUIMHCKOro pabOTHHKA, JMOO
JOKYMEHT YCTaHOBJIEHHOW (POPMBI, COAEpKalINii Ha3HAYCHHE JIEKAPCTBEHHOIO Iperapara Jyis
BETEPHHAPHOTO TPHMEHEHHUS, BBIJAHHBIA CIEIMAINCTOM B O0JACTH BETEPHHAPUU B IIEIIAX

OTITyCKa JICKApCTBEHHOTO TpernapaTa Wil €ro U3roTOBJICHUS U OTITyCKa HAa OyMa)KHOM HOCHUTEIIE;
(B pen. DenepanbHbIx 3aK0oHOB 0T 29.07.2017 N 242-D3, ot 02.08.2019 N 297-D3)

54) TtpeGoBaHHE MEAMLMHCKOW OpraHM3allid, BETEPHUHAPHOM OpraHu3alud - JOKYMEHT
YCTaHOBIICHHON (DOPMBI, KOTOPBIA BBIMUCAH METUIIMHCKAM PAaOOTHHKOM WJIHM CIIEIHAIHMCTOM B
00J1acTH BeTepUHApUU, UIMEIOLIMMH Ha 3TO IIPaBO, U COAEPKUT B MUCbMEHHON (opMe yKazaHue
anTeyHOM  opraHuM3aluyd WM  BETEPUHAPHON  anTeyHOW oOpraHuzauuu o0  OTIyCKe
JIEKapCTBEHHOT'O Mpernapara Win O ero U3roTOBJICHUHU U 00 OTITycKe i o0ecreueHust JeueOHOro
rporecca B MEJUIMHCKOM OpraHu3alluu, BETepUHApHOU opraHuzauuu. (B pen. deaepanbHOro
3akoHa ot 02.08.2019 N 297-@3)

55) KOMIIIEKCHas OLEHKAa JICKapCTBEHHOIO IIperapara - OLEHKa 3aperuCTPUPOBAHHOTO
JIEKapCTBEHHOTO TNpernapara, BKJIOUaromas B ceds aHanu3 WHGOpManuud O CPaBHHUTEIBHON
KIMHAYECKOW JI(PQPEKTHBHOCTH W OE30IacHOCTH JIGKAPCTBEHHOTO IMperapara, OICHKY
HKOHOMHUYECKUX MOCIEACTBUA €ro NPUMEHEHHs, H3y4eHUE JIOMOJHHUTEIBHBIX MOCIEICTBUN
NPUMEHEHHs JIEKAPCTBEHHOTO TIperapara B IENAX NPUHATHS PEHICHHH O BO3MOXHOCTH
BKJIFOYEHHUS JIEKApCTBEHHOI'O Ipernapara B MEpedyeHb KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX
JIEKApCTBEHHBIX TPenapaToB, HOPMATHBHBIE IPABOBbIE AaKThl H HWHBIE JIOKYMEHTHI,
OTIpeIeIIAONINE MOPSIOK OKAa3aHUS METULIMHCKOM TOMOIIM, WK UCKITIOUEHHSI €r0 U3 YKa3aHHbIX
MepeyHs, akTOB U JOKYMEHTOB. (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

56) cucreMa MOHUTOPHMHIa JABMXKEHMs JICKaPCTBEHHBIX IPENapaTtoB s MEIUIMHCKOTrO
NpUMEHEeHUsT - (¢eaepanbHas TrocyAapcTBEHHass HWHGOPMAIMOHHAs CHUCTEMa MOHUTOPUHIA
JBIKEHUS JIEKAPCTBEHHBIX MPENapaToB I MEJULMHCKOTO IIPUMEHEHHS OT IPOU3BOJUTEIS 10
KOHEYHOT'O MOTPEeOUTENsI C MCIONb30BAHUEM B OTHOILEHUU JIEKAPCTBEHHBIX IpENapaToB IJis

MEIULUHCKOTO TNPUMEHEHUs cpeAcTB HAeHTH(uKauuu. (B pea. deaepanbHOro 3akoHa OT
28.12.2017 N 425-03)

I'aasa 2. IOJTHOMOYHUS ®EJEPAJIBHBIX OPTAHOB
VUCHOJIHUTEJIBHOHU BJIACTHU, OPTAHOB
VUCHIOJTHUTEJIBHOHN BJJACTHU CYBBEKTOB
POCCHUMCKOM ®EJEPAIIUU ITPU OBPAIIIEHUH
JEKAPCTBEHHBIX CPEJICTB
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Crarbs 5. IlotHoOMOuns (eepaibHbBIX OPraHOB UCIIOJHUTEIbLHOM
BJIACTH NPU 00PALIEHUH JIEKAPCTBEHHBIX CPEICTB

K mnonHomoumsiM  denepanabHbBIX OpPraHOB —HCIOJHUTENBHOW BIACTH TpU  OOpaleHuH
JIEKAPCTBEHHBIX CPEJICTB OTHOCATCS:

1) nmpoBenenue B Poccuiickoii denmepanuu eIuHON TOCYIapCTBEHHOW IOJUTHKH B 00JIacTH
oOecrieyeHrsl JIEKapCTBEHHBIMU Tpenapatamu TpaxkaaH B Poccuiickoit denepanmu; (B pexn.
depnepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) yrtBepxaeHue oOmMX (apmakonmeHHbIX crareil, (apMaKkONMEeWHBIX CcTaTel, W3/IaHHEe
TOCYJapCTBEHHOH (apmakorien, co3JaHue M BeJeHHE peecTpa (hapMaKONEHHBIX CTaHIApTHBIX
06pasnos; (B pen. PepepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3) ocyIiecTBIEHHE TOCYIaPCTBEHHOTO KOHTPOJIS (Haa30pa) B chepe oOpalieHus JTeKapCTBEHHBIX
cpencts; (B pea. denepanbHoro 3akona ot 25.06.2012 N 93-D3)

4) TNUIEH3WpPOBAHWE MPOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB W  (hapMaleBTHUECKOU
JeATEIbHOCTH B COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccuniickoit denepanuu;

5) opraHu3aMs SKCHEPTU3bI JICKAPCTBEHHBIX CPEJICTB, ITHYECKOH SKCHEPTH3BI BO3MOKHOCTH
IMPOBCACHUA KIMHHUYCCKOI0 HCCICAOBAHHA JICKAPCTBCHHOI'O IIpIliapara Iajd MCIULIMUMHCKOI'O
MNPUMCHCHUS, ISKCICPTU3bI AOKYMCHTOB, HNPCACTABJIICHHBIX I OHNPCACICHHUA BO3MOXHOCTHU
paccMarpuBaTh  JICKAPCTBEHHBIM  mpemapar s MEAWIMHCKOTO  NPUMEHEHHS  pU
TOCY/IapCTBEHHOM PETrUCTpaluy B KadecTBE Op(haHHOrO JICKApCTBEHHOIO Ipenapara; (B pen.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

51) opraHu3anusa MpOBCACHUA KOMILJIEKCHOM OILICHKH JICKAPCTBCHHOT'O IIpCllapaTa B HEIAX
IIPHUHATHA pGHICHI/Iﬁ O BO3MOXHOCTH BKJIIOUCHUSA JICKAPCTBCHHOI'O IIpfriapata B IICPCUYCHDb
KHU3HCHHO HeO6XO,[[I/IMBIX U BaXKHEMIIINX JICKAPCTBCHHBIX MNPCIApaTOB, HOPMATHBHBIC ITPABOBBIC
AKThl W HHBIC AOKYMCHTBI, ONPCACIAIONIMEC MOPAAOK OKa3aHHA MEIUIIMHCKON ITOMOIIH HIIN
HUCKIIIOYCHHUA €TI0 U3 YKA3aHHBIX MEPCHUHS, aKTOB U JOKYMCHTOB; (B pea. d)ezlepaanoro 3aKOHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

6) BbIJaua paspelieHU Ha TNpOBeJeHHE KIMHUYECKUX HCCIEI0BaHUM JIeKapCTBEHHbIX
IIpenapaTroB, BEJICHUE peecTpa BBIJAHHBIX pPa3pelleHMd Ha MPOBEICHHE KIMHUYECKHX
HCCIEA0BAHUH JIEKAPCTBEHHBIX IIPENapaTos;

7) rocyaapCTB€HHasd perucTtpanusd JICKAPpCTBCHHBIX IIPCIApaToOB, BCACHUC TOCYAAPCTBCHHOI'O
peecTpa JICKAPCTBECHHBIX CPCIACTB;

8) opranu3zaiys U (MJIM) NPOBEJCHUE UHCIEKTUPOBAHUS CyOBEKTOB 0OpallieHHs! JIeKapCTBEHHBIX
CPEICTB Ha COOTBETCTBHE MpaBUiaM HaAJexallell J1abopaTOpHOW MpaKTUKU, MpaBUIIaM
HaJuIeXkKalled KIMHUYECKONM NIPAKTHKH, IpaBWIaM HaJJIeXalled MpPaKTHUKUd XpaHEHHUs U
MIEPEBO3KH JIEKAPCTBEHHBIX MPErapaToB, IpaBUiIaM HajJexallel JMCTPUObIOTOPCKOM MPaKTUKH,
IpaBUJIaM HaJyuIexaleil anteyHol nmpaktuky; (B pea. dexepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

8.1) opranmzamuss u (WIM) TPOBEICHHE HWHCIEKTUPOBAHUS CYOBEKTOB  OOpaleHUs
JICKApCTBEHHBIX ~ CPEACTB  HAa  COOTBETCTBME  TpeOOBaHMSIM  MpaBWII  HaJyIeXKallei
MIPOM3BOJICTBEHHOW TNPAaKTHKH, BblAaua 3aKJIIOYEHHUH O COOTBETCTBUM IPOU3BOIUTENS
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JICKAPCTBCHHBIX CPEJCTB TPEOOBAHMSAM IPABHJI HAJUICKAIICH MPOM3BOJACTBCHHON MPAKTUKH; (B
pen. deaepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

8.2) ycraHOBIIeHHE MOpsAKa BEICHUS U BEICHHE T'OCYJApPCTBEHHOI'O peecTpa 3aKIIOYEHHH O
COOTBETCTBUU TMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM TMPABHI HaJyIeKaIEH
MPOM3BOJICTBEHHOM MpakTHKY; (B pea. PeaepanbHoro 3akona ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

9) rocymapcTBEHHas PpErUCTpalMsl NPEAENbHbIX OTIYCKHBIX II€H NPOU3BOAMUTENCH Ha
JIEKapCTBEHHbIE MpEnapaThbl, BKIIOYEHHbBIE B EPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEHUIINX
JICKaPCTBEHHBIX MPENapaToB, U BEICHUE TOCYJAPCTBEHHOIO PEECTpa MPEAEIbHBIX OTIYCKHBIX
LIEH IPOU3BOAMTENICH Ha JIEKApCTBEHHBIE Ipenaparbl, BKIIOUYECHHbIE B IIE€PEUEHb KU3HEHHO

HEOOXOIMMBIX M BOKHEUIINX JIEKAPCTBEHHBIX IMpemnapatoB; (B ped. DeaepanbHOrO 3aKOHA OT
06.06.2019 N 134-03)

9.1) cormacoBaHwe TMPOEKTOB PEIICHHH OPraHoB HCIIOJHUTEIBHOW BJIACTH CYOBEKTOB
Poccuiickoit @enepannu 00 ycTaHOBICHUH U (MJIH) U3MEHEHHH MPEIEIBHBIX Pa3MEPOB ONTOBBIX
Ha[[6aBOK " MPEACIbHBIX pa3MCpPOB PO3HUYHBIX HaII6aBOK K q)aKTI/I‘-IeCKI/IM OTIIYCKHBIM LICHAM,
YCTAHOBJICHHBIM  TPOM3BOJUTEISIMH  JIGKAPCTBEHHBIX ~ ITIpEnapaToB, Ha JIGKAPCTBCHHBIC
npemnaparbl, BKIFOYCHHBIC B IICPCUYCHDL )KU3HCHHO H€06XO[[I/IMI)IX A BaKHEUIIINX JICKApCTBCHHBIX
npenaparos; (B pen. enepanbroro 3akona ot 13.07.2015 N 241-03)

10) BblJIa4Ya, YCTAHOBJICHUC IIOpPAAKaA BbIAa4W Ppa3pCHICHUS Ha BBO3 KOHKpCTHOﬁ ImapTuun

JeKapcTBeHHOro cpeactBa B Poccuiickyro ®Depepanmio; (B pea. denepalibHOro 3akoHa OT
02.08.2019 N 297-d3)

10.1) BpIgaua, yCTaHOBIICHUE MOPSIKA BbIIAYM U (HOPMBI JOKYMEHTA, KOTOPBIA MOATBEPIKAALT,
YTO MPOU3BOJACTBO JIEKAPCTBEHHOIO Mpenapara Jjisi MEAUIUHCKOTO MIPUMEHEHHSI OCYILECTBIEHO
B COOTBETCTBUU C TPEOOBAaHUSMHU IMPaBUJ HAJUIEKAIIEH MPOU3BOACTBEHHON MPAKTHKU WM UTO
JIEKapCTBEHHbIN mpenapaT i BETEPUHAPHOTO NPUMEHEHHs JIONMYyIIeH K OOpalleHuIo B
Poccuiickoit ®enepanyu, ¥ MOJIEKUT MPEACTABICHUIO M0 TPEOOBAHUIO YHNOJIHOMOYEHHOIO
OpraHa cTpaHbl, B KOTOPYIO BBO3MUTCs JIEKAPCTBEHHBIN Npenapar; (B pea. denepanbHbIX 3aKOHOB
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 02.08.2019 N 297-D3)

10.2) Bblgayua, yCTaHOBJIEHUE MOPAJIKA BbIAAYU M (DOPMBI TOKYMEHTA, CO/IEPIKAILEro CBEIEHUS O
CTagusIX TEXHOJIOTMYECKOro Ipoliecca IPOU3BOJCTBA JIEKAPCTBEHHOIO CpeAcTBa  JJis
MEIUIMHCKOTO MMPUMEHEHHSI, OCYIIECTBIIEMBIX Ha TeppuTOprH EBpa3suiickoro "KOHOMHYECKOTO
cor3a; (B pen. PeaepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot
13.07.2015 N 241-®3)

11) co3manue COBETOB MO BOIIPOCAM, CBSI3aHHBIM C 0OpaIlieHuEM JICKaPCTBEHHBIX CPEJCTB;

12) arrectanus u cepTUUKALUs CIEUAINCTOB;

13) myHkT yrpatui cuiy. (B pea. @enepanpHoro 3akona ot 02.07.2013 N 185-D3)

14) ocymectBnenue dapmakoHnanzopa; (B pea. @enepanpHoro 3akona ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

15) yuacTre B MEXIyHApOJAHOM COTPYJHUUYECTBE;

16) nony4enue 1o 3ampocam yrnoJIHOMOYEHHOTO (eiepalibHOTO OpraHa MCIOJHUTEIBHOMN BIacTH
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OT OpraHOB HWCIIOJHUTEIBHOW BIACTH CYOBeKTOB Poccuiickoit denmeparuu, a Takxke OT
CyOBEKTOB OOpaIIeHHs JIEKAPCTBEHHBIX CPEICTB ISl METUITMHCKOTO MPUMEHEHHS WH()OpMAIIUN
[0 BOMPOCAM YCTAaHOBJIEHUS U MPUMEHEHHS IIeH Ha JeKapCTBEHHbIE Mpenaparbl U HaJg0aBOK K
HUM;

17) npuMmeHeHHWE Mep OTBETCTBEHHOCTH 3a HApyIICHHE 3aKoHOoJAaTelbcTBa Poccuiickoit
denepanuu.

18) yTBepkaeHWE IpaBWil HaJJIeXkalleld J1abopaTOPHOW NPAKTHKHM, IpaBWI Hajylekallen
KJIMHUYECKOW TPAKTHKW, TMPaBWI HaJUIeXKalleld IMPOU3BOJACTBEHHON MPAKTUKH, IPaBHI
HQJIeKAIIed NPAaKTUKU XpaHEHWs M TEPEBO3KH JIEKAPCTBEHHBIX IpPENapaToB, MPaBUII
HaJUIeXaIIel AUCTPUOBIOTOPCKOM MPAaKTHUKH, IPaBUJ HAJISKAILECH aTeYHON PaKTUKHU, TIPaBHII
HQ/JIeKAIIed MPakTHKH (apMaKOHAI30pa JIEKApCTBEHHBIX IPENapaToB Ui MEIHIIMHCKOTO
npumenenust; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

19) ycranoBnenue mnopsiaka (HOPMHUPOBAHHS PETHUCTPALMOHHOIO JOChE€ Ha JIEKApCTBEHHBIN
npenapar u TpeOoBaHMI K JIOKyMEHTaM B ero cocrare; (B pen. denepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

20) yTBepKIeHUE MPaBUJ PAIlHOHATHFHOTO BEIOOpPA HAUMEHOBAHHA JICKAPCTBEHHBIX MIPEIapaToB
JUTSI METMIIMHCKOTO NpuMeHeHust; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen.
ot 13.07.2015))

21) yTBepkIeHuE IepeyHsl HAMMEHOBaHUH JIeKapCcTBEHHBIX GopM; (B pen. DeaepanbHOro 3aKoHa
01 22.12.2014 N 429-93 (pen. ot 13.07.2015))

22) nmyHKT yrpatui cuiy. (B pea. @exepaipaoro 3akona ot 27.12.2019 N 475-D3)

23) yTBepkaeHue TpeOoBaHUI K MHCTPYKIUHU 10 MEIUIIMHCKOMY TMPUMEHEHHUIO JTeKapCTBEHHBIX
MIpenapaToB U K MHCTPYKIMH IO BETEPUHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHBIX IMIPENapaTos; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

24) mpUHATHE PELICHUH, SIBISIONMXCS OCHOBAHUSAMM Ul BKIIOUYEHUS IOMEHHBIX UMEH M (MJIH)
yKazaresei CTpaHull caliTOB B MH(POPMAILMOHHO-TEJIEKOMMYHUKaIMOHHON cetu "HUHTepHer", a
TaKXe CETeBBIX aJJPECOB B €AMHYIO aBTOMAaTU3UPOBAHHYIO HH(OpMALMOHHYIO cucTeMy "Eaunblii
peectp JIOMEHHBIX HMEH, yKaszaTesneu CTpaHHUI] CalToOB B
MH(POPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOW ~ cetn  "HMHTepHeT" M CeTeBBIX  aJpecos,
MO3BOJISIIOIIMX HMAEHTU(ULMPOBATH CAalThl B HMH(OPMALMOHHO-TEIEKOMMYHUKAIIMOHHON CETH
"NuTepHet", coneprkaiiue HHGpOpMaIuio, pacnpocTpaneHue kotopoit B Poccuiickoii ®@eneparun
3amnpenieHo", B OTHOIICHUH WH(OpMaIUU, COJAEpKaIlleld MPEII0)KeHUEe O PO3HUYHOM TOPTOBIIE
JIEKapCTBEHHBIMH TpenapaTaMy, B TOM YHCJIE TUCTAHIIMOHHBIM CIIOCOOOM, PO3HUYHAS TOPTOBIIS
KOTOPBIMH OTpaHWYEHA WJIM 3allpelieHa B COOTBETCTBUHU C HacTosmuM DenepanbHbIM 3aKOHOM,
u (unm) uHopMaIuK, coxepkaiieil MpeUIoKeHue O PO3HUYHON TOPTOBIIE JEKapCTBEHHBIMU
npernapaTamy, B TOM YHCJIE JUCTAHIIMOHHBIM CIIOCOOOM, JIMLIAMHU, HE UMEIOLUMU JUIEH3UU U
paspellleHusT Ha OCYIIECTBIEHUE TAaKOW JEATEIbHOCTH, €CJIM [OJIyYEHUE JIMLIEH3UU W
paspelleHus: NpeayCMOTPEHO 3aKOHOAATEIbCTBOM 00 OOpalleHHH JEeKapCTBEHHBIX CPEICTB; (B
pen. denepansroro 3akoHa ot 03.04.2020 N 105-D3)

25) BbBIIa4a pa3pemieHnd Ha BBOJA B TPAXKIAHCKHA 000pOT HWMMYHOOMOJIOTHYECKHX
JICKApCTBEHHBIX IpenapatoB. (B pea. Peaepansroro 3akoHa oT 28.11.2018 N 449-D3)
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Crartba 5.1. Ilepenaya ocynecTB/IeHUsI MOJHOMOYME (eepaaibHbIX
OPraHoOB MCHOJHHUTEIbHON BJIACTH PH 00PAIICHUH JIEKAPCTBEHHBIX
CpeACTB OPraHaM MCIOJHUTEIbHOH BJIACTH CYObeKTOB Poccuiickoii
®denepanuu (B pen. PenepanabHoro 3akona ot 13.07.2015 N 233-P3)

[TotHOMOUMS (heepanbHBIX OPraHOB UCTIOJHUTEIBLHOM BIIACTH MPH OOpAIIEHUH JIEKAPCTBEHHBIX
CpPEACTB, MPEAYCMOTPEeHHbIE HAcTOSIMM DenepaibHBIM 3aKOHOM, MOTYT IE€peaaBaTbCs IJIst
OCYIIECTBIICHHUsI OpraHaM HCIOJHHUTEIbHON BiacTu cyOBbekToB Poccuiickoit ®Deneparuu
nocranoBieHussMu [IpaButensctBa Poccuiickoir @Penepanuu B MOPSAJKE, YCTAaHOBICHHOM
@enepanbHbIM 3aKOHOM OT 6 OkTsi0pst 1999 roma N 184-®3 "OO oOmMxX NpUHIMIIAX
OpraHu3alMy  3aKOHOJATENBHBIX  (NMPEACTABUTEIBHBIX) W HCIOJIHUTEIBHBIX  OPraHoOB
rocynapcTBeHHOM BiacTu cyOrekToB Poccuiickoit denepanuu”.

Crarps 6. Ilos1THOMOYHA OPraHOB UCIOJHHUTEIBHON BJIACTH
cyobekra Poccuiickoin @enepauuu npu oOpameHuu
JIEKAPCTBEHHBIX CPEACTB

K monHoMouunsM opraHOB HCIIOJHUTENbHOM BiacTu cyObekta Poccuiickoit ®depepanuu mnpu
oOpallleHU U JIEKAPCTBEHHBIX CPEICTB OTHOCATCS:

1) pa3paboTka W peanusanus PErHOHAIBHBIX MporpamMm  oOecredyeHHus HaceIeHUs
JIEKapCTBEHHBIMU TperiapaTaMu;

2) YyCTaHOBJEHME IMPEAEIbHBIX Pa3MEPOB OITOBBIX HAA0ABOK M MPENENIbHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (DAKTUYECKMM OTITYCKHBIM II€HAaM, YCTAHOBJICHHBIM IMPOU3BOIUTEIIMU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHBIC IIpenapaThl, BKIIOYECHHBIE B II€PEUYCHb
KU3HEHHO HEOOXOIMMBIX U BaXKHEHUIINX JIEKaPCTBEHHBIX MIPENapaToB;

3) ocylecTBIEHHE PErMOHAIbHOIO TOCYJAapCTBEHHOIO KOHTPOJIS 3a NPHUMEHEHHUEM IIeH Ha
JIEKapCTBEHHbIE MPENapaThl, BKIOYEHHBIE B MepeUeHb KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIEKapCTBEHHBIX NPENapaToB, OPraHU3alKsIMU ONTOBOM TOPTrOBIM JIEKAPCTBEHHBIMU CPEJCTBAMH,
anTeYHbIMHM OpraHU3alUsAMHU, UHIUBUAYaJIbHBIMUA IIPEINTPUHUMATEISIMU, UMEIOIIUMH JIMLEH3UIO
Ha (papManeBTUUECKYIO AESITENbHOCTh, MEIULIMHCKUMU OPraHU3alusIMU, UMEIOIUMU JIUIEH3UIO
Ha  (apMaleBTUYECKYI0  JEATENIBHOCTh, M UX  O00OCOOJEHHBIMH  HOJpa3JeICHUSIMU
(amOynatopusiMu, (GenapAmepckKUMI U (elbAIIepCKO-aKyIIEpCKUMU  ITYHKTaMH, LEHTpaMu
(oTneneHusiMu) oOmieil BpaueOHOW (ceMelHOM) MpPaKTUKM), PACHOJIOKEHHBIMH B CEIbCKHX
HACEJIEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeyHble opranuzanuu; (B pea. denepanbHbix
3akOHOB OT 25.06.2012 N 93-®3, o1 27.12.2019 N 475-D3)

4) npuHsaTHEe peuieHus 00 MCIOJB30BaHUU Ha TeppUTOpHH cyObekTa Poccuiickoit denepanun
HapsAIy C pelenTaMu Ha JIEKapCTBEHHbIE MpenapaTsl, 0POPMICHHBIME Ha OYMa)kHOM HOCHUTEIE,
pelenToB Ha JIEKapCTBEHHblE TMpemnapartbl, cHOpMHpPOBaHHBIX B (GOpME 3IIEKTPOHHBIX
JTOKyMeHTOB. (B pea. Penepanpaoro 3akona ot 29.07.2017 N 242-D3)
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I'naBa 3. TOCYJAPCTBEHHAS ®APMAKOIIESA

Crartbs 7. PazpatoTka 1 u3ganue rocy1apcTBeHHOM (papMakoneu,
pa3MellieHue JaHHbIX 0 Hell

1. Tlox rocymapcTBeHHOM (hapMakorneedl MOHMUMAeTCsl CBOJI OOmMuUX (hapMaKOICHHBIX CTaTed H
(hapMaKOIIeHHBIX CTaTCH.

2. Paszpaborka oOmux ¢dapMakomeHbIx cTaTed W (apMakomeWHbIX cTaTel, B TOM YHCIE
(dapmakonelHbIX cTaTeil Ha QapMakonelHble CTaHAAPTHBICE OOpaslbl, W BKIIOYCHHE WX B
rOoCy/lapCTBEHHYI0  (papMakomer0  OCYIIECTBISAIOTCS B MOpPsSAKE,  YCTAaHOBJICHHOM
YIIOJTHOMOYEHHBIM (pe/lepalibHBIM OpraHOM HWCHOJHUTENbHOW BiacTu. (B pen. demepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Paspabotka QapmakoneiiHoii cTaTbu Ha pedepeHTHBIH JIEKapCTBEHHBIH Ipenapar |
BKJIIOYEHHE €€ B TOCYJapCTBEHHYIO (DapMakomer B TEUYCHHE CpOKa JCUCTBHUS 3alUTHI
UCKITIOYUTENILHOTO TIpaBa, YJOCTOBEPEHHOIO MaTEHTOM Ha pedepeHTHBIH JeKapCTBEHHBIN
npernapar, OCYIIECTBIISIIOTCS C COTJIacHsl ero paspadorumka. (B pen. denepanbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. TocymapcTBeHHasi (apMakomnes HW3IACTCAd YIOJHOMOYEHHBIM (efepaTbHbIM OpPTaHOM
WCTIOJTHUTEJILHOM BJIACTH 32 CYET CPEICTB (eliepabHOro OIPKETa U MOJICKUT MePeU3IaHMsIM
HE peXe YeM OJWH pa3 B IATh JIET, B MEPUOJ MEXIY KOTOPHIMH H3JAIOTCS TPHIOKEHUS K
rocynapcTBeHHOH (¢apmakornee, cojepxamue oOume QapMakoneiiHple cratbud W (UIIH)
(apMakonelHble CTaThbU, YTBEPKICHHBIE TOCIIE M3AAHUS WU TEePEH3JIaHus rOoCyIapCTBEHHON
(dhapmaxkorien.

5. YnoiaHOMOYeHHbIH QenepanbHbIl OpraH HCHOJIHHUTENBHOM BIACTH pa3MeIlaeT JaHHBIE O
rocyJIapcTBEHHOUM (papmakoriee U MPUIOKEHUAX K HEH Ha CBOeM O(UIIMATIHLHOM CalTe B CETH
"NHTepHeT" B yCTaHOBJIEHHOM UM MOPAJIKE.

I'nasa 4. TOCYJAPCTBEHHBINA KOHTPO.Ib ITPU
OBPAIIEHUU JIEKAPCTBEHHBIX CPEJACTB

Crartba 8. J/IunieH3npoBanue Npou3BOACTBA JIEKAPCTBEHHbBIX
cpeacTB U (papManeBTHYECKOI 1eATETbHOCTH

1. JluueHsupoBaHHe TPOM3BOJACTBA JIEKAPCTBEHHBIX CpPEACTB U  (hapmarieBTHUECKON
JIEATEIIbHOCTH OCYILECTBIISIETCS B COOTBETCTBUU € 3aKOHOIaTeNbcTBOM Poccuiickont denepanum.

2. OO0s3aTeNnbHBIM YCIOBHUCM IPEAOCTABJIICHHUA JIMOCH3WKW Ha MPOU3BOACTBO JICKAPCTBCHHBIX
CpEACTB SABJIACTCA MNPHUIIOKCHHUE K 3adBJICHHUIO COUCKATCIIA JULCH3WH HCPCUYHA JICKAPCTBCHHBIX
(bOpM u (I/I.III/I) BHU 0B (I)apMaI_IeBTI/I‘-ICCKI/IX CyﬁCTElHLIHfI, KOTOPBIC TPOU3BOJAUTCIIb JICKAPCTBCHHBIX
CpCACTB HAMEPCH IMPOU3BOANTD.

3. B cry4dac HGOGXOI[I/IMOCTI/I paciiipCHud IMPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB 3a CUCT
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HOBBIX JIGKAPCTBEHHBIX (OpPM W BHIOB (apMaIeBTHUECKHX CYOCTaHIMHA TPOU3BOIAMTENb
JICKApCTBCHHBIX CPCACTB HOJIKCH HepeO(l)OpMI/ITB JIMICH3UIO Ha NPOU3BOACTBO JICKAPCTBCHHBIX
cpenacts. (B pen. epepanbroro 3akoHa ot 02.08.2019 N 297-D3)

4. JluueHsuss Ha TPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB ((papMameBTUYECKOH CYOCTaHINH
CIMpTa 3TWJIOBOrO (3TaHOJA) BBLAAETCS MPHU YCJIOBUM HAIM4Ms y OpraHu3alMd Ha IIpaBe
COOCTBEHHOCTH, XO3SWCTBEHHOTO BEJCHUS WM OINEPATHBHOTO YIPABIEHUS OCHOBHOTO
TEXHOJIOTUYECKOT0 000PYAOBaHUS /1JIsl IPOU3BOJICTBA STUIIOBOTO CIIUPTA, 3aPErMCTPUPOBAHHOTO
B COOTBETCTBHMHM cO cTaTheil 14.1 ®PenepanbHOro 3akoHa ot 22 Hoa6ps 1995 roga N 171-03 "O
rOCYJJapCTBEHHOM PEr'yJIMPOBAHUU IIPOM3BOJCTBA U 000POTa ATUIOBOrO CIIUPTA, AIKOIOJIbHOM U
CIHUPTOCOJIEPKAMIEH NMPOAYKIUH U 00 OrpaHHYEHHH MOTpeOJeHUs (PacHHUTHSA) aTKOTOJIbHOM
npoxykuuu". (B pen. @enepanpHoro 3akona ot 27.12.2019 N 481-D3)

Cratps 8.1. Oco0eHHOCTH JIMLIEH3UPOBAHMS IIPOU3BOACTBA
JIEKAPCTBEHHBIX CPeACTB (papManeBTHYECKON CyOCTAHIIMM CIIUPTA
3TUJIOBOIO (3TaH0J1a) (B pea. PenepanbHoro 3akoHa or 27.12.2019 N

481-d3)

1. JlelicTBue NMIIEH3UMM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB ((hapMalieBTUUECKON
CyOCTaHIIMM CIIUPTaA 3TUIOBOrO (3TaHOJIA) IPUOCTAHABIMBAETCS B YACTH [IPaBa Ha MPOU3BOJICTBO
(dapMarieBTHYECKOH CyOCTaHIIMM CIHUPTa ATHIOBOTO (3TAHOJA) JHUICH3UPYIOUIMM OpPraHOM B
ciydasx, omnpezeneHHbIx craTtbedl 20 denepanpHoro 3akoHa ot 4 mas 2011 roga N 99-03 "O
JULEH3UPOBAHUN OTACJBHBIX BHUAOB JIE€ATEIBHOCTU", a TaKXe€ Ha CpPOK IPUOCTAHOBJICHUS
NEUCTBUS  JIMLUEH3MM HA  NPOM3BOACTBO  ATWJIOBOILO  CHHpPTa  JUIsl  NPOU3BOJACTBA
(hapmareBTHUeCKO CyOCTaHIIMHM CIHUPTa 3TUIIOBOTO (dTaHONA), BHIIAHHOW B COOTBETCTBHH C
@enepanbHbIM  3aKOHOM 0T 22 Hoa6pa 1995 rtoma N 171-®3 "O rocyaapcTBEHHOM
perylIvpoBaHMM  NPOM3BOACTBA M  00OpOoTa  JTUJIOBOIO  CIMPTAa,  AJIKOTOJBHOW H
CIHMpTOCOJIEpXkKAIEH NMPOAYKIMH U 00 OrpaHHMYeHHM MOTpeOsaeHus (pachuTHs) aKOTOJIbHOU
MIPOIYKIMH".

2. JleWicTBHE JIMLEH3UM Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB ((hapManeBTHUECKON
CyOCTaHIIMM CIIUPTA ATUJIOBOTO (3TaHOJA) B YAaCTH MpaBa Ha MPOU3BOJICTBO (papMarieBTHUECKON
CyOCTaHIIMM CIIUPTA STHJIOBOTO (3TaHOJIa) MPEKPAIAETCsl JIULEH3UPYIOIIUM OPraHOM B ClIydasx,
orpeneneHHbIx cratheir 20 denepanmbHoro 3akoHa ot 4 wmas 2011 roma N 99-®3 "O
JIMIIEH3UPOBAHUU OTIENBHBIX BUJAOB JEATENbHOCTU", a TakXKe C JAaThl NPEKpALIeHUs WIH
AHHYJIMPOBAHUS JIEHCTBUS JMIIEH3UU HA MPOHM3BOJCTBO ATHJIOBOTO CIIMPTA JJISl MPOU3BOICTBA
(bapmarieBTHUECKONH CyOCTaHIIMM CIUPTa STHIOBOTO (3TaHOJNA), BBIAAHHOW B COOTBETCTBUU C
@enepalibHbIM  3aKOHOM OT 22 HosiOps 1995 roma N 171-®3 "O rocynapcTBEHHOM
peryaupoBaHMM  MPOU3BOJACTBA M 000pOTa  STHIOBOIO  CHHPTA,  AIKOTOJIBHOH |
CIIUPTOCOEPIKAIEH MPOAYKIMH M 00 OrpaHHYCHUH TOTPeOJIeHHs (PacIUTHsI) ATKOTOJIBHOM
MPOYKIHH'".

Crartbs 9. I'ocynapcTBeHHBI KOHTPOJIb (HAA30P) B cdepe
oOpaleHus JIeKAPCTBEHHBIX cpeacTB (B pea. dexepaibHOIO 3aK0OHA
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ot 25.06.2012 N 93-®3)

1. TocymapcTBeHHBII KOHTpPOJb (Ham30p) B chepe oOpalleHHs JIEKAPCTBECHHBIX CPEICTB
BKJIFOYAET B ce0s:

1) AMIEH3UOHHBI KOHTPOJb B cdepe MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB M B cdepe
(hapmaleBTUUECKOH 1eATeNbHOCTH;

2) (henepanbHBINA rocy1apCTBEHHBINH HAA30p B cepe oOpallleHus JIeKapCTBEHHBIX CPENICTB;

3) BBIOOPOYHBII KOHTPOJIb KaUeCTBA JIEKAPCTBEHHBIX CPelCTB. (B ped. DenepalbHOTO 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. JIMIEeH3UOHHBI KOHTPOJh B cdepe MPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB U B cdepe
(dapmalleBTUUECKON  JESITETbHOCTH  OCYUIECTBIAETCS  YIOJIHOMOYEHHBIMH  (efepaibHbIM
OpraHOM HCIOJHUTEIBHOM BIACTH U OPraHaMH MCTIOJHUTEIBHOM BIacTU CyObekTOB Poccuiickoi
denepaluy COTJIACHO MX KOMIIETEHLIMU B MOPSAJIKE, YCTAaHOBIEHHOM PDenepaibHbIM 3aKOHOM OT
26 nexabps 2008 roga N 294-@3 "O 3amuTe NpaB IOPUAMYESCKUX JHI U HHIABUIYAIbHBIX
MpearpuHUMaTeNeil MpU  OCYIIECTBIEHWH TOCYAApCTBEHHOTO KOHTPOJsS (Haa3opa) W
MYHUIMIIAILHOTO KOHTPOJIA'", ¢ YY4ETOM OCOOCHHOCTEHW OpraHU3alMi M MPOBEACHUS MPOBEPOK,
ycTaHoBIIeHHBIX PenepanbHbiM 3akoHOM OT 4 mas 2011 rona N 99-®3 "O nuueH3upoBaHUHU
OTJI€JIbHBIX BUJIOB JI€ATEIBHOCTH .

3. @enepalibHbIl TOCYAapCTBEHHBIM HaA30p B cdepe oOpalleHus JEeKapCTBEHHBIX CPEICTB
OCYIIECTBIISICTCS  YIIOJTHOMOUYCHHBIMH  (peIepalIbHBIMH  OpTaHaMH WCIIOJHUTEIBHON BJIACTH
(manmee - opraHbl TOCYAapCTBEHHOTO HAJ30pa) COMNIACHO HX KOMIETEHIIMM B TMOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit denepanuu.

4. denepanbHBIi TOCYJApPCTBEHHBIN Haa30p B cepe oOpamieHusi JEKapCTBEHHBIX CPEICTB
BKJIIOUaeT B cebst: (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) opranuzamuioo ¥ TPOBEJACHUE TMPOBEPOK COOMIOJEHUS CyOBEeKTaMH  OOpalleHus
JIEKapCTBEHHBIX CPEACTB YCTAHOBIEHHBIX HAacTOAIMMM (DenepanbHbIM 3aKOHOM M MPUHATHIMU B
COOTBETCTBUM C HHMM HHBIMM HOPMAaTHBHBIMH IIpaBOBbIMH akTamu Poccuiickoit Penepannu
TpeOOBaHUN K JOKIMHUYECKUM MCCIEOBAHUSAM JIEKAPCTBEHHBIX CPEACTB, KIMHHUYECKUM
UCCIIEIOBAaHUSAM JIEKapCTBEHHBIX IIpernapaToB, XpaHEHHIO, MEpeBo3Ke, BBO3y B Poccuiickyro
@Denepanyio, OTIYCKY, PEAJM3allUM JIEKAPCTBEHHBIX CPEACTB, INPUMEHEHHUIO JIEKapCTBEHHBIX
[IpernapaToB, YHHUYTOKEHUIO JIEKAPCTBEHHBIX CPEACTB, YCTAHOBJICHHUIO IPOU3BOJUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB LIEH Ha JIEKAPCTBEHHBIE IIpENapaThl, BKIIOYEHHBIE B IE€PEUEHBb
KU3HEHHO HEOOXOJUMBIX M Ba)XKHEWIIMX JIEKAPCTBEHHBIX IPENaparoB, a TAKKe COOJIIO/IEHUs
YIIOJIHOMOYEHHBIMU OpraHaMH HCIOJIHUTENBHOW BiacTH cyObekToB Poccuiickoit @enepanuu
METOJIMKH YCTAHOBJIEHUS MPEAENbHBIX Pa3MepPOB ONTOBBIX HAJ0ABOK M IMpPENEIbHBIX Pa3MEpOB
PO3HMYHBIX HaJ0aBOK K (PAKTUYECKHM OTITYCKHBIM II€HAM, YCTAHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENapaTtoB, Ha JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B IE€pPEUYCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEHMIIMX JIEKAPCTBEHHBIX IpernaparoB (Jajee - oOs3aTenbHbIe
TpeboBanus); (B pen. denepanbubix 3akoHOB 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015), ot
27.12.2019 N 475-®3)

2) OpraHHU3aIrIo U MPOBECHNE TPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPEICTB, HAXOSIIIHXCS
B TPaXXJIaHCKOM 000pOTE, YCTAHOBJICHHBIM TPEOOBAHUAM K MX KadyecTBY; (B pen. DenepanibHOTO
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3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2.1) mpoBeaeHHE KOHTPOJIBHBIX 3aKyNOK B LENAX IPOBEPKU COONIOACHHS CyOBEKTaMH
oOpalleHuss  JIEKapCTBEHHBIX  CPEICTB,  OCYIIECTBISIIOIIMMH  PO3HUYHYIO  TOPIOBIIIO
JIEKapCTBEHHBIMU  IIpenapaTaMd JUld  MEAMLMHCKOIO  I[PUMEHEHMs, IMpaBMI  OTIyCKa
JICKapCTBEHHBIX MpenapaTroB Ul MEIULUHCKOrO IMpUMEHEHHs M (WIM) 3ampera HpoAaxu
(banbCcuUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKAUYECTBEHHBIX JIEKAPCTBEHHBIX
CPEACTB U KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CpeACTB; (B pea. PDenepanbHOro 3akoHa OT
27.12.2018 N 511-93)

2.2) TpoBeACHHWE KOHTPOJBHBIX 3aKYIOK B IENSAX TPOBEPKU COONIOJCHUS CYOBEKTaMu
oOpaiieHusi  JIGKAPCTBEHHBIX  CPEJCTB,  OCYUICCTBIAIOIIMMU  PO3HUYHYIO  TOPTOBJIIO
JIEKApCTBEHHBIMU TIpenaparaMu JUisi BETEPUHAPHOTO NPUMEHEHUSs, MPaBWJI HaJexaniei
anTeyHOM MPAKTUKHU JICKAPCTBEHHBIX IPENapaToB IJs BETEPUHAPHOIO MPUMEHEHHUS W (WJIH)
3amnpera Mpojaxku (GarbCUu(DUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB, HEI0OPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEACTB M KOHTpadaKTHBIX JIEKAPCTBEHHBIX CpeAcTB; (B pen. PeaepanbHOro
3akona ot 02.08.2019 N 297-®3)

3) opranuzanuio u npopeacHue papmakonamzopa; (B pea. denepanbHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

4) npuMeHeHHEe B NOPSAJKE, YCTAHOBIEHHOM 3aKOHOJaTeNbcTBOM Poccuiickoit denepaunu, mep
[0 IPECEUYEHUIO BBIABICHHBIX HAPYIIEHUN 00s3aTelbHBIX TPEeOOBAaHUM W (WIM) YCTPAHEHHUIO
MOCIEACTBUM TakuX HapylleHUH, B TOM 4YHUCJIE [PUHATUE PEIIEHUS O HaXO0XKICHUU
JICKapCTBEHHBIX CPEACTB B OOpAllleHMH, BblAAYy NPEANUCAaHUA 00 YCTPaHEHHUHU BBISBICHHBIX
HapyLIeHUH 00s13aTeNIbHBIX TPEOOBAHUI U NPUBJICYEHNE K OTBETCTBEHHOCTH JIMII, COBEPIIUBIINX
Takue HapymeHus. (B pen. PexpepampHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

5. depepanbHBIi TOCYIapCTBEHHBIH Haa30p B cepe oOpalieHHs JIEKapCTBEHHBIX CPEICTB
OCYIIECTBIISIETCSL B MOPsIKE, ycTaHOBIIeHHOM DenepanibHbIM 3aKOHOM OT 26 aexadps 2008 roma
N 294-®3 "O 3amuTe mpaB IOPUANYECKUX JIMI U UHAWBHUIYAITBHBIX MPEINPUHUMATENCH MpH
OCYIIECTBJICHUU TOCYAAPCTBEHHOTO KOHTPOJS (HAA30pa) U MYHHUIIUNAIHHOTO KOHTPOJS", ¢
y4eToM 0COOEHHOCTEH, yCTaHOBJIEHHBIX HacTosel craThell. [IpeaBapuTensHoe coriacoBaHue ¢
opraHaMiu TMPOKYpaTypbl CPOKOB IMPOBEIACHUS BHEIUIAHOBOW IMPOBEPKU CyOBEKTOB OOpaIieHus
JIEKApPCTBEHHBIX CPEACTB, a TaKXe€ TMPEJBAPUTEIBHOE YBEAOMIICHUE IOPUANYECKUX JIMII,
WHIUBUAYAIBHBIX MpeANpUHUMATENe O Hauyane IMPOBEIEHUs 3TON NMPOBEPKH HE Tpelyercs.
Opranbsl MpoOKypaTyphl H3BEHIAIOTCS O TMPOBEICHWU BHEIJIAHOBONW MPOBEPKU CYOBEKTOB
oOpallleHusi  JIGKapCTBEHHBIX CPEJACTB  IMOCPEJICTBOM  HAIpaBJIEHUS  COOTBETCTBYIOIIMX
JOKYMEHTOB B TE€UEHHE TpeX padouuX IHEH C MOMEHTa OKOHYAHUS IMPOBEIEHUS YKa3aHHOU
BHEIJIaHOBOM mpoBepku. (B pen. denepanmpHoro 3akoHa or 22.12.2014 N 429-@3 (ped. ot

13.07.2015))

6. JlomKHOCTHBIE JMIIa OpraHa TOCYAApCTBEHHOTO HaJA30pa B TMOPSJIKE, YCTAHOBIEHHOM
3akoHoJarenbeTBOM Poccniickont denepannu, UMEIOT IPaBoO:

1) momy4ath Ha OCHOBaHMHM MOTHBHUPOBAHHBIX MUCEMEHHBIX 3alPOCOB OT CYOBEKTOB OOpAIEHUS
JIEKApCTBEHHBIX CPEJICTB, OPraHOB UCTIOJHUTEILHOM BIAcTH cyOBekToB Poccuiickoit denepamnmu
U OpPraHOB MECTHOTO CaMOYIPaBIICHUs JOKYMEHTHl M WH(GOPMAIIMIO TIO0 BOMPOCAM OOpalleHus
JIEKaPCTBEHHBIX CPEJICTB;
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2) OecHpemnsTCTBEHHO 10 NPEIbSIBICHUU CIYKEOHOro YIOCTOBEPEHHsS M KOMHUU IPHKa3a
(pacnopsikeHMsI) OpraHa IOCYJapCTBEHHOIO HaJ30pa O Ha3HAUYEHUM IIPOBEPKU IOCELIATh
WCIONBb3YEMBIE  IOPUIWYECKMMHM  JIMUAMH,  WHAUBUAYAJIBHBIMU  IPEANPUHUMATEISIMH,
SABIISIOIIMMUCS CYOBEKTaMH OOpAIICHHUs JIEKAPCTBEHHBIX CPEJCTB, MPU OCYIIECTBICHUU CBOCH
NEATEIbHOCTH TEPPUTOPUH, 3/aHMS, IOMEIICHUS U COOPYXEHHS B LENIIX HPOBEICHUSA
MEPONPHUSTHI IO KOHTPOJIIO;

3) mpoBoAUTH OTOOP 0Opa3LOB JIEKAPCTBEHHBIX CPEICTB, MPEAHA3HAYCHHBIX JUIS peallu3aluu U
peann3yeMbIX CyObeKTaMH OOpalleHHs JIEKapCTBEHHBIX CPEICTB, AJIS MPOBEPKUM MX KadyecTBa,
MIPOBEJICHUSI HMCCIEOBAaHMM, MCIBITAHUNA B COOTBETCTBUM C IpaBWIaMH OTOOpa 0OpasloB,
YCTaHOBJICHHBIMHU YIIOJIHOMOUYEHHBIM (he/iepaaIbHbIM OpPraHOM MCIIOJHUTENBHOM BIIACTH;

3.1) OpoBOAWUTH KOHTPOJIBHBIE 3aKYNKH JIEKAPCTBEHHBIX IpPENapaTroB Uil MEIULHUHCKOIO
IIPUMEHEHHMS B LIEJISIX [IPOBEPKH COOIOACHUS CyObEeKTaMu 00palleHNs JIEKapCTBEHHbBIX CPE/CTB,
OCYILECTBISIOUMMHU PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMU MperapaTaMu JJisi MEIULUHCKOTO
IIPUMEHEHHMs], TIPAaBUII OTIIyCKa JICKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO MPUMEHEHUS U
(unn) 3ampera IpOJaKU (banbcupUIMPOBaHHBIX JIEKapCTBEHHBIX CPEJCTB,
HEe100pOKAaYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB; (B
pen. denepansHoro 3akoHa oT 27.12.2018 N 511-D3)

3.2) TpOBOIUTH KOHTPOJIbHBIC 3aKYIKH JIGKAPCTBEHHBIX IPEMapaToB s BETCPUHAPHOTO
MIPUMEHEHHUS B LIEJIAX IPOBEPKU COOIIOIEHUS CyObeKTaMU oOpallleHus JIEKapCTBEHHBIX CPECTB,
OCYIIECTBISIONIMMU POSHHUYHYIO TOPTOBJIIO JICKAPCTBEHHBIMU IPETapaTaMu Jijisi BETCPUHAPHOTO
IIPUMCHCHUSA, IIPABUJI Haﬂnemameﬁ alTeYHon MMPAKTUKH JICKAPCTBCHHLIX IIPCIapaToB IJIs
BETCPUHAPHOTO MPUMEHEHUs U (WJIK) 3ampeTa npojaxu (GanbcuGuImpoBaHHBIX JIEKAPCTBEHHBIX
CpeacTB, HeI[O6pOKanCTBeHHbIX JICKAPCTBCHHBIX CPCACTB U KOHTpa(baKTHBIX JICKApCTBCHHBIX
cpencts; (B pea. @enepanbproro 3akona ot 02.08.2019 N 297-D3)

4) BbIaBaTh CyOBbEKTaM oOpallleHHs JIEKAPCTBEHHBIX CPEACTB IMPEINUCAHUS O NpeKpalleHHH
HapylleHU o00s3aTeNbHbIX TpeOoBaHMH U 00 YyCTpaHEHMM BBISBIECHHBIX HapylIEHUN
00s13aTeNbHBIX TPEOOBaHMUIA;

5) HanpaBiATh B YHNOJHOMOYEHHbIE OpraHbl MaTepuajbl, CBSI3aHHbIE C HapyLIEHUSIMU
00s13aTeNbHBIX TPeOOBaHMM, AJIS pEIIEHUS BOMPOCOB O BO30YKIEHUM YTOJOBHBIX JAEN IO
MIPU3HAKAM MIPECTYIUICHUH.

7. BblOOpOYHBI  KOHTpPOJb  KayecTBa  JIEKAPCTBEHHBIX  CPEIACTB  OCYIIECTBISETCS
YIIOJIHOMOYEHHBIM (pe/lepajbHbIM OpPraHOM HCIHOJHHUTENbHOM BIAcTH B YCTAHOBIEHHOM WM
MOpsAJIKE U BKIIOYaeT B ceds: (B pea. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

1) 06paboTKy CBeIeHUM, B 0053aTETHHOM TOPSJIKE TPEIOCTABISIEMbIX CYOBEKTaMU OOpAIICHUS
JIEKapCTBEHHBIX CPEACTB, O CEpHUAX, MAPTHSAX JIEKAPCTBEHHBIX CPEJICTB, MOCTYMAIOMIMX B
rpaxkaanckuii 06opot B Poccuiickoit denepanun; (B pen. @enepanbHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

2) oT60p 00pa3LOB JEKAPCTBEHHBIX CPEJCTB Y CYOBEKTOB 0OpallleH s IEKapCTBEHHBIX CPEJICTB B
HEJISAX TPOBEICHHS HCITBITAHUI Ha WX COOTBETCTBHE TPEOOBAHUSIM HOPMAaTHBHON JOKYMEHTAIHH
WM HOPMATUBHBIX JIOKYMEHTOB; (B pell. PenepanbHoro 3akoHa oT 22.12.2014 N 429-D3 (pen.
or 13.07.2015))
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3) npuHATHE N0 pe3ysibTaTaM MPOBEICHHBIX UCIBITAHUN PEIICHUS O JaIbHEUIIEM I'Pa)kI1aHCKOM
000pOTE COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO cpencTBa; (B pen. deaepanbHOro 3aKOHA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) mpuHATHE YNOJHOMOYEHHBIM (he/iepalbHbIM OPTaHOM HCIIOJHUTENILHOW BJIACTH PELICHHS O
MepeBOJIe JIEKAPCTBEHHOTO CPEACTBA Ha IOCEPUHHBIM BBIOOPOYHBIH KOHTPOJIb KadyecTBa
JIEKapCTBEHHBIX CPEACTB B Cilyda€ IIOBTOPHOI'O BBISBICHUS HECOOTBETCTBUS KayecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBJICHHBIM TPEOOBaHUSM U (IIPU HEOOXOIMMOCTH) O MPOBEPKE
cyObeKkTa OOpalleHus JIEKapCTBEHHBIX CpEeACTB. Pacxonpl, CBs3aHHBIE C TPOBEICHHEM
MIOCEpUHHOr0 BBIOOPOYHOTO KOHTPOJSI KayecTBa JIEKAPCTBEHHBIX CPEACTB, OIUIAUYMBAIOTCA
MPOU3BOJUTENIEM  JIEKAPCTBEHHOT'O  CpeAcTBa  JMOO  Aep)KaresleM  HWIM  BIAJeNbIeM

PETUCTPALIMOHHOTO YAOCTOBEPEHHUs JIEKapCTBEHHOTO mpemnapara. (B pen. denepanbHoro 3akoHa
0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

I'naBa 5. PASPABOTKA, JOKJIMHNUYECKHE
NCCIEAOBAHUSA JJEKAPCTBEHHbBIX CPEACTB, A TAK/KE
KINMHUYECKHUE UCCJUIEJOBAHUA JIEKAPCTBEHHDBIX
IHNPEIMMAPATOB JJIs1 BETEPUHAPHOI'O IPUMEHEHUSA

Cratps 10. PazpadoTKa JieKapCTBEHHBIX CPEACTB

1. Pa3paboTka J1€KapCTBEHHBIX CPEICTB BKJIIOYAET B ceOsl MOUCK HOBBIX (hapMaKOJIOTHYECKU
AaKTUBHBIX BEILECTB, IOCIEAYIOIIEEe HU3YyYEHHE HX JIEKApCTBEHHBIX CBOWCTB, NOKIMHUYECKHE
UCCIIeIOBaHMsI, pPa3pabOoTKy TEXHOJOTMH NpPOM3BOJCTBA (hapMaleBTHUECKUX CyOCTaHIM,
pa3paboTKy COCTaBOB M TEXHOJIOTHI TPON3BOICTBA JIEKAPCTBEHHBIX MTPETApATOB.

2. ®uHaHCcOBOE o0ecreueHne pa3padOTKH JIEKaPCTBEHHBIX CPEICTB OCYIIECTBISETCS 3a CUET:
1) cpeactB denepanbHOTO OFOIKETA;
2) cpeAcTB pa3pabOTUYMKOB JIEKAPCTBEHHBIX CPEJICTB;

3) CPEICTB IPOU3BOUTENIEN JIEKapCTBEHHBIX CPEICTB npu BBITIOJTHEHUH
HAy4YHO-MCCIIEI0BATENbCKUX paboT MO JIO0TOBOPY MEXAY pa3padOTUMKOM JIEKapCTBEHHBIX
CPEZACTB U MPOU3BOJUTEIIEM JIEKAPCTBEHHBIX CPE/ICTB;

4) HWHBIX HEC 3alIPCHICHHBIX 3aKOHOAATCIILCTBOM Poccuiickoit CDe,Z[epaI_II/II/I HNCTOYHUKOB.

3. HpaBa pa3pa60TqHKa JICKApCTBECHHOT'O cpeacTBa OXPaHAKOTCA TpaXXJaHCKUM
3aKOHOJAaTCIIbCTBOM.

Crartba 11. JlokJInHHYECKOE HCCIEIOBAHHE JIEKAPCTBEHHOT0
CpeAcTBa AJIsl MEAMIUHCKOI0 MPUMEHEHUA
1. ZIOKJ'II/IHI/I‘—IQCKoe HUCCICAOBAHHUE JICKAPCTBCHHOI'0 CPEACTBA I MEAWUIMHCKOTO MPHUMCEHCHUA

MMpOBOAUTCA IYTCM NPHUMCHCHNA HAYYHBIX MCTOJOB OILICHOK B HCIIAX IMOJIYYCHUA JOKa3aTCIILCTB
6630HaCHOCTI/I, Ka4ycCTBa U 3(1)(I)GKTI/IBHOCTI/I JICKApCTBCHHOTO CPCACTBA.
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2. JIOKIMHUYECKOe HMCCIISI0BaHUE JICKAPCTBEHHOIO CPEJCTBA JUIS MEAMIIMHCKOTO MPUMEHEHUS
MPOBOAWTCS B COOTBETCTBHMM C TpaBWJIAaMU HajJIexamed J1abopaTopHON TMpPaKTHUKH,
YTBEP)KJACHHBIMU YIIOJHOMOYEHHBIM (heJiepaibHbIM OPraHOM HCIOJHUTEIBHON BiIacTH. (B pejl.
denepanbHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3. Jlis opraHM3alyy ¥ MPOBEAEHUS JTOKIMHUYECKOTO MCCIIEOBAHUS JIEKAPCTBEHHOIO CPEACTBA
IUIE METUIIMHCKOTO TNPHUMEHEHHs Pa3padOTUYMKH JIEKAPCTBEHHBIX CPEICTB MOTYT NPHUBJIEKATH
Hay4YHO-MCCIIEI0BATEIbCKME  OpraHu3aluM, o00pa3oBaTelbHbIE  OpPraHU3alMM  BBICLIETO
oOpa3oBaHus, UMEIoLINE HEOO0XOAUMYIO MaTepUaIbHO-TEXHUUYECKYIO 6azy U
KBAJIM(HULIHUPOBAHHBIX CHEIMATMCTOB B COOTBETCTBYIOIIEH OO0JIACTH HCClIeOBaHUA. (B pex.
denepanbaoro 3akona ot 02.07.2013 N 185-D3)

4, ,Z[OKJIHHPI‘ICCKO@ HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCACTBA I MCAUIMHCKOI'O MPHUMCHCHUA
IMPOBOAUTCH IIO0 YTBCPIKIACHHOMY p33pa60T‘lI/IKOM JICKAPCTBCHHOT'O CpCACTBA IJIaHY C BCACHUCM
IMPOTOKOJIa 3TOro UCCICAOBAHUA W COCTABJICHHUEM OTYCTA, B KOTOPOM COACPIKATCA PC3YyJILTAThI
9TOI'0 UCCIICAOBAHUA U 3aKIIFOUCHHUEC O BO3MOXKHOCTHU IMPOBCACHUA KIIMHHUYCCKOTI'O UCCICOAOBAHHA
JICKApCTBCHHOI'O IIpliiapara JJisd MCIUIUMHCKOI'O IIPUMCHCHUA.

5. TlpoBeneHue mNpPOBEPOK COONIOACHUS TMPaBUI HaJIekKalled IadopaTOpHOW NPAKTUKH U
MPaBOBBIX HOPM HCIIOJIb30BAaHUS JKUBOTHBIX MPU MPOBEACHUU TOKIMHUYECKUX HCCIEHOBAHUI
JIEKaPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO MPUMEHEHHUsI OCYIIECTBISIETCS YIMOJIHOMOYEHHBIM
(denepanbHBIM OPTaHOM HCITOJIHUTEIBHON BiIacTH. (B pen. denepaibHOTO 3aK0oHa OT 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

6. Pe3ynpraTel JOKIMHUYECKOIO MCCIEJOBAHUS JEKApCTBEHHOIO CPEACTBA JJI MEIULIUHCKOIO
NPUMEHEHHsT MOTYT OBITh TPEACTaBICHBI B  YIOJIHOMOYEHHBIH (enepalbHBIi  Opra
HCIIOJTHUTEJIBHON BJIACTU B YCTAHOBJIEHHOM IIOPSAJKE B LENIAX TOCYAApCTBEHHOM pPErUCTpaluu
JIEKApCTBEHHOTIO IIpernapara.

Cratba 12. JlokJIMHUYECKOE UCCJIETOBAHNE JIEKAPCTBEHHOT 0
CpeACTBA U KJIMHUYECKOe UCCIIeIOBAHUE JIEKAPCTBEHHOT 0
npenapara JJjisi BeTepUHAPHOT0 MPUMEHEHUs

1. I[OKJ'II/IHI/I‘IGCKOC HCCJIICAOBAHUC JICKAPCTBCHHOTO CPCACTBA JJIs1I BETCPUHAPHOI'O IMPUMCHCHUA
IMPOBOAUTCA IYTEM NMPHUMEHCHUSA HAYUYHBIX MCTOJ0B OLICHOK B HCIAX IMOJTYUYCHUS JOKA3aTCIILCTB
6C3OHaCHOCTI/I, KadeCTBa H 3(1)(1)CKTI/IBHOCTI/I JICKAPpCTBECHHOT'O CpEACTBA, B TOM YHCIIC
OMpEaAcCICHUA CpOKa €ro BbBIBCACHUA M3 OpraHusMa XHUBOTHOTO, B ULCIAX obOecrieueHu s
0e30IMacHOCTH OPOAYKIMU KUBOTHOTO NPOUCXOKACHUS TTOCIIC MPUMCHCHUA COOTBETCTBYIOIICTO
JICKApCTBCHHOT'O IIperiapara.

2. JIOKNMHHMYECKOE HCCIEN0BAaHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHMUYECKOE MCCIIEN0BaHUE
JIEKapCTBEHHOIO mpernapara JUTSt BETEPUHAPHOTO IIPUMEHEHNS, HCCIIEI0BAHUE
OMOAPKBUBAJIEHTHOCTH YKa3aHHOT'O JIEKAPCTBEHHOTO Iperapara MpPOBOJSATCS B COOTBETCTBHU C
MpaBWJIaMH, YTBEP)KICHHBIMU YIIOJIHOMOUYEHHBIM (eJepaibHbIM OpPraHOM HCIIOTHUTEIbHON
BIIACTH.

3. JIOKJIMHUYECKOE MCCIEN0BAHUE JIEKAPCTBEHHOIO CPEACTBA M KIMHMYECKOE MCCIIEN0BaHUE
JIEKAPCTBEHHOT'0 IIpernapara il BETEPUHAPHOIO MPUMEHEHUS MPOBOJITCS MO YTBEPKICHHOMY
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p33pa60T‘lI/IKOM JICKAPCTBCHHOT'O CPCACTBA IIJIAHY C BCACHUEM IIPOTOKOJIOB 3THUX I/ICCJ'IC,HOBaHI/Iﬁ
1 COCTaBJICHUEM OTUYETOB, B KOTOPBIX COACPIKATCA PE3YJIBTAThI OTHX HCCHCHOB&HHﬁ.

4. Jlna opraHu3anuy M NMPOBENEHUS JOKJINHUYECKOTO UCCIIEI0BAaHUS JIEKAPCTBEHHOTO CPENCTBA
U KIIMHUYECKOr0 HCCIENOBAHUs JICKAPCTBEHHOI'O IIpernapara uisi BETEPUHAPHOIO IMPUMEHEHUs
pa3paboOT4YMK JIEKAPCTBEHHOI'O CPEICTBA MOJKET IPUBJIEKATh OpraHU3alud, HMEIoLUe
HEOOXOMMYI0 MaTepHAIbHO-TEXHUYECKYI0 0a3y M KBaJHM(HUIMPOBAHHBIX CHEIHAIHCTOB B
COOTBETCTBYIOLIEH 007aCTH MCCIIEIOBAHNUS.

5. Kimmangeckune HCCIEA0BaHMs JICKAPCTBCHHBIX IIPEIApaToB AJId BETCPUHAPHOI'O NPHUMCHCHUSA
IMPOBOAATCA B BETCPUHAPHBIX OpraHU3alvugX U B OpraHHU3aluiaXx, OCYIICCTBIAIOMNX pa3BCACHUC,
BbIpallluBaHUEC U COACPKAHNUC JKUBOTHBIX, B LCIIAX:

1) YCTAHOBJICHUS IIEPEHOCUMOCTH JICKAPCTBCHHBIX IIPEIIapaTOB 3J0POBBIMU )KUBOTHBIMHU,

2) moadopa ONTUMAJIbHBIX JO3UPOBOK JIEKAPCTBEHHBIX IIPENapaToB M Kypca JIEYEHHUS Ha
KOHKPETHOM IpyIIie XUBOTHBIX C ONpEAEIEHHBIM 3a00JIEBAHUEM;

3) ycraHoBneHus Oe3omacHocTH ©  9()(EKTUBHOCTH  JIEKAPCTBEHHOTO  Ipemnapata,
NpEeHA3HAUYCHHOTO JUIS JICYEHHsI ONpPEAeIeHHbIX 3a00eBaHul )KUBOTHBIX, WIH 3()(HEKTHBHOCTH
JIEKapCTBEHHOTO Ipenapara Jjisi IpoQHIaKTUKN 3a00JI€BaHU 3I0POBBIX KUBOTHBIX;

4) n3ydyeHHs: BO3MOXKHOCTEH pacIIMpeHHUs MOKa3aHUM K IPUMEHEHHUIO 3aperucTpUpPOBAHHOTO
JIEKapCTBEHHOI'O IIPETapaTa 1 BbISIBICHUS paHEe HEU3BECTHBIX TOOOYHBIX JEHCTBUI.

6. Knmunudeckoe ucciieoBaHue JEKapCTBEHHOI'O Ipernapara JUisi BETEpUHAPHOIO NPUMEHEHUs
OCYILLIECTBIISIETCA 33 CUET CPECTB pa3pabOTUNKa JIEKAPCTBEHHOT'O CPECTBA.

7. OtyeTsl O pe3yibTartax AOKIMHUYCCKOTO HUCCICAOBAHUA JICKAPCTBECHHOTO CpEACTBA H
KIIMHUYCCKOIro HCCICAOBAHUA JICKAPCTBCHHOI'O IIperapara IJid BETCPUHAPHOTO HNPHUMCHCHUA
COCTaBJIAIOTCA p33p8.60T‘-II/IKOM JICKAPCTBCHHOT'O CPpCACTBA C YUCTOM 3aKJIF0YCHUM OpFaHI/I3aI_II/II\/'I,
NMPUHUMABIINX YIaCTUC B OPraHU3aIlMU U ITPOBCACHHUU 3TUX HCCIIeIOBaHHUM.

8. KOHTpOJIB 3a TPOBCACHUCM JOKIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ JICKAPCTBCHHLIX CPCACTB U
KIIMHUYCCKUX I/ICCJ'IGI[OBaHI/Iﬁ JICKApCTBCHHBIX IIpC€HapaToB AJId BCTCPHUHAPHOI0 IMPUMCHCHUA
OCYHICCTBIIACTCA YIIOJTHOMOYCHHBIM q)ejlepaJ'IBHI)IM OopraHomM HCIIOJIHUTCILHON BIACTH.

I'naBa 6. OCYIIECTBJEHUE 'OCYJAPCTBEHHOM
PEIT'UCTPALIUU JIEKAPCTBEHHBIX ITIPEITAPATOB

Crarbsa 13. I'ocynapcTBeHHas1 perucTpauus JeKapCTBeHHbIX
npenaparos (B pea. @enepanabHoro 3akona ot 22.12.2014 N 429-93
(pen. ot 13.07.2015))

1. B Poccuiickoit ®enepanyii JONYyCKAIOTCA MPOU3BOJCTBO, HW3rOTOBJIEHUE, XPaHECHHE,
nepeBo3ka, BB03 B Poccuiickyro denepauuro, BeiB03 U3 Poccuiickoii dexepanuu, pekiiama,
OTIYCK, peanu3alus, nepeaaya, IpUMEeHEHUE, YHUUYTOKEHUE JIEKAPCTBEHHBIX MpernapaToB, €CIU
OHM 3apPETUCTPUPOBAHBI COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (peiepalibHBIM  OpraHOM
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WCIIOJHUTENIbHOM BaacTu. (B pea. PenepanbHoro 3akona ot 13.07.2015 N 241-D3)

2. 'ocygapCTBEHHOM perucTpaiuu noajiexar:

1) Bce nexkapcTBEHHBIE IIpenapaThl, BIIEPBbIE MOJUIEXkKAlIUe BBOLY B oOpalleHue B Poccuiickoi
®denepauuu;

2) nexkapCTBEHHbIE IIpenaparbl, 3aperuCTpUPOBAaHHBbIE PaHEE, HO MPOU3BEIACHHBIE B JIPYIHX
JIEKapCTBEHHBIX (hOpMax B COOTBETCTBUU C IEPEUHEM HAUMEHOBAHHH JIEKapCTBEHHBIX (OpM, B
HOBOH JI03UPOBKE MPH J10KA3aTEIbCTBE €€ KIMHNYECKOW 3HAYMMOCTH U 3(h(HEeKTUBHOCTH;

3) HOBBIE KOMOMHALIUY 3aPETUCTPUPOBAHHBIX paHee JIEKaPCTBEHHBIX MPENnapaToB.

3. TocynmapcTBeHHass perucTpanys JIEKApCTBEHHBIX IPENapaToB OCYILECTBIIAETCS IO
pe3yabTaTaM 3KCIEePTHU3HI JIEKAPCTBEHHBIX CPEACTB, @ TOCYAAPCTBEHHAS perucTpanus ophaHHbIX
JICKapCTBEHHBIX IpenapaToB OCYLIECTBISETCA IO pe3yjbTaraM 3SKCIEpPTU3bl JOKYMEHTOB,
MIPE/ICTABICHHBIX JUIsl OMNPEENIEHUsT BO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIM Ipernapar
JUIE MEAMLIMHCKOTO TPHUMEHEHHUs MpU OCYLIECTBICHUM TOCYJAapCTBEHHOW pErucTpalvyu B
KayecTBe Op(AaHHOTO JICKApCTBEHHOTO Ipemapara, M 10 pe3yiabTaTaM 3KCIEPTHU3bI
JIEKapCTBEHHBIX CPEJICTB.

4. TocymapcTBeHHass  perucrpauusi  JIGKapCTBEHHOIO  IIpenapara  OCYLIECTBIIAETCA
COOTBETCTBYIOLINM YIOJTHOMOYEHHBIM (e/IepaTbHbBIM OPraHOM MCIOJIHUTEILHOW BIACTH B CPOK,
HE TMPEeBBIIIAIOMMI CTa MIECTUAECATH pabouux JHEH cOo JHSA HPUHATHS COOTBETCTBYIOLIETO
3asBJICHUS O TOCYJAapCTBEHHOM PETUCTpalMU JIEKAPCTBEHHOIO Ipenapara. B ykasaHHBIN CpOK
BKJIFOYAETCSl BpeMsi, HEOOXOAUMOE JIjIsl TOBTOPHOTO HMPOBEAEHUS SKCIEPTU3bI JEKApCTBEHHOTO
CpeICTBA B COOTBETCTBMM CO craThedl 25 Hacrosuero @PenepanbHoro 3akoHa. Cpok
rOCyIapCTBEHHON PEruCTpalyy JIEKAPCTBEHHOIO Ipenapara HCYUCIAETCS €O OHS NPUHATUSA
COOTBETCTBYIOIIUM  YIOJHOMOYEHHbIM (DeepaJbHbIM OpPraHOM HCIHOJIHUTEIbHOM BIIACTH
COOTBETCTBYIOIETO 3asBJIEHUSI O FOCYAAPCTBEHHOW PETUCTPALIMU JEKAPCTBEHHOTO Ipernapara ¢
MPUJIOKEHNEM HEOOXOAUMBIX JOKYMEHTOB IO JE€Hb BbIIaYM PETUCTPALMOHHOIO YJOCTOBEPEHHUS
JIEKapCTBEHHOT0 TIpenapaTta. Bpems, HeoOXoaumoe A HampaBlIeHUs YHOJIHOMOYEHHBIM
(denepanbHbIM OpPraHOM MCIOJIHUTEIBHOM BIIACTH 3ampoca O MNPEICTABIEHUU HEOOXOJIMMBIX
MaTEpHUaJIOB U MPEACTaBICHUS 3asBUTENIEM OTBETAa Ha JaHHBIA 3alpoC B COOTBETCTBHM CO
cratbsiMu 16, 19 u 23 Hacrosimero ®demepanbHOrO 3aKOHA, HE YYUTHIBAETCS NPU MCUHCICHUU
CPOKa roCy1apCTBEHHOM PErUCTPalliy JIEKAPCTBEHHOTO NIpernapara.

5. T'ocynapcTBEHHOM perucTpaluy He NOJIEeKAT:

1) nekapcTBEeHHbIE IpenapaThl, U3TOTOBJICHHbBIE AlITEYHBIMU OPraHU3ALMSIMH, BETEPUHAPHBIMU
anTeYHbIMM OPTraHMU3aLUsAMH, WHIUBUAYAIbHBIMU IPEANPUHUMATEISAMU, KOTOPHIE HMEIOT
JUIEH3UI0 Ha (hapMalleBTUUECKYIO AESITEIbHOCTD, [0 pelenTaM Ha JIEKapCTBEHHbIE MpenapaThbl U
TpeOOBaHUSAM MEIUIIMHCKUX OpraHU3alliii, BETEpUHAPHBIX OPraHU3alIHiA;

2) JeKapcTBEHHbIE TMpenaparbl, MNPUOOPETEHHbIE (QU3NYECKUMH JMIAMH 3a TpeaeaMu
Poccuiickoit ®eneparuu v npeHazHavYeHHbIE ISl TUYHOTO UCTOJIb30BaHHUS;

3) JICKAPCTBCHHBIC TIPCIIapaTbl, BBO3UMLIC B POCCHﬁCKyIO <Dez[epaumo JJIs1 OKa3aHHA
MeJIHHHHCKOfI IIOMOIIIM IO XHWU3HCHHBIM IMOKAa3aHUAM KOHKPETHOI'O MAalMCHTa Ha OCHOBAHUH
paspCii€HuA, BEIJAHHOT'O YIIOJTHOMOYCHHBIM q)eaepaanHM OopraHomMm HUCIIOJIHUTEILHOMN BJIACTH,
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4) nexkapcTBeHHbIE CpeACTBa, BBO3UMbIE B Poccuiickyro ®denepannio Ha OCHOBaHUM BbIIAHHOTO
YIIOJIHOMOYEHHBIM  (pefiepalbHbIM ~ OPTaHOM  HCIIOJIHUTEIBHOM  BJACTH  pa3pelleHus |
IIPEIHa3HAYEHHBIC Ul IIPOBEACHUS KIMHUYECKUX UCCIECIOBAHNN JIEKAPCTBECHHBIX IIPENapaToB U
(un) IpOBEEHUS SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB JJISl OCYILECTBIEHUS ITOCYIapCTBEHHON
pEerucTpanyy JIEKapCTBEHHBIX IIPENapaTos;

5) dbapmarnieBTHUECKHE CYOCTAHIINN;

6) pagnodapMaleBTHYECKUE JEKAPCTBCHHBIE MPENapaThl, U3TOTOBJICHHBIE HETIOCPEICTBEHHO B
MEIUIMHCKUX OpPraHU3alMsIX B TMOPSAKE, YCTAHOBJICHHOM YIIOJHOMOYEHHBIM (eaepatbHbIM
OpPraHOM HCIOJHUTEIBLHOM BIIACTH;

7) nexapCTBEHHbIE TpenapaThl, IPOU3BOAUMBIE ISl SKCIIOPTA.
6. He nonyckaercs rocyaapcTBeHHasi perucTpanus:

1) nexapCTBEHHBIX NpENapaTroB, OTJIMYAIOIIMXCS APYr OT Jpyra KadeCTBEHHBIM COCTAaBOM
JEHCTBYIOIIMX BEUIECTB, 1101 OAMHAKOBBIM TOPIOBBIM HAUMEHOBAHUEM;

2) OJTHOTO JIEKAPCTBEHHOTO MpernapaTa, MpeJCTaBICHHOTO Ha TOCYAApCTBEHHYIO PETUCTPALIUIO B
OTHOIIEHUU OJHOTO U TOTO K€ JIepXKATeJsl WU BIaJesblla PETUCTPAIIMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO IpernapaTa B BUJE ABYX U OoJiee TeKapCTBEHHBIX MPENnapaToB MO Pa3IMYHbIMU
TOProBBIMU HarMeHOBaHUsAMHU. (B pea. PenepanpHoro 3akona ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 31€KTpOHHOU (opme wiM Ha OyMa)kHOM HOCHUTEJE) CyObeKTa OOpaleHHUs
JICKApPCTBEHHBIX CPEJICTB COOTBETCTBYIOIIMM  YIIOJTHOMOYECHHBIM (peiepajIbHbBIM OpPraHOM
UCIIOJHUTEJIBHON BJIACTH, OCYIIECTBIISIOLIMM TOCYAAPCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX
[IPenapaToB, B YCTAHOBJIEHHOM UM IOPSIKE OCYILECTBISETCS HayuHOE KOHCYJIbTUPOBAHUE IO
BOIIPOCAM, CBSI3aHHBIM C TPOBEACHUEM JOKIMHHYECKUX MCCIEAOBAHUN, KIMHUYECKHUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX IMPENaparoB, 3KCIEPTU3bl KAauecTBa JEKApPCTBEHHBIX CPEACTB,
3¢(PEeKTUBHOCTH U O€30IaCHOCTH, C OCYIIECTBIEHHEM TOCYJapCTBEHHOHM pErucTpaliu
JIEKapCTBEHHbIX  IpenapaTtoB. KoOHCyNbTHpOBaHME  OCYUIECTBISETCS C  IPUBJICYCHHEM
(denepanbHBIX TOCYIApPCTBEHHBIX OFOJDKETHBIX YUPEXKIEHUH, I0JBEJOMCTBEHHbIX JaHHOMY
(benepanbHOMY OpraHy HCIIOJHUTENBHONM BJIACTH M HE YYacTBYIOIIMX B OpraHu3aluu
IIPOBEJIEHUS] DKCIEPTU3bl KAauyecTBa JIEKAPCTBEHHBIX CPEICTB B LENAX OCYIIECTBIEHUS HX
roCy/lapCTBEHHON PETUCTPAallMd B COOTBETCTBUU CO cTaTheil 16 Hacrosimero denepanbHOro
3aKOHa, B BHJE OTBETa B NHCbMEHHOM (hopMe YIOIHOMOYEHHOTO (erepaIbHOro opraHa
WCIIOJTHUTEJIBHOM BIIACTH Ha 3ampoc. PazMep B3umaemol ¢ 3asgBUTENS IUIAThl ONPEIEIAETCS B
COOTBETCTBHUHM C 3aKOHOaTeNbCTBOM Poccuiickoit denepannn 00 opraHn3aluy NpeaoCcTaBIeHHs
rOCy/IapCTBEHHBIX W MYHHIMMNAIBHBIX Yyciuyr. MHpopmamus 00 OCyIIeCTBICHHMM HAyYHOI'O
KOHCYJIbTUPOBAHMsI, B TOM YHCJIE CTaTbH, 0030pbl, CIPAaBOYHbIE MaTepHajbl U HHAs WHOpMaIUs
00 OCYIIECTBICHUH HAy4YHOTO KOHCYJIbTHPOBAHHUS, pa3Mellaercs Ha OQHUIUMAIbHOM caiite
YIIOJIHOMOYEHHOTO (peiepabHOr0 OpraHa HCIOJHUTENbHONM Biactd B cetu "HHTepHer" ¢
COOJIIOICHUEM OTPaHWYEHMH, YCTAHOBJICHHBIX 3aKOHOJATEIbCTBOM O IMEPCOHANBHBIX JIAaHHBIX,
KOMMEpUEeCKOH U (K1) rOCy1apcTBEHHOH TailHe.

8. T'ocynapcTBeHHas perucrpanys JEKapCTBEHHBIX IPENapaToB, KOTOPHIE MPEIHA3HAYEHBI AJIS
IIPUMEHEHHsI B YCIIOBHUSIX BOEHHBIX JCHCTBUM, YpPE3BBIYAHHBIX CHUTYyallUH, MPEIyNpexICHUS
Ype3BbIUANHBIX CHUTyallud, NPOQHIAKTUKM W JedeHHs 3a0oyieBaHUll, MpeACTaBISIONIUX
OMACHOCTh [UIsI OKPYXAloUIMX, 3a00JeBaHUl M NOpaXeHWH, IOJy4EeHHBIX B pe3yibTare
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BO3JCUCTBUS HEONAroNpPUATHBIX XUMHUYECKUX, OMOJIOTMYECKHX, paJMalMOHHBIX (AKTOPOB, U
KOTOpBIE pa3paboTaHbl B TOM YHUCIIE MO 3aJaHUI0 (eAepaTbHBIX OPraHOB HCIHOJIHHUTEIBHOM
BJIACTH, YIOJHOMOYEHHBIX B 00JacTd OOOpPOHBI CTpaHbl M O€30IaCHOCTH TIOCYAApCTBa,
OCYILIECTBIISIETCS B IIOpsAJKE, ycTaHOBIEHHOM [IpaBurensctBoM Poccuiickoit @enepauuu. (B pen.
denepanbroro 3akona ot 01.04.2020 N 98-03)

Crarbs 14. [IpyHIUNBI 3KCIEPTU3BI JIEKAPCTBEHHbIX CPEACTB (B
pen. ®enepanbHoro 3akona or 22.12.2014 N 429-®3 (pea. or
13.07.2015))

1. 3KCH€pTI/I3a JICKApPCTBCHHBIX CPCACTB OCHOBBIBACTCA HA NPUHIUIIAX 3aKOHHOCTH, CO6JIIOI[CHI/ISI
IIpaB U CBO60,I[ YCJIOBCKA U I'paXKaaHWHA, IIpaB IOPUIXYICCKOIO JIMId, HC3aBUCUMOCTHU JKCIICPTA,
O6”I)€KTI/IBHOCTI/I, BCCCTOPOHHOCTHU W ITOJHOTHI I/ICCHGI[OBaHI/Iﬁ, MMPOBOAUMBIX C HUCIIOJIb30BAHUEM
COBPEMCHHBIX ,Z[OCTI/I)KCHI/Iﬁ HAayKH nu TCXHHKU, OTBCTCTBCHHOCTHU cbe):[epaanoro
rocyaapCTBCHHOI'O 6IOII)KCTHOF0 YUPCKACHUA IO MPOBCACHHNIO SKCIICPTHU3BI JICKAPCTBCHHBIX
CpCACTB U 3KCIICPTOB 3a ITPOBCACHNEC U KAaUCCTBO SKCIICPTUSEI.

2. 9KCHepTI/I3a JICKAPCTBCHHLIX ITpCHapaToB AJId MCIUIUHCKOI'O IPUMCHCHUA BKIIIOYACT B ce0s:

1) skcnepTu3y AOKYMEHTOB, MPEICTABICHHBIX JJIsi OMpPEIETICHUs BO3MOXKHOCTH PacCMaTpUBATh
JIEKApCTBEHHBIM  Mpenapar Ajds  MEIUUMHCKOrO NPUMEHEHUST 1pU  OCYIIECTBICHUHU
roCy/IapCTBEHHON PETUCTpallMi B KayecTBe OpPaHHOTO JEKApPCTBEHHOTO Mpenapara;

2) SKCrepTU3y NPEATIOKEHHBIX METOJOB KOHTPOJIS KadecTBa JICKAPCTBEHHOTO CPEICTBA H
KauecTBa IIPEJICTABICHHBIX O0pa3lOB JICKAPCTBEHHOTO CPEJICTBA C HCIIOJIB30BAHUEM OSTHX
METOJIOB (J1aJiee - HKCIIEPTH3a KauecTBa JIEKapCTBEHHOTO CPEJICTBA);

3) OKCIICPTU3Y OTHOLICHUS 0XXKHIAeMOH TOJb3bl K BO3MOXHOMY PHCKY [PUMCHCHUA
JICKApCTBCHHOT'O IIperiapara.

4) BKCTEPTH3Y PEruCTPALIOHHOIO JOChE Ha JICKAPCTBEHHBIN MpEHapar B LENSAX OINPEIeICHUsI
B3aUMO3aMCHACMOCTH JICKAPCTBCHHBIX MNPCIapaToB A4 MCAUIHUHCKOrO IMPUMCHCHUS. (B pea.
denepanbHOro 3akona ot 27.12.2019 N 475-D3)

3. DKcnepTH3a JeKapCTBEHHBIX MpenapaToB JUIsl BETEPUHAPHOTO IPUMEHEHHUs BKIIOYAEeT B ce0s
JKCIEPTU3Y Ka4eCTBA JIEKAPCTBEHHOT'O CPEJICTBA U SKCIEPTU3Y OTHOLICHUS 0KMIAEMON IOJIB3BI
K BO3MO>XHOMY PUCKY IPUMEHEHUS JIEKaPCTBEHHOT' O IIpenapara.

Cratbs 15. @enepanbHoe rocy1apcTBEeHHOE OI0IKETHOE
yupexaeHue Mo NPoBeAeHUI0 IKCIEePTH3bI JIEKAPCTBEHHBIX CPEICTB

DKkcnepTu3a  JIEKapCTBEHHBIX  CPEACTB  MPOBOAUTCS  (eAepalbHbIM  TOCYIapCTBEHHBIM
OIO/DKETHBIM  YUPEKICHHEM COOTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (eAepatbHOr0 OpraHa
HUCIOJIHUTEILHOU BJIaCTHU, CO3AaHHBIM JIs1 oOecIieueHnsT WCIIOJHEHHUSA IIOJIHOMOYHH DSTOrO
(denepanbHOrO OpraHa IO BbIAaYe pa3pelieHUu Ha MPOBENCHHE KIMHUYECKUX HCCIeIOBaHUN
JIEKapCTBEHHBIX MpenaparoB U (WJIM) MO TOCYyIapCTBEHHOW PETrUCTPalUU JIEKapCTBEHHBIX
MpenaparoB (Janee - YKCIEPTHOE YUPEKICHHE).
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Cratbsa 16. Opranu3anus nNpoBeAeHUs IKCIEPTU3bI
JIEKAPCTBEHHBIX cpeacTB (B pea. PenepajbHOIO 3aK0HA 0T

22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. DkcnepTu3a JIEKApCTBEHHBIX CPEACTB IPOBOJUTCS KOMHUCCUEH SKCIEPTOB SKCIIEPTHOIO
YUPEX/IE€HUS, Ha3HAUEHHOW €ro pyKOBOAMTENIEM, Ha OCHOBAaHMM 3aJjaHUsA HA IPOBEJCHHE
HKCHEPTHU3bI JEKAPCTBEHHOTO CPENICTBA, BBIIAHHOTO YIOJHOMOYEHHBIM (heiepaibHbIM OPraHOM
UCIIOJHUTEJILHON BJIACTH. PyKOBOIMTEb KCIIEPTHOTO yUpEXkIeHUs 00ecrieunBaeT Hauiexaliee
IIPOBEJICHUE SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C 3aJaHUEM, BbIJAHHBIM
YIIOJIHOMOYEHHBIM (heZiepaibHbIM OPraHOM MCIOJHUTENIBHOW BJIACTH, U OPraHU3YET MOATOTOBKY
CBOJIHOTO 3aKJIIOUEHUS 3TOM KOMHUCCHM. B cocTaB 3TOM KOMHCCHM 110 PELIEHUIO PYKOBOAMUTENS
HKCHEPTHOIO YUPEXkAECHUS MOTYT ObITh BKJIFOUEHBI B KAU€CTBE SKCIIEPTOB JIMLA, HE paboTarolue
B JIaHHOM OJKCIIEPTHOM YYpEXKJIECHUHU, €CIM HUX CHElHabHble 3HAHUS HEOOXOAUMBI MJIs
IIPOBEEHUS SKCIEPTU3bI U TAKHE IKCIIEPTHl OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM YUPEXKICHUU.

2. DKCIepTOM I10 MPOBEJCHUIO SKCIEPTU3bl JEKAPCTBEHHBIX CPEACTB SBJISETCS aTTECTOBAHHBIN
pabOTHHK  HSKCHEPTHOTO  YYPEXKIEHHUsS, KOTOPBIA  HMMEET  BBICIIEE  MEIUIIUHCKOE,
(apmaneBTHYECKOE, OMOIOTHYECKOEe, BETEPHHAPHOE WIIM XUMUYECKoe 00pa3oBaHuE M TPOBOJUT
OKCIICPTU3Y JICKAPCTBCHHBLIX CPCACTB B IOPAAKE HCIIOJHCHUA CBOUX  JOJDKHOCTHBIX
00s13aHHOCTEH (Hajee - SKCIepT).

3. HpI/I MMPOBCACHNHN JSKCHCPTU3BI JICKAPCTBCHHBIX CPCACTB 3KCICPT HC MOKCET HAXOIUTHLCA B
Kakoi-1u00 3aBHUCHMOCTH OT Jiua, Ha3HAYUMBHICTO 3Ty  3KCICPTUBY, pa3pa60TqI/n<a
JICKApCTBCHHOT'O CpeACTBA U APYIUX 3daUHTCPCCOBAHHBIX B PE3YJIbTAaTaX SKCIICPTU3BI JIMII.

