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CIHCOK U3MEHSIONMUX TOKYMEHTOB
(B pen. @enepanbubix 3akoHOB 0T 27.07.2010 N 192-D3,

or 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3,
oT 25.06.2012 N 93-®@3, ot 25.12.2012 N 262-D3, ot 02.07.2013 N 185-D3,
oT 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,

o1 22.12.2014 N 429-@3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
0T 29.06.2015 N 160-®3, ot 13.07.2015 N 233-®3, ot 13.07.2015 N 241-D3,
ot 13.07.2015 N 262-®3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-D3,
ot 02.06.2016 N 163-®3, ot 03.07.2016 N 261-D3, ot 03.07.2016 N 305-D3,
ot 03.07.2016 N 350-®3, ot 29.07.2017 N 242-D3, o1 29.07.2017 N 278-D3,

ot 28.12.2017 N 425-®3 (pexn. 28.11.2018), ot 04.06.2018 N 140-D3,
oT 28.11.2018 N 449-®3, ot 27.12.2018 N 511-®3, ot 06.06.2019 N 134-D3,

o1 26.07.2019 N 240-®3, ot 02.08.2019 N 297-D3)

Mnaea 1. OBLWME NMOJIOXKEHUA
Cratbs 1. MpeameT perynupoBaHus HacTosiwero PegepanbHOro 3akoHa

1. Hacrosmmii @enepanbHblii 3aKOH PETYJIHMPYET OTHOILIEHUS, BO3HMKAIOUINE B CBS3HM C
oOpamieHneM -  pa3pabOTKOH,  JOKIMHUYECKMMU  MCCIEJOBAHUAMH,  KIMHUYECKHUMHU
HCCIIENOBAaHUSAMH, DKCIEPTU30M, TOCYAApCTBEHHOM pErucTpanuei, €O CTaHgapTh3alued U C
KOHTPOJIEM KadecTBa, IPOU3BOJICTBOM, H3rOTOBJIICHHEM, XPAaHEHUEM, IIEPEBO3KOW, BBO30OM B
Poccuiickyro ®enepauuto, BbiBO30M H3 Poccuiickonn @enepaunuu, peKiIamMou, OTIIYCKOM,
peann3anmen, nepegadyei, IpUMEHEHNEM, YHUYTOKCHUEM JICKAPCTBEHHBIX CPENICTB.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

2. Hacrosmmuit @enepanbHblii 3aKOH YCTAHABIMBAECT MPUOPUTET TOCYIAPCTBEHHOTO
perynupoBaHus O€30MIaCHOCTH, KadecTBa M A(PQPEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB INPH HX
oOpareHumu.

(B pen. @enepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

Cratbsa 2. Chepa npumeHeHns HacTosiwero ®epepanbLHOro 3akoHa



Hacrosimmit  denepanbHblii 3aKOH TPUMEHSIETCS K OTHOIICHUSM, BO3HUKAIOIIMM IpPU
o0pallleHnH JIEKapCTBEHHBIX CPEJICTB Ha Tepputopun Poccuiickoit dexepannu.

Cratbsa 3. 3akoHoAgaTeNnbLCTBO 06 OOpaLleHun NneKapCcTBeHHbIX CPeacTB

1. 3akoHOHATENHCTBO 00 OOpalIeHUM JIEKAPCTBEHHBIX CPEACTB COCTOUT U3 HACTOSIIErO
®denepallbHOTO 3aKOHA, APYTrux (eaepaabHbIX 3aKOHOB M HWHBIX HOPMATHBHBIX NPABOBBIX AKTOB
Poccuiickoit denepanuu.

1.1. 3akoHOMAaTENBCTBO 00 OOpPAIICHUH JICKAPCTBEHHBIX CPEJICTB B OTHOIICHUH IOPUTIAYECKHUX
JUL ¥ UHIUBUAYAJbHBIX MpPEANpPUHUMATENICH, OCYUIECTBISIONIUX JIEATEIbHOCTh Ha TEPPUTOPUU
MEXKIYyHApOIHOTO  MEIUIIMHCKOTO  KJjacTepa, TMPUMEHSETCSl C  y4eToM OCOOCHHOCTEH,
ycTaHOBJIEHHBIX DenepaibHbIM 3aKOHOM "O MEXIyHapOAHOM MEAUIIMHCKOM KJIaCTepe U BHECEHUU
W3MEHEHUH B OTJEIbHbBIC 3aKOHOJaTeNbHbIC aKThl Poccuiickoi denepaunn’.
(uacts 1.1 BBenena @enepanbHbIM 3ak0HOM OT 29.06.2015 N 160-D3)

2. JletictBue Hactosimero @denepadbHOTO 3aKOHA PACIPOCTPAHSIETCS Ha oOOpaleHue
HapKOTI/I‘-IeCKI/IX HeKapCTBeHHBIX CpC,Z[CTB 148 HCI/IXOTpOHHBIX HeKapCTBeHHLIX CpeI[CTB C y‘-ICTOM
0COOEHHOCTEH, yCTAaHOBJICHHBIX 3aKOHOJIATeNbCcTBOM Poccuiickoit denepanmn 0 HApPKOTHUECKHUX
CpeACTBax, MCUXOTPOITHBIX BELIECTBAX U 00 MX MpeKypcopax.

3. [MetictBue Hactosmero denepadbHOTO 3aKOHA PACIPOCTPAHIETCS Ha OOpaleHue
pannodapmManeBTUYeCKUX JIEKAPCTBEHHBIX CPEICTB C YYETOM OCOOEHHOCTEH, YCTaHOBIIEHHBIX
3aKOHOJIaTeILCTBOM  Poccmiickoit  ®Denepanmu B oOmacTu  oOecreueHUs  paadaluoOHHON
0C30I1aCHOCTH.

4. Eciiu MexxayHapoaHbIM oroBopoM Poccuiickort @enepany yCTaHOBICHBI MHBIE MpaBuiIa,
4YCM TC, KOTOPBIC MPCAYCMOTPCHBI HACTOAIIHUM q)el[epaJILHI:IM 3aKOHOM, NPHUMCHAIOTCA IIpaBUJia
MEXIyHapOAHOIO JOTOBOPA.

5. B Poccuiickon deneparuu B COOTBETCTBUU C MEXKAYHAPOAHBIMU J0roBopaMu Poccuiickon
Oenepannu U (UMW) HA OCHOBE MPHUHIIMIIA B3aUMHOCTH TPU3HAIOTCS PE3YyJIbTAaThl KIMHHUYECKUX
HCCIE0OBaHUM JIEKAPCTBEHHBIX MMpEnapaToB s MEIULMHCKOTO NMPUMEHEHMs, MPOBEJICHHBIX 3a
npeaenamu reppuropun Poccuiickonn @enepanyu.

Ctatbsi 4. OCHOBHbIe MOHATUA, UcCNoNb3yeMble B HacTosiweM denepanbHOM
3aKoHe

I[J'I}I Lejiei HacTOSIIEeTo d)ez[epanLHoro 3dKOHa HCHOJIB3YIKOTCA CJICAYHOIIHUE OCHOBHBIC
IIOHATHUA:

1) nexkapcTBEHHBIE CpEJCTBa - BELIECTBA WIM MX KOMOMHAIMM, BCTyHAlOIIME B KOHTAKT C
OpPraHU3MOM YEJIOBEKA WM KUBOTHOT'O, IIPOHUKAIOIIME B OPraHbl, TKAHW OPraHU3Ma YeJIOBEKA WIH
’KMBOTHOT'O, IPUMEHSEMBbIE Ul NPOGUIAKTUKY, TUATHOCTUKU (32 UCKIIIOUEHHEM BEIIECTB WIN UX
KOMOWHAIWMA, HE KOHTAKTHPYIOIIMX C OpPraHMu3MOM 4YeJOBeKa WM JKHUBOTHOTO), JICUCHHUS
3a0oseBaHus, peabWINTalUHY, U1 COXPAHEHUs, IPEJOTBPALLICHHUS WU [IPEPbIBAaHUS OEpEMEHHOCTH
U IIOJIyYEHHBIE W3 KpOBH, IUIa3Mbl KPOBH, M3 OPraHOB, TKAHEW OpraHU3Ma 4YeJlOBEKa WU
KMBOTHOTO, PAacTeHUN, MMHEPAJOB METOJAaMHM CHHTE3a WU C NPUMEHEHUEM OHOJOTHMYECKUX
TexHojoruil. K JexkapcTBEHHBIM CpeAcTBaM OTHOCSTCS (hapMaleBTUUECKUE CYOCTaHLMU H
JIEKApCTBEHHBIE IIpEnaparsl;



2) dapmaneBTHUecKkass CyOCTaHIUMs - JIEKAPCTBEHHOE CPEICTBO B BHJAE OJHOTO WIIU
HECKOJIbKMX oOJafaronux (HapMaKoJOTHUECKOW aKTUBHOCTBIO JIEHCTBYIOIIMX BEIICCTB BHE
3aBUCUMOCTH OT TIPUPOJBI MPOUCXOXKACHHUS, KOTOPOE TMPEJHA3HAUECHO /I MPOU3BOACTBA,
M3TOTOBJICHHS JICKAPCTBEHHBIX MPENapaToB U onpeaesseT ux 3QpGheKTUBHOCTS;

(n. 2 B pen. @enepasibHOro 3akoHa ot 22.12.2014 N 429-03)

3) BcmoMoraTtenbHbIE BEIIECTBA - BEIIECTBA HEOPraHMYECKOro WM OpPraHuYecKoro
MPOUCXOXKICHHS, HCIOJIb3YyEeMblEe B TMPOIECCE NPOU3BOACTBA, H3TOTOBJIEHUS JIEKAPCTBEHHBIX
[pernapaToB JIsl IPUAAHUS UM HEOOXOTUMBIX (PUZNKO-XUMUYECKUX CBONCTB;

4) nexapcTBEHHBIC Tperaparbl - JEKapCTBEHHBIE CPEACTBAa B BUJAE JIGKAPCTBEHHBIX (HOpM,
IpUMEHsIeMble Ul NPOQWIAKTUKU, TUArHOCTUKH, JIeUeHUs 3a0o0JjieBaHMs, peaOMIUTaLuu, Iis
COXpaHEeHHUs, IPEAOTBPAIICHHUS WU NPEphIBaHUs OEPEMEHHOCTH;

5) nekapctBeHHas (opMa - COCTOSHHE JICKapCTBEHHOTO TIperapara, COOTBETCTBYIOIIEE
crocobaM ero BBEIEHUS W TMPUMEHEHUS H O00eCleuuBaroniee IOCTIKEHHE HEOOXOAMMOro
nedebHoro a3 dexra;

5.1) no3upoBKa - coOIEpKaHWE OJHOTO WJIM HECKOJIbKUX JEHCTBYIOIIMX BELIECTB B
KOJIMYECTBEHHOM BBIPQKCHUN HA €IUHHUILYy JO3BI, WIH €IUHHIYy 00beMa, WM E€AWHHUIYy MacChl B
COOTBETCTBUM C JICKAPCTBEHHOM (opMol 1MOO AJii HEKOTOPHIX BHJIOB JIEKAPCTBEHHBIX (hopM
KOJIMYECTBO BBICBOOOXKAEMOTO U3 JIEKAPCTBEHHOW (DOPMBI JICHCTBYIONIETO BEIIECTBA 32 €IUHHUILY
BpPEMEHU;

(. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) TepedyeHb KU3HEHHO HEOOXOMUMBIX M BaXXHEHIIUX JIEKAPCTBEHHBIX IMPEMapaToB -
exeroaHo ytBepxkaaeMmbiid [IpaButensctBoM Poccuiickoit denepanvin nepedyeHb JIEKapCTBEHHBIX
MpernapaToB JUisi MEIUIIMHCKOTO MPUMEHEHHs, 00eCNeUYHBAIONINX MPUOPUTETHBIE TOTPEOHOCTH
3/IpaBOOXpAHEHUS B LIENAX MPO(UIAKTUKY U JIedeHHs 3a00JIeBaHUM, B TOM YHCIIe MPeo0Ialalonux
B CTpYKType 3aboneBaeMocTr B Poccuiickoit denepanuu;

6.1) opdaHHbIe JIeKapCTBEHHBIE MpenapaTsl - JIEKAPCTBEHHbIE MPENapaThl, IpeJHa3HAUYCHHbIE
UCKJIFOUUTENIBHO JUISl AMArHOCTUKY MM NAaTOr€HETHYECKOTro JIeYeHus (JIeYeHHUs1, HalpaBJIEHHOTO Ha
MEXaHHU3M pa3BUTHsI 3a00s1eBaHMs) peKUX (OppaHHbIX) 3a00JI€BaHUI;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

6.2) OuosiornyecKkue JeKapCTBEHHbIE MpPEenaparkl - JIEKAPCTBEHHbBIE MPenapaThl, JeHCTBYOIIEE
BEIIECTBO KOTOPBIX TIPOM3BENEHO WM BBIACICHO U3 OHOJOTMYECKOr0 HCTOYHHKA W JUIs
OTpeeJICHUs] CBOWCTB M KauyecTBa KOTOPBIX HEOOXOauMa KOMOWHAIMS OHOJOTHUYECKUX W
GU3NKO-XUMHYECKUX MeToJoB. K OHOJOrMuecKuM JIeKapCTBEHHBIM IpernaparaM OTHOCSTCS
MMMYHOOHOJIOTHUECKUE JIEKaPCTBEHHBIE TpenapaThl, JIEKapCTBEHHBIE TIpenapaThl, TOJTYYCHHBIC U3
KpOBM, IUIa3Mbl KpOBM UEJIOBEKAa M JKMBOTHBIX (32 HCKJIIOYEHHEM LEJIBHOW KpOBH),
OMOTEXHOJIOTMYECKHE JIGKAPCTBEHHBIC  TIpenapaThl, T'€HOTEPANeBTUYECKHE JIEKAPCTBEHHBIC
Ipernaparsl;

(m. 6.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

7) UMMyHOOHOIIOTUYECKHE JIEKapCTBEHHBIE TMpemapaThl - JEKapCTBEHHBIE MperapaTsl,
MpeIHa3HauYeHHbIe Uil (OPMHUPOBAHHMS AKTUBHOTO WJIM TIACCHBHOIO HMMMYHHUTETa JIHOO
JUArHOCTUKH HalW4YUs HMMMYHUTETa WM JHATHOCTUKH CIeNU(pUUecKoro mpuoOpeTeHHOro
W3MEHEHUS MMMYHOJIOTHYECKOTO OTBETa  Ha aJJIEPrU3upyroLne BEIIECTBA. K
UMMYHOOHOJIOTHYECKUM JIEKAPCTBEHHBIM IpernapaTaM OTHOCSTCS BaKIIMHBI, aHATOKCUHBI, TOKCHUHBI,



CBIBOPOTKH, UMMYHOTJIOOYJIMHBI U aJUIEPTeHbI;
(. 7 B pen. @enepanbHOTO 3aK0Ha OT 22.12.2014 N 429-D3)

7.1) OMOTEXHOJIOTUYECKHE JIEKAaPCTBEHHBIC TpemnapaTbhl - JIEKapCTBEHHBIC IIperaparsl,
IIPOM3BOJICTBO KOTOPBIX OCYIIECTBISETCA C HUCIOJIb30BAHUEM OMOTEXHOJOTHYECKUX MPOLECCOB U
metozoB (B ToM umcine JIHK-pekoMOMHAaHTHON TEXHOJOTHM, TEXHOJOTHH KOHTPOJIUPYEMOU
HKCIPECCUH I€HOB, KOAUPYIOLIMX OMOJIOIMYEeCKH aKTHBHBIE O€NKH B IMPOKapUOTax M dyKapuoTax,
BKJIIOYass M3MEHEHHbIE KJIETKM MJICKONUTAIONINX), THOPUIAOMHOIO METOo/a U  METoAa
MOHOKJIOHAJIBHBIX aHTHUTEIT;

(n. 7.1 BBenen denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

7.2) TreHOTepaneBTUYECKHE JICKapCTBEHHbIC IIpenapaThl - JIEKAPCTBEHHBbIE Ipenaparsl,
(bapmarieBTHUECKas! CyOCTaHIUS KOTOPBIX SIBISETCS PEKOMOMHAHTHOW HYKJIEUMHOBOW KHUCIOTON MIIH
BKJIIOYaeT B Ce€0d PEKOMOMHAHTHYIO HYKJIEMHOBYIO KHUCIIOTY, IO3BOJIIOUIYIO OCYIIECTBIIAThH
peryiupoBaHMe,  pemapanuio, 3aMeHy, J00aBleHHEe  WIM  yAAaJeHHE  T'eHETHYECKOM
[0CJIEI0BATEIbHOCTH;

(n. 7.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

8) HAapKOTHYECKHE JIEKapCTBEHHbIE CpEACTBA - JIEKAPCTBEHHBbIE Ipenaparsl U
bapmarieBTHUECKUE CYOCTaHIIUM, COJEpiKallie HApKOTHYECKHE CpPEJCTBA M BKIIOYCHHBIE B
IlepedyeHbp HAPKOTHUYECKUX CPEACTB, NCUXOTPOIHBIX BEIIECTB M HX IPEKYPCOPOB, MOMJIEKAIIUX
KOHTpot0 B Poccuiickonn ®enepanuu, B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepaunn, MEXIyHaApOJIHBIMH JoroBopaMu Poccuiickoit ®enepaunu, B TOM uucie EnunHoii
KOHBEHIIMEN O HAPKOTUYECKUX cpeacTBax 1961 roaa;

9) mnCUXOTpONHBIE  JIGKAPCTBEHHBIE  CpPEACTBA -  JIGKAPCTBEHHBIC  TMpemapaTbl U
dapmaneBTHUECKUE CYOCTaHIIMM, COJEpIXKAIIUE TICHXOTPOMHBIE BEMIECTBA M BKIIOYEHHBIC B
[lepedyeHb HaApKOTUYECKUX CPEACTB, MCUXOTPOIHBIX BEIIECTB M HMX MPEKYPCOPOB, MOMJICKAIINX
KOHTpot0 B Poccuiickonn ®enepanuu, B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepanun, MEXIyHaApPOIHBIMU JoroBopaMu Poccuiickoit @enepannu, B ToM unciie KonBeHue o
MICUXOTPONHBIX BemecTBax 1971 roxa;

10) paguodapmarieBTHIECKUE JICKAPCTBEHHBIC CPEICTBA - JICKAPCTBCHHBIE CPEJICTBA, KOTOPHIS
colepkaT B TOTOBOM [UIsi MCHOJB30BaHUS (opMe OIUH PAAUOHYKIWJI WIM HECKOIBKO
PaAMOHYKINJIOB (paAMOAaKTUBHBIX H30TOIOB);

11) pedepeHTHBIN JIeKapCTBEHHBIN Mpemapar - JIEKapCTBEHHBIN MpenapaT, KOTOPbIi BIEPBbIC
3apeructpupoBaH B Poccuiickoit denepannu, kauecTBo, 3HHEKTHBHOCTS U 0€30TTACHOCTH KOTOPOTO
JI0Ka3aHbl HA OCHOBAaHUM PE3yJITATOB JOKIMHHUYECKUX HCCIICOBAHUI JIEKAPCTBEHHBIX CPEICTB U
KIMHHYCCKUX HCCIICAOBaHUI JICKAPCTBCHHBIX IPEMaparoB, IMPOBEIACHHBIX B COOTBETCTBHH C
TpeOoBaHusAMU dacTeii 6 u 7 crarbu 18 Hacrosimero ®denepanbHOr0 3aKOHAa B OTHOIICHHH
JICKApCTBEHHBIX CPEJCTB TSI MEAMIIMHCKOTO MPUMEHEHHS JTHOO B COOTBETCTBHH C TPEOOBAHUSIMHU
cratbu 12 Hacrosimero ®exepaqbHOrO0 3aKOHA B OTHOUICHHUU JIEKAPCTBEHHBIX CPEICTB IS
BETCPUHAPHOTO TMPUMEHEHUS, U KOTOPBIH HCIIOJIB3YEeTCs IS OLEHKH OHMOAKBHUBAJICHTHOCTH WIIH
TEPareBTUUCCKOW  SKBUBAJICHTHOCTH,  KauecTBa,  A((EKTUBHOCTH W 0E30MaCHOCTH
BOCITPOM3BEICHHOTO WJIM OMOaHaIoroBOro (OMOMo00HOT0) JIEKAPCTBEHHOTO TIpernapara;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

12) Bocmpou3BeIEHHBIN JIEKApCTBEHHBIM IMpenapar - JIEKapCTBEHHBIM Mpenapar, KOTOPBIN
HMMEET TaKOM K€ KaueCTBEHHBIM COCTAaB M KOJIMYECTBEHHBIN COCTAB JEHCTBYIOIIMUX BEIECTB B TAKOMN
ke JIEKapCTBEHHOU (popme, uTo U peepeHTHBIN JICKaPCTBCHHBIN TIperapar, i OMOIKBUBAJICHTHOCTH



WIA TEpaneBTHYECKass 3KBUBAJIEHTHOCTb KOTOPOTO pe(epeHTHOMY JIEKApPCTBEHHOMY Ipenapary
MOJTBEPAK/I€HA COOTBETCTBYIOUIMMHU UCCIIEI0BaHUAMU;
(n. 12 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

12.1) TepameBTHYECKass SKBUBAJICHTHOCTh - JOCTHKCHUE KIMHHYECKH COMOCTaBUMOTO
TepareBTHUECKOro 3¢ ¢eKxTa Mpyu MPUMEHEHUH JIEKApCTBEHHBIX MpEnapaToB sl MEAMLUHCKOTO
MPUMEHEHUs JUIsi OOHOM M TOM jKe€ TIpynmbl OOJMBHBIX IO OJHHMM U TEM JK€ IMOKa3aHUsM K
IIPUMEHEHUIO;

(m. 12.1 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

12.2) OuoananoroBblii (OMOMOMOOHBIN) JeKapCTBEHHBIM mpemapar (OwoaHaior) -
OMOJIOTUYECKHI JICKaPCTBEHHBIN Tpemnapar, CX0XH Mo mapaMeTpaM KadecTBa, 3G(PEeKTUBHOCTH H
Oe3omacHOCTH C pedepeHTHBIM OHOJIIOTUYECKUM JIEKAPCTBEHHBIM TIperapaTtoM B TaKOW ke
JIEKapCTBEHHOU (popMe M MMEIOIINN UASHTUIHBINA CITIOCO0 BBEACHUS;

(n. 12.2 BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

12.3) B3amMo3aMeHsSEMBI JIEKAPCTBEHHBIM TMpernapaT - JIEKapCTBEHHBIH TMpemapaTr ¢
JIOKa3aHHOW TEpaneBTUYECKOM JKBUBAJICHTHOCTHIO WM OWOIKBHUBAJICHTHOCTHIO B OTHOIICHHH
pedepeHTHOro JEKapCTBEHHOTO Mpernapara, MMEIOIIUNA SKBUBAJICHTHBIE €My KaueCTBEHHBIM COCTaB
U KOJIMYECTBEHHBI COCTAaB JEHCTBYIOIIMX BEUIECTB, COCTaB BCIOMOIATEJIbHBIX BELIECTB,
JIEKapCTBEHHYIO ()OpMY U CITOCOO BBE/ICHHS;

(n. 12.3 BBeneH PenepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-D3)

13) nexapcTBEHHOE PACTHTEIBHOE CBHIPhE - CBEKHE WIIM BBICYIIEHHBIE PACTEHHUS MO0 X
YacTH, WCIOJb3yE€MbIE€ [JJiIi TPOU3BOJACTBA JIGKAPCTBEHHBIX CPEJICTB OpraHu3alusiMU -
MIPOU3BOJIUTENISIMA JIEKAPCTBEHHBIX CPEACTB WM M3TOTOBIICHUS JIEKAPCTBEHHBIX IPEMapaToB
anTeUYHBIMH OPTraHU3alUSIMH, BETEPHHAPHBIMU AlTEYHBIMU OPTaHU3AIMSIMH, WHIUBUIYaTbHBIMU
MpeapUHUMATESIMU, UMEIOIIMMH JIMLIEH3HIO Ha (papMalieBTUUECKYIO JIeATEIbHOCTb;

14) nexapCTBEHHBIN pacCTUTEIBHBIM IpenapaT - JEKapCTBEHHBIN Mpenapar, NpOU3BEASHHBIN
WIA W3TOTOBJIEHHBIH M3 OJHOTO BUJAA JIEKAPCTBEHHOI'O PACTHTEIBHOIO ChHIPbSl MM HECKOJIBKUX
BUJIOB TAKOTO CBIPbsl M peannu3yeMblii B pacacoBaHHOM BUJE BO BTOPUYHOH (MOTPEOUTENHCKOM)
YIaKOBKE;

15) romeomarWyeckuii  JIEKapCTBEHHBIM  MpemapaT - JIGKapCTBEHHBIH  Iperapar,
MIPOM3BEACHHBINA MM U3TOTOBJICHHBIN M3 (DapMalleBTHUECKON CyOCTaHIIMH MU (hapMaleBTHUECKUX
cyOcCTaHIIMi1 B COOTBETCTBUH C TPEOOBaHUAMHU OOIINX (apMaKOIEHHBIX CTaTeH K TOMEOIaTHYECKIM
JICKApCTBCHHBIM IIpf€riapataM HWJIKW B COOTBCTCTBHUU C TpC6OBaHI/I$IMI/I Q)apMaKoneH CTpaHbL
MPOM3BOAMTENS TAKOTO JIGKAPCTBEHHOTO Mpernapara;

(m. 15 B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

16) MexayHapoAHOE HENaTeHTOBAHHOE HAMMEHOBAHME JIEKAPCTBEHHOI'O CpeAcTBa -
HAaMEHOBAHME [ICHCTBYIOIIETO BemlecTBa (papMameBTUUYECKOH CyOCTaHIIMH, PEKOMEHIOBaHHOE
BcemupHol opranusanuen 31paBoOXpaHeHus;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

17) ToproBoe HaMMEHOBaHHE JIEKAPCTBEHHOI'O CPEJCTBA - HAaMMEHOBAaHHUE JIEKAPCTBEHHOTO
CpEACTBa, NMPHUCBOCHHOE €ro pa3padOTYMKOM, JEpXKATENEeM WU BIAJENbLEM PErHCTPALMOHHOIO
yJIOCTOBEpEHHs JISKapCTBEHHOI'O Mpenapara;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)



17.1) rpynnupoBOYHOE HAMMEHOBAaHUE JIEKAPCTBEHHOI'O IIpemnapaTa - HauMEHOBAaHUE
JIEKapCTBEHHOT'O Ipernapara, He MMEIOLIEro MEX1yHapOJHOI0 HENaTEeHTOBAHHOIO HAaWMEHOBAHUS,
WM KOMOMHALIMY JIEKapCTBEHHBIX MPENapaToB, UCTIONb3YEeMOE B IENAX 00BbEIUHEHUS UX B TPYIILY
10J] €IMHBIM HAUMEHOBAHUEM UCXOS U3 OJIMHAKOBOI'O COCTAaBA JEMCTBYIOIIUX BELIECTB;

(n. 17.1 BBenen @enepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

18) obOmas QapmakoneitHas cTaThsd - JTOKYMEHT, YTBEPXKICHHBIH YIOJHOMOYCHHBIM
(benepaabHBIM OPTaHOM UCIIOJHUTEIBHON BIACTH U COAEPIKAIINN MepEeUYeHb ToKa3aTelield KauecTBa
u (WIM) METOJOB KOHTPOJS KauecTBa KOHKPETHOW JIEKApCTBEHHOW (OPMBI, JIEKapCTBEHHOIO
PaCTHTENBHOTO CHIPbS, OMHCAHUS OWOJOTHYECKHX, OMOXMMHYECKUX, MHUKPOOHOIOTHUYECKUX,
(U3UKO-XUMHUYECKUX, (DU3MUECKUX, XUMHUYECKUX M JAPYTUX METOJOB aHajiu3a JEKapCTBEHHOI'O
CpelCTBa, a Takke TpeOOBaHUS K HCIOIb3YEeMbIM B IIENIAX NPOBEACHHS JaHHOTO aHaln3a
peakTuBaM, TUTPOBAHHBIM PACTBOPAM, HHAUKATOPAM;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

19) dapmakorieitHas cTaThsi - JOKYMEHT, YTBEPXKICHHBIM YITOJHOMOYEHHBIM (eepabHbIM
OpraHOM HCIIOJIHUTEJIBHOM BJIACTH M COJACPIKALIUN IEepedYeHb IOKA3aTEJIe KauyecTBa U METOOB
KOHTPOJI Ka4eCTBa JIEKAPCTBEHHOT'O CPE/ICTBA;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

19.1) cranmaptHbie o0Opasmbl - BEMIECTBAa, TOCPEIACTBOM CpaBHEHUS C KOTOPBIMU
OCYILIECTBJISIETCS KOHTPOJb KauecTBa MCCIEAYEMBIX JIEKAPCTBEHHBIX CPEACTB C IOMOIIBIO
(U3UKO-XMMHUYECKUX M OHOJOTMYECKMX METOJOB B LENAX TMOATBEPKACHUS COOTBETCTBUS
JIEKapCTBEHHBIX CPEACTB TPEOOBAHUSAM HOPMATHBHON JIOKYMEHTAIMH, YCTAHOBICHHBIM IIPH
OCYIIECTBJIEHUN TOCYJAapCTBEHHOW pEerucTpanuu, U KOTOpble MPUMEHSIOTCS IS KaaTuOpOBKHU
CTaHJAPTHBIX 00pAa3I0B MPOU3BOAUTEINS JEKAPCTBEHHBIX CPEACTB, UCIOJNb3YEMBIX JUIsI KOHTPOJIS
KauecTBa M MHBIX LIeJeH Mpu 00palieH!H JIEKapCTBEHHbBIX CPE/ICTB;

(m. 19.1 BBenen @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

19.2) dapmakoneiHbIii cTaHAAPTHBIA 00pasel] - CTaHAAPTHBIN 00pasel], MPOU3BEACHHBIA B
COOTBETCTBUH C (papMaKoONeitHON CTaThei;
(. 19.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

20) HOpMAaTHUBHAA NJOKYMCHTAUUA - JOKYMCHT, coz[epx(amnﬁ NEpCUCHb ONPCACIACMBIX TI0
pe3yjibTaTaM COOTBCTCTBYIOIIHUX 3KCIICPTU3 IoKa3aTeliell KadecTBa JICKAPCTBCHHOT'O CPEACTBA AJIiA
MCOUIIUHCKOI'O MPUMCHCHHA, MCETOAOB KOHTPOJA €ro KadeCrBa U yCTaHOBHeHHBIﬁ €ro
IMPOU3BOAUTCIICM;