4. Tlpu npoBeAEHHUU SKCIEPTU3bl JEKAPCTBEHHBIX CPEACTB HE JOIMYCKAeTcsl UCTpebdoBaTh y
3asBUTEINS JTMOO MHBIX JIML[ MaTepUaibl, HEOOXOAUMBIE TS IPOBEJCHUS SKCIEepTH3bl. B ciydae
HEAOCTATOYHOCTHU TMPCACTABIICHHBIX OJOKCIICPTY MATCPpHUATIOB AJId Aa4YW 3aKIHOUYCHUA OKCIICPT
CTaBUT BOMNPOC O NPEACTABICHUH €My HEOOXOIMMBIX MAaTepUaIOB Nepes PYKOBOAMUTEIEM
SKCHEPTHOIO  YUPEKACHHUs, KOTOPBIM oOOpamaercss ¢ COOTBETCTBYIOIIUM  3allpOCOM B
YIIOJIHOMOYEHHBIH (pe/iepanbHblil OpraH MCHOJHUTENIbHON BJIACTH, BBIJABLIMM 3aJaHue Ha
MIPOBEJICHUE OKCIEPTU3bl JIEKAPCTBEHHOI'O CpEACTBA. YKa3aHHBbIM (QeaepanbHbIl  OpraH
UCTIOJHUTEJIbHOM BJIaCTM B TEYEHHE IMATH pPadOYMX JHEH co JHSA MOCTYIUJIEHHs 3ampoca
PYKOBOAMTEI DKCIIEPTHOTO YUPEKIACHUS HANPABISIET 3asBUTEIIO 3alpoc O MPEACTABICHUHN
HEOOXOAMMBIX MaTepuaioB. JlaHHBIH 3ampoc MOXXET ObITh IepeJaH YHOJIHOMOYEHHOMY
MPpEACTABUTCIIIO 3adBUTCIIA JIMYHO 11O PACIIMCKY, HAIPABJICH IO MOYTEC 3aKa3HBIM IMMCbMOM WJIN
nepefaH B DJEKTPOHHOM ¢opMe MO TeleKOMMYHHMKAIlMOHHBIM KaHajlaM CBsi3u. B ciyudae
HaIlpaBJIE€HUs JAHHOTO 3ampoca MO MOYTE 3aKA3HBIM MUCbMOM OH CUMTAETCS MOJIYYEHHBIM I10
MCTEYCHHUH ILECTH JTHEH C aThl HAaIlpaBJIeHM 3aKa3HOro nmuckMa. (B ped. deaepanbHOro 3aKoHa
or 25.11.2013 N 317-®3)

4.1. 3asBuTenp 00s3aH MPEACTABUTH OTBET HA 3aMPOC YIIOJTHOMOUYEHHOTO (heepaabHOro OpraHa
WCTIOTHUTEIPHONW BJIACTH B CPOK, HE MPEBBIMIAIONINKN JIEBSIHOCTa pabOYMX HEW CO IIHS €ro
MOJIy4eHHUsl. YTIOJTHOMOUYEHHBIH (efepanbHblii OpraH HCIOJHUTEIBHON BIIACTH, BBIAABIIAN
3a/IaHKe Ha MPOBEJCHNE IKCIEPTU3HI JIEKAPCTBEHHOTO CPEICTBA, B TCUCHHE TISATH padOvMX JTHEH
CO JHS MOCTYIUIEHHS OT 3asBUTEJSI OTBETA HAa JAHHBIM 3alpOC HAIIPaBIIET TaKOW OTBET B
AKCTIEPTHOE yUpekJeHrue. B ciaydae HenmpeacTaBieHUs 0 UCTEYCHUH JIEBSIHOCTA pabOUnX JTHEH
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3asiBUTENIEM OTBETa Ha JaHHBIM  3ampoc  YIOJIHOMOYEHHBIH  (penepanbHbli  Oprax
WCIIOTHUTEJIbHOM BJIACTH, BBIJABIIMN 3aJaHUE HA MPOBEACHHUE IKCIEPTU3BI JIEKAPCTBEHHOIO
CpEICTBa, B TEUEHHUE MATH pabouyuX JHEH HAIpPaBIsSeT B AKCIEPTHOE YUPEXKIACHUE YBEIOMIICHUE
O HENpPEJCTaBICHUM 3asBUTEJIEM OTBETa Ha 3alpoc yKa3aHHOTO opraHa. Bpems co 1Hs
HaIpaBJIEeHUsl 3ampoca HKCIEPTHOTO YUPEXKICHUS B YIOJHOMOYEHHBIN (enepaibHbId Oprax
WCTIOTHUTEJIbHOW BJIACTH JI0 JIHSI MOJTYYEHUSI IKCIIEPTHBIM YUPEKICHUEM OTBETa HA 3alpocC WU
YBEJAOMJICHHSI O HEMPEACTAaBICHUU OTBETa Ha 3allpOC HE YUYUTHIBACTCS MPH UCUUCIIEHUU CPOKa

IIPOBEJICHUSI JKCIEPTU3bl JIEKAPCTBEHHOro cpeactBa. (B pen. PeaepanbHOro 3akOoHAa OT
25.11.2013 N 317-®3)

4.2. Ecnu B cocTaBe perucTpalioOHHOTO JOChE Ha JIEKAPCTBEHHBIN Mpenapar Jjisi MEIULIUHCKOTO
MPUMEHEHUS COAEPKUTCSA NpeaycMoTpeHHast ctatbeil 18, yactbio 1.1 crateu 30 u crathed 34
HacTosmero deaepanbHOro 3aKOHA KOMUS PEIICHUS! YIIOJTHOMOYEHHOTO (heaepaabHOro OopraHa
WCIIOJIHUTENIBHON BIIACTH O TMPOBEJACHUU HHCIEKTHPOBAHUS IMPOU3BOJIUTENS JIEKAPCTBEHHBIX
CPEICTB, JKCIEPTy A0 O(OpMIIEHUS pPe3yIbTAaTOB SKCHEPTHU3bl JICKAPCTBEHHOTO CPEICTBA
MPEIOCTABIIACTCS B TMOPSIKE W HA YCIOBHSX, KOTOPbIE MPEAYCMOTpeHbl dacTsaMu 4 u 4.3
HACTOSIIIIEH CTaThbW, KOMHUSA 3aKIIOUEHUS O COOTBETCTBUU IPOU3BOJIUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHMSIM TMpaBU HAAJEKalle MPOU3BOACTBEHHON MPAKTUKH, BBIAAHHOTO
YIIOJTHOMOYCHHBIM (pe/IepalIbHBIM OPraHOM HCIOJHUTEIBHON BiacTH. (B pen. PDemepanbHOrO
3akoHa ot 04.06.2018 N 140-D3)

4.3. 3agBuTens 00s13aH NPEJCTABUTh B YIIOJTHOMOYEHHBIN (eiepaibHbIi OPraH UCIIOIHUTEIHHON
BJIACTH KOIMIO 3aKJIIOYEHHS O COOTBETCTBUM TPOU3BOJIUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM TIPaBUJI HAJJICXKAIICH MPOU3BOJICTBEHHOW MPAKTUKU B CPOK, HE IPEBBIIIAFOIINI
CTa BOCBMHJCCATH pabouux JHEW CO JHS TMOJY4YEHHUs 3ampoca O €€ IMPEAOCTaBICHUM.
YnonHoMoueHHBIN (enepaabHbli OpraH HCHOMHUTENBHON BJIAcTH, BBIAABIIMN 3a/JaHHUe Ha
MPOBEACHUE SKCIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA, B TEUCHHME MATH PadOYMX JHEH CO JHA
MOCTYIJIEHUS OT 3asdBUTENS KONUM 3aKJIIOUYEHHS] O COOTBETCTBHM  MPOU3BOJIUTENS
J'IeKapCTBCHHBIX CpeI[CTB Tp€6OBaHI/I$IM HpaBI/IJ'I Hannemameﬁ HpOHSBOI{CTBGHHOfI HpaKTI/IKI/I,
HalpaBJIsieT €€ B OHKCIEPTHOE YUpexkJeHue. B ciydyae HempeAcTaBiIeHUs 3asiBUTEIEM B
YKaSaHHBIfI CpOK KOIINU 3aKJIFOUCHHUSA O COOTBETCTBUHU HpOI/ISBOI[I/ITCJ'IH J'IeKapCTBeHHI)IX Cpe)ICTB
TpeOOBaHUSAM TpaBWI  HAANEXKAIEH MPOU3BOJACTBEHHOW TMPAKTUKH  YIOJTHOMOUYEHHBIH
(dbenepalibHBIA OpraH UCIIOJIHUTEIILHON BJIACTH, BBIJIABIINN 3a/laHE HAa TTPOBEICHUE IKCIIEPTU3HI
JIEKapCTBEHHOTO CpPEICTBA, B TEUYEHHE MATH pabouMx JHEH HampaBlseT B OKCIEPTHOE
YUPEKIECHUE YBEAOMIICHUE O HEMPEICTABIICHUH 3asBUTENIEM KOIUU 3aKIFOUEHHUSI O COOTBETCTBUH
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CpeNCTB TpeOOBaHUIM paBuI HaJJIeKaIen
IIPOU3BOJICTBEHHOM NIPAKTUKH. Bpems co THsA HampaBileHUs 3a11pOca SKCIEPTHOIO YUPEKACHHUS B
YIIOJTHOMOYEHHBIN  (efepanbHblii OpraH HWCHOJHUTENBHONM BIACTH 10 MJHS TOJYYEHUS
3KCHepTHI)IM yqpencneHI/IeM KOIInn 3aKJIFOUYCHUA [0) COOTBECTCTBUHU HpOHSBOJII/ITeHSI
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUSAM TPABUI HAJICKAIICH IPOU3BOJCTBEHHON MPAKTUKH WU
YBG,HOMJ'IeHI/IH 0 € Here,ZICTaBJ'IeHI/II/I HEC y‘—II/ITBIBaeTCSI HpI/I NCUYUCICHUHN chKa HpOBe)IeHI/ISI
AKCIEPTHU3BI JIEKAPCTBEHHOTO cpeacTBa. (B pea. denepanbuoro 3akona ot 04.06.2018 N 140-D3)

5. DKcnepr npu NpOBEJCHUH NOPYYEHHOW €My PYKOBOAMTENIEM HKCIEPTHOIO YUpPEKICHUS
HKCHEPTHU3bI JIEKAPCTBEHHOI'O CPEJCTBA 00s3aH:

1) MMPOBECTU IIOJIHOC HCCICAOBAHHUC TPCACTABICHHBIX CMY 06’LeKTOB, MaTCepuajIoB, NaTb
000CHOBaHHOE€ M OOBEKTHMBHOE 3aKJIIOYEHHE IO IOCTABJIECHHBIM nepea HUM BOIIpOCaM HIIN


https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1174
https://normativ.kontur.ru/document?moduleid=1&documentid=225008#l1174
https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l1122
https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l1706
https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l396
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=314270#l1

MOTHBHPOBAHHOE 3aKJIIOUYEHHE O HEBO3MOXHOCTH IPOBEIEHUS UM KCIIEPTU3bI JIEKAPCTBEHHOTO
CPEICTBA, €CIM IOCTABJIEHHBIE BOIIPOCHI BHIXOJAT 3a MPEAEIbl ClIEHUAIbHBIX 3HAHUN IKCIEPTA,
OOBEKTHl HMCCIEIOBAaHMM M MaTepuaybl HENPUTOAHbl WM HEIOCTATOYHBI I IPOBEACHUS
MCCIICIOBAaHHUH | J1a4X 3aKJIFOYCHHS JTMOO COBPEMEHHBI YPOBEHb Pa3BUTHUSI HAYKHU HE MO3BOJISIET
OTBETUTDH Ha MOCTABJIEHHBIE BOIIPOCHI;

2) He pa3riamaTh CBEJICHUSI, KOTOPBIE CTAJIM €MY M3BECTHBI B CBS3U C MPOBEJACHUEM IKCIIEPTU3BI
JIEKapCTBEHHOT'O  CPEJICTBA, a TaKKe CBEJEHUs, COCTaBJSIONINE TOCYAapCTBEHHYIO,
KOMMEPUECKYIO WJIM UHYIO OXPaHIEeMYIO 3aKOHOM TaiHYy;

3) obecrieunTh COXPaHHOCTH MPEICTABICHHBIX 00BEKTOB UCCIIEIOBAHHI U MATEPUATIOB.
6. DKCIiepT HE BIIpaBe:

1) MMPOBOAUTDL 3KCIICPTUIY JICKAPCTBECHHOI'O CPEACTBA 110 O6paIlICHI/IIO HCIIOCPCACTBCHHO K HCMY
OpraHI/IBaHI/Iﬁ 50048 (1)I/ISI/I‘IGCKI/IX JINIT,

2) CaMOCTOATCIBHO CO6I/IpaTL MaTtCeprajibl OJIA HIPOBCACHHA OKCIICPTH3bI JICKAPCTBCHHOI'O
CpEacTBa,

3) NpOBOIUTH BKCHEPTH3Y JIEKAPCTBEHHOI'O CPEACTBA B KAdyeCTBE HETOCYJapCTBEHHOIO
JKCIIepTa.

7. B ciyuae HeoOXOAMMOCTH DJKCIEPT BIIpaBE XOAATalCTBOBaTb IIEpe] PYKOBOAMUTEIEM
HKCHEPTHOIO YUPEKICHHUS O TMPUBIECYEHUH K IPOBEACHUIO 3KCIEPTU3bl JIEKApPCTBEHHOI'O
CpeACTBa APYrHX KCIEPTOB.

8. Kaxxnplit skcriepT, BXOASIINN B COCTaB KOMUCCHH IKCIIEPTOB, KOTOPOI MOPYUEHO MPOBEACHUE
JKCIEPTU3bl  JIEKAPCTBEHHOTI'O  CpPEICTBA, HE3aBUCUMO M  CaMOCTOSITEIBHO  IPOBOIUT
WCCIICIOBAHUS, OLEHUBAET PE3yJIbTaThl, MOJYYECHHBIE UM JIMYHO U JIPYTUMHU SKCIEPTAMH, U
(dbopMynupyeT BBIBOJBI OTHOCHUTEIBHO TMOCTABIEHHBIX BOMPOCOB B Tpelenax CBOMX
CIIELIMAJIbHBIX 3HAHUM.

9. Pe3y.]'II>TaTBI 9KCIICPTU3BI JICKAPCTBCHHOTI'O CPEACTBA O(bOpMHHmTCH 3aKJIFOYCHUEM KOMHCCHUHU
OKCIICPTOB. B 3akmroueHnn KOMHUCCHH OKCIICPTOB YKA3bIBAKOTCA MEPCUYCHDb HCCHGHOBaHHfI, 00BeM
MMPOBCACHHBIX KAXKABIM 3KCIIECPTOM HCCHCHOB&HHﬁ, YCTAHOBJICHHBIC KaXXJIbIM N3 HHUX (I)aKTLI n
CACJIAHHBIC B PE3YJIbTATC I/ICCJ'IGI[OBaHI/II\/’I BBIBOJbI. 3KCHepT, MHCHHUC KOTOPOIr0 HEC COBIIAAACT C
peIICHUEM KOMHCCHUH JSKCIIEPTOB, BIIPABC BbIPA3UTH CBOC MHCHUC B MMHMChbMEHHOM (I)OpMe,
KOTOpPOC HpI/IO6H_[aeTC$I K 3aKJIFOYCHUIO KOMHUCCHUH DKCIICPTOB.

10. DOxcnepTbl, BXOAAIIUME B COCTaB KOMHUCCHM, HpPEIyNpexaarTcs o0 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKoHoJaTesnbcTBOM Poccuiickoir @exepanuu 3a  Jady  3aKiIIOUYEHUS,
coJiepKaliero HeoOOCHOBaHHblE WM (anbcU(PUIMPOBAHHBIE BBIBOJBI, O YE€M OHHU JalOT
MOJTHCKY.

11. Onpenenenne ypoBHs MPodeCCHOHATHHOM TMOATOTOBKH AIKCIIEPTOB M aTTECTAIlMs HUX Ha
paBo MIPOBEICHUS JKCIEPTU3BI JIEKAPCTBEHHBIX CpelCTB OCYIIECTBIISIOTCS
AKCTIEPTHO-KBAUTU(PUKAIIMOHHBIMU KOMUCCUSIMH B TIOPSIIKE, YCTAHOBJIEHHOM COOTBETCTBYIOIINM
YIIOJTHOMOYEHHBIM  (eiepalibHBIM ~ OpPraHOM  HCIOJHUTEIBHOW  BJIAcTH.  YPOBEHb
PO eCCHOHAIBHON TIOJITOTOBKH KCIEPTOB MOMJICKHUT MEPECMOTPY YKa3aHHBIMHU KOMHUCCHUSIMHU
HE peKe YeM OJIMH pa3 B AT JIET.



12. TlpaBuia mpoBeneHHs SKCHEPTH3bI JIEKAPCTBEHHBIX CPEICTB M OCOOCHHOCTH SKCHEPTH3BI
OTICNBHBIX BHJIOB JIEKAPCTBEHHBIX IPENapaToB (peepeHTHHIX JEKApCTBEHHBIX IpPEnapaTos,
BOCITPOHM3BE/ICHHBIX JICKAPCTBEHHBIX MPENapaToB, OMOJIOTHYECKHUX JICKAPCTBEHHBIX MPENapaToB,
0M0aHAaJIOTOBBIX (6mo1o100HBIX ) JIEKapCTBEHHBIX IpernapaToB (Obuoananorosn),
TOMEOIaTHYECKUX JIEKApPCTBEHHBIX IIPENapaToB, JICKAPCTBEHHBIX PACTUTEIBHBIX IIPENapaTos,
KOMOMHAIMIA JIEKapCTBEHHBIX IpenaparoB), (OPMBbI 3aKIIOYCHUA KOMHCCHU HKCIEPTOB
YCTaHABIMBAIOTCS ~ COOTBETCTBYIOIIMM  YIOJIHOMOYCHHBIM  ()efepajbHBIM  OpPraHOM
UCHOJHUTENBbHON BiacTH. (B pen. denepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Crarps 17. Ilonaya u paccMOTpeHHe 3asiIBJICHUSA 0 TOCYIAPCTBEHHOM
PerucTpanyu JeKapCTBEHHOI 0 Mpenapara Jisi BeTEePUHAPHOTO
npuMeHenus (B pea. @eaepanbHoro 3akona or 22.12.2014 N 429-@3
(pen. ot 13.07.2015))

1. Jlns rocyaapCTBEHHOH pPETHCTpAllMM JIEKApCTBEHHOIO IIpenapara Iyl BETEPUHAPHOIO
MIPUMEHEHHUSI pa3pabOTUYUK TaKOTro JIEKAPCTBEHHOIO MIpernapaTa Uin YIIOJIHOMOYEHHOE UM JIPYroe
IOPUINYECKOE JIUIIO (Jlajiee B HACTOSIIEH cTaThe - 3asBUTEIIb) MPEICTABIIAET B YIOTHOMOYCHHBIH
denepanbHBIi  OpraH  HMCIOJHUTEIBHOM  BIIACTH, OCYIIECTBISIONIMNA  TOCYJapCTBEHHYIO
PETUCTPALMIO JIEKAPCTBEHHBIX IPENAapaToB JJIsi BETEPUHAPHOIO IPUMEHEHUS, B JJIEKTPOHHOU
dopme wam Ha OyMaXHOM HOCHTENE 3asBICHHE O TOCYIApCTBEHHOW pETUCTpaIfu
JIEKapCTBEHHOI'O IIpernapaTra JUlsl BETCPUHAPHOIO IPUMEHEHHs, a TaKXKe B IOPSIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM denepanbHBIM OpraHoM
UCTIOJHUTEJIBHOM BJIACTH, B 3JEKTPOHHOHN (hopMe miM Ha OyMa)kHOM HOCUTeNle HeoOXOAMMBbIe
JOKYMEHTBI, U3 KOTOPBIX (POPMUPYETCS PETUCTPALIMOHHOE JIOChEe Ha JIEKAPCTBEHHBIN Npemnapar
JUISL BETEPUHAPHOTO PUMEHEHUSI.

2. B 3agBneHMM O TOCYJAapCTBEHHOM PpETHMCTpallMy JIEKapCTBEHHOrO Ipenapara i
BETEPUHAPHOI'O PUMEHEHMS YKa3bIBAIOTCS:

1) HAaMMCHOBAHUC W aJIp€C 3asABUTCIIA, pa3pa60TqI/IKa U MPOU3BOAUTECIIA JICKAPCTBCHHOI'O
npemnapara Al BETCPUHAPHOIO IMPUMCHCHUA W aApeC MECTa OCYLICCTBJIICHHUA ITPOMU3BOJACTBA
JICKApCTBCHHOT'O IIpeliapaTa MJI1 BETCPUHAPHOI'O IPUMCHCHUA (B CJIydac HAJIN4YUd HCCKOJIbKUX
Y49aCTHHUKOB IIponecca Nponu3BoACTBa HGO6XOI[I/IMO YKa3aTb KaXa0Tro U3 HI/IX);

2) HaMMEHOBaHUE JIEKAPCTBEHHOIO  Ipenapara Juisi  BETEPUHAPHOTO  IPUMEHEHUs
(MeXIyHapoJHOE HENaTeHTOBAHHOE, WJIM TPYNIHUPOBOYHOE, WJIM XHMHUYECKOE U TOProBOE
HAaUMEHOBAHMUS);

3) MEpCUCHDb HCﬁCTBYIOHlHX " BCIIOMOT'aTCJIbHBIX BCHICCTB, BXOAAIIUX B COCTAB JICKAPCTBECHHOT'O
npenapara JJjid BETCPUHAPHOI'0 IPUMCHCHUS, C YKa3aHUECM KOJIMYCCTBA KAKAO0TI'0 U3 HUX,

4) JICKApCTBCHHAsA (bopMa, AO3UPOBKa, CITOCOOBI BBCACHUA W IMPUMCHCHUA, CPOK T'OJHOCTH
JICKApCTBCHHOTO IIperiapaTa JJIs1 BETCPUHAPHOI'O MIPUMCHCHUS,

5) papmakoTrepaneBTHUECKas TPYIIIa;

6) HCO6XO,[[I/IMOCTL MMPUMCHCHH yCKOpCHHOﬁ npoucaypsl SKCIIECPTU3LI JICKAPCTBCHHBIX CPEACTB
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B LIEJISIX TOCYIAPCTBEHHOM PErUCTpallMU JIEKapCTBEHHOIO Mpernapara;
7) KOnUM TOKYMEHTOB, OATBEPKIAIOIINX YIIJIATy TOCY1apCTBEHHOMN MOUUIUHBI:

a) 3a MPOBEJICHUE IKCIIEPTU3bl KaueCTBa JIEKAPCTBEHHOI'O CPEJCTBA M AKCIEPTHU3bl OTHOIICHUS
OKMJAaeMON TMOJb3bl K BO3MOXKHOMY PHCKY MPHUMEHEHHs JIEKapCTBEHHOrO IperapaTa AJis
BETEPUHAPHOTO MPUMEHEHHUSI IIPU €Tr0 TOCYAAPCTBEHHOM perucTpaluu;

0) 3a BpIZJaUy PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO MTPEnapara;

8) Hammume coriacusi, MPEAYCMOTPEHHOTO YacThi0 7 HACTOSIICH CTaThH, €CIIM C MOMEHTa
peructpanuu peepeHTHOro JIEKAPCTBEHHOTO Tperapara s BETePUHAPHOTO MPUMEHEHUS
MIPOIILJIO MEHEE YeM IeCTh JieT. (B pen. DeaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PerucrpauMoHHO€ J0ChE B LENAX OKCIEPTU3bl JIEKAPCTBEHHOIO IIpenapara JAis
BETEPUHAPHOTO MPUMEHEHUSI POPMUPYETCS U3 CIACAYIOLUUX JTOKYMEHTOB!

1) KOmuUsl JIMICH3WH Ha IMPOU3BOJICTBO JICKAPCTBEHHBIX CPEJCTB, BBIAAHHOW MPOM3BOIUTEIIO
PETHCTPUPYEMOTO  JIGKAPCTBEHHOTO Tpermapara Ui BETCPUHAPHOTO TMPUMEHEHUS, IS
poccuiickux npousBoaureseii; (B pea. denepanpaoro 3akona ot 04.06.2018 N 140-D3)

2) KOIIKMA JULOCH3WMHM Ha HMPOU3BOACTBO JICKAPCTBCHHBLIX CPCACTB, BI)II[aHHOf/'I IMPOU3BOAUTCIIIO
(bapMareBTHYECKOW CyOCTaHIIMH, BXOMAIICH B COCTaB PErMCTPHPYEMOrO JIEKapCTBEHHOTO
npenapaTta JUisi BETEPUHAPHOIO IPUMEHEHUs, JUIsl POCCUHMCKUX NpOU3BOAMTENEH; (B pen.
denepanbHoro 3akona ot 04.06.2018 N 140-D3)

2.1) Komusi AOKYMEHTA, BBIJAHHOIO YIOJHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOIAMTENS JUIS
KKIOW NPOM3BOACTBEHHON IUIOLIAJAKU PETUCTPUPYEMOIO JIEKApPCTBEHHOrO Ipernapara ajis
BETEPUHAPHOIO  TIPUMEHEHUS W  MOATBEPXKJIAIOLIETO  COOTBETCTBUE  IPOM3BOIUTEIS
JIEKapCTBEHHOI'O IpernapaTta TpeOOBaHUSIM MPaBUJ HaJyleXkalleld MpOU3BOACTBEHHON MPAKTHKH,
U €ro NepeBOJ Ha PYCCKUM S3bIK, 3aBEPEHHBIE B YCTAHOBJICHHOM IOPSAKE, a TAKXKE KOMUSA
3aKJIIOUYEHUSI O COOTBETCTBUU IMPOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB TPEeOOBAHMSIM IPABHII
Ha/IIeKalied MpOU3BOJACTBEHHON NPAaKTUKH, BBIJAHHOTO YIIOJHOMOYEHHBIM (hefiepalibHbIM
OpPraHOM  HWCHOJHUTEIBHOM  BJIACTH  JUIl  KaXJAOW  IMPOM3BOJACTBEHHOM  IUIOLIAAKHU
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O MIpemnapaTta JUisl BEeTEpUHAPHOTO MPUMEHEHMs, JTU0O0 KOMHS
pelIeHns O MPOBEIEHNN NHCIIEKTUPOBAHUS IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB, IPUHATOTO
YIIOJIHOMOYEHHBIM  (eZlepalIbHbIM ~ OpPraHOM  HCIOJIHUTENBHOW  BJIAcTH U1 KaXAoMH
MIPOM3BOJICTBEHHOW  IUJIOLIAJIKM  PETUCTPUPYEMOro  JIEKapCTBEHHOIO  Ipemapara s
BETEPUHAPHOIO TPUMEHEHUS. YKa3aHHbIE JOKYMEHTBHl MpPEACTABISIOTCS B Cllydae, €Clid
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O IperapaTa OCYLIECTBISIETCS 3a npeaenamu Poccuiickoit
denepanumy; (B pen. enepanproro 3akona ot 04.06.2018 N 140-D3)

2.2) Komusi JOKYMEHTAa, BBIJAHHOTO YIOJHOMOYEHHBIM OPTaHOM CTPaHBI TPOU3BOIHUTEIS
(dapManieBTUUECKOW CYOCTaHIIMM W IOJATBEPXKAAIOLIET0 COOTBETCTBUE  MPOU3BOAUTEINS
(dapMarieBTHUeCKOH CyOCTaHIIMM, BXOMAAIICH B COCTaB PErHCTPUPYEMOTO JIEKAPCTBEHHOTO
mpenapara A BETEPUHAPHOTO  NPUMEHEHHUs, TpeOOBaHMSIM MpaBWJI  HaJJIeXallen
MIPOU3BOJICTBEHHOH MPAKTUKH, W €TO TIEPEBOJ] HA PYCCKUH S3BIK, 3aBEPEHHBIC B YCTAHOBICHHOM
NopsiIKe, B Cilydae, €CIM MPOU3BOJACTBO (papMaleBTHUECKOH CyOCTaHLIMU OCYILIECTBISETCS 32
npenenamu Poccuiickoit @enepanuu; (B pea. @eaepanpaoro 3akona ot 04.06.2018 N 140-D3)

3) mpoeKT HOPMATHBHOIO JOKYMEHTa Ha JIEKapCTBEHHBIM Mpemnapar Uis BETEPUHAPHOTO
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MMPHUMCHCHUS

4) NTOKyMEHT, coJIepKalllui CIeAYIOIYI0 HH(POpMAIHIO O apMalleBTUYECKONH CyOCTAaHIIMH WU
(dapmaleBTUUECKUX CYOCTAHLIMAX, BXOMSIIMX B COCTaB JIEKAPCTBEHHOrO TMpernapara s
BETEPUHAPHOTO IPUMEHEHHUSI:

a) HaWMEHOBaHWE (DapMaIeBTUYECKOW CyOCTaHIIMM, €€ CTPYKTypa, oOmue CcBoicTBa (mpu
rOCy/IapCTBEHHOW PETrUCTpallud HWMMYHOOMOJIOTHYECKUX JIEKAaPCTBEHHBIX IpEnaparoB AJis
BETEPUHAPHOTO TMPUMEHEHHUS MPEJCTABISAIOTCS CBEACHUS O IITamMMe, BKIIOYas €ro
HauMEHOBaHHE, WH(OPMALIUIO O MPOUCXOXKICHUU, €0 CBOMCTBAX, XapaKTEPUCTHKAX M MecTe
nernoHupoBanus); (B pen. PenepanpHoro 3akona ot 02.08.2019 N 297-D3)

0) HAaMMEHOBAaHUE U AJPEC MPOU3BOAUTEIIS;

B) TCXHOJIOTUA IMIPOU3BOJACTBA C OIIMCAHUEM CTaI[I/Iﬁ IMPOU3BOJACTBA U METOJOB KOHTPOJIA Ha BCCX
CTauAgAX IIPpOU3BOJCTBA,

r) uabopMmaims O npuMecsx (HE NPEICTABIACTCS IMPHU TOCYJAPCTBEHHOW PEruCTparnm
MMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MPENapaToB JIJIsi BETEPUHAPHOTO MPUMEHEHHS); (B peil.
denepanbaoro 3akona ot 02.08.2019 N 297-D3)

n) crneunduxanmus Ha ¢dapMaleBTHUECKyl0 CyOcTaHIUI0 (HE TMpeACTaBisieTcss Mpu
rOCYy/IapCTBCHHOW PETUCTPAIMA HWMMYHOOUOJIOTUYCCKUX JICKAPCTBEHHBIX TPENapaTroB IS
BETEPUHAPHOTO MPUMECHECHUS ),

e) OIIMCAHUEC MCTOAUK KOHTPOJIAA Ka4CCTBA,

) pe3yJbpTaThl aHajlnM3a cepuil (apmaleBTHUECKONM CyOCTaHUMU (HE MpPEeICTaBISIOTCS MpU
TOCYJJapCTBEHHON perucTpanyi HMMMYHOOMOJOTUYECKUX JICKAPCTBEHHBIX IPErnapaTtoB JUls
BETEepUHApHOTO npuMeHeHus); (B pea. denepanproro 3akona ot 02.08.2019 N 297-D3)

3) NEepCeUCHb CTAHAAPTHBIX O6p33].IOB WM BCHICCTB, HCIHOJIB3YCMBIX IIpU OCYHICCTBJICHUU
KOHTPOJIA Ka4YCCTBA,

I/I) OINMMCAHUC XAPAKTCPUCTUK U CBONCTB YIIAKOBOYHBIX MATCPHUAJIOB U YKYIIOPOYHBIX CPCIACTB,

K) JaHHble O CTAaOWIBHOCTH (HE TMPEACTABISIOTCS MPH TOCYJApCTBEHHOW pErHCTpaluy
MMMYHOOHOJIOTUYECKHX JIEKAPCTBEHHBIX MPEapaToB JUIsl BETEPUHAPHOTO MTPUMEHEHUs ); (B pell.
denepanbroro 3akona ot 02.08.2019 N 297-D3)

JI) CPOK F'OJTHOCTH, YCIIOBUSI XpaHEHUS;

5) oT4eTr O pe3yiabTarax JOKIMHUYECKOTO WCCIEAOBAHUS JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MPUMEHEHHUs, BKJIIOYAIOLIMNA OMUCAHUE METOJ0B OMNpENETICHUsI OCTATOUYHBIX
KOJIMYECTB JICHCTBYIOIIETO BEIIECTBA (JIEHCTBYIONIMX BEIIECTB), TOCTUTAIOMIETO (JIOCTUTAIOIITUX )
CHUCTEMHOT'O KpPOBOTOKA, B MPOAYKIIMH >KMBOTHOTO MPOUCXOKIEHUS MOCJE MPUMEHEHHUS] TaKOTro
JIEKApCTBEHHOTO CPEJICTBA, a TaK)Ke JOKYMEHTAIHHOE MOATBEPKICHHE (BaTUIaINsI) YKa3aHHBIX
MeTo10B; (B pen. PenepanbHoro 3akoHa ot 02.08.2019 N 297-3)

6) oTueT O pe3ynbTaTax KIMHUYECKOTO WCCIIEAOBAaHUs JIEKapCTBEHHOIO IIpernapara Jyis
BETEPUHAPHOTO IPHMEHEHMS y KaXXJIO0ro BHUJA JKWBOTHBIX, YKa3aHHBIX B HWHCTPYKIUHU IO
BETEPUHAPHOMY ITPUMEHEHHUIO;
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7) TPOEKT HHCTPYKIMH [0 BETEPUHAPHOMY MPUMEHEHUIO JIEKapCTBEHHOI'O Ipernapara,
coJiep>Kallel ciaenyrome CBeIeHus:

a) HaMMCHOBaHWE JIEKAPCTBEHHOro  Ipemapara Uil  BETEPUHAPHOIO  IPUMEHEHMs
(MeXIyHapoJHOE HENAaTEeHTOBAHHOE, WJIM TPYINIHUPOBOYHOE, MM XUMHUYECKOE M TOPrOBOE
HAaUMEHOBAHMUS);

6) JICKaApCTBCHHAs (bopMa C YKa3aHUEM HAaMCHOBAaHMI W KOJHWYECTBEHHOIO COCTaBa
HefICTBYIOHlI/IX B€HICCTB U KAYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCJIbHbBIX BCIICCTB,

B) OIMCAaHUE BHEIIHErO BUJIA JIEKAPCTBEHHOTO IIpenapaTa Jijisi BETEpUHAPHOIO IPUMEHEHNUS;

r) QapmakoTepaneBTUYeCcKasi TIpylra JIEKAPCTBEHHOro Mpernapara [Uisi BETEPUHAPHOTO
MPUMEHEHUS WIHM YKa3aHue "TOMEONaTu4eCKUil JIeKapCTBEHHbIN Mpenapar”;

n) (dapmakonmuHamuka W (papMakoKMHETHKAa (32  HCKIIOYCHHEM (HapMaKOKHHETHUKH
TOMEOTIATHYECKUX JICKAPCTBCHHBIX IMPEIMApaTOB U PACTHTEIBHBIX JICKAPCTBECHHBIX IMPETApaTOB)
WJIM ONTUCAaHNE UMMYHOOUOJIOTHYSCKUX CBOMCTB JIGKAPCTBEHHOTO MPETNapara;

€) MoKa3aHus Il IPUMEHEHUS;
) MMPOTHUBOMOKA3aHUs AJIsi IPUMEHEHUS;
3) MepbI NPEJOCTOPOKHOCTH MPU MPUMEHEHUU;

I/I) YKa3aHHue¢ BO3MOXHOCTH H 0COOEHHOCTEH MNPpUMCHCHUSA Yy 6epeMeHHLIX JKHUBOTHBIX, Y
JKUBOTHBIX B IICPHUOM JIAKTALIUH, Y TIOTOMCTBA JKUBOTHBIX;

K) P&KHAM JTO3UPOBAHHS, CIIOCOO BBEJCHUS M MPUMEHEHHS, IIPH HEOOXOAMMOCTH BpEMs TpuemMa
JIEKApCTBEHHOTO MpernapaTa il BETEpUHAPHOTO IPUMEHEHUS, TPOJOJIKATEIbHOCT JICUEHNS,

J) BO3MOXHBIE I0OOYHBIE JEMCTBHS, HEXKeNaTeabHblE pEaKUuu NpU [PUMEHEHHUH
JIEKAPCTBEHHOTO IIpernapara il BETepUHAPHOTO IPUMEHEHUS;

M) CUMIITOMBI [IEPEI03UPOBKH, MEPHI IO OKA3aHHUIO ITOMOIIY MIPU MEPET03UPOBKE;
H) B3aMMO/IEHCTBHE C IPYTMMH JIEKAPCTBEHHBIMU TpenapaTaMu U (WIM) KOPMaMu;
0) GOpMBI BBIITyCKa JIEKAPCTBEHHOTO Nperapara Jjsl BETEpMHAPHOTO IPUMEHEHUS;

1) ykazaHue (Ipu HEOOXOIMMOCTH) OCOOEHHOCTEH AEUCTBUS JIEKapCTBEHHOIO Mpemnapara Juls
BETEPUHAPHOT'O IPUMEHEHMS IIPU IIEPBOM NPHUEME WIIN IIPU €0 OTMEHE;

p) onucanue (MpU HEOOXOTUMOCTH) ICUCTBUI CIIEIMAINCTa B 00JIaCTH BETEpUHAPHUH, BIaAeNbIla
’KMBOTHOT'O MPH MPOITYCKE IpHUeMa OJHON MM HECKOJIBKHX JI03 JIEKAPCTBEHHOTO Mpenapara Jyis
BeTepHHApHOTro puMeHeHus; (B pea. exepanpHoro 3akona ot 02.08.2019 N 297-D3)

C) CPOK TOOAHOCTH M YKA3daHUC Ha 3alpeT MNPHUMCHCHUSA JICKAPCTBCHHOI'O IIpfriapara IJid
BCTCPUHAPHOI'O MPUMCHCHUA 110 UCTCUCHUHN CPOKaA I'OJJHOCTH,

T) YCIIOBHSI XpaHEHHUS;

Y) YKa3aHUC Ha HCO6XO,Z[I/IMOCTL XpaHCHUA JICKAPCTBCHHOTO IIpeliapara HJIA BCTCPHUHAPHOI'O
NPUMCHCHUSA B MECTAaX, HCAOCTYIIHBIX IJIA I[eTefI;

¢) ykazanue (mpu HEOOXOJUMOCTH) CHEIHAIbHBIX MEp MPEJOCTOPOKHOCTH MPU YHHUUTOKEHUU
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HCHUCIIOJIb30BAHHBIX JICKAPCTBCHHBIX IMPCIIApaTOB AJId BETCPUHAPHOTO IPUMCHCHMU,;

X) CPOKHM BO3MOYKHOT'O UCIIOJIb30BAHUS IPOIYKIIUH )KUBOTHOTO ITPOUCXOKIACHHUS T10CIIE BBEICHUS
YKUBOTHOMY JIEKAPCTBEHHOTIO IIpernapara il BETepUHAPHOT0 IPUMEHEHUS;

1) YCIIOBUS OTIYCKa;

Y) HaUMEHOBAHUS U aJpeca MPOU3BOACTBEHHBIX IUIOMIAIOK MPOU3BOIUTEINS JIEKAPCTBEHHOTO
npenapara Jijisi BETepuHapHOT0 MPUMEHEHHUS;

II) HAaMMEHOBaHME, aJpPEeC OpPraHU3alMM, YIOJHOMOYEHHOW Jep)KaTelieM WM BIAAeIbLEeM
PETUCTPAIIMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOTO Ipernapara Ha NPUHATHE NPETEH3UH OT
noTpeOuTeNs;

8) IPOEKTHl MAaKETOB IIEPBUYHON YIAKOBKM M BTOPUYHOM YIIAKOBKH JIEKAPCTBEHHOTO IIpernapaTa
JUIs. BETEPUHAPHOTO IPUMEHEHMUS;

9) cnenyromue cBeleHNs O JIEKapCTBEHHOM IpenapaTe /Uil BETepUHAPHOTO IPUMEHEHHUS:
a) ONMKCAHKE U COCTAB JICKAPCTBEHHOT'O Mpernapara Jjisi BETepUHAPHOTO TIPUMEHECHHUS;
0) onucanue (hapManeBTHIECKON pa3padOTKH;

B) OIIMCAHHUC IIpoHecCa IPOU3BOACTBA MW C€Ir0 KOHTPOJIS, IIOAIIMCAHHOC B IIOPAAKE,

YCTaHOBJICHHOM B COOTBETCTBMU C YacThlO | Hactosimel ctathy; (B pen. deaepanbHOro 3aKoHa
ot 02.08.2019 N 297-®3)

I') ONUCAaHHWE KOHTPOJISI KPUTUYECKUX CTaJUN MPOU3BOACTBA M MPOMEKYTOUHOW MPOMYKIIHH,
IMOATIMCAHHOC B MOPAAKE, YCTAHOBJICHHOM B COOTBCTCTBHMU C YACTBHIO 1 HaCTOleleﬁ CTaThu, (B
pen. deaepansroro 3akoHa ot 02.08.2019 N 297-D3)

1) HAaUMEHOBAaHHS W ajpeca pa3paboTuWka, Jepkareis W BIAJSNbIa PETUCTPAMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOT'O TMperapaTa, MPOU3BOJACTBEHHBIX IJIOMIAJ0K MPOU3BOIUTEIS
JIEKapCTBCHHOTO TIperapara JUisi BETCPUHAPHOTO TPUMEHEHHUS C YKa3aHWeM CTaJIHid
TEXHOJOTHYECKOTO  MpOIlecca, OCYIIECTBISEMBIX Ha  MPOU3BOJCTBEHHBIX  IUIOMIAJKaX
MIPOU3BOJIUTEINS JICKAPCTBEHHOTO TMpernapara s BETCPUHAPHOTO TpUMEHEHUs; (B pej.
denepanbHbix 3ak0HOB 0T 13.07.2015 N 241-P3, ot 02.08.2019 N 297-D3)

e) apmareBTUYeCcCKasi COBMECTHMOCTb;

) MUKPOOHMOJIOTHYECKHE XapaKTePUCTHKHU;

3) MaTepuaIbHBIA OallaHC 7S MPOU3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

1) OTMCAaHNE XapaKTEPUCTUK U CBOWCTB YITAKOBOYHBIX MAaT€PUAJIOB M YKYITOPOYHBIX CPE/ICTB;
K) TOKYMEHTAIbHOE TMOATBEPKICHNE (BaTUIAIHSI) TIPOLIECCOB U (MJIHM) UX OIICHKA;

1) TpeOoBaHUS K KadecTBY BCIOMOTaTeNbHBIX BellecTB (cepTudukar, crneuuukanus Ha
BCIIOMOTaTebHbIE BEI[ECTBA U X 00OCHOBAHUE);

M) AHAIIUTUYCCKUC MCTOAWUKH, HUCIHOJB3YCMBIC IIPpU OCYHICCTBICHUU KOHTPOJISI KadceCTBa
BCIIOMOTaTCIBbHBIX BCIICCTB,

H) AOKYMCHTAJIBHOC TMOATBCPKACHUC (BaJ'II/II[aI_II/I}I) AHAIITUTUYCCKUX MCTOAUK, HCIIOJIb3YCMBbIX
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IIpH OCYHICCTBJICHUH KOHTPOJIA Ka4CCTBA BCIIOMOTaTCIIbHBIX BCUICCTB,

O) I/IH(I)OpMaI_II/ISI 00 HCHOJB30BAHUH BCIIOMOIaTCIbHBIX BCIICCTB YCITOBCUCCKOI'O U KMBOTHOI'O
MMPOUCXOKIACHUS,

) NOJITYHKT. - YTpatui cuiy. (B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

p) TpeOoBaHMA K KadecTBY JIEKAPCTBEHHOTO TIpernapara JUisi BETEPHHAPHOTO IMPHUMEHEHHS
(ceprudukar, cienuduKays Ha JIEKapCTBEHHBIN Mpenapar u uX 000CHOBAHUE);

C) AHAIIUTUYCCKUEC MCETOAUKH, HCIIOJIB3YEMBIC IIpU OCYIICCTBICHHHM KOHTPOJIA Kad€CTBa
JICKApCTBCHHOT'O ITperiapara AJIs1 BETCPUHAPHOI'O IPUMEHCHU A,

T) JOKYMEHTAJIbHOC IMOATBCPKIACHUC (BaJ'II/II[aI_[I/IH) AHAIIUTUYCCKUX METOAMK, UCIIOJIB3YEMBIX IIPHU
OCYHICCTBJIICHUM KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOI'O IIpflapara M BCTCPHUHAPHOI'O
IMPHUMCHCHUS

y) JOKYMEHT, MOJTBEPKIAIONINIA Ka4eCTBO JICKAPCTBEHHOTO Mperapara TPEeX MPOMBIIUICHHBIX
cepuii (IPOTOKOJ aHAJIM3a WM CepTH(UKAT aHaIM3a), OJHA CEpHUsl KOTOPOTo J0JIKHA COBIAIAThH
C cepueii o0pasiia JIeKapCTBEHHOTO MperapaTa, MoAaHHOTr0 Ha PErUCTPALUIO;

() XapakTepuCcTHKa IPUMECEH;

X) MEepeYeHb CTAaHIAPTHBIX 00pPa3LlOB, HCMOIB3YEMbIX IPU OCYIIECTBICHUH KOHTPOJII KayecTBa
JIEKApCTBEHHOTIO IIpernapara il BETepUHAPHOTO IPUMEHEHUS;

I_[) JaHHBIC O cTaOMILHOCTH JICKAPCTBCHHOTI'O IIpCIiapaTa IJIs1 BETCPUHAPHOI'O IIPHUMCHCHUA,;

10) xomusi TOKyMEHTa, COAEpXamero MHPOPMALUI0 O HAIMYUKA WIH 00 OTCYTCTBHH (aKTOB
pErucTpalMy JIEKAPCTBEHHOTO Ipenapara Uil BETEPUHAPHOTO IPHMEHEHHs 3a IpeleIaMu
Poccuiickoit denepanuu;

11) cornacue B nucbkMeHHOHM (hopMme, MPEeTyCMOTPEHHOE YacTh0 7 HACTOALIEH CTAaThH, B Clydyae
perucTpanuy BOCIPOU3BEIEHHOTO JEKapCTBEHHOTO Inpenapara; (B pea. denepanbHOro 3aKoHa
ot 13.07.2015 N 241-®3)

12) xomus JOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOIO0 B YCTAHOBJIIEHHOM IMOpSAKE H
MOATBEP)KAIOLIET0  MPAaBOMOYHOCTh  3asBICHHMSI O  TOCYJAapCTBEHHOM  perucTpaunuu
JIEKapCTBEHHOI'0 IIperapara Jyisi BETEpUHAPHOTO MPUMEHEHUS (JIOBEPEHHOCTb ).

13) cBemeHMsT O TOCYZapCTBEHHOW pETHCTPAlMM Te€HHO-WHKEHEPHO-MOIU(PHUIIMPOBAHHBIX
OpPraHU3MOB, MPEJHA3HAYEHHBIX /IS BBIIYCKA B OKPY)KAIOLIYI0 cpely (MpH rocyaapCcTBEHHON
perucTpanyy JEKapCTBEHHBIX TNPENapaToB /ISl BETEPHHAPHOTO NPHUMEHEHUS, MOTYYCHHBIX C
NPUMEHEHHEM T€HHO-MH)KEHEPHO-MOIU(HUIIMPOBAHHBIX OPraHU3MOB WM COJEpIKALINX TaKhe
oprauu3Mmsl). (B pen. denepanbroro 3akona ot 02.08.2019 N 297-03)

4. Ilpm mpoBeneHUM YCKOPEHHOM MpOLEeaypbl 3KCHEPTH3bl JEKAPCTBEHHOIO Ipenapara ajis
BETEPUHAPHOIO IPUMEHEHUs B LEIAX €ro TOCYyJapCTBEHHOM pPErucTpaluyd BMECTO OTYETa
pa3paboTyMka O pe3ynbTaTax JOKIMHMYECKOIO HCCIIEAOBAHMS JIEKAPCTBEHHOTO CPEICTBA JUIS
BETEPUHAPHOTO NMPUMEHEHUSI MOXKET OBbITh MpeACTaBIeH 0030p Hay4HBIX paboT O pe3ysbTarax
JTOKIIMHUYECKOTO HCCIIE0BaHUS PehepeHTHOro JIEKapCTBEHHOI O IIpenapara /il BETEpUHAPHOTO
IIPUMEHEHHUs], 2 BMECTO OTYETa O pe3ybTaTaX KIMHUYECKOIO UCCIEAOBAHUS JIEKAPCTBEHHOI'O
mpenapara s BETEPUHAPHOTO IPUMEHEHHs OT4YeT O pe3yibTaTax HCCIEIOBaHUU
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OMOPKBHBAJIGHTHOCTH BOCIIPOM3BEACHHOIO JIEKAPCTBEHHOI'O Mpenapara ajsi BETepUHAPHOTO
npuMenenus. (B pea. eaepanproro 3akona ot 02.08.2019 N 297-D3)

5. Ha skcnepTtusy pas3iMyHbIX JIEKAPCTBEHHBIX (OPM OJHOIO M TOrO K€ JICKapCTBEHHOI'O
rpenapara sl BETepUHApHOTO IIPUMEHEHHUs 3asBUTEIIb NIPEACTABIIAET OTIACIbHBIC 3asBJICHUS U
PErucCTpaliOHHbIE 1OChE Ha KaXAyl0 JIeKapCTBEHHYIO ¢opmy. IIpu yciioBuM 01HOBpEMEHHOM
MOJla4d Ha SKCIEPTU3y OJHOW JIEKapCTBEHHOH (OpPMBI C pPa3IMYHBIMH JI03UPOBKOIA,
KOHIIEHTpaLueil, 00beMOM 3asiBUTENb MPEACTABIAET OJHO 3asBJICHNUE U PETUCTPALIMOHHOE J10ChE
C MPUWIOKECHUEM MAaKETOB IIEPBUYHOM YIAKOBKM W BTOPUYHOM ymakoBku. Ha makerax
IIEPBUYHON YNAKOBKM U BTOPUYHOW YIAKOBKH YKa3bIBAalOTCA BCE IPOU3BOIAUMBIE JO3UPOBKH,
KOHIICHTPALlMU, O0BbEMBbl M KOJUYECTBO J103 B YIAKOBKE JIEKAPCTBEHHOrO Iperapara i
BETEpPHHAPHOTO puMeHeHus. (B pea. DenepanbHoro 3akona ot 02.08.2019 N 297-03)

6. 3asBUTENb BIIpaBe NPEACTaBUTb IO COOCTBEHHOW MHUIMATUBE BMECTE C 3aABICHHEM O
rOCyAapCTBEHHOM pPErucTpanyuyu JEKapCTBEHHOI'O Ipenapara sl BETEPUHAPHOIO NPUMEHEHUs
JOKYMEHTBI, IOATBEPKAAIOIINE YIUIATy TOCYIapCTBEHHOM IMOIUIMHBI U YKa3aHHbIE B IIYHKTE 7
yacTh 2 HacTosled cratbu. B cilyuae HUX HENpEICTaBIECHHUS COOTBETCTBYIOILUMN
YIIOJIHOMOYEHHBIN (eiepaabHblii OpraH HCHOJHMUTEIbHON BIacTH NpoBepseT (aKT YIUIaThl
3asBUTEJIEM TOCYJapCTBEHHOHN MONUTMHBI TOCPEICTBOM MCIOIb30BaHUs HHPOpMALUU 00 yrare
roCyJJapCTBEHHOI NOLUIMHBI, cojepxkarlieiics B ['ocyapcTBeHHON HHPOPMALIMOHHOM cucTeMe O
rOCYJAapCTBEHHBIX M MYHULMIIAJIBHBIX IUIATEKAX, HA OCHOBAHUU INPEJICTABICHHBIX 3asBUTEIEM
KOIIMH TOKYMEHTOB, IOATBEPKAAIOIIUX YIUIATy FOCYAAaPCTBEHHOM MOIIMHBL.

7. He pomyckaeTcsi WCHOJb30BAaHUE B KOMMEPYECKHX IENsAX HHPOpPMAIMH O pe3yabTaTax
JOKJIMHUYECKUX HCCIEIOBAaHUN JIEKAPCTBEHHBIX CPEJACTB M KIMHHYECKHX HCCIICIOBaHUM
JIeKapCTBGHHI)IX npenapaTOB JJIA BeTepI/IHapHOFO HpI/IMeHCHI/Iﬂ, HpCI[CTaBHeHHOﬁ 3asIBUTCIIEM
JUISL TOCYAApCTBEHHOM perucTpaiiy JIEKapCTBEHHBIX MpernapaToB, 0€3 ero coriacus B TEUCHUE
IIECTH JIET C JIaThl TOCYJAPCTBEHHOM peructpanuu peepeHTHOro JIEKapCTBEHHOTO Mpernapara B
Poccuiickoit @enepanuu.

8. Jlepxatenp MM BIaAelel] PETMCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara
JUIS BETEPUHAPHOIO IMPUMEHEHMsI MPEACTABISECT B YIOJHOMOYEHHBINH (enepanbHblii oprax
UCTIOJHUTEJIHOM BJIACTH OTYET IO pe3ysbTaTaM (apMakoHaJ 30pa OJIMH pa3 B LIECTh MECSIEB B
TE€YEHUE JBYX JIET IOCJIE€ TOCYyJapCTBEHHOM pEruCTpallid JEKapCTBEHHOIO IpenapaTra B
Poccuiickoit @enepannu, 3aTe€M €XKETOIHO B TEUEHUE MOCIEAYIOIUX TPEX JET U B JaJbHEHIIEM
OJIMH pa3 B Tpu roaa. (B pexn. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

Crarps 18. Ilogaya u paccMoTpeHue 3asiBJICHU 0 FOCYIAPCTBEHHOM
PerucTpalyi JEKAPCTBEHHOI 0 Mpenapara JJjisi MeAMIUHCKOI0
npumMeHeHus (B pea. @exepanbHoro 3axkoHa or 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

1. Jlng rocynapCTBEHHOM pETHCTpaluy JIEKAPCTBEHHOIO Ipernapara Juisl MEAUIMHCKOIO
NPUMEHEHHUsS IOpUAMYECKOe JIMIO, JeHCTBYyIOIee B COOCTBEHHBIX HMHTEpecax WM
YIOJIHOMOYEHHOE MPEJACTaBIATh HMHTEPECHl JAPYroro IOPUAMYECKOTO JIMLIA M 3asBIIOLICE
JIEKapCTBEHHBII Npernapar Ha TOCYAApCTBEHHYIO PErMCTpaluio (Jlanee B HACTOSILIEH cTaThe -
3asiBUTENIb), PEJCTABISAET B YIOJIHOMOYEHHBIH (peiepalbHbIi OpraH UCIOJIHUTEIbHON BIACTH,
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OCYIIECTBJISIOMUNA  TOCYJapCTBEHHYIO  PErHCTpaIlMi0  JIGKQPCTBEHHBIX  IpEmapaTroB s
MEIHUIIMHCKOTO MPUMEHEHHsI, B JICKTPOHHOU (popmMe M Ha OyMa)KHOM HOCHTEJE 3asBICHHE O
roCyJIapCTBEHHOM PErHCTpallUK JICKAPCTBEHHOTO MperapaTta Ijis MEAUIIMHCKOTO TPUMEHEHUS, a
TaKXKe B MOPSJIKE, YCTAHOBJICHHOM YIIOJIHOMOUYEHHBIM ()eIepabHBIM OPraHOM HCTIOTHUTEIBHOM
BJIACTH, B DJEKTPOHHOW (opmMe M Ha OYMa)KHOM HOCHTENIe HEOOXOJMMBbIC JOKYMEHTHI, W3
KOTOpPBIX (OPMHUPYETCS PETUCTPAIMOHHOE JIOChe Ha JICKApCTBEHHBIM mpenapar s
MEIUIIMHCKOTO TTpuMeHeHus. (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2. B 3asBieHMM O TOCYIapCTBEHHOW pPETHCTPALlMM JIGKAPCTBEHHOIO Iperaparta s
MEIUIMHCKOr0 NMPUMEHEHHUs yKasbplBatoTcs: (B peln. denepanbHoro 3akoHa or 22.12.2014 N
429-03 (pex. ot 13.07.2015))

1) HauMeHOBaHUWE, aJpec 3asBUTENS U MPOU3BOAUTENS JICKAPCTBEHHOIO Mpemnapara it
MEIUIIMHCKOTO MPUMEHEHHS, CBEIEHNSI 00 MX PETUCTPalMU B KaueCTBE HAJOTOIUIATENIbIIUKA B
CTpaHe pEerucTpauuu (A7 POCCHICKUX IOPUINYECKHUX JHIl - UACHTU(DUKAIIMOHHBIM HOMEp
Hanoromarensyka (VMHH), g MHOCTpaHHBIX IOPUAMYECKUX JIMIL - CTpaHa perucTparui,
HaMMEHOBAHHUE PETUCTPUPYIOIIETO OPraHa, perucTPalMOHHbIA HOMEP, KOJ HaJOroIuiaTesbIluKa
B CTpaHE pErucTpauuu (MHKOPHOpALUH) WIA €ro aHajlor) U aJpec MecTa OCYILIECTBIICHUS
MIPOM3BOJICTBA JIEKAPCTBEHHOIO TMpemapaTta (B cliydae HaJW4HMsl HECKOJIbKUX YYaCTHUKOB
IpoLecca €ro Ipou3BOACTBA HEOOXOIMMO yKa3aTh Ka)JJIO0r0 YYacCTHHKA B COOTBETCTBUM C

OCYILIECTBISIEMOM cTafueil mpousBoiacTBa); (B pea. PemepanbHoro 3akoHa ot 28.12.2017 N
425-03)

2) HaWMMEHOBAaHHME JIGKAPCTBEHHOTO  TMpemapara Uil  MEAWIUHCKOTO  NPUMEHEHUS
(MeXIyHapOoJHOE HEMAaTeHTOBAHHOE, WM TPYNIHUPOBOYHOE, WM XHMHYECKOE M TOPTrOBOE
HanMeHoBaHus); (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) nepedeHb JEMCTBYIOMMX M BCIIOMOTaTeIbHBIX BELIECTB, BXOAIIMX B COCTAB JIEKAPCTBEHHOIO
npemnapara Jjisd MCAUIUHCKOTO MPUMCHCHUS, C YKAa3aHUCM KOJMYCCTBA KaXX/I0I'0 U3 HUX; (B pea.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4) nexapcTBeHHas (opma, T03UpPOBKA, CIOCOOBI BBEACHUS M TMPUMEHEHHs, CPOK TOIHOCTU
JIEKapCTBEHHOTO Mpernapara sl MeIUIIMHCKOTO puMeHeHust; (B pea. denepanbHOro 3aK0Ha OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

5)  ¢dapmakoTepameBTHYecKas ~ Tpymma,  KOJ  aHATOMO-TEPANEBTUYECKO-XUMHUYIECCKOU
KkiaccuuKaluy, peKoMeH1I0BaHHOW BeceMupHol opranuzanueil 3paBoOXpaHeHus, 3asBIsieMbIe
IMOKa3aHud AJid MPUMCHCHUA JICKAPCTBCHHOI'O Ipcrapara 1 MEAULIUHCKOTO MPHUMCHCHUS, (B
pen. deaepanbHoro 3akoHa otT 22.12.2014 N 429-03 (pen. ot 13.07.2015))

6) oTcyTcTBHE HEOOXOAMMOCTH TMPENOCTABICHUS OTYeTa O pe3yiabTaTax KIMHHYECKOTO
UCCIIEIOBAHMsI,  MCCIEeNOBaHMA  OMODKBUBAJIEHTHOCTH  JIGKAPCTBEHHOTO  Ipernaparta,
paspenieHHoro il MEeAWIIMHCKOro npuMeHeHus1 B Poccuiickoit ®enepanuu Oosiee aBaAnaTH
JeT, C YKa3aHWeM HOPMAaTUBHBIX NPAaBOBBIX AaKTOB, MOATBEPXKIAIOIINX JIAHHBIH CpPOK
npumeHeHust; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7) HeobxoaumocTh oopmIIeHHS pa3pelieHns Ha BBo3 B Poccuiickyio denepaniio KOHKPETHON
MapTUM 3apETHCTPUPOBAHHBIX M (WJIM) HE3apeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB,
MMpe€aAHa3HAYCHHBIX g OpOBCACHUA OKCIICPTU3BI  JICKAPCTBCHHBIX CpEacTB B neJsx
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rocyaapcTBeHHOM peructparuu; (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

8) HeoOX0IMMOCTh MPOBEACHHS HKCIEPTU3BI TOKYMEHTOB, MPEICTABICHHBIX Ui ONpeAeTIeHUs
BO3MOKHOCTH PaccMaTpHUBaTh JIEKAPCTBEHHBIN Mperapar sl MEIULUHCKOTO MPUMEHEHHUS MpU
OCYILIECTBIICHUN TOCYJIapCTBEHHOW PpErucTpalud B KayecTBe OpP(AHHOTO JIEKapCTBEHHOIO
npemnapara; (B pea. ®enepansHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9) HEOOXOMMOCTh IPUMEHEHHUSI YCKOPEHHOH MPOIIeIyphl SKCIIEPTH3bI JICKAPCTBEHHBIX CPEIICTB
B IIEJIAX T'OCYIAapCTBCHHOW pErMcTpaliiy JICKapCTBEHHOro mperapara; (B pex. degepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

10) kOmMU JOKYMEHTOB, IOJITBEP)KIAIONIMX YILIATY TOCYJAApCTBEHHOW TIOLUIMHBL: (B pei.
denepanbHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

a) 3a MPOBEACHHUE IKCIIEPTHU3bI JTOKYMEHTOB, IIPEICTABICHHBIX ISl OMPEICICHHS] BO3MOKHOCTH
paccMaTpuBaTh  JIGKAPCTBEHHBIM  Mpemapar JJisi  MEAUIUHCKOTO  MPUMEHEHHS  IPH
OCYIIECTBICHUH TOCYJapCTBEHHOW pETUCTpalii B KadecTBE Op(aHHOrO JIEKapCTBEHHOTO
npemnapara; (B pea. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) 3a pPOBEJCHUE IKCIEPTU3BI KAYECTBA JICKAPCTBEHHOTO CPEIICTBA M IKCIIEPTH3bI OTHOIICHUS
OKMJIa€MOM TOJb3bl K BO3MOXHOMY PHUCKY MPUMEHEHHUsI JIEKapCTBEHHOro IIpenapara,
pa3perieHHoro Uisi MEIUIIMHCKOTO mpuMeHeHus B Poccuiickoit @eneparuu Ooiiee aBaANaTH
JIET, PU OCYIIECTBIEHUU T'OCYIapCTBEHHONW PETHCTpalMK JIGKAPCTBEHHOrO Mpemnapara; (B pes.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

B) 3a MPOBEACHHUE 3KCIIEPTU3BI KAYeCTBA JICKAPCTBEHHOTO CPEJICTBA M IKCIIEPTU3bI OTHOIICHUS
OXKHJAaeMON TMOJNb3bl K BO3MOXXHOMY PHCKY MPHUMEHEHHs JIEKapCTBEHHOTO MpemapaTta A
MEUIIMHCKOTO MPUMEHEHHS TPU €ro TOCYJapCTBEHHON peructpaiuu; (B pen. deaepaibHOTo
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

T) 32 TPOBEEHNE DKCIEPTU3bl KadecTBa JEKAPCTBEHHOTO CPEACTBA M DKCIIEPTHU3BI OTHOIICHHUS
OKH/1aeMON TOJIb3bI K BO3MOXKHOMY PHUCKY HpPHUMEHEHMs JIEKapCTBEHHOIO IIpernapara Juis
MEAUIITMHCKOI'O MPUMCHCHUA, B OTHOLICHUN KOTOpOro MMPOBECACHBI MCKAYHAPOOHBIC
MHOTOLIEHTPOBBIE KJIMHUYECKHE HCCIIEOBAHMs, YacTh M3 KOTOPBIX IpoBeneHa B Poccuiickoii
®enepanyu, NpU OCYIIECTBIEHUH TOCYAapCTBEHHOM PETHCTPAIMU JIEKAPCTBEHHOrO IpEIapara;
(B pen. DenepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

11) Hanuuume coriacus MPOM3BOJIUTENS JIEKAPCTBEHHOrO Ipernapara, MpOU3BOJICTBO KOTOPOTO
OCyHIeCTBIseTCs 3a npenenamu Poccuiickoi @enepanny, Ha IPOBENCHHE HHCIIEKTUPOBAHUS
MPOU3BOJIUTENS HAa COOTBETCTBUE TpPEOOBAaHUSAM TNPaBWII HaJUIekKalledl MpOU3BOJICTBEHHOM
npakThky; (B pen. enepanpHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

12) Hanmuume cornacusi, NPEAYCMOTPEHHOTO dYacThio 18 HacTosmed ctateu; (B pen.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

13) yka3zaHue BHJA JIEKApPCTBEHHOTO IIpenapara, TMPEeACTaBIEHHOT0 Ha PErucTpaiuio
(pedepeHTHBII JIeKapCTBEHHBIM NpenapaT, BOCIPOM3BEJCHHBIM JIEKAPCTBEHHBIH Ipenapar,
OMOJIOTMYECKHM JIeKapCTBEHHBIN MpemnapaT, 0MoaHaIoroBblii (OMOMOAOOHBIN) JIEKapCTBEHHBIN
npenapar (OumoaHanor), TroMeonaTHYecKUi JIeKapCTBEHHBIM mpemapar, JeKapCTBEHHBIH
pactuTenbHBIN Tpenapar). (B pea. denepanpHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot
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13.07.2015))

3. PerucrpanMoHHOE 10ChE Ha JIEKAPCTBEHHBIM Ipemnapar [Uisi MEAMIMHCKOTO IPUMEHEHUs
npenocTaBisgercs B GopMe 00IIero TeXHMUECKOro ToKyMeHTa. (B pea. denepaibHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. Pazmen nNOKyMEHTallMM aJMHHHUCTPATHBHOIO XapakTepa BKIO4YaeT B ce0s: (B pen.
depnepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) 3asBEHME O TOCYIaPCTBEHHON PEruCTpalMy JIEKApCTBEHHOrO IIpenapara il MEAULIUHCKOIO
MIPUMEHEHUS B 3JIEKTPOHHOU popme u Ha OymakHOM Hocurene; (B ped. deaepanbHOro 3aKoHa
0T 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

2) KONHI0O JOKYMEHTa Ha pPYCCKOM SI3BIKE, 3aBEPCHHOTO B YCTAHOBJICHHOM IMOPSIKE H
MOATBEPIKIAAIOIIET0 MPABOMOYHOCTh 3asBHUTENS I10/IaBaTh 3asABJICHHE O TOCYJAapCTBEHHOM
pEerucTpanuy JICKapCTBEHHOTO Tpenapara JIjisi MEIUIIMHCKOTO TPUMEHEHHUs (IOBEPEHHOCTD); (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

3) KOINHUIO JIMIEH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB WJIM KOMHUIO 3aKIIOYCHHUS O
COOTBETCTBUHU TIPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM IPABHJI HaJyIeKaIeh
MIPOM3BOJICTBEHHOW TPAKTUKH, BBIJAHHBIX YIOJHOMOYCHHBIM  (heJepalbHBIM  OpPraHOM
WCIIOJIHUTENBHON BIACTH B OTHOIIECHUU MPOU3BOJCTBEHHOW IUIOIMIAIKA PErHCTPUPYEMOTO
JIEKApCTBEHHOT'O0 Tperapara, B Clydae, €CId IPOU3BOJCTBO JICKAPCTBEHHOIO Ipenapara
ocymectBisiercs: B Poccuiickoit ®enepaunu; (B pen. denepanbHbix 3aKkoHOB 0T 22.12.2014 N
429-03 (pex. or 13.07.2015), ot 04.06.2018 N 140-D3)

4) KONHWIO BBIJIAHHOW YIOJHOMOYEHHBIM OPTraHOM CTPaHbl TPOM3BOIMUTEINS JIMIICH3UW Ha
MPOU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara U €€ MEepeBOJ Ha PYCCKUHM $S3bIK, 3aBEPEHHBIC B
YCTAaHOBJICHHOM TIOPSIKE, a TaKXKe KOIMMIO 3aKIIOYEHHS O COOTBETCTBUU IMPOU3BOIUTENS
JIEKapCTBEHHBIX CPEJICTB TPEOOBAHUAM MPABHI HaJJIeKaIle MPOU3BOJCTBEHHOW MPAKTUKH,
BBIJJAHHOTO YIIOJHOMOYEHHBIM (PeiepabHbIM OpraHOM HCIOJHUTEIHLHON BJIACTH B OTHOIICHHH
MPOU3BOJCTBEHHON IUIOMIA/IKM PETUCTPUPYEMOrO JIEKAPCTBEHHOrO Ipernapara, Wid KOIHIO
pelieHust ymoJHOMOYEHHOTO (peiepaibHOr0 opraHa HCHOJHUTEIBHON BJIACTH O TMPOBEIACHUHU
MHCIIEKTUPOBAHUS MPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB, B CiIy4yae, €cld IPOU3BOACTBO
JIEKApCTBEHHOTO TperapaTa OCYIIECTBIsETCsl 3a mpenenamu Poccuiickoit ®@enepanuu; (B perl.
@OenepanbHbiX 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 04.06.2018 N
140-P3)

5) TpOeKT UWHCTPYKUMU MO MEIUIUHCKOMY TMPUMEHEHHIO JIEKApCTBEHHOTO TMpemnapara,
cojepxaiieit ciemyromue cBenenus: (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

a) HaMMEHOBaHUE JIEKAPCTBEHHOro TIpernapara (MEeXIyHapOAHOE HEMaTeHTOBAaHHOE, WU
IPyNIHPOBOYHOE, WIIM XUMUYECKOE U TOPrOBO€ HauMeHoBaHUs); (B ped. PenepalibHOTO 3aKOHA
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) usexkapcTBeHHas ¢opMa C yKa3aHUEM HAaWMEHOBAaHUNW M KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIOIUX BEIIECTB W KAa4eCTBEHHOI'O COCTaBa BCIIOMOTATENbHBIX BEMIECTB (TpHU

HE00XO0IMMOCTH KOJIMYECTBEHHOT0 COCTaBa BCIIOMOTaTeNbHBIX BEUIECTB); (B pea. PenepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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B) OIMCAHKME BHEIIHEr0 BHUJA JICKAPCTBEHHOrO Mperapara Julsl MEAWIIMHCKOro MpUMEHEHUs; (B
pen. deaepanbHoro 3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

) GU3UKO-XMMHUYECKHE CBOMCTBA (JUIsl paauodapManeBTHUECKUX JICKAPCTBEHHBIX MPEIapaToB);
(B pen. deaepanbhoro 3akoHa ot 22.12.2014 N 429-3 (pen. ot 13.07.2015))

n) (apmakoTepaneBTHYecKas TPyIIa, KOA JEKAPCTBEHHOIO IMpemapara s MEIUIMHCKOTO
MPUMEHEHUS 110 aHATOMO-TEPaleBTHUECKO-XUMUYECKOW Kiaccu(UKaluu, pPeKOMEHI0OBaHHOU
Bcemupnoii  opraHuzanmeil  31paBOOXpaHEHHUs, WIM ~ yKa3aHWe  '"TOMeONmaTU4YeCKUi
JeKapCcTBeHHBIM Tpenapar”; (B pea. PeaepanbHoro 3akoHa oT 22.12.2014 N 429-®D3 (pexn. ot

13.07.2015))

e) (dapmakomuHamMuka W (QapMaKOKMHETHKa (32 HCKIIOYCHHEM  (apMaKOKHHETHKH
rOMEOIAaTHYECKUX JICKAPCTBEHHBIX IPENapaToB U PACTUTEIBHBIX JICKAPCTBEHHBIX MPENApaTOB);
(B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

) MOKazaHus Juis mpuMeHenus; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex.
ot 13.07.2015))

3) MPOTUBOIIOKA3aHU 1)1 MpUMEHeHH; (B pea. DenepabHOro 3akona ot 22.12.2014 N 429-d3
(pen. ot 13.07.2015))

1) Mepbl NPEIOCTOPOKHOCTU pU npuMeHeHuH; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

K) yKa3aHHE BO3MOXHOCTH M OCOOCHHOCTEW MPUMEHEHHUs JIEKapCTBEHHOrO Iperapara s
MEIUIIMHCKOTO MPUMEHEHUs OepEeMEHHBIMHU S>KEHIIMHAMM, >KEHIIMHAMH B TEPUOJ TPYIHOTO

BCKapMJIuBaHusdA, ACTbMH, B3POCIbIMH, HWMCIOIIMMU XPOHHUYCCKUC 3a6OJICBaHI/IFI; (B pea.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

) peKUM JI03UPOBaHUS, CIIOCOOBI BBEACHUS U IPUMEHEHUs, TPU HEOOXO0AUMOCTH BpeMs Ipuema
JIEKapCTBEHHOI'O IpernapaTa A MEAUIIMHCKOTO MPUMEHEHHS, MPOIOJKUTENILHOCTD JICUEHMUS], B
TOM YHCIIe y JeTel 10 U mocie ofgHoro rozaa; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

M) BO3MOXKHBIE HEXKeJaTeJIbHbIE PEaKIMU NMPH NPUMEHEHHUU JIEKapCTBEHHOIO Iperapara Jyls
MEIUIMHCKOro npuMeHeHus; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

H) CHUMITOMBI MEPEI03UPOBKH, MEpPHI MO OKA3aHUIO MOMOIIM MPHU MEepero3upoBKe; (B pes.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) B3aUMOJICHCTBME C JPYTUMH JIEKAPCTBEHHBIMM IpernaparaMd W (MJM) MHUIIEBBIMH
nponykramu; (B pen. @enepansHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) GopMBI BBIITyCKa JIEKApCTBEHHOT O npenapara; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

p) ykazaHue (Ipu HEOOXOJIMMOCTH) OCOOEHHOCTEH NEeHCTBHUS JIEKApCTBEHHOTO Mpemnapara s
MEIULMHCKOTO0 MPUMEHEHHUs TIPU TIEpBOM IIpUeMe MJIH MpH ero otMmeHe; (B pen. degepaibHoro
3akoHa oT 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

c) omucaHue (mpu HeoOXoIuMoCTH) AecTBuMl Bpaya (Qenpamiepa) ¥ (WiK) ManuMeHTa OpU
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MPOIYCKE MpUeMa OJTHOW WIJIM HECKOJIBKHUX JI03 JIEKAPCTBEHHOTO Ipernapara Juisi MEIUITHCKOTO
npuMeHenHus; (B pea. @eaepanbaoro 3akona ot 22.12.2014 N 429-03 (pen. or 13.07.2015))

T) BO3MOXKHO€ BJIMSHHC JICKAPCTBEHHOI'O TIperapara JJii MEIHWIHMHCKOTO TPUMEHEHHUS Ha
CIIOCOOHOCTB YIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMH, MeXaHu3Mamu; (B pea. denepalbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Y) CPOK TOAHOCTH H YKa3aHHC Ha 3alpeT IMNPHUMCHCHHA JICKAPCTBCHHOI'O IIpfriapara I

MEJIUIUHCKOTO MPUMEHEHUS 110 UCTEYCHUH CpOKa rogaHoct; (B pen. denepanbHOTO 3aK0HA OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) ycnoBus xpanenus; (B pen. PenmepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

X) yKa3aHHEe Ha HEOOXOIMMOCTb XpaHEHHs JIEKAPCTBEHHOIO IMperapara i MEIUIUHCKOTO
MIPUMEHEHUs B MECTaX, HEJOCTYNHBIX Juis aereit; (B pea. denepanbHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

1) yKa3aHue (pu HEOOXOIMMOCTH) CIEHUATBHBIX MEp MPEIOCTOPOKHOCTH NMPH YHUYTOKECHUH
HEHCIOJIb30BAHHBIX JICKAPCTBEHHBIX IIPENapaToB JUIsi MEIUIMHCKOTO TNPHMEHEHus; (B pel.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4) ycioBus oTmycka; (B pea. PepepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

) HAUMECHOBAHMS M aJpeca MPOM3BOJICTBEHHBIX IIOMIA0K MPOM3BOJUTENS JIEKAPCTBEHHOTO
npenapara; (B pea. @exepanbaoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

) HaUMEHOBaHHWE, aJpec OpraHU3alluH, YINOJHOMOUYEHHOH JiepKaTeleM WIN BIaebleM
PETUCTPAllMOHHOTO  YJIOCTOBEPEHMsI  JIEKapCTBEHHOIO  Ipemapara Uil  MEOUIIMHCKOTO
IPUMEHEHHUsT Ha TPHUHATHE MpeTeH3uil oT moTpedutens; (B pen. denepaabHOro 3aKOoHa OT
22.12.2014 N 429-@3 (pex. ot 13.07.2015))

6) UHCTPYKUHIO TIO MEOUIIMHCKOMY TMPUMEHEHHIO WJIM KpPaTKyl0  XapaKTepUCTUKY
JIEKapCTBCHHOTO TIpernapara, YTBEpKICHHBIC B CTpaHe Mpou3Boautels; (B pen. DexaepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

7) IPOEKThl MAKETOB NEPBUYHOMN YIIaKOBKU U BTOPUYHOM YITaKOBKHU JIEKAPCTBEHHOI'O Ipenapara
JUIsL MEAMLIMHCKOTO MpuMeHeHus; (B pel. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pen.
ot 13.07.2015))

8) MpOeKT HOPMAaTHBHON MOKYMEHTAIlMM WM HOPMAaTUBHOTO JOKYMEHTa Ha JICKapCTBEHHBIN
npernapar JUisi MeAMLIMHCKOTO IPUMEHEHHUs TM00 YKa3aHHe COOTBETCTBYIOLIEH (hapMaKoNenHOM
cratb; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

9) noKyMeHT, coaepxKariuii ”HPOPMAIMIO O HATMYUU WU 00 OTCYTCTBUHU (PAKTOB PETUCTPAIIUN
JIEKapCTBEHHOTO TIpemnapara Uil MEAWIMHCKOrO NpUMEHeHHs 3a mnpeaenamu Poccuiickoit
®enepannmy; (B pen. enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

10) xomuM TOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IMOPSIKE M MOJITBEPXKIAIOMIMX (DaKT
perucTpalmy JIEKapCTBEHHOTO Tpernapara B MHOCTPaHHBIX TOCYJapCTBaX B KauecTBE OppaHHOIO
JIeKapCTBEHHOT 0 penaparta; (B pea. PeaepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. ot
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13.07.2015))

11) nmnan ynpaBieHuss pHUCKaMU Uit OMOJIOTMYECKMX JIGKAPCTBEHHBIX TpEnapaToB s
MEeIUIIMHCKOTO TTpuMeHeHus; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

12) nmoxymeHT o cucteme (apmakoHaa30pa Aep)KaTess WM BIaJAeiblia PErUCTPAIOHHOTO
YAOCTOBEpPEHHUs JIEKApCTBEHHOTO Tpenapara; (B pen. deaepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

13) noxymeHT, MOATBEPKIAIOLINI Ka4eCTBO JIKAPCTBEHHOTO Mpenapara TPeX MPOMBIIUICHHBIX
cepuil (POTOKOJ aHANM3a WM CEPTH(UKAT aHAIN3a), OJJHA CEpUsi KOTOPOT'o JO0JDKHA COBMAIATh
c cepueil oOpa3nma JIEKapCTBEHHOrO Ipemapara JUisi MEOUIIMHCKOTO  MPUMEHEHUS,

NPE/ICTABICHHOT0 Ha TOCYAapCTBEHHYIO peructpauuio. (B pen. demepaibHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5. Pa3nen xumMu4eckoi, (hapManeBTHYECKOI 1 OMOJIOrNYecKOi JOKYMEHTAllUU BKJIIOYaeT B ceOs
JOKYMEHTBI, COJepIKaIne HHPOPMAIUIO O (apMaleBTUICCKOW CYOCTaHIIMHM U JICKAPCTBCHHOM
npenapare Ui MEAMIMHCKOTO MPUMEHEHHS, MPOIIECCEe ero MPOU3BOACTBA U METO/aX KOHTPOJIS
KauecTBa, B ToM uucie: (B pexn. denepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

1) xomuio MOKYMEHTa, COJEp Kallero CclIeayony uHpopManui o dapMaleBTUYECKOn
cyOcTanmu win (apmMareBTHYeCKHX CYOCTaHIMSIX, BXOMSIIUX B COCTaB JIEKapCTBEHHOTO
mpernapara, 3a HCKIFOYeHneM HHpopMaru o (apMaleBTHISCKUX CYOCTaHIUAX, BKIFOUYCHHBIX B
rOCy/IapCTBEHHBIN PEecTp JEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH CO cTaThel 34 HACTOSIIETO
@enepanbHoro 3axkoHa: (B pen. ®exnepanbHbix 3akoHOB oT 22.12.2014 N 429-®3 (pen. or
13.07.2015), ot 27.12.2019 N 462-D3)

a) HaMeHOBaHUE (papMaleBTUYECKOW CYOCTaHIIMM, €€ CTPYKTypa, OOIIHMe CBOWCTBA; (B peIl.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) HauMeHOBaHWE U aapec mpousBoauTens; (B ped. denepampHoro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

B) TEXHOJIOTHS IPOM3BOJICTBA C OMMCAHUEM CTaJNi MPOU3BOACTBA U METOJOB KOHTPOJII HAa BCEX
CTagusX Mpou3BojAcTBa; (B pea. PenepanmbHoro 3akoHa or 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

T') ONKcaHue pa3padOTKH Mpolecca MPOou3BOACTBa; (B pen. denepanbHoro 3akona ot 22.12.2014
N 429-®3 (pexn. ot 13.07.2015))

1) OIMCaHHe KOHTPOJS KPUTHUECKUX CTaJIUi MPOM3BOACTBA U MPOMEXKYTOUHON MPOAYKUHUU; (B
pen. deaepanbHoro 3akoHa otT 22.12.2014 N 429-03 (pen. ot 13.07.2015))

€) JOKYMEHTaJIhbHOE MOATBEPKIAeHUE (BaJUIalldsi) TPOLECCOB M (MJIM) WX OIEeHKa; (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

) CBOICTBa U CTPYKTYypa JAeUCTBYIOMMX BemecTB; (B pea. denepansHoro 3akona ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

3) XapakTepucThka npumeceii; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot
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13.07.2015))

n) cnenudukanuig Ha (papManeBTHUYECKYI0 CyOCTaHIMIO W ee O0O0OCHOBaHHE; (B pen.
depnepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

K) aQHAJIUTHYECKUE METOJIUKH, WCIOJIb3YeMble TP OCYIIECTBICHHH KOHTPOJII KadyecTBa
dapmaneBTrueckoil cydcraniuy; (B pen. @enepanpHoro 3akoHa oT 22.12.2014 N 429-D3 (pen.
or 13.07.2015))

1) TOKyMEHTaJIbHOE MOATBEPKICHUE (BATUANS ) AaHATUTUYECKUX METOIUK, HUCIIOJIb3yEeMbIX TIPH
OCYIIIECTBJICHUM KOHTPOJISA KauyecTBa (papManeBTHYECKOW cyOctanuuu; (B pen. demepanbHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

M) pe3yibTaThl aHaJIM3a cepuid apMarieBTUYeckor cyocrtanumy; (B pen. denepaabHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

H) TepeueHb CTaHIApTHBIX OOpPa3l0B WM BEIIECTB, HCIOJIB3YEMBIX IPH OCYIIECTBICHUU
KOHTpoJsl KauecTBa; (B pen. denepampHoro 3akona oT 22.12.2014 N 429-®3 (pea. or

13.07.2015))

0) OIMCaHHE XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJACTB; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

I1) JaHHBIE O CTAaOUJIBLHOCTU (apMaleBTUUYECKOM cyOcTaniuy; (B pen. denepasbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

p) cpok roanocty; (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1.1) B oTHowmeHUH (apManeBTUYECKUX CYyOCTaHIUMM, BXOASIIMX B COCTaB JIEKAPCTBEHHOTO
npernapara 1 BKJIFOUEHHBIX B TOCYJJapCTBEHHBIHN peecTp JIeKapCTBEHHBIX CPEJCTB B COOTBETCTBUU
co crateedl 34 Hacrosimero deneparbHOr0 3aKOHA, - KOMMS JOKYMEHTa, COJAEpIKallero
crneayrornyro uadopmaruio: (B pea. deaepanbHoro 3akoHa ot 27.12.2019 N 462-D3)

a) HaMeHOoBaHUE (papMaleBTUUYECKOW CYOCTaHIIUU, €€ CTPYKTypa, oOIIHMe CBOWCTBa; (B pe.
denepanbHOro 3aKkoHa 0T 27.12.2019 N 462-D3)

0) HauMeHOBaHWe U aapec mpousBoauTens; (B ped. denepampHoro 3akonHa ot 27.12.2019 N
462-D3)

B) pe3yJbTaThl aHaJIM3a cepuil papmaneBTuueckoi cyOcTaHiuy; (B pea. denepaibHOrO 3aKoHa
ot 27.12.2019 N 462-®3)

r) cpok rogHocTH; (B pea. PenepanpHoro 3akona ot 27.12.2019 N 462-D3)

2) JOKYMEHT, COJAEp)Kallluii CIEAYIOIIHE CBEIEHUS O JIEKApCTBEHHOM IIpenapare Juis
MEIULMHCKOTo MpuMeHeHus: (B ped. PenepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

a) OMHMCaHUE M COCTaB JICKAPCTBEHHOTO MpemnapaTa JUlsi MEJUIIMHCKOTO NMpUMEHEHus; (B pe.
denepanbpHOro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.20195))

0) ommcanue (apMaleBTHYECKON pa3padoTku (0O0OCHOBaHHWE BBIOOpa COCTaBa, MEPBHYHOMN
YyIIAaKOBKM M HHOro); (B pexn. ®epepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))
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B) TEXHOJIOTHSI IPOM3BOJICTBA C OMUCAHUEM CTaJUi MMPOM3BOJCTBA U METOJOB KOHTPOJISI HA BCEX
CTaausax Hpou3BOACTBA; (B peld. PenepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

I) ONHMCaHWE KOHTPOJII KPUTHYECKHX CTaIuil Tmpolecca MPOU3BOACTBA W IPOMEKYTOUHOU
npoxaykuuy; (B pea. enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

I[) HAaMMCHOBAHUC W aApe€C MECTa OCYHICCTBJICHUA IPOMU3BOJACTBA JICKAPCTBCHHOI'O IIp€rapara
Al MCOUIHUHCKOI'O IMPUMCHCHUA (B cjydya€¢ HaJIM4YHA HCCKOJIBKUX YYAaCTHHKOB IIponecca

MIPOM3BOJICTBA HEOOXOAMMO YKa3aThb KaXJIoro M3 Hux); (B pen. deaepaibHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

e) (hapMarieBTHYECKasi COBMECTUMOCTB; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

) MHKpOOMOJIOTHYECKHE XapakTepucTHkH; (B pen. PenepanpHoro 3akona or 22.12.2014 N
429-03 (pex. ot 13.07.2015))

3) MaTepuaJIbHBIN OanaHc /71 IPOU3BOJICTBA CEPUU F'OTOBOIO MPOAYKTa; (B pen. PenepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) OMHCAHHUE XapPaKTEPUCTUK M CBOMCTB yIIaKOBOYHBIX MAaTEPUAIOB M YKYIIOPOYHBIX CPEICTB; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

K) JOKYMEHTAJILHOE MTOITBEPIKACHUE (BaJIMIAIMS) IPOIIECCOB IIPOM3BOJICTBA U (WJIM) MX OILICHKA;
(B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7) TpeOoBaHMWS K KadecTBY BCIIOMOTATENBHBIX BemlecTB (ceprudukar, crnenuduranus Ha
BCIIOMOTaTeNIbHbIE BEIECTBA U UX 000CHOBaHME); (B pen. DenepanbHOro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

M) aHAJIWTUYECKHE METOJIMKH, HCIIOJIb3yeMble MPH OCYIIECTBICHUU KOHTPOJS KayecTBa
BCIIOMOTaTeNbHbIX BemecTB; (B pea. denepanbHoro 3akoHa or 22.12.2014 N 429-03 (pen. ot

13.07.2015))

H) JOKYMEHTAJIbHOE MOJTBEPKICHHE (BalUIAlMsl) aHATUTHUYECKUX METOJUK, HCIOJb3YEeMBIX
MIPU OCYIIECTBICHUHA KOHTPOJISI Ka4ecTBa BCIIOMOTATENILHBIX BemlecTB; (B pea. deaepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

O) I/IH(i)OpMaHI/Iﬂ 00 HCIIOJIb30BAaHUU BCIIOMOTraTENbHBIX BECUICCTB YCJIOBCYCCKOI'0O U XKUBOTHOI'O
npoucxoxeHus; (B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

) uaopmanmst 06 UCIOTB30BaHUU HOBBIX BCIIOMOTATENbHBIX BeIIecTB; (B pen. deaepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

p) TpeboBaHMS K KadyecTBY JIEKAPCTBEHHOrO Npernapara Ui METUIMHCKOTO IMPUMEHEHHS
(ceptudukar, crneuupukanus Ha JEKApCTBEHHBIN IMpemapaT W HX 00OCHOBaHHE); (B pen.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

C) aHAWINTHYECKHE METOIMKH, HCIOIb3yeMble IPH OCYLIECTBICHUHM KOHTPOJIS KayecTBa
JIEKapCTBEHHOT'O Mpernapara Jijisi MEIUIMHCKOTO puMeHeHust; (B pe. denepanbHOro 3aKkoHa 0T
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))
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T) JOKYMEHTaJIbHOE MOATBEPKACHUE (BATUAAINS) AaHATUTHYECKUX METOAMK, UCIIOIb3yEeMbIX ITPU
OCYIIECTBICHMH KOHTPOJS KauyecTBa JIGKAPCTBEHHOTO IMpemapara JUis MEIUIUHCKOTO
npumenenust; (B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

y) pe3yJIbTaThl aHATM30B CEPUi JICKAPCTBEHHOTO TIperapara Jiyisl MEIUIIMHCKOTO TPUMEHEHNUS; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

&) xapakrepuctuka npumecei; (B pea. @eaepanpHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

X) MNEPCUCHDb CTAHAAPTHBIX O6p33HOB, HCIIOJIB3YEMBIX IIPHU OCYIICCTBICHHUHN KOHTPOJIA Kaduc€CTBa

JIEKApCTBEHHOTO Tpenapara Juisi MeIUIIMHCKOTO MpuMeHeHus; (B pea. deaepanibHOro 3aKkoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) JaHHBIC O CTAOWJIBLHOCTH JICKAPCTBEHHOTO Ipemnapara JJjisi MEIUIMHCKOTO NMpUMEHEHHus. (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

6. Paznen dhapmakonornyeckoii, TOKCUKOJIOTMUECKON JOKYMEHTAIIMH BKJIIOYAeT B €05l OTUETHI O
pe3yibpTaTax JIOKJIMHUYECKHX HWCCICAOBAHUM JIEKAPCTBEHHOTO CPEICTBA JUJII METUIIMHCKOTO
MpUMeHeHUs, B ToM uucie: (B pen. dexepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pex. ot

13.07.2015))

1) oruer o ¢dapmakoguHaMuUeckux wucciaenoBanusax; (B pen. degepampHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) oruer 0 (hapMaKOKMHETHUECKUX HCCIeqoBaHusAX; (B pen. PDenepanbHOro 3aKOHA OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) OTYeT 0 TOKCUKOJIOTHYECKUX HccaenoBanusX. (B pen. deaepanpHoro 3akoHa ot 22.12.2014 N
429-03 (pen. ot 13.07.2015))

7. Paznen KIMHUYECKOW MOKYMEHTAIlMU BKIIOYAET B c€0S OTYETHI O pe3ylbTaTaX KIMHUYECKHX
WCCIICIOBAaHUM JICKAPCTBEHHOTO TIpernapara Jijisi MEIUIIMHCKOTO MPUMEHEHUS, B TOM 4Hcie: (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) oryersl 00 WCCIENOBAaHHAX OHMONOCTYMHOCTH M OMOIKBUBAJICHTHOCTH, HWCCIIEIOBAHUSIX,
YCTaHABJIMBAIOIIMX KOPPEISIUIO Pe3yIbTaTOB, MOIYUYSHHBIX B YCIOBHUX IN VItro u in vivo; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2) otuetsl O (apMaKOKMHETHYECKUX uccienoBaHusax; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3) otuersl 0 (apMakKoJAMHAMHUYECKUX HccienoBaHusax; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) oT4eTbl O KJIMHUYECKHUX HCCIEOBaHUAX d(PGEKTUBHOCTH U Oe3omacHOCTH; (B pex.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

5) oTYeT O MOCTPErucTPaAIIOHHOM OIbITe NMpUMeHeHus (Mpu Hanuuuu). (B pen. denepanbHoro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

8. TpeboBanus Kk 00beMy HHGOPMAIINH, TTPETOCTABIAEMON B COCTaBE PErUCTPAIIMOHHOTO JI0ChE,
JUISL  OTHENbHBIX BHUJOB JIEKAPCTBEHHBIX MPENApaTOB M MEAUIMHCKOTO IMPUMEHEHUS
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YCTaHABJIMBAIOTCS YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJHUTEIIBHOM BJIACTH. (B PE/I.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. B oTHOIIEHUM JIEKApPCTBEHHBIX MIPENAPATOB, Pa3pELICHHbIX AJI MEIULIMHCKOTO IPUMEHEHHUS B
Poccuiickoit ®enepanuu Oosiee 1BaguaTH JET U B OTHOIIEHWH KOTOPBIX HEBO3MOXHO
IIPOBE/ICHUE HCCIENOBAaHUM HMX OMO3KBUBAJIECHTHOCTH (32 HCKIKOYEHUEM OHOJIOTMYECcKUX
JIEKapCTBEHHBIX MIPENapaToB), JOIMYCKAeTCs BKIIOUEHHUE B COCTaB pasjena (hapMaKoIOTH4eCcKOH,
TOKCHKOJIOTHUECKOW JOKYMEHTAllMd M pa3zesia KIMHUYECKOW JOKYMEHTAallMd BMECTO OTuYeTa
pa3paboTurka O pe3yiabTaTax COOCTBEHHBIX JOKIMHUYECKHX HCCIEAOBAHHMM JIEKapCTBEHHBIX
CPEACTB M KJIMHHUYECKMX MCCIEIOBAHUN JIEKAPCTBEHHBIX IpenapaToB A MEIULMHCKOIO
npUMEHeHHs 0030pa Hay4yHbIX paboT o0 pe3yiabTarax JOKIMHUYECKUX HCCIICAOBAHUIMA
JIEKapCTBEHHBIX CPEJICTB U KIMHUYECKUX UCCIIEI0BaHUN JaHHBIX JIEKApCTBEHHBIX IIPENaparoB, B
TOM YHCJIE BKJIKOYas ONBIT UX IOCTPETMCTPALMOHHOIO INMpUMEHEHHs. (B pel. DenepaibHbIX
3aKoHOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), o1 27.12.2019 N 475-D3)

10. Ilpu rocynapcTBEHHOW perucTpaluy BOCHPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENapaTtoB AJis
MEIUIUHCKOTO TMPUMEHEHHS JAOIMYCKAeTCs BKIIOUYEHHE B COCTaB pasjeia (papMaKoJIOTHUECKOMH,
TOKCHKOJIOTHYECKON JTOKYMEHTAalUU U pa3jena KIMHUYECKON TOKYMEHTallUM BMECTO OTYeTa
pa3paboTynka O pe3yiabTaTax COOCTBEHHBIX MOKIMHUYECKHX HCCIICAOBAHMI JIEKapCTBEHHBIX
cpenacTB 0030pa Hay4HBIX pabOT O pe3ynbTaTaxX NOKIMHHYECKHUX UCCIIENOBaHHUM pedepeHTHOro
JIEKapCTBEHHOI'O Iperapara U IMpeACcTaBICHUE BMECTO KJIMHUYECKUX HCCIEIOBAaHUM B IOJHOM
o0beMe, YCTAHOBIIEHHOM pa3/iejioM KIMHUYECKOH JOKyMEHTAllMHM, OT4eTa O pe3yjbTarax
UCCIIEI0OBaHUM OMOAKBUBAJIEHTHOCTU BOCIPOM3BEIEHHOIO JIEKApCTBEHHOIO IIpernapara s
MEAMIIMHCKOro mnpuMeHeHHs. He TpeOyercs mpencTaBieHHe OT4eTa O pe3yiabTaTax
UCCIIEIOBaHUM OMOAKBUBAJIEHTHOCTU BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOIO IIpernapara s
MEIULHUHCKOTO TPUMEHEHUS, €CIM PETUCTPUPYIOTCS BOCIPOU3BEIAECHHBIE JIEKAPCTBEHHBIE
npenapaTsl Uil MEAUIMHCKOTO IMpUMEHEHHs, KoTopele: (B pen. denepaiabHOro 3akoHa OT
22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

1) npenHa3zHadyeHsbl ISl MAPEHTEPAIBHOTO (MOAKOKHOTO, BHYTPUMBIILIEYHOT'O, BHYTPUBEHHOTIO,
BHYTPUIJIA3HOTO, BHYTPHUIIOJIOCTHOTO, BHYTPUCYCTAaBHOTO, BHYTPUKOPOHAPHOI'O) BBEACHUS U
MPECTaBISAIOT co00M BOAHBIE pacTBOphl, (B pen. denepanbHoro 3akoHa or 22.12.2014 N
429-903 (pex. ot 13.07.2015))

2) mpeacTaBisIOT coOOM pacTBOpHI IS MEpOpalbHOTO NMpuMeHeHwus; (B pen. deaepanbHOTO
3akoHa oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) mpou3sBeneHbl B opMe MOPOIIKOB WM TUO(PHUIN3ATOB AJs MPUTOTOBICHHS PAacTBOPOB; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

4) sasnsawotcs razamu; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

S) ABISIOTCS YIIHBIMH WJIM TJIA3HBIMH JICKAPCTBEHHBIMHU IpenapaTramu, MPOWU3BEICHHBIMH B
(dbopMe BOIHBIX pacTBOpOB; (B pen. denepanpHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6) mpeHa3HaYeHb! JJI1 MECTHOTO MPUMEHEHHS ¥ IPUTOTOBIIEHBI B (JOPME BOJHBIX PACTBOPOB; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