21) HOpMaTUBHBIM JOKYMEHT - JOKYMEHT, COJEp’Kallluii IMepeueHb ONpeeNsieMbIX 10
pe3ynbTaTaM COOTBETCTBYIOIIMX SKCIIEPTH3 MOKa3aTelel KadecTBa W (MJIM) METOA0B KOHTPOJIS
KayecTBa JeKapCTBEHHOM bopmsl, OTHCaHUS OMOJIOTUYECKHUX, OMOXUMHUYECKUX,
MUKPOOHOJIOTUIECKHX, (DU3UKO-XUMHUECKUX, (QHU3NUECKUX, XUMHUYECKHX MW JPYTHX METOJOB
aHaJN3a JIEKapCTBEHHbBIX CPEACTB JUIsl BETEPUHAPHOTO MPUMEHEHUs, TPeOOBAaHUS K HCIOJIb3YEMbIM
B LEJSIX MNPOBEACHUS JAHHOIO aHalM3a PEeakTHUBaM, TUTPOBAHHBIM pacTBOpaM, MHAMKATOpaM H
YCTAQHOBJICHHBIH €ro NPOU3BOUTEIIEM;

21.1) oOmuit TEXHUYECKUN TOKyMEHT - KOMIUIEKT IOKyMEHTOB M MaTepUaloB, COCTOSALINI U3
HECKOJIbKMX  pa3lelioB - JIOKYMEHTAllMM aJMHHUCTPATUBHOTO  XapakTepa, XUMHUYECKOH,
(dapMareBTHYECKON U OMOJOTUYECKON TOKYMEHTAINH, (hapMaKOJIOTHIECKON, TOKCHKOJIOTHIECKON
JOKYMEHTAIUH, KIMHUYECKON JOKYMEHTAIlMU U MPEICTaBISIEMbI OJHOBPEMEHHO C 3asiBJICHUEM O
roCy/apCTBEHHOW PETUCTpPAllMU JIEKAPCTBEHHOrO IpernapaTta JUisi MEJUIMHCKOrOo MPUMEHEHUsS B



¢dopmare, yCTaHOBJIEHHOM YTIOJIHOMOYEHHBIM (pe/iepaIbHBIM OpPraHOM HCTIOJIHUTEIBHOMN BIIACTH;
(m. 21.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22) KadyecTBO JIEKapCTBEHHOI'O CpPEJICTBA - COOTBETCTBHE JIEKAPCTBEHHOI'O CPENCTBA
TpeOoBaHUAM (hapMaKONEHHOI cTaThu MO0 B cllyyae €€ OTCYTCTBHS HOPMAaTHUBHOM JOKYMEHTAIUH
WM HOPMATHBHOTO JOKYMEHTA;

23) 6e30MacHOCTh JICKAPCTBEHHOTO CPEACTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO CPE/ICTBA,
OCHOBAaHHAsi Ha CpPAaBHUTEIbHOM aHaiu3e ero 3()(EeKTUBHOCTH M pPUCKA TPUUYMHEHHS Bpena
3JI0POBBIO;

24) 3¢ (eKkTUBHOCTH JIEKAPCTBEHHOTO Mperapara - XapaKTepUCTUKA CTETICHU TOJI0KHUTEIBHOTO
BIMSIHUS JICKapCTBEHHOI'O IIperapara Ha TEYeHHe, MPOAOJDKUTEIbHOCTh 3a00JIEBaHUS WM €ro
NpeJOTBpallleHHe, pPeadMIUTAalMIO0, Ha COXpPaHEHWE, TMPEeNOTBpAIlEHUEe WM IMpepbIBaHUE
OCpEeMEHHOCTH;

25) cepusi JIEKapCTBEHHOIO CpEACTBA - KOJMYECTBO JIEKAPCTBEHHOTO CPEACTBA,
IIPOM3BEACHHOE B PE3YJIbTATE OJAHOTO TEXHOJIOTNYECKOI0 IIUKJIA €r0 IPOU3BOIUTEIIEM;

26) perucTpalMoOHHOE YIOCTOBEPEHHE JIEKapCTBEHHOIO Ipenapara - JIOKyMEHT,
HOATBEPKAAIOMNI (PaKT rocy1apCTBEHHON pEerucTpanuy JeKapcTBEHHOTO MIpenapara;

26.1) npepxaTtenbp WIM BIAJAENEl] PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOIO
npernapara - pa3padoT4MK JIEKapCTBEHHOI'O CPECTBA, IPOU3BOIUTENb JIEKAPCTBEHHBIX CPEACTB WIIH
MHOE IOPUIUYECKOe JIMIO, 00Jajaroniee MpaBoM BIIAJCHUS PETHCTPALMOHHBIM yIOCTOBEPEHHUEM,
KOTOPbIE HECYT OTBETCTBEHHOCTb 3a KadecTBO, 3(PPEKTUBHOCTh M 0€30IaCHOCTbH JIEKAPCTBEHHOI'O
npernapara;

(. 26.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

27) perucTpallMOHHBIM HOMEpP - KOJOBOE 0003HAUYE€HHE, MPUCBOCHHOE JIEKAPCTBEHHOMY
Ipernapary MpH ero rocy1apcTBEHHOW perucTpanuu;

28) oOpaiieHue JEKapCTBEHHBIX CPEACTB - pa3padoTKa, IOKIMHMYECKHE MCCIIEeTOBAHUS,
KIMHUYECKHE MCCIEeIOBAHNSA, SKCIEPTU3a, T'OCYIJApCTBEHHAs PETrUCTpalys, CTaHAApTU3aLus H
KOHTPOJIb KauecTBa, MPOM3BOJCTBO, M3TOTOBJIEHUE, XpaHEHME, MepeBo3ka, BBO3 B Poccuiickyro
®enepannio, BbIBO3 U3 Poccuiickori denepanuu, pexiiama, OTHYCK, peaiu3auusd, Mepeaaya,
IPUMEHEHHE, YHUUTOKEHHE JIEKapCTBEHHBIX CPE/ICTB;

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

29) cyOBekTbl OOpalleHusi JIEKApCTBEHHBIX CPEJICTB - (U3MYECKHUE JIMLA, B TOM YHCIE
MHAVBUAYaAJIbHbIE IPEINPUHUMATEIH, U IOPUINYECKUE JIUIA, OCYIIECTBIISIOMINE IEATENbHOCTh IIPU
o0pallleHNH JIEKapCTBEHHBIX CPE/CTB;

30) pa3paboTyuK JIEKAPCTBEHHOTO CPEACTBA - OpraHM3aIys, oOiajaromas IMpaBaMH Ha
pe3ynbTaThl  JAOKIUHUYECKHX  MCCIEAOBAaHUN  JIEKAPCTBEHHOTO  CPEACTBA,  KIMHUYECKUX
MCCIICIOBAaHHH JICKAPCTBEHHOTO Tperapara v (MiIi) Ha TEXHOJIOTHIO TPOU3BOJICTBA JIEKAPCTBEHHOTO
CpEeICTBa;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

31 ) MMPONU3BOACTBO  JICKAPCTBCHHLIX  CPCACTB -  JCATCIBbHOCTb  IIO IMPOU3BOACTBY
JICKApCTBCHHBIX CPCACTB OpraHU3allUAMU - MMPOU3BOAUTCIIAMUA JICKAPCTBCHHBIX CPCACTB Ha OI[HOﬁ
CTanuu, HECKOJIbKHUX HJIM BCCX CTAAUAX TCXHOJOIMYCCKOI'O IpolecCa, a TaKKC [0 XpPAaHCHUIO U



pcam3anu NpOU3BCACHHBIX JICKAPCTBCHHBIX CPCACTB,

31.1) TpoOW3BOJACTBEHHAs IUIOMIAJKA - TEPPUTOPUATBLHO OOOCOOJICHHBIH KOMILICKC
MIPOU3BOJIUTENS JIGKAPCTBEHHBIX CPEJCTB, NMpPEJHA3HAYCHHBIM Ui BBIOJHEHHS BCETO Ipolecca
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB WIIU €T0 OIpeIeICHHON CTaluu;

(n. 31.1 BBenen PenepanbHbIM 3aKk0HOM OT 22.12.2014 N 429-D3)

32) TpOW3BOAMTENH JICKAPCTBEHHBIX CPEICTB - OpraHU3alMs, OCYIICCTBIISIONIAS
HpOI/I3BOI[CTBO JICKapCTBeHHI:IX CpeI[CTB B COOTBCTCTBHUU C Tpe6OBaHHHMH HaCTOAIICT O
®denepaabHOro 3aKOHA;

33) dapmarneBTHUeCKas AEATEIBHOCTh - JEATEIBHOCTh, BKIIOYANONIAs B Ce0S OMNTOBYIO
TOPTOBIIIO JIEKAPCTBEHHBIMH CPEICTBAMU, UX XPAaHEHHUE, EPEBO3KY U (MJIM) POSHUYHYIO TOPTOBIIIO
JIEKApCTBEHHBIMHU TpernapaTaMu, UX OTIYCK, XpaHEHHE, IEPEBO3KY, U3TOTOBICHUE JIEKAPCTBEHHBIX
MpenapaTos;

34) opraHuzanus ONTOBOM TOPrOBJIM JIEKAPCTBEHHBIMM CPEACTBAMHU - OpraHu3anus,
OCYILECTBIIAIONIAs] ONTOBYIO TOPIOBIIIO JIEKAPCTBEHHBIMU CPEACTBAMHU, UX XPAHEHUE, NIEPEBO3KY B
COOTBETCTBUH € TpeOOBaHUAMH HacTosero denepanbHOro 3aKOHa;

35) anTewyHas opraHu3amMs - OpraHU3alMs, CTPYKTYPHOE TIOJpa3JAeiIeHUE MEIUITUMHCKON
OpraHu3ald, OCYILIECTBIAIOINNE PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMH IIpelapaTaMy,
XpaHeHue, MepeBO3Ky, U3rOTOBJICHUE W OTIYCK JIEKAPCTBEHHBIX NMPEnaparoB A MEIUIIMHCKOTO
IMPUMCHCHUA B COOTBCTCTBHHU C Tpe6OBaHI/IHMI/I HaCTOALICTO CDGIIepaJIBHOFO 3aKO0Ha,

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

36) BerepuHapHas anTeyHas OpraHU3alUsl - OpraHU3alus, CTPYKTYpHOE IOJApa3JcIICHUE
BETCPUHAPHOW OpraHu3ally, OCYLIECTBISIOINIME PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
IpernapaTamy, XpaHeHHE, U3TOTOBJIEHUE U OTIYCK JIEKAPCTBEHHBIX IIPENApPaTOB JJIs1 BETEPUHAPHOTO
IIPUMEHEHHS B COOTBETCTBUM € TPeOOBaHUAMM HacTosero denepanbHOro 3aKoHa;

37) danbcuduMpoBaHHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEICTBO,
COTIPOBOXKAAEMOE JIO)KHOW HH(OpMaIel 0 ero cocTaBe v (WJIu) MPOU3BOIUTEIIE;

38) HenoOpokayecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JICKAPCTBEHHOE CPEACTBO, HE
COOTBETCTBYIOIIEE TpPeOOBaHUSAM (apMaKOICHHOW CTaThM JHOO B Ciydae €€ OTCYTCTBUS
TpeOOBaHUSAM HOPMATUBHOM JOKYMEHTAIIMU HJIM HOPMATUBHOTO TOKYMEHTA;

39) xoHTpadakTHOE JEKAPCTBEHHOE CPEIICTBO - JICKAPCTBEHHOE CPEICTBO, HAXOJAIICECS B
000pOTE ¢ HAPYIICHUEM I'PaXKIAHCKOTO 3aKOHOIATEIbCTBA;

40) MOKJIMHUYECKOE WCCIICIOBAHUE JICKAPCTBEHHOTO CpEACTBA - OHMOJOTUYECKHE,
MUKPOOHOJIOTUYECKHE,  MMMYHOJIOTMYECKHE,  TOKCHUKOJIOTUYECKHUE, (bapMakoIoruiecKue,
(1)I/I3I/I'-IGCKI/I€, XUMHYCCKUC U JAPYTruc UCCICAOBAHUA JICKAPCTBCHHOT'O CPCACTBA ITyTCM NMPHUMCHCHUA
HAY4YHBIX METOJIOB OIIGHOK B MEJSIX TIOJYYCHHUS JIOKA3aTeNIbCTB OE30MacHOCTH, KadecTBa H
3¢ (HhEeKTHBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

41) KIMHUYECKOE UCCIIEJOBAaHUE JIEKAPCTBEHHOTO Ipenapara - U3y4eHUue AMAarHOCTHUYECKHX,
JedeOHbIX, TPOPHUIAKTHUECKUX, (APMAKOIOTUIECKUX CBONCTB JICKApPCTBEHHOTO TIpenapaTra B
IIPOLIECCE €r0 NPUMEHEHMS Yy 4YEJIOBEKAa, >XUBOTHOIO, B TOM YHCIIE IPOLECCOB BCACBHIBAHMS,
pacrpeneiieHnsl, U3MEHEHHUS U BBIBEJCHUS, ITyTEM NPUMEHEHHUS HAyYHBIX METOJOB OLIEHOK B LIEISAX
MOJIyYeHHS JJ0Ka3aTeIbCTB O€30MaCHOCTH, KauecTBa U 3()(h)eKTUBHOCTH JIEKAPCTBEHHOI'O Ipenapara,



JAHHBIX O HEXEJIATeNbHbIX PEAKIUSAX OpraHu3Ma 4YeJIOBEKa, JKUBOTHOTO Ha IPUMEHEHHE
JIEKapCTBEHHOI0 IMpemnapaTa U 00 3(dekre ero B3auMOICHCTBHS C JPYTUMHU JIEKApCTBEHHBIMU
npenaparamMu 1 (Win) NUILIEBbIMU POAYKTaMU, KOPMaMHU;

42) MHOTOIICHTPOBOE KJIMHUYECKOE MCCIEOBAHUE JIEKAPCTBEHHOIO TMpemnapara Juis
MEIUIIMHCKOTO TMPUMEHEHHS - KIMHUYECKOE HCCIeIOBAaHUE JICKAPCTBEHHOTO Tpernapara Jyis
MEIUIIMHCKOTO MPUMEHEHHUs, MPOBOJINMOE pa3paboTUUKOM JIEKApCTBEHHOTO MperapaTa B ABYX U
0ojee MEOUIIMHCKUX OPTraHHM3alUsaX [0 EJMHOMY IPOTOKOIY KIMHHYECKOTO HCCIeI0BaHUS
JIEKapCTBEHHOI'O Iperapara;

43) MeXIyHapoJHOE MHOTOIIEHTPOBOE KIMHUYECKOE HCCIEAOBAaHUE JIEKAPCTBEHHOIO
mpemnapata Ajs MEAMIIMHCKOTO MPUMEHEHHS - KIMHUYECKOE HCCIeIOBaHUE JIEKAPCTBEHHOTO
mpemapata s MEIUIMHCKOTO TPHUMEHEHHUsS, NPOBOJAUMOE pPa3padOTYMKOM JIEKAPCTBEHHOTO
mpernapaTa B pa3IUYHBIX CTpaHaX IO €IWHOMY TMPOTOKOJIY KIMHUYECKOTO MCCIIEOBAHUS
JIEKapCTBEHHOTO Mpernapara;

44) mOCTpPEruCTpPallMOHHOE KIMHUYECKOE HCCIeIOBaHUE JIEKApCTBEHHOTO Mpernapara Jyis
MCIUIIMHCKOI'0 TIMPUMCHCHUA - KIIHMHHYCCKOC HCCICAOBAHUC JICKAPCTBCHHOTO IIpfrapara mjid
MEIUIIMHCKOTO TMPUMEHEHHs, TMPOBOJMMOE TMPOU3BOAMTENEM JIEKAPCTBEHHOTO IIperapara,
TPaXTaHCKUI 000POT KOTOPOTO OCYIIECTBISIETCS MOCIE TOCYJapPCTBEHHON PETHUCTpAIliy, B LEISIX
JOTIOJTHUTEIHFHOTO cOOpa JaHHBIX O €r0 0€30MacHOCTH U 3PHEKTUBHOCTH, PACIIMPESHUS TTOKA3aHUI
K TMPUMCHCHUIO MJAHHOI'O0 JICKAPCTBCHHOI'O IIpCIiapaTa, a TaKXC BBIABJICHUA HCKCIIATCIIbHBIX
peakurii MalMeHTOB Ha €r0 JEHCTBUE;

45) uccnenoBaHue OMOIPKBUBAICHTHOCTH JICKAPCTBEHHOTO TperapaTa - BUJ KIMHUYECKOTO
WCCIICIOBAaHUS  JICKAPCTBCHHOTO TIperapara, IPOBEJACHUE KOTOPOTO OCYIIECTBISACTCS IS
OTIpe/ICNIEHUs] CKOPOCTH BCACBHIBAaHWS ¥ BBIBEACHHUS OJIHOTO WM HECKOJBKUX O0JIaJaronInX
(hapMaKoJIOTHYCCKOW aKTUBHOCTBIO JICHCTBYIOIIMX BEHICCTB, KOJHMYECTBA JICKAPCTBCHHOTO
mpermapara, JOCTUTAIOINIEr0 CHCTEMHOTO KPOBOTOKA, U PE3YJIBTaThl KOTOPOTO TO3BOJISIOT CIIEIaTh
BBIBOJI O OMOPKBHBAJICHTHOCTH BOCIPOU3BEJICHHOTO JICKAPCTBEHHOTO Mpernapara B OMpeIeICHHBIX
JICKapCTBEHHON (opMe W JTO3MPOBKE, COOTBETCTBYIOMUX (hopMe W JO3HPOBKE pedepeHTHOro
JICKapCTBCHHOT'O TIperapara;

(. 45 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

46) uccienoBaHUE TEPANEBTUYECKON AKBUBAJIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB - BUJ
KJIMHUYECKOTO  MCCICAOBaHMS  JICKAPCTBEHHBIX  MpENapaTroB,  MNPOBEJCHHE  KOTOPOTO
OCYIIECTBIIICTCSI  JUIsl  BBIABJICHHS  OJWHAKOBBIX  CBOMCTB  JIEKAPCTBEHHBIX  IIpENapaToB
OTpEeIeTICHHON JIEKapCTBEHHOW (DOPMBI, a TaKKe HAJMYMSI OJIMHAKOBBIX IOKa3aTenel 0e30macHOCTH
1 3(QPEeKTHBHOCTH JIEKAPCTBEHHBIX INPENapaToB, OJUHAKOBBIX KIMHUYECKHX 3(PQEeKToB mpu HX
NPUMEHEHHU;

47) NmpOTOKOJ KIMHUYECKOTO HCCIICAOBAHUS JICKApPCTBEHHOTO Iperapara - IOKYMEHT, B
KOTOPOM ONpeAesAoTCs 1eiu, (GOpMbl OpraHU3alMl U METOOJIO0IUs MPOBEIEHHS KIMHUYECKOTO
MCCIICIOBAHMSI, CTATHCTHYECKHE METO/IbI 00paOOTKH pe3yJIbTaTOB TAKOTO UCCIICAOBAHUS M MEPHI IO
obecrieyeHnI0 0€30MacCHOCTH (U3UYECKUX JIML, YYaCTBYIOUIMX B KIMHMYECKOM HCCIEIOBaHUU
JIEKapCTBEHHOTO TIPETapara;

48) 6pounopa HucciaeaoBareyil - CBOAHOC HM3JIOXKCHUC PE3YJIbTATOB JOKIIMHHUYCCKOI'O
HCCIICAOBAHNA JICKAPCTBCHHOTO CpCACTBAa MW KIMHHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O
npenapara it MEAUIUHCKOTO IIPUMCHCHU



49) nHpOpPMaIIMOHHBIN JHCTOK MALMEHTa - JOKYMEHT, B KOTOPOM COAEP)KATCs B JOCTYITHOM
(dopme CBeIeHHUs, KacalolUecs MPOBOJUMOIO KIMHUYECKOIO MCCIEJOBAHUS JIEKAPCTBEHHOI'O
npernapara, 1 B TICbMEHHOU (hopMme T0OOpPOBOJIFHOE COTJIaCHE MAIMEeHTa Ha YYacTHE B KIMHUYECKOM
HCCIIEZIOBAaHUHM JIEKAPCTBEHHOTO MpernapaTa Mocjie 03HaKOMJIEHHSI C OCOOEHHOCTSAMHU KIMHUYECKOTO
UCCIIEI0BaHMs, UMEIOIIMMU 3HAaYEHHE JUIsl BBIPAKEHUS TAKOTO COIJIACHS;

50) moOodHOE MAEWCTBHE - peakluusi OpraHu3Ma, BO3HUKIIAS B CBSI3M C NPUMEHEHUEM
JICKApCTBCHHOT'O IIpfriapara B A03aX, PCKOMCHAYCMbIX B HMHCTPYKIHU IO €0 MNPUMCHCHHIO, IJIA
npodUIaKTUKU, AUATHOCTUKH, JICUEeHUs 3a00JIeBaHUs WIH [T peaObuInTallu;

50.1) HexenaTenbHasl peakiysl - HEMpeAHAMEpEeHHas! HeOIaronpusTHas peakiysi OpraHusma,
KOTOpPast MOKET OBITh CBsI3aHA C IPUMEHEHUEM JICKapCTBEHHOT'O Mpenapara;
(n. 50.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

51) cepbe3Hasi HexxkenaTeNbHas peakius - HeXellaTelbHasl peaklsi OpraHu3Ma, CBsi3aHHas C
IIPUMEHEHHUEM JIEKAPCTBEHHOTO Tpernapara, NpuBeAlas K CMEPTH, BPOXKIEHHBIM aHOMAJIMSIM WIIH
MOpOKaM pa3BUTHS JTMOO TMpeACTaBIsAoNmas cOO0M yrpo3y JKHU3HM, TpeOyrolash roCnuTaIu3aliu
WM TIPUBEIIAs K CTOMKON yTpare Tpy10CIOCOOHOCTH U (WJIM) HHBAJIHIHOCTH;

52) HempenBUCHHAs HEKENATENbHAS pPEaKIUs - HEXKeJaTelbHas peakius OpraHu3Ma,
KOTOpasi CBsi3aHa C MPUMEHEHHEM JICKapCTBEHHOTO IMpemapara B J103aX, PEKOMEHIYEMBIX B
MPOTOKOJIE €r0 KJIMHUYECKOTO WCCIICIOBaHUs, OpOLIIOpe HWCCIeNoBaTeNsl, WM C MPUMEHECHHEM
JICKApCTBCHHOT'O IIpCriapaTta B A03aX, PCKOMCHAYCMLBIX B HMHCTPYKIHU IO €TI0 IMPUMCHCHUIO IJId
NpOoGWIAKTUKH, TUATHOCTHKY, JICUCHHUS 3200JIEBaHMS WIM MEIUIIMHCKOW peaOuINTalliy MalMeHTa,
U CYIIHOCTb, TSKECTh WJIM HMCXOJ KOTOPOW HE COOTBETCTBYET MH(OPMALMU O JIEKAPCTBEHHOM
npernapare, CoJepXaleiics B MPOTOKOJE €ro KIMHWYECKOrO HCCIEOBaHUs, Opomrope
HCCIIEI0BATEIS WIM B UHCTPYKIUU 110 IPUMEHEHUIO JIEKAPCTBEHHOT'O IIpEIapara;

(. 52 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

52.1) papmakonaaz3op - BUA ACSITEIBHOCTH IO MOHUTOPHUHTY 3((HEKTUBHOCTH U OE30MIaCHOCTH
JIEKapCTBEHHBIX IIPENapaToB, HANpPABIEHHBIH Ha BBIABICHHE, OLEHKY U IpeJOTBpalleHHe
HE)XeJaTeNbHbIX MOCIEICTBUNA IPUMEHEHNUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBenen denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

52.2) niaH ympaBleHUs PUCKAMU - TOJAPOOHOE OMMCAHUE MEPOIPUSITHIA TT0 (hapMaKOHAA30DY,
HaIpaBJICHHBIX HA BBISIBJICHUE, OLICHKY M TIPEIOTBPAIICHUE WIM MUHUMHU3AINIO PUCKOB, CBSI3aHHBIX
C JIEKapCTBEHHBIMHU TIperapaTamMu, BKIIOYas OIeHKY 3(h(EeKTUBHOCTH JaHHBIX MEPOIPHITHIA;

(. 52.2 BBenen denepanbHbiM 3aKOHOM OT 22.12.2014 N 429-D3)

53) peuent Ha JeKapCTBEHHBIH MpenapaT - MEIUIMHCKUHA TOKYMEHT yCTaHOBJICHHOH (OPMBEL,
COJep KAl Ha3HAYCHHWE JICKAPCTBEHHOTO TIpenapara il MEIUIMHCKOTO MNPUMEHEHHS,
BBIJAHHBI MEIULIMHCKMM pPAOOTHUKOM B ILENAX OTIyCKa JIGKAPCTBEHHOTO Tpernapara WM €ro
M3TOTOBJICHHUS M OTITyCKa Ha OyMa)KHOM HOCHTEIIC WIJIM C COTJIACHS TAlMeHTa MM €ro 3aKOHHOTO
npeACTaBUTENS B POpME AIIEKTPOHHOTO JOKYMEHTA, MOIMMCAHHOTO C MCIOIb30BaHUEM YCUIICHHOM
KBaJTM(UIIMPOBAHHOW OSJEKTPOHHOW TOANMCH MEAMIUHCKOTO pabOTHHKA, JMOO JOKYMEHT
YCTaHOBJIICHHOM  (DOpPMBI,  COIEpKAIlMi  Ha3HAYCHHWE JIEKAPCTBEHHOTO  Tperapara i
BETEPUHAPHOTO MPUMEHEHUS, BBIJAHHBIA CIIEIMAIIMCTOM B 00JIACTH BETEPHHAPHHU B IIEJIAX OTIYCKa
JIEKapCTBEHHOTO Ipenapara MiIu ero H3roTOBJICHHUS U OTIyCKa Ha OyMa)KHOM HOCHTEIE;

(B pen. @enepanbHbIx 3aKOHOB 0T 29.07.2017 N 242-®3, ot 02.08.2019 N 297-D3)

54) TpeGoBaHME MEIUIMHCKONW OpraHU3alll{, BETEPUHAPHOM OpraHu3alUM - JOKYMEHT



YCTQHOBJICHHON (OPMBI, KOTOPBIA BBIMUCAH MEIUIIMHCKMM paOOTHUKOM WM CIELUAINCTOM B
00JIaCTH BETEpUHApUU, UMEIOIIMMHU Ha 3TO IPaBO, U COAEPKUT B MHCBMEHHOW (opMe yKa3aHHE
anTEeYHON OpraHu3allii WM BETEPUHAPHOM anTe4yHOH OpraHu3aliu 00 OTIYCKE JIEKAPCTBEHHOI'O
mpenapara Wid O €ro M3TOTOBJICHHMH M 00 OTIyCKe /Jia OOecledeHHs JieueOHOTo mpoliecca B
MEIULMHCKOW OpPraHu3aluy, BETEpUHAPHOU OpPraHU3alUu;

(B pen. DenepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

55) kommeKcHas OIIeHKa JIEKapCTBEHHOTO IIpernapara - OILIEHKa 3aperuCTPHPOBAHHOTO
JIEKapCTBEHHOTO TIperapaTa, BKIIOYaromas B ce0s aHanu3 HHPOPMAIMM O CPaBHUTEILHOM
KIMHUYECKOH  A(PQPEKTUBHOCTH U 0E30MacHOCTH  JIEKapCTBEHHOTO  Mpemapara,  OIECHKY
HSKOHOMHYECKUX TMOCIEACTBUI €ro MPHUMEHEHUsS, W3y4eHHE JOMOJIHUTEIBHBIX MOCIEICTBUIM
NPUMEHEHHUS JISKapCTBEHHOTO Mpernapara B UENIX TPUHATHS PElIeHU 0 BO3MOKHOCTH BKIIOYCHHUS
JIEKapCTBEHHOTO TIperapaTa B MEpPEedYeHb KU3HEHHO HEOOXOMMMBIX W BAKHEHIIHNX JIEKAPCTBEHHBIX
IpernapaToB, HOPMATHUBHBIE IPABOBBIE AKThl W MHBIC JIOKYMEHTHI, OIpPEICISAIONINE MOPSI0K
OKa3aHUs MEIUIMHCKOW IOMOIIM, WM WCKIIOUYCHHWS €ro W3 YKa3aHHBIX IIE€peYHs, aKTOB H
JTOKYMEHTOB;

(. 55 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

56) cuctemMa MOHMTOPHMHIA [BHXKEHHUS JIEKAPCTBEHHBIX IIPENApPaTOB JII MEAMLHUHCKOIO
pUMEHEeHHUs - penepanbHas TocyJapcTBeHHAsT HH(POPMAaIMOHHAS CHCTEMa MOHUTOPHHTA JIBUKCHUS
JICKApCTBCHHBIX MpCHapaTtoB AJId MCOAUIUHCKOIO IMPUMCHCHHUSA OT MNPOU3BOIAUTCIIA OO KOHCUYHOTO
MOTPeOUTENST C UCIOJIH30BAHUEM B OTHOIICHUH JICKAPCTBEHHBIX MPENApaToB U MEAUIIUHCKOTO
MNPUMCHCHUA CPCACTB I/I,Z[GHTI/I(bI/IKaLII/II/I.