7) TmpencTaBiSIOT COO0OM BOJHBIE PACTBOPHI ISl WCIOJIB30BaHUS B (OpME WHTAISIUN C
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oMoOIIbI0 HeOynai3epa MM B KayecTBE HA3albHBIX CIIPEEB, NMPHUMEHSIEMBIX C IOMOIIBIO
CXOAHBIX ycTpoHcTB. (B pen. denepampHoro 3akoHa or 22.12.2014 N 429-®3 (pen. or

13.07.2015))

11. JIns cnyyaeB, yka3aHHbIX B TyHKTax | - 3, 5 - 7 wactu 10 Hacrosimed CTaThH,
BOCIIPOU3BE/ICHHBIN JICKApPCTBEHHBIN Mpemnapar i MEIUIMHCKOIO TMPUMEHEHUs JIO0JKEH
COJIep’KaTh TAaKHE JK€ BCIIOMOraTEJIbHBIE BEUIECTBA B TaKUX K€ KOJIMYECTBaX, Kak U
pedepeHTHbI JIeKapCTBEHHBIH mpemnapaTr. Eciau cocTaBbl  BCIIOMOIaTelIbHBIX  BEILECTB
pasnuyaroTcs, 3asBUTENb JOJDKEH IPEACTaBUTh J10KA3aTelbCTBa TOTO, YTO HCIOJIb3YEMbIE B
JAHHBIX KOHLEHTpAlMAX BCIOMOraTelbHbIE BELIECTBA HE BIMAIOT HAa 0€30IacCHOCTb M (WMJIM)
3¢ (EKTUBHOCTH JIGKAPCTBEHHOTO Iperapara i MEAULIMHCKOro MpuMeHeHus. B cinyyae, ecnu
3asBUTENIb HE MOJKET INPEACTaBUTb TAaKUE JOKa3aTelbcTBa W (WJIM) HE HMEeT JOocCTyna K
COOTBETCTBYIOIIUM JIaHHBIM, OH JOJDKEH IPOBECTH COOTBETCTBYIOIME MCCIEAOBAaHUS IS
JI0Ka3aTelnbcTBa  OTCYTCTBUSL  BJIMSIHHMA ~ pa3sHbIX  BCIIOMOIaTElIbHBIX  BELIECTB WM
BCIIOMOTATENILHBIX YCTPOMCTB Ha Oe30macHOCTh W (Win) 3PQPEKTHBHOCTh JIEKAPCTBEHHOTO
npernapara Juis MeIULMHCKOTO IPUMEHEHHsI B COOTBETCTBUU C aKTaMH, COCTABIISIOIIMMU MPaBO
EBpasuiickoro sxkoHoMu4eckoro corosa. (B pen. denepanbHbix 3akoHOB 0T 22.12.2014 N 429-03
(pen. ot 13.07.2015), ot 22.12.2020 N 444-®3)

12. Tlpu TrOCYZapCTBEHHOM pErHCTpalii KOMOWHAIMHA paHee 3aperuCTPUPOBAHHBIX
JICKApCTBEHHBIX MPENapaToB /I MEAUIIMHCKOTO IPUMEHEHHUS JOIYCKASTCS BKIIIOUCHHE B COCTAB
pasznena (apMaKoIOTHIECKOU, TOKCHUKOJIOTHYECKOW TOKYMEHTAIMM W paslelia KIMHUYECKON
JOKYMEHTAI[MK BMECTO OTYeTa pPa3paboTUMKa O pe3ysibTaTaX COOCTBEHHBIX JTOKIMHHYECKUX
UCCIICIOBaHMI JICKAPCTBEHHBIX CPEICTB 0030pa HAYIHBIX PAdOT O pe3ysbTaTax AOKIMHHUYECKHX
HCCIIeIOBaHMIi peePEHTHBIX JICKAPCTBEHHBIX IMPENapaToB, BXOASAIIMX B COCTAB KOMOWHAIUH
JICKApCTBEHHBIX IPENapaTtoB, U 00 OTCYTCTBHHM HMX B3aUMOJICHCTBUS B OJHOH JIEKapCTBEHHOMN
dopme. (B pen. Penepanbroro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

13. Ha skcnepTu3y pa3ivyHBIX JIEKAPCTBEHHBIX (POPM OJHOTO M TOTO K€ JIEKAPCTBEHHOTO
npenapaTa A MEJUIIMHCKOTO MPUMEHEHUs 3asiBUTEINb MPEACTaBISET OTJENbHbIE 3asBIICHUS U
PEeruCTpalOHHbIE JIOChE Ha KaXAylo JIeKapcTBEHHYIO ¢opmy. IIpu yciioBuUM 0JHOBpEMEHHOM
MOoJlayl Ha DKCHEPTU3y OJHOW JIEKApCTBEHHOM (OpMBI € Ppa3IMYHBIMU JI03UPOBKOM,
KOHIIEHTpalueil, 00beMOM 3asiBUTENb NPEACTABISIET OJHO 3asBJICHUE U PETUCTPALIMOHHOE J10ChE
C MPUJIOKEHUEM MAKETOB YINAKOBOK Ha KaXKIYIO JO3HPOBKY, KAXKIYH KOHUEHTPALMIO, KaXKIbIN
00bEM U KaKJJ0€ KOJUYECTBO 703 B ymnakoBke. (B pen. dexepanbHoro 3akoHa or 22.12.2014 N
429-03 (pen. ot 13.07.2015))

14. Tlpu rocynmapCTBEHHOM peructpanuu ophaHHOTO JIEKAPCTBEHHOTO Ipernapara 3asBHUTEIb
NpeJCTaBIsieT HMHPOpPMAILUIO, HEoOXoauMmyro s (opMupoBaHHMS pazjena KIMHHYECKOH
JOKYMEHTallMuid, B 00beMe, YCTaHOBJIEHHOM YIOJHOMOYEHHBIM (elepaibHbIM OpraHOM
UCTIOJHUTENBbHOW BiacTH. (B pen. PenepanbHoro 3akona or 22.12.2014 N 429-®3 (pexa. ot

13.07.2015))

15. Ipu peructpanmu OMOJIOTHYECKOTO JIGKAPCTBEHHOTO Mpernapara, MOJy4eHHOTO M3 KpOBH,
IUIa3Mbl KPOBH YEJIOBEKA, B COCTABE PErHCTPAI[MOHHOTO IOChE Ha JIGKAPCTBEHHBIN Mpernapar s
MEIUIIMHCKOTO TPUMEHEHHS JOJDKHBI OBITh TPEJCTABJICHBI JIOTMIOJHUTEIBHO: (B  pel.
denepanbpHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

1) B pa3zzmene JOOKyMEHTAallUM aJMMHUCTPATHBHOIO XapakTepa JOKYMEHT, CojAep Kailui
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nHpOpMaIHIO 0 CYObEKTax 0OpalleHUus JOHOPCKOH KPOBH U (WJIM) €€ KOMIIOHEHTOB, O TOM, TJe
Obula OCyIIEeCTBICHA JOHaUuUs (KpOBM M (WJIM) TIJIa3Mbl KpOBH), a TaKkKe JaHHBIE 00
MH(DEKIMOHHBIX 3a00JIEBaHUSX, MEpelaloluXcs MapeHTepadbHbIM IyTeM, HH(OpMauus o
cyObeKTax oOpalleHusi JOHOPCKOW KpOBH M (MJIM) €€ KOMIIOHEHTOB, B OTHOIIEHHH KOTOPBIX
OCYILIECTBIISICTCSI KOHTPOJIb JIOHOPCKOM KpOBU M (MJIM) ee KOMIIOHEHTOB; (B pea. denepalibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

2) B pasjeie XMMHYCCKOH, (papMareBTHYECKOW M OHOJOTHYECKOW JOKyMEHTamuu: (B pej.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

a) KpUTepuu U crocoObl 0TOOPa, TPAaHCTIOPTUPOBAHUS U XPAHEHUS JOHOPCKOM KPOBHU U (MIN) ee
KOMITOHEHTOB; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

0) pe3ynabTaThl UCCIIEOBAHUN OTOOpPAHHBIX JTOHOPCKOW KPOBU U (WIIM) TJIa3Mbl KPOBU U MYJIOB
Ha Hanuuue Bo30yauTteneil nHdekuii, Bkioyas napopmanno 06 UCIOIb30BaHHBIX METOIUKAX
WCCIIEOBAHUM U B CIIy4ae MCCJICIOBAHUS ITYJIOB TUIa3Mbl KPOBH PE3yJbTaThl JIOKYMEHTAIBLHOTO
MOATBEPXKICHUS (BaJMIAIIMK) HMCIOJb30BaHHBIX METOAMK; (B pea. dDeaepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

B) TEXHUYECKHE XAPAKTEPUCTHUKH YIAKOBKHU JUIsI OTOOpa JOHOPCKON KpPOBU U (MJIM) IUIa3Mbl
KpOBH, BKJIIOYass MH(popMaiuio 00 MCIOJIb30BaHHBIX PACTBOpaX AaHTUKOAryJIsHTOB. (B pei.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

16. Kiinnnueckue uccienoBanms J€KapCTBEHHOIO Mpenapara 1k MEAUIIMHCKOTO IPUMEHEHUS B
LEJIAX €ro rocyJapCTBEHHOM peructpanuu npoponarcs B Poccuiickoit denepannu B MOpAIKE,
YCTaHOBJIEHHOM cTaThsiMU 38 - 44 Hacrosiiero denepaibHOro 3akoHa. OT4eT 0 MPOBEACHHBIX
HCCIEA0BAHUAX BKIIFOYAETCS B COCTAaB pasjiea KIMHUYECKOW TOKYMEHTAlUH PErUCTPALMOHHOIO
JIOCbE Ha JIEKapCTBEHHBIM IIpernapar i MEIULIMHCKOro INpuMeHeHud. g JeKapCTBEHHBIX
IIpenapaToB I MEAUIMHCKOTO IPUMEHEHHUs], B OTHOIIEHNUN KOTOPBIX B PE3YyJIbTaTE HKCIIEPTU3BI
JIOKYMEHTOB, IIPEJCTABICHHBIX IS ONPEIEICHNUS BO3MOKHOCTH PACCMATPUBATD JIEKAPCTBEHHBIN
npenapat JUisi MEJUIIMHCKOTO MIPUMEHEHHs B KauecTBe Op(haHHOTO JIEKapCTBEHHOI'O Ipernapara,
Takasg BO3MOXXHOCTb IIpU3HAHA M B OTHOLIEHUWM KOTOPBIX IIPOBEIAEHBl KIMHUYECKUE
HCCIEA0BaHMs, BBINOJIHEHHbIE 3a mnpenenamu Poccuiickon ®enepanuym B COOTBETCTBUHM C
MpaBWJIaMU HaJUIeKalIed J1abopaTOpHOW MPAKTUKU M MpaBUIAMH HaAJEXaleld KIMHUYECKON
MIPAaKTHKH, JTONYCKAeTCs BKIIOYEHHE B COCTaB pPA3fesia KIMHUYECKOW JOKYMEHTAIMH BMECTO
oT4eTa O pe3ylbTaraX KIMHUYECKUX MCCIEHOBAHUM JIEKAPCTBEHHOrO IIperapara Ui
MEIMIIMHCKOTO MPUMEHEHUS, NpoBeAeHHbIX B Poccuiickoin denepannn, oT4eTa O pe3ysibTaTax
KIMHUYECKUX HCCIeI0OBAaHUM, BBIMOJHEHHBIX 3a npeaenamu Poccuiickoit deneparnuu. (B pen.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

17. 3agBuTens BIpaBe MPEACTaBUTHh 1O COOCTBEHHOW WHHUIMATUBE BMECTE C 3asBJICHHEM O
rOCyAapCTBEHHOM PETHCTPALMU JIEKAPCTBEHHOIO Ipenapara i MEJULMHCKOIO IPUMEHEHUs
JOKYMEHTBI, TOATBEPKJAOIINE YIUIATy OCYIapCTBEHHOM MOLIJIMHBI U yKa3aHHbIe B ITyHKTE 10
yacTh 2 HacTosled cTaTbu. B cilyyuae MX HENpPEICTaBIEHHUS COOTBETCTBYIOILUN
YIIOJTHOMOYEHHBIN (peiepalbHbIl OpraH HCHOJHUTENbHOM BIIaCTH MpoBepseT (aKT yIIaThl
rOCYJJapCTBEHHO MOIUIUHBI 3asBUTEJIEM MOCPEICTBOM MCIOIb30BaHUs HHPOpMaLuu 00 yrare
rocyJapCTBEHHOM MONUINHBI, coAeprKaiieiics B ['ocynapcTBeHHON MHPOPMAITMOHHON cUCTEME O
rOCyZapCTBEHHBIX U MYHULMIIAJIBHBIX IUIATEXKaX, HA OCHOBAHUU IIPEJCTABICHHBIX 3asBUTEIIEM
KOMUH JIOKYMEHTOB, MOATBEPKAAIOIIMX YIUIATy TOCYJAapCTBEHHONW TMOUUIMHBL. (B pea.


https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715
https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l426
https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l525
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l715

denepanbHoro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

18. He nmomyckaercs HCIIONB30BAaHHE B KOMMEPUECKHX MLEIsIX HMH(POpMAMKA O pe3yibTaTax
JOKJIIMHUYECKUX MCCIEAOBAaHUN JIEKAaPCTBEHHBIX CPEICTB W KIMHUYECKUX HCCIEAOBaHUN
JIEKapCTBEHHBIX NIPENapaToB JJIs MEAULIMHCKOIO IPUMEHEHNUS, IPEACTABICHHOMN 3asBUTENEM IS
roCy/1apCTBEHHOW PErUCTPALMU JIEKaPCTBEHHOT'O MpernapaTa, 0e3 ero corjacusi B TeUeHHE [IeCTU
JeT ¢ JaThl TOCYJapCTBEHHOW perucTpanuud peQepeHTHOro JIEKapCTBEHHOTO Iperapara B
Poccutickoit @enepanuu. (B pen. denepanpHoro 3akoHa oT 22.12.2014 N 429-O3 (pen. ot

13.07.2015))

19. Jlep:xaTenp uay Biajeliel] PErUCTPALMOHHOIO yJOCTOBEPEHHs JIEKAPCTBEHHOIO IIpernapara
Ha OMOTEXHOJIOIMYECKHH MM Op(aHHBIA JeKapCTBEHHbIN npenapar 00si3aH MPeloCTaBIATh Ha
BO3ME3/IHOH OCHOBE 00pasibl peepeHTHOrO JIEKapCTBEHHOIO Ipenapara 3asBUTEIAM IS
IIPOBE/ICHUS KIIMHUYECKUX uccienoBaHuil. CToumMocTh oOpasia pedepeHTHOro J1eKapCcTBEHHOTO
Ipenapara, BKJIIOUEHHOIO B [I€PEUEHb KU3HEHHO HEOOXOAUMBIX U BaKHEUIINX JIEKApCTBEHHBIX
IIPENapaToB, HE JIOJDKHA IMPEBBIIIATh 3aPETMCTPUPOBAHHYIO NPEICIIBHYIO OTIIYCKHYIO LIEHY Ha
pedepeHTHBI JIeKapCTBEHHBIN TMpernapar Wik LEHYy Ha JIEKapCTBEHHBIM Mpernapar B CTpaHe
npousBoautens. (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

20. 3asBieHHe O TOCYAApPCTBEHHOW pPETrUCTpPAllMd BOCIPOU3BEACHHOTO JIEKAPCTBEHHOIO
mpemapaTta Uil MEIUIUHCKOTO NPUMEHEHHUS MOXEeT OBbITh MOJaHO B YIOJHOMOYEHHBIN
denepanbHBIA  OpraH  HMCIOJHUTEIBLHOW  BIIACTH, OCYIIECTBISIONIUN  TOCYIApPCTBEHHYIO
pEerucCTpalMio JIEKAPCTBEHHBIX IpenaparoB, IO HCTEYEHUH 4YEeThIpeX JIeT C JIaThl
roCyJapCTBEHHOM pErucTpauu pePepeHTHOro JIEKapCTBEHHOro mpernapata B Poccuiickoi
®denepanun. (B pea. Denepanproro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

21. 3asBieHHMe O TOCYJApCTBEHHOM perucTpanuu OHoaHaIoroBoro (6MOmogo00HOrO)
JIEKApCTBEHHOTO0 Tpemapara (OuMoaHaliora) MOXET OBITh TOJaHO B  YIMOJTHOMOYEHHBIN
(denepanbHBIi  OpraH  HMCHOJHUTEIBHON  BIACTH, OCYIIECTBISIOIIUN TOCYAapCTBEHHYIO
PETHCTPAIMIO JICKAPCTBEHHBIX MPENapaToB, MO0 MCTEYCHUH TPEeX JIET C JaThl TOCYIapCTBEHHON
perucTpanuu peepeHTHOTO JIEKapCTBEeHHOrO mpenapara B Poccuiickolt ®enepanmu. (B pen.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

22. [lepaTenb WIN BIAJENEL PErMCTPAMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOIO INpernapara
MpPEJCTaBIsieT B  YNOJIHOMOYEHHBbIM  (enepanbHbBli  OpraH  HCHOJHUTENBbHOM  BIACTH,
OCYLIECTBISIONMNA (YHKIIMHM 1O KOHTPOJIIO M Haa30py B cdepe 3ApaBOOXPAaHEHMs, OTUET IO
pesynabTataM (papMakoOHaA30pa OAMH pa3 B MIECTh MECSLEB B TEYEHUE MABYX JIET MOCIE
rOCyZJapCTBEHHOM pErucTpallii JIEKapCTBEHHOro Impemnapara B Pocculickon @Penepauuy,
€XKEroJlH0 B T€UEHHE MOCIEAYIOUIMX TpeX JIET U B JaJbHEHIIEM OAUH pa3 B MAThH JIET. (B pel.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

Crartba 19. IlpuHsaTHE pelieHUs 0 BblIaye IKCIEPTHOMY
YUYPeKICHUIO 32/I1aHUA HA MPOBeJAeHHUE IKCIEPTU3bI JIEKAPCTBEHHOI0
cpeactna (B pea. ®enepanbHoro 3akoHa or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B TcucHue JCCATH pa60q1/1x JHEW co MHA MPUHATHA 3asBJICHUA O FOCYI[&pCTBCHHOﬁ
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pEerucTpaluy JEKapCTBEHHOTO IMpernapaTa COOTBETCTBYIOIIUN YIOTHOMOYEHHBIN (perepanbHblii
OpraH WCIIOJIHUTEIbHOU BJIACTU MPOBOIUT MPOBEPKY MOTHOTHI, TOCTOBEPHOCTU U MPABUIIBHOCTHU
oopMIIeHHS TPEJCTaBICHHBIX [JOKYMEHTOB PErHCTPAllMOHHOIO JOChE Ha JIEKapCTBEHHBIN
mpenapaT v IPUHUMAET pPellieHue O Bbllaye 3aJaHUs Ha IPOBEJCHHE:

1) skcnepTU3bl JOKYMEHTOB, MPEICTAaBICHHBIX ISl ONPEICICHNUS BO3MOKHOCTH paccMaTpuBaTh
JIEKAapCTBEHHBIM  Mpemapar Ajs  MEIULUMHCKOTO  MNPUMEHEHUST TpH  OCYIIECTBICHUHU
rOCy/IapCTBEHHOW PETUCTPAIlMU B Ka4yecTBe OPPAHHOTO JIEKAPCTBEHHOTO Mpenapara;

2) OKCIIEPTU3BI JICKAPCTBEHHOI'O CPEACTBA B 4YaCTH OBKCIHEPTU3BI Kady€CTBaA JICKAPCTBCHHOI'O
CpCACTBa W SKCICPTHU3bI OTHOLICHUA O)KHI[&CMOIZ MMOJIB3bl K BO3MOXXHOMY PUCKY HNPUMCHCHHA
JICKApCTBCHHOTO IIperiapara JJIisi MCAUIUHCKOI'O IPUMCHCHUS

3) sKcnepTu3bl JIEKApCTBEHHOIO CPEACTBA B YACTH SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O
CpPeICTBa U 3KCHEPTHU3bl OTHOLICHUS OKHUJAEMOM MOJIb3bl K BO3MOXHOMY PHUCKY HPUMEHEHUS
JIEKapCTBEHHOI'0 Ipenapara JUisi MEAMIMHCKOrO IPUMEHEHUS B THOpSAKE YCKOPEHHOM
MPOLIEAYPBl SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTAThel 26 HACTOSIIETO
®denepanbHOrO 3aKOHA;

4) osKcnepTu3bl JEKAPCTBEHHOI'O CPEACTBA B OTHOLICHUM JIEKApPCTBEHHOIO Iipenapara Jyis
BETEPUHAPHOTO IPUMEHEHHS.

2. YUoiHOMOYEHHBIH (enepanbHbIi OpraH HCIOJHHUTEIBHONH BIACTH YBEIOMIIIET B
JIEKTPOHHON (opMe MM Ha OyMaKHOM HOCHUTEINE 3asBUTEISl M SKCIEPTHOE YUPEXKICHHE O
MIPUHATOM PELIEHUH O BbIaYe 3aJaHUM Ha IPOBEIECHUE SKCIEPTU3, IPELYCMOTPEHHBIX YaCThIO |
HacToOsILEeH cTaThH, U B Cilydyae He0OXOAMMOCTH O BblJaue pa3peleHus Ha BBO3 B Poccuiickyro
®denepanvito KOHKPETHON MAapTHH, CEPUU 3apErMCTPUPOBAHHBIX U (WJIM) HE3apEruCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB HJIM 00 OTKa3e B MPOBEICHUM NPEAYCMOTPEHHBIX SKCHEPTHU3 C
yKa3aHHEM IIPUUYUH TaKOTO OTKa3a.

3. B cnyuyae BbISIBIEHUS OTCYTCTBUSI WJIM HEJIOCTOBEPHOCTH HH(OpMalMM, coiepxaliencs B
NPEJCTaBICHHbIX  3asBUTEJIEM  JIOKyMEHTaX, YIOJHOMOYEHHBIH (eaepasbHblii  Opra
WCIIOJIHUTEJIbHON BJIACTH HaIpaBIIeT 3asBUTENIO 3alpoc 00 YTOYHEHUWH ATOW HH(OpMAaIUH
(anee - 3ampoc yrmoJHOMOUYEHHOTO (eiepaabHOro OpraHa MCIOJHUTEIbHON BJIACTH), KOTOPBINA
MOKET OBITh MepeAaH YNOJHOMOYEHHOMY MPEJICTaBUTENIO 3asBUTENS JHMYHO IOJ PACIHCKY,
HampaBjiIeH IO TO4YTe€ 3aKa3HbIM NHCbMOM WJIM IIepelaH B 3JIEKTPOHHOW ¢opme 1o
TEJIEeKOMMYHUKAIIMOHHBIM KaHallaM CBs3U. B ciyyae HampaBiieHus 3ampoca ynoJHOMOYEHHOIO
(benepanbHOro OpraHa MCIOJHUTEILHONW BIACTH MO IMOYTE 3aKa3HbIM MHCBMOM OH CUMTAETCs
IIOJIyYE€HHBIM 10 UICTEYEHHUH LIECTH THEN C JaThl HAIIPABIEHUS 3aKa3HOTO MTMChMa.

4. 3asBuTens 00s3aH MPEACTABUTh OTBET HA 3alPOC YIOJIHOMOYEHHOTO (henepanbHOro opraHa
WCTIOTHUTEJIPHOW BJIACTH B CPOK, HE MPEBBIMIAIONINI JIEBSIHOCTa pabOYMX HEW CO IIHS €ro
nonydyeHusi. Cpok, yka3aHHbI B 4yacTH | HacToslleld CTaTbM, MPUOCTAHABIMBAETCS CO JIHA
HaIpaBJIEHUs 3asSBUTEIIO 3alpoca YIMOJTHOMOUYEHHOTO (peepaabHOTO OpraHa MCIOJHUTEIbHON
BJIACTH JIO JTHSI MOJIYYE€HHUS UM COOTBETCTBYIOIIETO OTBETA.

5. OcHOBaHMEM ISl OTKa3a B OpraHU3alMK SKCIIEPTU3, MPETyCMOTPEHHBIX YacThi0 1 HacTosmen
CTaThH, ABJIICTCS TIPEICTABICHUE HEOOXOIMMBIX /ISl MIPOBEJCHUS MPETyCMOTPEHHBIX dKCIIEPTH3
JOKYMEHTOB B HEIOJIHOM O0bEeMe WM HEMpPEe/CTaBICHHUE 3asBUTENIEM B YCTAHOBIECHHBIA CPOK
OTBETa Ha 3aIpoC YIMOJIHOMOUYEHHOTO (pe/iepabHOr0 OpraHa MCIOJIHUTEIbHOM BIIACTH, a TaKkKe


https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l308

MPEACTABICHUE JOKYMEHTOB, HE COJEpKAIMX MCYEPIBIBAIOIICTO IEePEYHS HEOOXOIUMBIX
CBEJICHUN.

6. [Ipu oTkaze B OpraHu3aluu SKCHOEPTU3bI, TPEAYCMOTPEHHON MYHKTOM 4 yacTu | Hacrosien
CTaThbU, JIOKYMEHTBI, BXOJSIIME B COCTaB PETUCTPAIMOHHOTO JIOChE€ Ha JIEKapCTBEHHBIN
rpenapart Ajsl BeTepUHAPHOTO MIPUMEHEHUSI, MOTYT ObITh BO3BPAILEHBI 3asIBUTEII0 HA OCHOBAHUU
€ro THUCHPMEHHOTO 3ampoca, HAIMpPaBJICHHOTO B YIIOJHOMOYCHHBIM (QenepalbHbIil  OpraH
UCIIOJIHUTENIBHOM BJIACTU B TEYEHHE TPHUALATH pabdoyux JHEH co JHS TMPUHATUS
YIIOJTHOMOYEHHBIM (eficpalbHbIM OPraHOM WCIIOJTHUTEIBHOW BJIACTH pEIIeHUsT 00 OTKa3e B
OpraHM3alyi TaKOW AKCHEPTU3bl. YTOJHOMOYEHHBIN (enepalibHblii OpraH HCIOTHUTEIHLHON
BIIACTH BO3BPAIAET 3asBUTEIIO YKAa3aHHBIC JOKYMEHTHI B TCUCHHUE JIECATH pabodmX THEH CO THS

IIOJyYeHUs COOTBETCTBYIOILEro 3ampoca 3asBurens. (B pen. denepanbHOro 3akoHa OT
02.08.2019 N 297-03)

Crarbs 20. JxcnepTu3a 10KyMEHTOB, NPEACTABJIEHHBIX IS
omnpeaeJeHUs BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHbBIH
npenapar AJs MeAUUUHCKOT0 NIPUMEHEeHH s NIPU OCYILIeCTBJICHUH
roCcyJIapCTBEHHOM PerucTpauum B kayecrse oppaHHOro

JIeKapCcTBEHHOro nmpenapara (B pea. @eaepajibHOro 3aKoHa 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. DkcnepTu3a JOKYMEHTOB, NIPEACTABIEHHBIX /ISl ONPEAEICHUS BO3MOKHOCTH pacCMAaTpUBATh
JIEKAPCTBEHHBIA  Ipenapar s  MEIULUMHCKOIrO IPUMEHEHUS IIPU  OCYILIECTBICHUHU
TOCYJapCTBEHHON  perucTpaud B KadecTBe Op(QaHHOTO JIEKapCTBEHHOrO IMpernapara,
COCTABJICHME KOMHCCHUEH DOKCHEPTOB 3aKIIOYEHHS O BO3MOXXHOCTH WM HEBO3MOKHOCTH
paccMaTpuBaTh  JICKAPCTBEHHBIM  Ipernapar  Jid  MEOUUUHCKOIO  IPUMEHEHUs  IIpHU
OCYILIECTBICHUH TOCYJapCTBEHHOW PpErucTpalyy B KadecTBe OpP(aHHOrO JIEKApCTBEHHOI'O
npernapara ¥ HalpaBieHHE JaHHOTO 3aKIIOUEHHs B YHNOJIHOMOYEHHBIM (enepanbHblii opraH
WCIIOJIHUTEJILHOM BJIACTHU OCYILIECTBIISIFOTCS B CPOK, HE MPEBBILIAIONINI TpuaIaTH pabounux JHe
CO JHA MONY4YEeHUs OHKCHEPTHBIM YUPESKICHMEM 3aJaHus YMOJHOMOUYEHHOIo (enepaabHOro
OpraHa HCHOJHUTEIbHOM BJIAaCTU M B JJIEKTPOHHOM (QopMmMe WM Ha OyMa)KHBIX HOCHTEISIX

HaCTOAIICTO CDeL[epaanoro 3aKOHa.

2. JIoKyMeHThI, cojep)Kallliuecsi B PEruCTPAllMOHHOM J0Ch€ Ha JIEKapCTBEHHBIN mpenapar u
MOCTYMUBIINE HAa OYMaXKHBIX HOCUTENISIX B DKCIIEPTHOE YUPEXKICHHE Ul OCYIIECTBICHUS HX
SKCIEPTU3Bl IS ONPEIECICHUS] BO3MOXHOCTH pPacCMAaTpUBATh JIEKAPCTBEHHBIM Ipernapar uist
MEIULMHCKOTO MPUMEHEHHUs B KauecTBe Op(aHHOro JIEKapCTBEHHOIO IMpemnapata, MoJyIexar
BO3BpaTy B YIIOJIHOMOYEHHBIH (erepalbHbIil OpraH HMCIOJHUTENBHON BIaCTU OJHOBPEMEHHO C
3aKJIIOYEHUSMH COOTBETCTBYIOLIUX 3KCIEPTH3.

Crarbs 21. Pemienne 0 BO3MOKHOCTH PACCMATPUBATH
JIEKAPCTBEHHBbIN NpPenapar Npv OCyLeCTBJICHUU IOCYyAAPCTBEHHOM
perucTpaumu B kayecTse opaHHOIO0 JIeKAPCTBEHHOI0 Npenapara
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(B pen. @enepaabHOro 3axkona or 22.12.2014 N 429-®3 (pea. ot
13.07.2015))

1. B cpok, He mpeBbIIAONUI IATH pabodnX JHEH CO THS MOTYUYCHHUS 3aKIIOUCHHS, YKa3aHHOTO
B yactu 1 crateu 20 Hacrosmiero denepasbHOr0 3aKOHA, YIOJHOMOYCHHBIH (eepabHbIN
OpraH MCIOJHUTEIbHOM BJIACTU OCYIIECTBISET OLEHKY IIOJYYEHHOIO 3aKIIOYEHUs s
ONpEIETICHUsI €ro COOTBETCTBUS 3aJaHMI0 HA IPOBEJICHHUE COOTBETCTBYIOLIEH HKCIIEPTU3bI U
YBEIOMJISICT 3asBUTEINII B AJIEKTPOHHOW (opMe MM Ha OyMaKHOM HOCHUTENIE O pe3yibTarax
MIPOBEJICHHOM 3KCHEPTU3BI C MPUIOKEHHEM KOMUHM SKCIIEPTHOTO 3aKII0YEeHUs (C COXpaHEHHEM
KOH(HUIESHIIMATLHOCTH UH(OPMAIIMHA O COCTaBE IKCIEPTHOW KOMHCCHUH) U O BO3MOXKHOCTU WIIH
HEBO3MOKHOCTH paccMaTpUBaTh JIEKAPCTBEHHBIN IpenapaTr i MEAUIMHCKOIO MPUMEHEHHUS
IIPU OCYIIECTBICHUH TOCYIAPCTBEHHON PETHUCTpAIM B KauecTBE Op(haHHOTO JIEKAPCTBEHHOTO
npemnapara.

2. llpu BBIHECEHMM KOMHCCHUEW SKCHEPTOB 3aKJIIOUYEHHS O BO3MOXXHOCTU paccMaTpUBaTh
JICKapCTBEHHBIM  mpenapar g  MEAUUMHCKOIO  NPUMEHEHUS T[pU  OCYLIECTBICHUU
rOCy/IapCTBEHHOW pETHUCTpallid B KadecTBe Op(daHHOTO JIEKAPCTBEHHOrO MperapaTa
YIOJIHOMOYECHHBIM (pefepaabHbIil OpraH WCIOJIHUTEIBHOW BJIACTH B CPOK, HE MPEBBIIIAIOIINI
ATH pabodmx AHEW cO JHS TOTYYCHHS JAHHOTO 3aKJIFOUCHUsS, TPHHUMACT PEIICHUE O BBITAYC
3a/laHisl HAa TMPOBEACHUE SKCIEPTH3bl KAaYeCTBA JIEKAPCTBEHHOI'O CpPEACTBA M 3KCIEPTHU3bI
OTHOIIIEHUS 0XKUJIAEMOU MOJIb3bl K BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IMpernapara
JUISL  MEIULMHCKOTO TPUMEHEHUsT B TNOPSJIKE YCKOPEHHOM MNpoueAypbl SKCIEPTU3BI
JIEKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUU €O cTaThel 26 HacTosmero denepaibHOro 3aKoHa.

3. B ciayyae npuHATHS peIIEHUs] O HEBO3MOXXHOCTH paccMaTpUBaTh JIEKAPCTBEHHbIN IpernapaT
JUISE. METUITUHCKOTO TPUMEHEHHS TMPU TOCYJapCTBEHHOW PETUCTpalliu B KadecTBe Op(aHHOTO
JIEKApCTBEHHOT'O TIpernapara YIMOJHOMOYEHHBIN (enepalbHbli OpraH MCHOJHUTEIBLHON BIACTH
MpeKpaniaeT npoueaypy rocy1apcTBEHHON perucTpaluu JeKapcTBEHHOIO Ipenapara. 3asBUTEIb
BIIpaBe 0OpPATUTHCS B PETUCTPUPYIOIIMI OpraH C 3asBJIEHUEM O TOCYAapCTBEHHON pErucTpaluu
YKa3aHHOTO JIEKapCTBEHHOI'O IIpernapaTta B COOTBETCTBUUM €O cTartbed 18 Hacrosmiero
denepanbHOro 3aKOHa.

Cratbs 22. - YTpaTtuia cuiy. (B pea. @eaepajbHOro 3aK0Ha 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

CraTps 23. JkcnepTU3a Ka4yecTBAa JIEKAPCTBEHHOI0 CPeCTBA H
JKCIEPTU3A OTHOLICHUS 0KMAAEMOH M0JIb3bl K BO3MOKHOMY PUCKY
NMPUMEHEHHUS JIEKAPCTBEHHOI0 nmpenapara IJs MeAUIHHCKOT0
npuMeHeHus (B pea. @eaepanbHoro 3akona ot 22.12.2014 N 429-@3
(pen. ot 13.07.2015))

1. DkcnepTu3a KadecTBa JIEKAPCTBEHHOTO CPEJCTBA M JKCIEPTH3a OTHOLICHUS OKUIaeMOM
MOJIb3bl K BO3MOXHOMY PHCKY NPUMEHEHHMs JIEKQpCTBEHHOrO Ipernapara s MEAUIIMHCKOIrO
MIPUMEHEHHUSI, COCTABIIEHNE KOMHUCCHUSIMHU SKCIIEPTOB 3aKJIFOUCHHH TI0 pe3yJIbTaTaM MPOBEIEHHBIX
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9KCIIEPTH3 W HANpaBlIEHUE HTUX 3aKIOYEHUH B YIOJIHOMOYEHHBIH (enepanbHblii oprax
WCTIOJTHUTEJILHOW BJIACTH OCYILECTBIISIIOTCS B CPOK, HE MPEBBIMIAIOMIMNA CTa JecATH paboumx
JHEH CO [JHSA IIOJIYyYeHUS DKCIEPTHBIM  YUYPEKICHUEM COOTBETCTBYIOUIETO  3aJaHUs
YIIOJIHOMOYEHHOTO  (hefepallbHOTO OpraHa HCIOJHUTENBHOW BIACTH U HEOOXOIUMBIX
JOKYMEHTOB B 3JIEKTPOHHOU (hopMe M Ha OYyMa>KHBIX HOCHTEJISIX.

2. B TedyeHue NEBSIHOCTA JHEW CO JIHS MOJTYYCHHS PEUICHHS YIOJTHOMOYEHHOTO (heaepaibHOro
OpraHa HCIIOJHUTEIBHOW BJIACTH O IPOBEACHHM OHKCIIEPTU3, NPEIyCMOTPEHHBIX 4YacTbhio |
HACTOSIIEH CTaTbH, 3asBUTEIb MPEACTABISECT B DKCIEPTHOE YUPEKIACHHUE ISl TPOBEIACHUS
9KCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CpeACcTBa 00paslibl JIEKapCTBEHHOIO Iperapara aiis
MEIUIIMHCKOTO  TMPUMEHEHHS, TPOM3BEJICHHOIO B  COOTBETCTBHH C  TpeOOBaHUSIMU
ONBITHO-TIPOMBIIIJICHHOTO YU (WJIM)  MPOMBIIUIEHHOTO  PETJIAMEHTOB,  YTBEPXKICHHBIX
PYKOBOJIUTEIIEM MPOU3BOJAUTEIN JIEKAPCTBEHHBIX CPEACTB, @ TAaKKE B COOTBETCTBYIOIIMX
ciydasx o0pasibl papMaieBTHYecKoil cyOCTaHIIuu, TECT-IITAMMa MUKPOOPTaHU3MOB, KYJIbTYPbI
KJIETOK, 00pa3lbl BEIIECTB, MPUMEHICMBIX JUIsi KOHTPOJS KadyecTBa JICKAPCTBEHHOTO CPEICTBA
IIyT€M CpPAaBHEHHMS C HHUMH MCCIEAYEMOIO JIEKAPCTBEHHOIO CPEACTBA, B KOJMYECTBAX,
HEO0OXOIUMBIX JJIsl BOCIIPOU3BECHHS METOI0B KOHTPOJISI KAuecTBa.

3. IIpu momyyennn 0Opas3IOB JEKAPCTBEHHOTO Tpemnapara U (papmaneBTHYECKOW cyOcTaHInU
SKCHEPTHOE YYPEKICHHE BBbIJACT 3asBUTENI0 JOKYMEHT, IOATBEPKIAIOMUI IOJydyeHHE
YKa3aHHbIX 00pa3lioB, U B CpPOK, HE MPEBBILAOLIMNA Tpex pabdouyux IHEH, yBeAOMISIET B
JIEKTPOHHON (opMe MM Ha OyMa)XHOM HOcCHTede 00 3TOM YIOJIHOMOYEHHBIH (enepanbHbli
OpraH MCIIOJHUTEIbHOM BIIACTH.

4. Vka3zaHHble B 4YacTaX 2 W 3 HACTOSAUIEH CTaTbU CPOK JIA MPEACTABICHUS 3asiBUTEIIEM
00pa3loB JIEKApCTBEHHOTO Tpernapara u (hapManeBTHUIECKOW CyOCTaHIIMU U CPOK YBEJOMIICHUS
AKCIIEPTHBIM YUpEXKJIEHUEM 00 3TOM Ha OyMa)KHOM HOCHUTEJIE YIIOJIHOMOUYEHHOTO (hefepaibHOro
OpraHa WCIOJHUTEIbHOM BJIACTH HE BKJIIOYAKOTCI B CPOK MPOBEACHUS OSKCIEPTHU3,
MPElyCMOTPEHHBIX YaCThIO | HACTOAIIEH CTaThH.

5. I[OKYMGHTBI, MNOCTYIMBIINUEC B OSKCICPTHOC YUPCKACHUC I MPOBCACHUSA ISKCICPTU3,
NpeaAYyCMOTPCHHBIX YaCTbIO 1 macrosmei CTaTbH, IMOIJIC)KAT BO3BpATy B yl'IOJ'IHOMOLIGHHI)H\/'I
(I)C,HepaJ'ILHLII\/'I Oopran HUCIIOJIHUTEIBHON BIACTH OIHOBPEMCHHO C 3aKIIFOYCHHUAMU, IMOJTYYCHHBIMU
110 pe3yjibTaTaM COOTBECTCTBYIOIIUX 3KCIICPTU3.

Crarps 24. JkcnepTu3a KauecTBa JIEKaAPCTBEHHOI'0 CPeACTBA U
JKCIEPTHU3A OTHOLICHUS 0KMAAEMOH MO0JIb3bl K BO3MOKHOMY PUCKY
NMPUMEHEHHUS JIEKAPCTBEHHOT0 NMpenapara JJs BeTePUHAPHOTO
NPUMEHEHUS

1. DkcnepTusza KayecTBa JIEKAPCTBEHHOTO CPEACTBA M AKCIEPTHU3a OTHOLICHUS OXHIAEMOMN
MOJIb3bl K BO3MOXXHOMY PHCKY IMPHUMEHEHHUs JIEKapCTBEHHOrO IMpenapara JJjis BETEPUHAPHOIO
MPUMEHEHUSI, COCTaBJIECHUE KOMHUCCHUSIMH KCIEPTOB 3aKIIOUECHHN MO Pe3ysbTaTaM YyKa3aHHBIX
DKCIIEPTH3 U HAMpaBlICHHE TaKWX 3aKIIOUYEHUH B YIOJIHOMOYEHHBIN (denepanbHblii OpraH
WCTIOTHUTEIPHONW BJIACTH OCYIIECTBIISIOTCS B CPOK, HE TMPEBBIMIAIONIMNA CTa JECATH pabOodmx
JTHEH CO JTHS MOTYYEeHUS IKCIEPTHBIM YUPEKICHUEM 3aaHusl YIIOJTHOMOUYEHHOTO (heaepaibHOro
OpraHa UCIOJHUTEIbHON BJIACTH C JOKYMEHTAMH, YKa3aHHBIMU B YacTH 3 CTaThM 17 HaCcTOAIIETrO
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®denepanpHOro 3aK0HA. (B pea. PenepanbHbix 3akoHOB OT 22.10.2014 N 313-P3, ot 13.07.2015
N 241-D3)

2. B rteuenme Tpumnatu pabouux IHEH CO JHS TOJYYEHHS PEHICHUS YIIOJHOMOYEHHOTO
(benepanbHOro OpraHa UCIOJHUTEIHHON BIACTH O MPOBEICHNUN YKa3aHHBIX B 4acTH | HacTosIIeH
CTaThU OKCIEPTU3 3asBUTENIb TPEJACTABISACT B OKCHEPTHOE YUPESKICHHE JIS TPOBEIACHUS
IKCIIEPTH3bI KAa4YecTBa JICKAPCTBEHHOTO CpEACTBa 00pasllbl JICKAPCTBEHHOIO TMperapara s
BETCPUHAPHOTO  TPUMEHEHHUsS, MPOU3BEICHHOTO B  COOTBETCTBHM C  TpeOOBaHUSAMHU
TEXHOJOTHMYECKUX  PErJIAMEHTOB,  YTBEPXKICHHBIX  PYKOBOJUTEIIEM  IPOU3BOIUTEIS
JICKQpCTBEHHBIX  CPEICTB, a TaKKe B  COOTBETCTBYIOUIMX  CIIydasX  TECT-IITaMMBbI
MUKpPOOPTaHU3MOB, KYJIBTYPBl KJIETOK, 00pa3ibl (apMaleBTUYCCKOW CyOCTaHIIUU, OOpa3Ilbl
BEIIECTB, PUMEHSIEMbIC JIJIsi KOHTPOJS KavyecTBa JICKAPCTBEHHOTO CPEJICTBA, B KOJMYECTBAX,
HEOOXOIMMBIX JUIsi BOCIPOM3BEICHHUS METOJIOB KOHTPOJS KaudecTBa. (B pen. DemepanbHOTrO
3akona ot 02.08.2019 N 297-®3)

3. IIpu momyueHun oOpa3OB JIEKAPCTBEHHOTO Mpernapara v (apMaleBTUYeCKO cyOCcTaHIIUU
OKCIEPTHOE YUPEXKJACHUE BBIIACT 3afBUTENIO JOKYMEHT, IOATBEPKIAIOIMNN TMOTydeHUE
yKa3aHHBIX 00pasloB, U B CPOK, HE MPEBBIMIAIOMIMA Tpex pabouux AHEW, yBEIOMIIsET B
MUCBEMEHHOM (hopme 00 TOM YIOTHOMOYEHHBIHN (eiepalbHbIi OpraH UCIOTHUTEILHOM BIACTH.

4. Cpox s TpeACTaBiCHHs 3asBUTENIeM OO0pa3lOoB JIEKApCTBEHHOTO Ipemapara u
(hapmaIreBTHUECKON CyOCTaHIIMM M CPOK YBEAOMJICHHS SKCIIEPTHBIM YUPEKIACHHEM 00 3TOM B
MUCBMEHHOW (hOpMe YIMOTHOMOUYEHHOTO (eiepalbHOTO OpraHa HCIOJIHUTENBbHOM BIACTH,
YKa3aHHBIC B 4acTIX 2 U 3 HACTOSIIEH CTaTbH, HE BKIIOYAIOTCS B CPOK MPOBEICHUS YKa3aHHBIX B
yacTH | HacTOSIIEH CTaThU IKCIIEPTHU3.

5. JIOKyMEHTBI, IOCTYNUBILINE B SKCIIEPTHOE YUPEIKIAECHHUE JUIs IPOBEICHUS YKA3aHHBIX B 4acTH 1
HACTOAIIEH CTaTbU AKCIEPTU3, MOAJIEKAT BO3BPATy B YINOJHOMOYEHHBIN (enepanbHbIii OpraH
HCIIOJIHUTEJIBHOW BJIACTH OJHOBPEMEHHO C 3aKJIIOYEHUsSMM II0 pe3yjabTaTaM YKa3aHHBIX
JKCIIEPTHU3.

Cratba 25. IloBTOpHOE NMpOBEAeHHE IKCIIEPTU3BI JIEKAPCTBEHHBIX
cpeacts (B pea. @enepaibHOro 3akona or 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. B cayyasx HenocTaTOYHOM OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOUEHHs] KOMHUCCHUU
HKCIEPTOB, HAJTHYUS B HEM MPOTHBOPEUUBBIX TAHHBIX, (QaIbCU(UKAIINHA BBIBOJIOB AKCIEPTH3BI
JICKapCTBEHHOTO  CPEJCTBA, COKPBITHS OT  YHNOJHOMOYEHHOTro  (elepaabHOro  opraHa
UCTIOJIHUTENBHOW ~ BJIACTH ~ OCHOBaHMH U1 OTBOJA  OKCIIEpTa  BCIEJICTBHE  €ro
3aMHTEPECOBAHHOCTH B pe3yjbTaTaX COOTBETCTBYIOIEH SKCIEPTU3bl, HAIWYMS JaHHBIX O
PSIMOM JTHOO KOCBEHHOM BMEIIATEIhCTBE B MPOIECC COOTBETCTBYIOMICH DKCIIEPTH3BI JIUII, HE
y4YacTBYIOIIMX B €€ IpPOBEJACHUHU, HO OKa3aBIIMX BIMSHUE Ha MpPOIECC U pe3yiabTaTbl ee
MIPOBE/ICHUS, YIIOJTHOMOYEHHBIM (heZiepallbHbIM OPTaHOM WCIIOJTHHUTEIBHOW BIIACTH Ha3HAYaeTCs
MOBTOpPHAsl JKCIEPTU3a JICKApPCTBEHHOI'O CpeACTBa M (WJIM) AITHYecKas JKcrepTusa. (B pei.
denepanbpHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

2. IToBTOpHAs 3KCIEPTH3a JIEKAPCTBEHHOIO CPEJCTBA MPOBOJUTCS C YUYETOM PE3YyJIbTaTOB paHEe
MIPOBEICHHOW 3KCIEPTU3bl B CPOK, YCTAHOBJICHHBIN YIIOJHOMOYEHHBIM (efepalbHbIM OpraHoM
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WCTIOJTHUTEIBHOW BJIACTH M HE TPEBBIMIAOIIMN TpUIIATH pabouuX JHEH CO ITHS TMONy4YCHHS
AKCIIEPTHBIM YUPEXKJACHUEM 3aJaHWsl Ha MPOBEACHHE MOBTOPHOW 3KCHEPTHU3BI JIEKAPCTBEHHOTO
cpenctsa. (B pen. @epepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. ®unancoBoe obecreueHHe BBIMOJIHEHHS 33JaHUs Ha MPOBEJCHHUE MOBTOPHOMN AKCHEPTH3HI

JIEKApCTBEHHOT'O CPEACTBA HE ocymiecTBisercs. (B pen. denepanbHoro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

CraTtbs 26. YckopeHHasi IPoUeAYPa IKCIEPTU3BI JIEKAPCTBEHHbBIX
CpeacTB

1. YckopeHHas mporeaypa dKCIEPTHU3bl JICKAPCTBEHHBIX CPEICTB B IENSAX TOCYAAPCTBEHHOM
perucTpalMy  JCKApCTBEHHBIX  IPEMmapaToB  IMPUMEHSICTCS B OTHOLICHUM  Op(aHHBIX
JICKapCTBCHHBIX IPEIapaToB, TMEPBBIX TPEX JIEKAPCTBEHHBIX IPENApaTOB, PETUCTPUPYEMBIX B
Poccuiickoit ®enepariii B KayecTBE BOCIPOM3BEICHHBIX JICKAPCTBEHHBIX IPEIapaToB,
OUYEPETHOCTHh KOTOPHIX OMPELIISICTCS B COOTBETCTBUN C HOMEPOM M JATOW BXOJISAIINX 3asiBICHUN
O TOCYIApCTBEHHOHM pErHCTpallid JIGKAPCTBEHHBIX IperapaToB B  paMKax OJHOIO
MEXITYHApOJAHOTO HEMATEHTOBAHHOTO HAaWMEHOBAHHS JICKQPCTBEHHOTO TIperapara HId
IPYNIUPOBOYHOIO HAUMEHOBAHUS JICKAPCTBEHHOTO Iperapara, U JICKApCTBECHHBIX MPENaparos,
MpeTHA3HAYCHHBIX UCKIIOYUTEIHLHO JIUIs MPUMEHCHHUSI HECOBEPIIICHHOJIICTHUMU TpaXKIaHaMu. (B
pen. PenepanbHbiX 3aKk0HOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), or 13.07.2015 N
241-D3)

2. YcKOpeHHas MpoLeaypa 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB B IIEISAX I'OCYAAPCTBEHHOM
perucTpalMy JIEKApCTBEHHBIX IIPENapaToB HE IPUMEHSETCS B OTHOUIEHHM: (B pel.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) OuoananmoroBsix (O6MOMOMOOHBIX) JIEKAPCTBEHHBIX MpenaparoB (OuoaHanoros); (B pen.
denepanbHOro 3akoHa 0T 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

2) pedepeHTHBIX JIEKApCTBEHHBIX IMPENapaToB (3a HCKIOYEHHEM Op(aHHBIX JIEKapCTBEHHBIX
npenaparos); (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) BOCHpPOM3BEIEHHBIX JIEKApCTBEHHBIX IpenapaToB (3a UCKIOYEHHEM IEPBBIX Tpex
peructpupyemslx B Pocculickoin denepanuu B KayecTBE BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX
IIpenapaTtoB M JIEKAPCTBEHHBIX IIPENapaToB, IPEIHA3HAYEHHBIX MCKIOYUTENBHO  JJIA
IPUMEHEHHUs] HECOBEpPUICHHOJNETHUMHU TrpaxaaHamu); (B pen. DeaepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

4) HOBBIX KOMOMHAIIMI 3aperHCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX INpernaparos; (B pel.
denepanbpHOro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.20195))

5) nmexapCTBEHHBIX IPENapaToB, 3apETUCTPHUPOBAHHBIX paHee, HO IMPOU3BEACHHBIX B JPYTHX
JIEKapCTBEHHBIX (POPMax B COOTBETCTBUU C IIEpPEYHEM HAMMEHOBAHMN JIEKAPCTBEHHBIX (OPM U B
HOBO#1 103upoBKe. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3. YckopeHHas mpoueaypa SKCHEepTU3bl JIEKAPCTBEHHBIX CPEACTB MPOBOJUTCSA IO PEHICHHUIO
COOTBETCTBYIOIIETO YHNOJHOMOYEHHOTO (eepalbHOrO OpraHa HCHOJHUTENbHOM BJacTH Ha
OCHOBAHUU 3asBIICHUS 3aIBUTENS B CPOK, HE MPEBBILIAIOIINI BOCBMUIECATH pabouux nueit. [Ipu
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3TOM IKCHEPTHU3a JOKYMEHTOB, COACPIKAIIMXCS B PETUCTPAIIMIOHHOM JIOChE HA JICKAPCTBEHHBIM
mpemnapar, IPOBOJAUTCS B CPOK, HE TIPEBBIIIAOIINNA ASCATH pabOYNX AHEH, SKCIIEPTHU3a KaueCcTBa
JICKAPCTBEHHOTO CPEJCTBA U IKCIIEPTHU3a OTHOIICHUS OXKUIaEMOU IMOJIb3bI K BO3MOKHOMY PUCKY
IIPUMEHEHHUs JIEKAPCTBEHHOIO IIpenapara MpoBOAATCS B CPOK, HE IIPEBBIIAIOIIUIN IECTUIECATH
pabouux aHei. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3.1. B orHomeHuu Op(aHHBIX JIEKAPCTBEHHBIX IPEMAPATOB MOTYT OBITh MPEACTABICHBI
pe3yiabTaThl  JOKIMHUYECKUX HCCIEJOBAaHUN JIGKAPCTBEHHBIX CPEJICTB W KIMHUYECKUX
HCCIE0BaHUM JIEKAPCTBEHHBIX MPEMapaToB Al MEAUIIMHCKOrO MIPUMEHEHHS, BBITIOJHEHHBIX 3a
npeaenamu Poccuiickoit deneparuu B COOTBETCTBUH € MPABHIIAMH HaJIeKaIEH 1abopaTOpHOU

MPAKTUKHU U TIpaBUIaMU HaJIeXKallel KIMHUYECKON pakTUkH. (B pea. denepaibHOro 3aK0Ha OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

4. YckopeHHas MpolEAypa SKCHEPTH3bI JICKAPCTBCHHBIX CPEJCTB IMPOBOJMUTCS B TOPSJKE,
yCTaHOBJICHHOM cTaTthsiMu 17 - 20, 23 u 24 Hacrosuiero denepanibHOrO 3aKOHA, U HE O3HAYACT
CHIDKEHMsI TpeOOBaHMN K O0€30MacHOCTH, KayecTBY M AI(PQPEKTUBHOCTH JICKAPCTBEHHBIX
IpernapaToB.

Cratbs 27. PenieHue 0 rocy1apcTBEeHHOM perucTpanuu
JIEKAPCTBEHHOI' 0 Mpenapara

1. B cpok, He npeBbIIIAIONIUN JeCITH pabouuX JTHEH cOo AHS MOMyYEHUS 3aKIIOUYeHUNH KOMUCCUU
9KCIIEPTOB [0 pe3ysbTaTaM 3KCHEPTHU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJICTBA M IKCHEPTU3BI
OTHOLUEHUS OXKUJAEMON TOJIb3bl K BO3MOXXHOMY pPHUCKY IPUMEHEHHUS JIEKapCTBEHHOIO
mpemapaTa, COOTBETCTBYIOIIHUN YIIOJIHOMOYEHHBIM (eAepaibHBId OpraH HCIIOJHUTEIHHON
BiacTH: (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-@3 (pex. ot 13.07.2015))

1) pa3memnraer Ha cBoeM oduuHManTsHOM caidTe B ceTd "MHTepHET" COOTBETCTBYIOLINE
3aKJIFOUYEHHUs] KOMHCCHUHU 3KCIIEPTOB U OCYLIECTBIIET UX OLEHKY I ONpeieeHUs] COOTBETCTBUS
3aJJaHUI0 Ha MpPOBEACHUE 3THX 3KcrepTus; (B pen. dexepanmpHoro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

2) MNPpUHUMACT pCHICHUC O FOCYHapCTBeHHOﬁ peructpanuu JCEKapCTBECHHOT'O IpfeliapaTta UJIN 00
OTKa3€ B rocyﬂapCTBeHHoﬁ perucTpannu JICKApCTBEHHOI'O IIpCIIapara,

3) BHOCUT NpH MPHUHITUM PELIEHUS O TOCYIApCTBEHHOM pErucTpaluu JIEKapCTBEHHOIO
IpernapaTa JaHHbIE O 3aperHCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM YHCIE O
(apmaleBTUUECKONl CyOCTaHIIMM, BXOJSIIEW B COCTaB JIEKapCTBEHHOIO IIpernapara, B
rOCyIapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB M BBIAAECT 3aABUTEII0 PETUCTPALIMOHHOE
YIOCTOBEpPEHUE JIEKApPCTBEHHOTO penapara, popmMa KOTOPOro YTBEP:KIAETCs YIIOJIHOMOYEHHBIM
denepanbHBIM  OPraHOM  MCIOJHUTENBHOW  BJACTH,  COIVIACOBAHHBIE  HOPMATHBHYIO
JOKYMEHTAIMI0, HOPMATUBHBI JOKYMEHT, MHCTPYKLHUIO IO NPUMEHEHHUIO JIEKapCTBEHHOIO
mpernaparta ¥ MakeThl NMEPBUYHOW YIMAKOBKM M BTOPHUYHOU (NMOTPEOUTEIBCKOW) YMAaKOBKU C
yKa3aHMEeM Ha HUX HOMEpa PErucTPalMOHHOIO YIOCTOBEPEHHUs JIEKapCTBEHHOIO Ipernapara u
JaThl €ro TOCYAAPCTBEHHOM perucTpalud WIM B cly4yae NPUHATHS pelieHuss o0 oTkase B
roCy/1IapCTBEHHON PErucTpaluy JIEKAPCTBEHHOTO MpernapaTa yBeIOMIIsIET B TUCbMEHHOU (opMme
3agBUTENA 00 3TOM C YyKa3aHHEM IPHUYMH TaKOro OTKa3a. 3a BbIJauy PETrUCTPAIMOHHOTO
YIOCTOBEpEHUSI JIEKAPCTBEHHOI'O Ipernapara B3UMaeTcsi TOCyAapCTBEHHAas TMONUIMHA B
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COOTBETCTBHHM C 3aKOHOJATeNbCTBOM Poccuiickori ®denepanmu o Hamorax u cOopax. (B pen.
denepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2. OcHOBaHHUEM ISl OTKa3a B TOCYJAAPCTBEHHOM PErHCTpPAaIlUH JICKAPCTBEHHOTO Tperapara Jyist
MEIUIIMHCKOTO TMPUMEHECHHS SIBJISICTCS 3aKIIFOUEHUE COOTBETCTBYIOIIETO YIMOJIHOMOYEHHOTO
(dbenepalbHOr0 opraHa HUCIOJHUTEIBHONW BJIACTH O TOM, YTO KayecTBO W (W) 3 (HEeKTUBHOCTH
PETUCTPUPYEMOTO  JIEKAPCTBEHHOT'O  Mpemapara Juisi MEIUIUHCKOTO TPUMCHCHHS HE
MIOJITBEPKICHBI TTOJTYYCHHBIMH JaHHBIMU WJIM YTO PUCK MPUYMHEHUS Bpella 3I0POBBIO YETIOBEKa
BCJIC/ICTBHE TIpHEMa JIEKAPCTBEHHOTO TperapaTa Ui MEAWIIMHCKOTO MPUMEHEHHUS TPEBHIIIaeT
3¢ GeKTUBHOCTH ero npuMeHeHus. (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

3. TloBTOpHOE TpEICTaBICHHE B COOTBETCTBYIOIIMH YIIOTHOMOYEHHBIN (enepalbHbIii OpraH
WCIIOTHUTEJIbHON BJIACTH JICKAPCTBEHHOTO IpernapaTa, B OTHOIUIEHUU KOTOPOTO MOJIy4eH OTKa3 B
rOCy/IapCTBEHHOW PErMCTPAIMM U KOTOPBIM BIOCIEICTBUU MOABEPICsl U3MEHEHHUIO B YacTHU €ro
COCTaBa, paccMaTpUBAETCS KaK IMPEJCTABIEHUWE HOBOTO JIEKAPCTBEHHOI'O Ipenapara Ha €ro
rOCy/IapCTBEHHYIO PETHCTPAIMI0 HE3aBUCHUMO OT COXPAHEHMsI €ro MEepPBHYHOTO HAMMEHOBAHUAL.
(B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. Ilpu mpenocTaBICHUU 3asBUTEIEM B COCTABE PETUCTPALMOHHOIO JI0ChE Ha JIEKAPCTBEHHBIN
npernapar sl BETePHHAPHOTO IMPUMEHEHUsI KOIMU PEUICHHs YIIOJTHOMOYEHHOTO (heepanibHOro
OopraHa HCIOJIHUTEIbHOM BJIACTH O MPOBEAEHUM MHCIEKTUPOBAHUSA  IPOU3BOAUTEIIS
JIEKapCTBEHHBIX CPEJACTB CPOK MPHUHSITHUS PELIEHUS O TOCYJapCTBEHHON perucrpanuu
JIEKapCTBEHHOI'0 Ipernapara Juis BeTepUHAPHOI'O NPUMEHEHUs MPHOCTAHABIMBAETCS CO JHS
MOJIyYEHHUSl 3aKJIIOUYEHUH, yKa3aHHBIX B 4YacTh | Hacrosmied cratbu, A0 JHS HPUHATUS
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OpraHOM MCIIOJIHUTENILHON BJIACTU PELIeHUs O Bblaaue Win 00
OTKa3e B BBIJAYE 3aKIIOUYEHHUS O COOTBETCTBUM IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM NpaBUJ HaJUIeXKallell MPOM3BOJICTBEHHON MpPAaKTUKU, HO HE Oojiee 4eM Ha CTO
BOCeMbJIeCsT pabounx nueil. (B pea. Penepanproro 3akona ot 04.06.2018 N 140-D3)

5. OcHoBaHMeM AJisl OTKa3a B TOCYJapCTBEHHOW pEerucTpalyy JIEKapCTBEHHOro Mpernapara Juis
BETEPUHAPHOTO NPUMEHEHHUs SBISETCS 3aKJIIOYEHHE YIMOJHOMOUYEHHOTo (eliepalbHOro opraHa
WCTIOTHUTEJIPHOW BJIACTH O TOM, YTO KadecTBO W (uiu) S()PEeKTUBHOCTH PETUCTPUPYEMOTO
JIEKapCTBEHHOI'O Mpenapara Jyisi BETEpUHAPHOTO IPUMEHEHUS HE MOATBEPKACHBI MT0JIy4€HHBIMH
JaHHBIMH WJIM 4YTO PUCK NPUYMHEHHUS Bpela 3/J0pPOBbI0 JKMBOTHOI'O BCIEJACTBUE IpHEMa
JIEKapCTBEHHOT'0 Ipernapara Jjsi BeTepUHAPHOI0 MPUMEHEHHsI NMpeBbIIaeT 3P(PEeKTUBHOCTh €To
MPUMEHEHUs], OTKa3 YIOJIHOMOYEHHOTO (peepaqbHOro opraHa HCHOJHUTENbHOM BIIACTH B
BbIJIaU€ 3aKJIIOUEHHS] O COOTBETCTBUU IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHMSIM
IIpaBUJI HAJUIEXKAIEeW IPOU3BOACTBEHHON MPAKTUKHU JUIS KaXJA0W IPOU3BOACTBEHHOM IJIOIIA KA
PETUCTPUPYEMOTO JIEKAPCTBEHHOI'O IIpenapara AJisl BETEpUHAPHOTO IPUMEHEHMS B Cllydae, €ClIu
MIPOM3BOJICTBO JIEKAPCTBEHHOIO IIpernapaTa Jijisl BETepUHAPHOIO IPUMEHEHHUS OCYIIECTBIISETCS 3a
npenenamu  Poccuiickoit ®denepanuu, HWIX OTCYTCTBUE TaKOro 3aKiOYeHHA. (B  pex.
denepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

Cratba 27.1. B3aumo3aMeHs1eMOCTb JIEKAPCTBEHHbBIX NPENapaToB
IJI1 MEIUIIUHCKOTO NpuMeHeHus (B pel. DenepaibHOro 3aKoHa OT

27.12.2019 N 475-®3)
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1. Bsaumo3ameHseMOCTh JIEKQpPCTBEHHBIX MPEnapaToB [Uisi MEIWLIUHCKOTO IPUMEHEHUs
OIPCACIIACTCA YIIOJIHOMOYCHHBIM (beﬂepaHLHBIM OopraHomM HUCIIOTHUTEIBHOM BJIaCTu,
OCYIIECTBISIONIMM TOCYAApCTBEHHYIO PEruCTpalUio  JIGKAPCTBEHHBIX IMpenaparoB s
MCIUIIMHCKOI'O HNPUMCHCHHA, B paMKax OJHOro MCKAYHAPOJAHOI'0 HCEIATCHTOBAHHOI'O (I/IJII/I
XUMHYECKOTr0, WM TPYIIHPOBOYHOIO) HAUMEHOBAaHUS HA OCHOBE 3aKIIOYEHHUS KOMHCCUU
9KCIIEPTOB 3KCIEPTHOTO YUPEXKACHUS O B3aUMO3aMEHSIEMOCTH JIEKapCTBEHHOI'O IpenapaTa AJis
MEIUIIMHCKOTO0 MpPUMEHEHHUs 00 O TOM, YTO JIGKAPCTBEHHBIM Mpernapar s MEAUIIMHCKOIO
IMPUMCHCHUS HC ABJISICTCA B3aMMO3aMCHSCMBIM. HOpSII[OK OMpCACICHHUA B3aNMMO3aMCHACMOCTHU
JIEKapCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO MPUMEHEHHS U (hopMa 3aKIIIOUEHUSI KOMUCCUU
AKCIEPTOB AKCIEPTHOTO YUPEXKICHUSI O B3aMMO3aMEHSIEMOCTU JIEKAPCTBEHHBIX MPENapaToB Jist
MEIUIIMHCKOTO MpUMEHEHUs 100 O TOM, YTO JIEKApCTBEHHBIM Mpenapar sl MEAUIMHCKOTO
MMPUMCHCHUA HEC ABJIACTCSA B3auMO3aMCHACMbBIM, YCTaHABJIIMBAKOTCA HpaBI/ITeJIBCTBOM
Poccuiickoit @enepanuu.

2. KoMuccust 3KCIepToB 3KCIEPTHOIO YUPEXKJIEHHUS AAET 3aKIIOUEHHE O B3aMMO3AMEHSAEMOCTH
JIEKapCTBEHHOT'0 Mpenapara il MeIUIUHCKOI0 IPUMEHEHHUs JINO0 O TOM, YTO JIEKapCTBEHHBIH
npenapaT Ui MEIULMHCKOIO NMPUMEHEHMsI HE SIBJISETCS B3aMMO3aMEHSEMbIM, Ha OCHOBAaHUU
CIIEYIOIUX KPUTEPUEB (XapPaAKTEPUCTHK):

1) SKBHBaJIEHTHOCTb (11 OMOAHAJIOTOBBIX (OMOMOMOOHBIX) JICKAPCTBEHHBIX IIPEHapaToB
(6uoaHanmoroB) - COMOCTaBUMOCTb) KAYECTBEHHBIX M KOJMYECTBEHHBIX XapaKTEPUCTHK
(dapManeBTHYECKMX CyOCTaHIIMH WM CONOCTAaBUMOCTh AHTUTGHHOIO COCTaBa BaKI[HH.
Hcnonp30BaHne pa3iIuvHbIX COJIEH, 3(hUPOB, KOMILIEKCOB, H30MEPOB, KPUCTALTHIECKUX (HOPM H
JPYTUX TPOU3BOJHBIX OJTHOTO M TOTO K€ JCHCTBYIOUIETO BEIIECTBA HE SIBJISCTCS MPEISITCTBUEM
JUISL OTIPE/ICTICHUS B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX IPENaparoB, €CIH MPHU POBEICHUH
UCCIEOBaHUs  OMOIKBUBAICHTHOCTH JIEKAPCTBEHHOTO TMpemaparta WM  HCCIEI0BaHUs
TEpareBTUYECKOW DKBUBAICHTHOCTH JIEKAPCTBEHHOTO Tperapara JOKa3aHO OTCYTCTBHE
KIMHUYECKH 3HAUMMBIX pa3nuyuil papmMakoKuHeTHKU U (Win) 3GGEeKTUBHOCTH U O6€30MacHOCTH
JIEKapCTBEHHOTO TIpernaparta Jisi METUIIMHCKOTO PUMEHEHHS;

2) OSKBHMBAJEHTHOCTb JieKapcTBEHHOH ¢opmbl. Ilo HSKBUBAJEHTHBIMU JIEKApPCTBECHHBIMU
(¢bopMaMu TOHUMAIOTCSI pa3HbIE JIEKAPCTBEHHbIE (DOPMBI, HMEIOIINE OJMHAKOBBIE CIOCO0
BBEJICHUA U CHoco0 MpHUMEHEHMs, 00Jalaroiue COMOCTaBUMBIMU (hapMaKOKHHETHUYECKUMHU
XapaKTepUCTUKAaMU U (papMaKOoJIOrHUYeCKUM JEUCTBUEM M 00ECIIEUMBAIOIINE TAK)XKE JTOCTHKEHHE
HE00X0AUMOro KiIuHHuYeckoro s¢dekra. Pa3nuuus jekapcTBEHHBIX (GOPM HE SBISIOTCA
MPEMSTCTBUEM JUIsSl ONIPEEICHNs B3aMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENaparoB, €CIu Mpu
IPOBEICHUU  HCCIENOBaHUA  OMOSKBMBAJEHTHOCTH  JIEKAPCTBEHHOIO  Ipermapara WM
UCCIIEIOBaHMSI TEpPaNeBTUYECKOW OSKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O IIpernapaTra JI0Ka3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYMMBIX pa3inuuil (papMakoKWHETHKH U (Win) 3¢ddexkTuBHOCTH U
0€30MaCHOCTH JIEKApCTBEHHOTO Mpernapara sl MEJUIIMHCKOTO IPUMEHEHHUS;

3) SKBUBAJIEHTHOCTH WJIM COTMIOCTAaBHMOCTh COCTaBa BCIIOMOTATEIBHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara ajs MEIUWLUHUHCKOrO IpuMeHeHus. Pa3nuuus cocTtaBa BCIOMOTATENbHBIX BEILIECTB
JEKapCTBEHHOTO  Tpemapara  HE  SBISAIOTCS  MPEMATCTBHEM  JUIT  ONPEICIICHHS
B3aMMO3aMEHIEMOCTH JICKaPCTBEHHBIX MPENapaToB, €CIM NIPH MPOBEIECHUM MCCIIECOBAHUSA
OMOYKBUBAJICHTHOCTH JICKAPCTBEHHOTO TIpermapara WM HWCCICIOBAaHUS TepaneBTUYECKON
SKBUBAJEHTHOCTH JIEKAPCTBEHHOTO Mpemnapara JI0Ka3aHO OTCYTCTBUE KIMHMYECKH 3HAYUMBIX
paznuuuii  papMakoKUHETUKH U (W) S(PPeKTUBHOCTH W O€30MaCHOCTH JIEKAPCTBEHHOTO



npernapara Juisi METUIIMHCKOTO MpUMEHeHUs. [Ipyu Haauuuy KIMHWUYECKH 3HAYMMBIX pa3IHYUi
(dapmakokuHETHKU U (Win) 3PPEKTUBHOCTH U OE30MACHOCTH JICKApPCTBEHHOTO TMpernapara s
MEIUIMHCKOTO TIPUMEHEHHUSI B3aUMO3aMEHSIEMOCTh OTPEACIISCTCS C yKa3aHHEeM Ha MCKITFOUCHUE
OTJIENBHBIX TPYIII MAIlHCHTOB,

4) UACHTHYHOCTD CIIOCO0a BBEICHUS U CIIOC00a TPUMECHEHNS,

5) cooTBeTCTBHE MPOU3BOAUTENS JIEKAPCTBEHHOT'O CPEACTBA TPeOOBaHUAM MPaBUII HaAJeKaIIEi
MIPOU3BOJICTBEHHOM MPAKTHKHU.

3. OmnpeneneHre B3aMO3aMEHSEMOCTH BOCIPOU3BEJICHHBIX JICKAPCTBEHHBIX IpErnapaToB s
MEJUIUHCKOTO NMPUMEHEHHS, yKa3aHHbIX B 4yacTu 10 crateu 18 mHactosimero denepanbHoro
3aKOHA, OCYIIECTBISETCS 03 HEOOXOIMMOCTH JIOKA3aTeIbCTBA X OMOIKBUBAICHTHOCTH.

4. OcoOeHHOCTH ONpENENCHUS B3aMMO3aMEHSEMOCTH OMOJOTHYECKUX JIEKapCTBEHHBIX
IpernapaToB, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMapaToB (CoAep KaIMX KOMOWHAIMIO ABYX
u Oosee NEHCTBYIONMIMX BEIIECTB), IEKAPCTBEHHBIX MPENapaToB AJs NapeHTEPaTbHOrO MUTAHUS
u HCAO3UPOBAHHBIX JICKAPCTBCHHBIX mpernaparoB YCTAHABJIMBAIOTCSA HpaBI/ITeJIBCTBOM
Poccuiickoit @enepanuu.

5. OHpGI[CJICHI/Ie B3aUMO3aMCHACMOCTH HC OCYHICCTBIIICTCA B OTHOLICHUHU JICKAPCTBCHHBIX
PACTUTCIIBHBIX IIPCIapaToB, rOMCONNATUYCCKUX JICKAPCTBCHHBIX ITPCIIApaToOB.

6. CDOpMI/IpOBaHI/Ie nepcuHs;A B3aUMO3aMCHICMBIX JICKaApCTBCHHbBIX [pcriapaTtoB JI
MCIUIUHCKOro MNPHUMCHCHUSA OCYHICCTBIIACTCA OKCIICPTHBIM  YUPCKIACHHEM ITOCPECACTBOM
O6’[>€,I[I/IHCHI/I$I JICKAPCTBCHHBIX IIPCIIapaTOB B OTACJIBHBIC TI'PYIIIBI, B KaXJI0M U3 KOTOPBIX
JICKaAPCTBCHHLIC ITPCIIAPAThI ABJIAOTCSA B3aAUMO3aMCHACMBIMU.

7. B cinydae BKIIIOUEHHS B HMHCTPYKLUHUIO O MEAMIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOI'O
mpenapara Ha OCHOBaHUHM PE3yJbTATOB COOTBETCTBYIOIIMX WCCIICIOBAHUM TMOKa3aHUW JIs
MPUMEHEHHUSI, KOTOPbIE OTIMYAIOTCA OT MOKAa3aHWM I NMPUMEHEHHUS JPYIHX JIEKapCTBEHHBIX
MpenapaTtoB M3 TPYNIbl  B3aUMO3aMEHSEMBIX JICKAPCTBEHHBIX TMIPENapaTroB, B TMEpeyHE
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MpENapaToB s MEIUIMHCKOTO IMPUMEHEHHUs [I0JHKHA
OBITh yKa3aHa COOTBETCTBYIOIIAs HHPOpMAITHS.

8. Ilepeuenp B3aMM03aMEHSIEMBIX JIEGKAPCTBEHHBIX MPEMAPATOB JJIsi MEAUIIMHCKOTO TPUMEHEHUS
pa3Meniaercs  YHIOJHOMOYEHHBIM  (efiepalbHBIM  OpPraHOM  HUCIONHUTENBHON  BIIACTH,
OCYIIECTBJISIONIUM  TOCYJApPCTBEHHYIO PETHCTPALMIO  JICKAPCTBEHHBIX IMpenaparoB s
MEIHUIIMHCKOTO MPUMEHEeHUs, Ha cBoeM odunmansHoM caiite B cetu "Mutepuer". MHbopmarus
B MEpeYHE B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX MPENapaToB JIsI MEAUIIMHCKOTO MPUMEHEHUS
OOHOBIISIETCS YKa3aHHBIM (peiepalIbHBIM OPTaHOM HCIIOTHUTEIHHOW BJIACTH C YY€TOM HOBBIX
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX TMPEMapaToB Uil MEAUIIMHCKOTO TMPUMEHEHUS W
BHECEHHBIX HM3MEHEHH B JIOKYMEHTBI, COJAEp’KalMecs B PETUCTPALMOHHBIX JOChE Ha
3apEeruCTPUPOBAHHBIC JIEKAPCTBEHHBIE MIPEeNapaThl A1 MEIULIUHCKOTO MPUMEHEHHUS.

9. Ilopsiiok HCIONB30BaHUs MHGOPMALUK O B3aMMO3aMEHSAEMBIX JIEKapCTBEHHBIX IpenapaTax
JUISL  MEOUIUHCKOIO TPUMEHEHMS M TOPAJOK Ja4d  Pa3bsCHEHWH 110  BOIPOCAM
B3aMMO3aMEHIEMOCTH  JIEKAPCTBEHHBIX  IIpEnaparoB Il  MEIULHUHCKOIO  IIPUMEHEHHUs
ycranaBiauBarotcs [IpasurensctBom Poccuiickonn @enepannu.


https://normativ.kontur.ru/document?moduleId=1&documentId=367101#l3449

CraTtba 28. PerucrpanmonHoe ya0cToBepeHnE JEeKAPCTBEHHOT 0
npemnapara

1. PeructpaniuoHHOE yJOCTOBEPEHUE JIEKAPCTBEHHOI'O IIperapara ¢ yKa3zaHUEM JIEKapCTBEHHBIX
(GopM U 103UPOBOK BbIAETCS OECCPOUHO, 32 UCKIIIOUEHUEM PErHCTPALMOHHOIO yJOCTOBEPEHUS
JIEKAPCTBEHHOI'0 IIpernapara, BbIJABAEMOIO CO CpPOKOM JCHCTBUSA ISATh JIET, HAa BIIEPBBIC
peructpupyemsle B Poccuiickoit @enepanuu J€KapCTBEHHbIE IIPEapaThl.

2. Ilo ucreyeHnu yka3aHHOTO B 4acTH | HacTosIIed CTaTbU CpPOKa BbIIAeTCsl OeccpouHoe
PETUCTPALIMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOI'O Iperapara Mpu YCIOBUU MOATBEPKACHUS
€ro rocy1apCTBEHHON PEruCTpaLuy.

3. B ciiydae BHeceHus B COOTBETCTBHH coO craThsiMu 30 u 31 HacTosmiero denepaibHOTO 3aKOHA
M3MEHEHHH B COJEpXalllhecs B PErHMCTPAlMOHHOM JOChE Ha  3aperHCTPHPOBAHHBIN
JICKapCTBCHHBIA  Mpemnapar JOKYMEHTBI, 3aTParvBalOlIMX CBEJCHUSA, OTPAKCHHBIC B
PETUCTPAIIMOHHOM  yJIOCTOBEPCHHMH  JIGKAPCTBEHHOTO  Iperapara,  YIOJIHOMOYCHHBIH
(benepanbHBIA OpraH UCIOJHUTEIBPHON BIIACTH BBIIAET HOBOE PETUCTPALIMOHHOE YIOCTOBEPEHUE
JISKapCTBEHHOTI'O IIpernapara, cojeprkaliee BHECEHHbIC B HEr0 u3MeHeHus. (B pea. PeaepaibHOro
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

4. B ciydae yTpaThl WIHM TOBPEKACHUS PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapara 1o 3asBJICHUIO B TUCbMEHHOM (hopMe JIepKaTelIsl WIH BIaJIebIla PETUCTPALIMOHHOTO
yIIOCTOBEpEHHsI  JICKAPCTBEHHOTO  Mpermapara WIA  YIOJHOMOYEHHOTO HMH  JPYroro
FOPUIMYECKOTO JIMIA O BhIJa4e AyOJIMKaTa PErUCTPANMOHHOTO YIOCTOBEPEHUS JIEKAPCTBCHHOTO
npernapara YIoJHOMOYCHHBIH (QelepalibHblii OpraH HWCIOJIHUTEIBHOW BJIAcTH B CPOK, HE
MPEBBIMIAIONIAA JeCATH pabodMx IHEH CO JTHS TMOCTYIUICHUS 3asBJICHHS, BBIJACT IyOJUKAT
PETUCTPAIIMOHHOTO  YAOCTOBEPEHHUs JICKapCTBEHHOIO IIpemapaTa. 3a BblIady AyOnHkaTa
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO IIperapaTa B3WMaeTCsl TOCYyIapCTBEHHAs
MOIIIJTMHA B COOTBETCTBUU C 3aKOHOJAATeNbcTBOM Poccuiickoit denepanuu o Halorax u coopax.
(B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

Cratps 29. IloaTBep:xaeHue rocyiapCTBEeHHOM PerucTpanum
JIEKapPCTBEHHOI0 npemnapara (B pea. @eaepajbHOro 3aK0HA 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. IloaTBepxkneHune  TroCyJapCTBEHHOM  PETHMCTpallMM  JIEKAPCTBEHHOTO  IIperapara
OCYILIECTBIISIETCS IIPU BblJjaue OECCPOUHOTO PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
IpenapaTta B CiIy4yae, yKa3aHHOM B 4acTu 2 cTaTbM 28 Hactosmero denepajbHOrO 3aKOHa, B
CpOK, HE HpeBBIIHaIOHH/Iﬁ MIECTUACCATH pa60q1/1x )IHefI CO AHA NOJIYYCHUSA COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM  (eiepalibHbIM ~ OpPraHOM  WCIOJHUTENBHOM  BJIACTH  3asBJICHUA O
MOATBEP)KIEHUN  TOCYJApCTBEHHOM  perucTpaluud  JIeKapcTBEHHOro  mpemnapara. He
OCYILECTBIISIETCS  IMOATBEPKACHHE  TOCYJAapCTBEHHOM  perucrpauyud B OTHOIICHHUHU
JIEKapCTBEHHOTO TIpernapara, He HaxoauBiierocs B oOpamieHun B Poccuiickoit deneparuu B
TeueHHe Tpex U 0oJiee JIeT, a TAK)KE B OTHOLLICHUH JIEKAPCTBEHHOT'O CPEJICTBA, IPOU3BEICHHOTO C
HapylleHneM TpeOOBaHUS, YCTaHOBJIEHHOr0 4acThio 3.7 crathu 71 Hactosimero denepaabHOTO
3aKOHa.
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2. 3asBJIeHUE O TMOJATBEP)KIACHUU TOCYJApCTBEHHOH pPErHCTpalliU JICKAPCTBEHHOTO Iperapara
AJie MCOUIHUHCKOrO IMPUMCHCHHUA HPCACTABIIACTCSA B COOTBCTCTBYIOH_[I/Iﬁ ynOJIHOMO‘-IGHHLIﬁ
(benepanbHBI OpraH WCIOJHHUTEIBHOW BJIACTH HE paHEe YeM 3a CTO BOCEMBJECAT JTHEH 0
HCTEYCHUS CPOKA JIEHCTBUSI PETUCTPAIMOHHOTO YOCTOBEPECHHS JIEKAPCTBEHHOIO IMpemaparta. (B
pen. deaepanbHoro 3akoHa oT 02.08.2019 N 297-D3)

2.1. 3asBiieHHE O MOATBEPKJIECHUHU TOCYIAPCTBEHHONW PErHMCTpPAlMM JICKAPCTBEHHOTO IMpenapara
JUIS BETEPUHAPHOIO NPUMEHEHUs MPEACTaBISETCS B COOTBETCTBYIOIIMHA YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH HMCHOJHHUTEIBHOM BIACTH HE PaHEe 4YeM 3a CTO BOCEMBJAECAT THEH 0
HCTEUEHHUS CPOKa JACHCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOTO IpernapaTa AJis
BETEPUHAPHOIO TPUMEHEHMs] M HE TII03/lHEE OKOHYAHHUS CpOKa €ro JeicTBus. (B pen.
denepanbaoro 3akona ot 02.08.2019 N 297-D3)

3. IloaTBepkneHue  TOCYJApCTBEHHOM  perucTpaluu  JIGKAPCTBEHHOTO  Ipemnapara
OCYILIECTBIISIETCS MO Pe3yjbTaTaM SKCIIEPTH3bl OTHOLIEHUS 0XKHIa€MOU MOJIb3bl K BO3MOXHOMY
PUCKY TpPUMEHEHHS JIEKApCTBEHHOrO Ipenapara Ha OCHOBAaHUHM pE3yJbTaTOB MOHUTOPUHTA
3G hEKTUBHOCTH U 0E€30MIaCHOCTH JIEKAPCTBEHHOTO Tpernapara, MpOBOJAUMOTO JepKaTelleM WIIH
BIIQJIETIBIIEM  PErHCTPAIlMOHHOTO  YAOCTOBEpEHHUs  JIGKQpCTBEHHOrO  Ipemapara  Jubo
YIOJHOMOYEHHBIM UMHU IOPUIUYECKUM JIMIIOM, & TaKK€ COOTBETCTBYIOLIUM YIIOJIHOMOUYEHHBIM
(benepanbHBIM OPraHOM HCIHOJHUTENIBHOM BJIAcTU B COOTBETCTBUU C TPEOOBAHMSIMH CTaTbu 64
HacTosmero denepanbHOTO 3aKOHA.

4. K 3asBII€HHIO O MOATBEPKACHUH TOCYJapCTBEHHON PETHCTPAIMK JIEKAPCTBEHHOTO Tperapara
JUIsL MEAULIMHCKOIO MPUMEHEeHUs npuiiaratorcsi: (B pen. PenepanbHoro 3akoHa oT 04.06.2018 N
140-93)

1) JIOKYMEHTBI, COJAEpIKallhe pe3yIbTaThl MOHHUTOPUHTa 3(PQPEKTUBHOCTH M 0OE30MaCHOCTH
JIEKAPCTBEHHOTO TpernapaTa Ui MEIUIIMHCKOTO MPUMEHEHHS, IPOBEIEHHOTO JepKaTeIeM W
BJIAJICTIbIIEM PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Tpenapara i MEIHIIMHCKOTO
NPUMEHEHHsT JIHOO YIIOJIHOMOYEHHBIM MM FOPUANYECKUM JIMIIOM, MO (OpPME, YTBEPKIEHHON
YIIOJHOMOYEHHBIM (heiepalbHbIM OPraHOM HCIOJHUTEIbHOM Biacth; (B pen. denepanbHOro
3akoHa o1 04.06.2018 N 140-D3)

2) KomWsl JIMIEH3UHM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB HIIM KOMHUS 3aKIFOYEHUS O
COOTBETCTBUHU TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHWSAM TMPABHI HaJyIeKaIIEH
MPOU3BOJICTBEHHOW TMPAKTHUKW, BBIJAHHBIX YIOJIHOMOYEHHBIM  (hefepalbHbIM OpPraHOM
WCMOJIHUTEIBHOM BJIACTHU B OTHOLICHWH MPOU3BOJCTBEHHON IUIOMIAAKH JIEKAPCTBEHHOTO
mpernapara Uil MEIMIMHCKOTO IPUMEHEHUs, TOCYJapCTBEHHAs pEerucrpanus KOTOpPOro
MOJTBEPKIAECTCS B CIy4ae, €CJId MPOU3BOACTBO JIEKAPCTBEHHOTO Mpenapara i MEIULIMHCKOTO
npuMeHeHust ocyuiectpisiercs B Poccuiickoit @eneparuu; (B pea. deaepanbHOro 3akoHa OT
04.06.2018 N 140-P3)

3) KomMsl BBIIAHHOM YIOJIHOMOYEHHBIM OPIaHOM CTpaHbl MPOU3BOAUTENS JIMIIEH3UH Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Iperapara il MEJULMHCKOIO IPUMEHEHUS U €€ IIEepeBOj Ha
PYCCKHH $I3BIK, 3aBEPEHHBIE B YCTAaHOBJICHHOM IIOPSIAKE, a4 TAaK)Xe KOIMS 3aKJIIOYEHUs O
COOTBETCTBUM MPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM MPAaBUI HaAJIEKaIIen
MIPOM3BOJICTBEHHOW TMPAKTUKH, BBIJAHHOTO YINOJHOMOYEHHBIM (elepaibHbIM  OpraHOM
WCIIOJIHUTEJIBHOW BIIACTH B OTHOLICHUU IPOU3BOJCTBEHHOW IUIOLIAJAKH JIEKAPCTBEHHOIO
mpenapara Juisi MEIWIMHCKOTO TPUMEHEHHWsS, TOCYJapCTBEHHAs PETHCTpPAlUs KOTOPOIro
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MOATBEPKIACTCS, WM  KOMHUS  pEHIeHHs  YIOJIHOMOYEHHOro  (eaepaabHOr0  opraHa
HUCIOJIHUTEILHOM BJIACTH O MMPOBCACHNUUN HWHCIICKTUPOBAHUA IMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpPEeICTB B Clly4ae, €Clu IPOU3BOJCTBO JIEKAPCTBEHHOTO Ipernapara Uil MEIULHUHCKOTrO
MPUMEHEHHUs OCYLIECTBIsieTcs 3a npenenamu Poccuiickoit ®enepanuu. (B pea. PeaepanbHOro
3akoHa oT 04.06.2018 N 140-D3)

4.1. B oTHomeHHMH OHOJOrMYECKHX JIEKAPCTBEHHBIX IMPEMapaTroB JUIsI MEIULIHUHCKOTO
NPUMEHEHHUsT  3asBHTEIb  JOMOJHHUTEIBHO  MPEACTABISAET  PE3YJIbTaThl  MEPONPUATHH,
NpeaAYyCMOTPCHHBIX IIJIaHOM YIIpaBJICHHUA  pHUCKaMH, YTBCPIKACHHBIM YIIOJITHOMOYCHHBIM
(denepasbHBIM OPraHOM WCIHOJHHUTEIBHOM BJIACTH TPH OCYIIECTBJICHHH TOCYAAPCTBEHHOM
perucTpalnuy JIEKapCTBEHHOTO TMperapata JJis MEIULUHCKOTO TNpUMEHEHus. (B pell.
denepanbHoro 3akona ot 04.06.2018 N 140-D3)

4.2. K 3asBieHHI0 O TOATBEP)KICHUM TIOCYAapCTBEHHOW PpErucTpanuu JIEKapCTBEHHOTO
mnpernapata Ui BETEpPUHAPHOIO IMPUMEHEHHUS MpHIararoTcsi JOKYMEHTBI, COJepKalline
pe3yabTaThl MOHUTOPHHIA 3PPEKTUBHOCTH M OE30IIACHOCTH JIEKAPCTBEHHOrO Iperapara it
BETEPUHAPHOTO NMPUMEHEHHUS, POBOJMUMOr0 JEpyKaTeIeM WJIM BIAJENbLIEM PErUCTPALMOHHOIO
yIOCTOBEpEHHsI  JIEKAPCTBEHHOTO Ipenapara JUii BETEPUHAPHOIO IMPUMEHEHUs 100
YIIOJTHOMOYEHHBIM WM IOPHIWYECKUM JIHIIOM, MO (OpMe, yTBEPKIACHHOH YIOJIHOMOYEHHBIM
(denepaabHbIM OPraHOM HCIIOJIHUTENBHON BIAcTH, U JOKYMEHTHI, yKa3aHHblE B IyHKTax 1, 2 -
2.2, nognynkrax "a", "6", "k", "n" nmyHkra 4 wactu 3 crareu 17 Hactosmiero denepaabHOro
3aKoHa. B OTHOIIEHUN UIMMYHOONOJIOTHYECKUX JICKAPCTBEHHBIX MIPENapaToB [l BETEPUHAPHOTO
IIPUMEHEHUS HE IPEICTaBIISIOTCS CBEACHMSI, YKa3aHHblE B MoANnyHKTe "K" myHkTta 4 yactu 3
cratbu 17 Hactosmero denepanbHOro 3akoHa. B OTHOIIEHUM JIeKapCTBEHHBIX IPENapaToB Jis
BETEPUHAPHOTO IPUMEHEHUS, MOJIy4YEHHBIX C IPUMEHEHHUEM
T€HHO-UHXEHEPHO-MOIU(UIIMPOBAHHBIX OPraHU3MOB WM COJEpXKAllUX TaKUe OpraHU3Mbl,
JIOTIOJIHUTEIBHO MPEJCTABIISIIOTCS CBEJIEHUS, yKa3aHHble B HyHKTe 13 wactu 3 crarbu 17

Hacrosiero ®enepanbHoro 3akoHa. (B pen. deaepanbHbix 3akoHOB 0T 04.06.2018 N 140-P3, ot
02.08.2019 N 297-®3)

4.3. C 3asgBneHHEM O TOATBEPKIACHUM TOCYAAPCTBEHHOW PETUCTPALMM JIEKAPCTBEHHOIO
mpernapara  3asBUTEIb IPEICTABISACT KOMMIO JOKYMEHTAa, IOATBEP)KIAIOLIEr0  yIIaTy
rOCyJapCTBEHHOM  IOUUIMHBI 32  IMOATBEPXKIECHHE  TOCYAAPCTBEHHOW  PEruCTpalyiu
JIEKapCTBEHHOI'O IpenapaTa, 00 MOXKET MPEICTaBUTh YKa3aHHBIM JTOKYMEHT 10 COOCTBEHHOM
MHALMATHBE. B ciaydae HeENpeACTaBICHUS YKAa3aHHOIO JOKYMEHTAa  YIOJHOMOYECHHBIN
(benepanbHBIE OpraH HMCHOJHUTENBLHOM BiacTH MpoBepseT (aKT YIUIaThl TOCYIAapCTBEHHOMN
MOIIUIMHBI 3asiBUTEJIEM ITOCPEICTBOM MCIIOJIb30BaHMs HH(OpMaIK 06 yruiate rocyaapCTBEHHOM
MOIINHBI, coJieprkalieiics B ['ocynapcTBeHHON MH(OPMALMOHHON CUCTEME O TOCYAAPCTBEHHBIX
U MYHULHIAJIBHBIX IUIATEXKaX, HA OCHOBAHUU IIPEICTABICHHON 3asBUTENIEM KOIMM JOKYMEHTA,

MOJTBEPKIAIOUIETO YIUIaTy TOCYJapCTBEHHON NOUUIMHBL (B pea. PenepanbHOro 3akoHa OT
04.06.2018 N 140-®3)

5. B Teuenue gecatu pabouux AHEW CO MAHS TPUHATHS 3asABICHHUS O TMOATBEPKICHUU
TOCYJapCTBEHHOW pPETUCTpAIlU JIEKApCTBEHHOTO TIpenapara ¥ JOKYMEHTOB, COJEpKaIIrX
pe3ynbTaThl MOHHTOpPHHTA 3(PQPEeKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOTO IIpemapaTta,
MPOBOAMMOIO  Jep)KareleM  WIM  BIAJeNblleM  PETUCTPALMOHHOIO  YAOCTOBEpEHUs
JEKapCTBEHHOTO  Tpermapara JuUOO0  YIMOJHOMOYEHHBIM HWMH  IOPHAWYECKUM  JIUIIOM,
YIIOJTHOMOYEHHBIN (eiepalibHbIi OpraH UCTIOTHUTEIbHOM BIACTH:
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1) IIpOBOAUT IIPOBCPKY ITOJIHOTBI CBeHeHHﬁ, COACPpKAINMXCA B IMPEACTABIICHHBIX 3asiBUTCICM
AOKYMCHTAX;

2) NpUHUMAET pelIeHHe O MPOBEACHUH MM 00 OTKa3e B MPOBEIACHHM KCIIEPTHU3bl OTHOILICHUS
0’)KMJAEMOM TMOJIb3bl K BO3MOXHOMY PHUCKY IIPUMEHEHHUs JIEKAPCTBEHHOIO IIpernapara Ha
OCHOBaHUU pE3yJbTATOB MOHUTOpPUHTA 3(PPEKTUBHOCTH M O€30MACHOCTU JIEKAPCTBEHHOT'O
rpernapara, OpOBOJAUMOIO JEpPKATEIEM WM BIAACIBLEM PETUCTPALMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOI'0 Ipernapara JIMOO YHNOJHOMOYEHHBIM HMHU IOPUIAMYECKUM JIUIIOM, a TaKkKe
(denepanbHBIM OPraHOM HUCIOJHUTEILHOW BJIACTH B COOTBETCTBUU C TPEOOBAHHMSIMH CTaThbU 64
Hacrosuiero PenepaabHOro 3aK0Ha;

3) yBenomisieT B DJIGKTPOHHOW (QopMe WM MUCBMEHHOW ¢dopMe 3asBUTENS U SKCIEPTHOE
yUpEKIECHUE O MPUHATOM PEIICHUH OO0 B CITydae MPUHSATHUS pelieHuss 00 0TKa3e B MPOBEJACHUN
AKCIEPTU3BI YKA3bIBACT MPUUMHBI TAKOTO OTKa3a.