(. 56 BBenen deaepanbHbIM 3aK0HOM OT 28.12.2017 N 425-03)

nasa 2. NOTHOMO4UA ®PEAEPAJIbHbLIX OPTAHOB VICI'IOJ'IHVITEJ'IbI-JOI?I 5
BJIACTH, OPTAHOB UCTOJIHUTEJIbHOU BINACTU CYBBEKTOB POCCUUCKOU
S®EONEPALUU NMPU OBPALLEHUU JIEKAPCTBEHHbBIX CPEACTB

CraTtbsa 5. NMNonHoMouusa depepanbHbIX OPraHOB UCMONTHUTENBLHOM BNacTu npu
obpalieHnm nekapcTBEeHHbIX CPeacTB

K momHoOMOYHSIM (beﬂepaJ'ILHBIX OpTraHOB WUCIIOJTHUTEILHOM BJIACTH npu O6paH_[eHI/II/I
JICKApPCTBCHHBIX CPCACTB OTHOCATCA:

1) npoBenenue B Poccuiickoit denepanun eIMHON TOCyAapCTBEHHONW MOJUTHKU B 00NacTH
obecrieueHns JICKapCTBCHHBIMU TIpenaparaMu rpaxaan B Poccuiickoit @eneparumy;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2) yTtBepkaecHHE OOmUX (apMakoNneHHbIX cTared, (apmakoneldHbIX CcTaTtel, H3IaHue
roCyJJapCTBEHHOHN (papmakoren, co3JaHuEe U BeAECHUE peecTpa (hapMaKONEHHBIX CTaHIAPTHBIX
00pasIoB.;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3) oOCylIeCTBIEHHE TOCYJapCTBEHHOrO0 KOHTpoJis (Ham3opa) B cdepe oOparieHus
JICKApCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHoro 3akoHa ot 25.06.2012 N 93-03)

4) nuUeH3MpOBaHHWE IPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB U  (papMalleBTUYECKOH
JEATEIbHOCTH B COOTBETCTBHH € 3aKOHOAATeNnbCcTBOM Poccuniickoit denepanuu;



5) opraHuzanus 3KCHEPTU3bI JTIEKAPCTBEHHBIX CPENICTB, STUYECKOM IKCIEPTU3BI BO3MOKHOCTH
MPOBE/ICHUSI KIMHHYECKOTO HCCIIEOBaHUS JICKAPCTBEHHOTO TIpenaparta Uil MEIUIUHCKOTO
NPUMCHCHUA, OKCIICPTU3bI JOKYMCHTOB, IMPCACTABJIICHHBIX [JII OIPCACICHUA BO3MOXHOCTH
paccMaTpuBaTh JCKApCTBEHHBIN Mpernapar Uisi MEIUIIUMHCKOTO MPUMEHEHUS TIPH TOCYAapCTBEHHOM
perucTpanuu B KauecTBe ophaHHOTO JIEKAPCTBEHHOTO Mpemapara;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5.1) opranuzaius MpOBeNEHUs KOMIUICKCHOW OIEHKU JICKAPCTBEHHOTO IpermapaTa B IENsIX
NPUHATHS PEIICHHH O BO3MOXXHOCTH BKIIIOYCHHsS JIGKAPCTBEHHOTO TIpenapara B TEpeYeHb
KU3HEHHO HEOOXOIMMBIX M BAXXHEHMIIHMX JICKapPCTBEHHBIX IpenapaToB, HOPMATHBHBIC IMPABOBBIC
aKThl W WHBIC JIOKYMEHTHI, ONPEACISIOIINE MOPSAOK OKa3aHWsS MEIUIIMHCKOW TIOMOIIY WA
HUCKIIIOYCHHA €TO U3 YKA3aHHBIX MICPCUHA, AKTOB U JOKYMCHTOB;,

(. 5.1 BBeneH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

6) Bblgaua paspelleHui Ha MPOBEACHHE KIMHUYECKUX HCCIEJOBAHUM JIEKApCTBEHHBIX
IIPENapaToB, BEICHHUE pPEECTpa BBIAAHHBIX Ppa3pelICHHH Ha MPOBEACHHE KIMHUYECKUX
HCCIIEIOBAaHUM JIEKAPCTBEHHBIX NIPENApPaTOB;

7) rocyaapcTBEHHAs] PETUCTpalMsl JIEKAPCTBEHHBIX MPENapaToB, BEACHHE T'OCYIapCTBEHHOTO
peecTpa JIeKapCTBEHHBIX CPEJICTB;

8) opranuzanus v (UJIK) TPOBEICHUE WHCIIEKTUPOBAHMS CyOBEKTOB 00paIlleHUs JIEKAPCTBEHHBIX
CPEJICTB Ha COOTBETCTBHE MPAaBHIIIaM HaIIe)KAIIeH JIa00paTOPHON MPAKTUKH, IPABUIIAM
HaJuIexalleld KIMHIYEeCKON MPaKTUKH, TpaBUiIaM HaJUIexkKallel MPaKTUKU XpaHEHHs U [IEPEBO3KU
JIEKapCTBEHHBIX MPEMapaToB, MPaBUIaM HaJIeKAIICH TUCTPUOBIOTOPCKON MPAKTUKH, ITPABUIIAM
HaJIJIe)Kallel anTeYHOl MPaKTHKY;

(n. 8 B pen. @enepasibHOro 3akoHa ot 22.12.2014 N 429-03)

8.1) opranmzammss W (WIM) TPOBEICHHE WHCIEKTUPOBAHUA CYOBEKTOB OOpalIeHUs
JIEKapCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBAHMSIM MPAaBUJ HAJIEKAIICH TPOU3BOICTBEHHOM
NPaKTUKW, BbIJAYa 3aKIIOYCHHUH O COOTBETCTBHHM IPOW3BOAUTENS JICKAPCTBEHHBIX CPEICTB
TpeOOBAHUSAM TPABWIT HA/IJICKAIICH TIPOU3BOJICTBECHHOM MPAKTUKH;

(. 8.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJICHHE TOPSAKA BEJCHUS M BEJICHHE T'OCYAAPCTBEHHOTO PEecTpa 3aKIIOYCHUH O
COOTBETCTBUM IPOU3BOJUTEINS JIEKAPCTBEHHBIX CPEICTB TPeOOBaHMAM TNPAaBWII Ha/JISKaIIeH
MPOM3BOACTBEHHOW PAKTHKH;

(. 8.2 BBeneH denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

9) rocynmapCTBEHHass pPETUCTpalMs TMPEISIbHBIX OTHYCKHBIX IICH IPOWU3BOAMTENCH Ha
JICKApCTBCHHLBIC IIpCIapaThbl, BKIIIOYCHHBLIC B ICPCUYCHL KU3HCHHO H€O6XO)II/IMI)IX U BaXXHEUIIINX
JICKApCTBEHHBIX MPENapaToB, U BEICHUE OCYNAPCTBEHHOTO peecTpa MPeAeIbHBIX OTITYCKHBIX IICH
HpOH3BO[[HTCH€I>i Ha JICKApCTBCHHBIC IIPCIiaparhl, BKJIIOYCHHBIC B TCPCUYCHb JKU3HCHHO
HEOOXOIMMBIX M BaXKHCUIIIHMX JIEKAPCTBEHHBIX MPEIapaToB;

(B pen. ®enepanbrHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cormacoBaHue MPOEKTOB PELICHUH OPraHoB HWCIOJIHUTENBHOM BIACTH CYyOBEKTOB
Poccuiickoit @eneparyii 00 yCTaHOBJIEHUU U (MJIM) MU3MEHEHUHU NPEAENIbHBIX pa3MEpPOB ONTOBBIX
Ha/10aBOK U TpeNeNbHBIX pa3MepoB PO3HUYHBIX HAI0ABOK K (PAKTHMUECKUM OTITYCKHBIM LI€HaM,
YCTaHOBJICHHBIM IPOU3BOAUTENSIMHU JIEKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBEHHBIE Ipenaparsl,
BKJIIOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEHIIINX JICKApCTBEHHBIX MIPENapaTos;



(. 9.1 BBenen ®enepanbHbiM 3akoHOM OT 13.07.2015 N 241-D3)

10) BBIgaua, ycTaHOBJEHHE MOpSAAKA BbIJAYM pa3pelleHHs Ha BBO3 KOHKPETHOH NHapTHH
JIEKapCTBEHHOT0 cpeacTBa B Poccuiickyro denepanuio;
(n. 10 B pen. @enepansuoro 3akona ot 02.08.2019 N 297-D3)

10.1) BbImaua, yCTaHOBIEHHE TOpPSJIKAa BBAAYM W (OPMBI JTOKYMEHTa, KOTOPBIH
MIOATBEPKAET, YTO MPOM3BOACTBO JIEKAPCTBEHHOIO IIpenapara il MEAMLIHUHCKOIO NMPUMEHEHHS
OCYILIECTBIICHO B COOTBETCTBUU C TpPeOOBAaHUSAMHM NpPaBUI HAAJEKAIIEH NPOU3BOIACTBEHHON
IIPAKTUKKA WM 4YTO JICKAPCTBEHHBIM Ipenapar [uisi BETCPUHAPHOIO INPUMEHEHMs AOIYIIEH K
obpamenuto B Poccuiickoit ®enepanuu, W MOUIEKHUT IPEJICTABICHUIO 1O TpeOOBAaHUIO
YIOJHOMOYEHHOI'O OPraHa CTPAHbI, B KOTOPYIO BBO3HUTCS JIEKapCTBEHHBIN IIpenapar;

(n. 10.1 BBenen denepanbHbiM 3aKk0HOM 0T 22.12.2014 N 429-03; B pen. denepanbHOro 3aK0Ha OT
02.08.2019 N 297-®3)

10.2) Belgaua, yCTaHOBJIEHUE TMOPSIKA BbIIAYM U (POPMBI JOKYMEHTA, COJCPKAIIETO CBEICHHS
O CTagusX TEXHOJIOTMYECKOro IIpolecca IPOU3BOACTBA JIEKAPCTBEHHOI'O CpeacTBa  JJis
MEIUIMHCKOTO IPHUMEHEHUs, OCYLIECTBIIIEMbIX HAa TEPPUTOPUM EBpa3uiicKoro 3KOHOMHUYECKOTO
COI034;
(n. 10.2 BBenen @enepanbHbiM 3akoHOM OT 22.12.2014 N 429-®3, B pen. denepanbHoro 3akoHa ot
13.07.2015 N 241-®3)

11) co3nanue cOBETOB 1O BOIIPOCAM, CBS3aHHBIM C OOpaIlleHUEeM JICKapCTBEHHBIX CPE/ICTB;
12) aTTecTarus u cepTU(UKAINS CTICIIHATUCTOB;
13) yrpatun cuiy c 1 centsiops 2013 roga. - @enepanbhsiit 3akon ot 02.07.2013 N 185-D3;

14) ocymiectBnenue hapMaKkoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

15) yuactre B MEKIyHapOIHOM COTPYIHUYECTBE;

16) momyueHue Mo 3ampocaM YIOJIHOMOYEHHOTO (helepanbHOr0 OpraHa HCHOJHHUTEIbHOM
BJIACTH OT OPraHOB HCIIOJIHUTEIbHOW BiacTu cyOwnekToB Poccuiickoit ®denmeparuu, a Takxke OT
cyOBEeKTOB 0OpallieHus IEeKapCTBEHHBIX CPECTB ISl MEAUIIMHCKOTO MPUMEHEHUsI NH()OPMAIIUU 110
BOIIPOCAM YCTaHOBJICHUS U IPUMEHEHUS 1IEH Ha JIEKapCTBEHHBIE MTpenapaThl U HaJ0aBOK K HUM;

17) mpumeHeHHEe Mep OTBETCTBEHHOCTH 3a HapyIIeHUE 3aKOHOoJaTenbcTBa Poccuiickoit
denepauuu;

18) yTBepkIeHuEe NpaBUI HaANEXKalleld J1a0opaTOPHOM MPAKTUKU, MPABHI HaJJIexKallen
KJIMHUYECKOW MPAKTUKH, MTPABUII HAJICIKAIIECH TPOU3BOICTBEHHON MPAKTUKH, TPABUJT HAIJIEKAILEH
MPaKTUKU XPaHEHUs] M TEPEeBO3KH JIEKAPCTBEHHBIX MPENaparoB, MpPaBWI HaJJexallei
IUCTPUOBIOTOPCKON MPAKTUKH, TMPABWII HAJIEKAIICH anTeyHOW NMPAaKTUKH, MPABWII HaJIeKaIIen
MPAaKTUKU (hapMaKOHAI30pa JEKAPCTBEHHBIX MPEMapaToB sl MEIUIIUHCKOTO MPUMEHEHUS;

(. 18 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19) ycranoBneHue mopsaka (HOpMHUPOBAHHS PETUCTPALMOHHOTO TOChE Ha JIEKAPCTBEHHBIN
npenapar 1 TpeOOBaHUH K JJOKyMEHTaM B €r0 COCTaBe;
(m. 19 BBenen denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)



20) yTBepXkAEHHE TMpaBWJI pPALMOHAIBHOTO BBIOOpAa HAWMEHOBAaHUH JIEKApPCTBEHHBIX
IIPEnapaToB JUId MEAULUHCKOIO IPUMEHEHNUS;
(. 20 BBeneH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

21) yTBepkIeHHE TTepeYHs HAauMEHOBAHUN JIEKAPCTBEHHBIX (OPM;
(n. 21 BBeneH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

22) dopmMupoBaHue peecTpa THIOBBIX HWHCTPYKIUHA IO MEIUIMHCKOMY TPUMEHEHHUIO
B3aMMO3aMCHACMBIX JICKAPCTBCHHLIX MTPCIIApPaATOB;
(m. 22 BBenen deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

23) yTBepkAeHHE TpeOOBaHWMH K MHCTPYKIMH TIO0 MEIMLIMHCKOMY IPUMEHEHHIO
JIEKapCTBEHHBIX MPENapaToB U K MHCTPYKLIMU IO BETEPUHAPHOMY NPHUMEHEHHIO JIEKapCTBEHHBIX
[IpenapaTos;

(. 23 BBenen dDeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

24) nocyneOHOE 3aKpbITHE CaWTOB, COJEpXKAIMX HHPOPMALKI0O O PO3HHUYHOU MpOaaKe
JUCTAaHIIMOHHBIM CIIOCOOOM, NPEJIOKEHHE O IPUOOPETEHUH TUCTAHIIMOHHBIM CIIOCOOOM, I0CTaBKE
JIMCTAaHIIMOHHBIM CcIocoboM W (WiM) nepenadye (pU3NUYECKOMY JIUIY JUCTAHLMOHHBIM CIIOCOOOM
JIEKapCTBEHHBIX IIPENapaTroB, HAPKOTUYECKHUX JIEKAPCTBEHHBIX MPEMapaToB M ICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaTroB, 3a MCKIOYEHHEM CIIyyaeB, YCTaHOBJIEHHbIX IIpaBuTENbCTBOM
Poccuiickoit deneparun.

(. 24 BBeneH PeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 5.1. Nepepnaya ocyuwecTBNeHNA NOSIHOMO4YMN heaepanbHbIX OpPraHoOB
MUCNOJIHNTENIbHOM BNacTu nNpu oOOpalleHUUn JNeKapCTBeHHbIX CpeaAcTB opraHam
ucnonHuTenbHon Bnactu cybbekroB Poccumnckon depgepauun

(BBeneHa DenepanbHbiM 3ak0oHOM OT 13.07.2015 N 233-03)

[TomHoMoumnst  (enepanbHBIX OpraHOB — WCHOJHHUTENBHOM  BJIAacTH MpH  OOpaIleHUU
JIEKAPCTBEHHBIX CPEICTB, IPEAYCMOTPEHHbIE HacTtosmuM @DenepanbHbIM  3aKOHOM, MOTYT
nepeaaBaTbCsl Ui OCYLIECTBICHHMS OpraHaM HCIIOJIHUTENbHONW BIacTH cyObekToB Poccuiickoi
Qenepannu  noctaHoBieHusMu  IIpaButensctBa  Poccuiickorn  @exepanuu B HOPSIKE,
ycraHoBieHHOM DenepanbHbiM 3aKOHOM OT 6 OKTsaOps 1999 roma N 184-d3 "O6 oOmmx
MPUHLIMIIAX OpPraHMU3allMM 3aKOHOJATENIbHBIX (IPEICTaBUTENIbHBIX) U HCHOJHUTEIbHBIX OpPraHOB
rocyAapcTBEHHOMU BiacT cyOobekToB Poccuiickoit @eneparn'.

Cratba 6. [lonHOMoOuYMsA OpraHoOB WUCNOSIHATESNILHOW BracTu cyo6bekTa
Poccunckon ®epgepaumm npu odpalleHnmn nekapcTBeHHbIX CpeacTs

K momHOMOYHSIM OpraHOB HMCIIONHUTENBHON BiacTu cyobekTa Poccuiickoit denepanym npu
0OpallleHNH JIEKAPCTBEHHBIX CPEJCTB OTHOCITCS:

1) pa3paboTka U pealu3alys pPETHOHAIBHBIX MporpamMMm oOecledeHMs] HacelleHus
JIEKapCTBEHHBIMHU TIpeTIapaTaMH;

2) ycCTaHOBJIEHHE IIpENEIbHBIX pa3MEpPOB OINTOBBIX HAA0AaBOK M MpPEIEIbHBIX DPa3MEPOB
PO3HUYHBIX HaA0aBOK K (PaKTHUECKUM OTIYCKHBIM ILI€HaM, YCTAHOBJIEHHBIM MPOMU3BOJUTEISIMU
JIEKAPCTBEHHBIX IPENApaTOB, HA JIEKAPCTBEHHBIC IIPENapaThl, BKIIOUYCHHBIC B IIEPEYEHDb KU3HEHHO
HEOOXO/IMMBIX U BaXKHEHUIIMX JIEKAPCTBEHHBIX MTPENapaToB;



3) OCYIIECTBIICHHE PETHOHAIBHOTO TOCYAapCTBEHHOT'O KOHTPOJS 3a MPUMEHEHUEM IIeH Ha
JICKapCTBEHHBIC TpenapaThl, BKIIOYCHHBIC B MEPEYCHb XKU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX
JICKApCTBCHHBIX MPCIapaToB, OpPraHu3aliusaIMnu ONTOBOH TOProBJiv, AllITCYHBIMU OpraHHU3alUsIMU,
WHIWBUAYAIbHBIMA TPEINPUHUMATEISIMA, HWMEIOIIUMHU JIMIEH3UI0 Ha  (apMareBTUIECKYIO
ACATCIIBbHOCTD,

(B pen. deaepanbHoro 3akoHa ot 25.06.2012 N 93-D3)

4) npuHATHE pelIeHus 00 MCIOIb30BaHUU Ha TeppUTOpun cyObekTa Poccuiickoit @enepannn
HapsAy € peLenTaMy Ha JIeKapCTBEHHbIE MpernapaTsl, 0(pOPMIEHHBIMU Ha OyMa)XHOM HOCHUTEIE,
pEeLeNTOB Ha JIEKapCTBEHHBIE MpenapaThl, CHOPMUPOBAHHBIX B (JOPME FNEKTPOHHBIX JOKYMEHTOB.
(. 4 BBenen denepabHbIM 3aKOHOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYAJAPCTBEHHASA ®APMAKOIESA

Cratbsa 7. Pa3paboTka 1 usgaHue rocyaapctBeHHou papmakoneu, pasmeLieHue
OaHHbIX O HEeHn

1. ITox rocymapcTBeHHOM hapmakoreeld MIOHUMAETCs CBOJ OOMIMX (apMaKOMeHHBIX cTaTel u
(hapMaKOIICHHBIX CTATCH.

2. Pa3paborka oOmux (hapMakoneHHbIX cTaTtedl W (apMakoNeWHBIX CTaTei, B TOM YHCIE
(dapMakoneHpIX cTaTeid Ha ¢apMakoNelHble CTaHIApTHBIE O0Opa3Ibl, W BKIIOUYCHHE HUX B
rOCYJapCTBEHHYIO (hapMaKOIel0 OCYLIECTBISIOTCS B MOPAIKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
benepaibHBIM OPraHOM UCTIOTHUTENBHOM BIIACTH.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pa3zpabortka (dapmakomneitHoi cTaTbu Ha pedepeHTHBIM JEKAPCTBEHHBIM Npemapar u
BKJIIOYCHHE €€ B TOCYJapCTBEHHYIO (papMakomerd B TEYEHHUE CpOKa JeHCTBUS 3aIIUTHI
UCKJTIOYUTENILHOTO IpaBa, YJAOCTOBEPEHHOTO0 TMATEeHTOM Ha peQepeHTHBIH JIeKapCTBEHHBIH
mpernapart, OCYIIECTBISIFOTCS ¢ COTTIacHs ero pa3paboTduka.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

4. TocymapctBeHHas (apmakomess H3JaeTcs YIMOIHOMOYEHHBIM (heaepaabHbIM OpraHOM
WCTIOJTHUTEIIEHOW BJIACTH 32 CUET CPEACTB (heiepalibHOrO OI0/PKETa U MOJICKUT NEPEen3IaHnusIM He
peke 4eM OJMH pa3 B IMATh JIET, B MEPHOJ MEXKIY KOTOPBIMU H3JAIOTCS TMPUIOKEHHS K
rOCyJIapCTBEHHOW (apmakoriee, coaepxamue oOmmue ¢dapMakornelHble CTaThi W (WJIH)
(dapmakormneliHble CTaThbU, YTBEP)KICHHBIC TOCTE W3JaHUA WIM TEpPEeu3aHus TOoCyAapCTBEHHOU
dapmakorien.

5. YHomHOMOYEHHBIN (enepanbHbIii OpraH MCHOJHUTENBHON BIIACTU pa3MellaeT AaHHBIE O
rOCyIapCTBEHHOU (hapMakoree W TNPUIOKEHUSX K HEeW Ha CBOEM O(HUIIMAIIEHOM CalTe B CETH
"NHTepHeT" B yCTAHOBIIEHHOM UM MOPSIJIKE.

Maea 4. FTOCYOAPCTBEHHbIA KOHTPO/b NMPU OGPALLEHUMX
NEKAPCTBEHHbIX CPEACTB

Ctatbsa 8. JlMueH3MpoBaHMe NPOU3BOACTBA NEKApPCTBEHHbIX CPeACTB M
dapmaueBTMUYECKON [eATENIbHOCTHU

1. JluuensupoBaHMe TPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB U  (hapmareBTHUECKOU
JEATEIIBHOCTH OCYILECTBIISIETCS B COOTBETCTBUU € 3aKOHOJATENbCTBOM Poccuiickoit denepanm.



2. O0s3aTeNnbHBIM yCIOBUEM NPEAOCTABICHHS JMIEH3UU Ha MPOU3BOJCTBO JIEKAPCTBEHHBIX
CPEICTB SBJIACTCS IPWIOKEHUE K 3asgBICHUIO COMCKATENS JIULEH3UM IEPEUHs JIEKapCTBEHHBIX
¢dopMm u (wim) BUAOB (papMaleBTUUECKUX CyOCTaHLUM, KOTOpbIe MPOU3BOJUTENb JIEKAPCTBEHHBIX
CPEICTB HAMEPEH NIPOU3BOIUTE.

3. B cnyyae HE0OXOAMMOCTH paCIIMPEHUs MPOU3BOACTBA JIGKAPCTBEHHBIX CPENICTB 3a CYET
HOBBIX JICKApPCTBEHHBIX (opM U BHIOB (hapManeBTUYECKUX CyOCTAaHIMH MPOU3BOIUTEID
JICKApCTBCHHBIX CpPCACTB HOOJIKCH HepeO(pOpMI/ITB JIMICH3UIO Ha MPOU3BOACTBO JICKAPCTBCHHBIX
CPENCTB.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

Cratba 9. locypapcTBeHHbIM KOHTponb (Hap3op) B cdepe obOpalieHus
NneKapcTBEHHbIX CPeaAcTB
(B pen. deaepanpHoro 3akoHa ot 25.06.2012 N 93-03)

1. TocynapcTBeHHBI KOHTpOJb (Hag30p) B cdepe oOpalieHus: JEeKapCTBEHHBIX CPEICTB
BKJIIOYAET B ceOsl:

1) NMUIEH3HOHHBIM KOHTPOJIb B cdepe MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB U B cdepe
(bapmaneBTHUECKOH 1eATeIbHOCTH;

2) denepanbHBIi rocy1apCTBEHHBIN HA/130p B cepe 0OpalieHus IeKapCTBEHHBIX CPEJICTB;

3) BEIOOPOYHBIN KOHTPOJIb KA4eCTBa JICKAPCTBEHHBIX CPE/ICTB.
(. 3 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2. JIuneH3HOHHBIH KOHTPOJIb B cepe MPOM3BOACTBA JICKAPCTBEHHBIX CPEACTB M B cepe
(dhapManeBTHYECKON ACSITENFHOCTH OCYIIECTBISCTCS YIOJTHOMOUYEHHBIMH (peIepaIbHBIM OpPTaHOM
WCIIOTHUTEIIbHOW BJIACTH W OpraHaMW HCIIOJIHMTEIbHOHW BJacTH CcyOwbekToB Poccuiickoit
depepanviy COTJIACHO UX KOMIIETEHIIMHU B MOPSJIKE, yCTaHOBICHHOM DefepanbHbIM 3aKOHOM OT 26
nexkabpst 2008 roma N 294-®3 "O 3amure mnpaB OPUANYECKUX JIMIT W WHIUBUIYTBHBIX
MNpearnpuHUMaTeNeii Mpu  OCYIIECTBICHHH  TOCYAApCTBEHHOTO  KOHTpOJdsS  (Hag3opa) W
MYHUIIUINATEHOTO KOHTPOJIA", C Y4ETOM OCOOCHHOCTEHW OpraHu3allid U TPOBEICHUS MPOBEPOK,
ycTaHoBleHHbIX DenepanbHbiM 3ak0oHOM oT 4 Mast 2011 roma N 99-®3 "O nuueH3upoBaHUU
OTIENLHBIX BUIOB JE€ATEILHOCTH" .

3. ®enepanbHBId TOCYAapCTBEHHBINM HaI30p B cdepe obOpalieHus JIEKapCTBEHHBIX CPENICTB
OCYIICCTBIISCTCS YIIOJHOMOYCHHBIMU (PeIepaIbHBIMKU OpraHaMH UCIIOJHUTEIIBHOM BIIACTH (Hasee -
OpraHbl TOCYJapCTBEHHOTO HAaJ30pa) COTJIACHO MX KOMIIETCHLMH B TMOPSAKE, YCTAaHOBICHHOM
[TpaBuTenscTBOM Poccuiickon denepanun.

4. ®depepalibHBI TOCYAPCTBEHHBIN HAI30p B cdepe oOpalieHUs JEKAPCTBEHHBIX CPEICTB
BKJIFOYAET B CeO:

1) opraHM3anui0 M TpPOBEJIEHHE TNPOBEPOK COOMIOJIEHUS CyObeKTaMu OOpaleHHs
JIEKapCTBEHHBIX CPEJICTB YCTAHOBJIEHHBIX HacTOSMMM DenepanbHbIM 3aKOHOM M MPHUHITHIMU B
COOTBETCTBUM C HHMM HMHBIMM HOPMAaTHBHBIMM NpaBOBbIMH akTaMu Poccuiickoit ®denepauuu
TpeOOBaHMH K JOKIMHUYECKAM HCCICAOBAHHUSIM JIEKAPCTBEHHBIX CPEJACTB, KIMHHYECKHM
HCCIIEZIOBAaHMSIM JIEKAPCTBEHHBIX IPENapaToB, XpaHEHMIO, IEpeBO3Ke, BBO3y B Poccuiickyro
@denepanuio, OTHYCKY, pealu3alUd JEKAPCTBEHHBIX CPEJICTB, NPHUMEHEHUIO JIEKapCTBEHHBIX
IPEenapaToB, YHUYTOKEHUIO JIEKAPCTBEHHBIX CPEJICTB, a TaKKe COOJIIOJICHHS YIOJTHOMOYEHHBIMU



OopraHaMH HCIOJHHUTENbHOM BracTu cyOBbekToB Poccuiickoii @enepalinu METOIUKN YCTaHOBJICHHUS
IPEJENbHBIX Pa3MEpPOB ONTOBBIX HAN0aBOK M NpEAEIbHBIX pPa3MEpOB PO3HUYHBIX HaA0aBOK K
(aKkTHUECKUM  OTIYCKHBIM  II€HAM, YCTAaHOBJICHHBIM  IPOU3BOAUTEISIMU  JIEKAPCTBEHHBIX
IIPEnapaToB, HA JIEKAPCTBEHHBIE NPENapaThl, BKIIOUYEHHBIE B IIEPEUYEHb JKU3HEHHO HEOOXOAUMBIX U
BaXHEUIIIMX JIEKAPCTBEHHBIX MIPENapaToB (fanee - 00s3aTeNbHbIC TPEOOBaHMS);

2) oOpraHM3alldl0 M TPOBEJEHHE IPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJCTB,
HaXOJALINXCS B TPAXKIaHCKOM 000pOTe, YCTAHOBJICHHBIM TPEOOBAHUAM K UX KaueCTBY;

2.1) mpoBelneHWE KOHTPOJIBHBIX 3aKyNOK B IIENSAX TPOBEPKHA COOIIOACHUS CYOBEKTaMH
06paIJ_ICHI/I$I JICKAPCTBCHHBIX CpCacCTB, OCYHICCTBJIAIOIIUMHA PO3HHUYHYIO TOPIrOBJIIO
JIEKapCTBEHHBIMH TIpENapaTaMu Uil MEAUIIMHCKOTO MMPUMEHEHHSI, IPABIJI OTITyCKa JIEKAPCTBEHHBIX
IpernapaToB Ui MEAMLMHCKOTO MpUMEHEHHs U (MIM) 3ampera npojaaxu (aabcuuimpoBaHHBIX
JICKApCTBEHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB W KOHTpadaKTHBIX
JIEKapCTBEHHBIX CPE/ICTB;

(. 2.1 BBeneH denepanbHbIM 3akoHOM OT 27.12.2018 N 511-D3)

2.2) mpoBelIeHHE KOHTPOJBHBIX 3aKyNOK B IIENAX MPOBEPKU COOIIOACHUS CYOBEKTaMH
oOpalleHuss  JIGKAPCTBEHHBIX  CPEJICTB,  OCYLIECTBISIIOIIMMH  PO3HUYHYIO  TOPrOBIIIO
JIEKapCTBEHHBIMU MpenapaTaMy AJis BETEPUHAPHOIO IPUMEHEHUs, IpaBuil HaJuIeXkKalled anTeuHOU
MIPAKTUKH JEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHUS U (WIK) 3alpeTa NpoJaxKu
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB, HEJOOPOKAaUEeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB
Y KOHTPa()aKTHBIX JIEKAPCTBEHHBIX CPECTB;

(. 2.2 BBeneH denepanbHbiM 3aKk0HOM 0T 02.08.2019 N 297-D3)

3) opraHu3aIyio U IpoBeacHue papMaKoHaA30pa;

4) mpuMeHEHue B TOpPSAJKE, YCTAaHOBIEHHOM 3akoHonarenbcTBOM Poccuiickoit denepanuu,
Mep MO MPECEUYCHHIO BBISBICHHBIX HAPYIIEHUW 00s3aTeNbHBIX TPeOOBaHWN W (MJIM) YCTPAHEHHUIO
MOCJIEICTBUI TaKUX HApYILIECHUW, B TOM YKCII€ IPUHITHE PEIICHUS O HAXOXIACHUU JIEKAPCTBEHHBIX
CpPEeICTB B OOpallleHWW, BBIJAYy TMpEAnucaHuid o0 YCTpaHEHHWHM BBISBICHHBIX HapyIICHUHA
00s13aTeNbHBIX TpeOOBaHW M TPUBJICUEHHWE K OTBETCTBEHHOCTH JIMIl, COBEPIIUBIINX TaKHe
HapyIICHHUS.
(uactp 4 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5. @enepanbHBI TOCYIapCTBEHHBIH HAI30p B cepe oOpalieHusi JEKapCTBEHHBIX CPE/CTB
OCYIIECTBIISIETCS B MOPAIKE, ycTaHOBIeHHOM DenepanbHbIM 3aKOHOM OT 26 nexadpst 2008 roga N
294-®3 "O 3zamure TpaB IOPUAUYECKUX JIMII U WHAWBUAYAIBHBIX MPEANPUHUMATENICH MpHU
OCYIIECTBICHUH TOCYAapCTBEHHOT'O KOHTPOJIS (HAA30pa) U MyHUIIUIIAIBHOTO KOHTPOJIS", ¢ y4eTOM
0COOEHHOCTEH, YCTaHOBJIEHHBIX HAcTOALIEH cTaThell. [IpeaBapurenbHOe coriacoBaHue ¢ OpraHaMu
MIPOKYpaTypbl CPOKOB MPOBE/ICHHUS BHEIIJIAHOBOM MPOBEPKHU CyOBEKTOB 00pallleHus IeKapCTBEHHBIX
CPEeICTB, a TaKXKe TNPEIBAPUTETHLHOE YBEAOMJICHHE OPUIWYECKUX JIHI, HWHAUBUAYaJTbHBIX
MpearnpuHUMaTeNneil 0 Hayane MpOBEACHHs 3TOW MpOBepKU He Tpedyercsa. OpraHbl MPOKYpaTyphI
W3BCIIAIOTCS O TIPOBEACHUM BHEIUIAHOBOW TIPOBEPKH CYOBEKTOB OOpaIICHHS JICKAapPCTBEHHBIX
CPEICTB TOCPEACTBOM HANpPABIEHUS COOTBETCTBYIOIIMX JOKYMEHTOB B TEUEHHE TpeX pabouyux
JHEH C MOMEHTAa OKOHYAHUs MTPOBEACHUS YKAa3aHHOW BHETUIAHOBOM ITPOBEPKHU.

(dactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. JloMKHOCTHBIE JWIIAa OpraHa TOCYAapCTBEHHOTO HAa30pa B TMOPSAKE, YCTAHOBICHHOM
3aKoHozaTenbCcTBOM Poccuniickon denepanyv, UMEIOT IIPaBo:



1) nojiydyatb Ha OCHOBAHMM MOTHUBUPOBAHHBLIX THCbMCHHBIX 3allpOCOB OT Cy6'beKTOB
oOparieHust JeKapCTBEHHBIX CPEJCTB, OPTraHOB HCIIOTHUTEIBHONW BIIACTU CyOBEKTOB Poccuiickoii
denepai 1 OPraHOB MECTHOTO CAMOYIIPABICHHS JOKYMEHTHI M WH(OpPMAIMIO MO BOMPOCAM
oOpallieHus JIEKapCTBEHHBIX CPEJICTB;

2) OecnpensiTCTBEHHO IO NPEAbABICHUM CIYXEOHOTOo YIOCTOBEPEHHS M KOIUHU IpHUKa3a
(pacnopsbkeHHs]) OpraHa TOCYJapCTBEHHOIO HaJ30pa O Ha3HAYeHWH MPOBEPKU IOCelaTh
HCIOJIb3YEMBIE FOPUINYECKUMHU JIMLIAMU, HHAUBUAYAIbHBIMU IIPEIPUHUMATEISIMY, SBIISIOIIMMHUCS
cyObekTaMu oOpalleHusi JEeKapCTBEHHBIX CPEJICTB, MPHU OCYIIECTBICHUM CBOEH JAESITEeIbHOCTU
TEPPUTOPUH, 3/1aHUSA, IOMEIICHUS U COOpPYKEHHUS B LEISAX NPOBEIACHUS MEPOIPHUATHH IO
KOHTPOJIIO;

3) nmpoBoaUTH OTOOP 0OPa3IOB JEKAPCTBEHHBIX CPEACTB, MPEeIHA3HAUCHHBIX IS peau3aliiu
U peamn3yeMbIX CyObeKTaMH OOpalleHHs JeKapCTBEHHBIX CPEACTB, U1 MPOBEPKH HX KadyecTsa,
NIPOBE/ICHUSI MCCIIEJOBAHUHM, HUCHBITAHUH B COOTBETCTBUM C TNpaBWIaMH OTOOpa 0O0pasLoB,
YCTQHOBJICHHBIMH YTIOTHOMOYEHHBIM (heepaaIbHbIM OPTaHOM HCTIOIHUTEIBHON BIIACTH;

3.1) mpoBOAMTH KOHTPOJIbHBIE 3aKyIKH JIEKAPCTBEHHBIX MPENapaTtoB Al MEAULHUHCKOIO
IPUMEHEHHs B LEAX INPOBEPKU COONIIOACHMS CyOBEKTaMU OOpaIlleHUs JIEKapCTBEHHBIX CPEJCTB,
OCYLIECTBIISIOIMMU PO3HUYHYIO TOPIOBJIIO JIEKAPCTBEHHBIMH IpenaparaMu A MEAULHUHCKOIO
IIPUMEHEHHUs, MPaBWJ OTIyCKa JICKAPCTBEHHBIX MpEenapaToB ISl MEAMLUHCKOIO NMPUMEHEHUS U
(unm) 3ampera npoAaxku (anbCuUIIMPOBAHHBIX JEKAPCTBEHHBIX CPEICTB, HEAOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB U KOHTPA(DAKTHBIX JIEKAPCTBEHHBIX CPEICTB;

(m. 3.1 BBenen denepanbHbIM 3aK0HOM 0T 27.12.2018 N 511-D3)

3.2) mpoBOAUTH KOHTPOJbHBbIE 3aKyNKH JIEKAPCTBEHHBIX MpPENapaToB AJsi BETEPUHAPHOTO
MPUMEHEHUS B IESIX MPOBEPKU COONIIOICHUST CyOBEKTaMU OOpaIeHHs JIEKAPCTBEHHBIX CPE/ICTB,
OCYHIECTBIISIOIMMU PO3HUYHYIO TOPTOBIIIO JIEKAPCTBEHHBIMH MpenapaTamMH Jig BETEPUHAPHOIO
MPUMEHEHUS, TPaBUI HaAJEXKAlled anTeyHOW TMPAKTUKH JIGKAPCTBEHHBIX MPENapaToB IS
BETEPUHAPHOTO MPUMEHEHUs M (WIK) 3ampeTa Impojaxu (hambcuPUIIMPOBAHHBIX JEKAPCTBEHHBIX
CPEICTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB M KOHTPa(aKTHBIX JEKAPCTBEHHBIX
CPEICTB;

(m. 3.2 BBeneH denepanbubiM 3akoHOM 0T 02.08.2019 N 297-03)

4) BblAaBaTh CyObEKTaM OOpallleHUs JEKapCTBEHHBIX CPEICTB MPEANUCAHUs O MPEKpalleHUH
HapyIlleHNH 00s13aTebHbIX TPeOOBAaHUN U 00 YCTpaHEHUH BBISBICHHBIX HapyIIEHUH 00s3aTeIbHBIX
TpeOOBaHUN;

5) HampaBiIATP B YIOJHOMOYEHHBIE OpIaHbl MaTepUalbl, CBA3aHHbIE C HapYyIICHUSIMHU
00s3aTeNbHBIX TPEeOOBAaHUH, MJIs PEUICHHsS BOIMPOCOB O BO30YXKACHWH YTOJOBHBIX [IEJ TI0
IIPU3HAKaM IPECTYIUICHUH.

7. BBIOOPOYHBI  KOHTPOJIb KadecTBa JIGKAPCTBEHHBIX  CPEJICTB  OCYIIECTBIISICTCS
YIIOJIHOMOYEHHBIM ~ (pesiepaibHbIM OpPraHOM HCIIOJIHUTENBHOW BJIACTM B YCTAHOBJIEHHOM WM
MOPSI/IKE U BKITIOYAET B ceOsI:

1) o00paboTky cBeneHHI, B 00sf3aTeTbHOM TMOPSAKE TMPEIOCTaBIsEMbIX CyObEeKTaMu
0OpalIeHus JIEKAPCTBEHHBIX CPEJIICTB, O CEPUAX, MAPTHIX JIEKAPCTBEHHBIX CPEJICTB, MOCTYTIAIOIIIX
B IpaxxaaHckuit 060poT B Poccuiickoit deneparuu;

2) otOop 0O0pa3IOB JICKAPCTBEHHBIX CPEACTB Y CYOBEKTOB OOpalIeHHS JICKapCTBEHHBIX



CpCACTB B MLCIAX MPOBCACHUA HUCIIBITAHUN Ha HUX COOTBETCTBUE TpGGOBaHI/I}IM HOpMaTHBHOﬁ
AOKYMCEHTAIIMH UM HOPMATHUBHBIX JOKYMCHTOB;

3) npuHATHE 1O pe3yabTaTaM MPOBEACHHBIX MCIBITAHUM pEIIeHHs O JajbHEHIeM
rpakJaHCKOM 000pOTE COOTBETCTBYIOIIETO JIEKAPCTBEHHOT'O CPEICTBA;

4) npUHATHE YIOTHOMOYEHHBIM (eepaTbHBIM OpraHOM HCIIOJIHUTEIHHON BIACTH PELICHUS O
MepeBojic  JIGKAPCTBEHHOTO CPEACTBA Ha TIOCEPUUHBIH BBIOOPOYHBIH KOHTPOJb KadecTBa
JEKapCTBEHHBIX CPEACTB B Cllydae IIOBTOPHOTO BBISABICHUS HECOOTBETCTBUS KadecTBa
JIEKAPCTBEHHOTO CPEACTBA YCTAHOBJIEHHBIM TpeOOBaHUSAM W (MpU HEOOXOAMMOCTH) O TPOBEPKE
cyOBeKTa oOpalieHus JIeKapCTBEHHBIX CPENCTB. Pacxopl, CBS3aHHBIEC C MPOBEICHUEM TTOCEPUITHOTO
BBIOOPOYHOIO KOHTPOJISI KauyecTBa JIEKAPCTBEHHBIX CPEJACTB, OIJIAYUBAIOTCS IPOU3BOJUTEIEM
JIEKapCTBEHHOT'O CPEJICTBA JTHOO0 JIepKaTeIeM WIH BIaJIebIIeM PETUCTPALMOHHOTO YIOCTOBEPCHHUS
JIEKapCTBEHHOI'O IIpernapara.

(dactb 7 BBenena denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Mnasa 5. PASPABOTKA, JOKITMHNYECKWUE UCCITIEQOBAHUA
NNEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHUWYECKUE UCCITIEAOBAHUA
NNEKAPCTBEHHbIX NMPEMNAPATOB AnA BETEPUHAPHOIO NPUMEHEHWUA

Cratbsa 10. Pa3paboTka nekapCcTBEeHHbIX CpeacTB

1. PazpaboTka jeKapCTBEHHBIX CPEACTB BKIIOYAET B c€0s1 MOMCK HOBBIX (hapMaKOJIOTHYECKH
aKTHBHBIX BEIIECTB, IOCJIEAYIONIee H3YYCHHE WX JICKAPCTBEHHBIX CBOWCTB, MOKIMHUYECKHE
UCCIICZIOBAHMs, pa3pabOTKy TEXHOJOTHM TMpOU3BOACTBA  (papMalleBTUUECKUX CYOCTaHIHH,
pa3paboTKy cOCTaBOB M TEXHOJIOTHH MMPOU3BO/ICTBA JICKAPCTBEHHBIX MPENapaToB.

2. ®uHaHCOBOE O0ecTieueHre pa3padOTKH JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS 32 CUET:
1) cpeacTs denepaibHOTO OIOKETA;
2) cpeAcTB pa3pabOTUNKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpE/ICTB MPOU3BOAUTENICH  JIEKAPCTBEHHBIX  CPEJICTB NpyU  BBIMOJHEHUU
HAYYHO-KMCCIICIOBATEIBCKUX PA0OT IO TIOTOBOPY MEXIY Pa3paOd0TUNKOM JICKAPCTBEHHBIX CPEICTB U
MIPOU3BOIUTEIIEM JICKAPCTBEHHBIX CPEJICTB;

4) MHBIX HE 3aMpPEeIIEHHBIX 3aKOHOaTeNbCTBOM Poccuiickoit denepanyivi HICTOUHUKOB.

3. IlpaBa paspaboTumka JIEKAPCTBEHHOTO CpPEACTBA  OXPAHSIOTCA  TPakKIaHCKUM
3aKOHOJIATEIHLCTBOM.

Cratba 11. [JOKnMHMYeECKOe UuccnefoBaHUE JeKapCTBEHHOro cpeacrBa AnA
MeAULIMHCKOro NpMMeHeHus

1. JIOKIMHUYECKOE UCCIEJOBaHHE JIEKAPCTBEHHOIO CpPEACTBA JJII  MEIULIUHCKOIO
MPUMEHEHUs TMPOBOJUTCS MyTEeM NPUMEHEHHS HAyYHBIX METOJIOB OLIGHOK B LEJSAX IMOJYy4YECHUS
JI0Ka3aTeIbCTB 0€30MaCHOCTH, KauecTBa U A(P(PEKTUBHOCTH JICKAPCTBEHHOTO CPE/ICTBA.

2. JIOKJIMHUYECKOE HCCIIEOBAaHUE JIEKAPCTBEHHOI'O CPEACTBA IS MEAMIMHCKOIO
MPUMEHEHHS MPOBOJIUTCS B COOTBETCTBHUHU C IPaBHJIAMHU HaJJIeXkalmed 1a00opaTOPHON MPaKTHKH,



YTBEP)KIACHHBIMH YIIOJTHOMOYEHHBIM (peiepabHBIM OPraHOM HCTIOJIHUTEIFHON BIIACTH.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. I[J'DI opranu3aivi MW TMPOBCACHUA JOKIMHHUYCCKOr0 HUCCICAOBAHUA JICKAPCTBCHHOI'O
CpeAcTBa Ui MEIWIIMHCKOTO TIPUMEHEHHUS pPa3paOdO0TUYMKU JICKAPCTBEHHBIX CPEICTB MOTYT
IMPUBJICKATb HAYYHO-UCCIICAOBATCIILCKUC OpraHU3allvu, O6pa3OBaTeJ'H>HBIC opraHu3alny BBICIICTO
o0pa3oBaHmMs, UMEIONTNE HEOOXOAMMYI0 MaTEepPUATbHO-TEXHHUECKYI0 0a3y M KBaTu()UIIMPOBAHHBIX
CIICIINAJINCTOB B COOTBCTCTByIOH.IGfI 06JI8.CTI/I HCCIICAOBaHUA.

(B pen. DeaepanbrHoro 3akoHa ot 02.07.2013 N 185-D3)

4. JIOKJIMHMYECKOE HCCIEJOBAaHUE JIEKAPCTBEHHOIO CpPEeACTBA Uil  MEAUI[MHCKOIO
MPUMEHEHHUS MPOBOAUTCS MO YTBEPKIECHHOMY pa3padOTYMKOM JIEKAPCTBEHHOT'O CPEJCTBA IUIaHy C
BEJICHUEM IMPOTOKOJIAa ATOTO0 MCCIEIOBAHUS W COCTABJICHHEM OTYETa, B KOTOPOM COJIEpKaTcs
pe3ynbTaThl ATOrO HUCCIEIOBAHMS U 3aKIIOYEHHE O BO3MOXKHOCTHU MPOBEIACHHS KIMHUYECKOTO
HCCIe0BaHMs JICKAPCTBEHHOTO IIpenapara Jijisi MEAUIMHCKOTO IPUMEHEHHUS.

5. TlpoBenenue TMPOBEPOK COOIIOAEHUS TMPABWI HAJJISKAIIed JTa0OpaTOpPHOW MPAKTUKU W
MMPaBOBbBIX HOPM HCIIOJIb30BaAHUA JKUBOTHBLIX MpPU MPOBCACHHU HOOKIMHUYCCKUX I/ICCJIGI[OBaHI/Iﬁ
JIEKapCTBEHHBIX CPEJICTB A MEIULUHCKOTO MPUMEHEHHS] OCYLIECTBISIETCS YIOTHOMOYEHHBIM
denepaabHBIM OPraHOM UCTIOTHUTEILHOUN BIIACTH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. PesynpraThl JOKIMHUYECKOIO  MCCIEIOBAHMUSA  JIEKAPCTBEHHOTO  CpeAcTBa s
MEIUIIMHCKOTO MPUMEHEHHUSI MOTYT OBbITh MPEICTaBICHbl B YIOJHOMOYEHHBIN (peepanbHblii opran
UCIIOJIHUTEJILHON BJIACTH B YCTAaHOBJIEHHOM IOpPSAKE B ILEIAX TI'OCYJapCTBEHHOW perucTpanuu
JIEKApCTBEHHOTO IIpernapara.

Cratba 12. [JoKknuHM4YeCcKoe wuccriefqoBaHUe JFeKapCTBEHHOro cpeacrtBa M
KNMUHMYECKOe wuccreaoBaHWe JeKapCTBEHHOro npenapata Ans BeTepuHapHOro
npUMeHeHus

1. JlokaMHMYECKOE HCCJIEIOBAaHUE JIEKAPCTBEHHOI'O CpPEACTBA JJIi  BETEPUHAPHOIO
MPUMEHEHUs TMPOBOJUTCS MyTEeM NPUMEHEHHS HAyYHBIX METOJIOB OLIEHOK B LEJSAX IMOJYyYECHUS
JI0Ka3aTeIbCTB OE30MAaCHOCTH, KadecTBa U d(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA, B TOM YHCIIE
OTpeleNiCeHUus] CpOKa €ro BBIBEJACHHS K3 OpraHu3Ma >KMBOTHOTO, B IENAX oOOecredeHus
0€30MacHOCTH TPOAYKIMH XHUBOTHOTO IMPOWCXOXKICHUS IOCIEC NMPUMEHEHHUS COOTBETCTBYIOIIETO
JIEKapCTBEHHOT'O MpernapaTa.

2. JIOKIMHMYECKOE HCCIIEIOBaHUE JIEKAPCTBEHHOTO CPEJCTBA U KJIMHUYECKOE MCCIIEOBAHNE
JIEKapCTBEHHOT'O MperapaTa Il BETepUHAPHOTO MTPUMEHEHHUS, UCCIIeIOBaHHE OMOIKBUBATICHTHOCTH
YKa3aHHOTO JIGKQPCTBEHHOTO IIpemapara TMPOBOJATCA B  COOTBETCTBUM C  TPaBUIIAMU,
YTBEPKACHHBIMU YIIOJIHOMOUYEHHBIM (heJiepaabHbIM OpraHOM MCTIONTHUTENBHOM BIIACTH.

3. JIokIMHHUYECKOE UCCIIEJOBAaHUE JIEKAPCTBEHHOT'O CPEJCTBA U KIMHUYECKOE HCCIIEAOBAHNE
JIEKapCTBEHHOTO MperapaTa AJisi BETEPHUHAPHOTO MPUMEHEHUS MPOBOASITCS MO YTBEPKIACHHOMY
pa3paboOTYUKOM JIEKAPCTBEHHOI'O CPEJICTBA IUIAHY C BEAEHHMEM MPOTOKOJIOB ATHX HCCIIEIOBAaHUMN U
COCTaBIICHHMEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YIbTAThl ATUX UCCIECTOBAHHIA.

4, I[J'If[ opramu3aivii MW TMPOBCACHUA JOKIMHHUYCCKOro HUCCICAOBAHUA JICKAPCTBECHHOI'O
cpeacrtBa M KIIMHUYCCKOr'O HUCCICAOBAHUA JICKAPCTBCHHOI'O IIp€riapara A BETCPHUHAPHOIO
MMPUMCHCHU p33pa60T'-II/IK JICKAPCTBCHHOT'O CPCACTBA MOXKET IMPUBJICKATE OpraHU3allui, UMCIOIINC



HEOOXOMMYI0 MaTepUAbHO-TEXHUYECKYI0 0a3y ¥ KBaIM(UIIMPOBAHHBIX CIIELUAINCTOB B
COOTBETCTBYIOLIEH 00JaCTH HCCIIEI0BaHMU.

5. KuiuHuueckue HCCIEOBaHMS JIEKAPCTBEHHBIX IIpENaparoB s BETEPUHAPHOIO
IIPUMEHEHUS MPOBOAATCS B BETCPUHAPHBIX OPraHMU3alUAX M B OPraHU3aLUAX, OCYLIECTBIAIOLINX
pa3BeAcHUE, BBIPALIUBAHNUE U COACPKAHUE KUBOTHBIX, B LEIAX:

1) ycTaHOBJIEHUS IEPEHOCUMOCTH JIEKAPCTBEHHBIX MPETapaToB 310POBBIMH KUBOTHBIMU;

2) moabopa ONTUMAIBHBIX JO3UPOBOK JIEKAPCTBEHHBIX IPEMapaToB M Kypca JICYCHUs Ha
KOHKPETHOM T'pYIIIE )KUBOTHBIX C ONPEIEICHHBIM 3a00JI€BaHUEM;

3) ycraHoBneHus Oe3zomacHOCTH U 3((HEKTUBHOCTH  JEKApCTBEHHOTO  Iperapara,
NpEeHA3HAYCHHOTO JUIS JICUYCHHS OIPENCNICHHBIX 3a00JIeBaHMU JKMBOTHBIX, WIH 3(P(HEKTHBHOCTH
JIEKapCTBEHHOTO Mpenaparta i IpoPHIaKTHKU 3a00JIeBaHUM 3I0pPOBBIX KHUBOTHBIX;

4) u3ydeHus: BO3MOKHOCTEH paCIIMpPEeHUs TIOKA3aHWK K MPUMEHEHHIO 3apeTUCTPUPOBAHHOTO
JICKApCTBCHHOT'O IpCIiapaTa U BbIABJICHUS PAHCC HCU3BECTHBIX HO60‘IHLIX ,Z[@flCTBPIfI.

6. Kninnnyeckoe nccnenoBaHue JeKapcTBEHHOTO MpernapaTa Al BETepUHAPHOTO MPUMEHEHUs
OCYIIECTBIISIETCS 32 CUET CPEJICTB pa3padOTUNKa JIEKApCTBEHHOTO CPECTBA.

7. Ot4ersl O pe3yibTarax JAOKIMHUYECKOTO HCCIICIOBAHUS JIEKAPCTBEHHOTO CpEACTBA H
KIIMHUYCCKOI0o HCCICAOBAHHA JICKAPCTBCHHOTO IMpfnaparta M1 BCTCPUHAPHOIO IMPUMCHCHUA
COCTABIISIIOTCSL Pa3pabOTYMKOM JIEKAPCTBEHHOTO CPENICTBA C YYETOM 3aKIFOUEHHH OpTraHU3allHid,
MNPUHHUMABIINX YYACTUC B OPraHU3alMU U ITPOBCACHHUU 3TUX HCCHGHOB&HHﬁ.

8. KoHTponp 3a mpoBeAeHUEM AOKIMHMYECKUX HCCIEJOBAaHUM JIEKAPCTBEHHBIX CPEACTB M
KIIMHUYECKUX HCCIEIOBaHUM JIEKapCTBEHHBIX IMpenapaToB [JIsi BETEPUHAPHOTO MNPUMEHEHUS
OCYIIECTBIISIETCS YIIOJIHOMOUYEHHBIM (heZiepaabHbIM OpraHOM UCIIOTHUTENBHOM BIIACTH.

Maea 6. OCYLLECTBJ/IEHUE FOCYOQAPCTBEHHOW PETMCTPALMA
JNNEKAPCTBEHHbIX NMPEMNAPATOB

CraTtba 13. locyaapcTBeHHasi perucrpauums fnekapcTBeHHbIX NpenapaToB
(B pen. @enepanbroro 3akoHa ot 22.12.2014 N 429-D3)

1. B Poccuiickoit ®Penepannu AOMYyCKAIOTCS MPOU3BOJCTBO, H3TOTOBJICHHE, XpaHEHUE,
repeBo3Ka, BB03 B Poccuiickyro ®@enepannro, BbiBo3 U3 Poccuiickoii Penepannu, pekiama, OTIIyCK,
peanuzanus, Inepenada, NPUMEHEHUE, YHUYTOXEHUE JIEKAPCTBEHHBIX IIPENapaTroB, €CIW OHU
3apEruCTPUPOBAHBI COOTBETCTBYIOIINM YIOJITHOMOYEHHBIM benepanbHbIM OpraHoM
VICIIOJTHUTEJIBHON BIIACTH.

(uacts 1 B pen. @enepanbHoro 3akoHa oT 13.07.2015 N 241-D3)

2. 'ocynapcTBEHHOM perucTpanuy Mojyiexar:

1) Bce JekapcTBEHHbIE MpenapaThl, BIEPBhIE MOIeKAIINe BBOLY B oOpaiieHue B Poccuiickoit
denepauny;

2) neKkapCTBEHHBIE Ipenaparhl, 3apEeTUCTPUPOBAHHBIE paHee, HO MPOU3BEACHHBIE B JPYTUX
JIEKapCTBEHHBIX (POpPMax B COOTBETCTBHU C INEPEUYHEM HAMMEHOBAHWHN JICKApCTBEHHBIX (POpM, B
HOBOH JT03UPOBKE MPH J10KA3aTEIbCTBE €€ KIMHUYECKOH 3HAYMMOCTH U 3(pPEKTUBHOCTH;



3) HOBbIE KOMOMHAIIMY 3aPETUCTPHUPOBAHHBIX paHee JEKapCTBEHHBIX MpenapaToB.

3. TocynmapcTBeHHass perucrpanusi JIEKapCTBEHHBIX IIPEMAPATOB OCYLIECTBIACTCA IO
pe3yibTaTaM 3KCIEPTHU3bI JIEKAPCTBEHHBIX CPENICTB, a TOCYJApCTBEHHAs perucTpanus ophaHHBIX
JIEKapCTBCHHBIX IIPENAapaTOB OCYIIECTBIAETCS 10 Ppe3yabTaTaM OKCHIEPTH3bl JOKYMEHTOB,
IIPEICTABICHHBIX AJIs OIPENEICHHs] BO3MOKHOCTH PAacCMaTpUBaTh JEKapCTBEHHBIN IpenapaT Iuis
MEIUIMHCKOTO IPUMEHEHHS IPH OCYLIECTBIECHUU TOCYINAPCTBEHHOM DPETUCTPALlMM B KadeCTBE
op¢aHHOTO JIEKapCTBEHHOT'O MpernapaTta, 1 1o pe3ybTaTaM dKCIEePTU3bI JIEKAPCTBEHHBIX CPEJICTB.

4. TocynmapcTBeHHas  perucTpaius JICKApCTBEHHOTO  Mpenapara  OCYIIECTBISETCS
COOTBETCTBYIOIIUM yIIOJTHOMOYEHHBIM (eIepaTbHBIM OPraHOM UCTIOJHUTEILHOU BIIACTH B CPOK, HE
MIPEBBIIAIOININI CTa MIECTHACCITH PAOOUNX THEH CO JAHS MPUHATHS COOTBETCTBYIOUIETO 3asBICHHS
0 TOCYJapCTBEHHOM pEerucTpaluy JICKapCTBEHHOTO Mpernaparta. B yka3aHHBIN CpOK BKIIIOYAETCA
BpeMsi, HEOOXOAUMOE Il TOBTOPHOTO MPOBEACHHUS JKCIEPTU3BI JICKAPCTBEHHOTO CPEICTBA B
COOTBETCTBUM CO cTaTbeil 25 Hactosdwmero ®PenepanbHoro 3akoHa. Cpok TrocyaapCTBEHHOU
perucTpanuy JEKapCTBEHHOrO IMpernapara HCYUCIICTCS CO JHS MNPHUHATHS COOTBETCTBYIOIIMM
YIOJTHOMOYEHHBIM  (pefiepalbHBIM  OPraHOM  HCIIOJIHUTENBHONH BIACTH  COOTBETCTBYIOIIETO
3asBJICHUSI O TOCYJApCTBEHHOW PErucTpalyy JEKAapCTBEHHOIO IIpernaparta ¢ MPUII0KEHUEM
HEOOXOTUMBIX JOKYMEHTOB IO JI€Hb BBIJAYHM PETHCTPAIMOHHOTO YOCTOBEPECHHUS JIEKAPCTBEHHOTO
npenapara. Bpems, HeoOxoaumoe g HampaBiICHUS YIIOJTHOMOYEHHBIM (elepaibHbIM OPTraHOM
WCTIOJTHUTENILHOM BJIACTH 3allpoca O MPEICTaBICHUH HEOOXOIUMBIX MaTepUaIOB U MPEICTABICHUS
3asIBUTEJIEM OTBETa HAa JAHHBIM 3alpOC B COOTBETCTBUU CO cTaThsiMu 16, 19 m 23 HacTosimiero
®denepanbHOTO 3aKOHA, HE YUYUTBHIBAETCS IMPHU HUCUUCICHUU CPOKA TOCYJapCTBEHHOW perucTpanuu
JIEKapCTBEHHOTO TIpernapara.