6. B ciywyae BbISIBIGHHS HEIOCTOBEPHOCTH M (WJIM) HEIOCTaTOYHOCTH HH(OpMAINH,
cojiepaKalieiics B MpeACTaBICHHBIX 3asiBUTENIEM JOKYMEHTaX, YIIOJHOMOYEHHBIN (henepaibHbli
OpraH MHCIOJHUTEIbHOM BJIACTH HANpaBIIAET 3asABUTEII0 3alpoc 00 YTOYHEHHUU YKa3aHHOU
uHpopManuu. 3anpoc YINOJIHOMOYEHHOro (heAepaJbHOrO0 OpraHa MCIOJHUTEIbHOM BIIACTH
MOKET OBbITh MEpeAaH YNOJHOMOYEHHOMY IPEICTABUTENIO 3asBUTENS JUYHO IOJ PACIUCKY,
HampaBjiIeH IO TO4YTe€ 3aKa3HbIM @HMCbMOM WJIM IIepefaH B 3JEKTPOHHOW ¢opme 110
TEJIEKOMMYHUKALIMOHHBIM KaHajlaM CBsI3U. B ciyyae HampaBiieHUs 3ampoca YHnoJHOMOYEHHOIO
(denepanbHOro OpraHa MCIOJIHUTEIBHONW BJIACTH MO HOYTE 3aKa3HbIM MUCbMOM OH CUUTAaeTcs
MIOJTyYEHHBIM 10 UCTEUEHHUH LIECTH JTHEH ¢ 1aThl HANpPaBJIEHUS 3aKa3HOTO MUChMA.

7. 3asBUTENHh 0053aH MPEICTABUTH OTBET HA 3alpPOC YIOJIHOMOYECHHOTO (elepajJbHOro OpraHa
WCIMOJHUTENBHON BIIACTH B CPOK, HE MPEBBIMIAIONINN JIEBIHOCTa pabo4mMX JHEW CO AHS €ro
nonydeHusi. Cpok, yKa3aHHBI B 4YacTH 5 HACTOSIIEW CTAaThH, MPUOCTAHABIMBACTCS CO JIHSA
HaMpaBlIEHUs] 3aABUTEIIO 3allpoca YIMOJIHOMOYEHHOTO (perepalbHOro opraHa MCIOJMHUTEIHHON
BJIACTH JO JIHS MOJYYEHHS] UM COOTBETCTBYIOIIETO OTBETA M HE YUUTHIBACTCS NMPU MCUUCICHUHU
CpOKa MOJATBEPKICHHS TOCYJapCTBEHHON PErUCTpalyy JEKapCTBEHHOr O IIpenapara.

8. OcHoBaHMeM JUIsl OTKa3a B IPOBEJCHUHM SKCIEPTU3bl OTHOIIECHUS O0XXKHMJIAEMOW MOJb3bl K
BO3MOXXHOMY PHCKYy IIPUMEHEHHs JIEKapCTBEHHOIO IIpenapara sBJISIETC IPEICTaBICHUE
JOKYMEHTOB, COJEp)KALlMX pEe3yJbTaThl MOHUTOPUHIa 3(QQPEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOT'0 TpenapaTa, u (UI1) B OTHOIIEHUH OMOJIOTHUECKUX JIEKapCTBEHHBIX MPENapaToB
PE3yJIbTaTOB OCYILIECTBICHUS] MEPOIPHUATHI B COOTBETCTBUU C IIJIAHOM YIPABJIEHUS PHUCKaMH,
YTBEP)KICHHBIM YIOJIHOMOYEHHBIM (e/lepalbHbIM OpPraHOM HCIHOJHHUTENbHON BIIACTH TPH
OCYILIECTBJICHUN TOCYJapCTBEHHOM pPETUCTPallUU JIEKAPCTBEHHOTO IIpernapaTra, B HEMOJIHOM
o0beMe, OTCYTCTBHE HMH(OpPMALUH, TOATBEPXKAAOMEH (akT yIaTel TrocylapcTBEHHOU
MOIIJIMHBI 32 MOATBEPKIEHNE TOCYJapCTBEHHOM perucTpaiiy JIeKapcTBEHHOTo Mpenapara, oo
HEMNPEJCTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBII CPOK OTBETAa HAa YKa3aHHBIA B 4acTu 6
HACTOAIIEH CTaTbU 3alpoc YIOJHOMOYEHHOTO (efiepaibHOro opraHa MCIOJIHUTEILHONW BIACTH,
a TaKKe OTCYTCTBUE B YKa3aHHBIX JOKyMEHTax WH(pOpMaluu, KOTOpas JOJDKHA OBITh B HUX
OTpa’keHa.

9. Dkcnmeprh3a OTHOLICHHMS OXHAAEMOW TONB3bI K BO3MOXXHOMY pHUCKY NPHUMEHEHUS
JIEKAPCTBEHHOI'0 IIpenapara B ILENAX IOATBEPKIACHUS TIOCYIapCTBEHHOW PpPErucTpanuu
JIEKAPCTBEHHOTO IIperapaTa MPOBOAUTCS KOMHUCCHUEH HKCIIEPTOB JKCIIEPTHOTO YUYPEKJEHHUS B
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CPOK, HE MPEBBIIIAIOLIUI COPOKa paboUMX AHEH.

10. B ciiyyae HEIOCTaTOYHOCTH MPEICTABICHHBIX SKCIEPTY MATEPUATIOB IS JAYM 3aKIFOUCHUS
JKCIIepPT oOpamiaercs K PYKOBOAUTENIO HSKCIEPTHOTO YUPEKICHHUS O MNPEJOCTABICHUU €My
HEOOXOJMMBIX MaTepUaIOB. PyKOBOAMTENb AKCHEPTHOTO YUPESKIACHHS oOpamiaercs ¢
COOTBETCTBYIOIIUM 3allpOCOM B YIOJHOMOYEHHBIN (efepanbHblii OpraH HCIOJTHUTEIHLHON
BJIACTH, BBIJIABUIMK 3a/laHUE HA MPOBEJACHUE IKCIIEPTHU3bl OTHOLICHHUS OXKHUJIAEMOW IOJb3bl K
BO3MOKHOMY PpHUCKY IPUMEHEHHMs JIEKapCTBEHHOIO IIpernapara Ha OCHOBaHUM JOKYMEHTA,
COJZIepIKALIETO PE3yNbTaThl MOHUTOPHUHTA 3(PQPEKTHBHOCTH M OE30MaCHOCTH JIEKAPCTBEHHOI'O
npernapata. B Teduenuwe nsATH pabouyux AHEW cO JHS TMOCTYIUICHHS 3ampoca PyKOBOIUTENs
OKCIIEPTHOTO  YUPEXKJACHHUS yKa3aHHBIM (helepanbHBIi OpraH WCIOJHHUTEIBHOW BJIACTH
HaIpaBJIET 3agBUTEIIO 3alpPOC O MPEJCTABICHUN HEOOXOJUMBIX MaTepUaIoB, KOTOPIM MOXKET
OBITh Mepe/iaH YIOJTHOMOYCHHOMY TIPECTABUTEIIO 3assBUTEIS TUYHO O PACITUCKY, HAPaBIeH
0 TOYTE 3aKa3HBIM MUCHMOM WJIHM TMEepefaH B JIEKTPOHHOM (opMe MO TeIeKOMMYHUKAIMOHHBIM
KaHajaM CBsi3M. B ciywyae HampaBieHHs 3ampoca YHOJIHOMOYEHHOTO (eaepalbHOrO opraHa
WCIIOJIHUTENIBHOW BJIACTU 110 MOYTE€ 3aKa3HbIM IMCbMOM OH CYMTAETCS IOJYYEHHBIM I10
HCTEUYEHUH LIECTH THEW ¢ JaThl HAIIPABIEHUS 3aKa3HOTO MHUChMa.

11. 3asBUTETH 00513aH MPEJCTABUTH OTBET HA 3aMPOC YIIOJTHOMOYECHHOTO (peepaibHOTO OpraHa
WCIIOJIHUTENILHON BIACTH B CPOK, HE MPEBBIIAIONINI IIECTUIACCATH PabouuX AHEH co IHSA
MIOJIYYEHHUSl YKa3aHHOr'O 3arpoca. YTIOJIHOMOUYEHHBIH (enepanbHbli OpraH HCIOJIHUTEIbHON
BJIACTH, BBIJABIIMN 3a/laHUE HA MPOBEJCHUE SKCHEPTU3bl OTHOIICHMS 0XXHIAEMOW MOJIb3bl K
BO3MOXHOMY PUCKY MNPUMCHCHHA JICKAPCTBCHHOTO IIpfrapara Ha OCHOBAHWHU JOKYMCHTA,
COJIep>Kallero pe3yabTaThl MOHUTOPUHTA 3()(PEKTHBHOCTH M OE30MACHOCTH JIEKApPCTBEHHOTO
npernapara, B TCUSHHE MATH PadOYHX JHEW CO JTHS MOCTYIUICHHUS OT 3asBUTENS OTBETA HA 3arpoc
YIIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa MCIOJHUTEIbHON BJIACTH HAIPaBISET 3TOT OTBET B
JKCIIEPTHOE yupexJeHue. B ciayuyae HenmpeacTaBieHMs] MO MCTEUEHHM IIECTHAECATH padbodux
JHEW 3asBUTENIEM OTBETa Ha YKa3aHHBIM 3alpoc YMOJHOMOYEHHBIN (QenepanbHblil opraxn
HWCTIOTHUTEIbHOMN BJIaCTH, BI)II[aBHII/Iﬁ 3alaHUC Ha TMPOBCACHHUE OKCIICPTHU3bl OTHOIICHUA
OKUJAEMON TOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHMs JIEKAPCTBEHHOIO IIpenapara Ha
OCHOBAaHMU JOKYMEHTA, COJEPXKAIEro pe3yabTaTbl MOHMTOpPUHra A(P(EKTUBHOCTH U
0€30IacHOCTH JIEKapCTBEHHOT'O Ipernapara, B TEUYEHHE MATH pabouyMx JHEHl HampaBiseT B
JKCIEPTHOE YYPEKICHUE YBEIOMIICHUE O HENPEACTABICHUU 3asBUTEIIEM OTBETa Ha 3aIpoc
yKa3aHHOTO opraHa. BpeMms co AHs HampaBlIeHMs 3ampoca AKCIEPTHOTO YUPEKICHHUS B
YIOJIHOMOYECHHBIM  (penepanbHbIii OpraH WCIOJMHUTEIBHOW BJIACTH JO JHS TOJYYECHHS
9KCIIEPTHBIM YUPEKJIEHUEM OTBETA Ha 3alpOC WIA YBEJOMJICHHUS O HENPEACTABICHUN OTBETA HA
3a1poC HE YUYUTBIBACTCA IIPU HMCYHHUCIICHHU CpOKa IMPOBCACHHA OKCIICPTU3bI OTHOIICHHUA
OKUJAEMON IMOJIb3bl K BO3MOXXHOMY PHCKY IPUMEHEHMs JIEKAPCTBEHHOIO IIpenapara Ha
OCHOBAaHUHU JIOKYMEHTa, COJEPXKAILEro pe3ysibTaTbl MOHMTOpPUHra 3(P(GEKTUBHOCTH U
0€301MacHOCTH JIEKapCTBEHHOT'O IIpernapara.

12. B cpok, HE IPEBBIMIAOIINI AECITH padounuXx AHEH CO JTHS MOTYICHUS 3aKITIOYCHUS KOMUCCHH
AKCIEPTOB MO PE3yJbTAaTaM 3KCIEPTU3bl OTHOLIECHUS OKUIAEMOMU IOJIb3bl K BO3MOXKHOMY PUCKY
MIPUMEHEHHUSI JICKAPCTBEHHOTO Tpernapara, COOTBETCTBYIOIIMKM yITOJTHOMOYECHHBINA (eaepaabHbIil
OpraH UCIOJHUTEILHON BIIACTH:

1) OCYHICCTBJIACT OLICHKY 3TOr'0 3aKIOYCHHUA JJIA ONPCACIICHUA €TI0 COOTBETCTBUSA 3aJaHUIO Ha
IIPOBCACHUC y1<a3aHH0171 9KCIICPTUIHI,



2) mpUHHMMAET pEeUIeHHE O MOATBEPXACHUU TOCYJAapPCTBEHHON pErucTpanu JIEeKapCTBEHHOIO
npernapara win 00 OTKa3e B MOATBEP)KICHHH TOCYIapCTBEHHOW PETMCTPAIMH JIEKAPCTBEHHOTO
npenapara;

3) BHOCUT HIpH MPHUHITUM PELIEHUS O MOATBEPKICHUM TOCYAapCTBEHHOW perucTpanuu
JIEKapCTBEHHOI'O IIperapara CBEJEHHUS B NOCYIAAPCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U
BBIJIACT 3asBUTENIO0 O€CCPOUHOE PErUCTPALMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOIO IIpernapara.

13. OcHoBaHueM JJIsl OTKa3a B MOJATBEPKACHUU TOCYIaPCTBEHHON PErUCTPALlUU JIEKAPCTBEHHOTO
npernapara sBJIseTcs 3aKII0YeHHE COOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO (heiepaabHOro oprana
WCIIOTHUTEJIbHOW BJAcCTH O TOM, YTO PUCK MPUYMHEHHUS Bpena 3J0pPOBbIO0 YEJIOBEKa WIIU
KUBOTHOTO BCJIE/ICTBUE IMpHEMa JIEKAPCTBEHHOrO Ipemnapara mpeBbliaeT 3()(PeKTUBHOCTD €ro
npuMenenus. (B pea. deaepanbroro 3akona ot 04.06.2018 N 140-D3)

14. B mnepuox mnpoBeaeHUS MPOLEAYypbl MOATBEPKICHHUS TOCYIapCTBEHHOW pErucTpanuu
JIEKapCTBEHHOT 0 Ipernaparta ero odpaienue B Poccuiickoii @enepanyivi He TPUOCTAaHABIUBAETCA.

15. Jlomyckaercs oOpaleHue JIEKapCTBEHHBIX IIPENapaToB IO HCTEUCHHS CPOKa T'OJHOCTH,
NPOM3BEICHHBIX B TEUYEHHE CTa BOCBMHICCATH KaJICHAAPHBIX JHEH IOCie aThl HPUHSTUS
VIIOJTHOMOYEHHBIM  (DeJlepalIbHBIM ~ OPTaHOM ~ WCIOJHHUTEIBHOH  BJIACTH  PEHICHHS O
NOJTBEP)KACHUH TOCYJapCTBEHHOH pErucTpaluyd, B COOTBETCTBHM C HH(pOpMAaIHeH,
cojiep Kamieiics B TOKyMEHTaxX PErHCTPAllMOHHOTO JI0ChE Ha JIGKAPCTBEHHBIN MpenapaT 10 JaThl
NpPUHSATHS Takoro perreHus. (B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Crarbs 30. BHeceHne u3MEeHEHUI B IOKYMEHTbI, COJepKaliuecs B
PErucTpPalMOHHOM J10Che HA 3apPerucTPUPOBAHHBIN JIEKAPCTBEHHbIH
npenapar AJs MeIJUIHHCKOI0 PUMEHEeHH

1. B uensax BHECEHHS] U3BMEHEHHUI B TOKYMEHTBI, COJIEPKAIIMECS B PETUCTPAIMOHHOM JIOChE Ha
3apETrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpenapaTr A1 MEIULMHCKOTO NMPUMEHEHUS, JepiKaTelb
WA  BIAJEJIEl PETUCTPALMOHHOTO  YJIOCTOBEPEHMUS JIEKAPCTBEHHOTO IMpenapara  HWIN
YIIOJTHOMOYEHHOE UM JIpYroe pUIMYecKoe JIUIO (Jajiee B HACTOAIICH CTaThe - 3asBUTENb)
MPEACTABIISIET B YIOJIHOMOYECHHBIA (peepaabHbIi OpraH UCIOJHUTEIBFHON BIACTH 3asBJIECHUE O
BHECEHUHU TaKUX M3MEHEHHH 1Mo ¢GopMe, YCTAHOBICHHOH YHNOTHOMOYEHHBIM (heaepatbHbIM
OpraHOM UCIIOJIHUTEJIbHOW BIJIACTH, W TMpuUJaraéMbple K HEMY HW3MEHEHUs B yKa3aHHbBIC
JOKYMEHTBI, a TakKe JIOKYMEHTHI, MOJTBEpKIAIoNIe HEOOXOIUMOCTh BHECEHHUS TaKHX
u3MeHeHuil. (B pen. ®enepanbHoro 3akona o 04.06.2018 N 140-D3)

1.1. HpI/I HCO6X0,[[I/IMOCTI/I BHCCCHHA B JOKYMCHTBI, COACPIKAIIHUECA B PCTUCTPAIMOHHOM JOCHC
Ha SapeFHCTpHpOBaHHBIﬁ HeKapCTBeHHLIﬁ npemnapar mid MCEAUIOWMHCKOIO MNPHUMCHCHUA,
H3MCHCHHﬁ, YKa3aHHBIX B ITYHKTC 3 gactu 2 HaCTOSIH_Ieﬁ CTaTbu H Tpe6yroumx IMPOBCACHUA
OKCIIEPTU3BI KA4YCCTBa JICKAPCTBCHHBLIX CPEACTB, 3asABUTCIIb AOIOJHHUTCIBHO IPCACTABISACT B
ynOJ’IHOMO‘ICHHBIfI (I)C,Z[epaHLHLII\/'I opran HUCIIOJIHUTEIbHON BIACTH KOIIHIO JJUIICH3UHU Ha
IMPOU3BOJACTBO JICKAPCTBCHHBIX CPEACTB WM  KOIHUIKO  3aKJIIOUCHUA O  COOTBETCTBUU
MMPOU3BOJAUTCIIA JICKAPCTBCHHBIX CpCaACTB Tpe6OBaHI/I${M IpaBUJI Haz[nexcameﬁ
HpOI/ISBOI[CTBeHHOI\/'I IMPaKTUKH, BbIAAHHBIX  YIIOJJHOMOYCHHBIM (bellepa.]'H)HBIM OopraHom
HCIIOJIHUTEILHON BIACTH B OTHOIIICHUHM M3MEHEHHOM U (I/IJ'II/I) ,Z[OHOJIHGHHOﬁ HpOI/I3BOI[CTBeHHOﬁ
IUIOIIaJAKU JICKaApCTBCHHOI'0 IIperiapara, B Cliydac, €CJIU IMPOU3BOACTBO JICKAPCTBCHHOI'O
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npenapara ocymectBisercs B Poccmiickoit  ®Denmeparuu, MO0  KOMHIO  BBIIAHHOM
YIOJHOMOYEHHBIM  OPTraHOM  CTpPaHbl  MPOU3BOAMUTENS  JMIEH3UM HAa  IPOU3BOACTBO
JIEKapCTBEHHOI'O Tpernapara U ee MepeBOJl Ha PYCCKHUMl S3bIK, 3aBEPEHHbIE B YCTAHOBJICHHOM
MOPSI/IKE, a TAKXKE KOIMUIO 3aKIIOYEHHUSI O COOTBETCTBUH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSIM  MpaBWJI ~ HaJUIeKalled  MPOU3BOACTBEHHON  NPAKTUKH,  BBIJAHHOTO
YIIOJTHOMOYEHHBIM (eZiepaTbHbIM OPraHOM HCIIOJTHUTEIBHON BJIACTH B OTHOIICHUH M3MEHEHHOU
U (WIK) JOMOJIHEHHOW MPOU3BOACTBEHHON IUIOIMIAKU JIEKAPCTBEHHOIO IpernapaTa, WM KOIHUIO
pElICHUs YIOJTHOMOYEHHOTO (eIepaIbHOTO OpraHa HWCIOTHUTEIBLHOW BIACTH O TPOBEACHHUH
WHCIEKTUPOBAHUS MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB B Clydae, €CIU IPOU3BOJCTBO
JIEKApCTBEHHOT'0 MperapaTa OCYUIECTBIseTCs 3a npenenamu Poccuiickoir @enepaunu. (B pe.
denepanbHoro 3akona ot 04.06.2018 N 140-D3)

1.2. ITpu HE0OXOAMMOCTH BHECEHHS B JIOKYMEHTHI, COAEPIKAIIMECS B PETUCTPALIIOHHOM J0ChE
Ha 3aperuCTPUpPOBAaHHBIA JIEKAPCTBEHHBIM mpenapaT JUIsi MEAMLMHCKOTO IPUMEHEHUs,
W3MEHEHUH, YKa3aHHBIX B IYHKTE€ 4 4yacTU 2 HACTOSILEH CTaTbu U TPEOYIOIIMX IPOBEIEHUS
9KCHEPTU3bl KAauyecTBa JIEKAPCTBEHHBIX CPEJCTB, 3asBUTEb JIOMOJHUTENBHO IPEICTABISAET B
VIIOJTHOMOYEHHBIH (peiepaibHblii OpraH MCIOJHUTENFHOW BIACTH KONHMIO JIMLEH3WH Ha
IIPOM3BOJICTBO  JIEKAPCTBEHHBIX CPEICTB MWJIM KOIHUIO 3aKIIOYEHHs O COOTBETCTBHUHU
IIPOU3BOIUTEIIS JIEKapCTBEHHBIX CPEICTB TpeOOBaHUAM IIPaBUII HaJJexanen
IIPOM3BOJICTBEHHON  IPAKTUKH, BBIJAHHBIX YIOJHOMOYEHHBIM (peepalbHbIM  OpPraHOM
UCIIOJIHUTEJIbHOM BJIACTM B OTHOIIEHWU IPOU3BOACTBEHHOM IUIOLIAJIKM JIEKAPCTBEHHOI'O
mpemnapara, B ciydae, €CId IPOM3BOJCTBO JIEKAPCTBEHHOIO IIpernapara OCYLIECTBISETCS B
Poccuiickoit ®enepauyu, JIuOO KOMMIO BBIAAHHOM YIOJIHOMOYEHHBIM OpPraHOM CTpaHbl
IIPOM3BOUTENS JIMIIEH3UHM Ha IPOM3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara W ee MepeBoj Ha
PYCCKHIl $I3bIK, 3aBEpEHHBIE B YCTAHOBJIEHHOM IOpSAJKE, a TAKXK€ KOIUIO 3aKIKYEHUS O
COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUAM IMpaBUJ HaJIeXallen
MIPOU3BOJICTBEHHOW MPAKTUKH, BBIJAHHOTO YHNOJHOMOYEHHBIM (elepajibHbIM  OpraHOM
UCIIOJIHUTEJIBHOM BJIACTM B OTHOIIEHHWU IPOM3BOACTBEHHOM IUIOLIAJKK JIEKAPCTBEHHOIO
npernapaTa, Wil KOMHUIO PEHIeHHs] YIOJHOMOYEHHOro (elepaibHOro opraHa MCIOJIHUTEIbHOM
BJIACTH O NMPOBEAECHUU MHCIIEKTHUPOBAHMS IIPOU3BOAMTENS JIEKAPCTBEHHOI'O CPENCTBA B CIIydae,
€CJIM MPOU3BOJICTBO JIEKAPCTBEHHOTO Ipernapara OCYLIECTBIsIeTcs 3a mpenenamu Poccuiickoi
denepanun. (B pea. Deaepanbuoro 3akona ot 04.06.2018 N 140-D3)

1.3. IlpunsaTue pemeHus 0 BHECEHWH W3MEHEHUH WM 00 OTKa3e BO BHECEHWU H3MEHEHUN B
)IOKYMGHTI)I, COI[Gp)KaHII/IeCf{ B peFI/ICTpaHI/IOHHOM JT0ChE Ha 3apeFHCTpHp0BaHHBIﬁ
JMEKapCTBEHHBIN TMpemapaT Uisi MEAMIIMHCKOTO TPUMEHEHHs, B ClIydae HEOOXOAMMOCTH
HpOBGI[eHI/ISI 3KCHCpTH3BI KadyeCTBa J'IeKapCTBeHHI)IX CpC]lCTB u (I/IJ'II/I) BKCI'IepTI/ISI)I OTHOIICHUS
O’KMJIa€MOM TMOJB3bl K BO3MOXXHOMY PHUCKY MPUMEHEHHUs JEKapCTBEHHOIO Ipernapara ajs
MCECOUITUHCKOI'O HpI/IMeHCHI/ISI OCYIIIeCTBJ'ISIGTCH B CpOK, HEC HpeBBIHIaIOHII/Iﬁ ICBAHOCTA pa60q1/1x
JHEH, a B OCTaJIbHBIX CIIy4asX B CPOK, HE MPEBBIMIAOIINUNA TPUALATH pabouux THEH co THS
MPUHATHS YIIOJTHOMOYEHHBIM (peiepalibHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH 3asBJICHUS O
BHECCHHHU TaKUX M3MeHeHuH. (B pea. Penepanproro 3akona ot 04.06.2018 N 140-D3)

1.4. YrnonHoMoueHHBIH (enepanbHbIi OpraH HMCHOJHUTENBHON BJIACTH C YUYE€TOM pe3yJIbTaTOB
(dapmakoHag3opa W TPOBEPOK COOTBETCTBUS JIGKAPCTBEHHBIX CPEJACTB, HAXOMAIIUXCA B
TPKIAHCKOM OOOpOTE, YCTAaHOBJICHHBIM TpPEOOBAaHUAM K HMX Ka4eCTBY B TEUEHHUE JIECATH
pabounx AHEW cO JHS TOCTYIJIEHUS COOTBETCTBYIOLIEH HH(pOpMAIMU pa3MellaeT Ha CBOEM
odurmaasHOM caifte B ceTu "MHTepHeT" cBeleHHs 0 HEOOXOIUMOCTH BHECEHHUS B WHCTPYKITUIO
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0 MEIUIMHCKOMY TIPUMEHCHHIO JIEKAPCTBEHHOTO TIpernapara W3MEHEHHHA B OTHOIICHUH
CBEICHMI O TMIOKa3aHWAX JJIs TPUMEHEHUS ¢ TPOTUBOMOKA3AHMSX Ui TPUMEHEHUS
JICKQpPCTBEHHOTO TIpernapara, BBISBICHHBIX MOOOYHBIX JEHCTBUSAX, HEXKEIATEIBHBIX PEaKIUIX
IpY NPUMEHEHUH JICKApPCTBEHHOTO TMpernapara ¥ yBEAOMISET 00 3TOM B AJIEKTPOHHOU (opme
WIM THUCbMEHHOM ¢opMe (Ha OyMaXKHOM HOCHUTENE) JepXaTeist WM  Bajeibla
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOIO IMpemnapara (WX YIOTHOMOYEHHOE WM
JIpyroe MOPUAMYECKOE IJUI0), a TaKKe Jep)Karejed WU BJIaJeNblEB PErUCTPAIIHOHHBIX
yIOCTOBEPEHUI  JIGKAPCTBEHHBIX  TpenaparoB (WM  yINOJHOMOYEHHBIX UMHU  JIPYTHX

IOPUINYECKUX JIUIT), KOTOPBIE SABJISIFOTCSA B3aUMO3aMeHsAeMbIMU. (B pel. PenepanbHOro 3akoHa 0T
27.12.2019 N 475-03)

1.5. Jlep>xaTenp UM Bajelel] perucTPallMOHHOIO yJOCTOBEPEHUS JIEKAPCTBEHHOr0 Ipernapara,
a TaKKe Jep)KaTeld WIM BIAACTbIBl PETHCTPALMOHHBIX YJOCTOBEPEHHH JICKApPCTBEHHBIX
[IpernaparoB (MM YHNOJHOMOYEHHBIE UMM JApPYrHe HOPUAMYECKHE JIMIA), KOTOpbIE SBISIOTCS
B3aMMO3aMEHSAEMBIMH, OOS3aHBI TPEJICTABUTH B YIOJHOMOYCHHBIH (enepalbHblii  Opra
VCIIOJIHUTEJIBHOM BJIACTH 3asiBIIEHUS] O BHECEHMM WU3MEHEHHUH B OKYMEHTHI, COJepXKaluecs B
PETUCTPAIIMOHHBIX ~ JOChE€ Ha 3apETUCTPUPOBAHHBIC JICKAPCTBEHHBIE IpEmaparbl  JUIs
MEIULUHCKOTO TPUMEHEHHUs, B OTHOIIEHUM CBEIEHUH, YKa3aHHbIX B MHCTPYKLUUHU IO
MEIUIMHCKOMY TIPUMEHEHHUIO JICKapPCTBEHHBIX MPETapaToB, B TEUEHUE COPOKa pabouux JHEH co
IHS pa3MEUICHUs YHOJIHOMOYEHHBIM (efepaJbHbIM OPraHOM HCIOJHUTENBHOM BIIACTH
nHbopManuy, yKa3aHHOM B dyacth 1.4 Hacrosmeid crathu. JlaHHOe TpeOoBaHHE HE
pacrpocTpaHsieTcs Ha ClIy4ad BHECEHMs B HMHCTPYKLHUIO IO MEIUIMHCKOMY HPHUMEHEHMIO
JICKApCTBEHHOTO TpenapaTa M3MEHEHWH B OTHOIICHUHM HOBBIX IOKAa3aHUN I MPUMEHEHHS
JIEKapCTBEHHOI'0 Iperapara Ha OCHOBAHUU PE3yJbTaTOB COOTBETCTBYIOIIMX HCCIIEOBaHUM. (B
pen. denepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

2. DkcnepTu3a JIEKapCTBEHHBIX CPEACTB B YACTH DSKCHEPTU3bl KadecTBa JIEKAPCTBEHHOI'O
cpeactBa M (WJIM) HKCHEPTH3bl OTHOIICHUS OKUAAEMOW TMOJIb3Bl K BO3MOXKHOMY PHCKY
MIPUMEHEHHUSI JIEKAPCTBEHHOT' 0 IIperapara Jyuisi MEAUIIMHCKOTO PUMEHEHUS POBOJIUTCS B Cllydae
BHECEHUS M3MEHEHUl B JOKYMEHTBI, COJCpXAallMecs B PErMCTPAllMOHHOM JIOChE Ha
3aperucTpUpPOBAaHHBIN JIEKApCTBEHHBIN Mpenapar, B oTHoIIEeHUU: (B ped. deaepanbHOro 3aKkoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) cBeneHuil, yka3aHHbIX B HHCTPYKLUUHU IO MEIUIIMHCKOMY IMPUMEHEHMIO JIEKapCTBEHHOTO
npenapara: (B pea. @exepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) JICKApCTBCHHAs cbopMa C YKa3aHHUCM HAaUMEHOBAaHHM UM KOJHUYECTBEHHOI'O COCTaBa
HeﬁCTByIOIHHX BC€IIECCTB H Ka4YCCTBCHHOI'O COCTaBa BCIIOMOTATCIBHBIX BCIICCTB (HpI/I

HE00XO0IMMOCTH KOJMYECTBEHHOTO COCTaBa BCIIOMOTAaTEeNbHBIX BEHIECTB); (B pea. DeaepanbHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

06) (¢apmakoguHaMuKa M (QapMaKkOKMHETHKAa (32 MCKIIOYEHHEeM  (hapMaKOKUHETHKH
TOMEOTATHYECKUX JICKAPCTBEHHBIX MPENapaToB W PACTUTEIBHBIX JICKAPCTBEHHBIX MPENapaToB);
(B pen. DenepanpHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

B) IIOKa3aHus Ui IpUMEHEHHUs; (B pen. PenepanbHoro 3akoHa oT 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

I') IPOTUBONIOKA3aHuUs Ul NpuMeHeHust; (B pea. PeaepanbHoro 3akoHa or 22.12.2014 N 429-93
(pexn. ot 13.07.2015))
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1) MEpBI IPEIOCTOPOKHOCTH TIPH NMpUMEHeHHH; (B pea. DeaepanbHoro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

€) yKa3aHHe BO3MOXXHOCTH M OCOOCHHOCTEH NpPHMEHEHHUs JICKapCTBEHHOrO Ipernapara s
MEIUIIMHCKOTO TPUMEHEHUs OCpEeMEHHBIMU J>KEHIIMHAMHM, >KCHIIMHAMH B TIEPUOJI TPYIHOTO
BCKapMJIMBaHHS, JCTbMH, B3POCIBIMH, HMCIONIMMHU XpOHUYECKHE 3a0ojeBaHus; (B pejl.
denepanbHOro 3akona ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

K) PEXHM IO3UPOBaHUS, CHOCOOBI BBEIACHHS W TNPHUMEHEHHs, NpPU HEOOXOIUMOCTH BpEMs
npreMa JISKapCTBEHHOTO Tpenapara, IpoI0JKHTEIBHOCTD JICYCHHS, B TOM YHCJIE Y IETeH 10 |
nocie oaHoro roja; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pea. ot

13.07.2015))

3) BO3MOXHBIC TOOOYHBIE MJCHCTBHSI M HEXKENaTeNbHbIC pEaKIHH TMPU [MPUMECHEHUU
JIeKapCTBEHHOTro Tpenapara; (B pea. @enepanpHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot

13.07.2015))

M) CHMIITOMBI TIEPEIO3UPOBKH, MEpPHI 1O OKAa3aHWIO IIOMOIIM NpU MEPeI03UpOBKe; (B pei.
denepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

K) B3aUMOJIEHCTBUE C JPYrUMH JIEKapCTBEHHBIMHM IIpernapaTaMu M (WIKM) NUIIEBBIMU
nponykramu; (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) GopMBI BBITTyCKa JIEKApCTBEHHOTO Mpenapara; (B pea. @enepaibHoro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

M) yKa3aHMe (IIpH1 HEOOXOAMMOCTH) OCOOEHHOCTEH AEHCTBHS JIEKapCTBEHHOrO Ipenapara IMpH
IIEpBOM IIpHEME WJIM NpHU €ro oTMeHe; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03
(pexn. ot 13.07.2015))

H) CBEIEHUS O BO3MOXXHOM BIMSHHUM JIEKAPCTBEHHOIO TMpemnapaTta s MEIUIMHCKOTO
MIPUMEHEHUSI Ha CIIOCOOHOCTh YIPABIATh TPAHCIIOPTHBIMH CPEJCTBAMH, MEXaHU3MaMU; (B pes.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

0) CPOK TOJTHOCTH W yKa3aHUE Ha 3ampeT MPUMEHEHUS JICKAPCTBEHHOTO Mpernapara 1Mo UCTSYCHUN
cpoka rogHocTH; (B pea. PenepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

n) ycioBusi xpaHeHus; (B pea. PexpepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

p) ycioBus otmycka; (B pen. degepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))

2) cocTaBa JIEKapCTBEHHOTO Ipernapara s MEAUIIMHCKOro NpuMeHeHus; (B pea. deaepanbHOro
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) uW3MEHEeHHs MecTa TMPOW3BOJCTBA JIGKAPCTBEHHOTO TIIperapara Uil  MEIUIUHCKOTO
npumenenust; (B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

4) wu3MeHeHMs TMOKa3aTeNell KauecTBa JICKApCTBEHHOIO IpemapaTta JUIsl MEIUIMHCKOTO
NpUMEeHEeHUss W (WIM) METOAOB KOHTPOJISI KayecTBa JIEKapCTBEHHOIO TMpernapara s
MEIUIMHCKOro npumeHeHus; (B pen. denepanpHoro 3akoHa or 22.12.2014 N 429-®3 (pex. ot

13.07.2015))
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5) U3MEHEHHS CPOKa FOJHOCTH JICKAPCTBEHHOTO Tperapara Jijisi MeIUIIMHCKOr0 IPUMEHEHHUS; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

6) cBefieHU 0 HEOOXOAUMOCTH BHECEHUS MHBIX U3MEHEHUI B MHCTPYKIMIO MO MEAMIIMHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOr'0 TMpernapara, a TakKe B HHbIE JOKYMEHTBI, COJEpKalluecs B
PETUCTPALIMOHHOM JIOCh€ Ha 3aperUCTPUPOBAHHBIN JieKapCTBEHHBINM mpemnapaT. llpu sTom
pelieHnue o0 MPOBEIECHUU SKCHEPTU3bl KAUeCTBA JICKAPCTBEHHBIX CPEJACTB U (MJIM) SKCHEPTHU3bI
OTHOIICHUS 0>KUJIAEMOM IMOJIb3bI K BO3MOKHOMY PUCKY IPUMEHEHHs JIeKapCTBEHHOTO Mpernapara
JUISL  MEIUIMHCKOTO TNPUMEHEHUsI [PUHUMAETCI B COOTBETCTBUU C  YTBEPXKICHHOMU
YIOJHOMOYEHHBIM  (eiepallbHbIM ~ OPraHOM  MCHOJHUTENBHOM BIACTH  Kiaccudukaruei
W3MEHEHUH, BHOCUMBIX B JIOKYMEHTBI, COJEpKalllMecs B PErHCTPAlMOHHOM JOChE€ Ha
3apeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapart. (B pen. DeaepanbHoro 3akoHa ot 22.12.2014
N 429-®3 (pen. ot 13.07.2015))

3. C 3asBIEHUEM O BHECCHWM M3MEHEHWH B JOKYMEHTBI, COJICPIKAIIUECS B PETUCTPANMOHHOM
JOChE Ha 3aperHMCTPUPOBAHHBIA JIEKAPCTBEHHBIA TMpernapar Ui MEIUIIMHCKOTO NPHUMEHEHUS,
Hapsly ¢ TOKyMEHTaMH, YKa3aHHBIMH B 4acTH | HACTOSIICH CTAaThbH, 3asBUTEIb MPEACTABIISCT
KOIIMHM JIOKYMEHTOB, IMOJTBEPXIAIONINX YIUIATy TOCYJApCTBEHHON IOILIMHBI 32 BHECEHHE B
JOKYMEHTBI,  COJACpXAIUeCs B  PETUCTPAIMOHHOM JIOChE HAa  3apETUCTPHPOBAHHBIN
JICKApCTBEHHBIN Mpemapar Juis MEJAMIUHCKOrO MPUMEHEHHs, W3MEHCHHU, TPEOYIOInX
MPOBEJICHUSI  DKCIEPTU3Bl  JICKAPCTBEHHBIX CPEJICTB B YaCTH OKCIEPTHU3bl  KavyecTBa
JICKApPCTBEHHOT'O CPEACTBA U (WJIM) DKCIEPTU3bI OTHOIICHUS 0’KUIaEMOU IMOJIB3bI K BO3MOKHOMY
PUCKY TpPUMEHEHHWS JIGKAPCTBEHHOTO TMpemapara JUisi  MEAWIMHCKOrO0  MPUMCEHCHWS,
TOCYJJApPCTBCHHO! IMOILIMHBI 32 BHECCHHE B JIOKYMEHTBI, COACPIKAIIMECs B PErHCTPAIlMOHHOM
J0ChE Ha 3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Tpernapar Ui MEIUIIMHCKOTO MPUMEHCHUS,
W3MEHEHUH, He TPeOYIOIUX MPOBEICHHS dKCIEPTU3bI JIEKApCTBEHHOTO CPECTBa, MO0 BIpaBe
MPEJICTAaBUTh 110 COOCTBEHHOW WHUIIMATHBE YKa3aHHBIE JIOKYMEHTBHL. B cioydae w#x
HEMpeICTaBICHNUs YIOJTHOMOYEHHBIN (hefepanbHblii OpraH MCIOJTHUTEIBHONW BIACTH MPOBEPSET
(dakT ymIatel TOCYJApCTBEHHBIX IIONUIMH  3asSBUTENIEM IOCPEICTBOM  HCIOJIb30BaHUS
uHpopmanuu 00 yIlaTe TOoCYAapCTBEHHBIX TOIUIMH, coepxaiieiics B [ocymapcTBeHHOMN
WH()OPMAIIMOHHOW CHCTEME O TOCYAAPCTBEHHBIX W MYHHUIIMIAIBHBIX TUIATE)KAX, HA OCHOBAHHUU
MIPEJICTABICHHBIX 3aSBUTEIEM KOMHI JOKYMEHTOB, MOATBEPKAAIONINX YIIJIATy TOCYIapCTBEHHON
nonutkHeL (B pea. PeaepanbHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4. B TedeHue necATd pabouyux THEW CO JHS TMOCTYIJIECHUS YKa3aHHOTO B 4acTH | HacTosiein
CTaThbU 3asBJICHUSA M HEOOXOAMMBIX JIOKYMEHTOB YIOJHOMOYEHHBIA (QeaepaabHblil opraH
HUCIIOJIHUTEIHLHOM BJIACTH:

1 ) NpoBOAUT MPOBEPKY TIOJHOTBI MU  OOCTOBCPHOCTU CBC)ICHI/II\/'I, COACpIKAIINXCAd B
MPCACTABJIICHHLBIX 3aBUTCIICM MaTCpUaJIax;

2) MNPpUHUMACT PpCHICHUC O IMPOBCACHHU YKA3dHHBIX B YacCTU 2 HACTOSAIIEH CcTaTbu
COOTBCTCTBYIOIHX SKCIICPTU3 JICKAPCTBECHHOT'O CPCACTBA UJIN 00 OTKa3e B UX IIPOBCACHUH,

3) yBeAOMJISIET B RJIEKTPOHHON MJIM MUCbMEHHOMN (hopMe 3asiBUTEINIS O MIPUHITOM PEIIEHUN U B
cllyyae TPHUHATUS pelieHuss o0 OTKa3e B IMPOBEJCHHM COOTBETCTBYIONIEH OSKCIEPTU3bI C
yKa3aHHeM IIPUYMH Takoro otkasa. (B pen. denepanpHoro 3akoHa otT 22.12.2014 N 429-93 (pen.
ot 13.07.2015))

4.1. B cinyyae BBISIBIICHUSI HEAOCTOBEPHOCTH CBEACHUMW, COJIEPKAIIUXCA B MPEACTABICHHBIX
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3asBUTENIEM MaTepHuajax, YHNOJHOMOYEHHbIH QelepanbHblii OpraH MCHOJHUTEIbHON BIIACTH
HaNpaBJsIeT 3asSBUTEIO 3alpOoC 00 YTOYHEHMM YKa3aHHBIX CBeIeHHH. J[aHHBINA 3ampoc MOXKeET
OBbITh Ilepe/iaH YIOJIHOMOYEHHOMY IPEJCTaBUTEINIO 3asBUTENS JIMYHO MO/ PAaCcIMCKY, HalpaBiieH
110 IMOYTC 3aKa3HbIM ITMCbMOM HJIM ICPECAAaH B BHGKTpOHHOﬁ (bopMe 110 TCJICKOMMYHHUKAITHOHHBIM
KaHajaM CBs3M. B ciydyae HampaBieHHMs DAHHOIO 3ampoca IO I04YTe 3aKa3HbIM IIMCbMOM OH
CUHUTACTCA MOJYUCHHBIM IO UCTCUYCHUU HICCTH IlHeﬁ C JaThl HAITPABJICHHA 3aKa3HOT'O ITMCbMaA. (B
pen. deaepanbHoro 3akoHa oT 25.11.2013 N 317-D3)

4.2. 3asBuTeNb 00s3aH NPEACTAaBUTH OTBET HA 3aMpPOC YIOJIHOMOYEHHOTO (heAepaqbHOro OpraHa
UCIIOJHUTEJIBHOM BJIACTH B CPOK, HE MPEBBILIAIONMUI JEeBIHOCTa pPabOUYMX JAHEH co JHS
nojy4yeHus: JaHHoro 3ampoca. Cpok, YyKazaHHBIM B 4YacTu 4 HAcTOAlIEH CTaTbhH,
[IPUOCTAaHABIMBACTCA CO JIHA HANpaBICHUS  3asABUTEIIO  3allpoca  YIOJHOMOYEHHOIO
(denepanbHOro opraHa WCIOTHUTEIBHOW BIIACTH JO JHS TMONYYCHHS MM OTBETa HA JaHHBIN
3aIpOC U HE YUUTHIBAECTCA IIPU MCUUCIIEHUH CPOKa IMPUHATHUS PELLEHUS O BHECEHUU U3MEHEHUN B
AOKYMCHTBI, CoJCpKamunecd B PEruCTpaiioOHHOM JOChE Ha BapeFI/ICTpI/IPOBaHHBIfI

JIeKapCTBEHHbIN npenapaT A8 MEAULMHCKOro npuMeHeHus. (B pel. deaepanbHOro 3akoHa OT
25.11.2013 N 317-93)

5. OcHOBaHMEM U1l OTKa3a B MPOBEACHUU YKA3aHHBIX B YAaCTH 2 HACTOSAIIEH CTaThbU DKCIIEPTH3
SBJIICTCSl TPEACTABICHUE TOKYMEHTOB, MEPEUMCICHHBIX B YacTsaX | u 3 Hacrosiel craThu, B
HETIOJTHOM 00BbeMe, HEMPEICTABIICHHE 3asIBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKA3aHHBIN
B uyactu 4.1 Hacrosmed CTaTbd 3ampoc  YIOJIHOMOYEHHOTO (elepalbHOrO OpraHa
WCIIOJTHUTEJILHON BJIACTH, @ TaKXE€ OTCYTCTBUE B IPEJCTABICHHBIX JIOKYMEHTaX JIOCTATOYHBIX
CBEJICHMI, MOJATBEPXKIAIONIMX HEOOXOJUMOCTh BHECEHUS HM3MEHEHHWH, WM OTCYTCTBHUE
nH(pOpMaLIHH, TOATBEPKAAONMEH (AKT yIiaTel rOCYAapCTBEHHBIX MMOINUIMH, YKA3aHHBIX B 9aCTH
3 Hacrosmel crateu. (B pen. @enepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

6. VYka3zanHple B YacTu 2 HACTOSAIIEN CTaTbU OKCIICPTU3BI IMPOBOIAATCA B IMOPAIKE,
YCTAHOBJICHHOM craTheit 23 HaCTOAIICTO qDeI[epaJ'IBHOFO 3aKOHa.

7. B cpok, HE IPEBBIIAIOIINKA ASCATH pabOYUX JHEH CO JHS MOTYYSHUS 3aKJIIOUCHU KOMUCCUN
JKCIIEPTOB 110 pe3ylbTaTaM YKa3aHHbBIX B YacTW 2 HACTOSIIEW CTAaTbU DKCIEPTH3,
YIOJHOMOYEHHBIN (eiepabHbIi OpraH NCIOJHUTENBbHON BiiacTu: (B pen. denepanbHoro 3akoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1) npuHMMaeT peleHWe O BHECEHMM W3MEHEHMH B JOKYMEHTHI, COJEpKalluecs: B
PErUCTPallMOHHOM  JI0Cb€ HAa  3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Ipernapar Uil
MEIULUHCKOTO MPUMEHEHHUs, U 00 0TKa3e BO BHECEHUU TAKUX MU3MEHEHHIA;

2) BHOCUT B TOCYJapCTBEHHBII peecTp JEKapCTBEHHBIX CPEJICTB HAa OCHOBAaHUU PELICHUS O
BHECECHMM W3MEHEHHMHM B JOKYMEHTBI, COJIEpXKAIIUECs B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBINA  JICKAPCTBEHHBIM  Mpernapar I MEJUIMHCKOIO  NPUMEHEHHS,
He00XO0IMMbIE U3MEHEHHUS U BO3BPAILAET UX 3asBUTEIIIO.

3) BbIZAeT 3asBUTENII0 HOBOE PETHCTPAI[MOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOI'O IMpenapara B

cllyuae W3MEHEHHs CBEICHMH, cojepxamuxcsi B HeM. (B pen. deaepanbHOr0 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

8. OcHoBaHMeM [UIsl OTKa3a BO BHECEHMM WM3MEHEHMH B JIOKYMEHTBI, COJeprKalluecs B
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PETUCTPAllMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  mpemapar  Juis
MEIUIIMHCKOTO MPUMEHEHUS, SIBISICTCS 3aKJIFOUEHUE YIOJTHOMOYECHHOTO (eepalibHOrO OpraHa
HCIIOJIHUTEJILHOM BJIACTU O BO3MOXXHOCTH CHMIKEHUSI O€30MaCHOCTH, KauecTBa, 3(h(PeKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA B ClIy4ae BHECEHUS TAKUX U3MEHEHUIA.

9. Jlonyckaercss oOpallileHue JEeKapCTBEHHBIX MPENapaToB Uil MEIULMHCKOIO NMPUMEHEHHs 10
HCTEYEHUsI CPOKa INOJHOCTH, IPOU3BEIACHHBIX B TCUCHHE CTAa BOCBMUIECATU AHEU IIOCIE NAThbI
IPUHATUS YIIOJIHOMOYEHHBIM (ellepaibHbIM OpPraHOM HCIOJHUTEIBHOW BJIACTH PELICHUS O
BHECECHUM W3MEHEHUM B JOKYMEHTBI, COIEp)KallUMecs B PETUCTPAMOHHOM JIOChE, B
COOTBETCTBUM C HMH(pOpMaluen, coaepkalleicss B JOKYMEHTaX PErMCTPallMOHHOIO JIOChE Ha
JIEKapCTBEHHBIN Ipenapar /10 AAThl IPUHATUS Takoro peweHus. (B pea. denepanbHOro 3aKoHa
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

B nopaoke, ycmanoenennom cmamueit 30 oeprcamenu uiu 61a0e1vubl pecucmpayuoHHbIX
Yyoocmogepenuil 1eKapCcmeeHHbIX NPenapamos Mo2ym nooams 3a16/,1€Hus 00 onpedeneHuu
63AUMO3AMEHAEMOCHU T1eKAPCMEEHHBIX NPENAPAm o8 011 MeOUYUHCKO20 RPUMEHEHUA 00
31.12.2016 (nyuxm 2 cmamou 3 ®eoepanvrozo 3akona om 22.12.2014 N 429-d3 (peo. om
13.07.2015))

Crartbs 31. BHeceHre U3MEHEHUI B JOKYMEHTBI, COAepKALUECs B
PErucTpPalMOHHOM JI0Che HA 3apPerucTPUPOBAHHBIN JIEKAPCTBEHHbIH
npenapar AJid BeTepPHHAPHOI0 NIPUMEHEeHUs

1. B nensix BHECEHHUSI U3BMEHEHUH B JOKYMEHTBI, COJICPKAIINECS B PETUCTPAIIMOHHOM JI0ChE Ha
3apEeTrUCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar A BETEPUHAPHOTO0 MPUMEHEHUs, JIepKaTellb
WM  BIAJEIEL PETUCTPALMOHHOTO  YJIOCTOBEPEHMUS JIEKAPCTBEHHOIO Ipernapara Wi
YIIOJTHOMOYEHHOE UM JIpYroe IpUIMYecKoe JIUIO (Jajee B HACTOAIIEH CTaThe - 3asBUTEINb)
MPEACTABISIET B YIOJIHOMOYCHHBINA (peepaibHbIii OpraH HUCIOJHUTEILHON BIACTH 3asBJIICHHE O
BHECEHUHU TaKUX M3MEHEHHH 1Mo ¢GopMe, YCTAHOBICHHOH YHNOTHOMOYEHHBIM (eaeparbHbIM
OpPraHOM WCIOJHUTEJBHOW BIIACTH, W TMpUJIaraéMble K HEMY HW3MEHEHHUS B YKAa3aHHbIC
JOKYMEHTBI, a Takke JOKYMEHTHI, MOJTBEpKIAIoNIie HEOOXOIUMOCTh BHECEHHUS TaKHX
m3meHeHui. [lpu HEoOXOIMMOCTHM BHECEHHsS H3MEHEHHH B JOKYMEHTBI, COJEpKaluecs B
PErUCTPAallMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  MpenapaTr Ui
BETEPUHAPHOTO MPUMEHEHUS, B CIy4asX U3MEHEHUs W (W) JOMOIHEHHUS MPOU3BOJICTBEHHON
IJIOIIAJKN  JIEKAPCTBEHHOIO CpPEACTBA, a TaKKe HW3MEHEHUs1 TOoKaszareleld KauyecTBa
JIEKApCTBEHHOT'O TIperapara Jyisi BETEPUHAPHOTO TPUMEHEHUs W (WJIM) METOJIOB KOHTPOJIS
KauecTBa JIGKQPCTBEHHOrO Mpemapara JUuisi BETEPUHAPHOIO TMPUMEHEHHS]  3asiBUTEIb
JOTIOJTHUTEIFHO TIPEACTABIISIET B YIOJTHOMOYEHHBIN (enepanpbHbIii OpraH HCIOTHUTEIHHOU
BJIACTH ClIeAyIOIIne TOKyMeHTsI: (B pea. denepanbroro 3akona ot 04.06.2018 N 140-D3)

1) xomms NWIEH3UM HA TPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB, BBIJAHHON IMPOU3BOIUTEIIO
JIEKapCTBEHHOTO  Iperapara Juld  BETEepUHAPHOTO  NPUMEHEHHUs, Uil  POCCUHCKHUX
npousBoauTeneit; (B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

2) KOmus JIMLEH3UM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB, BBIJAHHOW MPOU3BOJUTEIIO
¢dapMarieBTHUECKOH CyOCTaHIIMM, BXOJAIIEH B COCTaB JIEKApCTBEHHOIO IIpernapara Jyis
BETEPUHAPHOTO MPUMEHEHHUS, ISl POCCUNUCKUX NpousBoauTeneii; (B pen. denepasbHoro 3akoHa
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ot 04.06.2018 N 140-®3)

3) KoOmusl JOKYMEHTA, BBIIAHHOTO YIIOJIHOMOYECHHBIM OPTaHOM CTPaHbl MPOM3BOIMTEINIS IS
KaXKI0H MPOM3BOACTBEHHON IUIOMIAJKK JIEKAPCTBEHHOrO Iperapara s BETEPUHAPHOIO
NPUMEHEHHS ¥ MTOATBEPIKIAIOIEr0 COOTBETCTBHE IPOU3BOIUTENS JIEKAPCTBCHHOTO IIperapara
TpeOOBaHMAM IPABHII HaUIeXKalIeHd IPOU3BOACTBEHHON MIPAKTUKH, U €ro IEPEBOJ Ha PYCCKHI
SI3BIK, 3aBEPEHHBIC B YCTAHOBJIEHHOM IIODPSIKE, a TaKXKe KOIMS 3aKJIFOUCHHS O COOTBETCTBUH
IPOM3BOAUTEIS JIEKAPCTBEHHBIX CpPEICTB TpeOOBaHMAM HPaBUII HaJyIekKaIen
NPOM3BOACTBCHHOW MPAKTHKHM, BBIJAHHOTO YIOJHOMOYEHHBIM  (DefepajbHbIM  OpPraHOM
UCIIOJIHUTEILHOM  BIACTH IS KaXKIOH IPOM3BOACTBEHHOM ILIOMIAAKHM JIEKAPCTBEHHOI'O
npernapara Ui BETEPUHAPHOTO IMPUMCHEHHs, JMOO KOMUs PEHICHUS O MPOBEICHUU
UHCIIEKTUPOBAHKS IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB, IPHHATOrO YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTEIBHONW BJIACTH IS KaXKIOW MPOM3BOACTBCHHOM ILTOMIAIKU
JICKapCTBEHHOTO TMperapara Uil BETEPUHAPHOTO TMPUMEHCHHSA. YKa3aHHbIC JOKYMEHTHI
NPEICTABISAIOTCS B CIIydae, €ClId IPOU3BOJICTBO JIEKAPCTBEHHOTO IIpenapara jisi BETEPUHAPHOTO
NpUMEHEHHs OCYIIECTBISETCS 3a mpeneaamu Poccuiickoit @enepaun; (B pen. demepanbHoro
3akoHa 0T 04.06.2018 N 140-D3)

4) KomMsi JOKYMEHTA, BBIJAHHOTO YIOJIHOMOYEHHBIM OPraHOM CTPaHbl TPOU3BOAUTEIIS
(dapmalneBTUUECKOl CyOCTaHIMM U MOATBEPXKAAIOIIETO0 COOTBETCTBHUE  MPOU3BOIUTENS
(dapmaneBTHUECKON CyOCTaHIIMM, BXOMSIIEH B COCTaB JICKAPCTBEHHOIO TIperapara s
BETEPUHAPHOTO IPUMEHEHUS, TPEOOBaHMSIM TPABWIT HAJIJISKAIIECH TPOM3BOJCTBEHHON ITPAKTHUKH,
U €ro NepeBoJi Ha PYCCKHUH S3bIK, 3aBEPECHHbIC B YCTAHOBJIEHHOM TOpSJKE, B Cilydae, €CJIHu
MIPOU3BOJICTBO (papMaleBTUUYECKONW CyOCTaHIIMM OCYIIECTBIsIeTcs 3a mpeaenamu Poccuiickoit
Ddenepanun. (B pea. Denepanbuoro 3akona ot 04.06.2018 N 140-D3)

1.1. B cnyyae u3meHeHus U (WJIK) JOMOJHEHUs POU3BOJCTBEHHON IJIOLIA/IKU JIEKAPCTBEHHOTO
CpeICTBa JOKYMEHTHI, YKa3aHHbIC B 4acTH | HAcTOALIEH CTaTbU, MPEACTABISAIOTCS 3asSBUTEIEM B
OTHOILICHUU U3MEHSEeMOH U (WIM) AONOJIHIEMOM MPOU3BOACTBEHHON IUIOIAAKH JIEKaPCTBEHHOTO
cpencTsa. Perenre o BHECEHMM M3MEHEHUHN B JOKYMEHTBI, COJIEPIKAILUECS B PETUCTPALIMOHHOM
JI0OCbE€ Ha 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIM INpenapar Jjis BETEPUHAPHOTO NPUMEHEHMS,
i 00 0TKa3e B X BHECEHUU IPUHUMAETCS B CIydae HEOOXOJUMOCTH MTPOBEACHUS IKCIEPTU3BI
JIEKapCTBEHHOT'O CPEZCTBA B CPOK, HE NMPEBBILIAIONINI AEBSIHOCTAa pabounX JIHEH, a B OCTaJIbHBIX
cllyd4asX B CpOK, HE TMpEeBbILAIOIMNA Tpuanaty pabouux JAHEW Cco JHS TPUHATUSA
YIIOJIHOMOYEHHBIM (e/iepabHbIM OPraHOM HCIIOJHUTENBHON BJIACTH 3asfBJICHHUS O BHECCHHHU
Takux u3MeHeHuil. (B pexn. @enepanpHoro 3akona ot 04.06.2018 N 140-D3)

1.2. B cinyuae peopraHu3alnuu JepKaTels WM BIaJelIblla PETUCTPALMIOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO ~ TpenapaTta Ui  BETEPUHAPHOTO  NPUMEHEHUs, pa3padoTyuka  WIH
MIPOU3BOJUTEINS JIEKAPCTBEHHOTO Ipenapara Jjis BETEPUHAPHOTO NPUMEHEHHUs B 3asBICHUHM O
BHECECHMM W3MEHEHHMH B JOKYMEHTBI, COJIEpXKAIIUECs B PETUCTPALMOHHOM JOChE Ha
3apETUCTPUPOBAHHBIA  JIEKAPCTBEHHBIM  MpernapaT Uil  BETEPUHAPHOTO  NPUMEHEHHS,
YKa3bIBaKOTCS JaHHbIE JOKYMEHTA, [IOATBEPKAAIOLIEr0 BHECEHUE COOTBETCTBYIOIUX U3MEHEHUM
B EnuHbli  rocygapcTBEHHBIM  peecTp  IOpUAMYECKHMX  JHIl (ISl  OpraHM3alMid,
3apeTUCTPUPOBAHHBIX Ha Tepputopun Poccuiickoit @enepanuu), WIM HHOTO JIOKYMEHTA,
MOJTBEPKJAIOUIETO  PEOPraHMU3alMI0  IOPUIUYECKOro Jjuuna (uid  OpraHu3auuii, He
3apeTrUCTPUPOBAHHBIX Ha Tepputopuu Poccuiickoir ®Penepauuu). 3asBlIeHHE O BHECEHUH
W3MEHEHUN B JOKYMEHTBI, COJIEP KAIIHNECS B PETUCTPALMOHHOM JOChE HA 3apETUCTPUPOBAHHBIN
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JIEKApCTBEHHBIA Ipenapar Juisi BETEPUHAPHOIO IPUMEHEHHUs, W NpHIaraéMple K HEMY
JTOKYMEHTBHI TIPE/ICTABIAIOTCA B YINOJHOMOUYEHHBIH (eaepatbHbIi OpraH HCHIOJHUTEIBHOM
BJIACTH HE TO3/IHEE YeM 4Yepe3 TPUILaTh padoyux IHEH cO THS BHECEHHS] COOTBETCTBYIOIIMX
u3MeHeHU B EAMHBIA TOCyJapCTBEHHBIM peecTp MOPUAMYECKMX JML (A8 OpraHu3aluii,
3aperucTpUpoOBaHHBIX Ha TeppuTopuu Poccuiickoil ®denepauuu) WM €O JOHA HPUHITUS
COOTBETCTBYIOILIETO JTOKYMEHTA, [TOATBEPKIAOLIET0 PEOPraHU3aALUI0 FOPUINYECKOTOo JuLa (s
OpraHu3alyii, He 3aperHCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoit deneparuu). B cioyuae
peopranu3aly JAepkareis WIK BIIaJIeNblia pErUCTPALlMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
rpenapara Jjs BETEpUHAPHOTO IPUMEHEHUs 3asBJICHUE O BHECEHUU M3MEHEHUH B JIOKYMEHTHI,
CoJIeprKallMecs B PETUCTPAllMOHHOM JIOChE€ Ha 3apErnCTPUPOBAHHBIN JIEKApCTBEHHBIN IpenapaT
JUIsL BETEPUHAPHOIO NPUMEHEHUs, MOJAETCA IOPUAUYECKUM JIMIIOM, KOTOPOMY B XOJe€
peopranu3alyy nepejaHo IpaBo BIAJEHUS TAKUM PETHCTPALlMOHHBIM yIOCTOBEPEHUEM. (B pea.
depnepanbHoro 3akona ot 02.08.2019 N 297-D3)

2. B cayuyae BHeceHUs U3MEHEHHUH B JJOKYMEHTBI, COJICPKAIINECS B PETUCTPALIMOHHOM JIOChE HA
3apEeTUCTPUPOBAHHBIA  JICKAPCTBEHHBIM TIpemapar Uil BETEPHUHAPHOTO IPUMEHCHHUS, B
OTHOIIIEHWU CBEICHMM, yKa3aHHbIX B moamyHkrax 'e", "x", "k", "a", "u", "c¢", "x" mynkra 7
gactu 3 cratbu 17 Hacrosmiero denepaabHOrO 3aKOHA, M3MEHEHUS W (WJIM) JOTIOJHEHUS
MIPOU3BOJICTBEHHON IUIOIIAJKK JICKAPCTBEHHOTO CPEICTBAa, a TakKKe B Cllydae H3MEHEHUs
MOKa3aTeliel KayecTBa JIEKAPCTBEHHOI'O TMperapara Juisi BETEPUHAPHOTO MPUMEHEHUS W (HJIN)
METOZOB KOHTPOJISI KadyecTBa JIEKAPCTBEHHOTO IMpernapaTta il BETEPUHAPHOTO MPUMEHEHUS
MIPOBOAMTCS IKCIIEPTU3A JIEKAPCTBEHHOTO CPE/ICTBA JJIsi BETEPUHAPHOTO MpuMeHeHus. B ciydae
HE0OXOIMMOCTH BHECEHHUSI MHBIX U3MECHEHUH B JJOKYMEHTBI, COJICPIKAIITUECS B PETUCTPAITMOHHOM
JI0OChE Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpemnapar s BETEPUHAPHOTO NMPUMEHCHHS,
JKCIEepPTH3a JEKAPCTBEHHOTO CPEACTBA ISl BETEPUHAPHOTO IPUMEHEHHUS HE TIPOBOIUTCS. (B pejl.
OenepanbHbiX 3akoHOB oT 22.10.2014 N 313-@3, ot 22.12.2014 N 429-®3 (pen. or

13.07.2015))

3. C 3asBNEeHUEM O BHECEHHWU M3MEHEHUH B JJOKYMEHTBI, COJEp KaIlIMECs B PErUCTPALMOHHOM
JI0OCbE€ Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIM INpenapar I BETEPUHAPHOTO NPUMEHEHMS,
Hapsily ¢ JOKyMEHTaMH, YKa3aHHbIMHM B 4acTH | HacTosliei CTaTby, 3asiBUTENb MPEACTABISAET
KOIIMU JOKYMEHTOB, MOATBEP)KIAIOIIUX YIUIATy TOCYAAPCTBEHHOH IOLUIMHBI 3a BHECEHHE B
JOKYMEHTBI, COfepXalllhiecs B  PErUCTPAllMOHHOM  JIOCh€ Ha  3aperucTPUPOBAHHBIN
JICKapCTBEHHBIN Mpenapar JUisi BETEpPUHAPHOIO TNPUMEHEHHUs, W3MEHEHHH, TpeOyromux
MIPOBEJICHUSI AKCHEPTU3bl JIEKAPCTBEHHOTO CpEACTBAa, WM M3MEHEHHWil, He TpeOyrommx
MIPOBE/ICHUS] HKCHEPTU3bl JIEKAPCTBEHHOTO CpeAcTBa. B ciiyuae HEOOXOAMMOCTH H3MEHEHHMS
CBEICHUI, COIEPXKALUXCS B PETUCTPALIMOHHOM yJIOCTOBEPEHMH JIEKAPCTBEHHOIO MpernapaTa Jjis
BETEPUHAPHOIO IPUMEHEHMsI, C 3asABICHUEM, YKa3aHHbBIM B 4YacTM | HAacTOsIIEH CTaTbH,
3asiBUTENIb JIOTIOJHUTEIBHO TPEACTABISET KONHUIO JOKYMEHTAa, MOJATBEP)KIAIOIIEro YIIaTy
roCy/lapCTBEHHON MOLUIMHBI 32 BbIJA4y PETHMCTPALlMOHHOIO YJOCTOBEPEHMS JIEKAPCTBEHHOIO
npenapaTa. 3asBUTENb MO COOCTBEHHOW WMHMIIMATUBE BIIpaBE NPEACTaBUTH JOKYMEHTHI 00
yIjaTte rocyJapCTBEHHBIX IMONIUIMH. B ciydae HempencTaBlieHUs 3asBUTENEM JIOKYMEHTOB 00
yIulaTe rocyAapCTBEHHBIX IMOIUIMH YIOJHOMOYEHHBIN (erepanbHblii OpraH HCHOIHUTEIbHOM
BJIACTU MpoBepseT (akT yIjaThl 3asBUTENIEM TOCYJApCTBEHHBIX IMOLUIMH IOCPEICTBOM
UCIOJIb30BaHUsA HH(OpManMu 00 yIjaTe TOCYJapCTBEHHBIX IIOLUIMH, COJAEpXKalleiicss B
I'ocynapcTBeHHOM MH(OPMAIIMOHHOM CHCTEME O TOCYJapCTBEHHBIX W MYHUIUMAIBHBIX
IiaTe’kax, Ha OCHOBAaHUM IPE/ICTABICHHBIX 3asBUTETIEM KOMUI JOKYMEHTOB, IOJITBEPKIAOLIIX
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yIUTaTy TOCYJapCTBEHHBIX NONLIHH. (B pea. denepanbHbix 3akoHOB 0T 22.10.2014 N 313-P3, oT
02.08.2019 N 297-®3)

4. B cpok, HE IPEBBIMAIOIINA I€CATH pab0oUnuX JHEH CO THS MOCTYIUICHHUS YKa3aHHOTO B 4acTH |
HACTOSIIEH CTaThH 3asBICHUS U HEOOXOAMMBIX JOKYMEHTOB, YIOJHOMOYCHHBIN (hemepanbHbIii
OpraH UCIOJIHUTEIbHOMN BIACTH:

1) mnpoBOIUT TMPOBEPKY TMOJHOTHI M JOCTOBEPHOCTH CBEICHUH, CcoJIep)Kaluxcs B
MIPe/ICTAaBICHHBIX 3asBUTENIEM JTOKYMEHTAX;

2) INPpUHUMACT PEIICHUE O IIPOBCACHHUHU OKCICPTU3BI JICKAPCTBEHHOI'O CpEACTBa JJIA
BCTCPUHAPHOI'O MPUMEHECHUSA NI 00 oTKa3e B ee IIPOBCACHHUH,

3) yBenoMJIsieT B TUCHbMEHHOM (pOpMeE 3asiBUTENS O IPUHATOM PEIICHUH WU B CIy4ae MPUHATUS
pemieHust 006 0TKa3e B NMPOBEJEHUN HKCIEPTHU3bI JIEKAPCTBEHHOTO CPEJACTBA Ul BETEPUHAPHOTO
IIPUMEHEHHUS C YKa3aHUEM IIPUYMH TaKOr0 OTKa3a.

4.1. B cnyyae BBISBICHHS HEAOCTOBEPHOCTH M (MJIM) HEIOCTATOYHOCTH CBEACHMIA,
COJZIEP KALINXCST B MPECTABICHHBIX 3asBUTENEM JOKYMEHTAaX, YIIOJIHOMOYECHHBIN (herepabHbIN
OpraH HUCHOJHUTENIbHON BIACTH HaMpaBlIIeT 3asBUTEIIO 3ampoC 00 YTOYHEHHH YKa3aHHBIX
CBEeIEHU. 3ampoc MOXKET OBITh MepelaH yIMOJHOMOYEHHOMY IPEICTaBUTENIO 3asBUTEINS T0J]
pacmucKy, HampapleH MO MOYTe 3aKa3HbIM MHCHMOM WIIM TepefaH B AJIEKTPOHHOU ¢dopMme Mo
TEJIEKOMMYHUKALIMOHHBIM KaHajlaM CBs3U. B ciydyae HampaBieHus 3ampoca 00 yTOYHEHHUHU
yKa3aHHBIX CBEICHH IO MOYTE 3aKa3HBIM MHCbMOM OH CUMUTAETCS MOJIYYCHHBIM MO MCTEUYCHUU

miecTd JHEM ¢ JaThl HalpaBieHUs 3aKa3HOro mnucbMa. (B pea. denepanbHOro 3aKOHa OT
04.06.2018 N 140-D3)

4.2. 3asBUTENb 00s13aH NPEACTAaBUTH OTBET HA 3alpoC YIOJIHOMOYEHHOTO (heiepalbHOrO OopraHa
WCIIOJIHUTEJIBHOM BIJIACTH B CPOK, HE INPEBBIIIAIOMIMNA JAEBSIHOCTA padouyux JHEH co JHsA
IOJIydeHus1 JaHHOro 3ampoca. Cpoku, ykazaHHele B 4acTu 1.1 Hacrosimenl cCTaTby,
IIPUOCTAaHABIMBAKOTCA CO JHS HANpaBICHWsS 3asABUTENI0  3alpoca  YIMOJHOMOYEHHOIO
(benepanbHOro OpraHa UCHOJIHUTENBHOM BIACTH JI0 IHS MOJy4eHUs OTBETa Ha JJaHHBIN 3ampoc u
HE YYMTBIBAKOTCS IIPU HCYUCICHWM CpPOKAa NPHUHATHS DPEIICHHUS O BHECEHUM W3MEHEHUN B
JOKYMEHTBI,  COJIEpXKallMecs B  PErMCTPAllMOHHOM  JIOCb€ Ha  3apETUCTPUPOBAHHBIN

JIEKapCTBEHHBIN MpernapaT JUisl BeTepuHApHOro npuMeHeHus. (B pea. deaepaibHOTO 3aKOHA OT
04.06.2018 N 140-93)

5. OcHoBaHWeM [UIsl OTKa3a B IPOBEICHHUU ODKCIEPTH3bl JIEKAPCTBEHHOIO CPEACTBA JUIA
BETEPUHAPHOTO IPUMEHEHHUS SBJISIETCS NPEJCTaBICHUE TOKYMEHTOB, YKa3aHHbIX B yacTAX | u 3
HACTOAIIEH CTaTbH, B HEMOJHOM OOBEME WJIM OTCYTCTBHE B IPEJCTaBICHHBIX JOKYMEHTAaX
JOCTaTOYHBIX CBEACHUH, MOATBEPXKIAIOIINX HEOOXOIUMOCTh BHECEHUS HW3MEHEHHH, 100
HETIPECTaBICHUE 3asBUTEJIEM B YCTAHOBJIEHHBIM CPOK OTBETa HAa YKa3aHHbIM B yactu 4.1
HACTOSIIEH CTAaThH 3alpoC YMOJIHOMOYEHHOTO (eIepabHOr0 OpraHa MCIOJHUTEIbHON BIIACTH.
(B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcrepTr3a JEKapCTBEHHOTO CPEJCTBA Il BETEPUHAPHOTO NMPUMEHEHHUSI B IIEJISIX BHECCHUS
W3MEHEHUN B JOKYMEHTBI, COJIEp KAIINeCs] B PETUCTPAIlMOHHOM JOChE Ha 3apeTrUCTPUPOBAHHBIN
HeKapCTBeHHBIfI npenapaT JJISL BeTepI/IHapHOFO HpI/IMeHeHI/Ifl, OC}’HIGCTBJ'ISICTCS[ B nopsun(e,
YCTaHOBJICHHOM cTaTbeil 24 HacTosmero deaepaibHOro 3aKoHa.

6.1. B cpok, HEe MpEeBBHINAIOMUNA ECATH pabounx IHEH CO JHS TIONYYCHHS 3aKITFOYCHUS
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KOMHCCHM 3KCIEPTOB 0 PE3yJIbTaTaM YKAa3aHHOM B YacTH 2 HACTOSIIEH CTaTbU 3KCIEPTU3BI,
YIIOJTHOMOYCHHBIN ()eepalbHBIl OpraH HCIONHUTEIBHOW BiacTu: (B pen. dDemepaibHbIX
3akoHOB OT 22.10.2014 N 313-@3, ot 02.08.2019 N 297-D3)

1) nDpuHMMaeT peleHWE O BHECEHUM M3MEHEHMM B JIOKYMEHTBI, COJAEp)Kaluecs B
PETHCTPAlHOHHOM  JIOCh€ Ha  3aperuCTPUPOBAHHBIN  JIGKAPCTBEHHBIM  Mpemapar  yis
BETCPUHAPHOTO TPHMEHEHHs, WM 00 OTKa3e BO BHECEHHUM TaKUX HU3MEHEHUH; (B per.
denepanbHoro 3akona ot 22.10.2014 N 313-D3)

2) BHOCUT B TOCYJApCTBEHHBII peecTp JEKapCTBEHHBIX CPEACTB HAa OCHOBAHUU DEILIECHUS O
BHECCHMM W3MEHEHMA B JOKYMEHTBI, COJEpXAIIUECs B PETUCTPAIMOHHOM JOChE Ha
3aperuCTPUPOBAHHBI  JICKAPCTBEHHBIM  Mpemapar Uil  BETEpPUHApPHOIO  MPUMEHEHHS,

HE0OXOMMbIC U3MEHCHHS W BO3BpAIlaCT 3TH JOKYMEHTHI 3asBUTENO. (B pen. DemepaibHOro
3akoHa oT 22.10.2014 N 313-®3)

3) BbLAAET 3asBUTEII0 HOBOE PErMCTPALMOHHOE yI0CTOBEPEHHE JIEKAPCTBEHHOTO IpenapaTa AJis
BETEPUHAPHOTO NPUMEHEHUS B Cllydyae HeoOX0IMMOCTH U3MEHEHHs CBEJICHUI, COAepKAIINUXCS B
HEM, C COXpaHEHMEM HOMEpa paHee BBIJIAaHHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpemnapara Jyuisi BeTepUHapHOro npuMeHeHus. (B pea. deaepanbHOro 3aKkoHa OT
02.08.2019 N 297-®3)

6.2. B ciyuae BHECCHHS M3MEHEHHH B JJOKYMCHTBI, COJICPIKAIIUECS B PETHCTPAIIMOHHOM JI0CHE
Ha 3apervMCTPUPOBAHHBIN JICKAPCTBEHHBIM Mpernapar Jjisi BETEPHHAPHOTO MPUMEHEHHUS, B YacTH,
KaCﬁIOIlIeI;'ICﬂ U3MCHCHUSA U (I/IJII/I) JOIIOJIHEHUA HpOH?:BOIICTBeHHOfI miomaaky JEKapCTBEHHOI'O
npernapara, pu MpeICTaBICHUH 3asSBUTEIEM B COOTBETCTBUH C IMYHKTOM 3 YacTu | HacTosIe#
CTaThbU KOIUHU PEHICHHS YIOJHOMOUYEHHOTO (heaepalbHOr0 OpraHa HCIOJHHTEIbHON BIACTH O
MIPOBEJICHUU WHCIICKTUPOBAHUS TPOM3BOJUTENS JICKAPCTBECHHBIX CPEICTB CPOK, YKa3aHHBIA B
gactd 6.1 HaCTOfIHICfI CTaTbu, NPUOCTAHABIIMBACTCA CO JHA IMOJIYYCHHA 3aKIFOUYCHUSA KOMUCCUU
OKCHEPTOB JO JHS TMPHUHSITUS YIOJHOMOYEHHBIM (eepaibHbIM OPraHOM HCIOJTHHUTEIBHOM
BJIaCTH PpCHICHUA O BbLAAYC HIIN 00 oOTKaze B BbIJa4dy€ 3aKJIFOYCHUA O COOTBCTCTBUU
MPOU3BOJUTENSI  JICKAPCTBEHHBIX  CPEICTB  TpPeOOBaHWSAM  TpPaBWI  HaJJIeKallen
MIPOM3BOJICTBEHHON MPAKTHKH, HO HE 0Ojiee YeM Ha CTO BOCEMBJECAT pabouux AHEH. (B pejl.
denepanbHoro 3akona ot 04.06.2018 N 140-D3)

7. OcHoBaHMeM [Js OTKa3a BO BHECEHHMM HM3MEHEHUHl B JOKYMEHTBI, COJEpiKalluecs B
PErUCTPallMOHHOM  JI0Cb€ HAa  3aperMCTPUPOBAHHBIM  JIEKAPCTBEHHBIM  Ipenapar Uil
BETEPUHAPHOTO TMPUMEHEHHUS, B Cllydasx, HE TpeOYIOIIMX MPOBEIEHUS HKCIEPTU3BI
JIEKapCTBEHHOI'O CPEACTBA, SBJISIETCS IPEICTaBICHUE JTOKYMEHTOB, YKa3aHHbIX B HacTsax 1 u 3
HACTOAIIEH CTaTbH, B HEMOJHOM OOBEME WJIM OTCYTCTBHE B IpPEJCTaBICHHBIX JOKYMEHTaX
CBEJIEHUH, KOTOpBIE JOJHKHBI ObITh B HUX OTPAXKEHBI, JTUOO HEMpeACTaBICHUE 3asBUTEIIEM B
YCTAaHOBJIEHHBIM CpOK OTBETa Ha YyKa3aHHbIAW B 4YacTh 4.1 HacTosmel cTaThu 3ampoc
YIIOJIHOMOYEHHOTO (pe/lepalbHOr0 OpraHa HCHOJHHUTENbHOM BiacTH. (B pea. dexepanbHOro
3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHoBaHMEeM sl OTKa3a BO BHECEHUM HM3MEHEHUW B JOKYMEHTBI, COJIepXKalluecs B
PETUCTPAllMOHHOM  JIOCB€ Ha  3apEeTMCTPUPOBAHHBIN  JIEKApCTBEHHBIM  mpenapar  Juis
BETEPUHAPHOTO MPUMEHEHUS, B ClIydasix, TpeOYIOIUX MPOBEACHUS SKCIIEPTU3bI JIEKAPCTBEHHOTO
Cpe/ACTBa, ABISETCA 3aKIIOYEHHE YIOJIHOMOYEHHOrO (efiepallbHOr0 OpraHa HCHOJIHHUTEIbHOM
BJIACTH O BO3MOKHOCTH CHI)KEHHS 0€3011aCHOCTH, KauecTBa, F3(P(HEKTUBHOCTH JIEKAPCTBEHHOIO
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mpenapara  BCJIEACTBUE  BHECEHMS W3MEHEHMH B yKa3aHHbIE JOKYMEHTBI, OTKa3
YIIOJIHOMOYEHHOTO (peepabHOTO OpraHa HCIIOJHUTENBHONW BJIACTH B BbIJaye 3aKIIOUYEHUS O
COOTBETCTBUM IPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAHMUSM IMPaBWII HaJJiexalen
MPOU3BOJICTBEHHON MPAKTUKU B ClIydae U3MEHEHUs U (WJIM) JOMOJHEHHUS MPOU3BOJICTBEHHOU
IJIOIIAKHU JIEKAPCTBEHHOI'O Ipernapara, €Clid IMPOU3BOACTBO JIEKAPCTBEHHOIO Ipernapara aJis
BETEPUHAPHOTO NPUMEHEHUSI OCYLIECTBISIETCA 3a mpenenamMu Poccuiickor Penepauuu, WA
OTCYTCTBHE 3TOr0 3aKitoueHus. (B pen. PenepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

8. JlomyckaeTcst oOpallleHne JeKapCTBEHHBIX MPENapaToB JJIs BETEPUHAPHOTO NMPHUMEHEHUS /10
UCTEYEHUsI CPOKA T'OAHOCTH, IIPOM3BEIEHHBIX B TEYEHHE CTA BOCBMHUAECATU JHEU IIOCIE JaThl
NPUHATHS YIIOJIHOMOYEHHBIM (pe/lepalbHbBIM OpPraHOM HCIIOJHUTEIBHOW BIIACTH DPEUICHUS O
BHECEHUM MW3MEHCHMH B JIOKYMEHTBI, COJAEpXKallUecs B PETUCTPALIMOHHOM JOChE Ha
JICKApCTBEHHBII Ipernapar, B COOTBETCTBUU C MHGoOpManuei, coiepxaieiicss B JOKyMEHTaxX
PErUCTPAIIMOHHOIO JOChE Ha JEKapCTBEHHBIHN IpenapaT A0 JaThl HPUHATHS TAKOTO pelieHus. (B
pen. deaepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

Crarbs 32. OTMEHa rocy1apCTBEHHOM PerucTpanumn
JIEKAPCTBEHHOI0 Mpenapara

Pemenne 06 oTMEHE rOCYIapCTBEHHOM PETUCTPALMH JICKAPCTBEHHOTO Tperapara U NCKITFOYCHUH
JIEKapCTBEHHOTO Mpemapara U3 TOCYIapCTBEHHOIO peecTpa JIEKAPCTBEHHBIX CPENICTB
MIPUHUMAETCS YIIOJTHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HUCIIOJIHUTEIBHOMN BJIACTH B CIIydae:

1) mnpexacraBieHUsT  COOTBETCTBYIOIIUM  YIIOJHOMOYEHHBIM  (peiepajbHBIM  OpPraHoM
UCIIOJIHUTEIbHOW BJIACTH 3aKJIFOUCHHS O PUCKE WM 00 yrpo3e 370pOBbIO, )KU3HU YEJIOBEKa WU
’KMBOTHOTO MPH MPUMEHEHHH JICKAPCTBEHHOTO TpernapaTa, MPEeBhIIIANHUX ero 3pEKTUBHOCTD,
Mo pe3yibTaraM OCYIIECTBIIEMOr0 MM MOHHTOPHHTAa OC30MAacCHOCTH JIEKAPCTBEHHOTO
npernapara;

2) mojauM AepyKareieM WM BIAJAETbIIEM PErHMCTPALlMOHHOTO YJIOCTOBEPEHHs JEKapCTBEHHOTO
npenapaTa Wid YHIOJHOMOYEHHBIM UM JPYTUM IOPHAMYECKHUM JIMLIOM 3asiBI€HHUS 00 OTMEHe
rOCYJJapCTBEHHOI perucTpaluu JeKapcTBEHHOro npemnapara; (B pen. deaepaibHOro 3aKoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

3) HCIIOATBCPKACHUA FOCYI[B.pCTBGHHOfI peructpanu JICKApCTBCHHOI'O IIpfliapara IIo
HCTCUYCHUHU CPOKa JeHCTBUSA PEruCTpaiuOHHOTO YAOCTOBECPCHHSA, BBIJAHHOI'O HA IIATH JICT,

4) HempeICTaBICHUs 3asBUTENEM HWH(POpMaLUMU, KOTOpas MOXKET TMOBJIeYb 3a Co0oi
HE00XO0AMMOCTh BHECEHUSI U3MEHEHUH B JIOKYMEHTBI, COAECPKAILMECs B PETUCTPALIMOHHOM JI0Che
Ha 3aperucTpUpPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar, B TeUeHUE TPUILATH pabounx AHEH co THS
HACTYIUICHUA OTUX H3MCH€HHI71;

5) ocymiecTBIeHHS TOCYIapCTBEHHON PErHCTPaliy JIEKAPCTBEHHOTO Iperapara MoJ| TOPTOBBIM
HAaMEHOBaHMEM  3apEeTUCTPHUPOBAHHOTO paHee MOJ 3TUM TOProBHIM HAWMEHOBAaHUEM
JIEKApCTBEHHOTO TIpernapara, OTIHYAIOIIErOCsl KAYeCTBEHHBIM COCTaBOM JICHCTBYIOIINX BEIECTB;
(B pen. DenepanpHoro 3akona ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6) OCYILICCTBJICHUA FOcyHapCTBCHHOﬁ perucrtpanuu OJHOI0 MW TOro K<€ JICKApCTBECHHOI'O
npemnapara B OTHOIICHHWH OJHOI'O M TOI'O XK€ ACPKATCIIA WKW BJIAACIblla PETHCTPALlMOHHOIO
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YAOCTOBCPCHUSA JICKAPCTBCHHOT'O IIPCIIapaTa B BUJAC IBYX U boiee JICKApPCTBCHHEBIX IIPEIIapaToB

MO/ pa3JINYHBIMU TOPrOBBIMU HaUMEHOBaHUsIMU; (B pea. DenepanibHoro 3akoHa oT 04.06.2018 N
140-®3)

7) BbIHECEHHS CyJOM pelIeHHus O HapylIeHHMH TMpaB MpaBooOsagarenss OOBEKTOB
MHTEIUIEKTYaJIbHONH COOCTBEHHOCTH MPH 0OpaIlleHHH JEKapCTBEHHBIX CPEICTB.