5. T'ocynapcTBEHHOW pErucTpaluy He MOJIEKAT:

1)  7nexapcTBeHHblE  TpemapaTbl,  W3TOTOBJICHHbIE  ANTEUYHBIMM  OPraHU3ALUIMH,
BETEPUHAPHBIMH ANTEYHBIMHU OPTraHU3AlMSIMU, HHIUBUIYATLHBIMUA TPEINTPHHUMATEISIMHI, KOTOPHIC
UMEIOT JIMIEH3UI0 Ha (apMaleBTHUECKYIO0 JEeSTeNIbHOCTb, 110 pELEeNTaM Ha JIeKapCTBEHHBIE
mpemnapaTsl U TpeOOBAHUSIM METUIIMHCKUX OpraHU3alluii, BETepUHAPHBIX OpraHU3aIui;

2) nexapCTBEHHbIE IIperapaThl, MPUOOPETEHHbIE (QU3NYECKUMH JIMLAMU 3a TNpeJesaMu
Poccuiickoii @enepanuu 1 npeJHa3sHAYCHHbIE U1 TMYHOTO HCIIOJIb30BaHMS;

3) nexkapcTBeHHBIE Tpenaparsl, BBO3uMble B Poccuiickyto ®Denpepanuio sl OKa3aHUs
MEIMLUMUHCKOM MOMOIIM TO WU3HEHHBIM IOKa3aHUSM KOHKPETHOTO MalleéHTa Ha OCHOBAHUH
pa3pelieHus, BBIJAHHOTO YIIOJHOMOYCHHBIM ()eIepaTbHBIM OPTaHOM HCIIOTHUTEILHOW BIIACTH;

4) nexapCTBEHHbIE CcpelcTBa, BBO3MMble B Poccuiickyro @Penepanuio Ha OCHOBAHUU
BBIJIAHHOTO YIOJHOMOYEHHBIM (peliepaibHbIM OpraHOM MCIIOJIHUTEIBHON BJIACTU pa3pellieHus U
IIpEAHA3HAYEHHBIC U1 NPOBEACHUSA KIMHUYECKUX HCCIICNOBAHMUN JIEKAPCTBCHHBIX IIpENaparoB U
(un) TpOBENEHUS AKCIEPTU3Bl JIEKAPCTBEHHBIX CPEJACTB JUISl OCYIIECTBICHHUS T'OCYAapCTBEHHON
pErucTpanyy JIEKapCTBEHHBIX IIPEapaToB;

5) dbapmarieBTHUeCKre CyOCTaHITNH;

6) pa,Z[I/IO(i)apMaI_IeBTI/I‘-IeCKI/Ie JICKApPCTBCHHBIC IIpCIIapaThbl, U3rOTOBJICHHLIC HCTIOCPECACTBCHHO
B MCAWIMHCKHUX OpraHu3alnugax B HNOPAAKE, YCTAHOBJICHHOM YIIOJHOMOYCHHBIM (bez[epam,HHM
OpraHomMm HUCIOTHUTEIbHON BJIaCTH,



7) neKapCTBEHHBIE MTpenapaThl, IPOU3BOAUMBIE AJIs HKCIIOPTA.
6. He nomyckaercst rocyJapCTBEHHAs PErUCTPaLIUs:

1) nexkapcTBEHHBIX MpENaparoB, OTIMYAIOLIMXCA APYr OT JApyra KaueCTBEHHBIM COCTaBOM
JNEUCTBYIOIUX BEIIECTB, M0 OJUHAKOBBIM TOPIrOBBIM HAMMEHOBAHUEM;

2) 0JTHOTO JIGKAPCTBEHHOTO Ipernapara, MPeICTaBIEHHOr0 Ha TOCYAapCTBEHHYIO PETUCTPALIHIO
B OTHOWICHHWU OJIHOTO W TOTO K€ AEprKaTelsl WM BIaJelblla PETUCTPALMOHHOTO yIOCTOBEPEHHS
JIEKapCTBEHHOTO Mperapara B BHIEC ABYX M OoJiee JEKapCTBEHHBIX IMPENapaToB MOJ Pa3InYHBIMU
TOPTOBBIMH HANMEHOBAHHUSIMH.
(n. 2 B pea. @exnepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy (B 3JeKTpOHHOU (hopMe WiIM Ha OyMaKHOM HOCHUTENE) CyObeKTa oOpalieHus
JICKapCTBEHHBIX  CPEJCTB  COOTBETCTBYIOIIMM  YIOJIHOMOYEHHBIM  (hefepalbHbIM  OpPraHOM
WCIIOJIHUTENIBHON BJIACTH, OCYILECTBIIOIIMM TOCYJAPCTBEHHYIO PETUCTPALUIO JIEKAPCTBEHHBIX
IIPENapaToB, B YCTAHOBJICHHOM WM IIOPSIKE OCYLIECTBISETCS HAyYHOE KOHCYJIBTHPOBAHUE IIO
BOIIPOCAM, CBSI3aHHBIM C IPOBEACHUEM  JOKIMHUYECKUX MCCICIOBAHUN, KIMHUYECKUX
UCCIIEIOBAaHUM JIEKAPCTBEHHBIX IIPENapaToB, HSKCIEPTU3bl KauecTBa JIEKAPCTBEHHBIX CPEJCTB,
a¢pdexTnBHOCTH ©  OE30MacCHOCTH, C  OCYIIECTBICHHEM TOCYJAapCTBEHHOW  PETUCTPAIH
JIeKapCTBEHHBIX NpenapaTtoB. KoHCynbTUpOBaHHE OCYLIECTBISETCS C MPUBJICYCHUEM (heaepabHBIX
roCyAapCTBEHHBIX OIOJKETHBIX YUPEKACHUN, TIOBEJOMCTBEHHBIX JaHHOMY (e/iepalibHOMY OpraHy
WCIIOJIHUTENILHOM BJIACTH M HE y4YaCTBYIOUIMX B OpraHU3alliy MPOBEAEHHUS IKCIEPTU3bI KaueCcTBa
JIEKAPCTBEHHBIX CPEACTB B LEIAX OCYLIECTBIEHUS HX TOCYJapCTBEHHOM pErucTpanuu B
COOTBETCTBUM €O cTaThell 16 Hactosiero denepalbHOro 3aKOHA, B BUAE OTBETA B IMHCbMEHHOMN
dbopMe yMOIHOMOUYEHHOTO (eaepantbHOro OpraHa HCIOJHUTENBHON BiacTH Ha 3ampoc. Pasmep
B3MMAaEMOM C 3asBUTEJIS TUIAThI ONPEIEISAETCS B COOTBETCTBUU € 3aKOHOJATENIbCTBOM Poccuiickoi
@Oenepani 00 oOpraHU3allMU MPEJOCTABICHUS TOCYJApPCTBEHHBIX W MYHULUIAIbHBIX YCIYT.
WNudopmanus 06 OCYIIECTBICHUHM HAyYHOTO KOHCYJIbTHPOBAaHUS, B TOM YHUCIIE CTaTbu, 0030pHI,
CIpaBOYHbIE MaTepHaibl U UHas WH(OpManUs 00 OCYLIECTBICHWH HAy4YHOTO KOHCYJIbTUPOBAHUSA,
pasMeniaercs Ha opuIMaIBLHOM caiiTe YHOJTHOMOYEHHOTO (eepaibHOro OpraHa UCIOTHUTEIbHOM
Biactu B cetd "MHTepHET" ¢ COOMOACHNEM OrpaHHMUYCHHI, YCTAHOBICHHBIX 3aKOHOIATEIILCTBOM O
MEePCOHANBHBIX JaHHBIX, KOMMEPUECKOH U (UJIM) TOCYyAapCTBEHHOM TaiiHe.

8. T'ocynapcTBeHHasi perucrpaius JEKapCTBEHHBIX IMPENapaTroB, KOTOPBIC IMpETHA3HAUCHBI
JUIS TIPUMEHEHUS! B YCIIOBHSIX BOCHHBIX JEHCTBUM, UpE3BBIYAMHBIX CUTyalluid, MPOMUIAKTUKUA U
JedyeHus 3a001eBaHUM U MOpPaKeHUM, MOJyUYEHHBIX B pe3yJIbTaTe BO3JEHCTBUS HEOJIaronpHUsATHBIX
XUMHUYECKHX, OHOJOTHYECKHX, paJAUalMOHHBIX (AKTOpOB, U pa3paboTaHbl MO 3aJaHHUIO
(benepanLme OpraHoB HMCHOJTHUTEIBHOMN BJIAaCTH, YIIOJTHOMOYCHHELIX B obacTu O60pOHI)I CTpaHbl U
0€30MacHOCTH TOCYAapCTBa, OCYIIECTBISIETCS B TMOPSAIKE, YCTAaHOBIEHHOM [IpaBUTENHCTBOM
Poccuiickoit denepanumn.

Cratba 14. NMpuHUMNbI 3KCNEepPTU3bl NIEKAPCTBEHHbIX CPeaCcTB
(B pen. @enepanbHOro 3akona ot 22.12.2014 N 429-03)

1. 9KCHCpTI/I3a JICKApCTBCHHBIX CPCEACTB OCHOBBIBACTCA Ha MNPHUHIOHUIIAX 3aKOHHOCTH,
CO6J'IIOI[€HI/I$[ npaB U CBO6OI[ YCJIOBCKA U I'paXJaHWHA, IIpaB IOPUIUYICCKOTO JIMlda, HE3aBUCUMOCTH
9KCIICPTa, O6’beKTI/IBHOCTI/I, BCECTOPOHHOCT U  IMOJIHOTBI PICCJIC,[[OBaHI/Iﬁ, MNpOBOAUMEBIX C
HCII0JIb30OBAHHUEM COBPEMCHHBIX JOCTIDKCHUI HAayKHN U TCXHUKH, OTBCTCTBCHHOCTHU q)ezlepam,Horo
rocy1apCTBEHHOI'O 6IOI[)I(GTHOF 0 YUpPCKACHHA TII0 IMPOBCACHUIO JSKCIICPTU3BI JICKAPCTBCHHBIX
CpCACTB U 3KCIICPTOB 3a IMPOBCACHNUEC U KAaUCCTBO SKCIICPTU3LI.



2. DkcrepTu3a JEKapCTBEHHBIX IPENapaToB s MEIUIMHCKOIO IPUMEHEHHS BKIIOYAET B
ceos:

1) oskcnepTu3y  IOKyMEHTOB, IPEACTABICHHBIX JJI  ONPENCJIEHHS  BO3MOXHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBIN Mpenapar i1 MEAMIHMHCKOIO IMPUMEHEHUS NPU OCYILECTBICHUH
rOCYJJapCTBEHHOI pErncTpaiy B KadyecTBe ophaHHOTO JIEKapCTBEHHOTO IpenapaTa;

2) 3KCHepTU3y NPEeUIOKEHHBIX METOJIOB KOHTPOJIS KauecTBa JIEKapCTBEHHOTO CpEeACTBa U
KauecTBa MPEACTABICHHBIX 00Pa3IOB JICKAPCTBEHHOTO CPEICTBA C MCIOJIB30BAHHEM ATHX METOJIOB
(manee - aKCHepTH3a KauecTBa JIEKAPCTBEHHOTO CPECTBA);

3) osKcnepTu3y OTHOIIEHHS OKMJAEMOM IOJIb3bl K BO3MOXHOMY PpHUCKY IPUMEHEHUs
JIEKapCTBEHHOI'O IIperapara.

3. Dkcneprusa JIEKapCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO NPUMEHEHHS BKIIIOUAET B
ce0s1 SKCIEepPTH3y KadecTBa JICKAPCTBEHHOI'O CPEACTBA M HKCIEPTH3Y OTHOLICHHS OXKUAAeMOU
I10JIb3bI K BO3MO>KHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara.

Cratba 15. ®depepanbHoe rocyaapcTtBeHHOe OrMKeTHOe Yy4ypexaeHue no
NpoBeAEeHNIO IKCNEepPTU3bl NIEKaPCTBEHHbIX CPeaCcTB

OKkcnepTu3a JIEKapCTBEHHBIX  CPEACTB  MPOBOAMTCA  (pelepaibHbIM  T'OCYJapCTBEHHBIM
OIOJDKETHBIM ~ YUPEXKJACHUEM COOTBETCTBYIOUIETO YIOJIHOMOYEHHOTO (hefepalibHOrO OpraHa
UCTIOJIHUTEJIBHOW BJIACTH, CO3JaHHBIM Ui OOECHEYEeHUs WCHOJIHEHUS IIOJIHOMOYMH 3TOro
(denepanbHOrO OpraHa IO BbIJaue pa3pelieHH Ha NPOBEACHHE KIMHUYECKUX HCCIIeIOBaHUN
JIEKapCTBEHHbIX IpenapaToB W (WIM) MO TOCYAAapCTBEHHOW pErucTpaluu JIEKapCTBEHHBIX
IIpenapaToB (Jajiee - SKCIEPTHOE YUPEIKIECHUE).

Cratbsa 16. OpraHnsaums npoBeAeHUsA 3KCNepPTU3bl JIEKAPCTBEHHbIX CPeAcTB
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Dxcneprusa JEKapCTBEHHBIX CPEACTB IMPOBOJUTCS KOMHCCHEW HSKCIEPTOB SKCIIEPTHOIO
YUPEXKIEHUS, HA3HAYCHHONW €ro pyKOBOJUTEJIEM, Ha OCHOBAaHMM 3aJaHMs Ha NPOBEICHHE
9KCIEPTU3Bl JIEKAPCTBEHHOI'O CPEACTBA, BBIJAHHOIO YIOJHOMOYEHHBIM (helepajabHbIM OpPraHOM
UCTIOJIHUTENIBHOW BJIACTH. PyKOBOIUTENb SKCHEPTHOIO YUPEKICHHUsS OOecleuMBaeT HajJIexallee
MIPOBEJICHUE DKCIEPTU3bl JIEKAPCTBEHHBIX CPEJICTB B COOTBETCTBHM C 33JaHHEM, BbIJIAHHBIM
YIOJIHOMOYEHHBIM (heZiepalIbHbIM OPraHOM MCIIOJHHUTEIbHON BIIACTH, U OPraHU3YeT IMOJArOTOBKY
CBOJHOTO 3aKJIKOYEHUS 3TOM KOMHMCCHUHU. B cOoCTaB 3TOM KOMHMCCHM IO PEIICHUI) PYyKOBOIUTEIS
HKCHEPTHOTO YUPEKJICHHUS MOTYT OBITh BKJIIOUEHBI B KaUeCTBE SKCIIEPTOB JIMIIA, HE paboTaroIue B
JAHHOM 3KCIEPTHOM YUPEKICHHH, €CIIU UX CHEIHaJIbHbIE 3HAaHUS HEOOXOAMMBI Uil MPOBEACHUS
9KCIIEPTU3BI U TAKUE IKCIIEPTHI OTCYTCTBYIOT B JaHHOM 3KCIIEPTHOM YUPEXKICHUU.

2. DOKcHeproM IO TPOBEACHHUIO OKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB  SBIIAETCSA
aTTECTOBAaHHBIH PAOOTHUK 3KCIIEPTHOTO YUYPEKIACHHUS, KOTOPBI MMEET BBICIICE MEIAMIIMHCKOE,
(bapMareBTHYECKOE, OMOJIOTUYECKOE, BETEPHHAPHOE WM XMUMHUYECKOe 00pa30BaHHE M IMPOBOIUT
AKCHEPTHU3Y JICKAPCTBEHHBIX CPEICTB B MOPSIKE UCIIOJHEHHUS CBOMX JODKHOCTHBIX O0S3aHHOCTEH
(mamee - aKCIEpPT).

3. Ilpu npoBeeHUN 3KCIEPTU3bI JIEKAPCTBEHHBIX CPE/ICTB AKCIEPT HE MOXKET HAXOJUTHCS B
KaKOH-1100 3aBHCUMOCTH OT JINI[A, HA3HAYMBIIETO 3Ty SKCHEPTU3Y, pa3paboTUHKa JIEKapCTBEHHOTO
CpeACTBa WU IPYT'HX 3aUHTEPECOBAHHBIX B PE3yJIbTaTaX SKCIEPTU3bI JIUII.



4. Ilpu mpoBeACHUU SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB HE JIONYCKAaeTCs UCTpeOOBaTh y
3asgBUTENA MO0 MHBIX JIMI MaTepuasbl, HEOOXOQUMBIE JUIsl MPOBEJNEHMS SKCHEpTU3bl. B ciydae
HEJOCTATOYHOCTH MPEACTABICHHBIX JKCIEPTY MAaTE€pUaIOB I Ja4M 3aKJIIOUYCHUs DKCIEPT CTABUT
BOIPOC O MPEJACTaBICHUH €My HEOOXOIMMBIX MAaTepHUaoB Iepe]l PYKOBOAUTENIEM 3KCHEPTHOIO
YUPEKICHUS, KOTOpPBIA OOpamiaercss ¢ COOTBETCTBYIOLUIMM 3allPOCOM B  YHOJIHOMOYECHHBIH
(benepanbHbIi OpraH MCIOJHUTEIBHON BJIACTH, BBIIABLIMNA 3aJaHME Ha MPOBEJCHHUE HKCIEPTH3BI
JIEKapCTBEHHOTO CPEJCTBA. YKa3aHHBIA (peepanbHblii OpraH MCIOJIHUTEIBHONW BIACTH B TEUCHHUE
AT pabouux JHEH €O AHA IOCTYIUIEHHs 3alpoca PyKOBOAMTENS AKCIEPTHOTO YUPEKICHHUS
HaNpaBisIeT 3asABUTENIO 3alpOC O MPEJCTABICHUM HEOOXOMUMBIX MaTepuanoB. J[aHHBINH 3ampoc
MOJKET OBbITh IepelaH YMOJIHOMOYEHHOMY NPEACTABUTENIO 3asBUTEIS JIMYHO O] PACIHUCKY,
HampaBjiIeH MO [OYTe 3aKa3HbIM NHCBbMOM MM TIepelaH B 3JIEKTPOHHOH Qopme 1O
TEJICKOMMYHUKALIMOHHBIM KaHalaM CBA3M. B ciyyae HampaBiieHHs AAHHOTO 3ampoca IO IOo4YTe
3aKa3HbIM MMCbMOM OH CUMUTAETCA IOJIYYEHHBIM I10 MCTCYCHHMH LIECTH JHEU C JaThl HAIIPABJICHUS
3aKa3HOI'O IMHCHMA.

(uactp 4 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

4.1. 3asButenp 00s3aH TPEJICTABUTh OTBET HA 3alpoC YMOJHOMOYECHHOTO (eaepabHOTO
OpraHa UCTOJHUTEILHON BIACTH B CPOK, HE MPEBBIMAIONINN IEBIHOCTa pabodmX JAHEW CO JHS €ro
MOJTy4eHUs1. Y TIOJTHOMOYEHHBIN (eZIepaIbHbIN OpraH UCTIOTHUTEIHPHON BIIACTH, BBIJIABIINN 3aaHUE
Ha TPOBEJECHUE DKCIEPTU3BI JEKAPCTBEHHOTO CPENICTBA, B TEUCHHE ISITH padOyux IHEH cO JHA
MOCTYIUICHHUS OT 3asBUTENI OTBETAa Ha JIaHHBIM 3ampoC HAIpaBiIIeT TaKOW OTBET B AKCIEPTHOE
yupexaeHue. B ciyuae HEmpeaCTaBJICHUs MO MUCTEUYCHUHU JEBSHOCTA pabOYMX THEH 3asBUTEIEM
OTBETa Ha JAHHBIA 3aMpoOC YMOJHOMOYCHHBIN QeepalbHbIi OpraH HWCIOJHUTEILHON BJIACTH,
BBIJIABUINM 3aJJaHuE Ha MPOBEJCHUE HKCIEPTU3bl JICKAPCTBEHHOTO CPEJICTBA, B TEUEHUE IISTH
pabounx JAHEW HampaBiseT B OKCIEPTHOE YUYPEKICHHE YBEIOMJICHHE O HENpeACTaBICHUH
3asBUTEJIEM OTBETAa Ha 3alpoc YKa3aHHOro opraHa. BpeMs co [HS HampaBieHHs 3ampoca
AKCIIEPTHOTO YUPEXKICHUS B YIOJTHOMOUYEHHBIH (eiepanbHbIil OpraH MUCIOIHUTEIbHOW BJIACTU 10
IHS TIONly4EHHUs OKCIEPTHBIM YUYPEXKICHHEM OTBETa Ha 3alpoc WO  yBEAOMJICHHS O
HETPEACTaBJICHUU OTBETa Ha 3alpoCc HE YYUTHIBACTCS MPU HCYUCICHUH CpPOKa IPOBEACHUS
9KCIIEPTHU3BI JIEKAPCTBEHHOTO CPECTBA.

(dactb 4.1 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. Ecom B cOCTaBe pErHCTPAllMOHHOIO [JOChE Ha JIEKAPCTBEHHBIM IIpenapar yis
MEJIMLIUHCKOrO IPUMEHEHUS COACPKUTCA NMPEeNyCMOTpeHHas cratber 18, wactero 1.1 craten 30 u
cratbeil 34 Hactosmero denepanbHOro 3aKOHa KOMUS PEIICHUS YIIOJTHOMOYEHHOTO (eiepalbHOro
OpraHa MCIIOJIHUTEJILHOM BJIACTU O IIPOBEICHUH MHCIIEKTUPOBAHUS IIPOU3BOUTEINS JIEKAPCTBEHHBIX
CPEACTB, JKCHEepPTy A0 OG(OpMIECHUS pPE3ylbTaTOB SKCHEPTU3bl JIEKAPCTBEHHOIO CpEACTBA
MIPEAOCTABIIIETCS B OPSAJIKE U HA YCIOBUAX, KOTOPBIE NIPEYyCMOTPEHBI YacTaMu 4 u 4.3 HacTosuien
CTaTbM, KOIMSA 3aKJIIOYEHUS O COOTBETCTBUU NPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBAaHMSAM MPABUJ HAJUICKAIIEH MPOU3BOJCTBEHHOW MPAKTHKH, BBIAHHOTO YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCTIOJIHUTEIBHOMN BIIACTH.

(dactp 4.2 BBeneHa OenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

4.3. 3asButenb 00sd3aH NOPEACTaBUTH B  YIOJHOMOYEHHBIH (enepalbHbIi  OpraH
HWCIOTHUTEIbHON BJIACTH KOITHMIO 3aKIIOUYEHHS O COOTBETCTBHU MMPOU3BOAUTCIIA JICKAPCTBCHHBIX
CpeACTB TpeOOBaHMSAM NpPaBUI HaAJEKaIled NPOU3BOJACTBEHHOW TNPAKTUKU B CPOK, HE
MPEBBILIAIONINM CTa BOCBMUAECITH pabouMx JHEH co JHS TMOJIydeHHs 3ampoca O €€
NPEJOCTaBICHUH. YTIOJIHOMOUYEHHBIN (efepalbHblii OpraH HCIOJHUTEIbHON BIAcTH, BbIIABIIMN
3aJJaHie Ha MPOBEACHNE YKCIIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA, B TEUCHHE IATH pabouux IHEH co
IHS TOCTYIUIEHMs OT 3asiBUTENs KOMMU 3aKJIIOYEHHS O COOTBETCTBMM IPOU3BOAUTEIS



JICKApCTBEHHBIX CPEACTB TpeOOBaHMAM TNPAaBWII HaJJIeKallel IMPOU3BOACTBEHHON IPAKTHKH,
HaIpaBIIFET €€ B OKCIEPTHOE yupexkeHue. B ciiyyae HenmpeacTaBieHUs 3asiBUTENIEM B yKa3aHHBIM
CPOK KOIIMH 3aKIIFOYCHHA O COOTBCTCTBUH IMPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tp€60BaHI/I}IM
MpaBUJ  HAJJICXKAIICH TMPOU3BOJCTBEHHONW TIPAKTUKH YIIOJHOMOYCHHBIA (eaepaibHbId OpraH
HUCIOJIHUTEIbHOU BJIaCTH, BBII[aBIHI/Iﬁ 3aIaHUC Ha MPOBCIACHUC OSKCHCPTU3BI JICKAPCTBCHHOI'O
CpEICTBa, B TEUEHUE MATH pabodMX AHEH HaMpaBisieT B SKCIIEPTHOE YUPEKICHUE YBEIOMIICHUE O
HCMIPCACTABJICHUN 3asABUTCIIEM KOITnHu 3aKJIFOYCHUA (0] COOTBETCTBUHN MPOU3BOAUTCIIA
JIEKapCTBEHHBIX CPECTB TPeOOBaHUIM MpaBUJI HaJJIeXkKalllel MPOU3BOICTBEHHOM MpaKTUKU. Bpems
CO JTHSI HAIPaBJICHHUS 3aIpoca SKCIEPTHOTO YUPEXKICHHs B YIOJIHOMOYCHHBIN (enepaabHblil Opran
WCIIOJTHUTENIbHON BIACTH A0 JHS MOJXYYEHHs] SKCIEPTHBIM YUpEXKICHHEM KOIMUU 3aKIIOYEHHS O
COOTBCTCTBUU TPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB TpCGOBaHI/IHM ImpaBUJI Hannemameﬁ
MIPOM3BOJCTBEHHONW MPAKTHUKU WJIA YBEAOMJICHHMS O €€ HEIMpPE/ICTaBICHUM HE YYUTHIBACTCSA MpPU
HCYUCJICHUH CPOKA MPOBEJEHUS FKCIIEPTU3BI JIEKAPCTBEHHOI'O CPE/ICTBA.

(dactp 4.3 BBeneHa DenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. DKcnepr npu NPOBEACHUU NMOPYYEHHON €My PYKOBOJUTENIEM SKCIIEPTHOIO YUpEXKICHUS
HKCHEPTHU3BI JIEKAPCTBEHHOI'O CPECTBA 00s3aH:

1) mpoBecTH NOJHOE HCCIENOBAHUE MPEICTABICHHBIX €My OOBEKTOB, MaTepHUajoB, aTh
000CHOBaHHOE M OOBEKTHBHOE 3aKJIIOUEHHE TI0 IIOCTABJIEHHBIM II€pe] HHUM BOIpOcCaM WU
MOTHBHPOBAaHHOE 3aKJIIOYEHHE O HEBO3MOYKHOCTH IMPOBEAECHUS UM DKCHEPTU3BI JIEKAPCTBEHHOIO
CPEICTBa, €CJIM MOCTABJICHHBIE BOMNPOCHI BBIXOJAT 3a IpPEAEIbl CIEHUAIbHBIX 3HAHUW JKCIEpTa,
OOBEKTBl MCCIECJOBAHUN M MaTepualbl HENPUTOJHBI MM HEJOCTAaTOYHBI JUIS IPOBEACHUS
UCCIIEIOBAaHUM U J1ayMl 3aKJIIOYEHUs JINOO COBPEMEHHBIH YPOBEHb Pa3BUTHUSI HAYKHU HE IMO3BOJISIET
OTBETUTH Ha MIOCTABJIEHHBIE BOIIPOCHI;

2) He pasmiamarh CBEACHUS, KOTOpPbIE CTald €My H3BECTHbl B CBSI3M C IPOBEACHHUEM
AKCMEPTU3bl JIEKAPCTBEHHOTO CPEICTBA, a TaKXKE CBEACHMS, COCTABIISIIOUIME TOCYIapCTBEHHYIO,
KOMMEPUECKYIO WM UHYIO OXPaHIEMYIO 3aKOHOM TalHYy;

3) obecreunTh COXPAaHHOCTD MPECTABICHHBIX 00BEKTOB HCCIICIOBAaHUN U MATEPUATIOB.
6. DKCIIepT HE BIPABE:

1) mpoBOIUTH 3KCHEPTHU3Y JEKAPCTBEHHOI'O CPEJCTBA MO OOPAICHHIO HETOCPEACTBEHHO K
HEMY OpTaHU3aIi Wi GU3NIECKUX JTHII,

2) caMOCTOSATENBHO COOMpATh MaTepHalbl JUIS TPOBEICHHS SKCIIEPTU3BI JICKAPCTBECHHOTO
Cpe/CTBa;

3) NPOBOAUTH SKCIEPTU3Y JIEKAPCTBEHHOTO CPEJICTBA B KAayeCTBE HETOCYAapCTBEHHOTO
JKCTIepTA.

7. B ciyyae HEOOXOOUMOCTH SKCIEpT BIpPaBE XOAATAHCTBOBATH MEpel PYyKOBOJUTEIEM
AKCIIEPTHOIO YUPEXKJEHUS O MPUBJICUYECHUHU K MPOBEIECHUIO SKCIEPTHU3bI JIEKAPCTBEHHOI'O CPEICTBA
APYTUX SKCIEPTOB.

8. Kaxnpiii skcmepr, BXOISMIIMNA B COCTaB KOMHUCCHHM JKCIIEPTOB, KOTOPOH MMOPYUYEHO
MIPOBEACHUE SKCIEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA, HE3aBUCHMO U CaMOCTOATEIbHO MPOBOJIUT
WCCIIEIOBAHUS, OILIEHMWBAET pPE3yJbTaThl, IMOJYYEHHBIE MM JIMYHO W APYTUMH SKCIEPTaMH, H
(dbopMynupyeT BBIBOABI OTHOCUTENIBHO MOCTABIEHHBIX BOMPOCOB B IMpeAeNiaX CBOUX CIHEIUAIBHBIX



3HAHUN.

9. PesynbraThl 3KCHIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA O(GOPMIIIOTCS —3aKIOYCHUEM
KOMHCCHH  OJKCIIEPTOB. B  3aKII0YEHWHM KOMHUCCHM O3KCIIEPTOB  YKAa3bIBAIOTCS  MEPEUYCHb
UCCIICIOBAaHHI, 00bEM MPOBEACHHBIX KaXK/IBIM 3KCIIEPTOM HCCIICOBAHHUMN, YCTAHOBICHHBIC KaXKIbIM
13 HUX q)aKTBI " CHCIAaHHBIC B PC3YJILTATC I/ICCJIC,Z[OBaHI/Iﬁ BBIBOJBI. 3KCHCpT, MHCHUC KOTOPOI'0O HC
COBIAJIACT C PEHICHUEM KOMHCCHH SKCIEPTOB, BIIPABE BBIPA3UTh CBOE MHCHHE B MHCbMEHHOM
dbopMe, KOTOpoe MPUOOIIASTCS K 3aKIFOUESHUI0 KOMUCCHH SKCIIEPTOB.

10. DxcmepThl, BXOIAIIME B COCTAaB KOMHUCCHH, MPEAYNPEKIAIOTCI 00 OTBETCTBEHHOCTH B
COOTBETCTBHUH C 3aKOHOJATENbCTBOM Poccuiickoit denepanuu 3a 1ady 3aKIOYEHUs, COAEPIKALLErO
HEOOOCHOBAaHHBIE WIN (aJIbCU(PUIIMPOBAHHBIE BBIBOBI, O UEM OHH JJAIOT MOAIUCKY.