8) oTcyTCcTBHSI JIEKApCTBEHHOTO TMperapaTta B oOpamieHud B Poccuiickoit denepanuu B TeUCHUE
Tpex u Oosee seT; (B pea. deaepanbroro 3akoHa o 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

9) HEBBINOJHEHUSI JIep)KATeJIeM WM BJIAJCNbIEM PETUCTPAIMOHHOTO  YIOCTOBEPCHUS
JIEKapCTBCHHOTO IMpernapara Ju0O YIOJIHOMOUYEHHBIM HMH JPYTUM IOPUIAHYECKAM JTUIIOM
MEpOTPUATHIA TI0 O0ecreYeHUI0 0e30IMacCHOCTH JICKAPCTBEHHBIX IpEnapaToB, YCTaHOBICHHBIX
YIIOJTHOMOYEHHBIM ()eZiepaibHbIM OPraHOM HCTIOJTHUTEILHOW BIACTH B COOTBETCTBHUH C YaCTSIMU
3 u 4 crarbu 64 wHacrosimero ®PexepanbHOrO 3aKOHAa, B paMKaxX OCYIICCTBICHHS
dbapmakoHaazopa; (B pen. @enepanbroro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

10) orka3a npepxaTeysi WU BIAJEblla PErUCTPALMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara JIM00 yIoJIHOMOYEHHOTO UMH JAPYroro FOPUAMYECKOTO JIMIa OT BHECCHHUS M3MCHEHUM
B UHCTPYKIHIO 10 TPUMEHEHHUIO JIEKAPCTBEHHOTO IIperapara, KacarolluXxcs HOBBIX
MOJTBEPKICHHBIX JaHHBIX O TOM, YTO PHUCK NPHUYMHEHHUS BpEAa 370POBBI0 UEIOBEKA WIIH
’KHBOTHOT'O BCJIEJICTBHE MpHEMa JIEKapCTBEHHOI'O Mpernapara MpeBbIIIaeT dPPEeKTUBHOCTh €To
npumenenus. (B pea. @eaepanbHoro 3akona ot 22.12.2014 N 429-D3 (pea. ot 13.07.2015))

Cratbs 33. 'ocyiapcTBeHHBIN peecTp JEeKAPCTBEHHbIX CPEACTB

1. T'ocypapcTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB COAEPKUT INEPEUEHb JIEKApPCTBEHHBIX
MpernapaToB, MNPOMIEANINX TOCYAAPCTBEHHYIO PETUCTPAlMI0, NepeyeHb (hapMareBTHUECKUX
CcyOCTaHIIM, BXOJIALIMX B COCTaB JIEKaPCTBEHHBIX MIPENapaToB, U CIEAYIONYI0 HHPOPMAIUIO:

1) B OTHOIIEHUHU JIEKAPCTBEHHBIX MIPENapaToOB:

a) HAMMCHOBAaHWE JIEKAPCTBEHHOTO Tperapara (MEXIyHApOJIHOEC HENMATCHTOBAHHOE, WIIN
TPYNIHPOBOYHOE, I XUMUYECKOE U TOProBOe HauMeHOoBaHuA); (B pen. denepanbHOro 3aKkoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) nekapcTBeHHas ¢(opma C yKa3aHHEM JO3MPOBKH JIEKAPCTBEHHOTO IIpernapara M €ro
KOJIMYECTBA B NOTPEOUTENBCKON YIIaKOBKE;

B) HAaMMEHOBAaHME Jep)KaTelss WM  BJAJeNblla  PETUCTPAIMOHHOTO  YIAOCTOBEPEHUS
JICKapCTBEHHOI'0 IIpernapara M CBEACHHUS O PETrUCTpallMy JEp:KaTels WM  BIlaJesbla
PETUCTPAIMOHHOTO  yIOCTOBEPEHUS  JIEKApCTBEHHOrO  TMpemapara il  MEIMIMHCKOTO
MPUMEHEHUSI B KayeCTBE HAJIOTOIIATENbIIMKA B CTpaHE perucrpauu (s pPOCCUUCKHUX
IOpUJIMYECKUX JIUI] - WACHTUQUKAIMOHHBIA HoMmep Hamoromiarensimmka (MHH), mis
WHOCTPAaHHBIX KOPUAUYECKHUX JIMI[ - CTpaHa PETUCTPALMU, HAUMEHOBAHHUE PETUCTPUPYIOLIETO
OpraHa, pErucTpPalMOHHbIA HOMEp, KOJ HaJOroIUIaTeNbIIUKa B CTPAHE PErUCTpalu
(MHKOPIOpAIMK) WK ero aHajor); (B pea. dexepanbHoro 3akona ot 28.12.2017 N 425-D3)

F) HAMMCHOBAHUC H aJpe€C IMPOU3BOAUTCIIA JICKAPCTBCHHOI'O IIpe€riapata W CBCACHHUA O
perucTpan MpoOU3BOAUTCIIA JICKAPCTBCHHOI'O Ipfcrapara M MCIUIHWHCKOIO NMPHUMCHCHUS B
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KayecTBE HaJIOroIiaTelblliKa B CTpaHe perucrpauuu (JUisi pOCCUMCKUX FOPUIMYECKUX JIMILL -
UACHTU(DUKAIMOHHBIH HOMep Hanoromuatensimuka (MHH), s MHOCTpaHHBIX IOPHIMYECKUX
JUL - CTpaHa PETUCTpPAalMM, HAaUMEHOBAHME PETUCTPUPYIOILErO OpraHa, pPErucTpalMOHHBIN
HOMEp, KOJ HaJIOrOILIATENbIMKA B CTPaHE perucrpauuu (MHKOPIIOpalluy) WK €ro aHaiuor); (B
pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

o)  ¢dapMakoTepameBTHYecKas ~ Tpymma,  KOJ  JIEKAPCTBEHHOrO  Tpemapara IO
aHAaTOMO-TEPANEBTHYECKO-XUMUYECKOH  KIIacCU(HKAUM, PEKOMEHIOBaHHOW  BcemupHOii
opranusanuen 3apasooxpanenus; (B pea. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen.
or 13.07.2015))

€) NOKa3aHMsl ¥ IPOTUBOMNOKA3aHUS K IPUMEHEHUIO JIEKapCTBEHHOTO Mpenapara;
) MOOOYHbIE IeUCTBUS JIEKApPCTBEHHOTO Mpernapara;

3) CPOK FOJJHOCTH JIEKApPCTBEHHOTO Mpernapara;

1) YCJIOBHUS XpaHEHUs JIEKapCTBEHHOTO Mpenapara;

K) YCJIOBUSI OTITyCKa JIEKAPCTBEHHOTO Ipenapara;

1) HOMep (apMakONEeWHOW CTaThM WM B CiIydae €€ OTCYTCTBHSI HOMEpP HOPMATHBHOM
JOKYMEHTAIMH JINOO0 HOPMAaTUBHOT'O IOKYMEHTA;

M) JaTa roCylapCTBEHHOW PErHCTPalliu JICKAPCTBCHHOTO Iperapara U ero perucTpandOHHbIN
HOMEp, JaTa 3aMEHbl PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS JIEKAPCTBEHHOI'O TIperapara Ha
0eccpoYHOE PErucTpalMOHHOE YAOCTOBEPEHHE JICKApCTBEHHOTO Tpenapara, Jara Iojadd
3asIBJICHUS O IMOATBEPKICHUN TOCYAAPCTBEHHOM PErUCTpaIluy JICKApCTBEHHOTO Mperapara, Jgara
OTMEHBI TOCYIapCTBEHHOW PETUCTpallMu JIEKapCTBEHHOro mpemaparta; (B ped. PenepalbHOTO
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

H) KauyeCTBEHHBIN COCTaB U KOJMYECTBEHHBIN COCTaB ﬂeﬁCTBYIOMHX BEIIECTB U Ka4ye€CTBEHHBIN

COCTaB BCIIOMOI'AaTENIbHBIX BEILECTB JICKAPCTBEHHOIO Mpenapara; (B pen. denepaabHOro 3aKoHa
oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) uHpopmamus 000 BceX pa3pelIeHHBIX BUJIaX BTOPUYHON (MOTPEOUTENHCKON) YMakoBKH; (B
pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-d3 (pex. ot 13.07.2015))

1) Aara MNPUHATUS PElIeHHs O BO3MOXXHOCTH pacCMaTpUBATh JIEKAPCTBEHHBIN Mpenapar Mpu
rOCYJapCTBEHHON pEerucTpanuu B KauecTBe OpP(aHHOrO JIEKapCTBEHHOro Ipenapara (Juis
JIEKapCTBEHHBIX MPENapaToB JUIsl MEAULIMHCKOTO MpuMeHeHus); (B pea. PenepanbHbIX 3aKOHOB
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 475-D3)

p) HamMuMe JIEKApCTBEHHOTO Mperapara B IMepeyHe >KM3HEHHO HEOOXOMMMBIX M Ba)KHEHIINX
JICKApCTBEHHBIX  IpernaparoB (UIg JICKapCTBEHHBIX IpenapaToB i  MEAHIIMHCKOTO
npuMeHenus); (B pea. @eaepanbHbIX 3akoHOB 0T 22.12.2014 N 429-P3 (pen. ot 13.07.2015), ot
27.12.2019 N 475-®3)

C) HAJIN4YHUC B JICKAPCTBCHHOM IIPCIIapaTe HAPKOTUICCKUX CPCACTB, ICUXOTPOITHBIX BEIICCTB N UX
IIPEKYypCOpPOB, TMOJUIEKAIIMX KOHTpoiato B Poccuiickoit @Denepanuu, B COOTBETCTBUU C
3aKoHOmarenscTBOM Poccuiickoit denepanuu, MeXIyHapOIHBIMM JOroBopamu Poccuiickoit
@enepauyy, B TOM uucie EnuHOM KOHBEHLMENH O HapKOTMYECKHMX cpeicTtBax 1961 roma u
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KonBenmuedn o ncuxorpomHbix BemecTtBax 1971 roma; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

T) uHpOpPMaIuUs O TOM, SBISCTCS JIM JaHHBIA JICKAPCTBEHHBIN Mpemapar pedepeHTHBIM
JIEKapCTBEHHBIM mpenaparoMm; (B pen. denepansHoro 3akona oT 22.12.2014 N 429-03 (pen. ot

13.07.2015))

y) CBCIACHHA O IIoAa4Yec 3as1BJICHHS O BHCCCHHU H3MEHEHUI B JOKYMCEHTBI, COACPKAIIUCCA B

pPErUCTPallMOHHOM J0Ch€ Ha JIEKapCTBEHHBIN mpemnapar; (B pex. denepanpHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

¢) moamyHKT yrpatui cuiy. (B pea. PenepanpHoro 3akona ot 27.12.2019 N 475-D3)

X) CPOK BBEJICHUS JICKAPCTBEHHOTO MperapaTa B TpaxkaaHCKuii o0oport; (B pen. DeaepaibHOTO
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) B OTHOIICHUH (papMaIIeBTUUECKUX CYyOCTAHIIHIA:

a) HauMeHOBaHHE (apMareBTUUYECKONW CyOCTaHIMHM (MEXIYHApOJHOE HEMATeHTOBAaHHOE, WU
TPYNIHPOBOYHOE, I XUMUYECKOE U TOProBoe HauMeHoBaHuA); (B pen. denepanbHOro 3akoHa
01 22.12.2014 N 429-93 (pen. ot 13.07.2015))

0) HAaMMEHOBaHUE U AJPEC MMPOU3ZBOAUTEINS (hapMaALIEBTHUECKON CYOCTaHIIHH;
B) CPOK TOTHOCTH (hapMaIlleBTHUECKON CyOCTaHIINN;
I') YCIIOBHS XpaHeHHs (hapMaleBTHYECKOH CyOCTaHIINY;

o) HOMep (apMakoNeWHOW CTaThbH WM B CIlydyae €€ OTCYTCTBUS HOMEpP HOPMATHUBHOM
JOKYMEHTAIH JINO0 HOPMAaTUBHOT'O IOKYMEHTA.

€) Haimuuue (¢apMaleBTHUECKONH CyOCTaHIIMM B IEpeYyHe HApKOTHYECKHX CpPEICTB,
IICUXOTPOIHBIX BEIIECTB M HMX MPEKYypCcOpoB, MOMJNEXKAIMX KOHTpoiIw B Poccuiickoin
@enepanuu, B COOTBETCTBMM  C  3aKoHoaarenbCcTBOM  Poccuiickonn — @expepanuu,
MeXIyHapoAHbIMU norosopamu Poccuiickoit denepanuu, B ToM ynciie EqMHON KOHBEHLMEN O
HapkoTHueckux cpeactax 1961 roga u Konsenuueit o ncuxorpomnHbix Bemiectsax 1971 roga. (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2. ®apmanieBTHUECKasl CyOCTaHIMS, TPOU3BEIEHHAs JIsl pean3allii, MOXKeT ObITh BKJIIOYEHA B
TOCYJJApCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB HA OCHOBAHUY 3asBIICHHS Pa3padOTUHKa UITH
MIPOU3BOIUTENS JIEKAPCTBEHHOTO CPEJCTBA JIMOO YHOJTHOMOYEHHOTO UMH IOPHIANYECKOTo JHIA
MIPHU yCJIOBUU TIPOBENIEHUS B OTHOIICHWH TaKOH (papMameBTUYECKOH CyOCTaHIIMH DKCIEPTH3BI
KayecTBa (papMalleBTUYECKON CyOCTaHIIMU B MOPSJKE, YCTAHOBICHHOM cTaTheil 34 HacTOSIIEero
®denepanbHOTO 3aKOHA. B oTHOmIEHWN (PapMarneBTUYECKUX CYOCTaHIIMI, TMPOU3BEACHHBIX IS
peanu3aiyy, B TOCYJapCTBEHHOM DPEECTpe JIEKapCTBEHHBIX CPEACTB COAEPIKUTCS ClEAyIomiast
uHdopmarus: (B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1) HauMeHOBaHUe (hapMaleBTHUECKOW CyOCTaHIMHM (MEXIYHApOJIHOE HENaTeHTOBAaHHOE, WU
IPYNIHPOBOYHOE, WIM XUMUYECKOE U TOPrOBO€ HauMeHoBaHUs); (B pea. PenepaibHOTO 3aKOHA
ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

2) HAaUMCHOBAHUC, aapeC MPOHU3BOAUTCIIA (I)apMaHCBTquCKOﬁ CY6CTaHL[I/II/I, a TaKXC B
OTHOIICHHHU JICKAPCTBCHHEBIX CPCACTB AJIA MEAUIIUMHCKOT'O MPUMEHCHUA CBCACHUA O PErUCTpallun
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MPOU3BOUTENA (papMalleBTUYECKOW CyOCTaHLMM B KadecTBE HAJIOTOIUIATENbIIMKA B CTpaHe
peructpany  (Uii  POCCHMCKHUX  IOPUIMYECKUX JUI - HJICHTU(UKALUOHHBIA HOMEp
Hanoromiarensiyka (MHH), mis vMHOCTpaHHBIX IOPUAMYECKHUX JIMII - CTpaHa perucTpaiui,
HAaMMEHOBAHHME PErMCTPUPYIOLIETO OpraHa, pErUCTPaLOHHBIA HOMED, KOJI HAJIOTOIIATENbIIMKA

B CTpaHe perucrpanuu (MHKOpHopaluu) Wik ero anaiuor); (B pen. denepanbHOro 3akoHa OT
28.12.2017 N 425-®3)

3) cpok roaHoctH (apmaineBTHUeCKON cybOcranuuu; (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4) ycnoBus xpaHeHus ¢dapmaneBTHUECKON cybOcraniuu; (B pen. denepanbHOro 3aKoHAa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

5) Homep (apmaxomneiiHOW cTaThl OO B Ciydae €€ OTCYTCTBHS HOMEp HOPMAaTHBHOM
JOKYMEHTAIlMU UM HOPMAaTHUBHOTO JOKyMeHTa; (B pen. PeaepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

6) Hanumuue (apManeBTUUECKOW CyOCTaHIIMM B TEpeYHE HAPKOTHYECKUX CPEICTB,
IICUXOTPOIIHBIX BELIECTB M HX IPEKypcopoB, MOJUIekKalUX KOHTpoir B Poccuiickoii
@enepanuy, B COOTBETCTBMM  C  3aKoHomarenbCcTBOM  Poccuiickon — Penepanmu,
MEXyHapoAHbIMU JoroBopamu Poccuiickoit denepanuu, B ToM uncie EauHol KOHBEeHIMEH 0
HapkoTHueckux cpeactax 1961 roga u KonBennuei o ncuxorponHsix Bemectsax 1971 roaa; (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

7) nmata BKIOYeHHA —(apMaleBTHYECKOW CYOCTAaHIIMM B  TOCYAAapCTBEHHBIA  peecTp
JICKapCTBEHHBIX CPEACTB, JaTa BHECEHUS M3MEHEHUH B JOKYMEHThl (hapMaleBTHUECKOM
cyOcTaHIIUM, 1aTa UCKITIOYCHUS (papMalleBTUUECKON CyOCTaHIIMU U3 TOCYJapCTBEHHOTO peecTpa
JIeKapCTBEHHbIX cpeAcTB. (B pea. dexepanbHoro 3akoHa or 22.12.2014 N 429-®3 (pexn. ot

13.07.2015))

3. Topsimok BeleHUs TOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEACTB JUJISI MEIMIIMHCKOTO
MPUMEHEHUSI U TOPSIAOK BEJIEHUsI TOCYAapCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPENCTB AJIA
BETEPUHAPHOTO  TMPUMEHEHHS  YTBEPKIAIOTCS  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM
(benepalbHBIM OPTraHOM UCIIOJIHUTEIILHOMN BIACTH.

Crarbs 34. BKiIloUeHHEe B rOCy1apCTBEHHbIN peecTp
JIEKAPCTBEHHBIX CPEICTB U UCKJIKYEHHE U3 TOCYAAPCTBEHHOI0
peecTpa JIeKapCTBEHHBIX CPpeACTB papManeBTHYECKOU CyOCTaHIIMH,
NPOU3BEACHHOM A peasm3anum (B pea. DeaepaabHOro 3aKoHa 0T

22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. Jns BrmrodeHUs (papMareBTUYECKON CyOCTaHIIMHU, TMPOM3BEICHHOW IJisi peaju3aiiu, B
rOCY/IapCTBEHHBI pEeecTp JEKAPCTBEHHBIX CPEICTB, MPOBOAMUTCSA JKCIEPTHU3a €€ KadecTBa. (B
pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

2. OkcmepTH3a KauecTBa yKa3aHHOM B vacT | Hacrosimied cratbu (apManeBTHYECKON
CyOCTaHIIMM, COCTaBJICHME KOMHCCHEH OKCIEpTOB 3aKIIOUYEHUH 1O pe3yiabTataM 3TOH
SKCIEPTU3bl U UX HaIpaBJIEHWE B YIOJIHOMOYEHHBIM (enepalbHbIil OopraH HCHOIHUTEIbHOU
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BJIACTH OCYIIECTBJSIOTCS B CPOK, HE IPEBBIMNAIONIMN MECTHICCATH PadOYMX ITHEH CO JIHSA
MOJIYYCHUSI JKCHEPTHBIM YUPEKICHHUEM COOTBETCTBYIOIIETO 3aJlaHUsl  YIMOJIHOMOYEHHOTO
(denepanbHOro oOpraHa HCIOJMHUTEILHOM BIACTH M CICAYIOMUX JIOKYMEHTOB: (B peil.
denepanbHOro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

1) xomus JMIEH3UH HA TMPOU3BOJICTBO JICKAPCTBEHHBIX CPEIACTB WMJIM KOMHS 3aKIIOUEHUS O
COOTBETCTBUHU TMPOU3ZBOAUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSAM MPABHII HaJyIeKaIIEH
MPOM3BOJICTBEHHON  TPAKTUKH, BBUIAHHBIX  YIOJHOMOYEHHBIM (enepalbHbIM  OpPraHOM
WCIIOJHUTEJIbHOW BJIACTH, B ClIy4ae, €CJIM MPOMU3BOJACTBO JIEKAPCTBEHHOTO CPEJCTBA
ocymecTBisieTcss B Poccuiickoit ®enepanuu; (B pen. denepanbHbix 3akoHOB 0T 22.12.2014 N
429-D3 (pex. ot 13.07.2015), ot 04.06.2018 N 140-D3)

2) KOIIMA OOKYMCHTA, BBIAAHHOTO YIIOJHOMOYCHHBIM OpPTraHOM CTpaHbl IIPOU3BOAUTCIIA
JIEKapCTBEHHOT'O CPEICTBA M MOJTBEPKIAIONIETO pa3pellieHHe MPON3BOJACTBA JIEKAPCTBEHHOTO
CPEICTBa, U €ro MepeBOJl Ha PYCCKUH S3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM IOPSJAKE, a TaKkKe
KOMUSL 3aKJIIOYEHUS O COOTBETCTBUHM IPOU3BOIMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSM
IIpaBHJI HaIIJIC)KaHIef/'I HpOI/ISBOIICTBCHHOfI IMPAKTHKHU, BBIAAHHOT'O YIIOJITHOMOYCHHBIM
benepanbHBIM OPraHOM HCIOJIHUTENBHON BJIACTH, JUOO KOMUS PEHICHUS YIOJIHOMOYEHHOTO
denepanbHOrO  OpraHa  HCIONHHUTEIBHONH BIACTH O TPOBEJACHUM  MHCIEKTUPOBAHHS
MIPOU3BOIUTENS JEKAPCTBEHHOTO CPEACTBA. YKa3aHHbIE IOKYMEHTHI NMPEACTABISAIOTCS B CIIydae,
€CJM TMPOU3BOJCTBO JIEKAPCTBEHHOT'O CPEACTBA OCYLIECTBISIETCA 3a mpeaenamu Poccuiickoit
denepanumy; (B pen. enepanbroro 3akona ot 04.06.2018 N 140-D3)

3) IMOKYMEHT, COICpIKAIlHid CIICAYIONIUe CBEICHUS O (papMareBTUYCCKOW CyOCTaHIUU: (B PEl.
depnepanbaoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

a) HaMeHOoBaHUE (papMaleBTUYECKOW CYOCTaHIIMM, €€ CTPYKTypa, OOIIMe CBOWCTBA; (B peIl.
denepanbHOro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

0) HauMeHOBaHWE U aapec mpousBoauTens; (B ped. denepampHoro 3akoHa or 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

B) TEXHOJIOTHS IPOM3BOJICTBA C OMMCAHUEM CTaJUi IPOM3BOCTBA U METOJOB KOHTPOJIS Ha BCEX
CTagusX Mpou3BojAcTBa; (B pea. PenepanmbHoro 3zakoHa or 22.12.2014 N 429-@3 (pexn. ot

13.07.2015))

T') OMMcaHue pa3padOTKH Mpolecca Mpou3BOACTBa; (B pen. PenepanbHoro 3akona ot 22.12.2014
N 429-®3 (pexn. ot 13.07.2015))

7) ONHUCaHWE KOHTPOJS KPUTHUECKHX CTaJWl Ipolecca MPOU3BOACTBA U IPOMEKYTOUHOU
npoaykuuy; (B pea. denepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

€) JOKYMEHTAJIbHOE TOATBEPKICHUE (BaJMIAlMsI) TPOILECCOB M (WMIM) WX OlLCHKa; (B perl.
denepanbHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

) CBOMCTBA M CTPYKTypa ACUCTBYIOIUX BellecTs; (B pea. deaepanpHoro 3akona ot 22.12.2014
N 429-®3 (pexn. ot 13.07.2015))

3) XapakTepucThka npumeceii; (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot

13.07.2015))

n) crneuudukanus Ha QapMaleBTUYECKYI0 CYOCTaHIIMIO M ee o0OocHoBaHME;, (B pen.
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depnepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

K) aHaJUTHYECKHE METOJMKH, WCIOIb3yeMbIE IMPH OCYIIECTBICHUH KOHTPOJS KadecTBa
(dhapmarnieBTrueckoi cyocranmuu; (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3 (pen.
ot 13.07.2015))

1) TOKyMEHTaJIbHOE MOATBEPKICHUE (BATUIANNS ) AaHATUTUYECKUX METOIUK, UCIIOJIb3yEeMbIX TIPH
OCYIIIECTBJICHUM KOHTPOJISA KadyecTBa (papManeBTHUYECKOM cyOctanumuu; (B pex. denepalibHOro
3ak0Ha oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

M) pe3ylbTaThl aHaIM3a cepuil GpapmaneBTudeckoil cyoctanuu; (B pen. degepaibHOro 3aKoHa
0T 22.12.2014 N 429-@3 (pen. ot 13.07.2015))

H) TMepeueHb CTAaHIAPTHBIX OOpPa3LOB WM BEIIECTB, HUCIOJIb3YEMbIX IPH OCYIIECTBICHUU
KOHTpoJsl KkauecTBa; (B pen. denepampHoro 3akona oT 22.12.2014 N 429-®3 (pen. or

13.07.2015))

0) OMUCaHNe XapaKTePUCTUK U CBOMCTB YHMaKOBOYHBIX MAaTEPHAIIOB U YKYIIOPOUHBIX CPE/ACTB; (B
pen. deaepanbHoro 3akoHa or 22.12.2014 N 429-P3 (pen. ot 13.07.2015))

I1) JaHHbIE O CTAaOUIBHOCTU (apMalieBTUUYECKOM cyOcTanuuy; (B pen. denepanbHOro 3aKoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

p) cpok roguHoctH. (B pen. PenepanbHoro 3akona ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

4) TOKYMEHT, COJIepKalliil CBEICHUS O PETUCTPALMU IIPOU3BOJUTENS JIEKAPCTBEHHBIX CPE/ICTB
JUIS MEIMIIMHCKOTO MPUMEHEHHUS B Ka4eCTBE HAJIOTOIUIATENbINNKA B CTPAaHE PErUCTpaluu (IUis
POCCHUCKHX FOPUIUYCCKUX JUI] - WACHTH(PHUKAIMOHHBIM HOMep Hajorormiarensiuka (MHH),
JUTISl UTHOCTPAHHBIX IOPUAMYECKUX JIMIL - CTpaHa PErucTpaluy, HAMMEHOBAHUE PETUCTPUPYIOLIETO
OpraHa, perucTpallMOHHBIA HOMEp, KOJ HaJoroluiaTeNbllika B CTpaHe pEeTrUCTpaluu
(MHKOpTIOpaIK) WK ero aHajor). (B pex. denepanpHoro 3akona ot 28.12.2017 N 425-D3)

3. Jlns mpoBeneHUsT SKCHEPTU3bl KayecTBAa YKa3aHHOM B YacTh | HacTOsIIEH CTaTbu
(dapmalleBTHUECKO CyOCTaHIIMK 3asBUTENb MPEACTABISET B YINOJTHOMOYECHHBIN (hefepanbHbIi
OpraH UCIOJIHUTEIBLHOM BIIACTH:

1) 3asBneHHE O BKJIIOYEHMM B TOCYJApCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEACTB JaHHOMU
(hapmaleBTUUECKOI CyOCTaHIINY;

2) xonusl TOKyMEHTa, MOATBEPKAAIOIIEr0 yIjaaTy TOCyJapCTBEHHON MOIUIMHBI 32 BKIIOYEHHE B
TOCYJapCTBEHHBIM  peecTp JIEKAPCTBEHHBIX CpPEACTB  (papMaleBTUUYECKOH CyOCTaHIuH,
MIPOM3BEACHHON JUIsl peanu3anuu, 100 1Mo cCOOCTBEHHONW MHUIMATHBE YKa3aHHBIM TOKyMEHT. B
cllyyae €ro HENpeACTaBICHUS 3asBUTEJIEM YHNOJIHOMOYEHHBIH  (edepalbHBIi  OpraH
WCIIOJIHUTENIBHON BJIACTH MpoBepseT (akT ymiaThl TOCYJapCTBEHHOM IMOILIMHBI 3aBUTEIIEM C
UCMOJIb30BaHUEM HH(pOpPMauu 00 yIjiaTe TrocylapcTBEHHOW IOIUIMHBI, COJAEpKalleics B
l'ocynapctBeHHOW WHOOPMAITMOHHOW CHUCTEME O TOCYJAPCTBEHHBIX MW MYHHUIIUIIAIBHBIX
IJ1aTe’Xkax, Ha OCHOBAaHMU IPEJCTABICHHOMN 3asBUTENIEM KOIUHU AOKYMEHTA, MOATBEPKAAIOIIETO
yIUIaTy TOCYIapCTBEHHOW MouuiuHbl; (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3
(pen. ot 13.07.2015))

3) DOKyMEHTHI, yKa3aHHbIE B YacTH 2 Hacrosiued crtateu; (B pen. demepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))
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4) 3asBJICHHE O BbIJade pa3pelieHus Ha BBO3 B Poccuiickyro denepaiiuio KOHKPETHON NMapTHH
HE3apErUCTPUPOBAHHOTO JIEKAPCTBEHHOTO CPEJACTBA, IPEIHA3HAYEHHOI'O ISl IPOBEIEHUS
yKazaHHOH skcrepTusbl. (B pea. denepanpHoro 3akona ot 22.12.2014 N 429-d3 (pen. ot

13.07.2015))

4. B Teuenue necsaTH paboO4YMX THEH CO JHS NPUHATHS 3asBJICHUSA O BKIIOYEHUU yKa3aHHOH B
gactu | Hacrosmied cratbu (GapMaleBTUYCCKOW CYOCTaHIIMM B TOCYAApCTBEHHBIA pEecTp
JIEKapCTBEHHBIX CPEICTB U JOKYMEHTOB, IEPEUMCIICHHBIX B 4acTHM | M IyHKTe 2 4actu 3
HACTOSIIEH CTaThbH, YIMOJTHOMOUYEHHBIN (herepanbHblii OpraH WCHOJHHUTENBHON BiacTu: (B pei.
depnepanbHoro 3akona ot 22.12.2014 N 429-D3 (pexn. ot 13.07.2015))

1) npoBOAUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTH JaHHBIX, COJACPIKAIIUXCS B MPEACTABICHHBIX
3asBHUTENIEM JTOKyMeHTax; (B pea. deaepanbroro 3akoHa oT 25.11.2013 N 317-D3)

2) NpUHHAMAET PEIICHHE O HAMPABJICHHU B JKCIICPTHOE YUPEKICHUE 3a/aHUsl HA MPOBEICHHE
HKCHEPTHU3bI KAUECTBA YKAa3aHHOW B yacTh | HacTosIIel cTaThl (papManeBTHIECKON cyOCcTaHIINN
Wi 00 0TKa3e B TAKOM HaIlpaBJIECHUY;

3) yBeAOMJISIET B DJIEKTPOHHON WJIM MUCHbMEHHOUN (hopMe 3asiBUTEIISI O IPUHATOM PEIICHUU WU B

cllyuae OTKa3a C YyKa3aHHMEM IIPUYMH Takoro ortkasa. (B pen. denepalbHOro 3akoHa OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015))

4.1. B cnyyae BBISIBIIEHHS HEIOCTOBEPHOCTH CBEACHM, COAEp KAllUXCsl B IPEJICTaBICHHbBIX
3asiBUTENIEM MaTepuanax, YINOJIHOMOYEHHBIH (enepanbHblii OpraH HCHOJHUTENBHON BIAacTH
HaIpaBIICT 3asBHTENIO 3allpoc 00 yTOYHEHWHW yKa3aHHBIX CBEICHWU. JlaHHBINM 3ampoc MOKET
OBITh Mepe/iaH YIOJTHOMOYEHHOMY MPEICTABUTEINIO 3asiBUTENS IMYHO MO PACIUCKY, HAlIPpaBlIeH
I10 IMOYTEC 3aKa3HbIM ITMCbMOM HJIM ICPEAAaH B BHGKTpOHHOfI q)opMe 110 TCJICKOMMYHHUKAITHOHHBIM
KaHajaM CBA3U. B cilyyae HampaBiIeHHMS JaHHOIO 3aIpoca IO MOYTE 3aKa3HbIM IMUCBMOM OH
CUHUTACTCA MOJYUCHHBIM MO UCTCUYCHUU HICCTH I[Heﬁ C J1aThbl HAlIpaBJICHUA 3aKa3HOI'O IMUCbMa. (B
pen. deaepansHoro 3akoHa oT 25.11.2013 N 317-3)

4.2. 3asBuTeNb 00s13aH MPEACTAaBUTh OTBET HA 3alpoC YIOJIHOMOYEHHOr0 (eIepaJIbHOro OpraHa
WCIIOJIHUTEJIBHON BJIACTH B CPOK, HE NPEBHINIAIOMINNA JEBSIHOCTA padouyux JHEH co JHsA
IoJIydeHus1 JaHHoro 3ampoca. Cpok, yKa3aHHBIM B 4YacTH 4 HAaCTOSILEH CTaTbH,
MIPUOCTAHABIMBACTCA CO JHSA HAIpaBICHUS 3aiBUTENIO  3aIpoca  yIOJIHOMOYEHHOI'O
(benepanbHOro OpraHa HCIOJHUTEIbHOM BJIACTH 10 JHS TOJIyYE€HHs] UM OTBETa Ha JAaHHBIN
3aMpoc U HE YYWUTHIBACTCS MPU MCUUCICHHUU CPOKa IKCIEPTHU3bl KayecTBa (papMareBTUUECKON
CyOCTaHIIMM, HEHCIIONb3yeMOM MpH MPOU3BOJACTBE JICKApPCTBEHHBIX MpenaparoB. (B pen.
denepanpHOro 3akoHa oT 25.11.2013 N 317-D3)

5. OcHOBaHuEM JUIsl OTKa3a B HAIPABJIEHUU B DKCIEPTHOE YUPEKICHUE 3aJaHUs HA IIPOBE/ICHUE
AKCTIEPTU3BI KAYECTBA YKA3aHHOW B 4yacTH | HACTOSIIIEH cTaTh (hapMalleBTUUECKONW CyOCTaHITUN
SBJIAETCS. HETIPEACTABIEHUE JOKYMEHTOB, YKA3aHHBIX B YaCTH 2 HACTOSLIEH CTaTbH, OTCYTCTBHE
nH(popManuy, MOATBEpXKIarolel (akT yriaTbl TOCylIapCTBEHHOW IOIUIMHBI 3a BKJIIOYEHHE
(bapmMarieBTHUECKON CyOCTaHIIMU, TPOU3BECHHOM IS peau3alii, B TOCYJapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJCTB, HEMPEJCTABICHUE 3asBUTEIEM B YCTAaHOBIIEHHBIM CPOK OTBETa Ha
yKa3aHHbI B yacTu 4.1 HacTosmieil cTaTbM 3alpoc YHOJIHOMOYEHHOTo (eaepanbHOro opraHa
WCIIOJIHUTEJIPHOM BJIACTH WM MPEJCTaBICHUE JOKYMEHTOB, HE COJEPKAIINX MCUEPIBIBAIOIIETO
nepevyHs HeoOXOAUMBIX cBeleHHi. (B pen. PenepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pen.
or 13.07.2015))
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6. B Tedenue nATHaguaTH paboyuxX AHEH CO AHS TMOJYyYEHHUS PEIICHUS YIOJIHOMOYEHHOTO
(denepanbHOro OpraHa HCIOJHUTEIHHOW BJIACTH O HAIMPABJICHUU B DKCIEPTHOE YUPEKICHUC
3a/IaHMsl Ha NPOBEICHHME SKCIEPTU3bl KAayecTBAa YKa3aHHOM B 4acTM | Hacrosleld craTbu
(dapmaleBTHUECKON CyOCTaHIIMM 3asBHUTEIb NPEJCTABISACT B JKCHEPTHOE YUPEIKIACHHE IS
MPOBEJICHUSI JIaHHOM SKcrepTu3bl 00pas3ibl (hapmaleBTUUECKOH CYOCTaHIIMM B KOJIMYECTBE,
HEOOXOAUMOM Uil BOCIIPOU3BEICHUS METOJO0B KOHTPOJSI KayecTBa. DKCHEPTHOE YUPEKICHHE
Ipy TOJy4YeHUH 0Opa3loB yKa3aHHOM B 4YacTh | Hacrosimed craTbu (QapManeBTUYECKON
CyOCTaHIIMH BBIJACT 3aSBUTEIIO JOKYMEHT, MOATBEPKIAMOIINN MMOIyIeHHUE dTUX 00pasIoB, U B
CPOK, HE MpEeBbIILAIONIUI Tpex pabouux AHEW, YBEJOMIIET B 3JIEKTPOHHON WM MUCHbMEHHOMN
¢dhopMe 00 ITOM YIIOTHOMOYCHHBIHN (eiepaIbHBIN OpTaH UCIIOJHUTEIIBHOM BIACTH. DTH CPOKU HE

BKJIIOYAIOTCA B CPOK IPOBEIEHHs NaHHOM skcnepTusbl. (B pea. denepanbHOro 3akoHa OT
22.12.2014 N 429-@3 (pen. ot 13.07.2015))

7. JIOKyMEHTBI, IIOCTYNHUBIIME B OKCIEPTHOE YUYPEKIACHHE I IPOBEACHUS JKCIEPTU3BI
KayecTBa yKa3aHHOU B 4acTu 1 HacTosmiei crtathy (hapManeBTHYECKON CyOCTaHIINH, MOAJIEeKAT
BO3BpaTy B YINOJHOMOUYEHHBIN (eepabHblii OpraH UCIOJIHUTEIBHONW BIACTU OJHOBPEMEHHO C
3aKJIFOUYEHUSAMH 10 PE3yJIbTaTaM MPOBEACHHOMN 3KCIIEPTU3HI.

8. B cpok, He MPEBBIIAIONINN TATH padOUnX JHEH CO JHS MOJYYCHHS 3aKIIOUYEHUS KOMHCCHUU
SKCIEPTOB IO pe3ysbTaTaM SKCIEPTHU3bl KauecTBa YKAa3aHHOM B 4yacTW | HacTosiell craTbu
(dapmareBTHUECKON CyOCTaHIIMU, YIIOJTHOMOYCHHBIH (eaepaibHblii OpraH HCIIOJHUATEIHHON
BJIACTH:

1) ocymiecTBiIsIeT OLEHKY TaKOI0O 3aKJIIOUEHMs /ISl ONPENEICHUsI €r0 COOTBETCTBUS 3aaHUI0 Ha
IIPOBEACHUE TAHHOW IKCIIEPTHU3BI;

2) UpuUHMMaeT pelleHHe O BKJIOYEHMHM YyKa3aHHOM B dYacTh | HacToflmedl craThu
(hapMmareBTUUeCKO CyOCTaHIIMM B TOCYAAPCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEICTB WIU
perieHue o0 0TKa3e B TAKOM BKIIFOUCHHH;

3) BHOCHUT TIpH TPUHSATUU PEIICHUS O BKIFOUCHUW yKa3aHHOW B 4YacTH | HACTOSIICH CTAaThu
(dapmalleBTUUECKOl CyOCTaHIIMM B TOCYJApCTBEHHBI peecTp JEeKapCTBEHHBIX CPEICTB
MPEAYCMOTPEHHYIO 4acThio 2 cTarthu 33 Hactosimero deaepanbHOrO 3aKOHA MHPOPMALUIO U
yBEIOMJISIET 00 3TOM B SJIEKTPOHHOM MIIM MUCbMEHHOU Qopme 3asButens. (B pen. denepanbHbIx
3ak0HOB OT 22.12.2014 N 429-®3 (pen. ot 13.07.2015), ot 27.12.2019 N 462-D3)

9. OcHoBaHWeM [uIs OTKa3a BO BKJIIOYEHHH YKa3aHHOW B 4YacTH | HaACTOSIIEH CTaThbu
(bapMarieBTHYECKON CyOCTaHIIMU B TOCY/AaPCTBEHHBINH peecTp JIEKAPCTBEHHBIX CPEJCTB SBIISETCS
3aKJIIOYCHHE COOTBETCTBYIOIIETO YIOJIHOMOUYEHHOTO (hefepaibHOTO OpraHa HCIOJHHUTEIbHON
BJIACTH O TOM, YTO KauecTBO (papMalleBTUYECKON CyOCTaHIIMU HE MOATBEPXKACHO MOTYyYCHHBIMU
nanHbIME. (B pen. @enepanbHbix 3aKkoHOB 0T 22.10.2014 N 313-@3, ot 04.06.2018 N 140-D3)

10. He nmomyckaeTcsi BKIIOUEHHE B TOCYAAPCTBEHHBIM peecTp JIEKAPCTBEHHBIX CPEACTB OTHOMU
(hapmareBTHYECKON CyOCTaHIIMH, MPOM3BEACHHON I pealli3allid W BBITYCKAEMOW OJHUM W
TEM JK€ MPOU3BOAUTENEM, B BHJIE JIBYX U Ooliee peecTpoBBIX 3amuceil. (B pen. deaepanibHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

11. BHeceHne n3MEHEHH B IOKYMEHTHI Ha (papMareBTUIECKYIO CYOCTAHITUIO, TTPOU3BEIECHHYIO
JUIS peanu3allid W BKIIOYEHHYIO B TOCYJApPCTBEHHBIH pEECTp JIEKAPCTBEHHBIX CPEJICTB,
OCYIIIECTBIISICTCS B MOpPsAKe, ycTaHOBICHHOM cTaThsiMu 30 m 31 Hactosmero dexepanbHOTO
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3aKOHa, C YIUIaTOW TOCYAAapCTBEHHOW TMOIUIMHBL, MPEIyCMOTPEHHON 3aKOHOAATEIbCTBOM
Poccwuiickoit denepanuu o Hamorax u coopax. (B pen. @enepaibHOro 3akona ot 22.12.2014 N
429-®3 (pen. ot 13.07.2015))

12. Jlomyckaercst oOpamieHue (QapManeBTUYCCKUX CyOCTaHIUN, TPOU3BEICHHBIX IS
peanu3aiyu, B TEUCHHE CTa BOCBMHJCCSATH THEH MO W TOCJIE MPHUHATHS YIOJIHOMOYCHHBIM
(benepaabHbIM OpPraHOM HCIIOJHUTEIBHONH BJIACTH PpEIICHHS O BHECCHUH WM3MCHCHUH B
JOKYMEHThI Ha (DapMaleBTHYECKyl0 CYOCTaHIIMIO, TPOHM3BEACHHYIO JUIS peallu3alud U
BKIIIOYCHHYIO B TOCYJapCTBCHHBIH pEeCTp JIGKapCTBEHHBIX cpeAcTB. (B pen. denepaibHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

13. PemieHne 00 HCKIIOYCHHM W3 TOCYJAapCTBEHHOTO peecTpa JICKApCTBEHHBIX CPEACTB
(dapmaneBTHUECKON  CyOCTaHIIMM, TPOW3BEACHHOW I pealu3alid, [PUHUMACTCS
YIIOJIHOMOYCHHBIM ~ (pelIepajbHBIM OpPraHOM HWCIOJHHUTEIBHON BlIacTh B ciydae: (B peil.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

1 ) MpCaACTaBJICHUA COOTBCTCTBYIOIIUM YIOJIHOMOYCHHBIM (bez(epaanblM OpraHom
HCIIOJIHUTEILHON BJIACTH 3aKIIOUYCHHUS O PUCKE WA 00 YIpO3€ KU3HU UJIK 3JOPOBBIO YCIIOBCKA

7100 KUBOTHOTO NPH MCIIOJIb30BaHUU JIEKAPCTBEHHOT'O CpecTBa; (B pen. deaepalbHOro 3aKoHa
oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2) nojaun pa3pabOTYMKOM JIEKAPCTBEHHOI'O CPEACTBA WJIM IMPOU3BOJUTENIEM JIEKAPCTBEHHOIO
cpeacTBa JMOO YHNOTHOMOYEHHBIM HUMH JAPYTUM IOPUAMYECKAM JIMIIOM 3asBlIeHUs 00
WCKJIIOYEHUH U3 TOCYIapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEICTB (apMaleBTUUECKON
cyOcCTaHIIMK, TPOU3BEIEHHON Ui peanuzauuu; (B pea. @enepanpHoro 3akoHa ot 22.12.2014 N
429-D3 (pex. ot 13.07.2015))

3) otcyTcTBHS (hapMalleBTUUYECKON cyOCTaHIIMMU, POU3BEICHHOMN /I pealn3aluu, B 00palieHnn
B Poccuiickoii denepanuu B TeueHue Tpex u Oojee neT. (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

Cratbs 35. - Yrpatuna cuny. (B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

Crarbs 36. O0:xaioBaHue pelieHnsi 00 0TKa3e B Bblaue
pa3penieHus HA MPOBeJeHUe KIMHNYECKOT0 UCCIe0BaAHMS
JIEKAPCTBEHHOI'0 Npenapara, peumeHus 00 oTkase B
rocyJ1apCcTBEHHOM perucTpanuu JeKapcTBeHHOI 0 mpenapara,
3aKJII0YeHUS1 KOMUCCUY IKCIIEPTOB IKCIEPTHOIO YUPeKIACHUS UIIH

3aKJII0YEHUSA COBETa 10 d3THKe (B pel. PeaepabHOro 3aKoHa 0T
22.12.2014 N 429-®3 (pea. ot 13.07.2015))

Perienne COOTBETCTBYIOIIETO YIMOJHOMOUYEHHOTO (heIepaJbHOr0 OpraHa HCHOJHUTEIBHOM
BJIacTH 00 OTKa3e B BbIJaue pas3pelleHHs Ha TMPOBEACHUE KIMHUYECKOTO HCCIICTOBAHUS
JICKQpPCTBEHHOT'O TMperapara, pelleHUue YKa3aHHOTO (elepajibHOro opraHa HCIOJIHHUTEIBHOM
BJIaCTH 00 OTKa3e B rOCYJIapCTBEHHON PErHCTpAIlMH JICKAPCTBEHHOI'O Mperapara, 3aKII0UYeHUe
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KOMHUCCHH IKCIIEPTOB IKCIIEPTHOTO YUPEKICHUS UITU 3aKJIFOUEHUE COBETA 10 ITUKE MOXKET OBITh
00XaJIOBAHO B TIOPSAKE, YCTAHOBIEHHOM 3aKOHOJATelNbcTBOM Poccuiickoii denepanuu.
3aKIIOUEHHE KOMMCCHM 3KCHEPTOB 3KCHEPTHOIO YUYPEKIECHHUS O B3aUMO3aMEHSIEMOCTH
JICKApCTBCHHBIX NpCapaToB AJIA MCAUIHUHCKOI0 MPpUMCHCHUS 100 o TOM, 4TO JIeKapCTBeHHBIf/i
mnpernapaTr Ui MEIUIUHCKOTO MPUMEHEHHs] HE SBISETCS B3aMMO3aMEHSEMBIM, MOXET ObITh
00>KaJI0BaHO JIepKaTeIeM MU BIIAJENbIEM PErUCTPALIMIOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpernapaTa B YIOJIHOMOYEHHBIM (enepalbHblii OpraH HCHOJHUTENIBHOM BIIACTH, KOTOPBIN
NPUBIICKAET K PACCMOTPEHHUIO YKa3aHHOW JKaJoObl TIOJBEIOMCTBEHHBIE €My Hay4dHBIC
OpraHu3ali 1 00pa30BaTENIbHbIC OPraHMU3allMd BBICHIETO OOpPa30BaHHUs, OCYIIECTBISIONINE
NeSITeIbHOCTh B cepe 00palieHns JEKapCTBEHHBIX CPEICTB. 3aKI0YEHNE KOMUCCUU YKCIIEPTOB
AKCIIEPTHOTO YUpPEexkACHUS, OPOPMIIEHHOE IO UTOraM MEepPecMOTpa 00kKaIOBAHHOTO 3aKJIIOUEHUs
JKCHEepTa, MOXKET OBITb OCIIOPEHO JepXKaTeleM WM BJIaJeNblEeM pPErucTPaluOHHOTO
yIIOCTOBEPEHUS JIEKApPCTBEHHOTO MperapaTa JIM00 YHNOJTHOMOYEHHBIM MMH JIMIIOM B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHOAATenbcTBOM Poccuiickoit @eneparnuu. [Ipu oOkanoBaHMM peLICHHS
YIIOJTHOMOYEHHOTO (pe/iepalibHOTO OpraHa MCIOJHUTEIbHON BJIACTH, 3aKIIOUECHUS IKCIEpTa WK
KOMHCCHUH SKCIICPTOB SKCIICPTHOTO YUPCIKIACHUS, 3aKIIOUCHUA COBCTA IO 3TUKC ACPKATCIIb WUJIHU
BIIQJIETIEl]  PETUCTPALMOHHOTO  YIOCTOBEPEHHUS  JIGKQpCTBEHHOTO  Iperapara  JuOo
YIOOJIHOMOYCHHOC HMHU JIMIO BIIPABC NPCACTABUTL PE3YJIbTATBI 3KCICPTHU3bI JICKAPCTBCHHOI'O
npernapaTa, MPOTOKOJbI TMOJYYEHHBIX aKKPEAUTOBAHHBIMU HCIIBITATEIBHBIMU J1A00OPATOPUSIMU

(ueHTpamMu) pe3yJabTAaTOB MCCIEIOBAHUN, HCTBITAaHUU. (B pen. DenepalbHOrO 3aKOHA OT
27.12.2019 N 475-03)

Crares 37. Uadopmanus, CBA3aHHAS ¢ OCYIIECTBJICHHEM
roCyJapCTBEHHON pPerucTpanyuu JeKapCTBEeHHbIX MPenaparos,
HH(poOpMALK 0 3aPEerHCTPUPOBAHHBIX JIEKAPCTBEHHbIX NMpenaparax
U JICKAPCTBEHHBIX MPENnapaTax, MCKJIKYEHHbIX U3
roCyJapCTBEHHOI0 PeecTpa JeKAPCTBEHHBIX CPEICTB

1. CoOTBETCTBYIOIIMIA YIMOJIHOMOYEHHBIH (efepabHbIil OpraH HUCHOJHUTEIbHON BIACTH
pa3Mmelaer Ha cBoeM oduIMaIbHOM caiite B cetu "MHTepHer" MHpOpMAIUIO, CBA3aHHYIO C
OCYLIECTBJIEHUEM TOCYIAPCTBEHHOW PETHUCTpALMU JIEKAPCTBEHHBIX IPENApaToB, B TOM YHCIIE
MIPOBE/ICHUEM SKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB (BKJIIOYAsl pe3yJbTaThl €€ IMPOBEACHUs),
MH(OPMALIMI0O O 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMIpernaparax U JEKapCTBEHHBIX
Ipenaparax, UCKJIFOYEHHBIX U3 FOCYJapCTBEHHOI0 PEECTpa JIEKaPCTBEHHBIX CPEICTB, HE MTO3/IHEE
4yeM 4Yepe3 MATh padouux JHEH cO JAHS MOJyuyeHHUs YHOJHOMOYEHHBIM (pelepaibHbIM OpraHOM
WCTIOJHUTEJIHOM BJIACTH COOTBETCTBYIOIIEH MH(popmaruu. (B pen. depepanbHbIX 3aKOHOB OT
22.12.2014 N 429-®3 (pex. ot 13.07.2015), ot 02.08.2019 N 297-D3)

2. Cpoku ¥ MOPSJOK pa3MeIIeHUs YKa3aHHOW B 4YacTh | HacTosmedl craTbu HHQPOpPMAINA
YCTAHABJIMBAIOTCS  YIIOJTHOMOYEHHBIM  (peiepajbHbIM OPraHOM HCIHOJHUTENBHOM BIIACTH.
WNndopmanus, ykazanHast B 4acTi | HacToslIIel cTaThH, SABISETCS OTKPHITON U OOIIETOCTYTHON
U TIPENOCTaBISETCS 3aMHTEPECOBAHHBIM JIMLAM B COOTBETCTBMM C 3aKOHOJATEIbCTBOM
Poccuiickoit ®@enepauun. (B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pexn. ot

13.07.2015))
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I'masa 7. KIMHUYECKHUE UCCJIIEJOBAHUA
JIJEKAPCTBEHHBLIX ITPEITAPATOB JIJIS1 MEAUIIUHCKOI'O
INPUMEHEHUSA, JOI'OBOP Ob UX ITPOBEJIEHHUH, IIPABA
HAIIMEHTOB, YYACTBYIOLHIUX B OTUX
NCCJIEJOBAHUAX

Crarps 38. KiluHn4ecKHue UCC/IeJOBAHUS JIEKAPCTBEHHBIX
NpenaparToB AJI MeJUIMHCKOT0 NIPUMEHEHUS

1. Kinnnnyeckue HCCIICAO0BaHUs JICKAPCTBCHHBIX MPCHIapaTOB AJIA MCAULIMHCKOTO ITIPUMCHCHU A, B
TOM YHCIIE MEXAYHApPOAHbIE MHOTOIIEHTPOBBIC, MHOTOLIEHTPOBBIE, IOCTPETHCTPALlIOHHEIE,
IIPOBOAATCA B OI[HOI>'I HJIM HECKOJBKHUX MCIMIOWHCKUX OpraHu3aluiax B COOTBCTCTBHU C
NpaBWIaMH  HaJUIeKalleld KIMHUYECKOH NPAKTHKH, YTBEP)KACHHBIMH  YIIOJHOMOYEHHBIM
(benepanbHBIM OPTaHOM MCTIOTHUTEIBHOM BJIACTH, COOTBETCTBEHHO B CIEIYIOIIUX LESIX: (B pell.
depnepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

1) ycraHoBieHre 0€30MACHOCTH JIEKAPCTBEHHBIX MPENapaToB AJs 3J0POBBIX JTOOPOBOIBIEB U
(W1M) MepEeHOCUMOCTH UX 3JI0POBBIMU JTOOPOBOJIBIIAMH, 32 UCKIIOUEHHEM TAaKUX HCCIEIOBAHUMN
JIEKapCTBEHHBIX MMPEMApaTOB, MPOU3BEICHHBIX 3a npeaenamu Poccuiickoin denepannu;

2) nonbop ONTUMAIbHBIX JO3UPOBOK JIEKAPCTBEHHOrO IIpenapara M Kypca Je4eHus s
NAIMEHTOB C ONpEJENCHHbIM 3a00JeBaHUEM, ONTHMAIBHBIX JI03 U CXEM BaKIMHAIUU
MMMYHOOHOJIOrMUECKUMHU JIEKapCTBEHHBIMHU ITpenapaTaMu 310pOBBIX JOOPOBOJIBIICB;

3) ycraHoBieHHe O€30MaCHOCTU JIEKAPCTBEHHOIO IpernapaTta M ero 3(p¢QeKTUBHOCTH s
NAIMeHTOB €  OMNpeJeNeHHbIM  3a0ojieBaHMEM, MPOPHUIAKTHUECKOH  3(PPEKTUBHOCTH
MMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MPEnapaToB s 310pOBBIX JOOPOBOJIBIIEB;

4) un3ydeHHe BO3MOXKHOCTU DACHIMPEHMS IOKa3aHUM JUIsi MEIMIMHCKOTO TPUMEHEHHs H
BBISIBJICHHSI paHEe HEU3BECTHBIX IMOOOYHBIX JEHCTBUN 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IIPETapaToB.

2. B oOTHOmEHMHM BOCHPOU3BEAEHHBIX JEKAPCTBEHHBIX MpEnaparoB Uil MEAMIIMHCKOIO
MPUMEHEHUsSI TIPOBOJATCA HCCICNAOBAHUS OWOAKBUBAJICHTHOCTH W (WIM) TEpPareBTHYECKOM
SKBUBAJIIEHTHOCTA B TOPSJIKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM (eAepatbHbIM OpraHOM
HCIIOJIHUTEIILHOU BJIACTH.

3. OpPaHI/ISaHHIO MPOBCACHUA KIIMHUYCCKUX HCCIIeJOBaHUI JICKAPCTBCHHOTO IIpcliapaTa IJId
MCIUIIUHCKOT'O IPUMCHCHUS BIIPABC OCYIICCTBJIATD!:

1) pa3paboTuuK JeKapCTBEHHOT'O Ipernapara Wik yIOoJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTenbHbIE OpPraHMU3AIMK BBICIIETO OOPa30BaHMs, OpPTaHHU3AIMH JOMOJIHUTEIHHOTO
npodeccruoHanbHOr0 00pazoBaHus; (B pea. PenepanbHoro 3akona ot 02.07.2013 N 185-D3)

3) Hay4HO-UCCIIE0BATENIbCKAE OPraHU3aLHH.

4. Knuauyeckue HCCIICAOBAaHHUA JICKAPCTBCHHOI'O IIperiapara i1 MCAUIHUHCKOIO NPpHUMCHCHUSA
IMpOBOAATCA HaA OCHOBAHMM PA3pCIICHHUA Ha M[MPOBECACHHUEC KIMHHUYCCKOIO MCCICIOBAHUS
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JIEKapCTBEHHOT'O  Ipemnapara, BbIIAHHOTO  YIOJHOMOYEHHBIM  (efepaibHbIM  OpPraHoOM
WCTIOJHUTENIBHOW BJIACTH. YTIOJHOMOYEHHBIN (elepanbHblii OpraH HCIOJHUTEIBHONW BIACTH
BEIET pEECTp BBINAHHBIX pa3pelICHUd Ha MPOBEICHUE KIMHUYECKUX MCCIEIOBaHUN
JIEKapCTBEHHOI'O Ipenapara, COAEp Kallluil yKa3aHWe Ha UX LEJb WIN LU, B YCTaHOBJIECHHOM
3TUM opraHoMm mopsiake. (B pen. denepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pen. ot
13.07.2015), ot 13.07.2015 N 241-®3)

5. Yacte yrpatmwia cuiy. (B pen. denepanpHoro 3akoHa ot 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

6. K opranuzanuu mpoBeieHUs] KIMHUYECKUX MCCIEIOBAHUI JIEKapCTBEHHOIO MpemnapaTa Juis
MEIUIIMHCKOTO MPUMEHEHHS pa3paboTYMKOM JIEKApCTBEHHOTO Ipernapara MOTYT MPHUBJIEKAThHCS
IOPUIMYECKHUE JIHMIA JIF000H OpraHu3aloOHHO-IPAaBOBOMH (OPMBI MPH YCIOBUU OOECTICUYCHUS
COOTBETCTBUSI 9THX UCCIIEIOBAHUI TpeOoBaHMAM HacTosmero deaepaabHOro 3aKOHa.

7. Kimmandueckune HCCIICAO0BAaHMA JICKAPCTBCHHLBIX NPCHapaToB A MECAUIMUHCKOIO INPUMCHCHUSA
MPOBOASTCS B MEIULMHCKUX  OpPraHu3alusiX, aKKPEeJUTOBAHHBIX  YMOJIHOMOYEHHBIM
(benepam)HHM OopraHom HCITIOJTHUTEILHOM BIJIACTH B MopsAaKEe, YCTaAaHOBJIICHHOM HpaBI/ITeJII)CTBOM
Poccuiickoit ®enepanuu.

8. IlepeueHp MEOUIIMHCKUX OpraHU3alldid, HUMEIONIMX [PaBO MPOBOJIUTH KIMHUYECKHE
WCCTIEOBAHUS JIEKAPCTBEHHBIX IMPENapaTroB Ui MEAMIIMHCKOTO TPUMEHEHHs, U PEECTp
BBIAHHBIX pa3pelieHuil Ha TMpoBeleHUE KIMHUYECKUX HCCIEAOBAHUM JIEKapCTBEHHBIX
MIPETapaToB OIYOJWKOBBIBAIOTCS M Pa3MEIIAIOTCS YIMOJHOMOYEHHBIM (peIepalIbHBIM OpraHOM
WCIIOJIHUTENILHOM BJIACTU B YCTAaHOBJIEHHOM KM MOpSJKE Ha CBOEM O(HIMAaIbHOM CalTe B CETH
"UnTepuer".

Cratbs 39. Penienue o npoBeieHUH KIMHUYECKOT0 UCCJIEIOBAHUS
JIEKAPCTBEHHOI0 Mpenapara JJjisi MeAMIUHCKOI0 NIpUMeHeHus (B
pen. @enepanbHOro 3akona or 22.12.2014 N 429-®3 (pea. ot
13.07.2015))

1. Knuanueckoe uccieaoBaHue JEKapCTBEHHOIO IpernapaTta Uil MEIULIUHCKOTO MPUMEHEHHUS
IIPOBOAMUTCS HA OCHOBAHMM DAa3pelIEeHUs] Ha MPOBEACHHE KIMHUYECKOIO MCCIEA0BaHUs
JIEKapCTBEHHOI'0  Ipenapara, BbIIAHHOTO  YIOJHOMOYEHHBIM  (efepalibHbIM  OpPraHoOM
UCTIOJHUTENIBHOM BJACTH MO pe3yibTaTaM »JKCIEPTU3bl JOKYMEHTOB, HEOOXOAMMBIX JUIS
MOJIyYEHHUSI pa3pelIeHs] Ha MPOBEICHHE KIMHUYECKOIO HCCIENOBaHMs JIEKapCTBEHHOIO
npenapaTta U STH4€CKON IKCIEPTU3HI.

2. JIns mony4eHus pa3pelieHus Ha MPOBEJeHUE KIMHUYECKOTO MCCIIEIOBAHMS JIEKAPCTBEHHOIO
mpenapaTta Uil MEIULHMHCKOIO IPUMEHEHMs 3asBUTENb IPEACTABISAET B YIOJIHOMOUYEHHBIN
(benepanbHbI OpraH UCMOTHUTEIBHOMN BIIACTH:

1) 3a4BJICHUC O BbIJAYC pPa3spCliCHUA Ha MPOBCACHUC KIMHHUYECCKOTO HCCICAOBAHUA
JICKApCTBCHHOTO ITperiapara JjIisd MCAUITUHCKOI'O MPUMEHCHU S ;

2) KOIUU AOKYMEHTOB, MOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOMN MOUUIMHBI 32 MPOBEACHUE
9TUYECKOHN DKCIEPTU3BI, IKCIIEPTU3BI TOKYMEHTOB Ha JICKAPCTBEHHBIN IIperapar Ui I1OIy4eHUs
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paspelieHuss Ha IPOBEACHUE KIMHUYECKOIO HCCIEAOBAHMSA JIEKAPCTBEHHOIO IIpenapara Uit
MEIULMHCKOTO IPUMEHEHHUS, 3a BblJA4y pa3pelleHus Ha IPOBEIACHUE KIMHUYECKOIO
HCCIEAOBAHMs JIEKAPCTBEHHOIO IIpenapara Uisi MEIULMHCKOIO IPUMEHEHUSA, 3a IIPOBEICHHE
JKCIIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM IIpenapar Uil IOJIy4eHHMS pas3pelieHus Ha

IIPOBCACHUC MCKIYHaApPOAHOI'O MHOI'OLICHTPOBOT'O KIMHHUYECKOI'O HCCJIICAO0BaHUA
JICKApCTBCHHOI'O Ipfcliapara il MCAUIOHUHCKOrO IPUMCHCHHUSA, 3a BblAa4y pa3pClICHUA Ha
IIPOBCACHUC MCKIYHapPOAHOI'O MHOI'OLICHTPOBOTO KIMHHUYECKOI'O HCCIICAO0BaHUA

JIEKapCTBEHHOI'O IIpernapaTa s MEAMIMHCKOIO IPUMEHEHMs, 3a IPOBEACHHE STUYECKOU
9KCHEPTHU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIM Ipemapar Majis IOJyYeHMs
paspellieHuss Ha  IPOBEACHHE  IOCTPErMCTPALMOHHOTO  KJIMHMYECKOIO  UCCIIEOBAHMUS
JIEKapCTBEHHOI'0 Ipenaparta s MEIUIMHCKOIo IPUMEHEHHs, 3a BblIauy pa3pelleHus Ha
IIPOBE/ICHUE MTOCTPETUCTPALIMOHHOIO KIMHUYECKOIO UCCIEI0BaHU JEKAapCTBEHHOIO IIpernapara
JUI. METUIIMHCKOTO MPUMEHEHUs], WIM 0 COOCTBEHHOW MHMIIMATHBE yKa3aHHbIE JOKYMEHTHI. B
Cllydae HelpeJICTaBICHMsI 3asIBUTEJIEM YKA3aHHBIX JJOKYMEHTOB YIOJHOMOYEHHBIN (pefepanbHbIi
OpraH HCIIOJIHUTEIbHOM BJIACTH MpoBepseT (akT YIUIaThl T'OCYAApCTBEHHOH MOIIIMHBI C
UCIOJIb30BaHWEM HMHPOpMauu 00 yIlaTe TroCylIapCTBEHHOW TOIUIMHBI, COAEp)Kalleics B
I'ocynapcTBeHHOM MH(OPMAIMOHHONW CHCTEME O TOCYJapCTBEHHBIX W MYHUIUMNAIbHBIX
IUIaTeXaX, HA OCHOBAHUM IIPEJICTABJICHHBIX 3asBUTENIEM KOIUM IOKyMEHTOB;

3) IMPOTOKOJI KIMHUYCCKOIO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapaTa AJsd MCAULUHCKOI'O
IIPUMCHCHMUA,

4) 6porropy rccaea0BaTes;
5) nH(pOPMAITMOHHBIN JIMCTOK MAIMEHTA,

6) CBCACHUA 00 ombITe pa60TBI HCccaeaoBaTee mo COOTBCTCTBYIOIIUM CHCHHUAIBHOCTAM H HX
OIIBITC pa6OTBI 110 MPOBCACHUTIO KIIMHUYCCKUX HCCHCHOB&HHﬁ;

7) cBeoeHUS O METUIIMHCKUX OpTraHU3alusX, B KOTOPBIX IIPEAINoyiaraeTcs MpOBEICHUE
KJIMHUYECKOTO HMCCIEIOBAHUS JIEKQPCTBEHHOIO Tpernapara sl MEIUIUHCKOTO MPUMEHEHHUS
(moxHOE ¥ COKpalleHHOe HAaUMEHOBAaHUS, OpraHH3allMOHHO-TIpaBoBas (opma, MECTO
HaxO0XKJICHUSI ¥ MECTO OCYILECTBIICHUSI ESITEIbHOCTH, TenedoH, Tenedakc, aapec dIEeKTPOHHON
MOYTHI KKI0M MEAUITMHCKON OpraHU3aIlig ),

8) CBCACHUA O MpCANojiaraMbiX CpOKax MPOBCACHUA KIMHUYCCKOTO HCCICIOBAHUSA
JICKApCTBCHHOTO IIperiapara 41 MCAUITUHCKOT'O TPUMCEHCHUS

9) xonuio AOroBOpa 00S3aTENLHOTO CTPAaXOBaHUs, 3aKIIOYEHHOTO B COOTBETCTBUH C TUIIOBBIMU
MpaBuUjiaMy 00S3aTEIHLHOTO CTPAXOBaHUs, C YKa3aHUEM MPEIeTbHON YHUCIEHHOCTH MAllMeHTOB,
YYacTBYIOIIMX B KJIMHUYECKOM HCCJIEIOBAHUM JIEKAPCTBEHHOI'O Ipenapara Jjs MEAUIIMHCKOTO
MIPUMEHEHUS,

10) I/IH(bOpMaI_[I/IIO 0 COCTABC JICKAPCTBCHHOTO IIpeCIiapaTa JJis1 MCAUITUHCKOI'O MPUMCHCHU A

11) noKyMeHT, COCTAaBICHHBI MPOU3BOANUTENIEM JICKAPCTBEHHOTO Tperapara JUisi MEAUIIUHCKOTO
NPUMEHEHUST U  COJAEpKAllMi TOKa3aTenu (XapakTepUCTHKH), a TakKe CBEJIEeHUs O
JIEKAPCTBEHHOM IIpernapare sl MEAULIMHCKOIO NIPUMEHEHHUs, IPOU3BENCHHOM JUIs IIPOBENCHUS
KJIIMHUYECKUX UCCIICJOBAaHUN;

12) Kkomnuto JHIIEH3UH Ha MPOU3BOJICTBO JEKAPCTBEHHBIX CPEICTB B CIIydae, €CJIU MPOU3BOICTBO



JIEKapCTBEHHOTO TIperapaTa ocymiecTsisiercss B Poccuiickoir ®Denepanuy, WM KOIHUIO
3aKJIIOYEHUS O COOTBETCTBUHU MPOU3BOIUTENS JICKAPCTBEHHOTO Ipernaparta TpeOOBaHHUIM MPaBUII
HaJUIeXaIIeld MPOU3BOJCTBEHHON NPAaKTHKU, BBIJAHHOTO YIIOJIHOMOYEHHBIM OPIaHOM CTpPaHbBI
IIPOU3BOJUTEINS JIEKAPCTBEHHOIO Ipenapata. (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N
140-93)

3. B cpok, He npeBbIIAIOIINN MSITH pabouuX AHEW CO THS MPHUHATHS yKa3aHHOTO B ITYHKTE 1
YacTH 2 HACTOAIIEH CTaThbU 3asABJICHUS M HEOOXOAMMBIX JIOKYMEHTOB, YIOJIHOMOYEHHBIN
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIIACTH:

1) mnpoBOIUT TMpPOBEPKY IMOJHOTBI M JOCTOBEPHOCTH CBEACHUN, COAEpIKALIUXCS B
IIPEACTABJICHHBIX 3asIBUTEIIEM TOKYMEHTaX;

2) IpUHMMAET PELIEHUE O IPOBEAECHUH SKCIEPTU3bI JOKYMEHTOB JJIsl IOJyUYEHUS Pa3peLICHUs Ha
MIPOBEACHUE KIMHUYECKOIO HCCICNOBAHMS JIEKAPCTBEHHOIO IIpemapara Mg MEAULUHCKOIO
IPUMEHEHMS U 3TUYECKOM 3KCIepTu3bl Ui 00 OTKa3e B IPOBEACHUH YKa3aHHBIX 3KCIIEPTU3;

3) yBemOMIISET B DJICKTPOHHOW (popMme WM Ha OyMa)KHOM HOCHUTEINIC 3asBUTENS O MPHHITOM
peuieHnr 100 B clyyae MPUHATUSA pelIeHUs 00 OTKa3e TaKKe C yKa3aHHWEM MIPUYUH TaKOro
0TKa3a;

4) MOATOTABJIMBACT W HAIPABJISIET B 3KCICPTHOC YUPCKACHUC U COBET IIO 3THKE 3aJdHUC Ha
MMPOBEACHUC COOTBECTCTBYIOIINX SKCIICPTUS.

4. B cny4ae BBIABICHHS HETIOJIHOTHI U (MJIM) HEJOCTOBEPHOCTH MH(POPMAIINH, COEpIKAIIEHCs B
IPEJCTABICHHbIX  3asBUTEIEM  JIOKyMEHTaX, YIOJHOMOYEHHBIH (enepaibHblii  Opra
WCTIOJTHUTENIGHOM  BJIACTH HANpaBISICT 3asgBUTENIO 3alMpoc 00 YTOYHEHUH YKa3aHHOM
uHpopmanuu. JlaHHBIA 3ampoc MOXKET ObITh IepelaH YINOJIHOMOYEHHOMY MpPEICTaBUTEIIO
3asiBUTENSL JINYHO TOJI PACHUCKy, HAlpaBJIEH MO MOYTE 3aKa3HbIM MHCbMOM WJIM TEpeAaH B
JIEKTPOHHON (hopMe MO TENEeKOMMYHHMKAIIMOHHBIM KaHajaM CBA3M. B ciydae HampaBieHHs
JAHHOT'O 3alpoca MO MOYTE 3aKa3HbIM MHCbMOM OH CUMTAETCSl MOJIYYEHHBIM IO HCTEUYEHUU
IIECTH JTHEW C JaThl HANpaBJIEHUs 3aKa3HOTO MUChbMa. 3asiBUTENb 00s3aH NPEJICTaBUTh OTBET HA
3aMpoc yMOJIHOMOYEHHOTOo (efepalbHOrO0 OpraHa MHCIOJHUTENBHONM BJIacTH B CPOK, HE
MIPEBBIIIAIOIINN A€BIHOCTA pabouuX THEH co AHA ero noay4yeHHus. Cpok, yKa3aHHBIA B yacTu 3
HACTOAIIEH CTaThbW, IPUOCTAHABIMBACTCS CO [JHS HANpaBICHMsI 3asBUTENIO0 3arpoca
YIIOJIHOMOYEHHOTO (e/lepaIbHOr0 OpraHa HCIOJHUTEIbHON BIACTH 1O JHS IOJNYYEHHUS UM
COOTBETCTBYIOILIETO OTBETAa W HE YYUTHIBAETCA NPU HCUYHUCICHUM CpPOKA TPUHATUS
YIIOJIHOMOYEHHBIM (peiepalIbHbIM OPraHOM HCIOJHHUTEIBHON BJIACTH pEIICHHs O MPOBEICHUH
9KCIEPTU3bl JIOKYMEHTOB Ul TOJY4YEHMsI pas3pellieHHus Ha IPOBENECHUE KIMHUYECKOIO
HCCIIeIOBaHMS JIEKAPCTBEHHOTO Mpenapara sl MEIULUHCKOTO TPUMEHEHHUS.

5. OcHoBaHmeM s OTKa3a B IPOBEIACHUM OKCHEPTU3bl JOKYMEHTOB JUISl IOJY4YEHUS
paspeleHus Ha IPOBEACHUE KIMHUYECKOIO HCCIEAOBAHUSA JIEKAPCTBEHHOIO IIpenapara i
MEIULUHCKOTO NMPUMEHEHHS U ITUYECKON 3KCHEPTHU3bI SBISIETCS MPEICTAaBICHUE JTOKYMEHTOB,
NPEJYCMOTPEHHBIX YaCThlO 2 HACTOSINEH CTaThd, B HEMOJHOM OObEeMe, HEeINpeJCTaBICHHE
3asIBUTEJIEM B YCTAHOBJICHHBIN CPOK OTBETA HA YKA3aHHBIN B 4aCTHU 4 HACTOSIEN CTAaThU 3aIpoOC
YIIOJIHOMOYEHHOTO (hefiepalibHOTO OpraHa MCIOJHUTENBHOW BJIACTH JMOO OTCYTCTBHE B
MIPE/ICTaBICHHBIX JOKYMEHTaX HCYEpIBIBAIOIIETO MEepeyHs HeoOXOoAMMON HMH(OpManuu Win
uHpopMalMy, KOTopas JOJKHa ObITh OTpakeHa B HHUX, a TaKXe OTCYTCTBHE HH(OpMaIu,
MOATBEPXKIAOMIeH (aKT yIIaThl TOCYIapCTBEHHOW TMONUIMHBI 32 TPOBEICHHE DSTHUYECKOU
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OKCIICPTU3BI, OKCICPTU3BI JOKYMCHTOB Ha HeKapCTBeHHBIﬁ openapar i IMIDOJTYy4YCHHA
paspCiicHrud Ha HNPOBCACHUC KIIMHHUYCCKOI'0 HMCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara IJId
MCIUIHUHCKOIO IPUMCHCHHA, 3a BblAady paspClICcHHUsA Ha MIPOBCACHHUEC KIMHHUYCCKOI'O
HUCCIICAOBaHUA JICKAPCTBCHHOI'O IIpCIliapara AJid MCAUIWHCKOIO NMPHUMCHCHUSA, 3a IPOBCACHHC
OKCIIEPTHU3bI OOKYMCHTOB Ha HeKapCTBeHHBIﬁ npenapar aj1d IIOJIYYCHHA Pa3spCllICHHSA Ha

IIPOBCACHUC MCKIAYHApPOAHOI' O MHOT'OLICHTPOBOI'O KIMHHUYCCKOI'O HUCCICI0OBaHUA
JICKApCTBEHHOI'O IIpfrapara Ml MCEAUIOHUHCKOrO IMPHUMCEHCHHUA, 3a BblAady paspCHICHUA Ha
IIPOBCACHUC MCKIAYHApPOAHOI' O MHOT'OLICHTPOBOT'O KIIMHUYCCKOI'O HUCCICIJ0BaHUsA

JICKApCTBEHHOI'O IIpf€liapara AjId MEIUIOHWMHCKOro IIPpUMCHCHHA, 3a IIPOBCACHHUC THYECKOM
OKCIICPTU3BI, OKCHCPTU3BI JOKYMCHTOB Ha JIeKapCTBCHHBIf/'I npemnapar i OJYUCHUA
paspCiiCHuA Ha IIPOBEACHUE IMOCTPErUCTPATUOHHOT'O KIMHHUYECKOI'O HCCICa0BaHUA
JICKApCTBCHHOT'O IMpfclapara il MCAUIHUHCKOrO IMPUMCHCHUA, 3a BblAa4y pa3pClICHUA Ha
IIPOBCACHUC ITOCTPETUCTPATUMOHHOI0 KIIMHUYCCKOI0 HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIIapara
AJI1 MCAUIUHCKOI'O ITPUMCHCHU .

6. IlpoBeneHue HKCHEPTH3bl JAOKYMEHTOB JJIs IOJIYYEHHUS pa3pelleHHs Ha IpOBeJCHHE
KJIMHUYECKOI0 MCCIIEI0BAaHUS JIEKApCTBEHHOTO Ipernapara Juisi MEIULIUHCKOTO IPUMEHEHUs U
TUYECKON IKCIEPTHU3bI, COCTABICHHE KOMHCCUEH 3KCIIEPTOB M COBETOM I10 3THUKE 3aKJIIOYEHUH O
BO3MOXXHOCTH WJIM HEBO3MOXKHOCTU IPOBEACHUS TAaKOr0 KIMHUYECKOIO HCCIENOBAaHUS U
HalpaBJICHUE 3TUX 3aKIIOYEHUN B YIOJIHOMOYEHHBIH (enepaabHblii OpraH HCHOIHUTEIbHOM
BJIACTH OCYIIECTBISIOTCS B CPOK, HE TPEBBIIIAIOIIMN TpUALATH pabouyux IHEH CcOo JIHS
MIOJIyYeHUsI SKCIEPTHBIM YUPEKICHUEM 3aJjaHHs YHOJIHOMOYEHHOTO (eepabHOIo OpraHa
WCIIOJIHUTEJILHON BJIACTU C MPUIOKEHUEM JTOKYMEHTOB, YKa3aHHBIX B IMyHKTax 3, 4, 10 u 11
YacTH 2 HACTOSIIEH cTaThbH, U COBETOM IO ATHUKE 33aJaHMs YIOJIHOMOYEHHOro (heaepalbHOro
OpraHa MCIOJHUTEIbHON BJIACTH C NMPHIJIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B MMyHKTax 3 - 6, 8 u
9 yactu 2 HacTOsIIEN CTaThHU.

7.B CpOK, HE HpeBBII_HaIOH_II/Iﬁ IISATH pa6oq1/1x JHEH CcO THS MOJIYYCHUA 33.KJHO‘{CHI/II\/’I, YKa3aHHBIX
B 4acTu 6 HaCTOSIIEH CTaTbu, YHOJ'IHOMO‘ICHHHﬁ Q)eﬂepaHBHBIﬁ OopraH HCIIOJIHUTEILHOMN BIACTH:

1) OCYHICCTBJIACT OLCHKY IMMOCTYIIMBIINUX 3aKJIIOUYCHUN JJIsI OIpeACICHUA HX COOTBCTCTBHUSA
3aIaHUAM Ha IMPOBECACHUEC COOTBCTCTBYIOIIUX DKCIICPTU3;

2) IpUHHUMAET pELIeHHE O BblJayue pa3pelleHus Ha MPOBEIECHUE KIMHHYECKOTO MCCIEeI0BaHUs
JICKapCTBEHHOTO TpenapaTa JUIsl MEIUIIMHCKOTO TNPUMEHEHUs WM o0 OTKa3e B Bblaaye
YKa3aHHOT'O pa3pelIeHHs;

3) BbIAET pa3pelieHHe Ha TMPOBEJEHHE KIMHUYECKOTO HCCIIEAOBAaHUS JIEKApCTBEHHOTO
npenapaTa JJis MEIWLUHCKOrO NMPUMEHEHHs] WIM pelieHre o0 OTKa3e B Bblaue YKa3aHHOIO
paspelieHus ¢ yKkazaHueM NMPUYHH 0TKa3a.

8. OcHOBaHNEM IJId OTKa3a B BbIAAYC pa3pCHICHUS Ha MMPOBECACHUEC KIIMHUYCCKOT'O UCCIICAOBAHNA
JICKApCTBCHHOT'O Ipfriapara s MCAUIHUHCKOI0 IMPUMCHCHUA ABJIACTCA HAJIWMYHUC 3aKITHOUCHUA
KOMHUCCHUH DOKCICPTOB HIIN 3aKIIFOYCHUSA COBCTAa IIO 3THKEC O HCBO3MOXHOCTU IMPOBCIACHUSA
KIIMHUYCCKOI'0 MCCIICAOBAaHUA JICKAPCTBCHHOI'O IIperiapara A MCIUIHUHCKOr0 IMpPpUMCEHECHUS I10
pe3yibTaTaM MPOBEACHHBIX OKCIICPTHU3, TPEAYCMOTPEHHBIX YaCThIO 6 HaCTOﬂHleﬁ CTaTbH.

9. Pemienne 00 0TKaze B MPOBEACHUU SKCIEPTU3HI JOKYMEHTOB JUIsl MTOJIyYE€HHUS pa3pelieHus Ha
MIPOBEACHUE KIMHUYECKOIO HCCIIEAOBAHMS JIEKAPCTBEHHOIO IIpermapara Mg MEOULUHCKOIO
MIPUMEHEHHUSI U ATUYECKON dKCIEPTHU3bI U B BbIJAU€ Pa3pelIeHUs] HAa IPOBEICHNE KIMHUYECKOTO



HUCCICA0BaHUA JICKAPCTBCHHOI'O IIpfriapara I MCIUIHUHCKOrO IIPUMCHCHHSA MOXCT OBITh
00>KaJI0BaHO B IOpAAKE, YCTAHOBJIICHHOM 3aKOHOJATCIIbCTBOM Poccuiickoit CDez[epauI/H/I.

Crarbs 39.1. DTuueckast 3xcneptTusa (B pea. @eaepaabHOro 3aKoHa
or 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. DOtuueckas OKCIICPTU3a MNPOBOAUTCA COBCTOM IIO J3TUKE, CO3JaHHBIM B IOPAIKCE,
YCTAaHOBJICHHOM YIIOJJTHOMOYCHHBIM (beﬂepaHBHBIM OpraHnomM HCITOJIHUTEILHOU BJIaCTH, B LICIIAX
BbIJa4M 3aKJIFOUYCHUA 00 3TUYECKOM 000CHOBAHHOCTH BO3MOKHOCTH MMPOBCACHU A KIIMHUYCCKOI'O
HCCIICA0BaHUA JICKAPCTBCHHOI'O IIpCriapaTta IJjisl MCAULIUMHCKOTO ITPUMCHCHMU.

2. DKcrmepTaMy COBETa IO 3THKE MOTYT OBITh MPEICTABUTEIN MEAWLIUHCKUX OpraHu3aIui,
Hay4YHbIX OpraHU3alMii, 00pa3oBaTEIbHBIX OpPraHU3alMi BbICHIET0 OOPa30BaHMs, a TaKXKe
MIPEJCTaBUTENN OOIIECTBEHHBIX OpPraHU3alni, PETUTHO3HBIX OPTaHU3AIMA M CPEJCTB MacCOBOU
uHpopmanuu. JlaHHble 3KCIEPThl HE JODKHBI HAXOOUThCA B KAKOH-IMOO 3aBUCHUMOCTU OT
pa3padOTYNKOB JEKAPCTBEHHBIX MPENapaToB U JPYTUX JIHI, 3aWHTEPECOBAHHBIX B pe3yJbTaTax
3TUYECKOMN IKCIEPTU3HI.

3. Omiara yciIyr 3KCIEpPTOB COBETa MO 3TUKE OCYIIECTBIISIETCS HAa OCHOBaHUM JOTOBOPA,
3aKJIIOYEHHOTO MEX]y YIOJIHOMOYEHHBIM (peliepalibHbIM OpPraHOM HCIOJHUTENIBHON BJIACTH,
KOTOPBIM CO3/IaH COBET IO 3THUKE, W JKCIIEPTOM COBETa MO ITHKE, 3a CUeT OIJKETHBIX
ACCHUTHOBAHU, MPEIyCMOTPEHHBIX YIIOJTHOMOUYEHHOMY (peiepaqbHOMY OpraHy UCIIOJIHUTEIHHON
BJIACTH, KOTOPBIM CO3J/IaH COBET TI0 ITHKE, B ()eepaATHbHOM OFOJKETE Ha COOTBETCTBYIOIIHI IO
Ha obOecIieyeHne ero JAeITeIbHOCTH, B pa3Mepax, ycTaHoBIeHHbIX [IpaButenscTBoM Poccuiickoit
®enepanuu.

4. 3KCH€pTI>I COBETaA I10 O3THUKC HeCyT OTBECTCTBCHHOCTH B COOTBCTCTBHU C 3aKOHOAATCJIBCTBOM
Poccuiickoit @enepanuu.

5. CocraB coBeTa MO JTUKE, TOJIOKEHHUE OO0 JTOM COBETE, MOPSJOK €ro JAESITeIbHOCTH,
TpeOOBaHMS K KBATH(PHUKAIIUU U OMBITY paOOTHI 1O IKCIIEPTHON OIICHKE HAYYHBIX, MEIUIIMHCKUX
U OTUYECKHX AaCTEKTOB KIWHUYECKUX WCCIICIOBAHUN JIEKAPCTBEHHBIX IMpenapaToB JJis
MEIULHUHCKOTO TNPUMEHEHUS, NPEIbsABIIEMbIE K OSKCIEPTaM COBETa IO JTHUKE, MOPSI0K
OpraHu3alli ¥ TPOBEACHUS] ITHUYECKOM IKCIEPTH3bl, (hopMa 3aKIIOUYEHHS COBETa MO ITHKE
yCTaHABIUBAIOTCA YIOJTHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTENBHON BiacTu. Yucio
MpEeACTaBUTENCH MEAUIIMHCKUX OPTraHU3AIMI HE MOXKET IIPEBBIIIATH IMOJOBUHY OT OOIIETro Yucia
AKCTIEPTOB COBETA IO ITUKE.

6. Mudopmanus o cocTaBe coBeTa MO 3THKE, IJIAHAX €ro paboThl M TEKYIIEeH AesITeIbHOCTU
pasmemaercs Ha  OQUIMAIBLHOM  caliTeé  YINOJHOMOYEHHOTO  (elepaJbHOro  OpraHa
WCIIOJTHUTEJIBHOW BJIACTH B ceTH "MHTEpHET" B yCTAaHOBIEHHOM UM IOPSIKE.

Cratbs 40. IIpoBeneHne KIMHAYECKOT0 UCCIIEIOBAHMS
JIEKAPCTBEHHOT0 NMpenapara JJjisi MeIuIMHCKOr0 MPUMeHeHHUs

1. PykoBouTeNlb MEIUIIMHCKOW OpraHU3allud, KOTOPask MPOBOAUT KIMHUYECKOE HCCIEIOBAHUE
JICKapCTBEHHOI'0 IIpemnapara Uil MEOUMUMHCKOrO NPUMEHEHMS, Ha3HA4yaeT MCCIeN0BaTeNs,
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OTBCTCTBCHHOI'O 3a IMPOBEACHNE TAKOTI'O UCCICAOBAHUA U UMCIOLICTO neqe6Hon CIICHHUAJIbHOCTD,
COOTBCTCTBYIOIIYIO ITPOBOJUMOMY KIIMHUYCCKOMY HUCCIICAOBAHUIO JICKAPCTBCHHOI'O IIpEIiapara,
CO CTaXXeM pa6OTBI 10 IMporpaMmMaM KIMHHYCCKUX I/ICCJ'IC,Z[OB&HI/IIZ JICKApCTBCHHEBIX IIpC€IIapaToB
HC MCHCC 4YCM TpHU roga U 1o €ro npcjioKCHU0 Ha3HA4YacT COHCCIICOBATEIICH 13 YHCciIa Bpaqeﬁ

ATOW MEIUIIMHCKON opranu3aiuu. (B pea. deaepanbHoro 3akoHa ot 22.12.2014 N 429-P3 (pen.
ot 13.07.2015))

2. HCCJ’IGI{OB&TCJ’IB OCYLICCTBIIACT BI)I60p MMaguECHTOB, KOTOPBIC MO0 MEAWMIMWHCKHUM ITIOKAa3aHUSAM
MOTYT OBITH IMPUBJICYCHBI K Y4aCTUIO B KIIMHUYCCKOM UCCJICAOBAHUU JICKAPCTBCHHOI'O IIpCIiapara
AJI MCAUIUHCKOI'O ITPUMCHCHMU .

3. MHccnenoBarenb M COMCCIENOBATENN JIOJDKHBI OBITh O3HAKOMIICHBI C pe3yJbTaTaMu
JTOKITMHUYECKOTO HCCIICOBAHUS JIEKAPCTBEHHOTO CPEACTBA, COACPKALIMMHCA B OpoImope
HCCIIEIOBATEIs, POSKTOM MTPOTOKOJIA KITMHHMYECKOTO UCCIIEIOBAHMS JICKAPCTBEHHOTO Mperapara
JUTSE METUITUHCKOTO TTPUMEHEHUs, pa3pabOTaHHBIM Pa3padOTYMKOM JICKApCTBEHHOTO TIperapara
WIA WHBIM IOPHIMYCCKAM JIUIIOM, MPHUBJICKACMbIM K OpTaHU3allMU MPOBEACHUS KIMHUYECKOTO
WCCIICIOBAHMS JICKQPCTBEHHOTO TIpermapaTra Ui MEIUIIMHCKOTO TPUMEHEHUsS, W JIPYTUMHU
MaTepHalaMHi TaKOTO UCCIIECOBAHUSI.

3.1. PykoBoauTens MEAUIIMHCKOW OpraHU3alMy B CPOK, HE MPEBHIMAIONINN TpeX pabounx AHEH
CO JHS Hayaja IPOBEIEHUs KIMHHYECKOTO MCCIEeIOBAaHUS JIEKapCTBEHHOIO Mperapara ais
MEIULUHCKOTO TMPHUMEHEHHs, COO0IaeT 00 3TOM B YIOJHOMOYEHHBIH (eaepasbHbIli OpraH
WCIIOJIHUTENILHON BJIACTH, BBIAABIIMN pa3pelleHHe Ha MPOBEIECHUE TAaKOTO HCCIEIOBAHMS, 1O
ycTaHOBIICHHOM UM (opme. (B pea. DeaepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

4. OpraHusanuu, OCYLIECTBIISIIOIINE OPraHU3alUI0 MPOBEAECHUS KIMHUYECKOTO MCCIIEI0BaHUs
JIEKapCTBEHHOTO Mpemnapara Jisi MeAUIIMHCKOTO MPUMEHEHHUsI U yKa3aHHbIe B YacTH 3 cTaTtbu 38
Hacrosimero denepaqbHOTO 3aKOHA, B Cily4ae HEOOXOJAMMOCTA BHECEHMs] WM3MEHEHUU B
MPOTOKONI KIMHUYECKOTO HCCIEeOBAaHUS JIEKApCTBEHHOTO TIpemapara Uil MEIHIIMHCKOTO
MPUMEHEHHUsI COOOIIAIT 00 ATOM B YIMOJHOMOYEHHBIN (helepanbHbIi OpraH UCIOJTHUTEIHHOU
BIIACTH, BBIAABIIMN pa3pellieHHe Ha MPOBEIEHUE TaKOTO HCCIEAOBaHHUs, IO YCTAHOBICHHOW UM
dopme. (B pen. Penepanbroro 3akona ot 11.10.2010 N 271-D3)

4.1. ®opma cooOmieHHsT O BHECEHHWH HM3MEHEHU B MPOTOKOJ KIMHUYECKOTO HCCIEIOBaHUs
JIEKQpCTBEHHOTO Tperapara JUisi MeIUIIMHCKOTO MPUMEHEHHUS TOJDKHA CONEPKaTh CIEIYIONIHE
cBenenus: (B pen. @enepansHoro 3akoHa ot 11.10.2010 N 271-D3)

1) HauMeHOBaHME, WJIEHTHU()UKALMOHHBIM HOMEp M JaTa MpPOTOKOJA KIMHHUYECKOTO
uccienoBanus; (B pea. ®enepanproro 3akona ot 11.10.2010 N 271-D3)

2) nata BHECEHHUS U3MEHEHUI B MPOTOKOJ KJIMHUYECKOTO UccienoBanus; (B pea. deaepanbHOro
3akoHa oT 11.10.2010 N 271-®3)

3) HauMEHOBaHUE U MECTO HaXO0JieHus 3asaBuTens; (B pea. PenepanbHoro 3akona ot 11.10.2010
N 271-D3)

4) HauMCHOBaHKME OpraHW3alli{, MPUBJICUYCHHON pa3pabOTUYUKOM JIEKAPCTBEHHOTO Mperapara K
OpraHu3aIiy MPOBEICHHUS KIMHUYECKOTO UCCIeIOBaHus (MIpH HaIWUuK); (B pen. DenepaabHOro
3akoHa oT 11.10.2010 N 271-®3)

5) HAanMMCHOBaHUSI U MECTa HaXOXIACHHUA MCIUITMHCKUX opraHmauHﬁ, B KOTOPBIX ITPOBOAMUTCA
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KIMHAYECKoe uccaenoBanue; (B pen. deaepanbroro 3akona ot 11.10.2010 N 271-D3)

6) nmata BbIIaYM pa3pelieHUs Ha TPOBEICHHUE KIMHMYECKOTO HMCCIIEIOBAHUS M HOMEP 3TOrO
pasperienus; (B pen. @enepanbroro 3akona ot 11.10.2010 N 271-D3)

7) M3MEHEHHS, BHOCUMbIE B TMPOTOKOJ KIMHUYECKOTO HccienoBanus. (B pea. demepaabHOro
3akoHa oT 11.10.2010 N 271-®3)

5. B cpok, He IpeBBIIAIIINA TPUIAIATH padOYHX JHEH CO JTHS MOTYYCHHUS YKa3aHHOTO B YacTH 4
HACTOSIIEH CTaThU COOOIICHHS, YIOJHOMOYEHHBINH (QenepaibHblii OpraH HCHOJHUTEIbHOM
BJIACTH PacCMaTPUBAET 3TO COOOIIEHUE B YCTAHOBICHHOM UM IOPSIJIKE U MPUHUMAET PELIeHHE O
BHECEHUU WM3MEHEHMH B INPOTOKOJI KIMHMYECKOIO HCCIEI0BAaHUS JIEKAPCTBEHHOI'O Iperapara
JUIS METUIIMHCKOTO TNpUMEHEHHs WiM 00 OTKa3e BO BHECEHMM TakuX u3MeHeHuid. [lpu
paccMOTpPEeHHH COOOIICHUSI 0 HEOOXOAUMOCTH BHECEHHSI U3MEHEHUN B IPOTOKOJI KIIMHUYECKOTO
HCCIEA0BaHUS JIEKapCTBEHHOIO IMpernapaTta Uisi MEAUILMHCKOrO0 MPUMEHEHHS B LIENSAX OLEHKU
00OCHOBAaHHOCTH MPEUIaraeMbIX M3MEHEHUH M ONpEACICHHUS CTENeHW PHUCKA Ui MAIMEeHTOB,
MPUHUMAIOIIUX YYacTUe B KIMHUYECKUX HCCIIEIOBAHUSIX, YIMOJIHOMOYEHHBIM (eaepaibHbIM

OopraHom HWCIIOTHUTEILHON BIIACTH MOT'YT IPHBJICKATLHCA SKCIEPTbI COBCTA IO 3THUKEC (B pea.
denepanbHOro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

6. KiimHnueckoe uccienoBaHue JEKapCTBEHHOIO IpernapaTta Al MEJUIMHCKOTO IPUMEHEHUs
MO>KET OBITh MPHUOCTAHOBJIEHO WJIN MPEKPAILIEHO, ECIIU B IIPOLIECCE €T0 MPOBEACHUS OOHapyKeHa
OIIACHOCTb IS KM3HH, 3J0POBBS MMALIUEHTOB. B cilydac BOZHMKHOBEHUS ONIACHOCTHU ISl KU3HH,
3I0pPOBBS MTALIMEHTA, YYACTBYIOLIETO B KIIMHUYECKOM MCCIIEJOBAHNH JIEKAPCTBEHHOIO IIpenapara
JUIE MEIMLMHCKOrO IPUMEHEHMsI, HCCIIe0BaTeNu O00s3aHbl MPOMH(YOPMUPOBATH 00 3TOM
PYKOBOAMTENI MEIMLIMHCKOM OpPraHM3aluyd W OPraHU3alyio, IIOJYYMBIIYIO pa3pelicHue
YIIOJIHOMOYEHHOTO  (peIepajbHOr0 OpraHa MCIOJHUTEIbHOM BIACTW Ha OpraHU3aluio
MIPOBEACHUS  KJIMHUYECKOTO MCCIIEOBAaHMs JIGKapCTBEHHOro Ipenapara. Pemenuwe o
IIPUOCTAHOBIICHUM  KJIMHUYECKOTO  MCCIEIOBAaHMsS  JIEKAPCTBEHHOIO  Ipenapara i
MEIUIIMHCKOTO MPUMEHEHUS! MPUHUMAIOT PYKOBOJUTENb MEIUIUHCKON OpraHu3alvu U (WJH)
OpraHu3aiys, IOJy4yuBINAs  pa3pelieHue  YINOJHOMOUYEHHOro  (eaepaJbHOro  OpraHa
WCIIOJIHUTEJIBHOM BJIACTHM HA OPraHHU3alUI0 ITPOBEICHUs KIMHUYECKOTO MCCIIEIOBAHUS
JIEKApCTBEHHOIO IIpenapara uisi MEIULUHCKOrO IPUMEHEHHU S, PEILICHUE O MPEKPALICHUU TaKOTO
UCCIIEIOBaHMs IPUHUMAET YIIOJIHOMOYEHHBIN (henepaabHblii OpraH MCIOJHUTENIBHOM BIACTH Ha
OCHOBAHHU COOOLIEHUS B NMUCHbMEHHOH (OopMe PYKOBOIUTENS MEAULMHCKOW OpraHM3aluu WIN
OpraHM3anus, TMOJy4YuBIIas  pa3pelieHHe  YINOJIHOMOUYEHHOro  (elepajibHOro  opraHa
UCIIOJIHUTEJIBHOW BJIACTM HA OPraHHU3alUI0 IPOBEIEHUsS KIMHUYECKOTO MCCIIENOBaHUs
JIEKApCTBEHHOTO Iperapara i MEIULIUHCKOTO IPUMEHEHUS.