11. Onpenenenue ypoBHsS Npo(heCcCHOHATBLHOW MOATOTOBKH DKCIIEPTOB M aTTECTAIMs UX Ha
paBo NIPOBE/ICHUS AKCIIEPTHU3BI JICKapCTBEHHBIX CpeAcTB OCYIIECTBIISIOTCS
IKCIEPTHO-KBATU(UKAIMOHHBIMA KOMHCCHSMH B TOPSJIKE, YCTAaHOBJICHHOM COOTBETCTBYIOIINM
YIOJHOMOYECHHBIM (pe/iepaibHbIM OpTaHOM HCIIOJTHUTEIBHOMN BIACTH. Y POBEHB MPOo(ecCHOHATBHOM
MOATOTOBKH IKCIIEPTOB MOJUICKUT NIEPECMOTPY YKa3aHHBIMH KOMHCCHUSIMH HE PEXKE UeM OJIMH pa3 B
TSITh JIET.

12. IlpaBuna nmpoBeACHUS SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U OCOOECHHOCTH IKCIEPTU3HI
OTACTBHBIX BHJIOB JIEKAPCTBEHHBIX TIpenapaToB (pedepeHTHBIX JIEKapCTBEHHBIX INPENapaTos,
BOCIIPOU3BE/ICHHBIX JICKAPCTBEHHBIX IPENapaToB, OMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparos,
OMOaHaIOTOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MpernapaToB (OMOAHAIOTOB), TOMEOMATHYECKUX
JICKApCTBEHHBIX  IPEMapaToB, JIEKAPCTBEHHBIX PACTUTENBHBIX IMpenapaToB, KOMOMHAIMA
JICKApCTBEHHBIX TpernapaToB), (OPMBI 3aKITIOUEHHH KOMHCCHH OKCIEPTOB YCTaHABIUBAIOTCS
COOTBCTCTBYIOIIHNM YIIOJTHOMOYCHHBIM (I)eﬂepaHLHBIM OpraHomM HUCIOJIHUTEIHHON BIACTH.

(gacth 12 B pen. @enepanpHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 17. [lopaya wm paccMoTpeHue 3asiBNeHUss O rocyaapCTBEeHHOWM
perncTpauum nekapcTBeHHOro npenapara AnsA BeTepMHapHOro NpuMeHeHus
(B pen. @enepanbroro 3akoHa ot 22.12.2014 N 429-D3)

1. Jng rocyAaapCTBEHHOW PETHUCTpallMM JIEKAPCTBEHHOI'O IpernapaTra JUisli BETEPUHAPHOIO
IPUMEHEHHs pa3pabOTUUK TAKOTO JIEKApCTBEHHOI'O Ipernapara WM YIMOJIHOMOYEHHOE MM ApPYroe
IOpUAMYECKOE JIMIO (Aajiee B HACTOSIIEH CTaThe - 3asgBUTEIb) NPEACTABISIET B YIIOTHOMOYEHHBIH
(benepanbHbIi OpraH UCIOJHUTEIBHOMN BIACTH, OCYILECTBIISIOUINNA TOCYJapCTBEHHYIO PETHCTPALIUIO
JIEKapCTBEHHBIX IPENapaToB Il BETEPUHAPHOIO NPHUMEHEHHUs, B JJIEKTPOHHON Qopme wiu Ha
OyMa)KHOM HOCHTEJIE 3asiBIEHHE O TOCYJapCTBEHHOM perucTpaluy JIEKapcTBEHHOTO Mpenapara Jyis
BETEPUHAPHOTO NPUMEHEHHS, a TaKXKe B TOPSJIKE, YCTAaHOBJIEHHOM COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM HCHOJHHUTENbHOM BIACTH, B AJIEKTPOHHON (hopMme miu
Ha OyMa)KHOM HOCHTEJIEe HEOOXOANMBIE JOKYMEHTHI, U3 KOTOPHIX (POPMHUPYETCS PETUCTPATUIOHHOE
J0ChE€ Ha JIEKAPCTBEHHBIN IIpenapaT Il BETEPUHAPHOIO IPUMEHEHUS.

2. B 3asgBneHMM O TOCYAapCTBEHHOW pPETUCTPAIlMU JICKAPCTBEHHOTO TMperapara s
BETEPUHAPHOTO MPUMEHEHHSI YKa3bIBAIOTCS:

1) HauMEHOBaHHME M aapec 3asBHUTENS, pa3padOTUMKa M TPOHM3BOJUTENS JIEKAPCTBEHHOTO
mpernapaTta JUisi BETEPUHAPHOIO INPUMEHEHMsSI U aJpec MeCTa OCYILECTBIEHHUS IPOU3BOJCTBA
JIEKapCTBEHHOI'O IpernapaTa A BETEPUHAPHOTO NpPUMEHEHHUs (B Cilydae HaJU4us HECKOJIbKUX
YUYaCTHHKOB Tpoliecca MPOU3BOACTBa HEOOXOIUMO yKa3aTh KaX/10ro U3 HUX);



2) HauMMEHOBAaHME JIEKAPCTBEHHOrO IMpemapara JUuisi BETEPUHAPHOIO NPUMEHEHUs
(MEeXIyHapOIHOE HEMaTeHTOBAaHHOE, WM TPYNIUPOBOYHOE, WIM XHMHUYECKOE U TOProBOe
HaUMEHOBAaHUS);

3) mepedeHb JACHCTBYIONIMX W BCIIOMOTATEIbHBIX BEIIECTB, BXOJAIIMX B COCTaB
JIEKApCTBEHHOT'0 Tpenapara Jjisi BETEPUHAPHOTO NMPUMEHEHHUs], C YKAa3aHUEM KOJUYEeCTBA KaKJI0TrO
W3 HUX;

4) nexapcTBeHHas (opma, AO3UPOBKA, CHOCOOBI BBEIEHHUS M NPUMEHEHUS, CPOK T'OJHOCTH
JIEKapCTBEHHOT'O Mpenaparta i BeTEpUHAPHOIO IPUMEHEHNS;

5) papmakorepaneBTHUECKas TPYIIa;

6) HeoOXOIMMOCTh NPHUMEHEHHUS YCKOPEHHOH MpOLeAypbl SKCIEPTU3bl JIEKapCTBEHHBIX
CPEICTB B LIEJIIX TOCYJapCTBEHHOM perucTpaium JeKapcTBEHHOIO IIpenapara;

7) KOIMH TOKYMEHTOB, MOATBEPKAAIOIINX YIIJIATy TOCYIapCTBEHHOMN MOUUIUHBI:

a) 3a IPOBEJCHME IKCIIEPTU3bl KaUeCTBA JIEKAPCTBEHHOI'O CPEJCTBA U KCIEPTU3bI OTHOILIECHUS
OKMJIa€MOM TOJIb3bl K BO3MOXHOMY pHCKY IPUMEHEHHMs JIEKapCTBEHHOI'O IIpenaparta Jis
BETEPUHAPHOTO IPUMEHEHMS IIPU €70 F'OCYJAPCTBEHHOM perucTpanuy;

0) 3a BeIJauy PETUCTPAIIIOHHOTO YJIOCTOBEPEHHUS JICKAPCTBEHHOTO MTPETapara;

8) HaJMuue Corachs, MPEAyCMOTPEHHOIO YacTbl 7 HACTOSALIEM CTAaTbU, €CIM C MOMEHTa
peructpanyu peepeHTHOro JIEKapCTBEHHOTO TIpenapaTa Uit BEeTEpUHAPHOTO MPUMEHEHHUSI IPOIILIO
MCHEEC U€M LICCTH JICT.

(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

3. PeructpanmonHoe mgo0cke B LEIAX DKCHEPTU3bl JIEKAPCTBEHHOIO IIpermapaTta Ajs
BETEPUHAPHOTO MPUMEHEHHS POPMHUPYETCS U3 CAEAYIOIIUX JOKYMEHTOB:

1) Komus JTUIEH3UM HA MPOU3BOJICTBO JEKAPCTBEHHBIX CPEACTB, BBIJAHHOW MPOW3BOJIUTEIIO
PETUCTPUPYEMOrO JICKAPCTBEHHOT'O TIperapara sl BETEpUHAPHOTO MPUMEHEHUSs, 111 POCCUICKUX
MIPOU3BOAUTENEH;

(n. 1 B pen. @enepanbroro 3akoHa ot 04.06.2018 N 140-D3)

2) KOmusl JIMIIEH3UN Ha TPOU3BOCTBO JICKAPCTBEHHBIX CPEICTB, BBIAAHHOW MPOU3BOIUTEIIO
(dapmareBTHYECKON CyOCTaHIIMU, BXOJIANICH B COCTAaB PETHCTPUPYEMOTO JICKAPCTBEHHOTO
npernapara Juisi BETEepUHAPHOTO MMPUMEHEHWSI, 111 POCCUHCKUX MTPOU3BOIUTEIICH;

(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2.1) Komus AOKyMEHTa, BBIIAHHOTO YIIOJIHOMOYEHHBIM OPTaHOM CTpPaHbl MIPOU3BOIUTENS s
KOKJIOM TPOU3BOJACTBEHHOM IUIOIIAJKH PETUCTPUPYEMOIO JIEKAPCTBEHHOIO IIpemapara Ui
BETEPUHAPHOTO MPUMEHEHHUSI U MOATBEPKAAIOIIET0 COOTBETCTBUE MPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapaTta TpeOOBaHUSAM IPaBUJ HAJUJIEKaLEH MPOU3BOJICTBEHHOM MPAaKTUKU, U €ro NEepeBOj Ha
PYCCKUM SI3bIK, 3aBEPEHHbICE B YCTAHOBJIECHHOM TIOpPSAJKE, a TAaKXE KOMUSA 3aKIIOUEHUS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBaHUSAM MpaBWJ HaJexallen
MPOU3BOJCTBEHHOW  MPAKTUKW, BBIJIAHHOTO  YIOJHOMOYEHHBIM  (eepadbHbIM  OpPraHOM
WCIIOJIHUTENIBHOW ~ BJIACTH  JUISL  KaXIOW IPOM3BOJACTBEHHON IUIOIIAJKH PErUCTPUPYEMOTO
JIEKapCTBEHHOT'O MperapaTa sl BeTEpUHAPHOTO MIPUMEHEHHUS, TH00 KOMHsI PEHICHHUS O IPOBEICHHUH
VMHCIIEKTUPOBAHMS INPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, IPHUHATOIO YIOJIHOMOYEHHBIM



denepanbHBIM OpPraHOM HCTIOTHUTENHLHOW BIACTH HJS Ka)XJIOW MPOM3BOACTBEHHOHN TIOIIAIKA
PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIpemapara Jyisi BETEPUHAPHOTO TNPUMEHEHHs. YKa3aHHbBIC
JOKYMEHTBI TPEJACTABISIIOTCA B CIydae, €Clid MPOU3BOJACTBO JICKAPCTBEHHOTO Iperapara
OCYIIECTBIsIETCS 32 npenenamu Poccuiickon denepanuu;

(m. 2.1 BBenen @enepanbHbiM 3aK0HOM 0T 04.06.2018 N 140-D3)

2.2) Komus MOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OPraHOM CTPaHBI NPOU3BOJUTEINS
¢dapmanieBTHUECKOW ~ CyOCTaHIIMM W TOATBEPXKJIAIOIIETO  COOTBETCTBHE  IPOU3BOAUTEIIS
(dapmaneBTHYECKOIl CyOCTaHIIMM, BXOAAIIEH B COCTaB PETUCTPHPYEMOTO JIEKAPCTBEHHOT'O
mperapara  JUis  BETEPUMHApPHOTO  NpPUMEHEHMs, TpeOOBaHMSAM  MpaBWI  HaJJIEKaIlen
MPOU3BOICTBEHHOW TPAKTHKH, W €T0 MEPEeBOJ Ha PYCCKHUH SI3BIK, 3aBEPEHHBIC B YCTAHOBICHHOM
Nopsiike, B CiIy4ae, €CIM TMPOU3BOACTBO (DapMaleBTUUECKOH CyOCTaHIIMM OCYIIECTBIISETCS 3a
npenenamu Poccuiickoit @enepanuu;

(m. 2.2 BBeneH denepanbHbiM 3ak0HOM 0T 04.06.2018 N 140-D3)

3) NpOeKT HOPMATHBHOIO JOKyMEHTAa Ha JIEKapCTBEHHBIM Mpenapar A BETEPUHAPHOIO
MIPUMEHEHUS,

4) DOKYMEHT, COJep Kalllui CIIEeIyIoNyl0 MHpopMamui o (HapManeBTHIECKOW CyOCTaHIIMH
Wi (papManeBTUUECKUX CYyOCTaHIMAX, BXOMIAIIMX B COCTaB JIGKAPCTBEHHOrO IIperapara Jyis
BETEPUHAPHOTO MPUMCHECHHS:

a) HaMMEHOBaHME (apMalleBTUYECKONH CyOCTaHIMM, €€ CTPYKTypa, oOmIue cBoicTBa (IpH
TOCYAAapCTBEHHOM PETUCTPALMK HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX MpEnapaTroB s
BETEPUHAPHOTO MPUMEHEHUS NPEACTABISIOTCS CBEACHUS O IITaMMe, BKIIIOYas €ro HAaMMEHOBaHHE,
UH(OPMAIHIO O TPOUCXOKACHUH, €TO CBOMCTBAX, XapaKTEPUCTUKAX M MECTE ICTIOHUPOBAHHSA);

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

0) HAaMMEHOBAHUE U aIPeC MIPOU3BOAUTEIIS,

B) TCXHOJIOTUA MMPOU3BOACTBA C OIIMCAHHUECM CTa,Z[I/Iﬁ MMpOU3BOACTBA U MCTOJAOB KOHTPOJIA Ha
BCCX CTAAUAX IIPOU3BOJCTBA,

r) uHpopMamus o mpuMecsX (HE NPEACTaBISCTCS MPH TOCYIAPCTBEHHOW pErHCTpanuu
UMMYHOOHOJIOTHIECKUX JICKAPCTBEHHBIX MTPETApaTOB ISl BETCPUHAPHOTO TIPUMEHEHUS );
(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

n) crnenudukanus Ha (papMaleBTHYECKYI0 CyOCTaHIMIO (HE TMPEACTABISETCS TNpH
rOCy/IapCTBEHHOW pETUCTpAllMd HMMMYHOOUOJIOTMYECKUX JIEKAPCTBEHHBIX IMPEMapaToB IS
BETEPUHAPHOTO PUMEHEHUS);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

€) OIucaHue METOUK KOHTPOJISl Ka4eCTBa;

) pe3yJbTaThl aHauu3a cepuil (hapMaleBTHUECKON CyOCTaHUUM (HE MPEICTaBISIOTCS TPH
FOCYHapCTBeHHOﬁ perucTpanvn I/IMMYHO6I/IOJ'IOFI/I‘-IGCKI/IX JICKAPCTBCHHBIX  IIPCrapaToB  JIA
BETEPHHAPHOTO IPUMEHEHH );

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

3) NEepeUCHb CTAaHAAPTHBIX 06pa3u0B WM BCHICCTB, MCIIOJIB3YyCMbIX IIPpH OCYHICCTBJICHHUU
KOHTPOJIA Ka4€CTBaA,



1) OIIMCaHHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MAaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHBIE O CTAaOMJILHOCTH (HE TMPEACTABISAIOTCS TPHU TOCYAAPCTBEHHOW pPETHCTpaIliu
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB JJIsi BETEPHHAPHOTO IPUMEHEHUS);
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

J) CPOK F'OJTHOCTH, yCIIOBUSI XpaHEHMS;

5) otd4er o pe3yibTaTax JOKIMHHUYECKOTO HCCICAOBAHHS JICKQPCTBEHHOTO CPEJICTBA IS
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, BKJHO‘-IaIOH_[I/Iﬁ OIIMCaHUC MECTOIO0B OHpe,Z[GJICHI/I}I OCTAaTOYHBIX
KOJIMYECTB JICHCTBYIOMIETO BEIIECTBA (IEHCTBYIOIMIMX BEIIECTB), MOCTHUTAIOMIETO (JOCTUTAIOIINX )
CUCTCMHOT'O KpOBOTOKa, B HpOI[yKLII/II/I JKHUBOTHOI'O HpOI/ICXO)KI[CHI/ISI I10CJIC HpI/IMeHeHI/ISI TAaKoIro
JICKapCTBCHHOTO CPEJCTBA, a TAKXKe JOKYMEHTAJIbHOE MOJTBEP)KIACHHME (BaHMIAINsA) YKa3aHHBIX
METOJIOB;

(B pen. DeaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

6) oTueT O pe3yibTaTax KIMHUYECKOIO MCCIEN0BAaHUS JIEKApCTBEHHOIO IIpernapaTta Ajs
BETEPUHAPHOIO INPUMEHEHUSA Yy KaXAON0 BUIA >KMBOTHBIX, YKA3aHHBIX B HWHCTPYKUUHU IIO
BETEPUHAPHOMY IIPUMEHEHHUIO;

7) TpOEKT HWHCTPYKLUHUH IO BETEPUHAPHOMY IPUMEHEHHIO JIEKApCTBEHHOrO Ipernapara,
CoJIeprKalleil CIeayIOIUE CBEICHNUS:

a) HAaWMMEHOBaHWE JIGKAPCTBEHHOTO Tpemapara JUisl BETCPUHAPHOTO  MPHMEHEHHS
(MEeXIyHapOJHOE HENATEHTOBAHHOE, WM TPYNIUPOBOYHOE, WIM XHMHUYECKOE U TOProBOE
HaWMEHOBaHMS);

0) nekapcTBeHHas ¢GopMa C YyKa3aHHEM HAaWMEHOBAHMA W KOJMYECTBEHHOTO COCTaBa
NEHCTBYIONIMX BEIIECTB M KAUECTBEHHOT'O COCTaBa BCIIOMOTaTEbHBIX BEIIECTB;

B) OIMCAHUE BHEIIHETO BHU/A JIEKAPCTBEHHOIO IIpenapaTa JijIsl BETEpUHAPHOIO IPUMEHEHUS;

r) (apmakoTepaneBTHUYECKass Tpylna JEKapcTBEHHOIO Hpenapara s BETEPUHAPHOTO
IIPUMEHEHNS WIM yKa3aHHe "TOMEONaTHuIeCKUi JIEKApCTBEHHBIN npenapat';

n) dapmakomuHamuka u  (apMakoKMHETHKa (32 HCKIOUYeHHEeM (apMaKOKHHETUKH
rOMEOIATHYECKUX JICKAPCTBEHHBIX MPEIApaToOB U PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENapaToB) WIN
OIMMCaHNE UMMYHOOHOJIOTHYECKHX CBOMCTB JICKAPCTBEHHOTO TIperapara;

€) MoKa3aHus /i NPUMEHEHNUS;
) IPOTUBOIIOKA3aHUs I IPUMEHECHUS;
3) Mephbl IPEJOCTOPOKHOCTH MTPU IPUMEHEHUH;

M) yKa3aHHe BO3MOXXHOCTH M OCOOEHHOCTEH NPUMEHEHHUS y OCpEeMEHHBIX >KUBOTHBIX, Yy
YKUBOTHBIX B IIEPUOJ JIAKTALIMH, Y TIOTOMCTBA )KUBOTHBIX;

K) peXHUM JO3UpPOBaHUS, CIIOCOO BBEACHUS M MPUMEHEHMs, NpPU HEOOXOAMMOCTH BpeMs
npueMa JIeKapCTBEHHOIo IpenapaTa s BETEpPUHAPHOIO TPUMEHEHUs, MPOJIOHKUTEIBHOCTh
JICYEHUS;



J) BO3MOXHBIE TMOOOYHBIE JEHCTBUS, HEKENATENbHbIE pEaKIUH TP HPUMEHEHUHU
JIEKapCTBEHHOI'O IIperapara Jiisi BETEpUHAPHOTO IIPUMEHEHUS;

M) CHMITTOMBI TIEPEIO3UPOBKH, MEPHI TI0 OKA3aHUIO ITOMOIIH TPU TIEPEI03UPOBKE;
H) B3aMMOJICHCTBHE C IPYTMMH JIEKAPCTBECHHBIMHU TIpenapaTamMu U (i) KOpMamu;
0) ¢opMBI BBIITyCKa JIEKApPCTBEHHOTO Mpenaparta il BETepUHAPHOTO IPUMEHEHUS;

1) ykazaHue (IMpu HEOOXOIUMOCTH) OCOOEHHOCTEH MEeHCTBHSI JIEKapCTBEHHOTO Tperapara s
BETEPUHAPHOI'O IPUMEHEHHUS IPU IIEPBOM IIPUEME WIH IIPU €TO OTMEHE;

p) ommcanue (MpU HEOOXOJUMOCTH) JEWCTBHM CHEIUanucTa B OOJACTH BETEpUHAPHH,
BJIaAC/Iblla JKMUBOTHOI'O IIpU IPOITYCKEC IIpHcMa O,Z[HOﬁ HJIM HCECKOJIbKUX H03 JICKAPCTBCHHOI'O
npernapara Juisi BETepUHAPHOTO MTPUMEHEHHS,

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

C) CPOK TOAHOCTH W YyKa3aHHe Ha 3alpeT MPUMEHEHHs JIEKapCTBEHHOTO Mperapara A
BETEPUHAPHOTO NPUMEHEHUS N0 UCTEUEHUH CPOKA TOJTHOCTH;

T) YCIIOBUS XpaHEHUS;

y) YKa3aHue Ha HE0OXOAMMOCTb XpaHEHUs JEKapCTBEHHOTO Iperapara JUis BETEPHHAPHOTO
IIPUMEHEHHS B MECTaX, HEIOCTYIHbIX AJIS 1ETeH;

¢) ykazanume (Ipu HEOOXOIMMOCTH) CHEIHMAIBHBIX MEp MPEJOCTOPOKHOCTH  IPH
YHUUYTOXEHUU HEUCIIOJIb30BAHHBIX JIEKAPCTBEHHBIX MPENApaToB JJIsl BETEPUHAPHOTO IPUMEHEHMS;

X) CpPOKHM BO3MOXKHOI'O HCIIOJb30BaHUSI TMPOAYKIUU >KHUBOTHOTO TPOUCXONKICHUS IOCIE
BBEJICHUS )KMBOTHOMY JIEKapCTBEHHOTO Mpernapara i BETepUHAPHOTO NPUMEHEHHUS;

11) YCIIOBUS OTITYCKa;

‘I) HAaMMCHOBAHUA U aaApeCa MPOU3BOJACTBCHHBIX INIOMAAO0K IIPOU3BOJUTEIIA JICKAPCTBECHHOI'O
npemnapara Ajisd BETCPpUHAPHOTI0 MPUMCHCHUS

1) HAaMMEHOBAaHHWE, aapec OpTaHU3aIMH, YIOJHOMOYEHHOW JepiKaTelieM WM BIaJelbleM
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUsI JICKAPCTBEHHOTO TIperapara Ha NPUHATHE NPETEH3WH OT
oTpeOuTes;

8) MpOEKThl MAaKEeTOB NEPBUYHON YNAKOBKM M BTOPHUYHOW YHAKOBKHM JIEKAPCTBEHHOI'O
npernaparta Jiisi BETEpUHAPHOTO IPUMEHEHUS;

9) cnenyrone CBECHNUS O JICKAPCTBEHHOM IpenapaTe il BETEpUHAPHOTO MTPUMEHEHHUSL:
a) OTHMCaHUE U COCTAB JICKAPCTBEHHOTO TpernapaTa i BETepUHAPHOTO IPUMEHEHUS;
0) onrcanue (hapmarieBTHUECKOH pa3paboTKH;

B) ONHCaHWE TpoIlecca MPOW3BOACTBA M €ro KOHTPOJS, IMOJIIMUCAHHOE B TOPSIKE,
YCTaHOBJICHHOM B COOTBETCTBHUH C YacThIO | HACTOSAIIEH CTaThu;
(B pen. ®exnepanbHoro 3akoHa ot 02.08.2019 N 297-03)



I') ONUCAHUE KOHTPOJII KPUTUUECKUX CTAAUN MPOU3BOJCTBA U MPOMEKYTOUHOM MPOIYKIHUH,
HOJNMCAHHOE B TOPSAKE, YCTAHOBJICHHOM B COOTBETCTBHH C YacThIO | HACTOSILEH CTAaThH;
(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

1) HAaMMEHOBAHMS M ajpeca pa3paboTymKa, AEpKaTelsl WIM BIaJelblla PErHCTPALIHOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOT'O TMIpernapara, MPOU3BOJICTBEHHBIX IUIOMIAJOK IMPOU3BOIUTEIS
JIEKapCTBEHHOTO Tperapara Ul BETEPMHAPHOTO TNPHMEHEHHS C yKa3aHHeM CTaauil
TEXHOJIOTHYECKOTO  MpOIecca,  OCYLIECTBISIEMBIX  HAa  IPOM3BOJACTBEHHBIX  IUIOLIAJIKAX
MPOU3BOANTENS JICKAPCTBEHHOTO ITpernapaTa Jjisl BETepHHAPHOTO NPUMEHEHHS;

(B pen. @enepanbHbix 3aKk0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) ¢apmareBTUYECKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHYECKHUE XapaKTePUCTHUKH;

3) MaTepHaIbHbIN OaJlaHC TS TPOU3BOJICTBA CEPHH TOTOBOTO MPOIYKTa;

1) OIIMCaHHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MAaTEpUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) TOKyMEHTAJIHHOE MOATBEP)KICHNE (BaIUIAINS) TIPOLIECCOB U (MJIM) UX OIICHKA;

1) TpeOOBaHMS K KAdyecTBY BCIIOMOTATENbHBIX BELIECTB (CepTH(HKAT, creruduxanus Ha
BCIIOMOTaTEJIbHbIE BEIIECTBA U UX OOOCHOBAHNUE);

M) AHATIUTUYCCKUC MCTOAWKHU, HCIOJIb3YCMBIC IIPU OCYHICCTBIICHHU KOHTPOJISI KadCCTBa
BCIIOMOT'aTCJIBbHBIX BCIICCTB,

H) JOKYMEHTaJIbHOE MOATBEPXKACHUE (BaTUAAlMs) aHATUTHUYECKUX METOJIMK, UCIOJIb3yEMbIX
MPHU OCYIIECTBJIEHUHN KOHTPOJISI KAYECTBA BCIIOMOTATEIIbHBIX BEIIECTB;

O) HH(bOpMaHHﬂ 00 UCIIOIb30BaHUN BCIIOMOTaTCIbHbIX BCIICCTB YCJIOBCYCCKOI'O M > KNBOTHOI'O
IMPOHUCXOKIACHUA,

1) yrpatuia cuiy. - @enepanpHbiii 3akoH ot 02.08.2019 N 297-03;

p) TpeOoBaHMSA K KadeCTBY JIGKAPCTBEHHOTO IIperapara Uil BETEPUHAPHOTO IMPHUMEHEHHS
(ceprudukar, crienuduKays Ha JIEKapCTBEHHBIN MpenapaT U uX 000CHOBAHUE);

C) AHAIIUTUYCCKUE MCETOAUKH, HCIIOJIB3YCMbIC IIPH OCYIICCTBJICHUMW KOHTPOJIA KadCCTBa
JICKApCTBCHHOTO IIpeliapaTa AJId BETCPUHAPHOI'O MIPUMCHCHUS

T) TOKYMEHTaJIbHOE MOATBEPKICHUE (BaIMIALNS) aHATUTHUYECKUX METOIMK, HUCIIONh3YEMbIX
IIPU OCYILECTBICHUHU KOHTPOJSA KadecTBa JIEKAPCTBEHHOI'O IIpenapara sl BETEPUHAPHOIO

IMPUMCHCHUA

y) JOKYMEHT, TIOJTBEPKIAIOIINN Ka4eCTBO JICKAPCTBEHHOTO TpenapaTa TpeX MPOMBIIIIICHHBIX
cepuii (MMPOTOKOJ aHAU3a WK CepTUUKAT aHAIN3a), OJJHA CEpHsi KOTOPOrO JOJDKHA COBMANATh C
cepueil oOpasiia JeKapCTBEHHOTO Mpernapara, MOJAaHHOTO Ha PETUCTPAITHUIO;

¢) xapakTepucTHKa IpUMecei;

X) MEepeUCHb CTaHAAPTHBIX 06pa3u0B, HUCIIOJIB3YEMBIX IIpU OCYHICCTBJIICHUU KOHTPOJIA



KauecTBa JIEKApCTBEHHOTO NIpenapara /jisl BETEpUHAPHOIO IPUMEHEHNS;
1) TaHHBIE O CTA0MIIBHOCTH JIEKAPCTBEHHOTO MperapaTa JijIsl BETepUHAPHOIO IPUMEHEHUS;

10) xomust TOKyMEHTa, CO/EpIKaIlero HHGOpMaLKI0 O HATMYUU WIK 00 OTCYTCTBUHU (haKTOB
perucTpanyy JEKapCTBEHHOTO Ipernapara Uil BeTEepUHAPHOIO NPUMEHEHHs 3a MpeesamMu
Poccuiickoit denepanuu;

11) cornmacue B NMHUCBMEHHOW (opMme, MPETyCMOTPEHHOE YacThi0 7 HACTOSIICH CTaThH, B
CJIy4yae perucTpanuu BOCIPOU3BEICHHOTO JICKaPCTBEHHOTO IIpenapara;
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) xomMsi NOKyMEHTa Ha PYCCKOM $3BIKE, 3aBEPEHHOTO B YCTAHOBJICHHOM IOpSAJKE U
MOJATBEPKIAIOLIET0 MPAaBOMOYHOCTD 3asIBJICHUS O FOCYIapCTBEHHON PErUCTpalMU JIEKAPCTBEHHOIO
Ipenapara Jiisl BETEpUHAPHOIO IPUMEHEHUS (JI0BEPEHHOCT );

13) cBemeHHs O TOCYAAapCTBEHHOW PETHCTPALMM TeHHO-MHXKCHEPHO-MOIU(DUIIMPOBAHHBIX
OpPraHU3MOB, IPEIHA3HAYCHHBIX JIS BBINYCKa B OKPYXKAlOIIylo cpeny (IpH TocyaapCTBEHHOU
pETHCTpAIlK JICKApPCTBEHHBIX IIPENapaToB JUIS BETEPUHAPHOTO MPUMEHEHHS, IOMYYECHHBIX C
NPUMEHEHUEM T'e€HHO-UHXEHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WM COJCpPXAIIUX TaKHUe
OpTaHU3MBI).