7. B cpok, He mpeBbIIaomui MATH pabounx AHEH cO JHs 3aBepILEHUs, TPUOCTAHOBICHHS WU
MNpEKpalCHUusA KIMHUYECKOIO HCCICOOBAHUA JICKAPCTBCHHOI'O IIpf€rapara IAJd MCEAUIHMHCKOI'O
IPUMEHEHHs, COOOIIeHre 00 3TOM HamNpaBisieTCs OpraHU3alUsAMH, YKa3aHHbIMH B yacTu 3
cratb 38 Hactosmero denepanbHOro 3akoHa, B YHOJIHOMOYEHHBIN (enepanbHblii Oprax
WCTIOTHUTEIPHON BJIACTH TIO YCTAHOBJICHHOW UM (opMe.

8. ®opma cooOIIeHUsT O 3aBEPIICHUH, MPUOCTAHOBICHUU WM TPEKPANICHUHA KIMHUYECKOTO
HCCIICIOBaHMsI  JIEKAPCTBEHHOTO Mperapara JUIsi MEAWIMHCKOTO TPUMEHEHHs JIOJDKHA
COZIepIKATh:

1) uHdopmanuio O MEIULIMHCKOM OpraHu3aluyl WIMA MEIUUUHCKUX OpraHu3alusix,
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MPOBOAMBIINX NAHHOC UCCIICIOBAHUC,
2) OIIMCAaHHUEC JaHHOT'O UCCJICAOBAHMUAA,

3) nannble uccnenaoBarens (pamuiaus, UM, OTIECTBO, MECTO padOTHI, 3aHUMAaeMasl TOJKHOCTb,
CHEIUAaIbHOCTh, CTAX PabOTHI MO MporpaMMaM KIMHUYECKHX HCCIIEIOBAaHUM JICKAPCTBEHHBIX
MpenaparoB, MepeyeHb KIMHUYECKUX UCCIEA0OBAaHUM JI€KaPCTBEHHBIX MPENapaToB, B KOTOPHIX OH
MpUHUMAJ ydacThe (TIEpHOJbI y4acTHs) B Ka4eCTBE MCCIIEAOBATENS WM COMCCIlieoBaTens); (B
pen. denepansroro 3akoHa oT 11.10.2010 N 271-D3)

4) pe3yibTaT AAHHOTO HCCIENOBaHUS (3aBepIIeHHE, MPUOCTAHOBJICHHE WM TMpPEKpalleHue
JAHHOTO HCCIEAOBaHUS C YKa3aHWEM HMX MPUYUH W BIMSHUS Ha OLEHKY €ro pe3ysbTaToB,
OOIIYI0 OLIEHKY PUCKAa M 0XKHMJIAaeMOM MOJIB3bl OT MPUMEHEHUS HCCIIEIYyEeMOT0 JIEKapCTBEHHOTO
mpernaparta, a TaKxke npeArnojaraéMble JalbHEeHIIe T1eHCTBUS).

8.1. Ilpu BeIABNCHMM (QenepatbHBIM OPraHOM HCIIOJIHUTEIFHON BIACTH, OCYIIECCTBIISIOIIAM
(GYHKIMH 10 KOHTPOJIO M HaI30py B cdepe 3IpaBOOXpaHEHMs, HAPYUIEHUH IpaBUi
HaJUIeKalled KIMHUYECKOM IIPAaKTUKM IIPM  IPOBENCHUM KIMHUYECKOIO MCCIIECIOBAHUSA
JICKapCTBEHHOI'0 Ipernapara, BIHAIOLIMX Ha IOJHOTY W (MIM) JOCTOBEPHOCTh JaHHOTO
KIIMHAYECKOTO HCCIIEOBAaHUs, YKa3aHHBIM (eaepaqbHbIi OpraH HCIOJHUTEIFHONW BIACTH
IIPUOCTAaHABIMBACT IPOBEACHHUE JIAHHOINO  KIMHUYECKOIO HCCIENOBAaHUS U BBIHOCHUT
MEIULMHCKOW OpraHu3ally, B KOTOPOM IPOBOAMUTCS JAHHOE KIMHUYECKOE HCCIIECIOBAHMUE,
npeanucaiue o0 yCTpaHEHUM BBIABICHHBIX HapyluleHuil. IIpu HeycTpaHeHHMHM MeAMLIMHCKON
OpraHu3alyeil BBIABICHHBIX HAPYIICHWH B YCTAaHOBJICHHBIA B INPEANMCAHUU CPOK YKa3aHHBIN
GbenepanbHBIi OpraH MCHOJHUTEIBHON BJIACTM NPUHUMAET pelIeHHe O MpeKpalleHuu
IIPOBEACHUS KJIMHUYECKOIO MCCIIEIOBAaHMs JIEKAPCTBEHHOIO IIpenapara M HalpasisieT B
(benepanbHbIl OpraH MCIOJHUTEIBHON BIIACTH, OCYLIECTBISIOMMNA (YHKIMU O BhIpabOTKE U
peain3aluy ToCyJapCTBEHHOMN MOJUTUKU M HOPMaTUBHO-IIPAaBOBOMY PErYyJIMpPOBAaHUIO B chepe
3paBOOXPAHEHUs, 3aKIIOYEHHWE O BBIABICHUM IIPU IPOBEJEHUM JAHHOTO KIMHUYECKOIO
WCCIICIOBAHUSI HApYIICHUM MpaBUJl HALJICKANIEH KIMHUYECKOW MPAKTUKU Il TPUHATHS
pemieHrst 00 OTMEHE pa3pellieHHs Ha OPraHU3alHUI0 IPOBEJCHUS JAaHHOIO KIMHUYECKOTO
HCCIEAOBAHUS C JaThl NPUHATHS PELICHUS O NPHOCTAHOBJIEHUW ITPOBENCHMS KIMHUYECKOIO
UCCIIEIOBaHMs JIEKapCTBEHHOro npemnapara. (B pen. denepanpHoro 3akona or 13.07.2015 N
241-03)

9. VYnonHOMOYeHHbIM (QenepanbHbIii OpraH HCIOJHUTENBLHON BJIACTH ONYOJIMKOBBIBAET U
pazMeniaer Ha cBoeM OQuIUaIbHOM caiite B ceTu "HHTepHeT" cooOlleHHe O 3aBeplICHHH,
IIPUOCTAHOBIICHUH WUJIM MPEKPAIIEHNH KIMHUYECKOTO HCCIeI0BaHMs JISKapCTBEHHOI O IpenapaTa
JUTSl METUIIMHCKOTO TIPUMEHEHHUSI B CPOK, HE MPEBBIMIAIOIMINNA MATH pabOYuX THEW CO JHS €ro
IMOJIYYCHUS, B YCTAHOBJICHHOM UM IIOPSAAKE.

10. YnonHoMoueHHbIH (efepalbHbI OpraH MCIOJHUTEIBHON BIACTH OCYLIECTBISET BEICHHE
peectpa wuccienoBaTenel, NPOBOASIIMX WJIA TPOBOJUBUIMX KIMHUYECKUE HCCIIEIOBAHUS
JIEKapCTBEHHBIX  INPENaparoB Ul MEIULUHCKOTO NPUMEHEHHSA, B COOTBETCTBUHU C
YTBEPKACHHBIMU WM IpaBWJIaMH W pa3MellaeT ero Ha cBOeM OQHUIMAIbHOM caiiTe B CeTH
"NHTepHeT" B yCTAaHOBIEHHOM MM HOpsAKe. YKa3aHHBIM peecTp COACPKUT HH(POpPMAIHUIO,
MIPELYCMOTPEHHYIO TYHKTOM 3 YacTH 8 HACTOSLIEH CTaThU.

11. Oryer o pe3ynbTaTax KIMHUYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO IMpernapara s
MEIHUIIMHCKOTO MPUMEHEHHUSI COCTABISAECTCS OpraHu3alved, yKa3aHHOW B 4YacTh 3 crtaTbu 38
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HacTosAwmero denepalbHOTO 3aKOHA, HA OCHOBAHMH 3aKJIIOYEHUN MEAMIMHCKUX OpraHM3alui,
MIPOBOJIMBIIMX 3TO MCCIEIOBAHME, M MPEICTABISAETCS B YIIOJIHOMOYEHHBIN (eepaabHblil Opran
UCIIOJIHUTEJIBHOM BIIACTH, BBIIABIIMN pa3pelIcHUE HAa IPOBEACHHUE 3TOTO UCCIIEN0BaHMs, B CPOK,
HE MPEBBILAKINNA TPEeX MECILUEB CO JHS €ro 3aBEpLICHUs, IPUOCTAHOBICHUS WIH
IPEKpaIleHusi, B IMOPSAKE, YCTAHOBJIEHHOM YIOJIHOMOYEHHBIM (peiepajbHbIM OpPraHOM
UCIIOJIHUTEJILHOH BJIACTH.

12. Hapymienune mpaBwil HaJUIeKalled KIMHUYECKON MPaKTUKH, (GanbCUPUKAIUSA PEe3yJIbTaTOB
KJIMHUYECKOTO KCCIIEIOBaHUs JIEKAPCTBEHHOrO Mperapara s MEAUIIMHCKOrO MPUMEHEHUS
BJIEKYT 3a COOOil OTBETCTBEHHOCTh B COOTBETCTBHU C 3aKOHOAATENbCTBOM Poccuiickoit
Ddenepanun. (B pea. Denepanproro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

13. Ilpu mpoBeneHUM KIMHMYECKOTO MCCIEJOBAHMS JIEKAPCTBEHHOI'O IIpernapaTta Ul
MEIULUHCKOTO TMPUMEHEHUs JOIYyCKaeTcss 3a00p y HAalMEeHTOB OMOJIOTMYECKUX MaTepualloB
(0Opa3ubl OMOJOTMYECKUX KUAKOCTEH, TKaHEH, CEKpEeTOB M MPOAYKTOB KH3HEAEATEIbHOCTU
YeJI0BEKa, (DU3MOJIOTMYECKUX M TaTOJIOTMYECKUX BBIJEICHHUM, Ma3KOB, COCKOOOB, CMBIBOB,
MUKpPOOPIaHW3MOB, OMONCHIHBIA Marepuan) Juis ux uszydeHus B Poccuiickoit ®@enepanuu u
(wm) 3a npenenamu Poccuiickoit denepanuu. (B pea. @enepanpHoro 3akona ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

14. Ilopsinok BBO3a B Poccuiickyro denepanuto u BbiB0O3a 3a npeaeiisl Poccuiickoii @eaepaunn
OMOJIOTMYECKUX MATEpPHAJIOB, TOJYYEHHBIX IPH MPOBEICHUHM KIMHHUYESCKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO npemnapara IS MEJIHUITMHCKOTO MIPUMEHEHUS, yCTaHaBJIUBAETCA
[IpaButensctBoM Poccuiickoit ®@enepanuu. (B pen. PepepanbHoro 3akoHa ot 22.12.2014 N
429-03 (pex. ot 13.07.2015))

Cratba 41. /lorosop o npoBeieHUN KIMHAYECKOTO0 UCCIIEI0OBAHUS
JIEKAPCTBEHHOT0 Mpenapara Jjisi MeIuIMHCKOr0 NPUMeHeHUs

1. Knuanueckoe ucciaenoBaHue JEKapCTBEHHOI'O Ipenapara Uil MEIULIUHCKOTO IMPUMEHEHHUS
MIPOBOAMUTCS B COOTBETCTBHUM C JIOTOBOPOM O TMPOBEACHUU KIMHUYECKOTO MCCIEI0BaHuUs
JIEKapCTBEHHOI'O IIpernapaTta [ MEAMIMHCKOIO INPUMEHEHMS, 3aKIHYaeMbIM  MEXKIY
OpraHu3anyel, MOIy4MBIIEH  pa3pelleHHue  YIOJIHOMOYEHHOro  (hefepallbHOro  OpraHa
VCIIOJIHUTEJILHOM BJIACTH HAa OPraHM3alMI0 NPOBENCHUS TAKOTO UCCIEN0BAaHUSA, U MEAUIIMHCKON
OpraHM3alMel, OCYIIECTBIIONIEN IPOBEACHUE TAKOTO UCCIIEOBAHMUS.

2. Z[OI"OBOp 0 TPOBCACHUN KIMHHUYCCKOI'0 HCCICIOBAHUA JICKAPCTBCHHOI'O IIpfriapara IJid
MCIUITUHCKOI'O IPUMCHCHUS JOJIZKCH COACPIKATD:

1) YCJI0BUA U CPOKH NPOBCACHUA JAHHOT'O UCCIICIOBAHUSA

2) OIIPCACIICHUC 06]].[6171 CTOUMOCTH HPOTrpaMMbl JAaHHOT'O UCCIICAOBAHUA C YKA3aHUCM CYMMEI,
HpCHHaSHaanOHleﬁCH JJIA BBIIIJIAT UCCICAOBATEIIAM, COUCCICA0BATCIIAM,

3) onpeneneHue (GOpMBI  NPEACTABICHUS  PE3yJbTaTOB  JAaHHOIO  HUCCIEIOBaHMUS B
YIOJTHOMOYEHHBIHN (eiepabHbIN OpraH UCIOTHUTEIbHOM BIIACTH.

Crartba 42. DuHaHCcOBOE o0ecneUyeHe KIMHUYICCKOI0
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HCCIACA0BAHUSA JICKAPCTBCHHOI'O Mpenmapara aJid MEANIHUHCKOI'O
IPUMCHCHUSA

®duHAHCOBOE O00CCIEUEHUE KIMHUYECKOTO HCCJIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara [IJIsd
MCIUIIUHCKOI'O IPUMCHCHUS OCYHICCTBIIACTCA 3a CUCT:

1) cpencTs deaepanbHOro OIOKETA;

2) CpeacTB OpraHu3alui, MOJIYYMBIIMX pa3pelIeHHE Ha OpraHU3alUI0 MPOBEACHUS JaHHOIO
HCCIIEA0BAaHMs, B COOTBETCTBUU C YCIOBUSIMHU JJOTOBOPA O €r0 IIPOBEICHUH;

3) uHBIX HE 3alpelICHHbIX 3aKOHOAATeNbCTBOM Poccuiickoit denepaniuu HICTOYHUKOB.

Crartbs 43. lIpaBa nauMeHTOB, Y4aCTBYIOIIUX B KINHUYECKOM
HCCIEeI0BAHUM JIEKAPCTBEHHOI0 Npenapara AJs MeIuIHHCKOI 0
HpUMEHEeHUs

1. Yyacthe mNalMEHTOB B KJIMHUYECKOM HCCICAOBAaHUHU JIEKAPCTBEHHOI'O TIpernapara Jyist
MEIUIIMHCKOTO PUMEHEHHUS SIBIISIETCS TOOPOBOJIBHBIM.

2. TlanueHT WM €ro 3aKOHHBIA TPEACTAaBUTENb MOJDKEH ObITh MHPOPMUPOBAH B MUCHMEHHOM
dopme:

1) 0 JICKaApCTBCHHOM IIperiapare il MCAUIHMHCKOIO NPUMCHCHHA U CYIIHOCTHU KIIMHUYCCKOI'O
MCCJICIOBAHMSI ATOTO JICKAPCTBEHHOTO Tperiapara;

2) 0 0e30macHOCTH JICKApCTBCHHOT'O Ipfrapara ajd MCAUINHUHCKOro IIPUMCHCHUA, €TI0
0XKHIaeMOH 3(1)(1)6KTI/IBHOCTI/I " CTCIICHU pUCKA IJId ITAUCHTA,

3) 00 YCIOBUAX Yy4aCTHUA MAIIUCHTA B KIIMHUYCCKOM HCCIICAOBAHUU JICKAPCTBCHHOI'O IIpCIIapara
I MEAUILTUHCKOTO ITPUMCHCHMU A,

4) 0 OCIM WK HEIAX W MPOAOJDKUTCIBHOCTU KIIMHUYCCKOr'0 HCCICAOBAHUA JICKAPCTBCHHOT'O
npemnapara Jjid MEAUIUHCKOTO IIPUMCHCHU,

5) o neicTBUAX ManueHTa B clydyae HENpeABUACHHBIX 3((EKTOB BIUSHUS JIEKAPCTBEHHOTO
npenapara Jiuisi MEJUIUHCKOTO IPUMEHEHHS Ha COCTOSTHUE €0 310POBbS;

6) 00 yCIIOBHSIX 0053aTEILHOTO CTPAXOBAHMS KM3HU, 3/IOPOBbS MAIIMCHTA;

7) 0 TapaHTHUugAX KOH(l)I/I)IeHHI/IaJ'IBHOCTI/I ydyaCTusa IalnueHTa B KIWMHHUYCCKOM HCCICAOBAaHHUU
JICKApCTBCHHOTO IMperapara JJId MEAUIUHCKOIO IPpNMMCHCHU .

3. I[O6p0BOJ'H:HOC coriacue ImanueHTa Ha Y4aCTHC B KIMHHUYCCKOM  HUCCICAOBAHUHN
JICKApCTBCHHOT'O Ipf€rapata i1 MEAUIUHCKOTO MPHUMEHCHUSA MOATBCPKIAACTCA €TI0 IMOAIHNCBIO
HJIA MIOATIMCBIO €0 3aKOHHOI'O NPEACTABUTCIIA HA I/IH(i)OpMaHI/IOHHOM JIUCTKC IMallUCHTA.

4, HaHI/IeHT WIN €ro 3aKOHHBIN MNpeaACTaBUTCIIb HMECT IIpaBO OTKa3aTbCAd OT Y4YaCTHSA B
KIIMHUYCCKOM HCCJIICAOBAHUU JICKAPCTBCHHOT'O IIpCriapata I MCOAUIMHCKOIO NpUMCHCHHA Ha
II000H CTauu MMPOBCACHHUA TAKOT'O UCCICAOBAaHUA.

5. HpOBeI[eHI/Ie KIIMHUYCCKOI'o HCCICAOBAHHA JICKAPCTBECHHOI'O Ipfcrapara A MEAUIIUHCKOIO



IIPUMEHEHHs C y4aCcTHMEM B KadyeCTBE IMALMEHTOB IETEH AOIyCcKaeTcs TOJIBKO C COIVIACHSA B
MUCHbMEHHON (popMe uX poauTenei, ycbiHoBUTeNnei. JleTn MoryT paccMaTpuBaThCsi B KayecTBE
MOTEHIMAJIbHBIX MAIMEHTOB TaKOI'0 MCCIEIO0BAHUA, TOJIBKO €CJIM €ro MpPOBEJCHUE HEO0OXO0AUMO
JUISL YKPETUICHHSI 3I0POBbsl JI€TeH MM MPO(PUIAKTUKH WHPEKITMOHHBIX 3a00JIeBaHUI B JETCKOM
BO3pacTe JUOO €CiM LENbI0 TAKOI0 MCCIEJOBAHUS SBIISETCS MOIYy4YE€HUE JaHHBIX O HaWITydllen
JIO3UPOBKE JIEKAPCTBEHHOTO IMpenapara Ui JIEYeHHS JeTe. B 3Tux ciydasx Takomy
UCCIICOBAHUIO JOJDKHO IIPEIIIECTBOBATh KIMHUYECKOE HCCIECJOBAHME JIEKAPCTBEHHOIO
mpernapata JUisi MEIUMUUHCKOTO IPUMEHEHMS Ha COBEPLICHHOJETHUX TIpaxJIaHaX, 3a
UCKIIIOUYEHUEM CIIy4acB, €CIU MCCIEAYEMBbIM JICKapCTBEHHBIM Ipenapar il MEIULIMHCKOTO
IIPUMEHEHUST NPEIHA3HAYEH HCKIIOYUTENIBHO [UIsl KCIIOJIb30BAHUS HECOBEPIICHHOJIETHUMU
rpaxaanamu. (B pea. @exepanpHoro 3akona ot 22.10.2014 N 313-D3)

6. 3anpeu1aeTc;1 IMPOBCACHUC KIIMHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIpfriapara Ijid
MCIUIUHCKOI'O IPUMCHCHUS C YIACTUEM B KaYCCTBC MMAlIUCHTOB!

1) nereli-cupoT U JieTell, ocTaBIIUXCS 0€3 MONEYEHUs POJIUTEIIEH;

2) KEHIIMH B TepuoJ OCPEeMEHHOCTH, >KCHIIMH B TEPHOJA TPYAHOTO BCKAapMIIMBAHUSA, 32
UCKJIIOYEHUEM CIIy4aeB, €CIM IPOBOJUTCS KIMHHUYECKOE MCCIICIOBAHNE JICKApPCTBEHHOTO
mpernapara, NpeAHAa3HAYCHHOTO /IS YKa3aHHBIX JKCHIIWH, NpPU YCIOBHH HEOOXOIUMOCTH
NOJTy4eHHss MH(POPMAIMH TOJBKO BO BpPEMS IPOBEICHUS COOTBETCTBYIOUIMX KIMHHUYECKHX
WCCIICIOBAaHUI U MPHUHATHS BCEX HEOOXOIMMBIX MEp IO MCKIIIOUCHHIO PUCKAa HAHECCHHS Bpena
KEHIIMHE B Mepuo] OEPEeMEHHOCTH, )KEHIIMHE B MEPUOJ] TPYAHOTO BCKapMIMBAHHUS, IJIOAY WU
pebeHKy;

3) BOEHHOCIY)KallUX, 3a UCKIIOYEHHEM CIIy4aeB IPOBEACHMS KIMHUYECKOIO MCCIIEI0BaHUS
JIEKapCTBEHHOTO IMpernapara, CIeNUalbHO pa3pabOTaHHOTO JUis MPUMEHEHHs B YCJIOBUSAX
BOCHHBIX JIEHCTBUM, UpE3BbIUAMHBIX CHUTyal[Mii, MPOQUIAKTUKU U JIe4yeHHUs 3a00JeBaHUN U
MOpaXEHUH, TONy4YeHHBIX B pe3yiabTaTe BO3JACHCTBUA HEOJArONPUATHBIX XHMHUYECKHUX,
OMOJIOTMUECKNX,  paaualnuoHHbIX  ¢akTopoB.  KimHMueckoe  HWcCCleoBaHHE  TaKOTo
JIEKapCTBEHHOI'O IIpernapara MOXKET IPOBOAMTHCS C Y4YaCTHEM B KadecTBE NAI[MEHTOB
BOCHHOCIYXAIlIUX, 32 HMCKIIOUEHUEM BOEHHOCTYXAIIUX, MPOXOJAIIMX BOCHHYIO CIYXO0y IO
IPU3BIBY, C COOJIIOJIEHNEM TpeOOBaHMM, YCTaHOBIEHHBIX HacTosmuM denepaabHbIM 3aKOHOM B
OTHOILIEHNH T'PAXKIaHCKUX JINLL;

4) cOTpyTHUKOB ITPAaBOOXPAHUTENbHBIX OPraHOB;

5) JINII, OT6BIBaIOH_II/IX HaKa3aHUC B MCCTaxX JIMIMICHUA CBO60,[[BI, a TaKXXC JIMIL, HaXOAAIIHUXCA 100
CTpa)Keﬁ B CJICACTBCHHBIX HU30JIATOpAX.

7. Jlomyckaercs MNpPOBEICHUE KIMHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO Ipemnapara js
MCIUIIUHCKOI'0O MPUMCHCHU, MPEAHAZHAYCHHOI0 JIA JICUCHUA TICUXUYCCKUX 336OHCB3HHI>’I, C
y4acTHEM B KaueCTBE NAI[MEHTOB JHI[ C TICHXWYECKUMHU 3a00JIEBAaHUSMH, MPU3HAHHBIX
HEJIEeCITOCOOHBIMU B TIOPSI/IKE, YCTAaHOBJIEHHOM 3aKOHOJAaTeIhCcTBOM Poccuiickoit deneparuu.
Knunnueckoe wuccnegoBaHue JIEKapCTBEHHOTO Mpemnapara B 3TOM Cilydae MPOBOJAUTCS MpHU
HAJIMYUU COTJIACUS B TUCbMEHHOU (hOpME 3aKOHHBIX MPEICTABUTENCH YKa3aHHBIX JIHII.

Cratbs 44. O0s3aTe/IbHOE CTPAXOBAHUE KU3HHU, 310POBbA
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NMANMEHTA, YYACTBYIOLIEr0 B KIMHUYE€CKOM UCCJIe0BAHUM
JIEKAPCTBEHHOI'0 Mpenapara JJjisi MeAMIMHCKOIr0 NpUMeHeHus (B
pen. @eaepanbuoro 3akona ot 29.11.2010 N 313-®3)

1. OpFaHI/ISaHI/IH, nojyduBlias pasp€li€HUE Ha OpraHu3alrdi0 IIPOBCACHUSA KIMHHUYCCKOI'O
HCCIICAOBaHUA JICKAPCTBCHHOI'O IIplriapara Ajd MCEIAULIMUHCKOTO MNPHUMCHCHUA, o0s13aHa B
Kaue€CTBC CTpaxoBaTC/id CTpaxoBaTb PHUCK NPUYMHCHHUSA BpEAa XHU3HH, 3JOPOBBIO IIAlIMCHTA B
PE3YIbTAaTC MPOBCACHUA KIMHHUYCCKOIO0 HCCICAOBAHUA JICKAPCTBCHHOI'O IIpf€riapara IJid
MCIUIUHCKOIro IIPUMCHCHHSA 3a CBOM cCHYeT IIyTEM 3aKJIYCHUA JOroBopa 0053aTeNLHOr0
CTpaxOBaHUs.

2. OOBEKTOM O00s3aTETBPHOTO CTPAaXOBaHUS SBISCTCS HMMYIIECTBEHHBI HMHTEpEC MaIleHTa,
CBSI3aHHBI C MPUYMHEHHWEM Bpela €ro JKU3HH WIH 370pPOBBIO B PE3YJIbTAaTe IMPOBEICHHS
KJIMHUYECKOTO MCCIIEA0BaHMUS JIEKAPCTBEHHOTO TpernapaTa A1l MEAULIUHCKOTO TPUMEHEHHSL.

3. CTanOBHM CJIydacM 110 AOTOBOpPY 00513aTeILHOr0 CTpaxoBaHus SABJIACTCA CMCPTH IMAIMCHTA
WM YXYAUICHUC €T0 310POBbs, B TOM YHCJIC BJICKYIICC 3a coboit YCTAaHOBJICHUC MHBAJIMAHOCTH,
Inpu HaJIU4YUH HpH‘lHHHO-CJ’IGI{CTBGHHOﬁ CBA3HU MCXKAY HACTYIUICHUCM 3TOro COOBITHS U
Y4JaCTHUEM IMAllUCHTA B KIIMHUYCCKOM HCCIICAOBAaHUHU JICKAPCTBCHHOI'O IIpCIIapara.

4, Tpe6OBaHI/I$I O BO3MCHICHUHU BpC€ad, NPUYMHCHHOI'O XHW3HU WJIHW 3J0POBbHIO IIAllMCHTA,
OpeaAbABIIAOTCA B TCUCHHUC CPOKOB HCKOBOM JAaBHOCTH, YCTAHOBJICHHBIX TI'Pa)KAAHCKUM
3aKOHOJaTCIbCTBOM.

5. PazMep cTpaxoBoil BRIIIATHI MO JOTOBOPY 00S3aTEIHHOTO CTPAXOBAHUS COCTABJISET:

1) B CJIydac€ CMCPTH MAlMCHTA IBa MUJUIMOHA pY6Heﬁ Ha KaKA0ro nmanrueHTa, y9aCTBOBABLIICTO B
KIIMHUYCCKOM HUCCIICAOBAHUU JICKAPCTBCHHOT'O IIPCIlapara,

2) npH yXyALLIEHUH 3J0pOBbS MallMEHTA:

a) TMOBJIEKIIIeM 3a CO0O0M YCTaHOBIEHHE UHBATHIHOCTU | TPYIIIbI, OIMH MUJUTUOH TSATHCOT THICSY
pyOneii Ha KaXIOro IAlHMeHTa, YYacTBOBABIIETO B  KIMHUYECKOM  HCCIICOBAaHUH
JIEKapCTBEHHOTO TIpeTapara;

0) moBJIeKIIEM 3a cO00H ycTaHOBJICHHE MHBATHAHOCTU |l Tpynmel, onuH MUIUTHOH pyOsiei Ha
KOKIOr0 TMalMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUHM JIEKaPCTBEHHOTO
npenapara;

B) MOBJIEKIIEM 3a co00il ycraHoBieHHe HBanuAHOCTU Il rpymnmel, nsITbCOT ThHICSY pyOnei Ha
KaKIOro0 IalMeHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIIEJOBAaHUM JIEKAPCTBEHHOIO
npenapara;

T') HE MOBJEKIIEeM 3a CO00I YCTaHOBJICHHSI MHBATUIHOCTH, HE 0oJiee UeM TpUCTa ThICSY pyOIeit
Ha Ka)XJOro TAaI[MeHTa, y4YaCTBOBABIIETO B KIMHUYCCKOM HCCIICIOBAaHUM JIEKAPCTBECHHOTO
npemnapaTa, HCX0/Is U3 HOPMATHBOB, OTPAXKAIOIINX XapaKTep U CTENEHb MOBPEKIACHUS 30POBbS,
a Takxke (PaKTUISCKU TMTOHECEHHBIX MAIlMEHTOM PAcXO00B, BRI3BAHHBIX IMOBPEKICHUEM 3]I0OPOBBS,
Ha MEJIUIMHCKYIO IOMOIIb, IPUOOPETEHHE JIeKApCTBEHHBIX MpenaparoB. (B pea. DeaepaibHOTO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

6. Yacte yrpatuna cuiy. (B pea. ®emepanpHoro 3akona ot 22.12.2014 N 429-d3 (pen. ot



https://normativ.kontur.ru/document?moduleid=1&documentid=189720#l318
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1103
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l1103

13.07.2015))

7. Cpok noroBopa 00s3aTEIBHOTO CTPAXOBAHUS HE MOXKET ObITh MEHee, YeM CPOK MPOBEACHUS
KJIMHUYECKOTO MCCIICIOBAaHUS JIEKAPCTBEHHOIO MIpenapara.

8. YcnoBusi noroBopa OO0S3aTENBHOTO CTPAaXOBaHMSA, B TOM YHUCIE CTPAaXOBBIE TapU(bI IO
00513aTeIbHOMY CTPaxOBaHUIO, IEPEYCHb HEOOXOAUMBIX JIOKYMEHTOB JJISI OCYIIECTBICHUS
CTPaxOBOW  BBIIUIATBI, HOPSJOK  YCTAHOBICHHS  CTPaxoBaTeleM  HMHAMBUAYaJIHHOTO
UACHTU(PUKAIIMOHHOTO  KOJa  MAalMeHTa, TMOpSAJ0oK HH(GOPMHUPOBAHHUA  CTpaxoBaTeleM
CTPaxOBIIMKA O MPUBJICYEHHBIX K KIMHUYECKOMY HCCIIEIOBAHHIO JICKAPCTBEHHOI'O IperapaTa
JUIE MEAMIMHCKOTO TPUMEHEHUS MaIMeHTaX, MOPSA0K YIUIAThl CTPAaXOBOW MPEMHH, MOPSIOK
peanu3anuy OnpesieNeHHbIX HacTosmmM PenepalbHBIM 3aKOHOM M JIPYTUMH (eepaabHbIMUA
3aKOHAMH TpaB U O0A3aHHOCTEH CTOPOH MO JOrOBOPY O0S3aTENBHOTO CTPAXOBAHUS, a TaKXKe
HOPMATHBBI, OTPAKAIOIIUE XapaKTep M CTENEHb IOBPEXKICHHS 3I0POBbS, YCTAaHABIMBAIOTCS

TUMOBBIMU NIPaBWJIAMU 00s13aTeNbHOrO crpaxoBaHus. (B pen. denepanbHOro 3akoHa OT
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

9. B CIydyac IIpUYUMHCHHA Bpcda KH3HM IaUCHTA, Y4YaCTBOBABIICITO B KIMHHYCCKOM
HCCICOOBAHHUHN JICKapCTBCHHOI'O npcrapara, BBIFOI[OHpI/IO6peTaTeH$IMI/I 10 A0roBOpPYy
00513aTENIHLHOTO CTpaxoBaHUA SBJIAIOTCA T'paXJaHC, UMCIOIIUC MPaBO HAa BO3MCIICHUC BpEAa B
cydac CMEpTU KOpMHJIbA B COOTBETCTBUHU C TPaAXKIAHCKHUM 3dKOHOAATCIBCTBOM, IIpH
OTCYTCTBHU TAKUX I'paXaaH - pOAUTCIIU, CYIIPYT, ACTH YMCPLICTIO IMalluCHTa, Y4aCTBOBABIICI'O B
KIMHUYCCKOM HCCICAOBAHUMU JICKAPCTBCHHOT'O IIpfliapara, B ClIyda€ CMCPTHU IIalUCHTA,
Y4aCTBOBABLICTO B KIIMHHUYCCKOM HUCCIICAOBAHWH JICKAPCTBCHHOI'O Ipcrapara U HEC MMCBIICTO
CaMOCTOATCIBHOT'O J0X04a, - I'paXXaAaHS, Ha MKIUBCHHUH KOTOPLIX OH HAXOAHJICA, B OTHOLICHHUHU
BO3MCIICHHUA pPacxodoB Ha HOFp€6eHI/IG nanyueHTa, Yy4aCTBOBABHICTO B KIMHHUYCCKOM
HCCICA0OBAHNHU JICKAPCTBCHHOI'O IIp€riapara, - JUIOo, MOHCCIICC TAKUE PaCXO/bI.

10. CTanOBaSI BbIIIJIaTA B CYUET BO3MCHICHHA BpCldd, NPHYMHCHHOI'O JKWU3HU IIAlIUCHTA,
Y4aCTBOBABIICTO B KIIMHUYCCKOM HCCICIOBAHWMN JICKAPCTBCHHOT'O IIp€riapara, pacupcaciasaCTCa
MCKIOY BI)IFOI[OHpI/IO6p€TaT€J'I$[MI/I MMPOMOPHUOHAIBHO X KOJIMYCCTBY B PaBHBIX JOJIAX.

11. Ilpm HaCTyIJIEHHMM CTpPaxOBOrO ciydas NAlUWEHT, Y4YacTBOBABIIMA B KIMHUYECKOM
WCCIIEIOBAaHUH JIEKAPCTBEHHOT'O TMpermapaTa, BbITOJONPHOOpETaTedh BIpPaBe MNPEAbIBHUTH
HETIOCPEICTBEHHO CTPAXOBIIMKY TpeOOBaHWE O BO3MEIIEHUU MPUIMHEHHOTO Bpeaa. CTpaxoBas
BBIILIATA OCYILIECTBIISIETCA CTPAXOBIIMKOM B TEUECHHE TPUALATH JHEH CO JHSA NPEACTaBICHHUS
HEOOXOIUMBIX JIOKYMEHTOB. llarmeHT, yd4acTBOBAaBIIMH B KIMHUYECKOM HCCIIEIOBAHUU
JIEKapCTBEHHOTO Tpernapara, Wi BBIFOJOMPUOOpeTaTenh 0053aH COOOLIUTh CTPAXOBIIUKY IS
OCYIIECTBJICHUSI CTPaXOBOW BHITIIATHl WHIWBHUIYATbHBIM HUIEHTU(DUKAIIMOHHBIN KOJ TAlUEHTA,
YCTaHOBJICHHBIN CTpaxoBaTelieM B COOTBETCTBUU C THUIOBBIMHU IMpaBWJIAMU 005S3aTeIbHOTO
CTpaxOBaHUs.

12. o momHOrO ompeAesneHus pasmMepa MOJICKAIIEro BO3MENIEHHIO Bpella CTPaxOBIIUK IO
3asBJICHUIO TMAallMEHTa, YYacCTBOBABIIETO B KIMHUYECKOM HCCJIEIOBAHUU JIEKAPCTBEHHOIO
npenapara, WiId 3asBJICHUIO BBITOJONPHOOpETaTENs] BIPaBE OCYIIECTBUTH YacTh CTPAXOBOU
BBITJIATBI, COOTBCTCTBYIOIIYIO (baKTI/I'—ICCKI/I OHpe,ZIeJ'IeHHOI\/'I YaCTHU NPpUYIMHEHHOI'O BpEaa.

13. CrpaxoBasg BblIIJIaTa B COOTBETCTBUU C JIOTOBOPOM OO0S3aTE€IBHOTO CTPAaXOBAHHUSA
OCYHIECTBJISETCS HE3aBUCHUMO OT BBIILIAT, MPUUYUTAOIINXCS IO IPYTUM BHJIAM CTPAaXOBaHUS.
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14. He JOIMYCKACTCA Y4YaCTHC IIalkMeHTa B IIPOBCACHUN KIMHHYECKOI'O MCCICOOBAHUA
JICKApCTBCHHOI'O IIpCIlapaTa IIpru OTCYTCTBHUU JOTr0OBOpPa 00513aTEJIbHOTO CTpaxOBaHUs.

15. KoHTposib 32 MCHOJHEHHWEM OpraHHU3alMeil, MOJYUYUBIIECH pa3peuieHHe Ha OPTraHU3aIUIo
MPOBEACHUS KJIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOrO Mpemnapara s MEAUIUHCKOIro
MPUMEHEHUsI, YCTAHOBJIICHHOM HacToOsIIeH cTaTbedl O00S3aHHOCTH MO0  00s3aTeNbHOMY
CTPaXOBaHUIO KU3HH, 3/I0POBbS MAIlMEHTA, YYACTBYIOMIETO (Y4acTBOBABIIEIO) B KIMHUYECKOM
HCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpernapara, OCYIIECTBIISETCS YIOIHOMOYEHHbBIM (efepatbHbIM
OpraHOM HCIIOJIHUTEJIbHONW BJIACTH, BBIJIABIIUM pa3pelleHHe Ha MPOBEACHUE KIMHUYECKHUX
HCCIIE0BaHUH JIKAPCTBEHHBIX MTPENapaToB JJIsl MEAUIIUHCKOTO IPUMEHEHHUS.

I'masa 8. IPOU3BOJACTBO U MAPKNPOBKA
JIEKAPCTBEHHBIX CPEJICTB

Crartba 45. IIpon3BoACTBO JIEKAPCTBEHHBIX CPEICTB

1. TIpom3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOJDKHO COOTBETCTBOBATH TPEOOBAaHUSAM MPaBUII
Ha/IJIeKallell MpOM3BOACTBEHHON MPAKTUKH, YTBEPKIEHHBIM YIIOJIHOMOYEHHBIM (peliepanbHbIM
OpraHOM HCIIOJIHUTEIbHONW BiacTu. (OCOOEHHOCTH Iepexojia IPOU3BOJCTBA OTAEIbHBIX
JIEKapCTBEHHBIX CPEJCTB K MX IPOU3BOJACTBY B COOTBETCTBHUHM C TpPEOOBAHUSAMM IPABHI
HaJyIeKalleld MPOU3BOJACTBEHHOM NPAKTUKM ycTaHaBiauBaroTcs IIpaBurensctBoM Pocculickoi
@enepauyy. Bblnaya 3akiar04eHMH O COOTBETCTBUHM IPOMU3BOJIUTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBAaHMSAM TMpPAaBHJI HA/JICKAIIEH MPOU3BOJICTBEHHON NPAKTUKUA OCYIIECTBIACTCS IO
pe3yiabTaTaM HWHCIEKTHUPOBAaHHS IPOU3BOIUTEICH JIEKaPCTBEHHBIX CPEACTB B  IOPAJKE,
yctanoBieHHOM [IpaButensctBom Poccuiickoit ®enepanuun. Pasmep mnmaTel 3a  BbLIAuvy
3aKJIIOYEHHS O COOTBETCTBUU MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB TPEeOOBAaHUSAM MpaBUII
HaJyIeKalled IPOU3BOACTBEHHOM IpPAaKkTHKM ycraHaBimBaeTcs [IpaBurensctBom Poccuiickoit
Oenepaunu. Ilopsagok opraHuzauvy Y INPOBEIACHUS HHCIIEKTUPOBAHMS IMPOU3BOAUTEIEH
JIEKapCTBEHHBIX  CPEICTB  HA  COOTBETCTBME  TpeOOBaHMWSM  MpaBWI  HaJuleXkalen
IIPOM3BOJICTBEHHON MpPaKTUKU ycTaHaBiuBaercs [IpaBurensctBom Poccuiickoil deneparun. (B
pen. ®enepanbHbix 3aK0HOB OT 25.06.2012 N 93-@3, ot 22.10.2014 N 313-®P3, o1 22.12.2014 N
429-03 (pex. ot 13.07.2015))

2. IlpousBOACTBO JIEKapCTBEHHBIX cpeiacTB B Poccuiickoin denmepanuu  oCyIecTBIsSETCS
MPOU3BOJUTENSIMU  JICKAPCTBEHHBIX CPEACTB, HMMEIOIIMMH JIMLIEH3UI Ha IPOU3BOACTBO
JIeKapCTBEHHBIX cpencTB. [loaTBepikneHre COOTBETCTBUS JIMIICH3MATA TPABWJIAM HaJJIexamiei
MPOU3BOJCTBEHHON MPAKTUKH OCYIIECTBISIETCS B paMKax JHUIEH3UOHHOTO KOHTPOJs B
COOTBETCTBUM C 3aKoHoAaTrenbcTBoM Poccuiickoit ®enepanuu ¢ ydeTroM 0COOEHHOCTEH,
yKa3aHHBIX B 4acTu | Hacrosimiei cratbu. (B pen. DemepanbHbX 3akoHOB oT 22.10.2014 N
313-d3, oT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015))

3. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISETCS C COONIOJCHHUEM TpeOoBaHUM
MPOMBILIJIEHHOTO PErJIAMEHTa, KOTOPBIA YTBEP)KIAETCS PYKOBOJAUTENEM MPOU3BOAUTEIS
JICKApCTBCHHBIX CPEACTB W BKIIIOYACT B ceos MEPCUCHb HCIIOJIb3YCMBIX Q)apMaueBaneCKnx
CyOCTaHIIMII M BCIIOMOTATENBbHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KAXKJIOTO U3 HUX, JaHHBIC
00 KCIoJIb3yeMOM 000pYy/I0BaHUH, ONKUCAHUE TEXHOJIIOTUYECKOT0 IIpoIecca U METO0B KOHTPOJIS
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Ha BCEX 3Tanax Mporu3BOJACTBA JICKAPCTBCHHLIX CPCACTB.

4. Ilpu mpowu3BOICTBE JIEKAPCTBEHHBIX CPEJCTB UCIOIB3YIOTCS (hapMaIieBTUISCKUE CyOCTaHIIHH,
CBEICHUSI O KOTOPBIX COAEPIKATCS B TOCYAAPCTBEHHOM pEECTpe JICKApCTBEHHBIX CPEJICTB, 32
UCKITIOUEHUEM (hapMarleBTHUECKUX CyOCTaHIUHN, TPOU3BOUMBIX TSI IPOBEACHHS KITMHUYIESCKIX
uccleioBaHmii 1 st dKcnopra. K mporeccy mpousBojacTBa (hapmaneBTHYECKOH CyOCTaHIHH
OTHOCSITCSL JTFOOBIE CTaJMHM TEXHOJOTUYECKOTO TPOIECcca, IMO3BOJSIONINE TOTYyYUTh TOTOBBIN
MIPOAYKT, COOTBETCTBYIOIIMI TpeOOBaHUAM (papMaKoOIeHHON cTaThH, B TOM YHCiIe (hepMEHTAIHS,
OKCTPAKIUsS, OYHUCTKA, BBIJCIICHUE, MEPEeKPUCTAIN3AIMS, BHICYIIMBAHHE, W3MeENbUYcHHE. B
ciiydyae HEOOXOIMMOCTH HCIIOJIb30BaHMsI ATHIIOBOTO CIIUPTa, B TOM YHUCIE (apMaIieBTHUECKON
CyOCTaHIIMM CHHUpPTa STWIOBOTO (3TaHONA), MPH NPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB B
KayecTBE JICHCTBYIOHIEr0 W (WJIM) BCIIOMOTAaTEIbHOTO BEIIECTBA, a TaKXKe B HWHBIX
TEXHOJOTHYECKHUX MEJSIX JTOJDKHA OBITh MCIIOJIb30BaHA TOJNBKO (hapMaleBTHUYECKash CyOCTaHIIUs
cnupTa 3THIOBOTO (3TaHom). (B pen. denepanbHbiX 3aKkoHOB OT 22.12.2014 N 429-P3 (pen. ot
13.07.2015), ot 27.12.2019 N 462-®3, ot 27.12.2019 N 481-D3)

4.1. TlepedyeHb JEKAPCTBEHHBIX MPEMAPATOB I MEIUIIMHCKOTO MPUMEHEHHUs, B OTHOIICHUU
KOTOPBIX YCTaHABIUBAIOTCS TPeOOBaHUS K 00bEMY Taphl, yIIAKOBKE M KOMIUIEKTHOCTH, ITepeUeHb
JICKapCTBEHHBIX IPENapaToB JUIsi BETEPUHAPHOIO IPUMEHEHUS, B OTHOIIEHUU KOTOPBIX
yCTaHaBIUBAIOTCA TpeOOBaHMs K 00BEMY Taphl, a TakKe TpeOOBaHUS K 00bEMY Tapbl, YIIAaKOBKE
Y KOMIUIEKTHOCTH JIEKQPCTBEHHBIX MPEMapaToB AJisi MEAUIIMHCKOTO MTPUMEHEHHUs, TpeOOBaHUS K
00BEMy Tapbl JIEKQPCTBEHHBIX IMPENapaToB AJsi BETEPUHAPHOTO MPUMEHEHHS OIpPEAeSIOTCS
COOTBETCTBYIOIIMMH YIIOJTHOMOYEHHBIMU (he/IepaIbHBIMA OpPraHaMU HCIIOJTHUTEIILHON BIIACTH B
nopsake, ycranoiaeHHoM [IpaButenbctBoM Poccuiickoit ®@enepanun. (B pen. deaepanbHOro
3akoHa oT 14.12.2015 N 374-®3)

4.2. OpraHusanuu, OCYHIECTBISIOIINE MPOU3BOACTBO (papMalleBTHUECKO cyOCTaHLIMM crupTa
STWJIOBOTO (dTaHOJa) JJsl IPOM3BOJCTBA CHUPTOCOAEPX AIIMX JIEKAPCTBEHHBIX IPENapaToB,
00s513aHBl OCYLIECTBIIATh Y4€T B IOPSAJKE, YCTaHOBJIEHHOM cTaThsiMu 8 u 14 denepanbHOro
3akoHa oT 22 Hos0ps 1995 roga N 171-®3 "O rocynapcTBEHHOM peryJMpOBaHUM MPOU3BOICTBA
u o0opoTa H3TUJIOBOTO CIHUPTA, AJKOTOJBHOW U CHHUPTOCOAEpXkAlled MNpoAyKUUH U 00
OrpaHMYeHUU  MoTpebiieHuss  (pacnuTus)  ankoroibHoM — mpoxaykuuu".  IlpomsBoacTBo
(dapManeBTUUECKOH CyOCTaHIIMM CIUPTa 3TUJIOBOrO  (3TaHOJdA) JIOMYCKAeTCs  TOJIBKO
OpraHM3alyei, OCyIIECTBISIOUEH NPOU3BOACTBO PEKTU(HUKOBAHHOIO 3TUJIIOBOTO CIUPTa U3
MUIIEBOTO CHIPbsI HAa OCHOBAaHUM JIMLEH3MM Ha IPOM3BOJACTBO JTWIOBOIO CIHpTA AJIA
MPOU3BOJICTBA (hapMaIeBTUUECKONW CYOCTaHIIMK CIIUPTA ATHJIOBOTO (3TAaHOJA) B COOTBETCTBUHU C
TpeboBanusaMu DenepanbHOro 3akoHa ot 22 Hosops 1995 roga N 171-®3 "O rocynapcTBEeHHOM
perylvpoBaHMM  TPOM3BOACTBA M  00OpOTa  JTUJIOBOIO  CIHMPTAa, AJIKOTOJBHOW H
CIHUPTOCOJIEpXKAIIEH NMPOAYKIMU U 00 OrpaHHMYeHHM MOTpeOeHus (PachHTHs) alKOTOJIbHOU
MPOAYKIMH', METOJOM pa3BEACHUS BOJOM OYHMIIEHHOW Takoro JTWJIOBOIO CIHUPTAa,
IIPOM3BEACHHOTO JAaHHOM  OpraHM3alMel 1O MEeCTy OCYLIECTBIEHMsS  IPOM3BOACTBA
(apmalieBTHUECKOI CyOCTaHIIMM CIUpTa 3TUIOBOTO (3TaHona). (B pen. denepaibHbIX 3aKOHOB
ot 03.07.2016 N 261-®3, ot 27.12.2019 N 481-D3)

4.3. UnpuBuayanbHble MPEANPUHUMATENN U IOPUINYECKHE JIUIA, OCYIIECTBISIONINE 3aKyIKY U
UCIOJIb30BaHNEe (apMalleBTUYECKON CyOCTaHIIMM CIHUpTa STWIOBOTO (3TaHoja), a TakKke
MIPOU3BOJICTBO, H3TOTOBJIIEHHWE M (WIM) 00OpOT (32 MCKIOYEHHWEM PO3HHUYHOW IPOJIaKN)
CHUPTOCOJEPKAIIUX JICKAPCTBEHHBIX MpenaparoB, oO0sf3aHbl OCYIIECTBIATh HMX YYe€T U
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JeKJIapUpOBaHUE B MOPAJKE, YCTAaHOBJICHHOM cTaThsiMu 8 u 14 ®denepaiibHOrO 3akoHa oT 22
HOs10pst 1995 roma N 171-®3 "O rocynapcTBEeHHOM PETyJIMPOBAHUU MPOU3BOJCTBA U 00OpOTa
STWJIOBOTO CHHPTA, AJIKOTOJBHOW M CHUPTOCOIEpKalllell MNPOAYKIMH U 00 OrpaHUYeHHH

notpebienuss (pacnuTHs) alKOroJdbHOM mpoaykuuu'. (B pen. PenepaabHOro 3aKoHA OT
29.07.2017 N 278-®3)

4.4. Ilpu nDpoOU3BOJACTBE JEKApPCTBEHHBIX IIpenaparoB JJsi BETEPUHAPHOIO IPUMEHEHHUS
JOIYCKAeTCsl  HMCIIOJb30BAaHUE  IPOU3BENEHHBIX I peain3aluud  (hapMameBTHUYECKUX
CyOCTaHIMM, BKJIIOYEHHBIX B TOCYJapCTBEHHBI  peecTp  JIEKAPCTBEHHBIX  CPEICTB
YIIOTHOMOYEHHBIM ~ (heiepaibHBIM OpPraHOM HCIIOJHHUTENBHON BIACTH, OCYIIECTBIISIOIINM
BEJICHHE TOCYIapCTBEHHOI'O peecTpa JIEKAPCTBEHHBIX CPENICTB I MEIUIIMHCKOTO IPUMEHEHHUSI.
(B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-@3)

5. 3amperaercs Mpon3BOJICTBO:

1) 7nexapCcTBEHHBIX CpPEJCTB, HE BKJIIOYEHHBIX B TOCYJAapCTBEHHBIN pEECTp JIEKapCTBEHHBIX
CPEICTB, 3a HCKIIOYEHUEM JICKAPCTBEHHBIX CPEACTB, IPOU3BOAUMBIX I IPOBEACHUSA
KJIIMHUYECKUX UCCIIEJOBAHUN U JJIs DKCIIOPTa;

2) panbcuUIMPOBAaHHBIX JICKAPCTBEHHBIX CPEJICTB;
3) nekapCcTBEHHBIX CPEACTB O€3 JIMLIEH3UN HA IIPOU3BOCTBO JIEKAPCTBEHHBIX CPEJICTB;

4) JICKAPCTBCHHBIX CPCACTB C HAPYHICHUCM IIPaBUJI OpraHU3alliv IMPOU3BOACTBA U KOHTPOJIA
Ka4yeCTBa JICKAPCTBCHHBIX CPCIACTB,

5) moAmyHKT yTpaTii cuiy. (B pea. ®enepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

6) crnupTocoAepKaIMX JIEKaPCTBEHHBIX MPENapaToB MO MECTY OCYILECTBJIEHHUS MPOU3BOCTBA
(dapmaneBTUUECKON CyOCTaHIMM COHUpTa OJTUIOBOrO (dTaHoia) M (WIM) MO  MECTY
OCYILIECTBIIEHUS TPOM3BOJICTBA ATHIIOBOTO CIIUPTA; (B pel. PenepaibHoro 3akoHa or 27.12.2019
N 481-®3)

7) dapmarieBTHUECKOM CyOCTaHIIMK CIUpPTA ATUIOBOTO (3TaHOIA) U (MJIM) CIIUPTOCOAEPIKALINX
JIEKapCTBEHHBIX IIPENapaToB HA OCHOBHOM TEXHOJIOTHYECKOM 00OpYI0BaHUU ISl IPOU3BOJCTBA
STUJIOBOTO CNUPTA, YKa3aHHOM B myHKTe 1.1 crathu 14.1 ®denepanbHOro 3akoHa oT 22 HOAOpA
1995 roma N 171-®3 "O rocymapCTBEHHOM pETYJIMPOBAHHHM TIPOU3BOACTBA W 000pOTa
STUJIOBOTO CIHPTA, AJIKOTOJIBHOM M CHUpTOCOJEpKalleil NpOoayKIMH U 00 OrpaHMYeHHH

notpebnenus (pacnutusi) aiakorojapHOM mnpoxaykiuu'. (B pen. demepanpbHOro 3akoHa OT
27.12.2019 N 481-d3)

6. Ilpu BBOJE NEKAPCTBEHHBIX CPEACTB B TPAXKTAHCKHI OOOPOT YIOJIHOMOUYEHHOE JIHIIO
MIPOU3BOJIUTEIIS  JICKAPCTBEHHBIX CPEJICTB  OCYIICCTBIISET IOATBEPIKICHUE COOTBETCTBUS
JIEKapCTBEHHBIX  CPEIACTB TpeOOBaHUSM, YCTAHOBJICHHBIM TMIPH WX TOCYJapCTBEHHOM
pETHCTpaIMK, U TapaHTHPYET, YTO JICKAPCTBCHHBIC CPEACTBA MPOHM3BEIACHBI B COOTBETCTBHH C
TpeOOBaHUSAMHU TPaBWUJI HaAJNEXKAIleH MPOU3BOACTBEHHON MpakTHKU. (B pen. DemepanbHOrO
3akoHa 0T 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

7. YIOITHOMOYEHHBIM JIMIIOM MPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB ABJIACTCA €TI0 pa6OTHI/IK,
aTTEeCTOBAHHEIN B YCTAaHOBJICHHOM YIIOJTHOMOYCHHBIM (be)lepam)HmM Oopranom HCIIOJIHUTEILHOMN
BJIACTU NOPAAKEC U I/IMCIOI_LII/Iﬁ CTax pa6OTLI HE MEHEE YeM IISITh JIET B 00JacTh IOpOU3BOJACTBA U
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(MIIM) KOHTPOJI KauecTBa JIEKAPCTBEHHBIX CPEACTB, BbICIIEE 00pa30BaHHE COOTBETCTBEHHO IIO
OMHOW W3 cHenuajgbHOCTeH H (WJIM) OJHOMY U3 HAaIlpaBICHUHA TOATOTOBKU: OHOJIOTHS,
OMOTEXHOJIOT U, BETEPUHAPHSI, BETEpUHAPHO-CAaHUTApHAs SKCIIEPTU3a, KIMHUYECKas MEIULIHA,
panuanroHHas, XUMUYecKas W Ouonormueckas 3amura, (apmanus, (B pen. PenepaibHBIX
3aKoHOB OT 22.10.2014 N 313-®3, ot 02.08.2019 N 297-D3)

¢dbyHIaMeHTalbHAsS MEIUIIMHA, XUMUYECKasi TEXHOJIOrus, XuMus. (B pea. PenepaibHOro 3aKoHa
or 22.10.2014 N 313-®3)

8. [IpousBoauTENHN JICKAPCTBEHHBIX CPEICTB (3a UCKIIOYCHUEM (papMarieBTUUECKON CyOCTaHITUN
CIUpTa STUJIOBOTO (3TaHOJIa) MOTYT OCYIIECTBIATH MPOJAXy JEKAPCTBEHHBIX CPEACTB HIIU
nepeaaBaTh X B YCTAHOBJIGHHOM 3aKOHOIaTeILCTBOM Poccuiickoit deneparuu nopsake: (B pe.
denepanbHOro 3akona or 29.07.2017 N 278-D3)

1) APYruM IIPOU3BOAUTCIIAAM JICKAPCTBCHHBIX CPCACTB JIA IMPOU3BOACTBA JICKAPCTBCHHBIX
CpCAaACTB;

2) OopraHu3anusam OINTOBOM TOPTOBJIN JICKAPCTBCHHBIMHA CPCACTBAMU,

3) AlITCUHBIM OpraHu3alvusaM, BCTCPUHAPHLIM alITCYHBIM OpraHu3alusaM, HWHAWBUAYaJIbHbBIM
npeanupuHuMaresiM, HMCIOMIUM JIMOCH3HWIO Ha Q)apMaHCBTI/I‘-IGCKYIO JACATCIIBHOCTE HJIN
JIMICH3UI0 Ha MCAUIMHCKYIO JCATCIbHOCTD,

4) HayYHO-HCCIIECIOBATEIILCKIM OPTraHU3alUsIM I HAyYHO-UCCIIeI0BATEIIbCKONM PabOTHI;
5) MEIMUIMHCKUM OpraHU3aIUsIM U BETEpUHAPHBIM OpPTraHU3alUsiIM;

6) opraHuzauusM W HHIAUBUAYIBHBIM HPEINPUHUMATENSAM, OCYILECTBISIOLUIMM pa3BEeACHUE,
BbIpAIllUBaHUE U COJEP)KaHUE KUBOTHBIX (32 MCKIIOYEHHEM IMPOJaXH UM (hapMaleBTHUECKUX
cyOcTanuumii i ux nepenaqn). (B pea. enepanproro 3akoHa ot 02.08.2019 N 297-03)

9. IlpousBoautenu (apManeBTUUECKOW CYOCTaHIIMM CHUpPTa 3TUIIOBOTO (9TaHOJA) OO0sI3aHBI
OCYIIECTBIISITh pealn3anuio (mepenayy B YCTaHOBICHHOM 3aKOHOJATENBCTBOM Poccuiickoi
Oenepanu  mopsiike)  (hapMmaleBTHUECKOW CyOCTaHIIMM CIHpPTa O3TUJIIOBOTO  (dTaHONA)
MIPOU3BOJIUTEIISIM  JICKAPCTBEHHBIX CPEJICTB JUIT TPOW3BOJCTBA JICKAPCTBEHHBIX CPEICTB,
MIPOU3BOJUTENSAM (M3TOTOBUTENSIM) MEAUIIMHCKUX WU3AETUI IS TPOU3BOACTBA U M3TOTOBIICHUS
MEJUIIMHCKUX U3JIETNI B eMKOCTSAX 00beMoM He Oonee 1 mutpa u (wim) He menee 1000 auTpos,
a OpraHu3alysaM, yKa3aHHBIM B MyHKTaX 3 - 5 yacTu § HacTosIIeH CTaThH, B Tape 00bEMOM He
6onee 1 mutpa. (B pea. Penepanbubix 3akoHOB OT 29.07.2017 N 278-®3, ot 27.12.2019 N
481-03, ot 22.12.2020 N 444-D3)

10. Peanmsamus (mepemadya B YCTaHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit deneparuu
nopsiike) papmareBTHIecKor CyOCTaHIINKM CIIUPTA STUIOBOTO (3TAHOJIA) OpTraHU3AIMSAM OMTOBOM
TOPTOBIIM JIEKAPCTBEHHBIMU CpPEACTBAMH HE Jaomyckaercs. (B pen. demepanbHOro 3aKoHA OT
27.12.2019 N 481-P3)

11. ITepeBo3ku (papmalneBTHUECKOI CyOCTaHIIMM CIMPTa ATUIOBOTO (3TAHOJIA) OCYLIECTBISIOTCS
c coOmoneHneM TpeOOBaHWM, YCTAaHOBJICHHBIX a03alleM 4YeTBEpTHIM IYHKTa 3 cTtathul 9
@enepanbHoro 3akoHa ot 22 HosOps 1995 roma N 171-®3 "O rocyaapcTBEHHOM
pEeryIMpOBaHUM  TMPOU3BOJACTBA H  000pOTa  STHIOBOTO  CHHPTA,  AIKOTOJBHOH |
CIHUPTOCOJIEpXKAIIEH NMPOAYKIMH U 00 OrpaHHMYeHHM MOTpeOieHus (pachHTHs) alKOTOJIbHOU
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npoxykuuu". (B pen. @enepanpHoro 3akona ot 27.12.2019 N 481-D3)

Crarbs 46. MapKupoOBKa JIEKAPCTBEHHBIX CPEACTB

1. HeKapCTBeHHBIe npemnaparel, 3a UCKIIFOYCHUEM JICKAPCTBCHHBIX IIP€IIapaToB, U3IrOTOBJIICHHBIX
AlITCUHBIMU OpraHu3aluiaMu, BETCPUHAPHBIMU AlITCUHBIMU OPraHu3aluiaIMu, HHANBUAYAJIIbHBIMU
npCaAIpUHUMATCIAMA, UMCIOIIUMHA JIMICH3UIO Ha (bapMaI_[eBTI/ILIeCKYIO JACATCIIBHOCTDb, AOJI?KHBI
IIOCTYyIIaTh B o6pa1ueHHe, cCln:

1) Ha MX NEepBUYHON YINAKOBKE (3a HCKIIOUYEHUEM IEPBUYHOM YNAKOBKHM JIEKapCTBEHHBIX
pacTUTENIbHBIX MpPEenapaToB) XOPOIIO YUTAEMbIM IMIPU(PTOM HA PYCCKOM S3bIKE YKa3aHBbI
HAaUMEHOBAHME JIEKAPCTBEHHOI'O0 Ipemapara (MEXKIyHapOJHOE HENaTEeHTOBAHHOE, WU
IPYNIIMPOBOYHOE, UM XUMUUYECKOE, UIIM TOPIrOBOE HAUMEHOBaHKE), HOMEP CEpPHH, JaTa BBITYCKa
(1t IMMYHOOMOJIOTHYECKUX JICKAPCTBEHHBIX NpEenapaToB), CPOK TOJHOCTH, JAO3WPOBKA WA
KOHIIEHTpaLus, 00beM, aKTUBHOCTb B E€AMHULAX JCWCTBUS WM KOJMYECTBO 103; (B pei.
O®enepanpubix 3akoHoB OT 11.10.2010 N 271-®3, or 22.12.2014 N 429-®3 (pen. ot

13.07.2015))

2) Ha UX BTOPUYHOM (MOTPEOUTENHCKON) YIIaKOBKE XOPOIIO YUTAEMBIM LIPUPTOM Ha PYyCCKOM
A3bIKE YKa3aHbl HAMMEHOBaHHE JIEKapCTBEHHOTO Mpernapara (MeX/1yHapoJHOe HellaTeHTOBaHHOE,
WIKM TPyNINUPOBOYHOE, WJIM XUMHUYECKOE M TOProBO€ HAUMEHOBAHUS), HAUMEHOBAHUE
IIPOM3BOAUTENS  JIGKAPCTBEHHOIO  Ipermapara, HOMEp CepuM, Jara Bbllycka  (JUIsd
MMMYHOOMOJIOTUYECKMX  JIEKAPCTBEHHBIX  IpPENapaTroB),  HOMEP  PETUCTPALUOHHOIO
yIOCTOBEPEHHsI, CPOK T'OAHOCTH, CIOCOO NMPUMEHEHHs, T03UPOBKA WM KOHLEHTpAIUs, 00beM,
aKTUBHOCTb B €IMHUIAX JEUCTBUS JIMOO KOJMYECTBO /103 B YIAKOBKE, JEKApCTBEHHas (opMa,
YCIOBHS OTITYCKa, YCJIOBUS XpaHEHMs, MpeaylnpeauTesabHble HaamucHu. (B pen. denepanbHbIX
3akoHOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. dapmarieBTHYECKHE CyOCTAaHIIUU JODKHBI TIOCTYIATh B OOpalleHue, eClid Ha UX IMePBUIHON
yIIAKOBKE XOPOIIO YHTA€MbIM MIPHUPTOM HA PYCCKOM S3BIKE YKa3aHbl HAMMEHOBaHUE
(dapmareBTHUECKON CyOCTaHIMH (MEXTyHApOJHOE HEMATCHTOBAHHOE, WM TPYIIHUPOBOYHOE,
WIM  XUMHUYECKOe€ W  TOProBO€  HAWMEHOBAaHMs), HAMMEHOBAaHHWE  MPOU3BOIUTENS
(hapmareBTHUECKOM CyOCTaHIINK, HOMEp CEPHH H JIaTa U3TOTOBJIICHUS, KOJIMISCTBO B YIAKOBKE U
€IMHUIIBI U3MEPEHUsI KOIMYECTBa, CPOK TOJHOCTU M YCIOBHUS XpaHeHus. (B pea. PenepalbHOTO
3akoHa o1 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

3. .HeKapCTBeHHLIe cpeacrTBa B Ka4YC€CTBE CBIBOPOTOK HOJDKHBI TIOCTYIATH B o6pameHHe C
YKa3aHHuEM JKXUBOTHOT'O, U3 KPOBH, I1JIa3MbI KPOBU, OPraHOB U TKaHeHn KOTOPOI'0O OHU MOJYUCHBI.

4. Ha BTOpHYHYIO (TTOTPEOUTENBCKYIO) YMAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJIYUYEHHBIX W3
KpOBH, IIJIa3Mbl KPOBH, OPTAHOB U TKaHEW YEJI0BEKA, JOJKHA HAHOCUTHCS HAANUCh: "AHTUTENA K
BNUY-1, BNY-2, x Bupycy remnatuta C U NOBEpXHOCTHBIM aHTUIEH BHpyca renatura B
OTCYTCTBYIOT".

5. Ha nepBuuHyr0O  YNAkOBKY M  BTOPUYHYIO  (IOTPEOUTENBCKYIO)  YHaKOBKY
panunodapmaneBTHYECKUX JIEKAPCTBEHHBIX CPEJCTB JOJDKEH HAHOCHTHCSA 3HAK PagUallMOHHOM
OIIACHOCTH.

6. Ha BTOPHUYHYIO (HOTpC6I/ITeHLCKy10) YIHAKOBKY TOMCOIIATHYCCKUX  JICKAPCTBCHHBIX
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IIpenapaToB JOJKHA HAHOCUTHCS HanuCh: "['oMeonarnueckuit”.

7. Ha BTOpHYHYIO (TIOTPEOMTEIBCKYIO) YIMAKOBKY JIEKAPCTBEHHBIX PACTUTEIBHBIX MPENapaToB
JOJKHA HAHOCUThCA Haanuch: "IIpoaykuus npouuia pairialioOHHbIA KOHTPOJIb' .

8. Ha mepBuuHyrO yHakoBKY (€CIM I 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTH) H
BTOPUYHYIO (MIOTPEOUTENBCKYIO) YIIAKOBKY JICKAPCTBEHHBIX MPENapaToB, MPeIHA3ZHAYCHHBIX IS
KIIMHMYECKUX  HCCIIEIOBAaHMM, JO/DKHA  HAHOCHTBHCS  Haamuch: "I  KIMHMYECKHX
uccinenoBanuii”. (B pea. Penepanpaoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

9. YmakoBka JEKapCTBEHHBIX CpPEICTB, MpeIHA3HAYCHHBIX HCKIIOYUTEIBHO AJIs SKCIOpPTa,
MapKUPYeTCsl B COOTBETCTBHH C TPEOOBAHUSIMH CTPAHBI-UMIIOPTEPA.

10. Ha TpancmoptHyio Tapy, KOTOpas HE NpeAHa3HadeHa s MoTpedureneld M B KOTOPYIO
IIOMEIICHO JIEKapCTBEHHOE CPEJCTBO, JIOJKHA HAHOCUTbCA HHPOpMaLus O HaMMEHOBAaHMUH,
CEpUH JIEKApCTBEHHOI'O CPEJCTBA, AAT€ BBINYCKA, KOJIMYECTBE BTOPUUYHBIX (IOTPEOUTEIHCKUX)
YIaKOBOK JIEKAPCTBEHHOI'O CPE/CTBA, IPOU3BOAMTEINE JIEKAPCTBEHHOTO CPEACTBA C yKa3aHUEM
HAaUMEHOBAHMSI U MECTOHAXOXKJCHHS MPOU3BOJIUTENS JIEKAPCTBEHHOIO CPeACTBa (aapec, B TOM
quciae CcTpaHa U (MJIM) MECTO HPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), a TAKKE O CPOKE
TOAHOCTH JIEKAPCTBEHHOTO CPEJICTBA U 00 YCIOBHAX €r0 XpaHEHHs U MEePEeBO3KH, HEOOXOAMMBbIE
IIpenyNpeaUTeNbHbIE HAIUCH U MAaHUITYISITOPHBIE 3HAKH.

11. Ha nepBuYHYIO yNAaKOBKY M BTOPUYHYIO (IIOTPEOMTENBCKYIO) YIAKOBKY JIEKapCTBEHHBIX
CPEACTB Uil BETEPUHAPHOTO MPUMEHEHMs O0JDKHA HAHOCUThCSA Haanuch: "Jlns BeTepuHapHOro
npuUMeHeHus".

12. Ha BrOpuuHyl (IOTpPEOMTENBCKYIO) YHAKOBKY JIEKapCTBEHHOTO IIpernapaTa HaHOCUTCS
ITPUXOBOM KOJI.

I'napa 9. BBO3 JIEKAPCTBEHHBIX CPE/ICTB B
POCCHHUCKYIO ®EJEPAIIUIO U BHIBO3
JEKAPCTBEHHBIX CPEJICTB U3 POCCHUIICKOM
OEJIEPAIINU (B pen. @®enepanbHoro 3akona ot 06.12.2011 N
409-d3)

Crartbs 47. Ilopsigok BB03a JIeKapCTBEHHBIX cpeaAcTB B Poccuiickyio
degepanuiio U BbIB0O3a JIEKAPCTBEHHBIX cpeacTB u3 Poccuiickoi
®enepannu (B pea. PeaepanbHoro 3akona ot 06.12.2011 N 409-D3)

1. BB03 nekapcTBeHHBIX cpeAcTB B Poccuiickyro denepannro OCYIIECTBISAECTCA B IMOPSAIKE,
ycraHoBiieHHOM IIpaBurensctBoM Poccuiickoit denepanuu, B COOTBETCTBUM C TaMOKEHHBIM
3aKOHOAATEIhCTBOM TaMoOKkeHHOTo coro3a B paMkax EBpA3DC (nanee - TamoxeHHBIN COI03) U
(unn) 3akoHOMaTeNbcTBOM Poccuiickoii deaeparuu 0 TaMOKEHHOM Jiene. (B pea. PeaepanbHOTO
3akoHa ot 06.12.2011 N 409-D3)

2. BBo3umebie B POCCHﬁCKyIO (Deﬂepaumo JICKAPCTBCHHBIC CPCACTBA HOJIKHBI COACPIKATHCA B
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rOCy/IapCTBEHHOM pEecTpe JIEKApCTBEHHBIX cpeacTB. (B pen. DenepalibHbIX 3aKOHOB OT
06.12.2011 N 409-®3, ot 27.12.2019 N 462-D3)

3. Jlomyckaetrcsa BBo3 B Poccuiickyro ®denepannio KOHKPETHOW MapTHH 3apETrUCTPUPOBAHHBIX U
(W1M) He3aperucTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJACTB, MPEIHA3ZHAUYCHHBIX JIS MPOBEICHUS
KIIMHUYECKUX  HCCJIEOBAaHUI  JIGKAPCTBEHHBIX  MPENapaToB, IPOBEIEHUS  IKCIIEPTU3bI
JIEKAPCTBEHHBIX CPEJCTB ISl OCYIIECTBICHUSI FOCYJAPCTBEHHON PEruCTpallMK JIEKAPCTBEHHBIX
[pernapaToB WM JUIA OKa3aHWs MEIUIUHCKOM TMOMOIIM IO >KU3HEHHBIM IOKa3aHUSIM
KOHKPETHOIO0 MaleHTa Ha OCHOBAHMM  Pa3peLICHUs, BBIJAHHOTO  YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCHOJHUTENIBHON BJIACTU MO 3asBJICHUSM JIUIL, YKa3aHHBIX B cTaThe 48
Hacrosiero denepabHOrO 3akoHa. PaccMoTpeHHe Takoro 3asBICHUS U MPUHITHE PEIICHUS O
BbIIaY€ pa3pelieHusi Ha BBO3 KOHKPETHOM NApTUU  3apErUCTPUPOBAHHBIX M (WJIH)
HE3apETUCTPUPOBAHHBIX  JICKAPCTBEHHBIX CPEJICTB, MPEIHA3HAUYCHHBIX JJIS MPOBEJCHUS
KIIMHUYECKUX  HCCJIEeOBAaHUI  JIGKAPCTBEHHBIX  MPEMapaTtoB, MPOBEICHUS  AKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJCTB ISl OCYIIECTBICHUS TOCYAApPCTBEHHON PErucTpalvy JIEKapCTBEHHBIX
MpernapaToB WM JUIA OKa3aHWs MEIUIMHCKOM TMOMOINM IO JKU3HEHHBIM IOKa3aHUSIM
KOHKPETHOr0 mareHTa Jmbo 00 OTKa3e B BbIJau€ YKA3aHHOTO Pa3peIIeHHs] MPOU3BOMISTCS B
CPOK, HE TpPEeBbIMIAIINNA NATH pabounx nHei. [lnara 3a Beigauy yka3aHHOTO pa3pelIeHHs He
B3uMmaercs. (B pen. Penepanbroro 3akoHa oT 06.12.2011 N 409-D3)

3.1.  Homyckaercs  BB03 B  Poccuiickyto  ®enepauuio  KOHKpPETHOM — HapTuu
HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX INPENaparoB, COAEPKAIUX HAPKOTHUYECKUE CPENCTBA
UM IICUXOTPOIIHBIE BEIIECTBA, B NOPsJAKE, yCTaHOBIEHHOM IIpaButensctBom Pocculickoi
Denepauyy, A8 OKa3aHUS MEIULMHCKON MMOMOLIM I10 KU3HEHHBIM ITOKa3aHUSM KOHKPETHOIO
NanueHTa WIM TPYIIbl NAlUEHTOB B Ciyd4ae, €Clii MMEETCs pelIeHHE BpauyeOHONM KOMHUCCHH
MEIULMHCKOW OpraHu3anud o HeI(P(EeKTUBHOCTH WIM HEBO3MOKHOCTH IPUMEHEHHS Yy
KOHKPETHOTO MallMeHTa UHBIX 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpPENapaTroB, B TOM YHCIIE
COJZIepKALINX Jpyrue JAEUCTBYIOLIME BEIIECTBA, U O HEOOXOIMMOCTH BBO3a OIPEEIEHHOIO
HE3apEeTrUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IIpenapara € YyKa3aHUEM €ro MEeXAYHapOJHOIO
HEMaTeHTOBAaHHOIO (WJIM XMMHUYECKOro, WM TPYyNIUPOBOYHOIO) HAMMEHOBAaHUS, (HOPMBI
BBIITyCKa M KoinuecTBa. llepeueHp 3a0oneBaHUNW M COCTOSIHUH M COOTBETCTBYIOIIMX
JIEKapCTBEHHBIX IIPENaparoB, COAEPXKAIUX HAPKOTUYECKUE CPEICTBA U  IICUXOTPOIIHBIE
BEIIECTBA, B IIEJIIX OCYIIECTBJIEHHUS HX BBO3a B COOTBETCTBUU C TPeOOBAaHUSMHU HACTOSILIEN
YacTH YTBEP)KAAETCSl YIMOJHOMOUYEHHBIM (e/iepabHbIM OPraHOM HCIOJHUTENBHOW BiacTU. (B
pen. ®enepanpHoro 3akoHa ot 27.12.2019 N 475-D3)

IHonoxcenusa wacmu 3.1 cmamou 47 npumenaiomcea 00 31.12.2023 (nynkm 3 cmamou 4
geoepanvnozo 3akona om 27.12.2019 N 475-@D3).

4. B Poccniickyro denepannio MOKHO BBO3HUTH JIEKAPCTBEHHBIE CPEJCTBA, KAYECTBO KOTOPBIX
MOJITBEPKICHO CEePTU(UKATOM IPOU3BOAUTEINS JEKAPCTBEHHBIX CPEICTB, YIOCTOBEPSIOLINM
COOTBETCTBHE BBO3UMBIX JIEKAPCTBEHHBIX CPENICTB TpeOOBaHUAM (apMaKONEeWHbIX cTaTei Tubo
B CJIy4ae MX OTCYTCTBMsI HOPMATHBHOM JOKYMEHTALIMM WM HOPMATUBHOIO JOKYMEHTA. (B pel.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

5. 3ampemaetrcs BB03 B Poccuiickyto ®enepanuio ¢GanbCHPUIMPOBAHHBIX JTEKAPCTBEHHBIX
CPEICTB, HEI0OpPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpa(aKTHBIX JIE€KapCTBEHHBIX
cpenacts. (B pen. deaepanbhoro 3akona ot 06.12.2011 N 409-D3)
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6. danbcuduUMPOBaHHBIE JIEKAPCTBEHHBIE CPEICTBA, HEIOOPOKAYECTBEHHBIE JIEKAPCTBEHHBIE
CPEICTBA NOMJIEKAT U3BATHIO U IIOCIECAYIOIEMY YHUYTOXKEHUIO WIM BBIBO3Yy U3 Poccuiickoin
®enepanuy, KOHTpadakTHbIE JIEKAPCTBEHHbIE CPEACTBA - M3BATHIO U IOCIEIYIOLEMY
YHUYTOXKEHUIO. YHHUTOXEHHUE WM BbIBO3 M3 Poccuiickoii denepannn (ambcuuunpoBaHHBIX
JIEKapCTBEHHBIX CPEJCTB, HEI0OPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, KOHTpa(aKTHBIX
JIEKAPCTBEHHBIX CPEICTB OCYILIECTBIAETCA 3a CYET JIMLA, OCYLIECTBUBIIErO UX BBO3. Ilopsmok
YHHUYTOKEHUS U3BATHIX ¢banbcupuIMPOBaHHBIX JIEKapCTBEHHBIX CPEICTB,
HET00pPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJICTB, KOHTpa(aKTHHIX JIEKAPCTBEHHBIX CPEICTB
ycranaBiauBaercs [IpaBurensctBom Poccuiickoit deneparuu. (B pen. deaepaibHOrO 3aK0HA OT

06.12.2011 N 409-03)

7. Jluma, ocymecTBiasomue BB03 B Poccuiickyto @enepanuio  parbcupuImpoBaHHBIX
JIEKapCTBCHHBIX CPEACTB, HEIO0OPOKAUECTBEHHBIX JICKAPCTBEHHBIX CPEICTB, KOHTpa(aKTHBIX
JIEKapCTBEHHBIX  CPEACTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C TaMO>KEHHBIM
3aKOHO/IaTENICTBOM TaMOXEHHOTO cOt03a U (MIK) 3aKkoHoAaTenbcTBOM Poccuiickoit denepariun
0 TaMOXXeHHOM Jienie. (B pea. Penepaipaoro 3akona ot 06.12.2011 N 409-D3)

8. BbIB03 sekapcTBeHHBIX cpenctB u3 Poccuiickoit ®enepanuu ocymiecTBiseTcs  0e3
MIPUMEHEHUSI OTPAaHUYCHUN, YCTAHOBJIEHHBIX TAMOXKEHHBIM 3aKOHOJIATEILCTBOM TamMOKEHHOTO
co3a ¥ (WiIM) 3akoHoAaTe’dbCcTBOM Poccuiickoit @Dexepanun 0  TOCYJapCTBEHHOM
peryJaupoBaHUM BHEIIHETOPTOBOU AesATeNbHOCTH. (B pen. DenepanbHbix 3akoHOB oT 06.12.2011
N 409-®3, ot 25.11.2013 N 317-93, ot 22.12.2014 N 429-03 (pen. ot 13.07.2015))

9. BBOI B rpaxa1aHCKuil 000POT JEKapCTBEHHBIX MPENapaToB JJsl MEAUIIMHCKOTO MPUMEHEHHS,
BBe3eHHBIX B Poccuiickyto ®Penepaunio, ocymecTBiIseTcs ¢ CcoOMIOAeHUEM TpeOOBaHUH,
YCTaHOBJIEHHBIX cTatbel 52.1 Hacrosimero PexpepanbHoro 3akoHa. (B pen. denepanabHOro
3ak0Ha oT 28.11.2018 N 449-33)

Cratba 48. IOpuanyeckue Juia, KOTOPbIM pa3pelnieH BB0O3
JIEKAPCTBEHHBIX cpeAcTB B Poccuiickyro @enepanuio (B pen.
denepanbHoro 3akona or 06.12.2011 N 409-d@3)

JlexapcTBeHHbIe cpencTBa B Poccuiickyro ®deznepaiuio MOryT BBO3UTh: (B pel. PenepanbHOro
3akoHa ot 06.12.2011 N 409-D3)

1) MMPOU3BOAUTCIIN  JICKAPCTBCHHBIX CPEACTB  JIA enaeun COOCTBEHHOT'O IMPpOU3BOJACTBA
JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHBIE pPa3paOOTUYMKHU JIEKAPCTBEHHBIX CPEICTB M HWHOCTPAHHBIE MPOU3BOIUTENN
JIEKApPCTBEHHBIX CPEJICTB WM JIPyrue IOPUIWYECKHUE JUIAa IO MOPYYCHHIO pa3padoTunkKa
JIEKApCTBEHHOT'O CPEJCTBA JUIsl TPOBEJIECHUS] KIMHUYECKUX HCCIEIOBAHUI JIEKapCTBEHHOTO
mpenapaTta, OCYIIECTBIEHUS TOCYAapCTBEHHOM pETruCTpaldy JIEKApCTBEHHOro IIperapara,
BKJIIOUEHUs1 (papmarieBTHUECKONH CyOCTaHIIMM B TOCYIAapCTBEHHBIH peecTp JIEKapCTBEHHBIX
CpPeICTB, KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEACTB TPH HAIWYHAK  pa3perieHus
YIIOJTHOMOYEHHOTO (eIepalbHOTO OpraHa UCIIOJIHUTENBHON BIACTH HA BBO3 KOHKPETHON MapTUH
JIEKApCTBEHHBIX CPEJICTB;

3) opranu3anuun OITOBOM TOPIroOBJIN JICKAPCTBCHHBIMH CPCACTBAMMU,
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4) HayYHO-HCCIIEIOBATEIIbCKAC OPTaHM3allid, OOpa30BaTEIbHBIC OPraHWU3alHH  BBICIIETO
00pa3oBaHusl, MPOM3BOAUTEIN JEKAPCTBEHHBIX CPEICTB Ui pa3pabOTKH, HCCICIOBAHUIA,
KOHTPOJIST 6E30MacHOCTH, KavyecTBa, 3((PEKTHBHOCTH JIEKAPCTBEHHBIX CPEICTB MPH HATHYUH
pa3pelieHns YIOJHOMOYEHHOTO (eAepalbHOr0 OpraHa HCIOJHUTEIBHON BiacTH; (B pen.
denepanbaoro 3akona ot 02.07.2013 N 185-D3)

5) MeIMUMHCKHE OpraHu3alliM, HHbIE YKa3aHHble B IIyHKTax 1-4 Hacrosiuel crartbu
OpraHM3aly AJs OKa3aHUs MEAUIIMHCKOW MOMOIIM MO KU3HEHHBIM MMOKa3aHHUsIM KOHKPETHOTO
NaleHTa [pH  HAIMYMKA ~ pPa3pelieHuss  yIMOJHOMOYEHHOro  ¢elepajbHOro  opraHa
WCIIOJIHUTEJILHOM BJIACTU HA BBO3 KOHKPETHOW MapTHU JIEKAPCTBEHHOTO Ipernapara, BHIAAHHOTO
B YCTaHOBJICHHOM TNOpsiIKE B (pOpME AJIEKTPOHHOTO JOKYMEHTA, MOIMMCAHHOTO YCHUJICHHOU
KBATM(UITUPOBAHHOM SJIEKTPOHHOU MoANHUCKI0. (B pen. denepanbpHoro 3akoHa ot 12.03.2014 N
33-d3)

6) ToCyIapCTBEHHBIC YHUTApHBIC MPEINPHUATHS, HMYIIECTBO KOTOPBIX HAXOAUTCS B
(dbenepasibHON coOcTBeHHOCTH, ompenensiembie [IpaButenbctBom Poccuiickoit ®enepanvu, B
yacTu BBO3a B Pocculickyro denepanuio HE3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB,
colepXkKalluX HApKOTUYECKUE CpEJACTBA WJIM IICUXOTPONHBIE BELIECTBA, MJIA OKa3aHUs
MEIHMIIMHCKOM MOMOIIM IO W3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO IMAIllMEHTa WM TPYIIIbI
MAMEHTOB B COOTBETCTBUU C YacThio 3.1 ctathu 47 HacTosmero denepalbHOro 3aKoHa. (B pe.
denepanbHOro 3akona or 27.12.2019 N 475-03)

Honoowcenua nynkma 6 cmamou 48 npumensarwomes 0o 31.12.2023 (nynkm 3 cmamou 4
deoepanvnozo 3akona om 27.12.2019 N 475-D3).

Crarbs 49. JlIokyMeHTBI, IpeCTABJIsIEMbIe B TAMOKEHHbIE OPTaHbI
Poccuiickoin @eaepanuu Npyu BBO3e JIEKAPCTBEHHbBIX CPEICTB B
Poccuiickyo @eaepannio (B pea. @enepajibHOro 3aK0Ha OT_

06.12.2011 N 409-®3)

1. IIpu BBO3€ JE€KapcTBEHHBIX CcpelAcTB B Poccuiickyto denepannio B TaMOKEHHBIE OpraHbl
Poccuiickoit denepanum Hapsay ¢ JTOKYMEHTAMH, MPEACTABICHHUE KOTOPBIX MPETyCMOTPEHO
TaMOXKEHHBIM ~ 3aKOHOJATENILCTBOM TaMOXEHHOTo Ccol3a M (WIM) 3aKOHOAATEIbCTBOM
Poccuiickoit denepannn 0 TaMOKEHHOM Jejie, MPEICTaBISIFOTCS CIEIYIOIIME JTOKYMEHTHI: (B
pen. deaepansHoro 3akoHa oT 06.12.2011 N 409-D3)

1) ceprudukar TpPOU3BOAMUTEINS JICKAPCTBEHHOTO CPEICTBA, YIOCTOBEPSIONIUNA COOTBETCTBHE
BBO3HMOT'O JICKQPCTBEHHOTO CpeACcTBa TpeOoBaHUsAM (hapMaKOMEeWHON cTaThu JTUOO0 B clydae ee
OTCYTCTBUSI HOPMAaTUBHOW JJOKYMEHTAIIMU WM HOPMATUBHOI'O JOKYMEHTA;

2) paspelieHue YIOoJIHOMOYEHHOro (heAepabHOTO OpraHa MCIOJHUTEIbHON BIIACTH Ha BBO3
KOHKPETHOW MAapTUH JIEKAPCTBEHHOT'O CPEJICTBA B CIy4asiX, YCTAHOBJIEHHBIX YACTbIO 3 cTaThu 47
HacToAmero PeneparbHOTO 3aKOHA.

2. JIOKyMEHTBI, yKa3aHHbIe B MyHKTax 1 ¥ 2 dactu 1 HacTosuell craTbu, NPEACTABIAIOTCSA B
TaMO)kKeHHble opranbl Poccuiickoit ®denepanuu npu MNpUOBITHH JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro ®enepanuto. (B pea. Peaepansroro 3akona ot 06.12.2011 N 409-D3)
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Cratbs 50. BBo3 jiekapcTBEeHHBIX NpenapaToB B Poccuiickyro
(I)ezlepaumo OJIA JIUIHOI'O UCITOJb30BAHUA U NHBIX
HECKOMMEPUYECCKUX Heﬂeﬁ, a TaKKe 1JIA UCITOJB30BAaHUA HA
TEPPUTOPUH MEKIYHAPOAHOI0 MEIUIIUHCKOIO KjacTepa (B pel.
DenepaabHbIX 3aK0HOB 0T 06.12.2011 N 409-P3, o1 29.06.2015 N
160-®3)

1. JlekapcTBeHHBIE mpenaparbl MOTYT ObITh BBe3€Hbl B Poccuiickyro ®expepanuto 6e3 ydera
TpeOboBaHUH, MpeayCMOTPEeHHbIX 4YacTsiMu 1 - 4 cratbu 47, crathsimu 48 u 49 HacTosiero

@denepanbHOro0 3aKOHa, €CIUM OHM IpeAHa3sHadeHbl AunsA: (B pea. degepanbHOro 3akoHa OT
06.12.2011 N 409-93)

1) nuyHOTO WCMONB30BaHUA (DPU3MUECKUMU JIHIIaMU, TpuObIBIIMMU B Poccuiickyto @eneparuro.
IIpu stoM BBO3 B Poccuiickyro dPenepannio JIEKAPCTBEHHBIX IPENaparoB, COJAEpKaLUX
CHWJIBHOACHUCTBYIOIINE U (WJIM) SIIOBUTHIE BEIIECTBA, BKIIOYEHHBIE COOTBETCTBEHHO B CIIMCOK
CUJIbHOJICUCTBYIOIIMX BEIIECTB JUJI LEJIEH YrOoJOBHOIO 3aKoHoAaTenbcTBa Poccuiickoit
@enepauud M B CHUCOK SJOBUTHIX BEHIECTB JUIsl LEJIEH YroJIOBHOIO 3aKOHOJATEIbCTBA
Poccuiickoit  ®enepaunu, yrBepxkaeHHbie [IpaButensctBom  Poccuiickon  ®Depepanuu,
OCYIIIECTBIISICTCS MPU HAIUYUHU JIOKYMEHTOB (3aBEPEHHBIX KOIMUN JOKYMEHTOB MM 3aBEPEHHBIX
BBIMIUCOK W3 HHX), [OATBEPKAAIONIMX Ha3HaueHHe (U3MUECKOMY JIMIy YKa3aHHBIX
JIEKaApCTBEHHBIX [penaparoB (3a HCKIIFOUEHHUEM JIEKAPCTBEHHBIX Ipenaparos,
3apeructTpupoBaHHbIX B Poccuiickoii @enepanuu u otnyckaembix B Poccuiickoit @enepaunu 6e3
pelenTa Ha JeKapCcTBEHHbIM npemnapart). [loarBepikaaromuye JOKYMEHTHI (MX 3aBEpEeHHbIE KOIUH
WIM 3aBEPEHHbIC BBIMUCKM M3 HHUX) JAOJDKHBI COJEpXaThb CBEACHHS O HAUMEHOBAHWU U
KOJIMYECTBE HA3HAYEHHOI'O JIEKapCTBEHHOrO Ipenaparta. B ciydae, eciy MOATBEPIKIAIOIIKE
JOKYMEHTBl (MX 3aBEpEeHHblE KONMM WJIM 3aBEPEHHbIE BBIMUCKM M3 HUX) COCTAaBJIEHbI Ha
MHOCTPAHHOM $3bIKE, K HUM IIPWJIAraeTCs HOTapUaIbHO 3aBEPEHHBIN IIEPEBOJ] HA PYCCKUMU S3BIK;
(B pen. PenepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) WCHONb30BaHUS PAOOTHHKAMHM AWIUIOMATHUYECKOTO KOpIyca WM NPEACTaBUTENSIMU
MEKIYHAPOIHBIX OpraHu3alni, akKpeIuToBaHHbIX B Poccuiickor denepannu;

3) JedeHHs] MACCAKUPOB W WICHOB HKUITAKEW TPAHCIOPTHBIX CPEACTB, MOE3AHBIX Opuram u
BOAMTENEH TPAaHCIOPTHBIX CpeAcTB, NpuObIBIIMX B Poccuiickyto @enepaunio; (B pen.
denepanbaoro 3akona ot 06.12.2011 N 409-D3)

4) ne4yeHHs YYACTHHKOB MEXIYHAPOJHBIX KYyJIbTYPHBIX, CIIOPTUBHBIX MEPOIPUATUH H
YYaCTHUKOB MEXYHAPOIHBIX IKCIIEIULINM;

S) JeueHHs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300Cajax, IMPKaX, OKeaHApHUyMax,
nenbpuHApUAX, JIEYECHUS JTUKUX SKABOTHBIX, TIOCTOSIHHO WJIM BPEMEHHO HACEISIONUX
Tepputoputo Poccuiickoit denepannu, HAXOAAMIMXCS B COCTOSHHHM €CTECTBEHHON CBOOOIBI M
MpUHAUIeKAIMX K BUaM, 3aHeceHHbIM B KpacHyto kHury Poccuiickoii @enepanuu u (1in)
KpacHble KHUTH CyOBeKkTOB Poccuiickoit ®enepamuu, a TakKe >XHBOTHBIX, BBO3UMBIX B
Poccuiickyro ®@eneparuio uisi y4acTusi B CIOPTHBHBIX M 3PEITHIMHBIX MEPONPUATHUAX; (B PEl.
denepanbHbIX 3ak0HOB 0T 06.12.2011 N 409-P3, ot 02.08.2019 N 297-D3)
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6) WCIIONB30BaHUS HA TEPPUTOPUU MEXKIYHAPOJIHOIO METUIIMHCKOrO Kiactepa. (B pel.
denepanbHOro 3akona ot 29.06.2015 N 160-D3)

2. B cnydasx, OpeayCMOTPEHHBIX 4YacTblo 1 HacTosmed cTaThH, JOIYCKaeTcs BBO3 B
Pocculickyro ®@enepanuio JIeKapCTBEHHBIX IIPENApaToB, HE 3apErUCTPUPOBAaHHBIX B Pocculickon
®denepanuu. (B pea. Deaepanbraoro 3akona ot 06.12.2011 N 409-D3)

3. JlekapcTBEeHHbIE Mpenaparkl, MpeJAHa3HauUCHHBIC Ui TYMaHUTAPHOW MOMOUIM (COIEHUCTBUSA)
WJIY TIOMOLIY IIPY Ype3BBIYANHBIX CUTyalUsX, BBO3ATCA B Pocculickyro denepanuio B Mopsike,
yctanoBiieHHOM [IpaButensctBom Poccuiickoit @enepanun. 3anpeniaetcsa BBo3 B Poccuiickyro
@denepallvio  HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENApaToOB, IpEJHA3HAYEHHBIX IS
ryMaHUTapHON NMOMOIIM (COAEUCTBUSA) WM TMOMOIIM IMPHU YPE3BBIYAMHBIX CUTyalMsX. (B pel.
denepanbHoro 3akona ot 06.12.2011 N 409-D3)

Cratbs 51. CorpyaHuuecTBo (peepaibHOro OpraHa
HUCIOJTHUTEIbHOU BJIACTH, YIIOJTHOMOYEHHOI'0 B 00.,1aCTH
TAMOKEHHOTIO0 /1eJIa, M JIPYTUX YIOJHOMO4YEHHBIX (peepanbHbIX
OPraHoOB MCIOJHHUTEIbHON BJIACTH

1. VYnonHoMmoueHHble (eaepaiabHble OpraHbl HCHOJHUTEIBHON BIACTH IPENOCTABIAIOT B
pacnopsbkeHue ¢eepalbHOr0 OpraHa MCHOJHUTENBHON BIACTH, YIOJTHOMOYEHHOTO B 00JacTu
TaMOXXEHHOTO JIeNla, TOCYJapCTBEHHBIN PEeCTp JIEKAPCTBEHHBIX CPE/ICTB, a TaKkkKe HH()OpMAIIIO
O BBIJAHHBIX Pa3pelICHUSX HAa BBO3 KOHKPETHOM MapTUU JIEKAPCTBEHHBIX CPEJICTB B CIydasx,
YCTaHOBJIEHHBIX 4acTblO 3 ctaTtbu 47 HacTosero deaepabHOrO 3aKOHa.