(n. 13 BBeneH denepanbHpiM 3aKkoHOM 0T 02.08.2019 N 297-03)

4. Tlpu mpoBeneHUH YCKOPEHHOW MPOIEAYPhl SKCIEPTU3BI JIEKAPCTBEHHOTO TMperapaTta s
BETEPUHAPHOTO NPUMEHEHUsI B LENSAX €ro ToCyJapCTBEHHOM perucTpaiuyd BMECTO OTyeTa
pa3paboTunka O pe3yJibTaTax JOKIMHHUYECKOTO HCCIEAOBaHUS JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO TMPUMEHEHHS] MOXET OBITh MPEICTaBICH 0030p HAY4YHBIX pabdOT O pe3ysbTaTax
JTOKJIMHUYECKOTO HCCIICIOBaHUS PedEepeHTHOTO JIEKAPCTBEHHOTO Ipemnapara sl BETEpUHAPHOTO
MPUMEHEHHUs, a BMECTO OTYETa O PE3yJIbTaTaX KIMHUYECKOIO HCCIEJIOBAHUS JIEKAPCTBEHHOTO
mpenapara i BETEPUHAPHOTO TNPUMEHEHUS OTYET O  pe3ysibTarax  HCCIASAOBaHUI
OMOPKBUBAJIEHTHOCTH BOCIPOU3BE/IEHHOTO JIEKAPCTBEHHOTO TMpemnapara JUisi BETEPUHAPHOTO
MIPUMEHEHUS.

(uacts 4 B pen. @enepanbroro 3akoHa oT 02.08.2019 N 297-D3)

5. Ha skcnepTusy pa3IudHbIX JCKApPCTBEHHBIX ()OPM OIJHOTO M TOTO KE JICKAPCTBEHHOTO
npernapara Juis BETCPHHAPHOTO NMPHMEHEHHs 3asBUTEINb IMPEICTABIISACT OTIC/IbHBIC 3asBJICHUS U
pPETHCTpAIMOHHBIC JIOChE Ha KaXIy0 JIEKapcTBeHHYIO (opmy. [lpu ycrnoBuHM OTHOBpEMEHHOM
MoJa4d Ha OKCIEPTH3y OJHOW JIGKAPCTBEHHOW (OPMBI €  pa3IMYHBIMU  JIO3UPOBKOA,
KOHIIEHTpaIeH, 00beMOM 3asBHTEIb MPEICTABIISICT OJTHO 3aSBJICHUE W PETUCTPAIIMOHHOE JIOCKE C
MPUIOKCHUEM MAKETOB TEPBUYHON YNAKOBKM M BTOPUYHOM ymakoBkH. Ha makerax mepBHYHOMN
YIAaKOBKH M BTOPUYHOW YIMAKOBKH YKAa3bIBAIOTCS BCE MPOU3BOIUMBIC JTO3UPOBKH, KOHIICHTPAIUH,
00bEMBbl M KOJHMYECTBO J03 B YIAKOBKE JIEKAPCTBEHHOrO TIpenapara Ui BETCPUHAPHOTO
MIPUMCHCHHS.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6. 3asBUTENb BIIpaBE MpPEJICTAaBUTh M0 COOCTBEHHON WHUIIMATUBE BMECTE C 3asBICHHUEM O
rOCyJapCTBEHHOM PETUCTpAlMU JIEKAPCTBEHHOI'O IIperapara s BETCPUHAPHOIO IPUMEHEHHS
JOKYMEHTBI, MOATBEPKIAIIINAE YIUIATY TOCYAAapCTBEHHOW IONUIMHBI M YKa3aHHbIC B ITyHKTE 7
4acTH 2 HACTOALIEH cTaThu. B ciydyae Mx HempencTaBiIeHHs] COOTBETCTBYIOIIMN YIIOJTHOMOYEHHBIN
denepanbHBIE  OpraH HWCHOJHHUTENBHOM BIACTH TpoBepseT (akT ymiuaTtel 3asBHTEIEM
rOCYJapCTBEHHON  MOLUIMHBI ~ MOCPEACTBOM  HCHOJNb30BaHUS  HHpopMmManmuu 00  ymiare



rOCyJIapCTBEHHOHN MOLUIMHBI, cojepxkamieiics B ['ocynapcTBeHHONH WH(POPMAIIMOHHON cHCTEME O
rOCYyapCTBEHHBIX M MYHMIMIIAJIBHBIX IIIATEKAaX, HA OCHOBAaHUM IPEICTABICHHBIX 3asBUTEIEM
KOIIMH JOKYMEHTOB, IIOATBEPKIAAIOIIUX YILIATy I'OCY 1apCTBEHHOM IOLIJINHBI.

7. He nomyckaercsi HCIONb30BaHHE B KOMMEPUECKUX LENsAX HMH(GOpMaluu O pe3ybTaTax
JOKIIMHUYCCKUX I/ICCHCILOBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB ©U  KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ
JIEKapCTBEHHBIX IPENapaToB JAJisi BETEPUHAPHOTO MPUMEHEHUS, MPECTABICHHON 3asgBUTEIEM IS
FOCy,Z[apCTBCHHOﬁ perucTpanru JCKAapCTBCHHBLIX MNPCIapaTosB, 683 €ro corjacusa B TCUCHUEC LICCTU
JeT C JaThl TOCYHapCTBEHHOM peructpanuu pedepeHTHOro JEeKapCTBEHHOIo IIpernapara B
Poccuiickoit denepanuu.

8. JlepkaTenb WU BiIaJieNiel] peTUCTPAIIMOHHOTO yI0CTOBEPEHUS JICKAPCTBEHHOTO IMperapara
JUIE BETEpUHAPHOTO MPUMEHEHMs MPEJCTABISET B YIOJIHOMOYEHHBIH (hefepalbHblii  OpraH
WCTIOTHUTEIIBHOW BJIACTH OTYET IO pe3yJibTaraM (hapMaKoOHa/I30pa OJWH pa3 B IIECTh MECAIICB B
TEUEHUE [ByX JIET I[I0CIE€ TOCYHAapCTBEHHOM pErucTpanuu JIEKapCTBEHHOIO Iipenapara B
Poccuiickoit denepanuu, 3aTeM €XKErogHO B TEYEHUE MOCIEAYIOUUX TpeX JET U B JaJbHEHIIEM
OJZIMH pa3 B TpH roja.
(gactp 8 BBenena denepanbHbIM 3aKk0HOM OT 02.08.2019 N 297-D3)

Cratba 18. [llopaya wm paccMoTpeHue 3asiBNeHUss O rocyAapCTBEeHHOWM
perncrTpauum nekapCTBEHHOro npenapara ansa MeauuUMHCKOro npuMeHeHus
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

I. JIns rocyaapCTBEHHOW pErucTpanyu JEKApCTBEHHOrO IMpenapara il MEIUIMHCKOIO
MPUMEHEHUS IOPUINIECKOE JIUI0, NEUCTBYIOIIEe B COOCTBEHHBIX HHTEPECAX WU YIIOJTHOMOYECHHOE
MIPEJICTaBIATh UHTEPECHl APYTOro IOPUIAMYECKOro JIUMIA U 3asBISIONIee JIEKApCTBEHHBINH Mpenapar
Ha TOCYJIapCTBEHHYIO PETUCTpAIMIO (J1ajieeé B HACTOSIICH CTaThe - 3asBUTEIb), MPEJCTABISET B
YIIOJITHOMOYCHHBIM  (peiepaibHblii  OpraH  HMCHOJHUTEIBHOW  BJIACTH,  OCYIICCTBIISIONIUN
rOCy/IapCTBEHHYIO PETHCTPAIUIO JIEKAPCTBEHHBIX MPENapaToB Uil MEIAULUHCKOTO MPUMEHEHHUS, B
MEKTPOHHOU (opmMe M Ha OyMaKHOM HOCHUTENIC 3asBICHHE O TOCYJAAPCTBEHHOW PETHCTPAINH
JIEKapCTBEHHOT'O Mpemnapara il MEIUIIMHCKOTO IPUMEHEHUS, a TAK)Ke B MOPAJIKE, YCTAHOBICHHOM
YIOJTHOMOYCHHBIM (eicpaTbHBIM OPTaHOM HCIIOJHUTEIILHOM BJIACTH, B DJICKTPOHHOH (GopMe U Ha
OyMa)XHOM HOCHTENe HEOOXOAMMBIE JOKYMEHTBI, U3 KOTOPBHIX (OPMHUPYETCS PETUCTPALMOHHOE
JIOChE Ha JIGKApPCTBEHHBIN MpemnapaT i MEIUIUHCKOTO TPUMEHEHUSI.

(uacts 1 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

2. B 3asgBneHuM O TOCYAapCTBEHHOW pETUCTpAllMU JICKAPCTBEHHOTO TMperapara s
MEIUIIMHCKOTO MPUMEHEHHS YKa3bIBAIOTCS:

1) HauMeHOBaHWE, anpec 3asBUTCISI W MPOU3BOJIUTENS JICKAPCTBEHHOIO Ipemaparta s
MEJIHUIMHCKOTO TIPUMEHEHUS, CBEJCHUS 00 MX PETUCTpallMd B KAayeCTBE HAJOTOIUIATENBIIMKA B
CTpaHe perucrparuu (I POCCHICKUX IOPUANYCCKUX JIMI - HWIACHTH()UKAIMOHHBIA HOMEp
Hayoromarenbinika (MHH), ans WHOCTpaHHBIX FOPUAMYECKUX JIMI] - CTpPaHa PErHCTPalldy,
HAaUMEHOBAHHE PETHCTPHUPYIONICTO OpPTaHa, PETUCTPAIMOHHBIA HOMEp, KOJ HAJOroIUIaTeNIbIINKA B
CTpaHe perucTpanu (MHKOPIOpAIMK) WM €ro aHajor) W aJpec MecTa OCYIICCTBIICHHUS
MIPOM3BOJICTBA JICKAPCTBEHHOTO Tpemnapara (B cliydae HAIMIUS HECKOJbKHX YYaCTHHKOB IpoIiecca
€ro MPOU3BOJACTBA HEOOXOJAUMO YKa3aTh KaXJIOTO YYaCTHHKA B COOTBETCTBHU C OCYIECTBIIIEMOMU
CTaJuei MPOU3BOJICTBA);

(m. 1 B pen. @exnepanbHoro 3akona ot 28.12.2017 N 425-D03)

2) HauMMECHOBAHME JIEKAPCTBEHHOTO Ipenapara s MEAMIHMHCKOIO  IPUMEHEHUs



(MEXIyHapOJHOE HENAaTEHTOBAHHOE, WM TPYNIUPOBOYHOE, WIM XHMHUYECKOE U TOProBOE
HaWMEHOBAHMUS);

3) mnepeueHb JACHCTBYIOIIMX W BCIIOMOTATEIbHBIX BEIIECTB, BXOJAIIMX B COCTaB
JICKAPCTBEHHOTO Tpenapara JJisd MEAUINHCKOTO NMPUMEHEHUs, C YKa3aHUEM KOJWYECTBA KaXKJI0rO
W3 HUX;

4) nexapcTBeHHas ¢Gopma, JTO3MPOBKA, CIIOCOOBI BBEICHHS U NMPUMEHEHHUS, CPOK TOIHOCTH
JICKApCTBCHHOTO IMpeCriapaTa AJI1 MCAUIUHCKOTI'O IPUMCHCHUS

5) dapmakoTepameBTHYecKas ~ Ipymmna, KOJX  aHAaTOMO-TEPaleBTHUYECKO-XUMHUYECKOM
KJIaccu(uKaluy, peKOMeHI0BaHHONW BcemupHOW opraHuzanueil 3apaBOOXpaHEHUS, 3asiBIISEMbIC
MTOKa3aHUs U1 IPUMEHEHHS JICKapCTBEHHOI O IIpernapara JUisi MEIULUHCKOTO IPUMEHEHUS;

6) OTCYTCTBHE HEOOXOJUMOCTH IIPEIOCTABJICHUS OTYETAa O pe3yJbTaTax KINHHUYECKOTOo
WCCIe0BaHMs, UCCIE0BaHUSI OMOAKBUBAJICHTHOCTH JICKAPCTBEHHOTO Mperapara, pa3pernieHHOro
JUIST METUIIUHCKOTO TpuMeHeHus B Poccuiickoit ®enepanuu Ooyiee ABAAATH JET, C YKa3aHHEM
HOPMAaTHUBHBIX MPABOBBIX AKTOB, MOJATBEPKIAIONIMX JAHHBIA CPOK IPUMEHEHUS;

7) HeoOxomauMocTh o¢OpMIIEHUSI paspelieHuss Ha BBo3 B Poccuiickyio ®exeparmio
KOHKPETHOW MapTUU 3aperUCTPUPOBAHHBIX M (WJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB, IPEAHA3HAYCHHBIX Ui IIPOBEICHUs DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LEIAX
roCyIapCTBEHHON PETUCTPALINN;

8) HeoOXOOMMOCTb MpPOBEACHUS HKCHEPTH3bl JAOKYMEHTOB, IPEICTABICHHBIX IS
OIIpECNICHUs] BO3MOXHOCTU pacCMaTpUBATh JICKAPCTBEHHBIM Ipenapar il MEAULIHUHCKOIO
NPUMEHEHHUS TPU OCYILECTBIEHUH TOCYIAapCTBEHHOM pErucTpauuyd B KauecTBe Op(daHHOTro
JIEKapCTBEHHOI'O IIPEIapara;

9) HeoO0XOoAMMOCTh MPHUMEHEHHs] YCKOPEHHOW MpOIeNyphl SKCIEPTU3bl JIEKaPCTBEHHBIX
CPEICTB B LIEJIAX T'OCYJapCTBEHHOM pPErucTpaliy JIEKapCTBEHHOTO MIpenapara;

10) xonuu JOKYMEHTOB, IOATBEPKAAIOIINX YIUIATy TOCYJapCTBEHHOM MOIIINHBI:

a) 3a TPOBEIEHHUE OKCHEPTU3bl JOKYMEHTOB, NPEACTABICHHBIX [UIS ONpEeesIeHUs
BO3MOXXHOCTH pacCMaTpHUBaTh JIEKAPCTBEHHBIA MpemnapaTr AJis METUIIMHCKOTO MPUMEHEHUs MpH
OCYIIECTBJIEHUN TOCYJApCTBEHHOM pETUCTpallid B KadyecTBe Op(aHHOrO JIEKAPCTBEHHOI'O
npernapara;

0) 3a MpPOBEICHNE PKCIIEPTU3BI KAUECTBA JICKAPCTBEHHOTO CPEACTBA M DKCIIEPTU3bI OTHOIICHUS
OKUJAeMOW TOJIb3Bl K BO3MOXKHOMY PpHUCKY TPHUMEHEHHsS JIEKapCTBEHHOTO TMpernapara,
pa3pereHHoro AT MEIUIIMHCKOTO TTpuMeHeHus B Poccuiickoit denepanuu Ooiee aBajnaTH JieT,
MIPH OCYIECTBICHUU TOCYIapPCTBEHHON PETUCTPALIMU JICKAPCTBEHHOTO Mpemnapara;

B) 3a IIPOBEJICHUE IKCIEPTU3bI KAUECTBA JIEKAPCTBEHHOI'O CPEJICTBA U SKCIEPTU3bI OTHOILIECHUS
OKMJaeMOM IIOJb3bl K BO3MOXXKHOMY pHUCKY IIPUMEHEHMs JICKapCTBEHHOIO IIpenapara i
MEJIMLUHCKOTO MPUMEHEHUS IIPH €T0 I'OCYIapCTBEHHON PETUCTPaLUK;

F) 34 MMPOBEACHHUEC SKCIICPTU3BI KAYCCTBA JICKAPCTBCHHOI'O CPEACTBA U SKCIICPTU3bI OTHOILICHUA
omnnaeMoﬁ MMOJIb3bI K BO3MOXHOMY PHCKY HIPpHUMCHCHHA JICKAPCTBCHHOI'O IIp€riapara IJid
MCAUIIMHCKOI'O IMPUMCHCHUA, B OTHOIICHUU KOTOpOro MMPOBEACHBI MCKAYHAPOAHLBIC
MHOT'OLICHTPOBBIC KIMHHUYCCKUC HCCICAOBAHHA, YaCTb M3 KOTOPLIX IIPOBCACHA B Poccuiickoit



denepanuu, Ipyu OCYLIECTBICHUN ITOCYIapCTBEHHON PETUCTPALIUU JIEKAPCTBEHHOTO MpENapara;

11) Hanmuuue coriacus MPOU3BOJUTENS JIEKAapCTBEHHOTO Iperapara, IpOU3BOJICTBO KOTOPOTo
ocywectsisierca 3a npenenamu Poccuiickoir ®denepanuu, Ha INPOBEACHUE HWHCIEKTHUPOBAHUS
IPOM3BOJIUTENS HAa COOTBETCTBME TPEeOOBAHMSAM MpaBWJ HAAJEXalled NPOU3BOIACTBEHHON
IIPAKTUKU;

12) nanuuaue coryacus, MPeayCMOTPEHHOTO YacThio 18 HaCTOSAIIEH CTaThy;

13) ykazaHue BHAA JIEKAPCTBEHHOIO IIperapaTa, IPEICTaBICHHOIO Ha PErHMCTPaLUIO
(pedepeHTHBIN  JTIEKApPCTBEHHBIM Tpemapar, BOCIPOW3BEACHHBIM JICKAPCTBEHHBIN Ipemnapar,
OMOJIOTUYECKUN JICKApCTBEHHBIM Mpemnapar, OHoaHaIOroBbIi (OMOMONOOHBIN) JIEKAPCTBEHHBIN
npenapar  (OWoaHasor), TOMEONMATHYECKUW  JIEKAPCTBEHHBIM  Mperapar, JIeKapCTBEHHBIN
pacTUTENBHBIN ITpenapar).

(dactpb 2 B pea. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. PeructpaiioHHoe J0Che Ha JIEKAPCTBEHHBIN MpenapaT Uil MEAMLIUHCKOTO MPUMEHEHHS
npeaocTaBisieTcst B opMe 00IIeT0 TEXHHUECKOTO IOKYMEHTA.
(dactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Pa3nen noKyMeHTAIlMKM aJMUHUCTPATUBHOTO XapaKTepa BKIIOYAET B ceOsl:

1) 3agBieHME O TOCYJAapCTBEHHOW PETUCTPALlMU JIEKApCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO MPUMEHEHHUS B 3JIEKTPOHHOU hopme 1 Ha OyMakHOM HOCHUTEIE;

2) KONHI0O JOKyMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOIO B YCTAHOBJIEHHOM IIOpSAKE U
MOATBEPKJIAIOIIETO MPABOMOYHOCTh 3asBUTENS IOAABaTh 3asABIECHHE O TOCYJapCTBEHHOMN
pErucTpanyy JeKapCcTBEHHOI O IIpenapara Juisi MEIUIUHCKOTO PUMEHEHUS (IOBEPEHHOCTD);

3) KOMUIO JIMIICH3WW Ha MPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB WM KOMHUIO 3aKITIOYCHUS O
COOTBETCTBUM TPOW3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM TMPABHI HaJJIekKaIIeh
MPOM3BOJCTBEHHON  TPAKTHUKH, BBIJAHHBIX  YTMOJHOMOYEHHBIM  (eepalbHBIM  OpraHOM
WCIIOJIHUTEJIbHOW BJIACTH B OTHOUIEHUM TPOU3BOJCTBEHHOM IUIOMIAJKH PErUCTPUPYEMOTO
JICKapCTBEHHOTO TMpenapara, B Cly4ae, €CJId MPOU3BOJCTBO JIEKAPCTBEHHOTO Mpenapara
ocyuectsisercs B Poccniickont denepanuu;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

4) KONHIO BBIAAHHON YIOJHOMOYEHHBIM OPraHOM CTPaHbl NPOU3BOIUTENS JIUIICH3UH Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOTO IMIperapara W €€ NEepeBOJ] Ha PYCCKUH S3bIK, 3aBEPEHHBIC B
YCTaHOBJIICHHOM TIOPSAKE, @ TaK)Ke KOIHUIO 3aKIIOYCHUS O COOTBETCTBUU IPOU3BOIUTEIS
JICKApCTBCHHBLIX CPCACTB TpC6OBaHI/I$[M ImpaBuJI Haz[nen(amefx’l HpOI/I?;BO)ICTBeHHOﬁ IMPAKTHUKH,
BBIJJAHHOTO YIOJHOMOYEHHBIM (peiepabHbIM OPraHOM HCIIOJHHUTEIHFHONH BIACTH B OTHOLICHUH
MPOU3BOACTBCHHOM TUIOIIAJIKM PETUCTPUPYEMOrO JIEKAPCTBEHHOrO MIpenapara, Wid KOIHIO
pELICHUS] YMOJHOMOYEHHOTO (hefepaabHOr0 OpraHa WCIOJHUTEIBHOW BIACTH O TPOBEIACHUH
WHCIIEKTUPOBAaHUS TPOM3BOJIMUTENS JICKAPCTBEHHBIX CPEICTB, B CIydae, €CIIM MPOU3BOJICTBO
JIEKapCTBEHHOTO Ipenapara OCyLIecTBIsIeTCs 3a npeaenamu Poccuiickoii denepanum;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

5) TPOCKT HMHCTPYKIUH TIO0 MEAMIMHCKOMY TIPUMEHCHHUIO JICKApCTBEHHOTO TIpernapara,
COZIepIKAILCH CIICAYIOIINE CBEICHHS:

a) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpcCIiapara (Mexcz[yHapoleoe HCIIaTCHTOBAHHOC, HIIN



IpyNIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMUS);

0) nekapcTBeHHas ¢opMa ¢ yKa3aHHEM HAaWMEHOBAHMM M KOJMYECTBEHHOTO COCTaBa
,Z[ef/'ICTBYIOLLIHX BCIIICCTB u Ka4E€CTBCHHOT'O cocTraBa BCITIOMOTI'aTCIIbHBIX BCIIICCTB (HpI/I
HEOOXOIMMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTATEIILHBIX BEIIECTB);

B) OINMMCAHUC BHCIIHCTO B A JICKAPCTBCHHOI'O Mpcriapara AJist MCAUIITUHCKOI'O MPUMCHCHU A,

r) GU3HKO-XMMHYECKHE CBOMCTBa (I paanodapMameBTHYECKUX  JICKAPCTBEHHBIX
IIPENapaToB);

n) dapmakoTepaneBTHUECKas TpyIa, KOoJ JIEKApCTBEHHOrO Mperapara Ajas MEIUIIMHCKOTO
MPUMEHEHUS 10 aHAaTOMO-TEPaleBTUYCCKO-XUMHUYECKONH KiacCU(UKANKA, PEKOMEHIOBAHHOM
BcemupHoii opranuzamuen 3paBoOXpaHEHUs], WIH YKa3aHHE '"TOMEONaTUYECKUN JIEKapCTBEHHbBIN
npenapat';

e) dapmakonuHamMuka W (papMaKOKMHETHKA (3a HCKIIOYEHUEM (apMaKOKHHETHKH
TrOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTEIBHBIX JIEKAPCTBEHHBIX IIPENIAapaToB);

) TIOKa3aHUsl ISl IPUMEHEHUS;
3) IPOTUBOMNOKA3AHMS 11l TPUMEHEHUS;
1) MEpHI MIPETOCTOPOKHOCTU MIPU MPUMEHEHHH;

K) yKa3aHHE BO3MOKHOCTH M OCOOEHHOCTEH NMPUMEHEHUs JIEKApCTBEHHOTO Tperapara Jyls
MEIULUHCKOIO IPUMEHEHHs] OEepeMEHHBIMU JKEHIIMHAMH, >KEHIIMHAMH B IIEpUOJ TIPYIHOIO
BCKapMJIUBAHUsI, J€TbMH, B3POCIBIMU, HIMEIOLTUMH XPOHUYECKHE 3a00JICBaHNUS;

J) PEeXUM J03MPOBaHMs, CIOCOOBI BBEACHUS U MPUMEHEHHUS, MPU HEOOXOAMMOCTH BpPEMS
npueMa JIeKapCTBEHHOIO Ipenapara s MEIULUUHCKOTrO NPUMEHEHUs, IPOJ0JDKUTEIbHOCTh
JICYEHHUs, B TOM YHCIIE Y JeTei 10 U Tocie OJHOrO ro/a;

M) BO3MOJKHBIE HEXKENIATEIbHbIE PEAKLIMU IPU PUMEHEHUH JIEKAPCTBEHHOIO Ipernapara AJs
MEIULHUHCKOrO IPUMEHEHHS;

H) CUMIITOMBI [I€PEA03UPOBKHU, MEPHI [0 OKA3aHUIO TTOMOILHU MIPHU MEPEI03UPOBKE;

0) B3aMMOJCICTBHE C JAPYTMMHU JIEKapCTBEHHBIMHM IpenapataMd M (WiIM) MHUIIEBBIMU
MPOJYKTaMH;

1) popMBI BIITyCKa JIEKAPCTBEHHOI'O Iperapara;

p) yKazaHue (Ipu HeoOXO0AUMOCTH) 0COOEHHOCTEH AEHCTBUS JIEKAPCTBEHHOTO MpenapaTa A
MEIUIIMHCKOTO MPUMEHEHUS IIPH MIEPBOM MPUEME WIIN IIPU €r0 OTMEHE;

¢) omucaHue (Mpu HEOOXOAMMOCTH) NEHCTBUI Bpaua (denpamiepa) v (WIM) MalydeHTa MpU
MPOITyCKEe MpHEeMa OJHOW WIIM HECKOJIBKUX JI03 JIKAPCTBEHHOTO Tperapara Jjisi MEIUIIMHCKOTO
MIPUMCHCHHS,

T) BO3MOJXHOC BJHMAHHC JICKAPCTBCHHOI'O IIplriapara Ajd MCAUIHUHCKOIO IHNPHUMCHCHHSA Ha
CIIOCOOHOCTD YHOPAaBJIATh TPAHCIIOPTHBIMU CPCACTBAMU, MCXAHU3MAMU;



y) CpPOK TOJHOCTM W YyKa3aHHWE Ha 3alpeT NPUMEHEHHUS JIEKapCTBEHHOIO Ipemnapara Jyis
MEAULUHCKOIO IPUMEHEHHUS 110 UCTEYEHUN CPOKa FOJJHOCTH;

¢) ycnoBus XpaHEeHuUs;

X) yKa3aHue Ha HEOOXOJMMOCTh XPaHEHHUs JEKapCTBEHHOTO Mpernapara Mg MEAUIIMHCKOTO
MIPUMEHEHHUS B MECTaX, HEJIOCTYIHBIX JUJISl ACTEH;

1) ykazaHue (Mpu HEOOXOJUMOCTH) CIEUHATBHBIX MEp MPEJOCTOPOKHOCTH TP
YHUYTOXKCHUU HCUCIIOJIb30BAHHBIX JICKAPCTBCHHLIX MPCTIapaToB JJIsI MCAUITMHCKOI'O MPUMCHCHUS

4) YCJIOBUS OTITYCKa;

I_H) HAaMMCHOBAHUA U aApCCa IMPOU3BOACTBCHHLIX INIOMIAJIO0K IMPOU3BOJUTEIIA JICKAPCTBCHHOTO
npernapara;

) HAUMEHOBAaHME, aJPEC OpraHU3alUH, YIOJHOMOYEHHON JepXaTelieM WIM BIAIENIbLIEM
PErUCTPALIMOHHOIO yJIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara uisi MEIUIMHCKOTO NPUMEHEHUS
Ha MPUHATHE PETSH3UIA OT NOTPEOUTEIS;

6) MHCTPYKIMIO [0 MEIUIMHCKOMY TPUMEHEHUI0 WM KPATKyIl0 XapaKTepUCTUKY
JIEKapCTBEHHOI'O IIpeTapaTa, yTBEPKACHHbBIE B CTPAHE POU3BOIUTENS;

7) TPOEKThl MAaKETOB IMEPBUYHON YMAKOBKM M BTOPHUYHON YMAKOBKU JIEKaPCTBEHHOTO
mpermapara sl MeIUIUHCKOTO IPUMEHEHUS;

8) MPOEKT HOPMATUBHOHN JOKYMEHTAlMM WM HOPMAaTHUBHOIO JOKYMEHTA Ha JIEKAPCTBEHHBIN
npernapar Juis MEeIUIMHCKOrO NMPUMEHEHUs JH00 yKa3aHHe COOTBETCTBYIOUICH (apMakornelHon
CTaTby;

9) noKyMmeHT, coiepkalmi HHGOPMAIMIO O HAIMYMA WIM 00 OTCYTCTBUM (DAaKTOB
perucTpanyy JICKapCTBEHHOIO IIpernapara A MEAMLUHCKOro IPUMEHEHHs 3a Npeieaamu
Poccuiickoit denepanuu;

10) xonuu TOKyMEHTOB, 3aBEPEHHBIX B YCTAHOBJIEHHOM IOPSIKE U MOATBEPKAAOMINX (HaKT
perucTpanyy JeKapCTBEHHOTO Ipernapara B MHOCTPAHHBIX T'OCYJapcTBax B KauecTBE OpP(aHHOTO
JIEKapCTBEHHOI'O Iperapara;

11) IUIaH YIIpaBJICHUA PpHCKaMH JIA OMOIOTMYECKUX JICKAPCTBCHHBIX IMPCIIapaToOB IJId
MCIUIIMHCKOI'O IPUMCHCHUA

12) mokymeHT o cucremMe (apMakoHaa30pa JAepKaTels WIM BiIaJelbla PerucTpaluoHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara;

13) 1[OKyMEHT, TOATBEPXKAAIOIIUNA  KAueCTBO  JIEKAPCTBEHHOTO  Mpemapara  Tpex
MIPOMBIIIJICHHBIX Cepuil (MPOTOKOJI aHajdM3a WIH CepTH(HUKAT aHalu3a), OJHA CEpUs KOTOPOTO
JOJHKHA COBMaJaTh C cepueil oOpaslia JeKapcTBEHHOTO TMpemapata Uit MEIUIIMHCKOTO
MIPUMEHEHUS, TIPEACTABICHHOTO Ha TOCYIapPCTBEHHYIO PETUCTPALIHIO.