2. denepanpHblil OpraH MCIOJIHUTEIBHON BIIACTH, YIIOJIHOMOUYEHHBIH B 00JACTH TaMOXEHHOTO
nena, UHGOPMHUPYET yKa3aHHbIE B 4acTH | HacCTOAIIEH CTaThU YHOJHOMOYEHHbIE (hefiepalibHbIe
OpraHbl UCTIOJHUTEIBHOM BJACTH O BBO3€ JIEKAPCTBEHHBIX cpeacTB B Poccuiickyro denepamuio u
BBIBO3€ JIEKAPCTBEHHBIX cpencTB u3 Poccuiickoit deaepaunu no ¢popme U B MOpPsIKE, KOTOPhIE

ycraHoBieHbl [IpaButensctBom Poccuiickoit @enepanuu. (B pen. denepalbHOrO 3aKOHa OT
06.12.2011 N 409-®3)

I'naBa 10. PAPMALHEBTUYECKASA AEATEJIBHOCTbD

Crates 52. OcymecTBieHue ¢papManeBTHYECKOH AeSITEJbHOCTH

1. dapmaneBTuyeckas JeATEIbHOCTh OCYHIECTBIISIETCS OpraHMU3alMsIMH ONTOBOM TOPTOBIIU
JIEKapCTBEHHBIMU CpEACTBAMM, allTEYHBIMH OPraHU3aLMsSMH, BETEPUHAPHBIMU AalTEUHBIMHU
OpraHM3alysIMH, WHIUBUAYAIbHBIMU MNPEINPUHUMATEISIMH, HMEIOIMMU JIMIEH3UI0 Ha
(bapMareBTUYECKYIO JIeATEIbHOCTh, MEAULIMHCKUMH OpPraHU3alMsIMU, HMEIOIIMMU JIMIIEH3UI0 Ha
(hapMaleBTUUECKYIO JIeATEIbHOCTh, U UX 000COOIEHHBIMU MOApa3ieiaeHusIMU (aMOyIaTopusMu,
¢benpamepckuMu 1 GenpAmepCcKo-aKyIepCKUMHE TYHKTaMH, IEHTpaMu (OTAEICHUSIMHU) oOmIen
BpaueOHOW (CeMEWHOW) MPaKTUKH), PACIOJIOKEHHBIMA B CEJIIBCKUX HACEICHHBIX IYHKTax, B
KOTOpPBIX OTCYTCTBYIOT aIT€YHbIE OpraHM3alM¥, M BETEPUHAPHBIMH OpTraHU3ALMIMH,
MMEIOLUMH JIMIIEH3HUI0 Ha (DapMalieBTHUECKYIO 1eATebHOCTh. (B pea. denepanbHOro 3akoHa oT
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25.11.2013 N 317-®3)

2. ®usnyeckue JHUIAa MOTYT OCYLIECTBIATH (apMaIeBTUUYECKYIO NEATEIbHOCTh MPU HATUYHH
BBICLIET0 WJIM CpEAHEro (QapmaneBTHYeCKOro o0Opa3oBaHMs M cepTUUKaTa CIELHaINCTa,
BBICIIIETO WJIM CPEIHEr0 BETEPUHAPHOTO OOpa3oBaHMA U CepTH(HKATa CHEHHATNCTA, a TaKXKe
BBICIIET0 MM CPEAHEro MEIMIMHCKOTO 00pa3oBaHMs, cepTU(UKaTa CIELUAIUCTa MU
JOTIOJTHUTEIBHOTO  NPO(PECCHOHATBHOTO O0pa3oBaHUsl B YacTH PO3HUYHOM  TOPTOBIH
JIEKapCTBEHHBIMM IpenapaTaMy IMpH YCIOBUU UX PabOThl B 000COOJIEHHBIX MOJPA3/EIECHUSIX

MEJIUIMHCKUX OpraHu3allii, yKa3aHHbIX B yacTu | Hacrosimieil ctateu. (B pen. PeaepaibHOro
3akoHa or 27.07.2010 N 192-®3)

Crartbs 52.1. BBoa B rpaxaancKkuii 000pOT JIeKaAPCTBEHHbIX
NpenaparoB AJs MeJIMIIUHCKOT0 IPUMeHEeHud (B pel.
denepanbHoro 3akona or 28.11.2018 N 449-d3)

1. ITepen BBOJOM B TpakIaHCKHI 000pPOT KaXKJON CEpUU MM KaXI0H MapTHH MPOU3BEACHHOTO
B Poccuiickoit @enepanyu J€KapCTBEHHOIO Ipenapara il MEAMLMHCKOrO IPUMEHEHHs, 3a
UCKJIIOYEHHEM HMMMYHOOHMOJIOTHYECKHX JICKAPCTBEHHBIX IPEMapaToB, MPOM3BOIUTENH TAKOTO
JICKapCTBEHHOI'0 IpenapaTa MNpejacTaBiseT B (eaepaibHblii OpraH HCIOJHUTENIBHOW BIAcTH,
OCYLIECTBISAIONMN (PYHKIIMM IO KOHTPOJIIO U HaA30py B cdepe 34paBOOXPAaHEHUS, JOKYMEHT
IIPOU3BOJUTEINS JIEKAPCTBEHHOI'O CPEACTBA, MMOATBEPXKJAIOIIUN KayeCTBO JIEKAPCTBEHHOIO
rpenapara, ¥ NOATBEPKICHHUE YIIOJTHOMOYEHHOIO JIMLA ITIPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBHUSI  JIGKAPCTBEHHOI'O Ipernapara TpeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU €O
roCylapCTBEHHON PETUCTPALIUH.

2. Tlepen BBOJOM B TpaXkJaHCKUH OOOPOT KaKAOW CEpUM WM Ka)XJ0H MapTUU BBO3UMOIO B
Poccuiickyro denepanuio J€KapCTBEHHOIO IIpenapara il MEAULUHCKOrO IPUMEHEHHs, 3a
UCKIIIOYEHUEM  MMMYHOOMOJIOTMYECKUX  JIGKAPCTBEHHBIX  IMPEnapaTroB,  OpraHu3alus,
OCYLIECTBJIAIOIAs BBO3 JICKAPCTBEHHOT O Ipenapara B Poccuiickyro denepanuio, NpeacTaBiseT
B (peepanbHBIM OpraH MCHOJHUTENIBHON BIACTH, OCYHIECTBISIOMUN (QYHKIUU MO KOHTPOJIO U
Ha/J30py B cepe 37ApaBOOXpaHEHUs, CEPTHU(PHUKAT NMPOU3BOAMUTENS JIEKAPCTBEHHOIO CPEJCTBA,
YIOCTOBEPSIOIIMN  COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOrO Ipenapara TpeOOBaHUAM
¢dapMakoneHoil craTbM, a B Cilydyae OTCYTCTBUS (hapMakoneilHONH cTaTbu TpeOOBaHUAM
HOPMAaTUBHOM  JOKYMEHTallUW, W  IOATBEP)KICHUE  MPEICTABUTENs  OpraHU3allNH,
OCYLIECTBJIAIOIIEH BBO3 JICKAPCTBEHHOro Ipemnapata B Poccuiickyro denepauuro u
YIOJIJHOMOYEHHOM WHOCTPAHHBIM IIPOHU3BOAMTENIEM JIEKAPCTBEHHBIX CPENCTB, COOTBETCTBHS
BBO3UMOTO  JIEKAPCTBEHHOIO  Iperapara  TpeOOBaHUSAM,  YCTAaHOBJICHHBIM TPH  €ro
roCyAapCTBEHHOM PEruCTpaLvy.

3. Ilopsiok nmpencTaBieHUs] B COOTBETCTBUM € YacTsAMU | U 2 HACTOAIIEH CTaTbU JOKYMEHTOB U
CBEJIECHUH O JIEKAPCTBEHHBIX MperapaTax, BBOAUMBIX B TPAXKITAHCKUNA 000POT, yCTaHABIMBACTCS
[TpaBuTenscTBOM Poccuiickoi @enepanum.

4. B oTHOLIEHWM MEPBBIX TPEX CEPUM WM MAPTHI JIEKApCTBEHHOI'O IIpernapara, BIIEPBBIC
npousBeneHHOro B Poccuiickoii @enepannu WM BOEPBBIE BBO3UMOTO B Poccuiickyro
®enepanyio, B (peaepanbHbIi OpraH MCHOIHUTENBHOM BIACTH, OCYHIECTBISIOMNN () YHKIUH 10
KOHTPOJIIO M HaA30py B cepe 31paBOOXpaHEHMs], JONOIHUTEIBHO MPEICTABIAETCS MPOTOKOI
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UCIBITAHUN O COOTBETCTBUU CEPUU WIIM NMApPTUU JEKApCTBEHHOIO Ipenapara A1 MEeAULUHCKOro
IIPUMEHEHHUSI [TOKA3aTeNsIM KauecTBa, IPEAYCMOTPEHHBIM HOPMAaTUBHOM JOKyMeHTauuel (naiee
- IPOTOKOJ  UCHBITAHUHM), TNPOBOAMMBIX  AKKPEIUTOBAaHHBIMH B  COOTBETCTBUU  C
3akoHOJaTenbCcTBOM Poccuiickoit ®dexepannu 00 akKpeIuTanuyd B HALMOHAIBHON CHCTEME
aKkpenuTaluu  (QefepalbHbIMH  TOCYIAapCTBEHHBIMH  OIOJUKETHBIMU  YUPEXKJICHHUSIMH,
MOJIBEZIOMCTBEHHBIMU (peIepaTbHOMY OpraHy HCIOJHHUTEIBHON BIACTH, OCYLIECTBISIOMIEMY
(GyHKLIMU 110 BBIPAOOTKE U peasIn3aluy roCyJapCTBEHHON MOJUTUKY U HOPMATUBHO-TIPAaBOBOMY
PEeryaupoBaHUIO B cdepe 31paBooXpaHeHHs], U (eaepabHOMY OpraHy HCIOJHUTEIBFHON BIACTH,
OCYILIECTBISAIONIEMY (DYHKIMHM 110 KOHTPOJIIO M Haa3opy B chepe 3apaBooxpaHeHus. [lopsaok
BBIIAYM YKAa3aHHBIMHU (elepaJbHBIMH TOCYJAapPCTBEHHBIMH OIO/KETHBIMH  yUPEKICHUSIMH
JAHHOTO IPOTOKOJAa M pa3Mep IUIaThl 3a €ro BblJady YycTaHaBiauBaroTcs IlpaBurenbcTBOM
Poccuiickoit @enepanuu.

5. Exeromno He mno3nHee 1 ¢eBpans NPOU3BOIUTENN JIEKAPCTBEHHBIX CPEACTB HIIU
OpraHu3aliy, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX IpenapatoB B Poccuiickyro denepanuto,
MIPEJICTaBIIAIOT B (hefiepabHbli OpraH UCIIOTHUTEIHHON BIACTH, OCYIIECTBISIOMUN (DYHKIIUHU IO
KOHTPOJIO W HaI30py B chepe 3IpaBOOXpaHEHUS, MPOTOKOJ HCIBITAHWA TOCTYIHBIICTO B
TEYEHHE IoJia B TPaXKJaHCKUM 000POT JIEKapCTBEHHOT'O MpernapaTa KOHKPETHOTO MPOU3BOIUTEIS
(Ha OJHY CEpHIO KaXKJIOTO TOPrOBOrO0 HAMMEHOBAHHS C YYETOM JICKAPCTBEHHOW (OPMBI U
JO3UPOBKH), TPOBOJUMBIX AaKKPEAUTOBAHHBIMA B COOTBETCTBHH C 3aKOHOJATEIbCTBOM
Poccuiickoit @enmepani 00 aKKpeAWTAlMd B HAIMOHATBHOW CHCTEME AaKKpPEAWTAIUU
WCIIBITATEIbHBIMU JTA0OPATOPUSIMH (LICHTPAMH).

6. IlpomsBoauTenn JEKapCTBEHHBIX CpPEICTB WJIM OPraHMU3alMM, OCYILIECTBISAIOIIUE BBO3
JEKapCTBEHHBIX IpenapatoB B Poccuiickyro denepanuro, He MEHEE 4€M 3a OIUH TIOA 10
IIJIAHUPYEMBIX IIPUOCTAHOBIICHUS WIIU MIPEKPALEHUS IPOU3BOJICTBA JICKAPCTBEHHBIX IIPENApaToOB
wim ux BBo3a B Poccuiickyto ®eznepanuio yBeAOMISIOT 00 3TOM (QenepalibHbIl Oprax
UCTIOJHUTENIBHOW BJACTH, OCYIIECTBIAIONUI (YHKIMM MO KOHTPOJI M Haa30py B cdepe
3[paBOOXpaHeHUs] U (eaepa’abHbli OpPraH HCIOJHUTEIbHOM BIACTH, OCYIIECTBIISIFOIINMA
(GYHKIIUH 10 JIMLIEH3UPOBAHUIO IPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBoI B rpaskJaHCKUN 000POT KaXKAOW CEpUM WM KaKJOW MapTHH UMMYHOOHOJIOIMYECKOTO
JIEKApCTBEHHOI'0 IIpernapara, npousBeneHHoro B Pocculickonn denepanuu Uiy BBO3UMOIO B
Poccuiickyro  ®eneparuro, OCYIIECTBISECTCS Ha OCHOBAHWUM  pPAa3peUIEHHUs, BbIJAHHOTO
(benepaabHBIM OPraHOM UCIIOJHUTENBHON BJIACTH, OCYIIECTBIISIONUM (QYHKIIMU 110 KOHTPOJIIO U
HaJ30py B cdepe 31paBOOXpaHEHUS, HAa OCHOBAHMM BBIAAHHOTO  (eaepaibHbIMU
rOCy/IapCTBEHHBIMU OIO/IKETHBIMU YUPEKICHUSMHU, YKa3aHHBIMU B YacTH 4 HACTOSIICH CTaThH,
3aKJIIOYEHHST O COOTBETCTBUM CEpUU WM MapTUM MMMYHOOHOJIOTMUECKOIO JIEKapCTBEHHOI'O
npernapara TpeOOBAaHUSAM, YCTaHOBIIEHHBIM IPH €ro rocyaapcTBeHHoOW perucrpauuu. [lopsaok
BbIAYU  pa3pelieHuss Ha BBOA B TIPaXIAHCKUH  00OpOT cepuM WM  MapTHH
MMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOIO Iperapara, a TakkKe MOPSJIOK BbIJaud YKa3aHHOTO
3aKJIFOYEHUS M pa3Mep IJIaThl 3a €ro Bblgauyy ycraHaBimBaroTcs [IpaBurensctBoM Poccuiickoit
denepanuu.

8. 3a HempencTaBlieHWE WJIM HECBOEBPEMEHHOE IMPEJCTaBICHUE JOKYMEHTOB M CBEJICHUH,
MPEyCMOTPEHHBIX YacTsIMU 1, 2, 4, 5 1 6 HACTOSIIEH CTaThU, MPOU3BOAUTENMN JEKAPCTBEHHBIX
CPEACTB U OpraHU3aluy, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX IpernaparoB B Poccuiickyro
®denepanyio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATENICTBOM Poccuiickoit



denepauuu.

9. IlpencraBineHue NJOKYMEHTOB M CBEACHMM, NPENYCMOTPEHHBIX YacTAMU 1, 2 U 4 HacTosAlen
CTaTbM, U MOJIYYCHHE MPELYCMOTPEHHOI'O YaCThIO 7 HACTOSILEH CTATbH Pa3pellEeHUs Ha BBOJ
MMMYHOOHOJIOTHUECKOTO JIEKAPCTBEHHOTO Mperapara B rpaXaaHCKUil 000poT He TpeOyroTcs B
OTHOIICHHUU JICKaPCTBEHHBIX IPENaparoB, INPEIHA3HAYCHHBIX JI MPOBEICHUS KIMHUYECKUX
HCCIIEIOBaHUM JIEKAPCTBEHHBIX IPENapaToB, IPOBEACHUS IKCIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB
JUIL OCYILECTBJICHHUsI TOCYAAPCTBEHHOM PErucTpanuy JICKApCTBEHHBIX IIPENapaToB, a TaKkKe B
OTHOIIEHWH HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENapaToB, IPEIHA3HAUYEHHBIX IS
OKa3aHUs MEAMLIMHCKONW IOMOLIM IO >KM3HEHHBIM IIOKa3aHUSM KOHKPETHOI'O IAlUEHTa HIIU
IpYIIBl MAIMEHTOB, BBO3UMBIX B Poccuiickyto ®enepanuio B COOTBETCTBHH € YacTsIMu 3 1 3.1
cratbu 47 Hacrosimero denepanbHOro 3akoHa. (B pea. denepanbHoro 3akoHa ot 27.12.2019 N
475-D3)

10. Ilpu BBIABICHHH B TPAXKAAHCKOM O0OPOTE CEpHH WM MApTHH JICKApPCTBEHHOTO Ipernapara,
JOKYMEHTBI U CBEJICHUSI O KOTOPBIX, IPEAYCMOTPEHHBIE YacTsAMHU 1, 2 1 4 HacTOsALIEH CTaTbU, HE
MIPEJCTaBIICHBI B (he/IepabHbIi OpraH UCIIOTHUTEIBHOM BIACTH, OCYIIECTBISIONINNA (DYHKIIMH 1O
KOHTPOJIIO W Ham3opy B chepe 3apaBoOXpaHEHHs, JUOO CepuM WIM  HapTUU
MMMYHOOHMOJIOTHYECKOTO JIEKapCTBEHHOI'O Ipernapara, HE HMMEIOLIUX pa3pellieHuss Ha BBOJ B
rpa)xIaHCKHI 000pOT, MPETyCMOTPEHHOTO YacThi0 7 HACTOSIIEH cTaThd, (enepalbHbIi opraH
WCTIOJTHUTEBHOW BJACTH, OCYIICCTBIIONUN (YHKIMHM 1O KOHTPOJIO M HAa30py B cdepe
3paBOOXpPAHEHHUs, B MOpsakKe, ycTaHoBieHHOM IIpaBurenscTtBoM Poccuiickoit ®Penepaunu,
IIPUHUMAET pEIICHHE O MPEKPAIICHUU TPakJaHCKOTo 000pOTa TaKUX CEpPUM WM HapTUU JI0
IIPE/ICTAaBICHMS] YKa3aHHbBIX JOKYMEHTOB U CBEJICHUN JINOO MOJIYyYE€HUS YKA3aHHOTO Pa3pelIeHHUs.

Crartba 53. IIpoaaxa, nepegaya JieKapCTBEHHbBIX CPEICTB
OPraHM3aNUsIMM ONITOBOM TOPTOBJIN JIEKAPCTBEHHBIMHU CPeICTBAMHU

1. Opranuzanuu ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMH CPEICTBAMH MOTYT OCYIIECTBIATH
MPOJIaXy JIEKAPCTBEHHBIX CPEJCTB WM MEpeJaBaTh UX B YCTAHOBICHHOM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu nopsake (3a UCKIOUYeHHEM (apMaleBTUYECKON cyOCTaHLMU CHUpTa
ATHIJIOBOTO (dTaHoma): (B pea. PeaepanbHbIX 3ak0oHOB OT 29.07.2017 N 278-P3, ot 27.12.2019 N
481-D3)

1) APYIruM OpraHusanusim OIITOBOM TOPIrOBJIM JICKAPCTBCHHBIMHA CPCACTBAMU;

2) TPOM3BOIUTEISM JICKAPCTBEHHBIX CPEICTB JUIS IeNiel MPOW3BOJACTBA JICKAPCTBEHHBIX
CPEICTB;

3) anTeuHbIM OpraHU3ALMSIM U BETEPUHAPHBIM alITEUHBIM OpTaHU3AIUSIM;
4) Hay4yHO-HCCIIEeI0BATEIbCKIM OpraHu3alusiIM Il HayYHO-UCCIIe10BaTeIbCKONW padoThI;

5) WHIUBUAYAJIBHBIM TPCANPUHUMATCIIAM, HUMCIHOIIUM JIMICH3WIO Ha (I)apMaI_IeBTI/I‘-ICCKYIO
ACATCIIbBHOCTD WJIN JIMICH3UIO Ha MCIUIUHCKYIO ACATCIIbHOCTD,

6) MCIUIIUHCKUM OpraHu3anudaM, B TOM YHUCIC CO3JaHHBIM W 3apCrUCTPUPOBAHHBIM B
COOTBETCTBHMH C 3aKOHOAATCIBCTBOM HWHOCTPAHHOIO TOCydapCTBa - YJICHA OpFaHI/ISaHI/II/I
OKOHOMHYCCKOI'0  COTPpYAHHUYCCTBA ©W  Pa3BUTUA HWHOCTPAHHBIM  KOPHUAWUYCCKUM  JIMIAM,
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WHJIMBHIYAIbHBIM MTPEATPUHUMATEISIM, SBISIIOITUMCS YYaCTHUKAMHU MTPOEKTa B COOTBETCTBUH C
®enepanbHbIM 3aKOHOM "O MEXIYHAPOIHOM MEIUIIMHCKOM KJIAaCTEpPEe U BHECEHUH U3MEHECHUM B
OT/ICJIbHBIE 3aKOHOATEIbHbIE akThl Poccuiickoit denepannn', 1 BETepUHAPHBIM OpraHU3alMsIM;
(B pen. deaepanbhoro 3akona ot 26.07.2019 N 240-D3)

7) opraHuzanysAM M WHAWBHIYaJTbHBIM TMPEANPHHAMATEISIM, OCYHICCTBISIFOIINM pa3BelCHHE,
BBIpAIlMBaHUE U COJAEP)KaHUE XKUBOTHBIX (32 MCKIIOYCHHEM IMPOJAKU MM (hapMaleBTHUECKUX
cyOcTaHIuil nim ux nepegadn). (B pen. @eaepanpaoro 3akona ot 02.08.2019 N 297-D3)

2. OpraHuszanuy ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMH CPEICTBAMHU HE BIPABE OCYIIECTBIATH
npojaxy (mepenady B yCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoit depepannu mopsijake)
(dhapmaleBTUUECKOI CyOCTaHIIMM CIIMPTa 3TUIOBOrO (3TaHona). (B ped. PenepanbHOro 3aKkoHa OT
27.12.2019 N 481-®3)

Crarbs 54. [IpaBuiia onToBOM TOProOBJIM JIEKAPCTBEHHBIMH
cpeacTBaMu

OmnroBass TOPIrOBJIS JIEKAPCTBECHHBIMH  CPEIACTBAMH  OCYILECTBISIETCS  ITPOM3BOIUTEIISIMHE
JIEKAPCTBEHHBIX CPEJICTB U OPraHU3alisIMU ONTOBOM TOPrOBIIM JIEKAPCTBEHHBIMH CPEACTBAMH 110
[paBUiiaM HaJjieXalleld AUCTPUOLIOTOPCKOM NPAKTHUKM W IPaBHIaM HaUIE)KaIled MPaKTUKU
XpaHEHHWss M TIEPEBO3KH JIEKAPCTBEHHBIX IIPENAapaToB, YTBEPKIEHHBIM COOTBETCTBYIOIIMMHU
YIOJIHOMOYEHHBIMHU (eiepabHBIMU OpraHaMK MCIIOJHUTEIBHOM BiacTu. (B pea. demepaibHOTO
3akoHa o1 22.12.2014 N 429-D3 (pen. or 13.07.2015))

Crartbs 55. Ilopsigok pO3HUYHON TOPIrOBJIH JEKAPCTBEHHBIMU
npenaparamMmu

1. Po3HMYHas TOProBJISI JIEKAPCTBCHHBIMHU TIperaparaMd B KOJIHYECTBAX, HEOOXOIUMBIX IS
BBITIOTHEHUST BpadyeOHBIX ((enpAlepcKrX) Ha3HAUYEHUN WM Ha3HAYeHWH CHEIHalucTOB B
o0JacTH BETCpUHAPHH, OCYIISCTBISICTCS ANTCYHBIMH  OpPTaHHW3AIUSMHU, BETCPHHAPHBIMU
anTeUYHbIMH OPTaHU3AIUSIMU, HHIUBUAYATbHBIMU MPEANPUHAMATENSIMH, UMEIOIIMMH JTUIICH3UIO
Ha (papMareBTHIECKYIO ACSITeIbHOCTh, MEIUIIMHCKAUMU OPTaHU3ANUSIMHA, HMCIOIIUMU JTUTICH3UIO
Ha  (apMaleBTHUECKYI0  JESTeNbHOCTh, H WX  O0OCOOJIGHHBIMH  TMOAPA3/ICICHUSIMH
(amOymatopusiMu, (eapbAMEPCKUMU U (DeTbAMEPCKO-aKyIIIePCKUMHA  TTYHKTaMH, [EHTPaMU
(otnenenusiMu) oOmiel BpaueOHOW (CeMEHHO) MPaKTUKH), PACIONOKEHHBIMH B CEIbCKHUX
HACEJICHHBIX TMYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeYHbIC OPTaHU3AIMU, W BETEPHHAPHBIMHU
OpraHM3alysIMH, UMEIONUMHU JIMIEH3UI0 Ha (apMalleBTUYECKYIO NeATeIbHOCTh. Pa3zperieHa
PO3HUYHAS TOPTOBJS TOJBKO JICKAPCTBCHHBIMH IIperapaTaMu, 3aperMCTPUPOBAHHBIMH B
Poccwuiickoit @enepariivi WM U3TOTOBICHHBIMU alTEYHBIMUA OPTaHU3AIMSIMH, BETEPUHAPHBIMU
aNTeYHBIMH OPTaHU3AIUSAMHU, HHIUBUIYaTbHBIMA TIPEIITPHHUMATEISIME, UMEIOITUMHE JTUTICH3UIO
Ha (apMalleBTUUYECKYIO AESITeNbHOCTh. PO3HWYHAS TOPTOBIS JIEKAPCTBEHHBIMH TperaparaMu
OCYIIECTBIISICTCS 10 TpaBWjaM  HaJJIeXkallled amnTeyHOW TMPAKTHKH, YTBEPKICHHBIM
YIIOJTHOMOYEHHBIM (pe/IepaibHbIM OpPraHOM HCIOJNHUTENBbHON BiacTu. (B pen. DenepaibHBIX
3akoHOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1.1. Po3ununas TOPIroBJIAd JICKAPCTBCHHBIMU IIpCriapaTaMu AJid MCIUIMUHCKOI'O IMPUMCHCHUA (33
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WCKJIFOYEHUEM JICKApCTBEHHBIX IIpPENapaToB, OTIIYCKAEMbIX IO PELENTy Ha JIEKapCTBEHHBIH
npemnapar, HAPKOTHYCCKUX JICKAPCTBCHHLIX MPCHapaToB H IICUXOTPOIIHBIX JICKAPCTBCHHBIX
MperaparoB, a TaKXKe CIUPTOCOACPIKAIIMX JIGKAPCTBEHHBIX IPENapaToB ¢ OOBEMHOW JOJICH
OTUJIOBOI'O CIIMPTa CBBILIC 25 HpOLleHTOB) MOKCT OCYHICCTBIIATHCA allTCHHBIMU OPraHu3aluaIMn
JTMCTAHIIMOHHBIM  CIIOCOOOM. PO3HHYHYIO TOPrOBIIO JIEKAPCTBEHHBIMH MperapaTamMH  JUIs
MCIUIUHCKOI0O MNPHUMCHCHHUA AJUCTAHIIHMOHHBIM CHOCOGOM MOT'YT OCYHICCTBJIATHL aAIlITCYHLBIC
OpraHu3aIiK, UMEIOIIHE JIMIICH3UIO Ha (papMaleBTUYECKYIO JIeSITeIbHOCTh U COOTBETCTBYIOIICE
paspernieHue ¢eaepaabHOro OpraHa MCIOJHUTENLHONW BIACTH, OCYHIECTBISIONIETO (DYHKIMH I10
KOHTpPOJII0O W Ham3opy B cdepe 3apaBooxpaHeHus. [lopsaok BblAayM paspeiieHus Ha
OCYLICCTBJICHHUC pO3HI/I“IHOI7I TOProBJIn JICKAPCTBCHHBIMU IpcraparaMu AJUCTAHIIHOHHBIM
CIoco0OM, TpeOOBaHUS K anTeUHbIM OPraHU3AlUSAM, KOTOPhIE MOTYT OCYIIECTBIISITH TaKykO
TOPTOBIIIO, W TIOPSAJOK €€ OCYIISCTBICHUS, a TaKXKe TMpaBuia JIOCTaBKU JIEKAPCTBEHHBIX
npernapaTtoB TpaxaaHaMm ycraHaBinuBaroTcst [IpaBurenbctBom Poccuiickoit  Deneparum.
Wudopmanus o0 OIUIa4eHHBIX (OTIYIIEHHBIX) M MOJYYCHHBIX JIGKAPCTBEHHBIX Iperaparax
BHOCHTCSI B CHCTEMY MOHUTOPHHIA JBH)KCHUS JICKAPCTBEHHBIX MPENAPaTOB TSI MEAUIIMHCKOTO
MPUMECHECHHS B TIOPSIKE, MPEAYCMOTPEHHOM 4acThio 7 cTatbu 67 Hactosimero deaepaibHOTO
3akoHa. (B pea. PenepanbHoro 3akona ot 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHM3alUii W TpaBHUia OTIyCKAa JICKAPCTBEHHBIX IMPENapaToB IS
MEIUIIMHCKOTO IPUMEHEHUS anTeUYHbIMH OpraHU3alHIMH, WHIUBUAYAIbHBIMU
MPEINPUHIMATEISIMA, UMEIOIIMMHU JIMICH3UIO Ha (apMaleBTUYECKYIO JEATEIBHOCTh, a TaKKe
MpaBHJia OTIMYCKa JIEKAPCTBEHHBIX MPENapaToB Jisi MEIULUHCKOTO IPUMEHEHUS METUIIUHCKUMU
OpraHu3alMsIMM, WMEIONIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO JeSITeIbHOCTh, M HX
000c00JIeHHBIMU MoIpa3ieICHUSMH (amOynaTopusimu, (benpamepcKuMu u
(denpamepcKo-aKyIepcCKUMA ~ ITyHKTaMH, [eHTpaMu  (OTHCICHHSIMH) 0Omel BpaueOHOU
(ceMeliHOl) TPaKTUKH), PACTOJIOKEHHBIMA B CEIbCKMX HACEICHHBIX ITYHKTaX, B KOTOPBIX
OTCYTCTBYIOT amnTeUHble OpraHW3allMU, YTBEPKIAIOTCS YIMOJHOMOUYEHHBIM (enepaabHbIM
OpraHoOM HCIIOJIHUTEIBHOMW BiacTu. (B pea. DepepanpHoro 3akona ot 25.11.2013 N 317-D3)

3. IIpaBuia OTIyCKa HAPKOTUIECKUX CPEJCTB U MCHXOTPOIHBIX BEIECTB, 3aPETHCTPUPOBAHHBIX
B KauecTBe JIEKAPCTBEHHBIX IPENapaToB, JEKAPCTBEHHBIX IIPEMaparoB, COAEPIKAILIUX
HApKOTUYECKHE CPEICTBA W IMCHXOTPOIMHBIC BEINECTBA, YTBEPXKIAIOTCS YIIOJTHOMOYEHHBIM
(beneparbHBIM OPTaHOM HCITOJHHUTEILHON BJIACTH IO COTJIACOBAHHUIO C (heepalbHBIM OPraHOM
UCIIOJIHUTEIbHON BJIACTH, YIIOJIHOMOYCHHBIM B cpepe BHYTpeHHHX J1el. (B pea. DeaepaabHOro
3akoHa o1 03.07.2016 N 305-D3)

4. JlekapCTBeHHbIC Tpemapatbl JJisi BETEPHUHAPHOTO TNPHUMEHEHHS MOJUICKAT OTIYCKY
BETEPUHAPHBIMHU ANTCYHBIMU OpraHHM3alUsIMH, BETEPHHAPHBIMH OpraHM3aIUsIMH,
WHIUBUIYATbHBIMH  [PEANPUHAMATEIIAME, HWMCIONMMH JIMIIEH3UIO Ha (hapMaIeBTHYECKYIO
neaTenbHOCTh.  OTIYCK JIEKAapCTBEHHBIX IIPENapaToB Ui BETEPHHAPHOIO IMPHMEHEHHUS
OCYIIECTBIIACTCS B COOTBETCTBHM C TpaBWJIaMH HaJUIeXKalled  anTedHOW MPaKTHKH
JIEKapCTBEHHBIX  MpEmnapaToB Ul BETEPHHAPHOTO  NPHMEHEHHUS,  yTBEPXKIECHHBIMU
YIIOJHOMOYEHHBIM (helepalbHbIM OPraHOM HCIOJHUTEIBHON BiacTH. (B pen. denepaabHOro
3akoHa or 02.08.2019 N 297-D3)

5. TlepedyeHb MEAMIMHCKMX OpraHu3aldi, HMEIOIUX JMIEH3UI0 Ha (apMaleBTUYECKYIO
NesITeNbHOCTh, M UX O00O0COOJEHHBIX mojApasfeneHui (amOymnaropuil, (enpIIepcKux Hu
(dbenpamepcKo-akyepckux MyHKTOB, IEHTPOB (OTIAENCHHI) oO0mme BpadeOHOU (ceMeitHO)
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MIPAKTUKU), PACIOJIOKEHHBIX B CEIbCKHUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
arTeYyHble OpPraHHU3alMM, a TAKXKE IEPEUYCHb JIEKAPCTBEHHBIX IPEINApaToB, MPOJAXKa KOTOPBIX
MOJKET OCYIIECTBISATHCS YKa3aHHBIMHU OpraHU3alusIMU U UX 000COOICHHBIMH MOAPa3IeICHUSIMH,
YCTaHABIIMBAIOTCS OpPraHaMU HCIIOTHHUTEIBHON BiIacTU cyObekToB Poccuiickoii denepanuu. (B
pen. deaepanbHbix 3akoHOB OT 25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

6. AnrteuHble OpraHu3all{, WHIUBUAYAJIbHbIE IPEANPUHUMATENN, UMEIOUIUE JIMLEH3UI0 Ha
(bapMaleBTUUECKYIO JIeATENIbHOCTh, 00s3aHbl OOecneunBaTh yTBep)kIeHHbIN [IpaBuTenscTBOM
Poccuiickoit ®enepauuu u GOpMHpPYEMBIi B YCTAaHOBICHHOM HUM TOPSAIKE MHHUMAIbHBIA
ACCOPTUMEHT JIEKapCTBEHHBIX IIPENnapaToB, HEOOXOIUMBIX JUIsI OKa3aHUS MEIULIMHCKOM
momoinu. (B pea. @exepanbHoro 3akona ot 25.11.2013 N 317-D3)

7. AnrteuHble OpraHW3allM{, WHIAUBUAYAIbHBIE MPEANPUHUMATEIN, UMCIONINE JIMIECH3UIO Ha
(bapMareBTHYECKYIO JESITEIbHOCTh, HAPSAIy C JICKAPCTBEHHBIMHU IIperapaTaMd HMEKOT IPaBO
pUOOpeTaTh W MPOJaBaTh, B TOM YHCIE JUCTAHIIMOHHBIM CIIOCOOOM, MEIMIIMHCKHE W3JICIHS,
Ne3UH(QUIUPYIOIIAE CPEACTBA, MPEIAMEThl M CPEIACTBA JIMYHOW THUTHEHBI, TOCYLy IS
MEIWIIMHCKUX IIeJIel, MPEeIMEThl M CPEICTBA, MPEIHA3HAYCHHBIC IS yX0aa 3a OOJLHBIMH,
HOBOPOXXJICHHBIMH M JICTbMH, HE JIOCTUTIIUMH BO3PAcTa TPEX JIET, OYKOBYIO ONTUKY U CPEICTBA
yXo0/a 3a Hel, MUHEPaIbHBIC BOJIBI, TPOIYKTHI JICYEOHOTO, IETCKOTO M TUETHYCCKOTO TTUTAHMSI,
OMOJIOTMYECKH aKTUBHBIC T0OABKH, TAp(IOMEPHBIC H KOCMETHUECKUE CPEICTBA, MEIUITUTHCKHIE U
CaHWTAPHO-TIPOCBETUTEIbHBIC TICUATHBIC W3JaHWs, TPEIHA3HAYCHHBIC JUJIS TPOTAraHibl
3nopoBoro obOpasa >xu3HH. (B pea. DenepanbHbix 3akoHOB oT 27.07.2010 N 192-®3, ot
25.11.2013 N 317-®3, ot 03.04.2020 N 105-D3)

8. JearenpHOCTh anTeuHbIx opranu3anuii Boopyxennbsix Cun Poccuiickoit @enepanunu, 1pyrux
BOMCK, BOMHCKHMX (POPMHpPOBAaHUI U OpraHoB, B KOTOPBIX 3aKOHOAATEILCTBOM Poccuiickoit
Qenepanii  MPEAYCMOTPEHO  MPOXOXKJICHHWE BOSHHOW  ChayxObl uian  deaepanbHON
rOCyJapCTBEHHOM  CIIy’)ObI,  CBSI3aHHOM € TPaBOOXPAHUTEIBHOM  JCSATEIBHOCTHIO,
periiaMeHTHpyeTCs HACTOSIIINM ®denepanbHbIM 3aKOHOM i YTBEPKIEHHBIMU
COOTBETCTBYIOIIMMH  (eepaiIbHBIMA OpPTaHAMH  HCIOJIHUTEIBHON BJIACTH TOJIOKEHUSIMHU.
KouTpos 3a coOmroeHreM yka3aHHBIMU aTe€YHBIMUA OPTaHU3AlMUSIMH TOJ0KEHUN HACTOSIIIIErO
denepadbHOTO 3aKOHA OCYIIECTBISIETCS COOTBETCTBYIOIIUMH — (eAepalibHBIMU  OpraHaMu
UCIIOJHUTENIbHOM BaacTu. (B pea. PenepanbHoro 3akona ot 13.07.2015 N 262-D3)

9. B ycioBusX upe3BbIYaliHOM CUTYallMM U (MJIM) IPH BOBHUKHOBEHUHU YIpO3bl PACIIPOCTPAHEHUS
3a00JieBaHusl, TPEACTABISIONIET0 OMAacHOCTh Uil OKpyxkawomux, [IpaBurensctBo Poccuiickoit
@denepan Mpu  HEOOXOAMMOCTH BIIPABE YCTAHOBUTH BPEMEHHBIH TMOPSJIOK PO3HUYHOU
TOProBJIM JICKAPCTBCHHBIMU IpCriapaTtaMu I MECIUIHWUHCKOrO MPUMCHCHUS (3a HUCKIIIOUCHUEM
HapKOTUUYECKUX JIEKAPCTBEHHBIX MPENapaToB M ICUXOTPOMHBIX JEKAPCTBEHHBIX MPENaparos, a
TaK)Xe CIUPTOCOJEPKAIINX JIEKAPCTBEHHBIX MpPEnapaToB ¢ 0ObEMHOH /10JIel STHIOBOTO CIIUPTa
CBBIIIE 25 TMPOLEHTOB) JIUCTAHLMOHHBIM CIOCOOOM, TMOPSAJOK BBIAAYM pa3pelIeHus Ha
OCYILIECTBJIEHHUE TOPIOBIIM, MPEAYCMOTPEHHOW HACTOALIEH YacThbio, TpeOOBAaHUS K aNTEYHBIM
OpraHM3alysaM, KOTOPbIE MOTYT OCYLIECTBIIATH TaKyl0 TOPrOBIIIO, & TAKXKE BPEMEHHBIEC IIPAaBUIIA
JIOCTaBKH JIEKAPCTBEHHBIX MIpenapaToB rpaxaanam. (B pea. denepanproro 3akona ot 03.04.2020
N 105-D3)

Honoxcenue wacmu 9 cmamou 55 oeiicmeosanu oo 31.12.2020 exnrouumenvno (vacmo 2
cmamou 3 Deodepanvrozo 3axona om 03.04.2020 N 105-@3).
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Cratbs 56. U3roroBiieHHE M OTIIYCK JIEKAPCTBEHHBIX MPenaparoB

1. W3roroBieHue J1EKapCTBEHHBIX MPENapaToB alTEYHbIMU OpPraHU3alMSIMM, BETEPUHAPHBIMU
anTeYHbIMU OPraHU3ALUAMHU, UHIUBULYAIBHBIMU IIPEANPUHUMATEIAMHA, UMEIOIIUMU JIMLICH3UIO
Ha (apMaLEeBTHUYECKYIO [ESTENbHOCTb, OCYIIECTBISETCS IO peleNnTaM Ha JICKapCTBEHHBIC
npenaparsl, Mo TpeOOBaHMUAM MEAMLIMHCKUX OpraHM3alui, BETEPUHAPHBIX OpraHU3aluil B
COOTBETCTBUM C IIpaBWJIAMH HW3TOTOBJICHUS M OTIYCKa JIGKaPCTBEHHBIX IIPEnaparos,
YTBEPKJICHHBIMH YIIOJIHOMOYEHHBIM (peiepabHbIM OPTaHOM HCTIOHUTEIILHON BIACTH.

2. Ilpm M3roTOBIEHHMH JIEKAPCTBEHHBIX IIPENApaToOB  alTEYHBIMU  OpPraHMU3ALMAIMM,
BETEPUHAPHBIMU  aNTEYHBIMU OpPraHU3alUsAMH, WHAMBUAYAJIbHBIMH MPEIIPUHUMATEISIMH,
HUMCIOIIIMMHU JIUICH3UIO Ha (I)apMaLIeBTI/I‘IeCKyIO JACATCIIbHOCTD, HCIIOJIB3YIOTCA
dapmaiieBTHUECKHUE CYOCTAaHIIMU, BKIIOYEHHBIE COOTBETCTBEHHO B TOCYIAapCTBEHHBIH peecTp
JICKApCTBCHHBIX CPEACTB I MCAWMLUHCKOIO HNPHUMCHCHHA U FOCYI[apCTBeHHBIfI peecTp
JIEKapCTBEHHBIX CPEJCTB IS BETEPUHAPHOTO MPUMEHEHHs] B YCTaHOBJIIEHHOM Tmopsake. He
AOIYCKACTCA  HM3rOTOBJICHHUEC  AIITCUHBIMU  OpraHu3alusaMH, BCTCPHUHAPHBIMHU  AlITCYUHBIMU
OpraHM3alsIMH, WHIUBUAYATbHBIMU MPEINPUHUMATEISIMH, WMEIOIIUMU JIMIICH3UI0 Ha
(bapMareBTHYECKYI0 JIeSTEIBHOCT, JIEKAPCTBEHHBIX IPEMapaToB, 3aperHCTPUPOBAHHBIX B
Poccuiickoit ®enepanuu.

3. MapKI/IpOBKa JICKAPCTBCHHLIX IIPCIIapaToOB, H3IrOTOBJICHHLIX aAlITCUHLBIMKU OpPraHHU3alllsIMU,
BCTCPUHAPHBIMH  AIITCUHBIMU  OpraHHU3alysAMU, HWHIAWBUAYAJIBHBIMHU [PCANIPHUHUMATCIAMU,
UMCIOIIMMHU JIMOCH3UMIKO Ha Q)apMaHeBTI/I‘ICCKy'IO ACATCIIBHOCTb, H O(i)OpMJ'IeHI/Ie TaKHuX
npenapaToB JOJIKHBI COOTBCTCTBOBATH IIPpABUJIAM, YKA3dHHBIM B HaCTH 1 HaCTOHH_Ieﬁ CTaTbH.

4. AnTeuHble OpraHu3alliM, BETEPUHAPHBIC AaNTEeUHble OpTraHU3AlMM, WHIUBUIYyaJIbHbIC
NpeANpPUHUMATENIN, HMEIOIINE JIMIICH3UI0 Ha (apMaleBTHUYECKYIO JeATEIbHOCTh, HECYT
OTBETCTBEHHOCTh 3a HECOOIIOJICHHE TIPaBUJ M3TOTOBJICHHS M OTIYCKa JIEKapCTBEHHBIX
MpenapaToB B COOTBETCTBHHM C 3aKOoHOAaTeNbcTBOM Poccuiickoit denepanumn.

Crarbsa 57. 3anpemenue npogaxu ¢GaabcuPpuuUpPOBaAHHBIX
JIEKAPCTBEHHBIX CPEACTB, HEA0OPOKAYECTBEHHBIX JIEKAPCTBEHHbIX
CpeACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHbBIX CPEACTB

Hponama q)aHLCH(bHHHpOBaHHBIX JICKApCTBCHHBIX CpeacTB, HeI[O6pOKa‘leCTBeHHLIX
JICKApCTBCHHBIX CPCACTB, KOHTpa(baKTHLIX JICKApCTBCHHBIX CPCACTB 3alIpCHIACTCA.

CraTbs 58. XpaHeHMe JIeKAPCTBEHHBIX CPEACTB

1. XpaHeHHe JIEKapCTBEHHBIX CPENICTB OCYIIECTBISAETCS MPOU3BOAUTEISIMHA JIEKAPCTBEHHBIX
CPEACTB, OpraHu3alMsIMU OITOBOM TOPrOBIM JIEKAPCTBEHHBIMU CPEIACTBAMM, alTECUHBIMHU
OpraHu3alMsIMHi,  BETEPUHAPHBIMU  ANTEYHBIMU  OPraHU3ALMUSMH,  HWHIAWBUIYaJIbHBIMU
MpEeNNPUHUMATETISIMU, WMEIOIUMHU JUIEH3UI0 Ha (apMaleBTHUECKYIO JEATeIbHOCTh WU
JIMIIEH3UIO0 Ha MEIMIMHCKYIO JIESITENbHOCTh, MEAUIIMHCKUMHU OPTraHU3AIUsIMH, BETEPUHAPHBIMU
OpraHM3alisIMH U WHBIMH OPTaHHU3AIUSMHU, OCYHIECTBISIIOIIMMU OOpalleHHue JIeKapCTBEHHBIX



cpeacTB. XpaHeHHE JIEKAPCTBEHHBIX CPEJACTB Ul BETEPUHAPHOTO IMPUMCHEHHS OpPraHU3aIMsIMU
nu I/IHZ[I/IBI/II[yaJILHLIMI/I HpeI[HpI/IHI/IMaTeJISIMI/I B cnyqaﬁx, cClin OHN I/ICHOHB3YIOTC5I
UCKJIFOUUTEIILHO TPU Pa3BEICHHUH, BBIPAIMBAHUN, COACPKAHUN U JICUCHHH >KUBOTHBIX, MOYKCT
OCYIIECTBIATHCS 0€3 IMOJIydeHHs JIMIICH3UHW Ha (apMaleBTUYCCKYIO JEATCIbHOCTh. (B pejl.
denepanbHoro 3akona ot 22.10.2014 N 313-D3)

2. llpaBuna XpaHeHHUS JIEKAPCTBEHHBIX CPEACTB  YTBEPXKAAIOTCS  COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM (he/iepabHBIM OPTaHOM HCIIOIHUTEIIBHON BIACTH.

3. XpaHeHHe HapKOTUYECKHUX JIEKApPCTBEHHBIX CPEJICTB, ICHUXOTPOIHBIX JICKAPCTBEHHBIX
CpeAcTB, paauodapManeBTHIECKUX JIGKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS B COOTBETCTBHH C
3aKoHoarenscTBOM Pocculickon denepanuu.

Crartba 58.1. [IpeaMeTHO-KOIHMYECTBEHHBIH YYET JEKAPCTBEHHbIX
CpPeACTB VI MeIMIUHCKOr0 NpuMeHenns (B pea. ®enepaabHOro
3aKkoHa o1 25.12.2012 N 262-D3)

1. Hepequb JICKApCTBCHHBIX CpPCACTB 4 MCIAUIHMHCKOrO IPHUMCHCHUA, [MOMAJICKAMIUX
NpeAMETHO-KOJIIMYECCTBCHHOMY YUCTY, YTBCPKAACTCA YIIOJIHOMOYCHHBIM (I)G,Z[epaHBHBIM OopraHomMm
HWCIOJIHUTEIbHOM BIACTH.

2. IlopsaoK BKIHOYEHMs JIEKAPCTBEHHBIX CPEICTB Ul MEIUIMHCKOrO IMPUMEHEHUS B IIEPEYEHD
JIEKapCTBEHHBIX CpEICTB IUTS MEIULIMHCKOTO IPUMEHCHHS, IO UIEKAIUX
[PEIMETHO-KOJIMYECTBEHHOMY ~ YYE€TY, YCTAHABIMBAETCSA YIIOJHOMOYEHHBIM (peaepaibHbIM
OpPraHOM  HUCIIOJIHUTEIBHOW  BJIACTH 10  COMVIACOBAaHHMIO C  (efiepajbHBIM  OPraHoOM
UCIIOJIHUTEIbHON BJIACTH, YIIOJIHOMOYCHHBIM B cepe BHYTpeHHHX 1el. (B pea. DeaepaabHOro
3akoHa o1 03.07.2016 N 305-D3)

3. IlpenMeTHO-KOMYECTBEHHBIM YUET JICKAPCTBEHHBIX CPEJCTB ISl METUIIMHCKOTO TPUMEHEHUS
BEIyT MPOU3BOAUTENM  JIEKAPCTBEHHBIX  CPEACTB, OpraHU3allMM  ONTOBOM  TOPTOBIH
JIEKApCTBEHHBIMU CPEACTBAMU, aNTEYHBbIE OpPraHU3aIlui, MHANBUIYaTbHBIE TPEIPUHUMATEIH,
MMEIOIIUE JUICH3UI0 Ha (hapMalleBTUUECKYIO JIEATEIbHOCTh WU JHUICH3UI0 Ha MEAUIIMHCKYIO
NeSATEeIbHOCTh, U MEIUIMHCKUE OpraHU3alliH, OCYIIECTBISIONINE OOpalleHHe JIEKaPCTBEHHBIX
CPEICTB ISl METUIIMHCKOTO TMPUMEHEHHs, MyTeM pEerucTpaiiy JTIOOBIX CBS3aHHBIX C HX
oOparieHueM orepanuid, Mpu KOTOPHIX H3MEHSETCS WX KOJWYECTBO U (WJIM) COCTOSHHE, B
CHeIHMabHBIX KYypHallaX y4eTa omeparuii, CBI3aHHBIX C OOpallleHUEM JIEKAPCTBEHHBIX CPEICTB
JUTSE MEJTUITUHCKOTO IPUMEHEHHUSI (Jaliee - CrielUalbHbIe )KyPHAJIbl).

4. IlpaBuiia perucTpanuy ornepamnuid, CBA3aHHBIX ¢ OOpallleHUeM JIEKAPCTBEHHBIX CPENICTB IS
MEIULMHCKOTO TPHMEHEHMS, BKJIIOUEHHBIX B II€pEYEHb JIEKAPCTBEHHBIX CPEACTB IS
MEIULMHCKOTO  IPUMEHEHUs, IMOIekKANUX I[PEIMETHO-KOJIUYECTBEHHOMY  Y4€Ty, B
CHELUAaJbHBIX JKypHajJaX M TIpaBWJa BEICHHUS M XPaHEHUs CIEHUAJIbHBIX JKYPHAJIOB
YTBEPKAAIOTCS YIIOJIHOMOYEHHBIM (he/iepaabHbIM OPraHOM HCIIOJIHUTENBHOMN BIIACTH.

5. KonTposnp 3a coOM0OJeHMEM MpaBWJI PErHCTpallid OIEepaluii, CBA3aHHBIX C OOpalleHueM
JIEKAPCTBEHHBIX CPEJICTB JUISl MEIMIIMHCKOIO IIPUMEHEHHs, BKIIOYEHHBIX B II€PEUYCHb
JIEKAPCTBEHHBIX CPEICTB JUIS MEIULIUHCKOTO [IPUMEHEHUS, MIOJIEKALUX
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, B CHEIHUAIbHBIX XXYypHallaX, a TaKkKe 3a COOJII0/IeHuEM
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IIpaBuJI BEACHHA MW XPaHCHUA CICHHAJIBHBIX XXYPHAJIOB BO3JIaracrCsa Ha YIIOJJHOMOYCHHBIC
(bellepaJIBHHe OpraHbl HUCIIOJIHUTEILHON BJIACTH U OpTraHbl HCIIOJIHUTEILHON BJIACTH CyGLCKTOB
Poccuiickoit CDez[epauHI/I, OCYHICCTBIAIOIIUEC JTUOCH3UPOBAHUEC IIPOU3BOACTBA JICKAPCTBCHHBIX
CpCacCTB, (bapMaHeBTquCKOﬁ JACATCIIBHOCTH U MGI[HHHHCKOﬁ ACATCIIBHOCTU, U OCYIICCTBIIACTCA
B paMKax JIMOCH3MOHHOTO KOHTPOJIA.

I'nasa 11. YHUUYTOXEHUE JTJEKAPCTBEHHbBIX CPEJACTB

Crarbs 59. OcHOBaHMS U MOPAIOK YHHYTOKEHHS JIEKAPCTBEHHBIX
CpeacTB

1. HenoOpokayecTBeHHBIC JIEKApCTBEHHBIC CpeACTBa, (HaabCHUPUIMPOBAHHBIC JECKAPCTBCHHBIC
CpeICTBA TIOJUICKAT U3BATHIO M3 OOpAIICHUS M YHUYTOXKCHHIO B IMOPSJKE, YCTAHOBICHHOM
[IpaButensctBoM Poccuiickoit @enepanun. OcHOBaHUEM MAJIi YHHUUTOXKEHHUS JIEKAPCTBEHHBIX
CPEICTB SIBIISICTCS PEUICHUE BJaJeiblla JICKAPCTBEHHBIX CPEICTB, PEIICHHUE COOTBETCTBYIOIIETO
YIIOJIHOMOYEHHOTO (eIepalibHOT0 OpraHa UCIIOJIHUTEIBHOM BIACTH WIHM PEUICHUE cynaa. (B peil.
denepanbHoro 3akona or 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. KontpadakTHbie JeKapCTBEHHBIE CPEACTBA TOMJISKAT WIBATUIO U3 OOpalieHus u
YHUUYTOXKEHHUIO O pelieHuto cyaa. llopsaok yHHUYTOXKeHHs KOHTpa(daKTHBIX JIEKapCTBEHHBIX
cpenctB ycranasnuBaercs [IpaButenbctBom Poccuiickoit denepannu. (B pen. deaepanbHOro
3akoHa oT 22.12.2014 N 429-®3 (pen. ot 13.07.2015))

3. Pacxonpl, CBs3aHHBIE C YHUYTOXKEHHEM KOHTpA(aKTHBIX JIEKAPCTBEHHBIX CPEICTB,
HE00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (hanbCU(UIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, BO3MEIIAKOTCS UX BIAACIIBLIEM.

4. Bnasnener J1eKapCTBEHHBIX CPEICTB JOJKEH MPEJCTABUTh B YIIOJTHOMOUYEHHBIN (henepaabHbIi
OpraH HMCIOJHUTEIBbHOM BJIACTH JOKYMEHT WM 3aBEPEHHYIO B YCTAHOBJIIEHHOM IOPSIKE €ro
KOIHIO, MOJTBEPXKAAtoINe (PaKT YHUUTOKEHHS JIEKapCTBEHHBIX CPECTB.

5. CoOTBETCTBYIOLIMI YIOJIHOMOYEHHBIH (efepaabHblii OpraH HCHOJIHUTENbHOM BIacT,
MPUHABIIMKA pelieHre 00 YHUYTO)KEHHUH JIEKAPCTBEHHBIX CPE/ICTB, OCYLIECTBIISIET KOHTPOJIb 3a
UX YHHUYTOKCHHEM.

6. YHHUUYTOXKEHUE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOJAUTCA OPraHU3aALUAMH, HMEIOIUMU
COOTBETCTBYIOIIYIO JIMIICH3UIO, HA CIENHUAIBHO OOOPYIOBAaHHBIX IUIOMIAJKAX, MOJUIOHAX U B
CHeNHalbHO 000PYIOBAHHBIX MOMEIICHHUSX C COONIOJCHHEM TpeOOBaHMU B OOJACTH OXpaHbI
OKpY>Karolllel cpelibl B COOTBETCTBUM C 3aKOHOAATENBCTBOM Pocculickoit denepanuu.

7. HapkoTuyeckue JI€KapCTBEHHBIE CpEACTBA, IICUXOTPOIHBIE JIEKAPCTBEHHBIE CPEJICTBA,
paguodapmarieBTHYECKUe JICKAPCTBEHHBIE CPEICTBA YHUYTOXKAIOTCS B COOTBETCTBHHM C
3akoHoJaTenbcTBOM Poccuiickoit denepanmm.

I'nmasa 12. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE LIEH HA
JIJEKAPCTBEHHBIE TIPEITAPATBI IJ1d ME/IUIIUHCKOI'O
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NPUMEHEHUA

Cratbs 60. I'ocygrapcTBeHHOE peryjiMpoBaHuie LEH HA
JIEKAPCTBEHHBbIE NMPenaparhl AJ MeAUIUHCKOT0 IPUMEHEHM
1. FOCYI[apCTBeHHOC PEryjJInpoBaHUC LECH Ha JCKAPCTBCHHBIC IIpCIiapaTrbl AJIA MEIUIMHCKOI'O

MIPUMEHEHHUsI OCYILECTBIIsIETCsl nmocpeAcTBOM: (B pea. PenepanibHoro 3akoHa oT 26.03.2020 N
67-D3)

1) yrBepxkaenus [IpaBurensctBom Poccuiickoit dexepanyu nepedss >KU3HEHHO HEOOXOIUMBIX
U Ba)XHEHIIMX JIEKAPCTBEHHBIX MpenapaToB, KOTOPhIA (GopMupyercs u He pexe OJHOro pasa B
roJl IEpPecMAaTPUBACTCS B YCTAHOBJICHHOM MM IIOPSAJKE Ha OCHOBE KOMIUIEKCHOM OLICHKH
JIEKapCTBEHHBIX IIPENapaToB, BKIIOYAs AaHAIW3 CBEICHUM O CpPaBHUTEIBHON KIMHUYECKOU
3pQexTuBHOCTH U 0€30MacCHOCTH JIEKAPCTBEHHOI'O CPEACTBA, OLEHKY 3KOHOMHYECKHX
IIOCJIEACTBUM TPUMEHEHUS JICKapCTBEHHOIO CpPEACTBA M HW3YYECHHME JIOIOJHHUTEIBHBIX
MOCJICACTBUM NPUMEHEHHUs JIEKApCTBEHHOro cpencTBa; (B pea. denepalbHbIX 3aKOHOB OT
22.12.2014 N 429-93 (pex. ot 13.07.2015), ot 13.07.2020 N 206-D3)

2) YyTBEpXACHHUS METOJMKH pacuera INpelesIbHbIX OTIYCKHBIX LI€H MpPOM3BOAMUTENCH Ha
JIEKapCTBEHHBIE TIPEnapaThl, BKIIOYCHHBIC B MEPEUEHBb KU3HEHHO HEOOXOAMMBIX U BaKHEUIIUX
JIEKapCTBEHHBIX IIPErapaTtoB, a TakKe BHEIPEHHS MEXaHHU3MOB (OPMUPOBAHUS CHUCTEMBI
pedepenTHbIX TieH; (B pen. DenmepanbHbIX 3akoHOB oT 22.12.2014 N 429-®03 (pen. ot
13.07.2015), ot 06.06.2019 N 134-D3)

3) rocynapcTBEHHOH pErucTpallud NPEENIbHBIX OTIYCKHBIX 1I€H IPOU3BOJUTENEH Ha
JIEKapCTBEHHbIE MPEnapaThl, BKIOYEHHBIE B MepeueHb )KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIeKapCTBEHHBIX Mpenapatos; (B pen. OeaepanbHoro 3akona oT 06.06.2019 N 134-D3)

4) BeneHus TOCYJAapCTBEHHOI'O peecTpa MpeAeNbHbIX OTIYCKHBIX I€H MNpPOM3BOAMTENECH Ha
JIEKapCTBEHHbIE MPEnapaThl, BKIOYEHHBIE B MepeueHb )KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIEKApCTBEHHBIX IIPENApaTOB;

5) yTBepKIeHHUS METOJUKU YCTAaHOBJIEHHUS OpraHaMU HCHOJHHUTEIBHOM BIACTH CYOBEKTOB
Poccuiickoit ®@enepanuu npeneiabHbIX pa3MepoB ONTOBBIX Ha/lI0aBOK M MPENENbHBIX pa3MepoB
PO3HMYHBIX HaJ0aBOK K (PAKTUYECKHM OTITYCKHBIM II€HAaM, YCTAHOBJICHHBIM IMPOU3BOIUTEIIMU
JIEKAPCTBEHHBIX IIpENapaToB, Ha JIEKAPCTBEHHBIC IIpenapaTsl, BKIIOYECHHBICE B II€PEUCHb
KU3HEHHO HEOOXOIMMBIX U Ba)KHEHUIIINX JIEKaPCTBEHHBIX MIPENapaToB;

6) YCTAHOBJICHUA TMPCACIIbHBIX pPasMEpPOB OITOBLIX HaI[6aBOK U TMPCACIBbHBIX Pa3MCpoOB
PO3HHUYHBIX Ha}16aBOK K CbaKTI/I'-IeCKHM OTIIYCKHBIM LI€HAM, YCTAHOBJICHHBIM ITPOHU3BOAUTCIIAMUA
JICKApCTBCHHBIX IMPCIIApaTOB, HA JICKAPCTBCHHBIC IMIPCIIApaThl, BKIIOYCHHLIC B TNCPCUCHDb
KHU3HCHHO HGOGXOI[I/IMLIX 1 BaXKHEHUILINX JICKApPCTBCHHBIX NIPCIIAPATOB;

7) yTBepKACHHS TOPSAKA BBIIAYH MPEANUCAHUIA OpraHaM UCIOTHUTEIBLHON BIacTH CyOBEKTOB
Poccuiickoit deaepanum 0 TPUBEICHUU B COOTBETCTBHE C 3aKOHOAATEILCTBOM Poccuiickoit
Qdenepanuii  pelieHUd 00 YCTAaHOBICHMM TMPEACTBHBIX pa3MEpPOB OMNTOBBIX HAA0AaBOK U
MpEeACbHBIX  pPa3MEpPOB  PO3HUYHBIX HAN0aBOK K (DAKTHYECKUM OTIYCKHBIM  II€HAM,
YCTAaHOBJICHHBIM  MPOU3BOAUTENSIMU  JICGKAPCTBEHHBIX MPEMApaToB, Ha JIEKAPCTBEHHbIE
npenaparsl, BKIIOYCHHBIC B MEPEUYCHB )KM3HEHHO HEOOXOIUMBIX M BOXHEHIINX JIEKAPCTBECHHBIX


https://normativ.kontur.ru/document?moduleid=1&documentid=358066#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=358066#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=366036#l19
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=254899#l855
https://normativ.kontur.ru/document?moduleid=1&documentid=337233#l1
https://normativ.kontur.ru/document?moduleid=1&documentid=337233#l1

MIpernapaToB, €CJIM OHU MPUHATHI C HApYIIEHUEM 3akoHoAarenbcTBa Poccuiickoit @enepanuu, B
nopsiake, ycranosieHHoM [IpaButensctBoMm Poccuiickoi @enepannu;

8) HampaBileHUS YIIOJHOMOUYEHHBIM (efiepallbHbIM OPraHOM HCIIOJHUTEIBHON BIACTH OpraHam
WCTIOJHUTENBHOW BNacTu cyObekToB Poccuiickoii @enepanuu MpeAnucaHuii O MPHUBEICHUH B
COOTBETCTBHE C 3aKOHOAATEIbCTBOM Poccuiickonn ®enepanuu NPHHATBIX C HAPyLIEHUEM
3akoHojaTenbcTBa Poccuiickoit deaepanuu pemieHuii 00 yCTaHOBIEHUH MPECIBHBIX Pa3MEpPOB
OITOBBIX HAaJ0ABOK U NpPEJENIbHBIX Pa3MEPOB PO3HUYHBIX HAJA0aBOK K 1I€HAM Ha JIEKapCTBEHHbBIE
IIpenapaThl, BKJIIOUEHHBIE B [IEPEUEHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JIEKApPCTBEHHBIX
IIpenaparos;

9) ocymectBiaeHust (deaepaabHOrO TOCYIAapCTBEHHOro Haa3opa B cdepe oOpaiieHus
JIEKapCTBEHHBIX CPEACTB M PErMOHAIBHOTO rOCYAApCTBEHHOIO KOHTPOJIS 3a IMPUMEHEHUEM LIEH
Ha JIEKapCTBEHHBIE Mpenaparbl COOTBETCTBEHHO YIMOJIHOMOYEHHBIMH ()eiepalIbHBIMU OpraHaMu
UCIIOJIHUTEJIbHOM BJIACTU M OpraHaMu MCIOJIHMTEIbHOW BlacT cyObekToB Poccuiickoit
@®enepaluy COMNIACHO HMX KOMIIETEHIMM B TMOPsAKE, YyCTaHOBIEHHOM [IpaBuTenbcTBOM
Poccwuiickoit ®enepanuu; (B pea. epepanproro 3akona ot 25.06.2012 N 93-D3)

10) npuMeHeHHS NPETyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit @enepanuu mep
OTBETCTBEHHOCTH 3a HapylIEHUE TOpsAJIKa IIEHOOOpa30BaHUSI Ha JICKAPCTBEHHBIC Ipernaparhl,
BKJIIOUEHHBIE B M€PEUCHb KU3HEHHO HEOOXOUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX MPEapaToB.
(B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 475-D3)

2. B ycnoBusix ype3BblYaiiHON CUTYyalluu U (UJIM) P BOZHUKHOBEHUH YIPO3bl paCIPOCTPaHEHUs
3a00JeBaHUs, MPEACTABIAIONIEI0 ONAaCHOCTh Ui OKPYKAIOIIMX, a TaKKe B Cllyyae, eclid B
T€UEHUE TPUAUATH KAJICHIApPHBIX JHEW mocine npuHAtHs IIpaBurensctBoM Poccuiickoin
@enepany  pelIeHUs O NPOBEJCHUM MOHMTOPHUHIA DPO3HMYHBIX LEH Ha JIEKAPCTBEHHBIE
npernapaTbl, HE BKJIIOYEHHbIE B II€PEYECHb JKU3HEHHO HEOOXOIUMMBIX U  BaKHEUIIMX
JIEKapCTBEHHBIX NpenapaToB, Ha TeppUTOpuUsX cyObekToB Poccuiickoit ®dexepaunu BBISBICH
pPOCT PO3HUYHBIX II€H Ha yKa3aHHbIE JIEKApCTBEHHbIE MNpenapaThl Ha TPUALATH MPOLEHTOB U
6onee, IIpaBurensctBo Poccuiickoit denepanyn BIpaBe yCTaHOBUTH INpe/iebHbIE OTITYCKHBIE
LIEHbl MPOU3BOJUTENIEH Ha YyKa3aHHbIE JIEKApCTBEHHBbIE IpernapaThl, MpEIeNIbHbIE pa3Mepbl
OITOBBIX Ha/l0AaBOK U IMpeJesIbHbIE pa3Mepbl PO3HUYHBIX Ha10aBOK K (PaKTUUYECKUM OTIYCKHBIM
LIEHaM IPOM3BOJUTENIEH HA yKa3aHHbIE JIEKapCTBEHHbIE Ipemnaparhl. [lepeueHs ekapCcTBEHHBIX
[pernapaTtoB, HE BKIIOYEHHbIX B TME€pPEYeHb JKM3HEHHO HEOOXOAMMBIX U BaKHEHIINX
JIEKapCTBEHHBIX IpenapaToB, U MOPSAOK ero ¢opmupoBaHus omnpezaenstorcs [IpaButenbcTBom
Poccuiickoit @enepanuu. (B pea. PeaepanpHoro 3akona ot 26.03.2020 N 67-D3)

3. B TeueHue JneBSHOCTa KaJeHJIApHBIX JHEH co JAHS yrBepxkaeHus IlpaBurtenbcTBOM
Poccuiickoit denepanuu nepedHsi, yKa3aHHOTO B 4acTU 2 HACTOSIIEH CTaTbH, HE JONYCKAIOTCS
peanu3anys M OTIYCK BKJIIOYEHHBIX B HETO JIEKAPCTBEHHBIX IIPENapaToB IO IIEHaM,
IIPEBBIIIAIOIIUM NIPEIEIIbHBIE OTIIYCKHbBIE LICHBI [IPOU3BOJUTEIIEH HA YKa3aHHbBIC JICKAPCTBECHHBIC
mpenapaTsl, IpeJebHbIE pa3Mephbl ONTOBBIX HAa/l0aBOK U MPEIENIbHBIE pa3Mephbl PO3HUYHBIX
Ha/10aBOK K (DaKTUYECKMM OTITYCKHBIM II€HaM NMPOU3BOJUTENIECH Ha yKa3aHHBIE JIEKAPCTBEHHBIE
Ipenaparsl C y4eTOM Hajora Ha J0OaBJIEHHYIO CTOUMOCTh. (B pea. denepasbHOro 3akoHa OT
26.03.2020 N 67-D3)

Crartba 61. I'ocyiapcTBeHHas1 perucTpanus U nepeperuncrpanus
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NMPpEeaACJAbHbIX OTIIYCKHBIX ICH HpOHSBOI[I/ITeJIeﬁ Ha JCKAPCTBCHHbLIC
npenaparTtbl, BRKJIANYCHHBIC B IICPCYCHDb KU3HCHHO HCOﬁXOlIHMLIX 4|

BAaKHENIIMX JIEKAPCTBEHHBIX penaparos (B pea. PexepajbHOro
3akoHa o1 06.06.2019 N 134-®3)

1. [IpenenpHas oTIyCcKHas IieHA MPOM3BOAMTENS HA JICKAPCTBEHHBIN IMpernapaT, BKIOYCHHbIN B
MepeueHb JKU3HEHHO HEOOXOMUMBIX WM BaXXHEHIIUX JIEKAPCTBEHHBIX MPENaparoB, MOIJICKHT
rOCyJIapCTBEHHOM PpETUCTpAllMKM B MOpsAJKe, ycTtaHoBieHHOM IIpaButenbctBomM Poccuiickoit
@denepanyivi, Ha OCHOBAHWU TIPEJCTABICEHHOTO B YIOJHOMOYEHHBINH (eaepalibHbIi OpraH
UCIIOJIHUTENILHOM  BJIACTH  3asBJCHHS  JIep)KaTelsl WM BiaJeNnblla  PErucTPallMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOTO IpenapaTa (yIOJIHOMOYEHHOTO UM JIUIA).

2. 3aperucTpupoBaHHas IpeAeibHAs OTIYCKHas LEHAa IMPOU3BOAUTENSI HA JIEKAPCTBEHHBIN
Ipenapar, BKJIIOUEHHBIH B MEpEUYeHb KU3HEHHO HEOOXOIUMBIX U BaXKHEUIIUX JIEKApPCTBEHHBIX
[IPernapaTroB, MOXeET ObITb HEepeperucTpUpoBaHa B CTOPOHY YBEIMYEHHUS OJWH pa3 B
KaJICHJApPHOM T'OJly Ha OCHOBAaHWH MPEACTABICHHOTO B YIIOJIHOMOYEHHBINH (hefepaibHbIi OpraH
WCTIOJHUTEJIBHOW BIacTU 10 1 OKTAOpSA KaxI0ro roja 3asBJICHUs JepKaTeis WM BIajeiblia
PErUCTPaIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara (yIoJHOMOYEHHOTO UM JIMLA).

3. 3apeructpupoBaHHas MpeaesbHAs OTIYCKHAs IIeHAa TNPOWU3BOAMTENS Ha JIEKaPCTBEHHBIN
npenapar, BKIIOYEHHBIH B MEpedeHb )KU3HEHHO HEOOXOIMMBIX M BaXKHEHIIHMX JEKAPCTBEHHBIX
npemnapaTroB, MOXKET OBITD NepeperuCTpupoBada B CTOPOHY CHHWIKCHHMA Ha OCHOBAHHU
IPEICTaBICHHOTO B YIIOJTHOMOYCHHBIH (he/iepanbHblii OpraH UCIIOJHUTEILHOM BIACTH 3asBICHUS
JeprkaTesl WIN BIAJENblia PETHCTPALIOHHOTO YJOCTOBEPEHMS JIEKapCTBEHHOIO IIperapara
(YNOJTHOMOYEHHOI'O UM JIULIA).

4. Jlepxarenb WIU BIaJelel] PErMCTPALMOHHOIO YAOCTOBEPEHHUs JIEKapCTBEHHOIO Ipenapara
(YHNOJIHOMOYEHHOE UM JIMLO) 00s3aH MpPEACTaBUTh B YIMOJIHOMOYEHHBIH (enepaiabHbIil opraxn
WCIIOJTHUTEJIBHOM BJIACTH 3asBJICHHE O NEPEPEruCTPALMM 3apPETHUCTPUPOBAHHOW IpEAECIIbHON
OTIIyCKHOW LIEHbl IPOU3BOJMTEIS Ha JICKAPCTBEHHBIM IIpenapar, BKIIOYEHHBIH B IIEPEUYEHb
KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, B CTOPOHY CHUXKEHMS B
CIIEQYIOIIUX CIIy4asx:

1) cHWKeHWe 1LIeHbl B MHOCTPAaHHOM BaJlOTe Ha JIEKApCTBEHHBIN Mpemapar B CTpaHe
MPOU3BOUTENA U (WIK) B cTpaHaX, B KOTOPBIX JIEKApCTBEHHBIN Mpenapar 3aperucTpupoBaH U
(1K) B KOTOpPBIE MOCTABISIETCS IPOU3BOIUTENEM;

2) CHW)KEHUE LIeH Ha pedepeHTHbIE JEeKapCTBEHHbIE MpernapaThl B COOTBETCTBUU C MYHKTOM 1
HacTrosmed  vactd (A COOTBETCTBYIOLIMX  BOCHPOM3BEIEHHBIX,  OHMOAHAIOTOBBIX
(Omoro100HBIX) JIeKapCTBEHHBIX MpenapaToB);

3) mpeBsbIlIEHUE TPEEIbHON OTITYCKHOM IIeHBI Ha TIEPBBIN BOCIIPOU3BEICHHBIN, OM0aHATOTOBBII
(6roro00HBII) JIEKApCTBEHHBIM TMpenapar HMHOCTPAHHOTO TPOW3BOJICTBA HANl MPEAeTbHON
OTIIYCKHOW II€HOM TMpOW3BOAMUTENS] HAa BTOPOH  BOCIPOM3BEACHHBIN, OHMOAHATOTOBBIN
(6noro00HBIN) JIEKAapCTBEHHBIA Tpemapar, PacCYUTAaHHOH B COOTBETCTBHUH C METOJUKOM,
yrBepxkaeHHou [IpasurensctBoM Poccniickoit deneparuy;

4) npeBbIlIeHUE TPEIeTbHON OTITYCKHOM IIEHBI Ha MEePBBIA BOCIPOU3BEICHHBIN, OM0aHATOTOBBIN
(6brorog00HBII) JIEKapCTBEHHBIN MperapaT MPOU3BOIUTENS TOCyIapcTBa - uieHa EBpasuiickoro
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SKOHOMHYECKOTO COI03a HaJ MNPEAeIbHON OTIMYCKHOM IICHOW IPOU3BOAMTENS Ha BTOPOU
BOCIIPOU3BE/ICHHBIN, O1oaHaIOrOBBIN (6moro100HBIN) JIEKapCTBEHHbIN npenapar
MIPOM3BOIUTEINSI TOCYApCTBA - WieHa EBpa3suiickoro 3KOHOMHYECKOTO COI03a, PaCCYUTAHHOHN B
COOTBETCTBUU C METOJIMKOM, yTBepkaeHHOH [IpaBuTenscTBoM Poccuiickoit deaepanuu.

5. Tlopsimok  mepeperucTpallid  3apeTUCTPUPOBAHHBIX  MPEICIbHBIX  OTIMYCKHBIX  II€H
MPOU3BOJIUTENICH Ha JIEKapCTBEHHBIE TMpENaparhl, BKIIOUYEHHbIE B IEPEYEHb IKU3ZHEHHO
HEOOXOJUMBIX M BaXHEHIIMX JICKAPCTBEHHBIX MPEMapaTroB, B CiIy4asX, MPEIyCMOTPEHHBIX
yacTaMHU 2 - 4 HacTosIeH cTaThu, ycTaHaBiuBaercs [IpaBurensctBoM Poccuiickoit @epepanuu.

6. DKOHOMMUYECKUN aHaIM3 IPEIEIbHOM OTIYCKHOW LIEHBI NPOU3BOJAUTENS HA JIEKAPCTBEHHBIN
IIpernapar, BKJIIOYEHHBIH B NepeyeHb )KMU3HEHHO HEOOXOIUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
IIpenaparoB, IpU €€ roCyJapCTBEHHOM PEruCTPALMU WIIU IEPEPErHMCTPALUU OCYIIECTBIISETCS
(benepanbHBIM OpPraHOM HCHOJHUTENBHOM BIACTH, OCYLIECTBIAIOUIMM (YHKIHU 1O MPUHATUIO
HOPMAaTHBHBIX IIPAaBOBBIX AaKTOB M KOHTPOIIO 33 COOJIIOZICHMEM 3aKOHOAATEeNhCTBA B cdepe
roCy/1apCTBEHHOI'O PEryJInpoBaHusl 1ieH (Tapu(oB) Ha ToBaphl (yCIyru).

7. PacueT npenenbHbIX OTITYCKHBIX II€H, YKa3aHHBIX B 4acTAX | W 2 HACTOSIICH CTaTbU, IPH UX
roCyJapCTBEHHOM pErucTpaluu WIM MNEPEeperucTpaluy OCYIIECTBISIETCS B COOTBETCTBUU C
METOAMKOH, yrBepxkAeHHOU [IpaButensctBoM Poccniickont denepanuy U yYUTHIBAIOIIEH B TOM
qycie:

1) cobmronenue OanaHca MHTEPECOB MOTPeOUTENEH JTeKapCTBEHHBIX NMPENapaToB, BKIOYCHHBIX B
MEepevYeHb IKU3HEHHO HEOOXOJUMBIX W BAXKHEHIIMX JICKAPCTBEHHBIX MpENapaToB, U
MIPOU3BOJUTENICH JIGKAPCTBEHHBIX TMPENapaTroB, BKIIOYEHHBIX B MEPEYCHb IHKU3HEHHO
HEO0OXOIMMBIX M BaKHEUIIIHNX JIEKAPCTBEHHBIX MPENapaTos;

2) dakTuyecKylo OTIYCKHYIO LIEHY Ha JIeKapCTBeHHbIE MpemnapaThl B Poccuiickoit denepammu,
LIEHYy BBO3a JICKAPCTBEHHBIX IpenaparoB B Poccuiickyro denepanuto, a Takke ILEHbI HaA
aHAJIOTUYHBIE JIEKApCTBEHHBIE TMIpemapaThl, Haxonsgluecs B oOpamenun B Poccuiickoit
Odenepauny;

3) 3arpaThl NPOWU3BOAMTENS JIEKAPCTBEHHOTO Mperapara Ha IPOU3BOACTBO M pPEANH3ALHUI0
JIEKapCTBEHHOTO TpeTapara;

4) neHy Ha JIeKapCTBEHHBIM Nperapar, €ro LeHy B CTpaHe MPOU3BOJIUTENS U B CTpaHax, B
KOTOPBIX JIEKApCTBEHHBIM Ipernapar 3aperucTpupoBaH M (WIHM) B KOTOpBIE IOCTABISAETCS
IIPOU3BOJUTEIIEM.

8. He nomyckaroTcsi peanu3anusi U OTHYCK JIEKAPCTBEHHBIX IPENaparoB, BKIIIOUYEHHBIX B
NepevYeHb XU3HEHHO HEOOXOMUMBIX M BaXXHEWIIMX JIGKAPCTBEHHBIX MpenapaToB, Ha KOTOpHIE
MIPOU3BOJIUTENIIMUA JIEKAPCTBEHHBIX IpEnapaToB HE 3aperuCTpHpOBaHa IMpejesbHas OTIYCKHas
LIEHa, pealn3alys MPOU3BOJUTENISMU JIEKAPCTBEHHBIX MPENaparoB I10 IIE€HaM, MPEBBILAONIUM
3aperucTpUPOBAaHHBIE WM [E€PEPEeruCTPUPOBAHHBIE TpPEJENIbHbIE OTIYCKHBIE II€Hbl Ha
JIEKapCTBEHHbIE MPENapaThl C y4eTOM HaJjlora Ha JJ00aBJIEHHYIO CTOMMOCTb.

9.  Oco0OeHHOCTH TOCYIapCTBEHHOTO  PETYJIMpPOBAaHUS  MPEINENbHBIX  OTHYCKHBIX  II€H
IIPOU3BOJUTENIEH HA JIEKAPCTBEHHBIE IIpEMapaThl, BKIIOUEHHBIE B IE€PEUYEHb HKU3HEHHO
HEOOXOIMMBIX U BaXKHEHMIIUX JIEKAPCTBEHHBIX MPENapaToB, B 3aBUCUMOCTH OT SKOHOMHUYECKUX U
(WM) COLMANBHBIX KPUTEPUEB (M3MEHEHHME YCIOBMM, MOpsAKa W CTOMMOCTH IPOU3BOJICTBA
JIEKapCTBEHHBIX  IPEnapaTroB, HCIOJb30BAaHHE HOBBIX (OpPM, METOJAOB U  CIOCOOOB



rOCYJapCTBEHHOT'O PETYJIUPOBAHUS 1IEH HA JIEKAPCTBEHHBIE IIPENapaThl, B TOM YUCIIE HA OCHOBE
MeXaHu3Ma peQepeHTHOro IIeHOOO0Pa30BaHMs, M3MEHEHUI NOpsAKAa OKa3aHWUsS MEIUIIMHCKOM
IIOMOLIY, ¥ UHBIE U3MEHEHUs1) ycTaHaBnuBatoTcs [IpaBurenscrBoM Poccuiickoil @enepanun.

Cratbs 62. I'ocyiapcTBeHHBbIN peecTp npeaebHbIX OTILYCKHbBIX LEeH
NPOU3BOAUTEIeH HA JIEKAPCTBEHHbIE MPeNnapaThl, BKJIIOYEHHbIE B
nepe4veHb KU3HEHHO He00X0AUMBbIX M BAKHEHIINX JIEKAPCTBEHHBIX
npenapaTon

1. 3apeructpupoBaHHbBIE WJIH MEPEPETUCTPUPOBAHHBIC TMPEACIbHBIE OTIYCKHBIE I[CHBI
MPOU3BOJUTENICH Ha JIEKapCTBEHHBIE TMpENapaThl, BKIIOUYECHHbIE B IEPEYEHb IKU3ZHEHHO
HEOOXOMUMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX TMPENaparoB, TMOJIEKAT BKIIOUEHUIO B
TrOCYIapCTBEHHBIM PEECTp MPEACNIbHBIX OTIYCKHBIX II€H MPOU3BOAMUTENCH Ha JIEKAPCTBEHHBIC
npernapaTsl, BKIIOYCHHBIEC B MEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIINX JEKapCTBEHHBIX
npenaparos. (B pen. PenepansHoro 3akoHa ot 06.06.2019 N 134-D3)

2. N'ocynapcTBeHHBIN peecTp MPEeACNIbHBIX OTIYCKHBIX 1IEH MPOU3BOAUTENEH Ha JIEKAPCTBEHHbBIC
npernapaThl, BKIIOUYCHHBIC B TIEPEYCHb KU3HEHHO HEOOXOAUMBIX U BRKHEUIIUX JIEKAPCTBEHHBIX
MIpernapaToB, COIEPKUT B ceOe CIenyIoIy0 HH(OpMAIIHIO:

1) HauMeHoOBaHME JepxKarTeds MM BIAJENbla PEruCTPALMOHHOIO  YAOCTOBEPEHUs
JIEKapCTBEHHOI'0 TIpernapara, HaWUMEHOBAaHUE IIPOU3BOJUTEINS JIEKApCTBEHHOrO IIpernapara,
CBEACHMS O PEruCTpaluu JAepiKaTels WIM BIAJelblla PErMCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O TIIperapara, CBEAEHHUS O PETUCTPAalUU MPOU3BOAUTENS JIEKAPCTBEHHOI'O
mpernapara JUuisi MEOUIMHCKOrO IPHUMEHEHHs B KadeCTBE HAJIOTOIUIATEbIIMKAa B CTpaHE
peructpauuu (A7 POCCUHCKHUX IOPUAMYECKUX JIMI - HWIACHTU(PUKAIIMOHHBIM HOMeEp
Hasoromnarensinuka (MHH), nias MHOCTpaHHBIX IOPUIMYECKUX JIMI] - CTpaHa pPErucTpaluu,
HaMMEHOBAaHME PErUCTPUPYIOLIETO OpraHa, pErUCTPAaLMOHHBIA HOMED, KOJI HAJIOTOIIaTeNbIINKa
B CTpaH€ perucrpauuy (MHKOpPHOpAllMM) MJIM €ro aHajor), MeCTO  HaXOXKJIEHHs
MIPOM3BOJICTBEHHBIX IUIOHIA/I0K, YYaCTBYIOLIMX B IPOLIECCE IMPOU3BOJCTBA JIEKAPCTBEHHOIO

mpernapara, ¢ yka3aHHeM CTaJMd Ipoliecca MpOM3BOJCTBA; (B pex. denepanbHOTO 3aKOHA OT
28.12.2017 N 425-03)

2) HaMMEHOBaHUE JIEKapCTBEHHOIO Ipenapara (MeXIyHapOJHOE HEMaTeHTOBAHHOE, WU
IpYNIIMPOBOYHOE, UM XUMHUYECKOE U TOProBO€ HaMMEHOBaHUs); (B pea. deaepanbHOro 3aKOHA
oT 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

3) HOMep PErHCTPaMOHHOTO YIOCTOBEPEHNUS JICKapCTBEHHOTO perapara;

4) nexapcTBeHHas (opMa C yKa3aHHEM JO3MPOBKHM JIEKapCTBEHHOTO TIIperapara H €ero
KOJINYEeCTBa BO BTOPUYHON (MOTPEOUTENBCKOM) YMaKOBKE, a TaKKe KOMIUIEKTHOCTB; (B peil.
denepanbpHOro 3akoHa ot 22.12.2014 N 429-D3 (pen. ot 13.07.20195))

5) 3apeructpupoBaHHas MpeelibHas OTIYCKHas 1I€Ha Ha JIeKapCTBEHHBIN npenapar B pyossx; (B
pen. deaepanbHoro 3akoHa oT 27.12.2019 N 475-D3)

6) nata ¥ HOMep MpHUKa3a YIOJIHOMOYEHHOTO (eepaibHOTO OpraHa UCIOJIHUTEIBHON BIACTH O
rocyJapCTBEHHON pErucTpaluyd WM [epeperucTpaluy MpeAeNbHOM OTIYCKHOW IIeHbl Ha
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JIEKapCTBEHHBIN INpenapar, BKIIOYEHHBIN B MepeyeHb KU3HEHHO HEOOXOJUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MpenapatoB; (B pen. denepanbHbix 3ak0HOB 0T 22.12.2014 N 429-®3 (pex. ot
13.07.2015), ot 06.06.2019 N 134-D3)

6.1) para BCTyIUIGHHST B CHIy TMpUKa3a YIOJHOMOYEHHOTO (eaepanbHOro opraHa
MCIIOJIHUTEJILHOM BJIACTU O TOCYAPCTBEHHON PETUCTPAllMU WM MEPEePEerucTpaluu mpeaenbHoil
OTIIYCKHOM 1I€Hbl MPOU3BOAMUTEINS HA JICKAPCTBEHHBIN MpernapaT, BKIIOYEHHBIH B IMepeyeHb
KU3HEHHO HEOOXOJIMMBIX U BaXHEMIIUX JIEKapCTBEHHBIX INpemnaparoB; (B ped. deaepanbHOro
3akoHa oT 06.06.2019 N 134-D3)

7) IWTPUXOBOM KOJI, HAHECEHHBII HA BTOPUUHYIO (IOTPEOUTENLCKYIO) YIIAKOBKY JIEKAPCTBEHHOTO
npenapara; (B pea. @exepanbaoro 3akona ot 22.12.2014 N 429-D3 (pen. ot 13.07.2015))

8) KO JIEKapCTBEHHOTO IMpernapara Mo aHaTOMO-TEePANeBTHYECKO-XUMHUUYECKON KITacCU(UKAIINH,
peKoMeH1I0BaHHOW BcecemupHoii opranuzanueit 3apaBooxpanenus. (B pea. denepaabHOro 3akoHa
or 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHas perucTpanys WIM INepeperucrpanusi MpeAeibHbIX OTIHYCKHBIX ILIEH Ha
JIEKapCTBEHHbIE IIPENapaThl, BKIOYEHHBIE B MepeUeHb )KU3HEHHO HEOOXOJUMBIX U Ba)KHEHIINX
JIEKAPCTBEHHBIX IIPENapaToOB, BEICHNUE IOCYIapCTBEHHOIO PEECTPA IIPEAEIBHBIX OTIIYCKHBIX LIEH
IIPOU3BOJUTENICH HA JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBIE B IIE€PEUYEHb IKU3HEHHO
HEOOXOJMMBIX M BAXXHEWIIHMX JIEKAPCTBEHHBIX IPEMapaToB, OCYIIECTBISIIOTCS B MOPSJKE,

ycranoBieHHOM lIpaBurensctBom Poccuiickoii ®enepauuu. (B pen. denepanbHOro 3aKoHa OT
06.06.2019 N 134-®3)

CraTps 63. YCcTaHOBJ/ICHHE OPraHAMHU UCIOJHUTEIbHOH BJIACTH
cyobexTOB Poccuiickoii @enepanuu npeaejbHbIX pa3MepoB
ONTOBBIX HAJI0ABOK U MpeAeJbHbIX PAa3MepPOB PO3HUYHBIX HAT0ABOK
K (D)aKTHYECKUM OTIIyCKHBIM LIEHAM, YCTAHOBJICHHbIM
NMPOU3BOAUTEISAMHU JIEKAPCTBEHHbBIX NMpPenaparos, HA
JIEKAPCTBEHHbIE NMPENnapaThl, BKIAKYEHHbIE B IEPeYeHb *KU3HEHHO
HEO00XOAMMBbIX M BaKHEHIINX JIEKAPCTBEHHBIX NPENaparos (B pea.
®enepajbHOro 3akona ot 27.12.2019 N 475-P3)

1. Opranbsl HMCIOTHUTEIBHOM BiacTH cyOBekTOoB Poccuiickoit ®Penepanuu ycTaHaBIMBAIOT
IpesieibHble pa3Mepbl ONTOBBIX HAJ0ABOK M NIPEJENbHBIE pa3Mephbl PO3ZHUUYHBIX Ha/l0aBOK K
(akTHUEeCKUM OTIYCKHBIM IieHaMm (0e3 ydera Hamora Ha J00aBIEHHYIO CTOHMMOCTb),
YCTAaHOBJIIEHHBIM  INPOU3BOJAUTEISIMU  JICKAPCTBEHHBIX IPENaparoB, Ha JIEKapCTBEHHBIE
Ipernaparsl, BKIIOUYEHHBIE B NEPEYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEUIIMX JIEKaPCTBEHHBIX
IIpenapaTroB, B COOTBETCTBUU C YTBEPXKIACHHOW B IMOPSAKE, YCTAHOBICHHOM IIpaBuTenbcTBOM
Poccuiickoit denepanuu, METOAUMKON YCTAHOBIIEHHsS OpraHaMd HCIOJIHUTEIBHONW BIIACTH
cyobexToB Poccuiickoit @enepanuu npeaenbHbIX pa3MepOB ONTOBBIX HAJ0ABOK M MpEAETbHBIX
pasMepoB PO3HMYHBIX HaA0aBOK K (DaKTUYECKMM OTIYCKHBIM II€HaM, YCTaHOBJICHHBIM
MIPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IPENAapaToOB, HA JIECKAPCTBEHHBIE MPENAapaThl, BKIOYEHHBIE B
NepevYeHb XU3HEHHO HEOOXOJMMBIX W Ba)KHEHIIMX JIEKapCTBEHHBIX IpenaparoB. [IpoekTs
pelleHni OpraHoB MCIOJHUTENbHOW BiacTH cyObekToB Poccuiickoit ®enepanuu 00
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YCTaHOBJICHUH U (WUJIM) U3MEHEHUU IpEIeIbHBIX Pa3MEpPOB ONTOBBIX HAI0ABOK U MPEIesIbHBIX
pa3MepoB PO3HUYHBIX HAA0aBOK K (AaKTUYECKHUM OTIYCKHBIM I[€HAM, YCTaHOBJICHHBIM
MIPOU3BOIUTENISIMU JIEKAPCTBEHHBIX MPENapaToB, HA JEKAPCTBEHHbIE MIPErapaThl, BKIIOUEHHbIE B
MepeueHb JKU3HCHHO HEOOXOJMMBIX W BAKHEHIIMX JICKAPCTBEHHBIX IPENapaToB, IMOIJICKAT
COTJIACOBAHUIO C YIOJHOMOYEHHBIM (pelepaqbHBIM OpPraHOM HCIOJIHUTEIBHOW BJACTH,
OCYIIECCTBISIONUM (DYHKIIMH TIO TPHUHATHIO HOPMATHBHBIX IMPABOBBIX aKTOB U KOHTPOJIO 3a
cOOJI0ICHHEM 3aKOHOJATENILCTBA B c(hepe rocyIapcTBEHHOIO PETyIUpOoBaHus 1ieH (TapudoB) Ha
TOBaphl (yciyru), B mopsake, ycranosieHHoM IIpaBurensctBom Poccuiickoir denepanuu. (B
pen. deaepanbHbix 3aKkoHOB OT 13.07.2015 N 241-D3, ot 27.12.2019 N 475-D3)

2. Opranuzanuy ONTOBOW TOPTOBIM JIEKAPCTBCHHBIMU CPEACTBAMH, ANTCUHBIC OpPraHHU3AIIHH,
UHIUBUAYAIbHBIE  MPEINpPUHUMATEIN, HMMEIOIIMe JIMIEH3UI0 Ha  (apMaleBTUYECKYIO
NEeSATeNIbHOCTh, MEIUIIMHCKHAE OpraHW3allii, HWMEIIINE JHICH3UI0 Ha (apMareBTHUECKYIO
NeSTeNbHOCTh, M WX O00O0COOJIeHHbIE Tmofpa3aeieHust (aMOynaTopuu, Qenpaiepckue u
(benpamepcKo-aKyIepcKue IMyHKThI, MEHTPBl (OTIENeHHs) oOmeld BpadyeOHOW (ceMeHHOM)
MPAKTUKH), PACIOJIOKEHHbIE B CEIbCKUX HACEJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4YHble  OpPraHM3allid, OCYIIECTBISIOT  peau3alfio  JIEKAPCTBEHHBIX  IPENaparos,
BKJIIOUEHHBIX B MEpEUYEeHb )KMU3HEHHO HEOOXOIMMBIX U BaKHEUIITNX JIEKAPCTBEHHBIX MPENapaToB,
o IIeHaM, KOTOpble (OPMHPYIOTCSI B COOTBETCTBHHM C TOPSJAKOM, YCTaHOBJICHHBIM
[IpaButensctBoM Poccuiickoit denepaunu, U ypoBeHb KOTOpbIX (0e3 ydera Hajmora Ha
NO0ABJICHHYIO CTOMMOCTB) HE JOJDKCH MPEBHINIATh CyMMY (AaKTHYECKOH OTITYCKHOHM IICHBI,
YCTaHOBJICHHOW  NPOM3BOJUTENIEM  JICKQPCTBEHHOTO  Iperapara, He  IPEeBbIIIAIOIIeH
3apETUCTPUPOBAHHOM  WJIM  TMEPEPETUCTPUPOBAHHOM  MPEAEIBbHOM  OTIIYCKHOM  LEHBI
MIPOU3BOIUTENA (HA ATy pealu3aluy JIEKapCTBEHHOIO Mpenapara Mporu3BOIUTeNIeM), H pa3Mepa
OINTOBOM HaA0aBKH U (WIH) pa3Mepa PO3HUYHON HAJA0aBKH, HE MPEBBIMAIOIINX COOTBETCTBEHHO
pa3Mepa mpeaenbHON ONTOBOM HaA0aBKU W (WIM) pa3Mepa MpenenbHOW PO3HUYHON Haa0aBKH,

YCTaHOBJEHHBIX B cyObekTe Poccuiickoit ®enepauuu. (B pen. PenepalibHOrO 3aKOHA OT
27.12.2019 N 475-®3)

3. OpraHbl UCHIOTHUTENBHON BiacTH cyOBekTOB Poccuiickoit ®enepanuu pa3MeIarT B CETH
"UnTepHer" uwHGOpMAUI0O O 3apETUCTPUPOBAHHBIX  MPEAENBbHBIX  OTIYCKHBIX  IIE€HaX
IIPOU3BOJMUTENICH HA JIEKAPCTBEHHBIE IIpENapaThl, BKIIOUEHHBIE B IIE€PEUYEHb HKU3HEHHO
HEOOXOJIMMBIX W Ba)KHEHIIMX JIEKAPCTBEHHBIX IpPENnaparoB, 00 YCTAHOBJIEHHBIX B CYOBEKTE
Poccuiickoii ®enepauuu npenenbHbIX pa3Mepax ONTOBBIX Hal0aBOK W (MJIM) HpeAeTbHBIX
pa3Mepax pO3HUYHBIX HaJ0aBOK K YCTAHOBJIEHHBIM IPOU3BOJUTEISIMU JIEKAPCTBEHHBIX
npenaparoB (akTUYECKUM OTIYCKHBIM IIeHaM Ha JIEKApCTBEHHBIE MpenapaThl, BKIIOYCHHbIE B
IepeyeHb >KM3HEHHO HEOOXOIMMBIX M Ba)KHEWIIMX JIEKAPCTBEHHBIX IpPENapaToB, a TaKke O
CYMME€ 3apETUCTPUPOBAHHBIX MIPEIEIbHBIX OTITYCKHBIX LIEH IPOM3BOAUTENEHN HA JIEKAPCTBEHHbIE
MpenapaThl, BKIIOYEHHbIE B MEPEUCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHUIINX JIEKapCTBEHHBIX
IperaparoB, YCTaHOBIEHHBIX B cyOwbekTe Poccuiickoit ®Denepanuu NpeaeibHBIX pa3MepoB
OTTOBBIX Ha/J0aBOK U MPEAETbHBIX pa3MEpOB PO3HUYHBIX HAJ0aBOK U HAJIOTa Ha J100aBIEHHYIO
crouMocTh. MHpOopMarus, npeaycMoTpeHHast HACTOSIIIEH 4acThlo, JOJKHA HAXOJUTHCS TaKKe B
anTeuHbIX OpPraHU3alusiX B JOCTYIMHON JUIS BCEX 3aMHTEPECOBAHHBIX JUI] (hOpMe U OOHOBIATHCS
[0 Mepe ee pa3MEelIeHHUs OpraHaMH HCIOJHUTENbHOM BiacTH CcyO0bekToB Poccuiickoii
®enepanuu B cetn "Uurepuer”. (B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

4. TlynkT yrpatun cuiy. (B pen. @enepanbHoro 3akoHa o1 27.12.2019 N 475-03)
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Iiasa 13. MOHUTOPUHI DO®EKTUBHOCTHU U
BE30IMACHOCTU JEKAPCTBEHHBIX ITPENTAPATOB,
HAXOJSIIUXCS B OBPAIIIEHUU B POCCUHUCKOH
DOEJIEPAIINMU (B pen. PenepaabHoro 3akona or 22.12.2014 N
429-D3 (pea. ot 13.07.2015))

Cratbsa 64. ®apmakoHan3op (B pea. @enepajbHOr0 3aKOHA 0T
22.12.2014 N 429-®3 (pen. ot 13.07.2015))

1. JlekapcTBeHHBbIE MpemnapaTrhl, Haxojmsmmecs B oOpamenun B Poccuiickoit denepanuu,
MOJIJIS)KAT MOHHTOPHHTY 3(()EKTHBHOCTH M 0OE30MaCHOCTH B IENSX BBISIBICHUS BO3MOXKHBIX
HEraTUBHBIX  MOCHEACTBMM WX  NPUMEHEHHUs, WHIUBUAYalTbHOW  HEMEePEHOCHMOCTH,
NPEAYNPEKACHUS MEAUIIMHCKUX pPAOOTHUKOB, CIEIUAIUCTOB B O0JacCTH BETECPUHAPUH,
MAlMEHTOB WJIM BIAJETbIEB JKUBOTHBIX M WX 3allUTHl OT MPUMEHEHUs TaKUX JIEKapCTBEHHBIX
npenaparos. (B pea. PenepansHoro 3akoHa ot 02.08.2019 N 297-D3)

2. ®apMakoHaI30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIIOJIHOMOYEHHBIM (penepaibHbIM
OpraHOM HCIIOJIHUTEIbHON BJIACTU B YCTAHOBICHHOM MM IOpAJKE IYyTEM aHalau3a
MIPEOCTABIIEMON CyObeKTaMHi 00paleHHs JIEKAPCTBEHHBIX CPEJCTB MHPOPMALIUU O TOOOYHBIX
JNEUCTBUAX,  HEXKENATEJIbHBIX  pEaKUUsAX,  CEPbE3HBIX  HEXKENATCNIbHBIX  PEaKUusiX,
HENpPEeJIBUICHHBIX HEXXENATEeNbHbIX PEaKLUAX [IPU NPUMEHEHUH JEKapCTBEHHbIX IIPEnapaToB, 00
WH/MBUYaJIbHOM HENEPEHOCUMOCTH, OTCYTCTBUH 3()(PEKTHBHOCTH JIEKAPCTBEHHBIX MPENapaTos,
a Tarxke 00 MHBIX (aKTax U OOCTOATENbCTBAX, MPEACTABISAIONIUX YTPO3Y KU3HU WIN 30POBBIO
YeJIoBeKa JIMOO0 KMBOTHOTO NMPH MPUMEHEHHH JIEKAPCTBEHHBIX IPENapaToB U BBIABICHHBIX Ha
BCEX JdTamax oOpalleHus JIEKapCTBEHHBIX mpenaparoB B Poccuiickoit Pexnepanuu U JIpyrux
rocyJapcTBax.

3. CyObekTel oOpaiieHusi JIEKApCTBEHHBIX CPEJICTB B  MOPSAJKE, YCTAHOBJIEHHOM
YIIOJIHOMOYEHHBIM (pesiepaibHbIM OpPraHOM MCIIOJHUTEIbHOM BIacTH, 00s3aHbl COOOIIATH B
YIOJIHOMOYEHHBIM (pefiepaabHbIil OpraH HWCHOJHUTENIBFHON BIACTH O TOOOYHBIX JCHCTBUSX,
HEXEJIATEJIbHBIX ~ PEaKLMAX, CEPbE3HBIX HEXKEIATEIbHBIX pEeakUusAX, HENpPEeABUACHHBIX
HEXKeJIaTeJIbHBIX PEeaKIMsIX MPU MPUMEHEHUH JIEKAPCTBEHHBIX MpenapaToB, 00 WHAUBUAYATbHON
HEMEepeHOCUMOCTH, OTCYTCTBUHU 3()()EKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB, a TakkKe 00 MHBIX
(dakTax M 0OCTOATENbCTBAX, MPEACTABIAIOMINX YIPO3y >KU3HH WM 3/I0POBBIO YellOBEKa JHOO0
KUBOTHOTO IPU NPHUMEHEHUM JIEKApCTBEHHBIX IIPENAapaTOB M BBIABIECHHBIX Ha BCEX ATamax
oOpalleHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit deneparyu u Apyrux rocy1apcrpax.

4. Jlep>kaTeny WIM BlaA€Iblbl PErMCTPALMOHHBIX YAOCTOBEPEHNN JIEKAPCTBEHHBIX MTPENApPaTOB,
IOpUANYECKHUE JIMIA, HA HUMs KOTOPBIX BBbIJAHBl pa3pelleHHs] Ha IMPOBEIEHHE KIMHUYECKHX
uccnenoBanuii B Poccuiickoit ®@enepanuu, 11060 yIOJTHOMOUYEHHBIE UMM JIPYTHE IOPUAMYECKHE
JUuIa B paMKax o0ecrieueHusi O€30MAaCHOCTH JIEKAPCTBEHHBIX IpPENapaToB B IOPSJIKe,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM benepaabHbBIM OpraHoM
WCIIOJIHUTENILHOM BJIacTH, 00s13aHbl OCYIECTBIISITh IPUEM, yueT, 00padOTKy, aHaJIu3 U XpaHEHUE
MOCTYMAIOUIMX B HMX aJpec OT CyOBEKTOB OOpallleHHs JIEKAPCTBEHHBIX CPEACTB M OPraHoOB
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FOCYHapCTBeHHOﬁ BJIaCTHU COO6H.I€HHfI 0 NIOOOYHBIX ,Z[CIZCTBPIHX, HEXCJIATCIIBbHBIX PEAKIUAX,
CCPBC3HBIX HCKCIIATCIIBHBIX W HCIPCABUACHHBIX HCKCIATCIBHBIX PCAKIUAX HPHU IMPUMCHCHUUN
JICKaApCTBCHHbIX Imperaparos, 00 0COOEHHOCTAX Hux B3aHMOHeﬁCTBHH C APYruMu
JICKApCTBCHHBIMHU IIpCriapaTaMu, HHI[HBHHyaHbHOﬁ HCIICPCHOCUMOCTH, a TAKIKC 00 MHBIX q)aKTaX
n O6CTOHTCJ’IBCTB3X, MNPEACTABIAIOIIUX YI'PO3Yy JKU3HU UJIK 3JO0POBBIO UCTIOBEKA 7100 JKMBOTHOTO
WKW BJIMAIOIINX Ha HN3MCHCHHUC OTHOIICHHA O)KHHaCMOﬁ IMOJIb3bI K BO3MOXHOMY pPHCKY
MPUMCHCHUS JICKAPCTBCHHBIX ITPCIIapPaTOB.

5. IIpu BbIsIBIEHUU MH(POPMAIIUN O CEPbE3HBIX HEXKETATEIbHBIX PEAKIMAX M HETPeIBUICHHBIX
HEeXKeJaTeJIbHBIX PEeaKIMIX NMPU MPUMEHEHUHU JIEKAPCTBEHHBIX IPENapaToB, 00 0COOCHHOCTIX UX
B3aUMOJCHCTBUS €  JIpYIMMM  JIEKQpCTBEHHBIMM  IIpernapaTamMM,  WHAWBHUYaJbHOU
HEMEPEeHOCUMOCTH, a Takke 00 MHBIX (haKTax M OOCTOSTENbCTBAX, BIUSAIOIIMX HA W3MEHEHHE
OTHOIIECHUS OXUJAEMOM TMOJNb3bl K BO3MOXHOMY pPHUCKY IIPUMEHEHUs JIEKapCTBEHHBIX
[penaparoB, JAEp:KaTeld WIM BIIAJEIblbl PErUCTPALMOHHBIX YAOCTOBEPEHUN JIEKAPCTBEHHBIX
[IpenapaToB, IOPUIAMYECKHE JIHUIA, HA UMS KOTOPBIX BBbIJAHBl pa3pelleHUs Ha IPOBEICHUE
KIMHUYEeCKNX HccienaoBanuil B Poccuiickoit @enepanuu, 11060 yIOJIHOMOUYEHHBIE UMH Jpyrue
IOPUINYECKHE JIMIA OO0s3aHBbl TPUHSATH MEpPHI, HANpPaBICHHbIE HA YCTPAaHCHHE HETaTHBHBIX
MOCJIE/ICTBUI MPUMEHEHHUSI TAKHX JIEKAPCTBEHHBIX IPENaparoB, NPEayNpeKICHUE NPUUYNHEHUS
Bpe/la JKU3HM WM 3[0POBBIO0 YEJIOBEKAa JIMOO KMBOTHOI'O, 3alIUTY UX OT NMPUMEHEHHUS TaKUX
JIEKapCTBEHHBIX IMPEMapaToB, Ha JOMOJIHUTENbHBIA cOOp MaHHBIX 00 3(h(EeKTUBHOCTH U
0€30MacCHOCTH TaKUX JIKAPCTBEHHBIX MPENapaToB.

6. 3a HecooOIIeHNEe WM COKPHITHE WMH(POPMALUHU, MPEIyCMOTPEHHOW YacThio 3 HACTOSIICH
CTaTbH, JepKaTeId WM BIAAETbIbl PETUCTPALMOHHBIX YIOCTOBEPEHHM JI€KapCTBEHHBIX
MpenapaTroB, HOPHAMYECKHE JIMIIA, HA MM KOTOPBIX BBIJIAHBI Pa3pelIeHHs Ha IPOBEICHUE
KIMHUYEeCKNX HccinenoBanuii B Poccuiickoit @enepanuu, 1100 yIMOJTHOMOUEHHBIE UMH JIpyTHe
IOpUJIMYECKHE JIUIIA, a TaKXKe JOJDKHOCTHBIC JIMIlA, KOTOPHIM 3Ta WH(OpMaIUs CTajla U3BECTHA
Mo poay uxX TpodheCCHOHATBHOW NEATENbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C
3akoHoJarenbeTBoM Poccniickon denepanuu.

7. Tlpu monydyeHUW YHMOIHOMOYEHHBIM (eAepaibHbIM OPraHOM HCIIOJTHUTEIBHONW BIAcCTH B
pamMKax  OCYIIECTBJIEHUS UM  (apMakoHaA30pa  JI0OKa3aTelbCTB O  HECOOTBETCTBHUHU
JIEKapCTBEHHOTO MpemnapaTa YCTaHOBJICHHBIM TPeOOBAHUSM WJIH TIPU MOTYYCHUH HHPOPMAIIH O
HECOOTBETCTBUU JAHHBIX 00 >(PHEKTUBHOCTH U O OE30MACHOCTH JIEKAPCTBEHHOTO Ipemnapara
JAHHBIM O JICKAPCTBEHHOM TIperapare, COoAep KalluMCs B HHCTPYKIIUU MO €ro MPUMEHEHUIO (B
TOM 4YHUCJIC BBIABJICHHBIX B XOJ€ OCYIICCTBJIICHHA qoapMaKOHamopa KOHTPOJBbHO-HAA30PHBIMHU
OpraHaMy UHOCTPAHHBIX TOCYApPCTB), YIIOJTHOMOYECHHBIN (hefiepanbHblii OpraH UCIIOTHUTEILHON
BJIACTU B YCTAHOBJICHHOM MM HOPAAKE pacCMATPpUBACT BOIIPOC O IMPHUOCTAHOBJICHUH TPUMCHCHUSA
TaKOro JIEKapCTBEHHOTO Mpernapara.

Crartba 65. IlprocTaHoB/IeHHEe NIPUMEHEHUS JIEKAPCTBEHHOI' 0
npenapara (B pea. @exepanbHoro 3akona ot 22.12.2014 N 429-03
(pen. ot 13.07.2015))

1. Ilpm momydeHuun UHPOPMAIIUM O HEKEIATEIBHBIX PEAKIUAX TPH MPUMEHECHUU

JIEKApCTBEHHOr'0 TIpernapara, He YKa3aHHbIX B MHCTPYKLUU MO NPUMEHEHUIO JIEKapCTBEHHOTO
mpenapara, CEpbe3HBIX HEXKEIATeIbHBIX pPeaKIusaX, 00 0COOEHHOCTSIX €ro B3aMMOJCUCTBUS C
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IPYTHMMH JIEKapCTBEHHBIMU MpenapaTtaMy, KOTOPbIe MOTYT HPEACTAaBISATh YIpo3y >KU3HU WU
3JI0POBBIO YEJIOBEKA JIMOO )KUBOTHOTO, & TAK)KE O HECOOTBETCTBUU JIaHHBIX 00 3()(heKTUBHOCTH U
0 0e30macHOCTH JIEKAPCTBEHHOTO IperapaTa JaHHBIM O JIGKAPCTBEHHOM IIpemapare,
COACPIKAINUMCA B MHCTPYKIUU 11O €0 MPUMCHCHUIO, B TOM YHCJIC OT YIIOJIJHOMOYCHHBIX OpPraHOB
MHOCTPAHHBIX T'OCYAAapCTB, OOMEH KOTOPOH OCYIIECTBIICTCS B COOTBETCTBUU C COTJIAIICHUAMU
MCKAY YIIOJIHOMOYCHHBIM @eﬂepaanHM OopraHom HUCITOTHUTEILHOMN BJIaCTH n
YIIOJTHOMOYEHHBIMH OpraHaMH HMHOCTPAaHHBIX TOCYJIApCTB, YIIOJIHOMOYEHHBIH (eepanbHbIi
OpraH HCIOJHHUTEIBHON BJIACTH paccMaTpUBAET BONPOC O BO3MOXKHOCTH NPHUOCTAHOBJICHUS
oOpallleHHsT TaKOTO JICKApPCTBEHHOTO IperapaTa B MOPSAIKE, YCTAHOBICHHOM YITOJTHOMOYEHHBIM
(beneparbHBIM OPraHOM UCTIOTHUTEIBHON BIIACTH.

2. Ilpy HEuCHnoNHEHWM WM HEHAJIeKAUIEM HCIOJHEHUM JEp)KATeNsIMU WU BiaJelbLiaMU
PEruCTpaiuOHHbIX yI[OCTOBepeHI/Iﬁ JICKApCTBCHHLIX IPCIapaToB, IOPUANYCCKUMHA JIMLIaMH, Ha
MMsI KOTOPBIX BbIJaHbl Pa3pellieHNs] Ha MPOBEICHNE KIMHUYECKUX HccienoBanuil B Poccuiickoit
d)eaepam/m, WKW YIOJHOMOYCHHBIMU HMMH APYTHMMH HOPUANYCCKHUMU JIULAMU 06$I3aHHOCT€I71,
YCTaHOBJICHHBIX YacTaMu 3 U 4 cTatbu 64 HacTosimiero denepanbHOrO 3aKOHA, MO0 B CIydasx
MMpEeaACTaBICHUA COOTBCTCTBYIOIUM YIIOJTHOMOYCHHBIM (I)ellepaﬂbHHM opranom
WCIIOJHUTEJIBHOW BJACTH 3aKJIIOYEHUS O HEJOCTOBEPHOCTU pEe3YyJibTaTOB KIMHUYECKOTO
KCCJIEIOBAHUS JIEKAPCTBEHHOTO Mpenapara JJjisi MEAUIUHCKOTO TPUMEHEHHS, KOTOPOE OCHOBAHO
Ha pe3yJibTaTax MPOBEPKH MEIMLMHCKOM OpraHu3aliiy, MpOBOAMBIIEH yKa3aHHOE KIMHHYECKOE
HCCJICIOBAHUE C HAPYIICHUEM MpPaBUJI HAICKAIICH KIMHUYECKOW NPAKTUKH, W IPUBEJIO K
MOJIYYEHUIO HEOCTOBEPHBIX PE3yJbTaTOB, JHOO B CIydyae HEBBIMOJIHEHUS MPEIIHCAHMUS,
BBIIAHHOT'O YIIOJITHOMOYCHHBIM q)eI[epaJII)HI)IM opranomMm HCITIOJTHUTEIBHOM BJIACTH IIO0 HUTOTaM
OCYIIECTBICHUS  BBIOOPOYHOTO  KOHTPOJS ~ KayecTBa  JIGKAPCTBEHHOrO  Ipernapara,
YIIOJTHOMOYEHHBIN (hesiepaibHbIi OpraH NCTIOIHUTEIBHONW BIACTH B YCTAaHOBJICHHOM MM TMOPSIKE
paccMaTpuBaET BOMPOC O MPUOCTAHOBJICHUU TPUMEHEHUS TAKOTO JIEKAPCTBEHHOTO IIpenapara.

3. YnonHOMOueHHBIH (heaepanbHblii OpraH MCIOJHUTEIBHOW BJIACTH NPU NPEICTaBICHUH €My
CBEJICHUI O HECOOTBETCTBUU IMPOM3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSM MpPaBHII
Ha/IIeKalel Mpou3BOACTBEHHON MPAKTUKK U (MJIM) O HApYLIEHUH JIMIEH3UOHHBIX TPeOOBaHUIA,
KOTOpble OBUIM BBISBJICHBl B XOJ€ TNPOBEIACHHUS HWHCIEKTUPOBAHUS IPOUZBOJIUTENS
JIEKapCTBEHHBIX CPEJICTB MJIM OCYILECTBICHHS JIMIIEH3UOHHOTO KOHTPOJIS B cepe MPOU3BOICTBA
JIEKapCTBEHHBIX CPEJICTB W MPUBEIU WM MOTYT IPHUBECTH K IPOU3BOJICTBY JEKAPCTBEHHBIX
IpenaparToB JJIi MEJUIIMHCKOTO MPUMEHEHHs], TIPUYUHUBIINX WIH CIIOCOOHBIX NPUYMHUTH Bpe
KU3HU WJIM 3J0pPOBbIO Tpaxk/JaH, pacCMaTpuUBaeT BOIPOC O MPUOCTAHOBIECHUH IMPUMEHEHHUS
JIEKapCTBEHHBIX NIPENApaTOB JUIsl MEIULMHCKOTO NPUMEHEHUS B YCTAaHOBJIEHHOM UM IOPSJKE B
crnenyromux ciydasx: (B peq. exepansroro 3akoHa ot 04.06.2018 N 140-D3)

1) coctaB u (WIM) TEXHOJOTHS MPOU3BOJCTBA JIEKAPCTBEHHOTO Mperapara Al MEIUIUHCKOTO
MpUMEHEHUsT (C ONUCaHWeM CTaJuid TPOMU3BOJCTBA) OTIMYAIOTCS OT 3asABJICHHBIX B
perucTpairoHHoM 10che; (B pea. Deaepanbroro 3akona ot 04.06.2018 N 140-D3)

2) JeKapCTBEHHBIM mpemapar s  MEOUIIMHCKOTO  TMPUMEHEHHs] TMPOW3BEIACH  Ha
MIPOM3BOJICTBEHHOW IUIOIIAJKE, HE YKa3aHHOW B PpErucTpPaliOHHOM Joche; (B pen.
denepanpHoro 3akona ot 04.06.2018 N 140-D3)

3) y OpoOU3BOAUTENS JEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT IJOKYMEHTHI, MOATBEpPXAAIOIINe
COOTBETCTBHE KAauecTBa JIEKAPCTBEHHOIO IIpemapara Uil MEIULHUHCKOIO IIPUMEHEHHS,
BBOJMMOTO B IPaKIaHCKUN 000pOT, TpeOOBaHUIM, YCTAHOBICHHBIM IIPU €r0 TOCyIapCTBEHHON
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peructpaiuu; (B pea. Peaepanbaoro 3akona ot 04.06.2018 N 140-D3)

4) Tpou3BOAUTENIEM JIEKAPCTBEHHBIX CPEACTB B COIJIACOBAaHHBI C COOTBETCTBYIOIIUM
YIIOJTHOMOYEHHBIM (peliepalibHbIM OPraHOM HCIIOJIHUTEIbHOM BJIACTU CPOK HE YyCTpaHEHbI
HapylieHuss TpeOOBaHW TIPaBWJI HaJUIekKAIIed MPOW3BOJACTBCHHON TPAKTHKUA U (WJIH)
JUIEH3UOHHBIX TPEOOBaHUMN, KOTOPbIE OBLIM BBISBICHBI B XOZ€ MPOBEACHUS MHCIIEKTUPOBAHUS
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB WM OCYILECTBIICHUS JUIEH3MOHHOTO KOHTPOJIA B
cdepe Mpou3BOACTBA JICKAPCTBEHHBIX CPEJCTB U MPHUBEJIN UM MOTYT NMPUBECTU K MPOU3BOACTBY
JIEKapCTBCHHBIX MPENapaToB I MEAWIIMHCKOTO MPUMEHEHUS, TPHUYNHUBIINX WA CIIOCOOHBIX
MPUYMHUTE BPE KU3HHU WJIU 3J0pPOBbIO rpaxkaaH. (B pexn. denepanbHoro 3akona ot 04.06.2018
N 140-D3)

4. YnomHOMOUYEHHBIH (epepanbHbIi OpraH HMCIOJHUTEIBHONW BIACTU IMPH HAIWYUUA Y HETO
CBEJIEHUI O HECOOTBETCTBMM IPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHUSAM IpaBUII
Ha/IJIeKaIIel MPOU3BOJACTBEHHON MPAKTUKH ¥ (MJIM) O HAPYIIECHUH JIMIIEH3UOHHBIX TPEOOBaHUIA,
KOTOpble ObUIM BBIABIEHBI B XOJIe¢ IPOBEACHUS MHCHEKTHUPOBAHUSA  IPOU3BOIUTEINS
JIEKApCTBEHHBIX CPEJICTB MJIM OCYIIECTBICHHS JIMIIEH3MOHHOTO KOHTPOJIS B chepe MPON3BOJICTBA
JIEKapCTBEHHBIX CPEICTB W NPUBEIM WM MOTYT IPHUBECTH K IIPOU3BOJCTBY JIEKAapPCTBEHHBIX
IIpenapaToB AJil BETEPUHAPHOIO PUMEHEHMSI, IPUUMHUBIINUX UM CIIOCOOHBIX MPUYMHUTD BPE]
KU3HU WU 3I0POBBIO KMBOTHBIX, PACCMAaTPUBAET BOIIPOC O MPUOCTAHOBJICHUM PEATU3aLUU U
IIPUMEHEHHUS JIEKAPCTBEHHBIX MPENaparoB JUisl BETEPUHAPHOTO INPUMEHEHUSI B YCTaHOBIECHHOM
UM TOPSIJIKE B CIASAYIOMHUX ciaydasx: (B pea. PenepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

1) coctaB u (MIM) TEXHOJOTHUS MPOU3BOJICTBA JIEKAPCTBEHHOI'O Ipernapara Ui BETEpUHAPHOIO
NpUMEHEHHUs (C OMUCaHWeM CTaJuid TPOU3BOJCTBA) OTIMYAIOTCS OT 3asABICHHBIX B
perucTpanroHHOM 10che; (B pea. Peaepanbaoro 3akona ot 04.06.2018 N 140-P3)

2) J§eKapCTBEHHBIM TMpemapar il  BETEPUHAPHOTO TMPUMEHEHHMsS] TMPOU3BENCH  Ha
MPOM3BOJICTBEHHONW TUIOIIAAKe, HE YKa3aHHOW B PErucTPallMOHHOM J0che; (B pe.
denepanbaoro 3akona ot 04.06.2018 N 140-D3)

3) y mpou3BOAMTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTHI, MOJATBEpIKIAIOIINE
COOTBETCTBHE KauecTBa JIEKAPCTBEHHOTO IIpernapaTa Uil BETEPUHAPHOTO IMPUMEHEHMS,
BBOJIMMOTO B I'pa)XJIaHCKUI 000pOT, TpeOOBaHUAM, YCTAHOBJIEHHBIM IIPHU €r0 TOCYAapCTBEHHON
peructpanuu; (B pea. enepanproro 3akona ot 04.06.2018 N 140-D3)

4) 1npou3BOAMTEIEM JIEKAPCTBEHHBIX CPEICTB B COIMVIACOBAHHBIM C COOTBETCTBYIOLIUM
YIIOJIHOMOYEHHBIM  (pe/iepajibHBIM OPraHOM MCIIOJHUTEIBHONM BJIACTH CPOK HE YCTpPaHEHBI
HapylleHus TpeOOBaHMM TpaBUJ HaJyIeXkKalled MPOU3BOACTBEHHON NPAKTHUKU U (WJIH)
JIMIIEH3UOHHBIX TPeOOBaHUM, KOTOpbIE ObUIM BBISBICHBI B XOZ€ MPOBEACHUS WHCIIEKTHPOBAHUS
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB WJIM OCYIIECTBIEHHUS JMIEH3UMOHHOTO KOHTPOJII B
cdepe Ipou3BOJICTBA JIEKAPCTBEHHBIX CPEACTB U MPUBEIH MM MOTYT IPUBECTH K IPOU3BOJICTBY
JIEKapCTBEHHBIX MPENapaToB AJs BETEPUHAPHOTO MPUMEHEHUs, IPUYNHHUBIINX WA CIOCOOHBIX

IPUYMHUTE BPE] )KU3HU MITH 310pPOBBIO )KUBOTHBIX. (B pen. PenepanbHoro 3akoHa ot 04.06.2018
N 140-D3)

Crartps 66. Unpopmanus o pesyjabrarax ¢papMaxkoHaaszopa (B pen.
®denepanbHoro 3akona ot 27.12.2019 N 475-®3)
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YronHOMOYeHHBIH  (epeparabHbIii  OpraH HCIOJHUTEIBHOW  BJIACTH,  OCYIIECTBIISIOIIUMA
(dapMakoHaa30p, MO €ro pe3yjibTaTaM pa3MellaeT Ha CBOEM O(UIMaIbHOM caiiTe B ceTu
"NuTeprer" uHPOpPMAIIHIO O:

1) BbISAIBJICHUMW HOBBIX IMMOATBCPKIACHHBIX HOAHHBIX O IMOOOYHBIX I[GflCTBPISIX, HCXCIIaTCIIbHBIX
peaKknusaX, CEPHE3HBIX HEKECIATCIbHBIX PCAKIUAX, HCIIPCABUACHHBIX HCXKCIATCIBHBIX PEAKIHUAX
Inpu MOPUMCHCHHU JICKAPCTBCHHOI'O MpCriapara, B TOM YHCJIC BJIHUAKOIIMUX Ha OTHOWICHUC
O)KHI[aeMOfI IMOJIB3bI K BOBMOXXHOMY PHUCKY HPUMCHCHHA JAHHOI'O JICKAPCTBCHHOTI'O IIpeIiapara,

2) TOpPUHATBIX pELIEHUSX O BHECEHWUM M3MEHEHMM B HWHCTPYKIHUIO IO MPUMEHEHUIO
JIEKapCTBEHHOT'O TpernapaTa, O MPUOCTAHOBICHUU MPUMEHEHHUs JICKapCTBEHHOIO IMpemnapara, 00
U3BATUM M3 OOpalleHus JIEKapCTBEHHOro IIpernapaTa Wi O BO300OHOBICHMHM NPUMEHEHUs
JIEKapCTBEHHOI'O Ipernapara.

I'nasa 14. UHOOPMALUSA O JIEKAPCTBEHHbBIX
IHHPEITAPATAX. CUCTEMA MOHUTOPHUHI' A IBUKEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB JJISA MEAUIIUHCKOI'O
IHPUMEHEHMWS (B pea. ®eaepanbHoro 3akona ot 28.12.2017 N
425-D3)

Crarbs 67. Unpopmanus o jJekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHHIA ABUKEHUSA JEKAPCTBEHHBIX NPENaparoB 1Js
MEeIUINHCKOr0 npuMeHeHus (B pea. PeaepajbHOro 3aK0Ha OT_

28.12.2017 N 425-®3)

1. Mudopmanust o JekapCcTBEHHBIX Ipernaparax, OTIYCKaeMbIX MO PELEenTy Ha JeKapCTBEHHbIN
rpenapar, J0JDKHA COIEpKAaThCA TOJBKO B CIIELMAIM3UPOBAHHBIX U3JAHUAX, IPEJHA3HAUYCHHBIX
U1 METUIUHCKUX, (papManeBTUUYECKUX PaOOTHHUKOB, CIELUATIMCTOB B 0OJACTH BETEPUHAPHM.
Wudopmanus o JEKapCTBEHHBIX Mpenaparax Juisd CIEHUATUCTOB B 00JacTh oOpaleHHs
JIEKapCTBEHHBIX CPEICTB MOXKET COJIEp)KaThbCsi B MOHOrpadusx, CIPaBOUYHUKAX, HAYUHBIX
CTaThsX, B IOKJIaJaX Ha KOHrpeccax, KOHPEpEeHIHIX, CUMIIO3UyMaX, HAyYHBIX COBETAX, a TAKXKe

B MHCTPYKIMX TI0 IPUMEHEHHIO JIEKAPCTBEHHBIX MpenaparoB. (B pen. deaepaibHOro 3aKOHA OT
02.08.2019 N 297-®3)

2. Nadopmanus o JeKapCTBEHHBIX MpenapaTax, OTIIyCKaeMbIX 0e3 pellenTta Ha JeKapCTBEHHBIH
mpernapaT, MOXET COJEep)KaTbCi B IMYOJUKAIMSIX U OOBSBICHUSAX CPEACTB MacCOBOMU
uHpOpMAlUY, CIEHUATU3UPOBAHHBIX M OOLIMX TEYaTHBIX M3JaHUAX, HHCTPYKLUHUAX 10
MPUMEHEHUIO JIEKAPCTBEHHBIX IpPENapaToB, HWHBIX U3JAHUSAX CyOBEKTOB OOpaleHus
JIEKapCTBEHHBIX CPeICTB. PexiiaMHble MaTepuaisl O JIEKAPCTBEHHOM IIperapare, OTIyCKaeMOM
0e3 pelenrta Ha JIEKapCTBEHHBIM IMpemapaT, JOJIKHBI COOTBETCTBOBaTh HMHCTPYKIMH I10
MIPUMEHEHHIO JIEKAPCTBEHHOTO MIperapara.

3. Jlomyckaercs MCMONBb30BaHHUE JIIOOBIX MaTepUANbHBIX HOCHUTENEH, MO3BOJISIONIMX XPAHUTb,
nepeiaBaTh U MCMOIb30BaTh MHPOPMAIIHIO O JIEKApCTBEHHBIX Ipernaparax 0e3 ee HCKaKeHUS.
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4. lna uened uaeHTU(UKAIMM YIIAaKOBOK JIEKAPCTBEHHBIX NPENapaToB i MEAUIIMHCKOTO
IIPUMEHEHUST MPOM3BOAMUTEIN  JIEKAPCTBEHHBIX CPEACTB B  IOPSAJKE, YCTAHOBICHHOM
[IpaButensctBoM Poccuiickoit deneparuu, HAHOCAT HA MEPBUYHYIO YITAKOBKY (B OTHOIICHUH
JIEKapCTBEHHBIX IIPENapaToB sl MEJULMHCKOrO0 IPUMEHEHUS, Ul KOTOPbIX HE IIPETyCMOTPEHA
BTOpUYHAS yMAaKOBKa) U BTOPUUYHYIO (MIOTPEOUTENBCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX IPENapaToB
U MEAMLMHCKOTO MPUMEHEHHs CPEICTBA MACHTU(HUKAINY, 32 UCKIIOUYEHUEM JIEKapCTBEHHBIX
MpernapaToB JUIsi MEIULUUHCKOTO MPUMEHEHUs, MPOU3BOAUMBIX ISl MPOBEICHUS KIMHUYECKHX
HCCIIEIOBaHUM, HKCIIOPTa, JIEKAPCTBEHHBIX IIPENApaToB [UIsl MEIUIMHCKOrO IPUMEHEHMUS,
YKa3aHHbBIX B 4YacTax 5 u 8 cratbm 13 Hactosmero PexepanbHOro 3aKoHa,
panunodapManeBTUYeCKUX JIEKAPCTBEHHBIX MPENapaToB, MUSABOK MEAWLIMHCKUX U Ta30B
MeIuIMHCKUX. (B pea. DenepanbHoro 3akona ot 28.12.2017 N 425-D3)

5. XapakTepuCTHKH CpeICTBa WICHTU(UKAIUHM, TOPSAOK €ro HaHECeHUs M TpeOOBaHUSA K
CTpyKType u (¢opmary HUHPOpPMALUHU, KOTOPYIO COACPXKUT CPEACTBO HUAECHTU(HUKALMH,
onpeaenstorcsa [IpaBurensctBoMm Poccuiickoit ®@enepanuu. (B pen. denepaibHOro 3aKoHa OT
28.12.2017 N 425-®3)

6. Ilopsanok co3naHus, pa3BUTHsA, BBOAA B OKCILIyaTalWIO, JKCIUIyaTalluM W BBbIBOJA W3
JKCIUIyaTallud CHCTEMbl MOHMTOPMHIA [JBHJKECHHs JICKAPCTBEHHBIX IIPENapaTroB I
MEIULUHCKOTO IPUMEHEHUs, IOPAJOK IpelocTaBlIeHuss WHGpOpMaluu, cojepkaulieics B
CUCTEME MOHHUTOPHHIA JBWKEHHUS JICKAPCTBEHHBIX IPENApaToB s  MEAMIMHCKOIO
IIPUMEHEHHUS, U MOPSIAOK B3aMMOJCHCTBUS YKa3aHHOM CHCTEMBI C MHBIMHU I'OCYIapCTBEHHBIMU
MH(POPMAIIMOHHBIMA CUCTEMaMH W HWH(POPMALMOHHBIMH CHUCTEMaMHU IOPUIAMYECKUX JIAILl H
WHIVBUAYAJIBHBIX IPEIIPUHUMATEICH, yKa3aHHBIX B 4YacTax 7 M 10 Hacrosiield CTaTby,
ycranaBinuBatorcs  [IpaBurensctBom Poccuiickoit  ®enepaunu. OneparopaMu  CUCTEMBI
MOHUTOPHMHIA [JBH)KE€HHs JIEKAPCTBCHHBIX IIpENaparoB il MEIULMHCKOTO IPUMEHEHUs
SABIIAIOTCSL  (eiepalibHbIl  OpraH  HCIOJHUTENBHONM BiaacTh W (WIKM)  OpraHu3alus,
ynosHomoueHHsble [IpaBurensctBom Poccuiickoii deaepaunu. (B pen. PenepaabHOro 3aKoHa OT
28.12.2017 N 425-03)

7. IOpunnueckme nMIa W HMHOUBUAYAIbHBIE IPEANPUHUMATENH, OCYLIECTBIIIOIINE
IIPOU3BOJICTBO, XpaHeHUe, BBO3 B Poccuiickyro denepanuio, OTIYCK, peaau3aluio, nepenavy,
IIPUMEHEHUE U YHMUYTOXKEHUE JIEKAPCTBEHHBIX IPENapaToB UIsl MEIUIMHCKOTO NPUMEHEHHS,
o0OecrnieunBalOT B MOPSAIKE U B COCTaBe, KOTOpble ycTaHOBJIeHb! [IpaBurensctBoMm Poccuiickoit
denepany ¢ y4eToM BUAA OCYLIECTBISIEMOH MMM JAEATENbHOCTH, BHECEHHE HH(pOpMaIMU O
JIEKapCTBEHHBIX Ipenaparax s MEAUIMHCKOIO IPUMEHEHHMsT B CHCTEMY MOHUTOpPUHIA
JIBMDKEHUS JIEKapCTBEHHBIX MPENapaToB A MEIULIMHCKOTro IpuMeHeHus. (B pen. denepanbHoro
3akoHa ot 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIE Mpenaparbl i MEIULUHCKOrO MPUMEHEHMs], NpeAHa3HAuYeHHbIe s
obecriedeHuss JHI, OONBHBIX TeMO(UINeld, MyKOBHUCIUA030M, THIO(PU3APHBIM HAHU3MOM,
6one3npio ['ome, 370KaueCTBEHHBIMH HOBOOOPA30BaHMUSIMH JIMM(OUAHON, KPOBETBOPHOWU U
POJICTBEHHBIX MM TKaHEW, PACCESHHBIM CKJIEPO30M, JIMI[ IOCIE TPAHCIUIAHTAllUM OPraHoB H
(wmm) TkaHeW, mpousBeneHHble M0 31 gexadbpst 2019 roma, a Takke HWHBIC JIEKAPCTBEHHBIC
IpenapaTsl 11 MEAUIUHCKOTO IPUMEHEHHUs, pou3BeaeHHbIe 10 1 nronsa 2020 roga, mojiexar
XpaHEHUIO0, IEPEBO3KE, OTIYCKY, pealn3aluy, nepeaaye, NpUMEeHEHHI0 0e3 HaHECEHUs CPE/ICTB
UACHTUUKALIMMA 0 UCTeueHHs cpoka ux rogHocTH. IlpaButensctBo Poccuiickoit deneparuu
BIIpaB€ YCTAHOBHUTHh OCOOEHHOCTH BBOJA B IPaKAAHCKHUIl 00OPOT JIEKapCTBEHHBIX IPErapaToB
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JUTSI METMIIMHCKOTO MPUMEHEHHMsI, Tpou3BeIeHHbIX B Tiepros ¢ 1 urosst 2020 roxa mo 1 oktsa0Ops
2020 roma. B menmsx BBOja B TPaXTAHCKH 00OpOT JIEKapCTBEHHBIE Iperaparbl s
MEIUIIMHCKOTO MPUMEHEHHS, 33 UCKIIIOUEHUEM JICKapCTBEHHBIX MpPEenaparoB, MpeaHa3HaueHHbIX
Uil o0ecTedeHus JIUL, OONMBHBIX reMo(mIneil, MyKOBUCIIHI030M, TUIIO(HU3aPHBIM HAHU3MOM,
6one3npto ['ome, 370KaueCTBEHHBIMU HOBOOOPA30BAaHUSIMH JIMM(OUAHON, KPOBETBOPHOWU U
POJICTBEHHBIX MM TKaHEW, PAacCESHHBIM CKJIEPO30M, JIMI[ IOCIE TPAHCIUIAHTAllUM OPraHoB U
(wim) TKaHEeH, TpoW3BEACHHBIC 3a mpeaenamu Tepputopun Poccuiickoit ®denepamuun g0 1
okts0pst 2020 roma, MoryT ObITh BBe3eHbI B Poccuiickyto @enepanuto 1o 1 ssaBaps 2021 roga B
nopsiike, ycraHoBiaeHHOM [IpaButenbctBoMm Poccuiickoit deneparuu, 6e3 HaHECEHUS! CPEIICTB
uaentupukanuu. (B pen. dexepanbHbix 3akoHOB oT 27.12.2019 N 462-®3, ot 13.07.2020 N
206-D3)

8. Opranmzanusi WHPOPMAIMOHHOTO B3aWMOJICUCTBUS CUCTEMbl MOHHUTOPUHTA JIBHIKEHUS
JIEKapCTBEHHBIX TPENapaToB A MEAUIMHCKOTO MPUMEHEHHUS C WHBIMH TOCYAapCTBEHHBIMU
MH()OPMAIMOHHBIMU CHCTEMaMH OOECIICUNBACTCS B TOM YHCIIC TIOCPEICTBOM HHPPACTPYKTYPHI,
oOecrnieunBaroIed  HHPOPMAIIMOHHO-TEXHOJIOTUYECKOE B3aUMOJICHCTBUE HMH(POPMAIIMOHHBIX
CUCTEM, HCIIOJIb3yeMbIX JJISl MPEIOCTABIICHUS TOCYAAPCTBEHHBIX W MYHHUIIUTIAIBHBIX YCIYT U
WCIIOJIHEHUSI TOCYJapPCTBEHHBIX M MYHHUIIMNAIBHBIX (DYHKUUN B 3JEKTpOHHOU (opme. (B pen.
denepanbHoro 3akona or 28.12.2017 N 425-D3)

9. OOmenocrynmaass wuHDOpMammsi, CcoaepKamascsi B CHCTEME MOHHTOPHHTA JIBFDKCHUS
JIEKApCTBEHHBIX  IpenaparoB  JUisi ~ MEAMIMHCKOIO  NPUMEHEHMs,  pa3Mellaercs B
MH(POPMAIIMOHHO-TEJIEKOMMYHUKAITMOHHOW ceTn "MHTepHer" (B TOM uncie B popMe OTKPBITHIX
JTaHHBIX) B mopsjake, ycraHoBieHHOM [IpaButenbctBoM Poccuiickoit ®enepauuu. (B pen.
denepanbHOro 3akona or 28.12.2017 N 425-D3)

10. TIlIpousBomuTenu JEKAPCTBEHHBIX CPEACTB TMONY4YAIOT COJAEPXKAIIYIOCS B  CHUCTEME
MOHHUTOpHHI'a JBWIKXCHHA JICKAPCTBCHHBLIX IIpC€rapaTroB I MCIUIHUHCKOr0O MNIPHUMCHCHUA
nHMOPMALIUI0O O CEepUAX M TAPTUAX JIEKAPCTBEHHBIX TMPENapaTroB, MPOU3BOAMMBIX HUMH H
HaxOJSIIUXCA B TpaxkaaHCKkoM oOopote B Poccuiickoit deneparuu, 06e3Bo3me3nHO. (B perl.
denepanbHoro 3akona ot 28.12.2017 N 425-D3)

11. 3a MMpONU3BOACTBO WM TIPOAAXKY JICKAPCTBCHHBIX MpCraparoB M MCECAUIHUHCKOI'O
IMPUMCHCHUA 0e3 HaHeceHUS CpCaAcCTB I/II[CHTI/I(i)I/IKaIII/II/I, C HApymCHHEM YCTAHOBJICHHOI'O
nopsagka WX HAHCCCHUA, a TaKKC 3a HCECBOCBPECMCHHOC BHCCCHHC JIdHHBIX B CHUCTEMY
MOHHUTOpHHIa JABWKCHHA JICKAPCTBCHHBIX IPEHapaToB IJId MCIUWIHUHCKOIO IPUMCHCHUSA HIIN
BHCCCHHEC B HEC HCAOCTOBCPHLIX [JTAHHBIX KPUAWUYCCKUC JIMIda W HWHAWBUAYAJIbHBIC
MNpCANPUHUMATECIIN, YKa3aHHBIC B YaCTAX 4u7 HaCTOHHIGﬁ CTaTbu, HCCYT OTBCTCTBCHHOCTL B
COOTBCTCTBHH C 3aKOHOAATCIBCTBOM Poccuiickoit dDe,uepauI/H/I. (B pea. d)ez(epanLHoro 3aKOHa OT
28.12.2017 N 425-®3)

12. TIpaBurensctBo Poccuiickoit @enepanuu BIpaBe yCTAaHOBUTh OCOOCHHOCTH BHEIPEHHUS
CUCTEeMbl MOHUTOpPUHIA JBWKEHHUS JIEKAPCTBEHHBIX MpenaparoB s MEAUIMHCKOIO
IIPUMEHEHHUS], BKJIIOYas CPOKHM €€ BHEJPEHHUS, B OTHOLIEHHM JIEKAPCTBEHHBIX NPENaparoB AJs
MEIUIIMHCKOTO MPUMEHEHUS, BKIIIOUEHHBIX B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIINX
JIEKapCTBEHHBIX MPENapaToB, JIEKaPCTBEHHBIX MPENapaToB, MpeAHa3HAYeHHBIX 111 00ecTieyeHHs
TUIl, OOJIBHBIX TeMO(WIHEH, MYKOBUCIIUI030M, THMO(PHU3apHEIM HAaHU3MOM, Oosie3Hbio [omie,
37I0KaQYECTBEHHBIMH HOBOOOPA30BaHUAMU JTUM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX HM
TKaHEW, pacCesTHHBIM CKJIEPO30M, JIMI] MOCJe TPAaHCIUIAHTAlMU OPraHOB M (WMJIM) TKaHEH, MHBIX
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JIEKapCTBEHHBIX MPENapaToB A MEAULUHCKOro MpUMeHeHus. (B pel. denepanbHOro 3akoHa OT
28.12.2017 N 425-903)

I'naa 14.1. OT'PAHUYEHMUNS, HAJIAT'AEMBIE HA
OPIAHM3BAIUHA, OCYHIECTBJIAIOINIHUE JEATEJIBHOCTD
11O OBPAIIEHUIO JIEKAPCTBEHHBIX CPEJICTB (B pen.
®denepaibHoro 3akona ot 25.11.2013 N 317-®3)

Cratps 67.1. OrpannyeHnus, Hajlaraemble NMPH OCYLIECTBJICHUN
NeSITeJIbHOCTH B cepe oOpalieHus JIeKAPCTBEHHbIX CPeICTB

1. Opranuzanuy, 3aHUMAMOIINAECS pa3pa0d0TKOH, MPOU3BOJACTBOM W (WJIH) pealu3anuei
JICKQPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTO NPUMEHEHUS, OpraHH3alud, O0JIaJarolue
MpaBaMH Ha WCIOJIb30BAaHUE TOPrOBOIO HAWMEHOBAHHS JICKAPCTBEHHOTO TIperapara s
MEJIUIUHCKOTO TMPUMEHEHHS, OPTaHU3aI[i ONTOBOW TOPrOBIIM JICKAPCTBEHHBIMU CPEJICTBAMH,
AIllTCUHBIC OpraHu3aluunu (I/IX npeaCTaBuTCIId, HWHLBIC q)HBI/I‘-IeCKI/Ie U OpUANYCCKUC JIUIa,
OCYIIECTBISIIONIME CBOKO JICATCIILHOCTh OT HWMEHHM JTHX OpraHW3aluii) B OTHOLICHUU
MEIUIUHCKUX PA0OOTHUKOB U PYKOBOAMTEICH MEIUITMHCKIX OpPTaHU3allHii HE BIIPaBe:

1) Bpy4arh nojapku, BbIIJIAYMBATh JCHEXKHBIE CPEACTBA (32 UCKIIOYECHUEM BO3HArpaXkI€HUN 110
JIOTOBOpaM TpU HPOBEIEHUM KIMHUYECKUX MCCIEJOBAHUHN JIEKAPCTBEHHBIX IpenapaToB JUis
MEIUIIMHCKOTO0 MPUMEHEHHUs, BO3HAIPAXK/IEHUM, CBSI3aHHBIX C OCYIIECTBIEHUEM MEIULIMHCKUM
paOOTHHUKOM MEeAAaroruueckod M (MiIM) HAy4YHOM MAEATeNbHOCTH), B TOM YHCIE OIUIaYMBaTh
pa3BieueHUs, OTAbIX, MpOe3J K MEeCTy OTIblXa, a TakKkKe IMpUBJIEKaTh K YYacTHIO B
pa3BieKaTeIbHBIX MEPONIPUATHUSAX, TPOBOAUMBIX 3a CUET CBOUX CPE/ICTB;

2) 3aK/II04YaTh CONIAIICHUA O Ha3HAYCHHUH HJIKM PEKOMCHIALMH IMAalMCHTaM JICKAPCTBCHHBIX
npenaparoB Ijid MCIUIUHCKOTO HNPHUMCHCHUA (3a HCKIIIOYCHHUEM JOI'OBOPOB O IPOBCACHUU
KJIWHAYECKUX UCCIIeI0BaHUM JICKApPCTBCHHBIX NPCIapaToB AJIA MCAUITUHCKOT'O HpI/IMeHeHI/IH);

3) mpenocTaBiIATh 00pa3ibl JIEKAPCTBEHHBIX MPEMapaToB JUIsi MEIUIIMHCKOTO TPHUMEHEHUsS B
LeIsIX Bpy4YeHHS TalMeHTaM (3a UCKIIYEHHEeM CIIy4aeB, CBSI3aHHBIX C MPOBEJACHUEM
KIIMHUYECKUX UCCIIEIOBAHHM JIEKaPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO MPUMEHEHUS );

4) mpenocTaBiIATH HEIOCTOBEPHYIO M (WIM) HEMONHYI0 HH(OpMaIUi O JIEeKapCTBEHHBIX
npernaparax it MeIUIIMHCKOTO PUMEHEHUS;

5) mocemate uX B pabodee BpeMs Ha pabOYMX MECTaX, 32 UCKIIOUYEHHEM CIy4aeB, CBA3aHHBIX C
MPOBEJICHUEM KIMHUYECKUX HCCIIEOBAaHUI JIGKAPCTBEHHBIX MpPEMapaToB ISl MEAUIIMHCKOTO
NpUMEHCHUA, C Y4YaCTHEM B TIIOPAAKE, YCTAHOBJICHHOM PYKOBOJIUTCICM MGHHHHHCKOﬁ
OpraHu3aIyy, B COOPaHHSIX MEAUIIMHCKUX PAOOTHUKOB U MHBIX MEPOMPUATHSIX, HATIPABIECHHBIX
Ha TOBBINIEHHE MX NPO(EeCCHOHAIBLHOTO YPOBHS WM Ha MpefocTaBieHHe HH(pOpMalnH,
CBSI3aHHOH C OCYIIECTBIICHHEM MOHHTOPHHTA 0€30MTaCHOCTH JICKAPCTBEHHBIX MTPEIapaToB;

6) HO6Y)KJ13TI) K BBIIIMCBIBAHHIO JICKAPCTBCHHBIX IMPEMapaToB I MCAUIMHCKOI'O0 MPHUMCEHCHUA
Ha 6HaHKaX, COACPpIKAIINX I/IH(I)OpMaLII/IIO PCKIIAMHOI'0 XapaKTCpa, a TAKIKC Ha PCUHCHTYPHBIX
6J'IaHKaX, Ha KOTOPLIX 3apaHEC HallC4YaTaHO HAWMMCHOBAHHE JICKAPCTBCHHOI'O ITpe€riapara i
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MCIUIIUHCKOI'O IPUMCHCHUS.

2. Opranmu3anuy, ykazaHHbIe B a03a1le MepBOM YacTu | HACTOSAIICH CTaThH, U UX MPEICTAaBUTEIIN
B OTHOIIEHHH (hapMaleBTHUECKUX PAOOTHUKOB M PYKOBOJHUTEICH aNTeUHBIX OpraHH3aluid He
BIIpaBe:

1) BpyuaTh OJIapKH, BBIIIJIAYMBATH JEHEKHBIE CPEACTBA, B TOM YKCJIE OIJIAYUBATh Pa3BJICUCHMUSI,
OTIBIX, IIPOE3] K MECTY OTIbIXA, U IIPUBJICKATh K YY4aCTUIO B Pa3BJICKATEIbHBIX MEPOIPUATHSX,
IIPOBOJMMBIX 38 CYET CBOUX CPECTB;

2) npeaoCTaBIIATb O6pa3HBI JICKAPCTBCHHBIX IpCIIapaToB A1 MCAUIIMHCKOI'O IMMPUMCECHCHUA IJIA
BPpYUYCHU HACCIICHUIO,

3) 3aKII04YaTh COrjjaliCHUA O MNPCAJIOKCHUU HACCICHUIO OIPCACICHHBIX JICKAPCTBCHHBIX
mnpenaparoB AJisI MCAUIUHCKOI'O MPUMCHCHU A,

4) TpenoCTaBIATH HEJIOCTOBEPHYIO M (WIM) HEMONHYI0 HH()OPMAIMIO O JIEKapCTBEHHBIX
npenaparax Jisi MEJUIMHCKOTO NPUMEHEHHsS, B TOM YHCIE HUMCIOUIMX OJUHAKOBOE
MEKIYHAPOJAHOE HETaTCHTOBAaHHOE HAaNMEHOBAHHE.

Crartbs 67.2. TpeOoBaHUS K OPraHU3allMy U MPOBEACHUI0 HAYYHbBIX
MEpPONPUATHH, UHBIX MEPONIPUATHH, HANIPABJIEHHbIX HA
NOBbINICHUE MPOPECCHOHAIBHOTO0 YPOBHA MEeTUIMHCKUAX

Pa0OTHHUKOB WJIK HA MPeoCTABJIeHHe MH(POPMAIIUU, CBSI3AHHOM ¢
OCYLIECTBJICHHEM MOHUTOPHHIA 0€30MaCHOCTH JIEKAPCTBEHHBbIX
npenapaTron

1. Ilpn mnpoBeneHMHM HAay4HBIX MEPONPUATHN, HHBIX MEPONPUATUN, HAIPABICHHBIX Ha
MOBBILIEHNE MPO(ECCHOHATLHOTO YPOBHS MEIUIIMHCKUX PAaOOTHUKOB WM Ha IMPEJIOCTaBICHUE
CBSI3aHHOW C OCYIIECTBJICHMEM MOHHMTOPUHIAa O€30IacHOCTH JIEKapCTBEHHBIX IpenapaToB
nH(pOpMallUK, OpraHU3yeMbIX OpPTraHM3alMsIMM, YKa3aHHBIMU B a03alle epBOM 4YacTH | cTaTbu
67.1 nacrosimero denepaabHOro 3aKOHA, MX MPEICTABUTENAMM M (WiIM) (PUHAHCHpPYEMBIX 3a
CUET CPE/ACTB 3TUX OpraHU3aluil U WX MpeICTaBUTENEH, 3alpeliaeTcs NpensiTCTBOBATh yYaCTHIO
B YKa3aHHBIX MEPOIPHUATHSAX HWHBIX OpraHM3alMi, KOTOpBIE MPOU3BOIAT WIH PEATU3YIOT
JIEKapCTBEHHbIE IpenapaThl i MEIULUHCKOIO TPUMEHEHHS CO CXOXHUM MEXaHU3MOM
(bapMakoJIOTH4YeCKOro JecTBUs, TM00 CO3/1aBaTh JUCKPUMHUHALIMOHHBIE YCIOBUS JUIS OJHHUX
YYaCTHUKOB I10 CPABHEHMIO C IPYTMMH YYaCTHUKAMH, @ UMEHHO:

1) MpEaAOCTaBIATE PA3JIMUYHOC KOJINYCCTBO BPEMEHU IJIA BI)ICTyrIJ'IeHI/Iﬁ Y4aCTHHUKOB, Pa3JIM4YHbIC
o pasmMepy 3aHHUMaeMOH mionaan MeCta Jjd ACMOHCTpalruu O6p3.3LIOB JICKApCTBCHHBIX
npemnapaTroB A MEAUIIUHCKOI'O NMPUMCHCHHA WM PCKIIAMHBIX MAaTCpPHAJIOB O JICKAPCTBCHHBIX
npenaparax il MCIUIHUHCKOIO HNPUMCHCHHA Ha SKCIO3UIHAX, CTCHAAX, 3a HCKIIOYCHHEM
CJIydyacB, €CJIM TaKUC€ YCIOBHA 3aKpPCIJICHbI B COIVIAIICHUAX OTHX opraHmauHﬁ, nux
HpeHCTaBHTeHCﬁ 0 (I)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX MepOHpI/IHTI/Iﬁ u O6YCJIOBJI6HBI Pa3IMIHBIMU
3aTpaTaMi Y4aCTHUKOB Ha UX OPraHU3aluio;

2) ycTaHaBIMBaTh pa3Mep B3HOCA JUIsl YUaCTHUKOB MEPOIPHUITUHN, YKa3aHHBIX B ab3alle mepBoM
HAaCTOSIIEN 4acTH, NMPEBBIIIAIOIINNA CyMMY 3aTpaT Ha OPraHU3alUI0 YKa3aHHBIX MEPONPUATHI U
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BEAYIINH K HEOOOCHOBAaHHOMY OTPAaHUYCHHUIO YHCIIA X YUACTHUKOB.

2. Opranu3zanuu, ykazanHsle B a03are nepBom dactu 1 crateu 67.1 Hacrosero denepanbHOTO
3aKOHA, UX NPEICTABUTENH, OCYILECTBIIAIOLIME OpraHu3auuilo M (W) (UHAHCHPOBAHUE
MEpONPUATHHA, YKa3aHHBIX B 4acTH | HacTosIIed cTaThbH, 00sf3aHBl O0ECIeYMBATH JIOCTYI K
uHbopMalMM O Jare, MEecCTeé M BPEMEHM IPOBEICHMS YKAa3aHHBIX MEPONPUATHH, IJIaHaX,
IIporpaMMax IpOBEJCHUS YKa3aHHBIX MEPOIPUITUNA U TEMax, INIAHUPYEMBIX I pAaCCMOTPEHMUSI,
COCTaB€ MX YYACTHUKOB IIyT€M pa3MELICHUs COOTBETCTBYIOIEH HH(OpPMALMM Ha CBOMX
opunmanpHeix caitax B cetn "MHTepHeT" HE MO3MHEE ABYX MECSIEB A0 Hayajla MPOBEACHUS
YKa3aHHBIX MEPOIPUATHH.

3. Madopmanus o IpoBEeICHUH MEPOIPUATHI, YKa3aHHBIX B 4acTH | HACTOSIIEH CTaThH, B CPOK,
YCTaHOBJICHHBIN YaCThIO 2 HACTOAIICH CTaThH, JOJHKHA OBITH HAMpaBJICHA B (eiepalibHbIN OpraH
UCIIOJIHUTENIBHON BJIACTH, OCYIIECTBISIIOIIMKM (PYHKIIMM TIO KOHTPOJIO M Haa3opy B cdepe
3/1paBOOXpaHEHUs, Ui MOCIIEIYIOIIEro pa3MeIlleHUsl €€ Ha OPUIIMAILHOM CaiiTe 3TOro opraHa B
cetu "UnTepuer".

I'masa 15. OTBETCTBEHHOCTDb 3A HAPYIIEHUE
3AKOHOJATEJbCTBA POCCUMCKON ®EJEPALIMU ITPU
OBPAIIEHUUN JIEKAPCTBEHHbBIX CPEJICTB U
BOSMEIIEHUE BPEJA, IPUMUHEHHOI'O 31OPOBbBIO
I'PA’KJIAH BCJIEACTBUE ITPUMEHEHUSA
JIEKAPCTBEHHBLIX ITPEITAPATOB

Cratbs 68. OTBEeTCTBEHHOCTH 32 HAPYLIEHHE 3AKOHOIATEeJIbCTBA
Poccuiickon ®Penepauuu npu o0palieHNuM JIEKaPCTBEHHbIX CPEACTB
1. Hapymenue 3akoHonatenbctBa Poccuiickoit denepanun npu oOpalleHUH JIEKapCTBEHHBIX

CPEICTB BJIEUYET 32 COOON OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJAATENbCTBOM Poccuiickoit
denepanu. (B pea. PenepansHoro 3akoHa ot 22.12.2014 N 429-®3 (pex. ot 13.07.2015))

2. 3a HempejaCTaBIE€HUE WJIM HECBOEBPEMEHHOE IMpejcTaBieHue HHPOpMauuu U (WIN)
JOKYMEHTOB JMOO TPEJCTaBIECHWE HEJOCTOBEPHbIX HMHQOpMAMK M (UIM) JIOKYMEHTOB,
IIPEYCMOTPEHHBIX HacTosAIUM DeiepaabHbIM 3aKOHOM, CyOBEKTHI 00pallleHHs JIEKapCTBEHHBIX
CpPEACTB HECYT OTBETCTBEHHOCTh B COOTBETCTBMHM C 3aKOHOJATEIBCTBOM Poccuiickoit
Oenepanun. (B pen. DenepanbHbix 3akoHOB OT 22.12.2014 N 429-®3 (pexn. ot 13.07.2015), ot
04.06.2018 N 140-D3)

CraTtbs 69. Bosmemnenune Bpeaa, NPUYUHEHHOT0 310POBBIO TPAXKIAH
BCJIEICTBUE IPUMEHEHHUS JIeKAPCTBEHHBIX Mpenaparon

1. TlpousBoauTens JEKapCTBEHHOTO IIpernapata oOO0sf3aH BO3MECTUTH Bpel, NPUYMHEHHBIN
3JI0POBBIO I'PaX/1aH BCIIEACTBUE IPUMEHEHUS JIEKAPCTBEHHOI'O TpenapaTa, €Ciid 10Ka3aHo, 4To:
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1) nekapCTBEHHBIN MpenapaT MPUMEHSIICS 10 HA3HAYCHHIO B COOTBETCTBUH C MHCTPYKIIMEH 110
IIPUMEHEHHUIO JIEKapCTBEHHOT'O IIpernapara M NPUYMHOM Bpela SBWICA BBOJA B TPaXIAHCKUU
000pOT HETOOPOKAYECTBEHHOTO JIEKAPCTBEHHOT'O TIPerapara;

2) Bpeln 370pOBBI0 NMPUYMHEH BCIIEICTBHUE HEIOCTOBEPHONW HHQOPMAIMH, COJEpKaIIeHcs B
MHCTPYKLUMU MO0 TPUMEHEHHIO JIEKApCTBEHHOrO TMpernapara, HW3JaHHOW MPOU3BOIUTENIEM
JIEKapCTBEHHOI'O Ipernapara.

2. B caywae, ecnu Bpea 30pOBbI0 TpaXJaaH IPUYUHEH BCIEICTBUE IPUMEHEHHUS
JIEKapCTBEHHOI'O Ipernapara, MPUIISANIEro B HErOJHOCTh B pe3yJjbTaTe HAapYyLICHUS IPaBUII
XpaHEHUs JIEKapCTBEHHBIX CPEJCTB, IIPABUJI ONTOBOM TOPIOBIIM JEKAPCTBEHHBIMU IIpenapaTamH,
MIpaBWJI OTIYCKA JIEKAPCTBEHHBIX MPENapaToB, IPaBUI U3TOTOBJICHUS U OTIIYCKA JIEKApPCTBEHHBIX
[IPENapaToB, BO3MEILIEHUE BpPEJA OCYILECTBISETCS COOTBETCTBEHHO OpraHM3aledl OnToOBOM
TOPrOBIIM  JIGKAPCTBEHHBIMU  CPEACTBAMM, AaNTEYHOM OpraHu3aleil, HWHAWBUYyaTbHBIM
MpealpUHUMATENIEM, HMEIOUMMHU JIMIEH3UI0 Ha (apMaleBTUUECKYIO JAEATEIbHOCTh WIN
JTUIEH3UI0 Ha METUIIMHCKYIO IeATeIbHOCTh, MEAUIIMHCKOW OpraHu3aluei, MMEIOIIeH JTUIEH3UI0
Ha (apMameBTUYECKYIO AEATENBHOCTh (ee 000COOJIEHHBIM MO/pa3ieieHueM (aMOymaTopue,
denpamepckuM U (QeTpAMIepCKO-aKyIIepCKUM YHKTaMU, LIEHTPOM (OTAEJeHHEeM) oOIen
BpayeOHOU (CeMEHOM) NTpPaKTUKH), PACIOJOKEHHBIM B CEJIIbCKOM HACEJIEHHOM IIYHKTE, B
KOTOPOM OTCYTCTBYET alTe4Has OpraHu3aIus), JOMYCTUBIIUMHU MPOAAXKY WUIU OTIYCK TaKOTro
JICKapCTBEHHOT0 npemnapara. (B pea. PeaepansHoro 3akoHa o 25.11.2013 N 317-D3)

3. Bo3menieHue Bpeda, NPUYMHEHHOTO 3J0POBbIO0 TpaXkJaH BCIEICTBUE IMPUMEHEHUS
JIEKAPCTBEHHBIX TPEMApPATOB MJIM COBEPIICHHUS] TMPOTHUBONPABHBIX JACUCTBUN CyOBEKTaMU
oOpallleHusl JIGKApCTBEHHBIX CPEACTB, OCYIIECTBISETCS B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit @eneparuu.

I'masa 16. 3AK/IIOYUTEJIBHBIE ITOJTOKEHUA

Cratps 70. O npu3HAHUU YTPATUBIIUMH CHJIY OTAEJIbHBIX
3aKOHOATEJIbHBIX AKTOB (MOJ0KeHUH 3aKOHOAATEIbHBIX AKTOB)
Poccuiickoit @eaepanuu

[Tpu3HaTh yTpaTUBIIMMU CUITY:

1) ®enepanbhbiii 3akoH OT 22 uroHA 1998 toma N 86-®3 "O nekapCTBEHHBIX cpeacTBax'
(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbHbiii 3akoH OT 2 stHBaps 2000 roga N 5-®3 "O BHeceHMH U3MEHEHHUSI U IOTTOTHECHHUI
B ®Depepanpublii 3akoH "O nekapcTBeHHBIX cpenctBax" (CoOpaHue 3aKOHOJATENIHCTBA
Poccwiickoit @eneparuu, 2000, N 2, ct. 126);

3) crateio 40 denepanbHoro 3akona ot 10 sHBaps 2003 roxa N 15-®3 "O BHeceHUHN M3MEHEHUI
YU JIONOJHEHU B HEKOTOphIE 3aKOHOJATeNIbHbIe akThl Poccuiickoii denepanv B CBSI3U C
npunstueM ®PenepanbHoro 3akoHa "O JHMIIEH3UPOBAHUU OTAEIBHBIX BHJIOB JI€ATEIBHOCTH"
(CoOpanue 3axkononatenscTBa Poccuiickoit @enepammu, 2003, N 2, cT. 167);

4) cratpio 31 deaepansHoro 3akona ot 30 utons 2003 roga N 86-D3 "O BHeCEeHHH M3MEHEHHIA
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U JOMOJIHEHUH B HEKOTOpPbIE 3aKOHOAATEelIbHbIE akThl Poccuiickoit denepanuu, npu3HaHUU
YTPaTUBIIMMHU CHJIY OTHAEJIBHBIX 3aKOHOAATENbHbIX akTOB Poccuiickonn  ®denepanuu,
MPEAOCTABIICHUH OTIEIbHBIX TapaHTUH COTPYIHHUKAM OPraHOB BHYTPEHHHX JIeJl, OPTaHOB IIO
KOHTPOJIO 32 000POTOM HAPKOTUYECKUX CPEICTB M MCUXOTPOMHBIX BEUICCTB M YIPa3THAEMBIX
(dbenepalbHBIX OpPraHOB HAJIOTOBOW TIOJWUIIMM B CBSI3M C  OCYIISCTBJICHHEM MeEp IO
COBEpIICHCTBOBAHUIO  TocynapcTBeHHoro  ympaBineHus"  (CoOpaHue — 3aKOHOJATENILCTBA
Poccuiickoit ®eneparuu, 2003, N 27, ct. 2700);

5) crareio 101 DenepanbHoro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
W3MEHEHUN B 3aKoHOJaTenbHble akThl Poccuiickoit denepanuu M NpU3HAHUU YTPATHUBUIMMU
CUJIy HEKOTOPBIX 3aKOHOJATEIbHBIX aKkTOB Poccuiickonn denepanuu B CBA3M C IPUHATHEM
(dbenepabHBIX 3aKOHOB "O BHECEHHMM W3MEHEHHWH W aornonHeHuid B dDenepanbHbiii 3aK0H "OO0
OOIIMX TMPHUHIMIIAX OPTaHU3AIHNU 3aKOHOAATEIBHBIX (MPEACTABUTEIBHBIX) U HCIOIHUTEIBHBIX
OpraHOB TOCYJapCTBEHHOM BiacTu cyobekToB Poccuiickoii @enepamuu" u "OO o0mmx
MIPUHLMIIAX OpPraHMU3allMd MeCcTHOro camoympasieHus B Poccuiickoii ®enepanun" (Cobpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2004, N 35, ct. 3607);

6) crarpro 28 denepanpHoro 3akona or 18 mekabps 2006 roma N 231-®3 "O BBemeHuu B
nerictBue vactu derBepTou ['paxmanckoro koxaekca Poccuiickoit ®enepanun" (Cobpanue
3akoHonarenbcTBa Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

Crartbsa 71. Beryniienue B cuity HacTosiiero degepajibHoOro 3akoHa
1. Hacrosimuit denepanbHblii 3aK0H BeTymaeT B cuity ¢ 1 centsiopst 2010 roxa.

2. JlekapCTBEHHBIE CpPEACTBA, 3aPETMCTPUPOBAHHBIE A0 IHSA BCTYIUIEHHS B CHIIY HACTOSILErO
@DenepallbHOTO 3aKOHA, MOAJIEKAT BKIKYEHHIO B TOCYIapCTBEHHBIE PEECTPBI JIEKAPCTBEHHBIX
CPEICTB C BHECEHMEM YyKa3aHHbIX B 4YacTH | cratem 33 Hactosdmero denepanbHOro 3aKoHa
CBECHMM 00 OTHX JIEKapCTBEHHBIX CpPEACTBAX ©0€3 MPOXOXKACHUS BHOBb IPOLETYPHI
roCyAapCTBEHHOM PEruCTPALMH JIEKAPCTBEHHBIX IIPENapaToB.

3. TocymapcTBeHHass pErMCTpanus JIGKAPCTBEHHBIX  MpPENapaToB, 3a  HCKIIOYCHHEM
JICKApCTBEHHBIX NPENapaToB JJIsi MEIUIIMHCKOTO MTPUMEHEHHS, TIPE/ICTABICHHBIX HA YKa3aHHYIO
PETUCTpAIMIO JI0 JHSA BCTYIJICHHUS B CHJIY HacTosmiero deaepanibHOT0 3aKOHA, OCYIIECTBIIACTCS
B COOTBETCTBUHU C HAcTOSIUM DenepaabHbIM 3aKOHOM HAa OCHOBAHUHU JOKYMECHTOB W JIaHHBIX,
MIPE/ICTAaBICHHbIX J0 JHS BCTYIUIEHHS B cuily Hacrosiuero denepanbHoro 3akoHa. (B pen.
denepanbroro 3akona ot 11.10.2010 N 271-D3)

3.1. TocynmapcTBeHHass pEerucTpanus JIEKQpCTBEHHBIX MpenaparoB JUisi MEIUIIMHCKOIO
MIPUMEHEHHUSI, TPEICTABICHHBIX HA TOCYJApPCTBEHHYIO PETUCTPALMIO A0 AHS BCTYIUIEHUS B CUITY
Hacrosmero @enepanbHOr0 3aKOHA, W TOCYJAPCTBEHHAs PErUCTpalMs JIEKAPCTBEHHBIX
MpenaparoB JUisl MEUIIUHCKOTO MMPUMEHEHHUs, IPEICTABICHHBIX HAa HKCIIEPTU3Y JIEKAPCTBEHHBIX
CPEACTB 1O [HS BCTYIUIEHUS B CHJIYy Hacrosmero ®enepaibHOro 3aKOHAa B LEIAX WX
MOCJIEeNYIOLEN TOCYIApCTBEHHOW PErucTpaluu, OCyIIECTBISIIOTCS HA OCHOBAHUM JIOKYMEHTOB U
JAHHBIX, TIPEJACTABJICHHBIX JO0 JHS BCTYIUICHHS B CHIIy Hactosimiero denepaabHOTO 3aKOHA, a
TaKK€  3asBJIIGHMS] O TOCYJApCTBEHHOW  PEruCTpallMM  JIEKAPCTBEHHOTO  Ipemnapara,
MPEACTABICHHOTO TPOW3BOIUTENIEM JICKAPCTBEHHBIX IPEMapaToB WM YIOJTHOMOUYEHHBIM MM
JULOM B COOTBETCTBUM C HacTosiuMm DenepaibHbIM 3aKOHOM B YIOJTHOMOYEHHBIN
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(dbenepalibHBIA OpraH UCIONMHUTENbHON BiacTu A0 1 mapra 2011 roga, 6e3 TpeGoBaHus yIuiaThl
roCyZapCTBEHHOM MOLIJIMHBIL, IPEIyCMOTPEHHOM 3aKOHOAaTENbCTBOM Poccuiickoit denepanuu o
Hayorax u coopax. (B pexn. ®enepanproro 3akona oT 29.11.2010 N 313-03)

3.2. lloaTBepkaeHUE TOCYIAapCTBEHHONM pPETUCTpPAllMM JIEKAPCTBEHHBIX IIPENapaToB s
MEIUIMHCKOTO TMPUMEHEHMsI, MPEACTABICHHBIX Il TMOATBEPKIACHHUS TOCYAapCTBEHHOM
perucTpanmm 10 AHs BCTYIUIEHHS B CUIy Hactosiero denepanbHOro 3akoHa, ¥ MOATBEPKACHHE
roCy/IapCTBEHHOW pErucTpaluy JeKapCTBEHHBIX MPEnapaToB AJIi MEIUIUHCKOTO MPUMEHEHHUS,
IIPE/ICTABICHHBIX HA JKCIEPTH3Y JIEKApCTBEHHBIX CPEICTB 1O JHS BCTYIUIEHHUS B CHUILY
Hactosamero @exepanbHOro 3akoHA B IENAX  MOCIHEAYIOLIETO  IMOATBEPXKACHUA  HX
rOCy/lapCTBEHHON pErucTpanuy, OCYIIECTBISIOTCS Ha OCHOBAaHUU JIOKYMEHTOB M JAaHHBIX,
MPEJICTABICHHBIX JI0 JIHS BCTYIJICHHS B CHJy Hacrosiero denepanbHOrO 3aKOHA, a TaKxkKe
3asBJICHUS O IOATBEPXKIECHUU TOCYIApCTBEHHOW pErucTpaluy JIEKapCTBEHHOrO IIperapara,
MIPEJICTABJICHHOTO TMPOU3BOAUTEIEM JIEKAPCTBEHHBIX MPEMapaToB MM YHOJTHOMOYEHHBIM UM
JUIIOM B COOTBETCTBUM ¢ HactosumMm denepanbHbIM 3aKOHOM B YIOJIHOMOYEHHBIH
benepanbHBIA OpraH UCMOMHUTENbHON BiacTu Ao 1 mapta 2011 roga, 6e3 TpeOGoBaHUS YyIIaThl
roCyAapCTBEHHOM MOLIJIMHBIL, PEIyCMOTPEHHOM 3aKOHOAATENbCTBOM Poccuiickon denepanuu o
Hayorax u coopax. (B pen. denepanbroro 3akona oT 29.11.2010 N 313-03)

3.3. Ilpunsthue pemeHus O BHECEHUM U3MEHEHHMM B JIOKYMEHTBI, COJAEprKauuecs B
pPErUCTPAllMOHHOM  JIOCh€ Ha  3aperMCTPUPOBAHHBIN  JIEKApPCTBEHHBIM  mpenapar  Juis
MEIULHUHCKOTO NPUMEHEHUsI U MpPEACTaBICHHBbIE 10 AHS BCTYIUICHHS B CUJIy HACTOAILLETO
@denepalibHOTO 3aKOHA, M IPUHATHE PEHIEHUS O BHECEHUM H3MEHEHUH B JIOKYMEHTHI,
coJiepaKallieecsi B perucTpallMOHHOM JOCh€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar
JUISL METMIIMHCKOTO IPUMEHEHUS U NPEICTAaBICHHbIE HA SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJCTB 10
JHS BCTYIUIEHHS B CHJIy Hactosuiero ®denepanbHOro 3aKOHA, OCYIIECTBISIOTCS HAa OCHOBAHUU
JOKYMEHTOB U JaHHBIX, MPEACTABIEHHBIX 1O JHA BCTYIUIGHHS B CHJIYy HAaCTOSIIEro
@enepallbHOTO 3aKOHA, a TaKKE 3asBICHHUS O BHECEHWUM W3MEHEHHH B JIOKYMEHTHI,
coJieprKallrecs B PErHCTPallMOHHOM JIOChE€ Ha 3aperMCTPUPOBAaHHBIN JIEKapCTBEHHBIN Mpenapar
JUIE  MEIULUHCKOTO IPUMEHEHMs, MPEACTABIEHHOIO IPOU3BOAMUTEIEM JIEKApCTBEHHBIX
MIpernapaToB UM YIOJHOMOYEHHBIM UM JIMIIOM B COOTBETCTBUHM C HacTosmuM dDenepanbHbIM
3aKOHOM B YIOJHOMOYEHHBIH (elepanbHblii opraH UCIOMHUTEIbHON BinacTu A0 1 mapta 2011
roga, 0Oe3 TpeOoBaHUS  ymjaTbl TOCYJApCTBEHHOM  IOLUIMHBI,  NPEAYCMOTPEHHOU
3akoHoAaTenscTBOM Poccuiickoit ®enepanuu o Hamorax u cbopax. (B pen. demepanbHOTro
3akoHa ot 29.11.2010 N 313-®3)

34. Brigaua pa3pemeHI/H71 Ha TMPOBCACHUC KIMHUYCCKUX HCCIIeI0BAHUM JICKApCTBCHHBIX
npemnaparoB A1 MEAUIUHCKOI'O ITPUMCHCHUS 110 3asABJICHUAM, IIOJAaHHBIM 0 JHSA BCTYIIJICHUS B
CHUJIy HACTOAIICTO @enepanLHoro 3aKOHa, a TaKXC II0 3asaBJICHHUAM, IIOAAHHBIM IIOCJIC IHA
BCTYIUICHHUA B CUJTY HACTOALICTO (Dez(epam)Horo 3aKOHA Ha OCHOBAHUM JKCIICPTHU3, TPOBEICHHBIX
A0 OHA BCTYIUICHHA B CHIY HACTOAIICTO GbeﬂepanLHoro 3daKOHa, OCYHICCTBIIACTCA B
COOTBE€TCTBHH C HACTOAIIUM q)e,llepaJ'IBHI)IM 3aKOHOM Ha OCHOBAaHWH JOKYMCHTOB W OaHHBIX,
NPCACTABJICHHBIX WJIKM TIOJIYYCHHBIX OO AHA BCTYIUICHUS B CHUIIYy HACTOAIICTO (I)e;[epanLHoro
3daKOHA, a TaKXE Ha OCHOBAHMHM KOIIMK TMPEABAPUTCIIBHOTO J0OroBopa 00513aTeJILHOTO
CTpaxOBaHUA KWU3HH, 3O0POBbA IMMALUCHTOB, YYACTBYIOIIUX B KIMHHUYCCKOM HCCICAOBAHUN
JICKApCTBCHHOT'O  IMpfriapara I MCIUOUHCKOro MNpPHUMCHCHHA, WM KOIIMKU JOroBopa
00s13aTeNBLHOTO CTpaxOBaHUA KU3HU, 3J0POBbs IMNAOUCHTOB, YYACTBYIOIIHX B KIWMHUYCCKOM
HCCIICOAOBAaHUU  JICKAPCTBECHHOI'O mnmpemnapara i MCIUIIUHCKOI'0  NIPUMCHCHHA, oo
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MIpe/ICTaBJICHHON KOIUHU JJOTOBOpa 00s3aTeIbHOTO CTPAXOBAHHUS, 3aKIIOUEHHOT'O B COOTBETCTBUH
C THIIOBBIMH TIPaBUJIAMH 00S3aTEIHHOTO CTPAXOBAHMS, C YKA3aHUEM MPEIeTbHON YHCICHHOCTH
MAlMEHTOB, YYacTBYIOIIMX B KIMHUYECKOM HMCCIEJI0BAaHUU JIEKAPCTBEHHOTO Ipernapara aiis
MEIWIIMHCKOTO TpPHUMEHEHUs, 0e3 TpeOOBaHWS yIUIATBI TOCYNAPCTBEHHOW  TOIUIMHBI,
MPeAyCMOTPEHHOM 3aKOHOIaTeabCcTBOM Poccuiickoit denepanun o Haiorax u cbopax. (B pei.
denepanbaoro 3akona ot 29.11.2010 N 313-P3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BaliOTe A0 JHS BCTYIJICHHS B CHJIy HACTOALIETO
@denepalibHOTO 3aKOHA MPEACIbHbIE OTIYCKHBIE LIEHBl MHOCTPAHHBIX IPOU3BOJUTENIECH Ha
JIEKapCTBEHHbIE MpEnaparThbl, BKIIOYEHHbIE B IEPEUYCHb KU3HEHHO HEOOXOIUMBIX U BaKHEHUIINX
JICKapCTBEHHBIX IPENapaTroB, MOJJIeKAT mepecdery B pyosu mo kypcy LlenTpampHoro OaHka
Poccuiickoit @enepanun Ha nary, ycraHoBieHHYyIo IIpaBurensctBoM Poccuiickoit dexneparuu,
0e3 mpencTaBIeHUs 3asBJICHUS O IIepecueTe IEHbl ¢ BHECEHUEM COOTBETCTBYIOUIMX U3MEHEHUH B
rOCy/IapCTBEHHBIH pPEECTp MPEIENIbHBIX OTIYCKHBIX LIE€H MPOU3BOAMUTENECH Ha JIEKapCTBEHHBIE
IpenapaThl, BKJIIOUCHHbIE B MIEPEYCHb KU3HEHHO HEOOXOIMMBIX M BaXKHEUIINX JIE€KAapCTBEHHBIX
npenaparos. (B pen. @enepanpHoro 3akoHa ot 11.10.2010 N 271-D3)

3.6. 3apeructpupoBaHHBIC 10 AHS BCTYIUICHHS B cuUiy Hacrosiero denepanbHOro 3akoHa
MpeieIbHbIC OTHYCKHBIC IEHbI POCCHHCKUX MPOU3BOIUTENICH Ha JIEKAPCTBCHHBIC IMPETapaThl,
BKJIFOUCHHBIC B TIEPEUCHb )KM3HEHHO HEOOXOIUMBIX U BOXKHECUIIINUX JIEKAPCTBEHHBIX MPENapaTosB,
noJutexar uHaekcanuu ¢ 1 Hosopst 2010 roma ucxoast U3 MPOrHO3UPYEMOTO YPOBHS MHQIIALIUY,
ycraHoBieHHoro denepanbHbiM 3aKkoHOM OT 2 aekabps 2009 roma N 308-03 "O denepanbHOM
oromkere Ha 2010 rox m Ha mnanoBeii mepuon 2011 m 2012 romos" Ha 2011 ron. (B pen.
denepanbaoro 3akona ot 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 roma He nomyckarTCsi HPOM3BOACTBO U BBO3 B Poccuiickyro
denepalyio JIEKapCTBEHHBIX MPENapaToB B YIIaKOBKAaX C MAPKUPOBKOM, KOTOpas ObliIa HaHECEHa
70 AHSA BCTYIUIEHHMS B cuily Hactosmero ®dexepanbHoro 3akoHa. [lo mcTeueHMH yka3aHHOTO
CpOKa JaHHbIE JIEKapCTBEHHBbIE IIpemaparbl MOTYT OTIIYCKAaTbCs, PEaJM30BBIBATHCA,
nepeaaBaTbCa U IPUMCHATLCA 1O UCTCUCHUS UX CPOKA 'OAHOCTH. (B pea. d)ez[epam,HLIx 3aKOHOB
ot 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co nHA BecTymuleHus B cwily Hacrosuiero ®enepansHoro 3akoHa u no 30 anpens 2011 roga
BKJIFOUHTENIBHO JIOMYCKAETCsl MPOBEAEHUE AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JKCIEpPTaMU
9KCIIEPTHOIO YUYPEKIECHUS [0 NPOXOXKIEHUS MMM AaTTECTallMM B IOPSJIKE, YCTAaHOBICHHOM
YIIOJIHOMOYEHHBIM (he/iepaibHbIM OPTaHOM HCTIOJIHUTENIBHON BIACTH.

5. Co nmHs BeTymieHHs B cully Hactosmiero ®enepanbHoro 3akoHa u 1o 31 nexadbps 2013 roga
BKJIFOUMTENBHO OCYIIECTBISECTCS TMEpPEeX0J K MPOU3ZBOACTBY JIEKApCTBEHHBIX CpPEACTB B
COOTBETCTBUU C MPaBUJIAMU OpTraHU3allMU MPOU3BOJICTBA U KOHTPOJISI KaueCcTBa JIEKAPCTBEHHBIX
CpPEeACTB, yKa3aHHbIMM B 4acTu | crtatbu 45 Hactosimero denepanbHOro 3aKOoHa, B TMOJHOM
ooveme. Cpoku Tmepexojia MPOU3BOJACTBA JIEKAPCTBEHHBIX CPEJICTB K HX MPOU3BOJCTBY B
COOTBETCTBHU C KOHKPETHBIMU TPEOOBAHMSIMHU NTaHHBIX TPaBUJ, BKIIOYAs CPOKH aTTECTaIlUH
YIIOJTHOMOYEHHBIX JIHII, YKa3aHHBIX B 4YacTsAX 6 u 7 crathu 45 Hacrosmiero deaepaibHOro
3aKOHa, ycraHaBiauBaroTcs [IpasurenscrtBoM Poccniickoit denepanuu.

6. Jlunen3nn Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, BbIAaHHbIE 10 | sHBapsa 2014 rona,
neiictByror nocne 1 suBaps 2014 roma 1o uUcTedeHHs CpOKa UX JEHCTBUS TNPU YCIOBUHU
COOTBETCTBHS JIMIIEH3UMAaTa IpaBWJIaM OpraHu3allMd TPOM3BOACTBA M KOHTPOJS KauecTBa
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JIEKapCTBEHHBIX CPE/ICTB, YKa3aHHBIM B yacTH 1 cratbu 45 HacTosmero denepanbHOro 3aKoHa.

7. ®opmupoBaHUE TOCYAAPCTBEHHOTO 3aJlaHUsl HA MPOBEICHUE SKCIEPTHU3bI JICKAPCTBEHHBIX
CpencTB (QenepalibHOMY TOCYIapCTBEHHOMY OIOJDKETHOMY VYUPEXKIEHUIO IO MPOBEICHUIO
IKCIIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB U (PMHAHCOBOE OOCCIICUCHUE BBIIOJIHCHUS TOTO 3aJIaHuUs
OCYILIECTBIISIIOTCS B MOPSJIKE, YCTaHOBJIEHHOM DenepaibHbIM 3aKOHOM OT 12 sHBaps 1996 rona

N 7-®3 "O nexkommMmepueckux opranuzauusax’. (B pex. @enepanbHoro 3akoHa or 29.11.2010 N
313-3)

IIpe3uoenm Poccutickou @edepayuu

. MEIBEJIEB

Mocksa, Kpemib
12 anpens 2010 rona
N 61-®3
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