(dactp 4 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

5. Pazgen xumuyeckoi, ¢apmMaineBTUUECKOM U OMOJIOTMYECKON TOKYMEHTAllMM BKJIIOYAET B
ce0st IOKyMEHTBHI, cofiepkaline nHGopManuio o hapMareBTHUECKON CyOCTaHIINK U JIEKAPCTBEHHOM



npenapare Ajid MCAUIHUHCKOr0 MPHUMCHCHUS, IMPOLCCCEC €ro MpOU3BOACTBA U MCTOAAaX KOHTPOJIA
KadyecCcTBa, B TOM YHUCJIC:

1) xomui0 AOKYMEHTa, COJEpKallero CIeIymomyo HHpopManuioo o (apmaneBTHIeCKOn
cyOcTaHimy Wi (papManeBTUYECKUX CYOCTaHIUSX, BXOISIIMX B COCTAaB JIEKAPCTBEHHOTO
npermapara:

a) HauMeHOBaHue (PapMaIeBTUIECKON CyOCTaHIINH, €€ CTPYKTypa, OOIIIe CBOMCTBA;

0) HaMEHOBAaHUE U AJJPEC MPOU3BOIUTEINS;

B) TEXHOJIOTHA IPOU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJOB KOHTPOJIA Ha
BCCX CTaAUAX NPOU3BOJACTBA,

T') ONUCAaHKUE Pa3pabOTKH Mpollecca MPOU3BOJICTBA;

) OTIMCAaHNE KOHTPOJIS KPUTHUECKUX CTaJANUN MPOU3BOJICTBA U MPOMEKYTOYHON MPOTYKIIUH;
€) TOKYMEHTaJIbHOE TTOATBEPIKIeHUE (BaTUAAIIMS ) MPOIECCOB U (MJIM) UX OIICHKA;

) CBOMCTBA U CTPYKTypa IAEHUCTBYIOIIMNX BEIIECTB;

3) XapaKTepHUCTHKa IIPUMeCeii;

1) cnenudukanys Ha papManeBTHUIECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) QHAJIUTHYECKHE METOAMKH, HCIIOIb3yeMbIe IpPU OCYIIECTBICHHH KOHTPOJS KadyecTBa
(bapManeBTHUECKON CyOCTaHITNH;

J) JOKYMEHTAJIBHOE MOJATBEPKACHHUE (BaTUAAIsa) aHATUTHICCKUX METOAMK, UCIIOIh3YyEMbIX
MIPH OCYIIECTBICHUN KOHTPOJIS KauecTBa (apMalleBTHUECKON CyOCTaHIINY;

M) pe3yJIbTaThl aHAIKM3a CEPUil (hapMaIleBTUUECKON CyOCTaHIIHH;

H) MEpeyYeHb CTaHJAPTHBIX OOpa3LlOB WM BEIIECTB, HUCHOJIB3YEMBIX IPU OCYIIECTBICHUH
KOHTPOJIS Ka4€eCTBa;

0) ONMCAHNE XAPAKTEPUCTUK U CBOMCTB YIIaKOBOYHBIX MAaTEPUAJIOB M YKYIIOPOUHBIX CPEICTB;
1) TaHHBIC O CTAOUILHOCTH (hapMaIleBTUUECKON CyOCTaHITNH;
P) CPOK TOAHOCTH;

2) NOKYMEHT, COJEp>Kallluil CIEeQyIollUe CBEJCHHUS O JIEKApCTBEHHOM IIpernapare s
MEIUIIMHCKOTO MTPUMEHEHHUS

a) OIMMMCAHUC U COCTAB JICKAPCTBCHHOI'O Mpcriaparta JJIs1 MCIUITUHCKOI0 MPUMCHCHUSA

0) ommcaHue QapmaineBTUYECKON pa3paboTku (0OOCHOBaHME BhIOOpa COCTaBa, MEPBUYHOU
YHOaKOBKU U UHOTO);

B) TCXHOJIOTHUA IIPOU3BOACTBA C OIIMCAHHUEM cTagun IMPOU3BOACTBA U METOJAOB KOHTPOJIA Ha
BCCX CTaAUAX NPOU3BOJACTBA,



I') ONMCAHHE KOHTPOJII KPUTHUECKHMX CTaauil Ipoliecca NPOU3BOACTBA U IPOMEKYTOUHOU
IPOAYKLUY;

J1) HAMMEHOBAaHME U aJIpeEC MECTa OCYILECTBIECHMsI IIPOU3BOJICTBA JIEKAPCTBEHHOTO IIpenapaTa
V11 MEIMLMHCKOTO TpUMEHEHHus (B Cilydae HaJIW4Ms HECKOJIBKMX YYaCTHHKOB IIpolecca
MIPOM3BOJICTBA HEOOXOAMMO YKa3aTh KaX0T0 U3 HHX);

e) ¢apmareBTUYeCKasi COBMECTUMOCTb;

) MUKPOOHOJIOTHUECKHUE XapaKTePUCTHUKH;

3) MaTepHaIbHbIN OaJlaHC TS TPOU3BOJICTBA CEPHH TOTOBOTO MPOIYKTA;

1) OIIMCaHHUE XapaKTEPUCTUK U CBOWCTB yIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JOKYMCHTAJIbHOE TOJTBEPXACHUE (BalMIAIMs) MPOIECCOB MPOU3BOJICTBA W (WJIH) HX
OIICHKA;

7) TpeOOBaHMsS K KauyeCTBY BCIIOMOTATEIbHBIX BEIIECTB (cepTudUKaT, cnernuduxanus Ha
BCIIOMOI'aTCJIIbHBIC BE€IICCTBA U UX OGOCHOB&HHC);

M) AHAIIUTUYCCKUE MCTOAWKH, HCIIOJIIB3YEMBIC IIPHU OCYHICCTBIICHHHU KOHTPOJISA KadcCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) JOKYMEHTQJIBHOE MOJATBEPXKACHUE (BaTUAAINs) aHATUTHIYCCKUX METOJHK, UCIOJIb3yEMBIX
MIPU OCYLIECTBICHUU KOHTPOJISI Kaue€CTBA BCIIOMOTaTEJIbHBIX BEIIECTB;

0) I/IH(bOpMaHI/IH 00 MCHOJIb30BAaHUHU BCITOMOTaTEILHBIX BE€IICCTB YCJIOBECYCCKOI'O U Y KUBOTHOI'O
MMPOUCXOKIACHUA,

) uHGopmMarus o0 NCIIOTH30BAHUHA HOBBIX BCIIOMOTATEIHHBIX BEIECTB;

p) TpeOoBaHMA K KaudecTBY JIEKApCTBEHHOI'O Mpenaparta IS MEIUIMHCKOTO NpPUMEHEHHUS
(ceptudukar, cnenudukaiys Ha JEKapCTBEHHBIN ITpenapar U uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAUKH, HCIIOJIb3YCMBIC IIPHU OCYHICCTBJIICHUMW KOHTPOJIA KadCCTBa
JICKApCTBECHHOT'O ITperiapaTta JJId MECAUIUHCKOI'O IPUMCHCHUSA ;

T) TOKYMEHTaJIbHOE MOATBEPKJCHUE (BaIMIALNS) aHAIUTHUYECKUX METOAMK, HUCIIOIb3YyEMBbIX
MPU OCYIIECTBIECHUM KOHTPOJISI KayecTBa JIEKAPCTBEHHOTO Mpernapara s MEIUIIMHCKOTO
MIPUMEHEHUS;

y) pe3ybTaThl aHAJTM30B CEPHUI JIEKAPCTBEHHOTO Tperapara Jisi MEAUIIMHCKOTO MTPUMEHEHHS;
&) xapakTepucTHKa IpUMecei;

X) MNEPCUCHb CTAaHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX TIIpU OCYHICCTBIICHUU KOHTPOJIA
Ka4ueCTBa JICKAPCTBCHHOTO IIpCIiapaTa JJIs1 MCAUITHHCKOI'O MIPUMCHCHUS |

11) JaHHBIEC O CTAOUIILHOCTH JICKAPCTBEHHOTO TIpernapara Jyisi MEAUIIMHCKOTO TPUMEHEHHUS.
(dactp 5 B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

6. Paszmen ¢dapmakosormueckoi, TOKCHKOJIOTHMYECKOH JOKYMEHTAIIMH BKIIIOYaeT B ceOs



OTUCTBI O PpE3yJibTaTaX AOKJIMHHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ JICKApCTBCHHOTO  CpCACTBa  JJId
MCIUIUHCKOI'O IPUMCHCHUS, B TOM YUCJIC:

1) otueT o hapMaKOoIMHAMUIECKIX UCCIICTOBAHMSIX;
2) ot4eT 0 (hapMaKOKMHETHIECKUX MCCIICTIOBAHUSIX;

3) OTYET O TOKCUKOJIOTHYECKUX MCCIICIOBAHUSIX.
(dgactpb 6 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. Pa3men KIMHUYECKOM JOKYMEHTALlMM BKJIIOYaeT B ce0s OTYETHl O pe3yJbTarax
KIIMHUYECKUX HCCIIEIOBAaHUM JIEKAPCTBEHHOIO Npernapara Ui MEIULIUHCKOTO IPUMEHEHUs, B TOM
4yucIe:

1) oT4eTsl 00 MCCIENOBAHUSIX OWOMAOCTYIMHOCTH M OMOIKBHUBAJIECHTHOCTH, HCCIICIOBAHUSIX,
YCTaHABJIMBAIOLINX KOPPEISAIHMIO PE3yIbTaTOB, MOJyUYEHHBIX B YCIOBHSAX in Vitro U in vivo;

2) oT4eTHl 0 papMaKOKMHETHUCCKUX HCCIICIOBAHUSAX;
3) oT4eTsl 0 (hapMaKOAMHAMUYECKUX UCCIICIOBAHUIX;
4) OTYETHI O KIIMHUIECKUX UCCIIeN0BaHMUIX 3)PEKTUBHOCTH U OE30MACHOCTH;

5) OTYET O NOCTPETUCTPALIUOHHOM OIIBITE IPUMEHEHUS (IIPH HATTUUUH).
(gactp 7 BBenena denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. TpeboBanus k 00beMy HH(pOpPMAIMH, TPEIOCTABISIEMON B COCTaBE PErHCTPAIIMOHHOTO
J0ChE, IUISI OTACTBHBIX BHJIOB JICKAPCTBEHHBIX IPEMapaToB s MEIUIIMHCKOTO NPUMEHEHHUS
YCTaHABJIMBAIOTCS YIIOJIHOMOYCHHBIM (heiepaTbHBIM OPTraHOM UCTIOTHUTEIHLHOUW BIACTH.

(dactp 8 BBenena denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

9. B OTHOHIEHMH JEKAPCTBEHHBIX MPENapaTroB, pa3pELIEHHbIX s MEAUIMHCKOTO
npumeHenus B Poccuiickoit deneparuu Oosnee aBaAnaTH JieT (32 UCKIIOUYCHUEM OHOJIOTHYECKUX
JIEKapCTBEHHBIX TPENapaToB), AOMYCKAETCs BKIIOUEHHE B COCTaB paszfena (papMakoIOTHIECKOH,
TOKCHKOJIOTHYECKOW JTOKYMEHTAllMd W pa3jesia KIMHUYECKOW JOKyMEHTAIlMd BMECTO OTYeTa
pazpaboTurka O pe3ylbTaTaX COOCTBEHHBIX JOKIMHHYECKUX HCCICIOBAHUN JIEKapCTBEHHBIX
CPEICTB W KIWHUYECKHX HCCIEAOBAaHUN JICKAPCTBEHHBIX TPEMApaToOB JUIsl MEIUIIUHCKOTO
NpUMEHEeHHUs 0030pa HAy4yHBIX paboT O pe3yibTarax JAOKIMHUYECKHX HUCCIEIOBAHHIMA
JIEKAPCTBEHHBIX CPEJICTB M KIMHUYECKUX HCCIICIOBAHUN JAHHBIX JIEKAPCTBEHHBIX MPEMAapaToB, B
TOM YHCJI€ BKJIIOYas OMBIT UX MOCTPETUCTPALIMOHHOTO MPUMEHEHHUS.

(dactp 9 BBenena denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10. IIpu rocynapcTBEHHOM perucTpaluy BOCHPOM3BEAECHHBIX JICKAPCTBEHHBIX IPENapaToB
JUISL MEIULIMHCKOTO MIPUMEHEHUS! JIOMyCKAeTCsl BKIIOUEHHE B COCTaB pasjena (hapMaKoIOrHyecKoi,
TOKCHKOJIOTHUECKOW JIOKYMEHTallud M pasjieNa KIMHUYECKOM JOKyMEHTallud BMECTO OTueTa
pazpaboTuMka O pe3yJbTaTaXx COOCTBEHHBIX JOKIMHMYECKHUX HCCIENO0BAaHUN JIEKapCTBEHHBIX
cpeAcTB 0030pa HaydHBIX paboOT O pe3yjbTaTax MAOKIMHMYECKUX HCCIeIOBaHUN pedepeHTHOro
JIEKapCTBEHHOI'O Ipernapara W IPeACTaBICHUE BMECTO KIMHUYECKHUX HCCIIEJOBAHUM B IOJHOM
o0beMe, YCTAaHOBJIEHHOM pa3/eloM KIMHUYECKOM JIOKYMEHTAallMM, OT4eTa O pe3yjbTaTax
UCCIIEIOBaHNM OMO3KBUBAJIEHTHOCTH BOCIIPOU3BEACHHOIO JIEKAPCTBEHHOTO Mpenapara Jyis
MeAULMHCKOro npuMeHeHus. He TpebyeTcs mpeacTaBieHHe OTYeTa O pe3ysbTaTax HCClIeI0BaHUN
OMOSKBUBAJICHTHOCTH BOCIPOM3BEJACHHOTO JIEKAPCTBEHHOT'O TMperapara JUisi MEIUIIHHCKOTO



IIPUMEHEHHUs, €CIU PErUCTPUPYIOTCS BOCIPOU3BEICHHBIC JICKAPCTBEHHBIC IIpenapaThl Ul
MEIULHUHCKOTO IPUMEHEHU, KOTOPBIE:

1) nmnpennasHadeHbl  JUIsI  TApeHTEPaIbHOTO  (MOJKOKHOTO,  BHYTPUMBIIIEUHOTO,
BHYTPUBEHHOT'O, BHYTPUIJIA3HOTO, BHYTPUIIOJIOCTHOTO, BHYTPUCYCTaBHOTO, BHYTPHUKOPOHAPHOTO)
BBEJICHUS U MPEACTABISIOT COO0I BOJHBIE PACTBOPHL;

2) IpeACTaBISIFOT CO0O0 PACTBOPHI AJISl IEPOPATLHOTO IPUMEHEHHS;
3) npousBenieHbI B GOpME MOPOLIKOB WM JTHO(PUIN3ATOB I IPUTOTOBICHHS PACTBOPOB;
4) SIBASIOTCS Ta3aMH;

5) SABJIAOTCA YIIHBIMU WJIU TJIA3HBIMU JICKAPCTBCHHBLIMU IIpCIiapaTaMu, MPOU3BCACHHBIMU B
(dhopme BOTHBIX PACTBOPOB;

6) mpeHa3HAYEHBI JI1 MECTHOTO IPUMEHEHHS U TIPUTOTOBJICHBI B (hOpME BOJHBIX PACTBOPOB;

7) TpencTaBIAIOT COOOW BOJHBIC PACTBOPHI ISl WCIIOJNB30BaHUA B (OpME WHTAISIMN C
MOMOIIBI0 HeOymaif3epa Wik B KaUECTBE HA3AIBHBIX CIIPEEB, MPUMEHIEMBIX C TOMOIIBIO CXOIHBIX
YCTPOMCTB.

(dactb 10 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. Jnsa ciywaeB, yka3aHHbIX B nyHkTax | - 3, 5 - 7 yactm 10 Hacrosiel cTaThu,
BOCIIPOU3BE/ICHHBIM JIEKAPCTBEHHBIA TMpemapaT s METUIIMHCKOTO TPUMEHEHHUS JOJKCH
COJIepKaTh TaKUe K€ BCIIOMOTaTelIbHbIE BEIECTBA B TAKUX K€ KOJIMWYECTBAX, KaK U pedepeHTHBIN
JIEKapCTBEHHBIN mpemnapaT. Eciu cocTaBbl BCIIOMOTATENBHBIX BEIIECTB PAa3IMUYalOTCS, 3asSBUTENb
JOJKEH TMPEJICTaBUTh J0Ka3aTelIbCTBa TOT0, YTO HCIOJb3yE€Mbl€ B JIAHHBIX KOHIICHTpAIUIX
BCIIOMOTATeNIbHBIE BEIIeCTBAa HE BIUSAIOT Ha Oe3omacHOCTh © (W) 3(PPEeKTUBHOCTH
JIEKapCTBEHHOT'O Mpemnapara i MeIUIUHCKOTO MpUMeHeHus. B citydae, eciu 3asBUTENb HE MOXKET
MPEJICTAaBUTh TAKUE JIOKA3aTeIbCTBA M (WJIM) HE MMEET JAOCTYMa K COOTBETCTBYIOUIUM JIaHHBIM, OH
JIOJKEH TPOBECTH COOTBETCTBYIOIIME HCCIIEIOBAaHUS JJsl J0Ka3aTelbCTBA OTCYTCTBHUS BIIMSIHUS
pa3HBIX BCIIOMOTATEIbHBIX BEIIECTB WJIM BCIIOMOTATEIbHBIX YCTPOWCTB HA 0€30MaCHOCTh U (WUIH)
3¢ (}eKTUBHOCTh JIEKAPCTBEHHOI'O TMpernapara A MEIUIUHCKOTO MPUMEHEHHUS B TOpSJKe,
YCTaHOBJICHHOM YTIOJTHOMOUYEHHBIM (pe/iepabHBIM OPTaHOM HCIIOJIHUTENBHOMN BIIACTH.

(gactp 11 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. Tlpu rocygapCTBEHHOW perucTpanul KOMOMHALUKA paHee 3aperUCTPUPOBAHHBIX
JIEKAPCTBEHHBIX TPENapaToB JJIi MEAMIIMHCKOTO MPUMEHEHUS OMyCKaeTCs BKIIOYCHUE B COCTaB
pasnena ¢GapMaKoIOTHYECKONW, TOKCHUKOJIOTHYECKONH JOKyMEHTAllMd | pas3ieNia KIMHUYECKOU
JOKYMEHTAIlM! BMECTO OTYeTa pa3paboT4YMKa O pe3yibTarax COOCTBEHHBIX JOKIMHUYCCKUX
UCCIIEIOBaHUM JIEKapCTBEHHBIX CPEICTB 0030pa HAy4YHBIX pabOT O pe3yibTaTax JOKIMHUYECKUX
UCCIIeIOBAaHUN peepeHTHBIX JIEKAPCTBEHHBIX MPEMapaToB, BXOMAINIMX B COCTAB KOMOWHAIMH
JIEKapCTBEHHBIX MpenapaToB, ¥ 00 OTCYTCTBHMM HMX B3aUMOACHUCTBHUS B OJHOW JIEKApCTBEHHOM
dopme.

(uactp 12 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Ha skcriepTu3y pas3iuYHBIX JIEKAPCTBEHHBIX (POPM OIHOTO M TOTO K€ JIGKAPCTBEHHOTO
npenapaTta Uil MEIULUHCKOTO NPUMEHEHUS 3asBUTEIb NPEACTABIAECT OTICIBHBIE 3asBICHUS U
pETUCTpAIMOHHBIE JOChE Ha KaXIylo JIeKapcTBeHHYIO ¢(opmy. [Ipm ycinoBuM OIHOBpEMEHHOM
MoJa4d Ha OSKCIEPTU3y OJHOW JIEKapCTBEHHOM (OpMBI C pa3iIMYHBIMU  JI03UPOBKOM,



KOHHCHTpaHHeﬁ, 06’I>CMOM 3asABUTCIIb TPCACTABIIACT OHO 3a4BJICHHUC U PCTUCTPAIMOHHOC JOCHE C
MPUIOKCHUEM MaKETOB YIMAKOBOK Ha KaXIYI0 JO3UPOBKY, KAXKAYI0 KOHIEHTPAIHIO, KaKIIbIHA
00BEM U KaXKI0€ KOJTHMYECTBO /103 B YITAKOBKE.

(gactp 13 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

14. Tlpu rocynapcTBEHHON perucrparuu ophaHHOTO JEKApCTBEHHOTO IperapaTta 3asiBUTEINb
npeAcTaBiasieT WHPOPMAIMIO, HEoOXoauMyr g  (QopMuUpoBaHUS pasfena KIMHUYSCKOH
JOKYMEHTAIlil, B OOBEME, YCTAHOBJICHHOM YIOJHOMOYECHHBIM (JeiepaIbHBIM  OpraHOM
MCIIOJTHUTENIbHOM BJIaCTH.

(dactb 14 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

15. Tlpu peructparnuy OMOJOTHUYECKOTO JIEKAPCTBEHHOTO Mperapara, MoJydeHHOTO U3 KPOBH,
IJIa3Mbl KPOBH YEJIOBEKA, B COCTABE PETUCTPALMOHHOTO JOChE Ha JICKAPCTBEHHBIN Mpemnapar Jjis
MEIUIIMHCKOTO MPUMEHEHUS TOJIKHBI OBITh MPECTABICHbI TOTIOIHUTEIBHO:

1) B pasnene JOOKYMEHTAllMU aJMHHHUCTPATHBHOTO XapakTepa JOKYMEHT, COAEp KAl
nH(popmaIroo 0 cyObeKkTax oOpalieHHs] TOHOPCKOW KpOBU W (WJIM) €€ KOMIIOHEHTOB, O TOM, TJE
ObLTa OCYIIIECTBICHA OHANUS (KPOBH | (WJIH) IJIa3MbI KPOBH), & TAK)KE JaHHBIE 00 MH(EKITMOHHBIX
3a00J1€BaHUAX, TIEPEAAIOITUXCS TAPEHTEPATbHBIM yTeM, WHMOpMAIUs O CyObeKTax OOpalieHHs
JIOHOPCKOW KPOBH U (MJIM) €€ KOMIIOHEHTOB, B OTHOIICHUU KOTOPBIX OCYIIECTBISIETCS KOHTPOJb
JIOHOPCKOW KPOBU U (WJIH) €€ KOMIIOHEHTOB;

2) B pazaelie XMMUYECKOM, (hapMalieBTHUECKOW U OMOJIOTHUECKOM JJOKYMEHTAIUH:

a) KpUTEpPUHU U CITOCOOBI 0TOOpa, TPAHCIIOPTUPOBAHUS M XPAHEHUS IOHOPCKOW KPOBU | (WITH)
€€ KOMITOHEHTOB;

0) pe3yabTaThl HCCIICIOBAHUN OTOOPAHHBIX JOHOPCKON KPOBH U (WJIH) TIIa3Mbl KPOBH U ITYJIOB
Ha Hanuuue BO30ynuTenel WH(EKIW, BKIOYass WHPOPMAIMIO 00 HMCIIOJIB30BAHHBIX METOJHMKAX
WCCIICZIOBAaHUIA M B CIlydae HWCCIECIOBAHHS ITyJIOB TUIa3MBl KPOBU PE3YJIbTATHI TOKYMEHTAILHOTO
MOATBEPKICHUS (BAIUIAINH ) UCIIOJIb30BAHHBIX METOIUK;

B) TEXHUYECKHE XAPAKTEPUCTUKHU YIMAKOBKH JIJII OTOOpa MTOHOPCKOW KPOBH W (MJIH) TIJIA3MBI
KpOBH, BKJIIOYast UH(HOpMAIIHIO 00 UCIIOIB30BAHHBIX PACTBOPAX aHTUKOATYJISIHTOB.
(dactb 15 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

16. KiuHuyeckue uccaeqoBaHUS JIEKAPCTBEHHOTO Ipemapara Juisi  MEAMIMHCKOTO
IIPUMEHEHNUS B LIEJAX €r0 FOCYJapCTBEHHOM perucrpanuu nposoaarcs B Poccuniickoit @enepannu B
MOpSIIKE, YCTAHOBJIEHHOM cTarthsiMu 38 - 44 mnactosmero denepanbHoro 3akoHa. OTder o
MPOBEJICHHBIX HCCICIOBAHUAX BKIIOYAETCA B COCTaB pasjelia KIMHUYECKOW JOKyMEHTalWu
PErUCTPAallMOHHOTO JOChE Ha JIEKAPCTBEHHBIM NIpemnapar s MEOUIUHCKOro NnpuMeHeHus. Jlis
JICKaPCTBEHHBIX IMPENapaTroB Uil MEIULIHUHCKOrO TIPUMEHEHHS, B OTHOLIEHHH KOTOPBIX B
pe3yabpTaTe SKCHEPTU3bl JOKYMEHTOB, MPEICTABICHHBIX JMJI1 OINPEIEICHUS] BO3MOKHOCTHU
paccMaTpuBaTh JIGKaPCTBEHHBIN TIpenapar A MEAUIIMHCKOTO MPUMEHEHHsI B KadecTBE OphaHHOTO
JIEKApCTBEHHOTO Tpernapara, Takask BO3MOXHOCTh IPU3HAHA U B OTHOLIEHUU KOTOPBIX MPOBEACHBI
KJIIMHAYECKHE MWCCIIEOBAaHUsA, BBINOJHEHHbIE 3a npeaenamu Poccuiickor ®Penepanuu B
COOTBETCTBUM C MpaBWJIAMM HajAJexaledl 1a00paToOpHON MPaKTHKU W MpaBUIaMH HaJJsexalien
KJIMHUYECKOW MPAKTUKH, IOMYCKAETCA BKJIIOUYEHUE B COCTAB pa3jieia KIMHUYECKOW JOKYMEHTAlUH
BMECTO OTYETa O PE3yJbTaTaX KIMHUYECKUX HCCIEAOBAHUI JIEKAPCTBEHHOIO Ipernapara i
MEIMIIMHCKOTO TMPUMEHEHHUs, MPOBEACHHbIX B Poccuiickoii denepanuu, oT4eTa O PE3yJbTaTax
KIIMHUYECKUX MCCIIEA0BAaHNM, BBIIIOJHEHHBIX 3a npeaenamu Poccuiickoit denepanuu.



(uactp 16 BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

17. 3asBuTEnH BIIpaBe MPEACTABUTH MO COOCTBEHHOW WHUIIMATHBE BMECTE C 3asBJIICHHEM O
rOCyJJapCTBEHHOM pEerucTpalnuy JEKapCTBEHHOIO IMpemnapara JUisi MEIUIMHCKOTO MNPUMEHEHUS
JOKYMEHTBI, MOATBEPKAAONINE YIUIATy IOCYJApCTBEHHOW MOLIIMHBI M yKa3aHHble B IyHKTe 10
4yacTH 2 HAcTOALIEH cTraThu. B cilyyae nx HempencTaBiIeHMs] COOTBETCTBYIOIIMN YIIOJTHOMOYEHHBIN
denepanbHBIE OpraH MCIOJIHUTEIBHOW BIACTH TMpOBEpsieT (akT ymiaaThl TOCyAapCTBEHHON
MOLIUIMHBI 3asBUTENIEM MOCPEICTBOM HCIOJIB30BaHUS MH(OpManuu 00 yIuiaTe rocyaapcTBEHHOU
MIONUIMHEI, coaepkamelics B ['ocymapcTBeHHOM MHPOPMAIIMOHHON CHUCTEME O TOCYAapCTBEHHBIX U
MYHULHUIAIBHBIX IUIATEKaX, Ha OCHOBAHMM MPEJICTABJICHHBIX 3asBUTEJIEM KOMHUI JOKYMEHTOB,
MOATBEPKIAMOIINX YIUIATy TOCYAAPCTBEHHON MOIUINHBI.

(uactb 17 BBenena @eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

18. He momyckaercss MCIOJIb30BaHME B KOMMEPUYECKHX IENsAX WH(OpPMAIMU O Pe3ysIbTaTrax
JOKIIMHUYCCKUX I/ICCHCILOBaHI/Iﬁ JICKAPCTBCHHBIX CPCACTB ©U  KIIMHHUYCCKUX I/ICCJIGIIOBaHHﬁ
JIEKapCTBEHHBIX IPENapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUsI, MPEICTABICHHON 3asBUTEIEM IS
rOCyIapCTBEHHOW PErucTpaIiy JEKapCTBEHHOTO IMpemnapara, 0e3 ero corjacusi B TEUEHUE IIECTH
JeT C JaThl TOCYHapCTBEHHOM peructpanuu pedepeHTHOro JEeKapCTBEHHOIO IIpernapara B
Poccuiickoit denepanuu.

(gactp 18 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

19. Jlepxarenb WM BIAJENCll PETUCTPAIMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO
mpenapara Ha OWOTEXHOJOTWYECKMH WM oOp(aHHBIA JIEKApCTBEHHBIM TIpemapar o0s3aH
MPEIOCTaBIIATh HAa BO3ME3JHOW OCHOBE OOpas3ibl pedepeHTHOro JEKAapCTBEHHOTO Tperapara
3asiBUTENSIM JJIs MPOBEACHUS KIMHUYECKHX HccienoBaHuil. CTOMMOCTh o0pasua pedepeHTHOro
JIEKapCTBEHHOTO TperapaTa, BKIIOYEHHOTO B MEPEYeHb KMU3HEHHO HEOOXOMUMBIX M BAKHEUIITUX
JIEKapCTBEHHBIX I[IpernapaToB, HE JOJDKHA MPEBBIIATh 3apPETHCTPUPOBAHHYIO IPEIEIbHYIO
OTIyCKHYIO IIeHy Ha pedepeHTHBIN JIeKapCTBEHHBIM MpernapaT WU IICHy Ha JIEKapCTBEHHBIN
mpenapaT B CTpaHe MPOU3BOIUTEISL.

(uacts 19 BBeneHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

20. 3asBieHHE O TOCYAAPCTBEHHOM PETHUCTPAIlMU BOCIPOU3BEACHHOTO JIEKAPCTBEHHOTO
mpemapata JUis  MEAMIMHCKOTO TPUMEHEHUS MOXKeT ObITh IMOJaHO B YIMOJTHOMOYEHHBIH
dbenepanbHBIA OPraH UCIIOIHUTEIBHON BIIACTH, OCYIIECTBISIONINI rOCYJapCTBEHHYIO PETHCTPAITUIO
JIEKapCTBEHHBIX MPENapaToB, MO0 UCTEYEHUH YEThIPEX JIET C JaThl TOCYAAPCTBEHHONW pEruCTpaliu
pedepeHTHOTO JIeKapCcTBEHHOTO TIpenapata B Poccuiickoit denepammu.

(uacts 20 BBeneHa DeaepanibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

21. 3asBieHWe O TOCYJAPCTBEHHOW PETUCTPANMU OMOAHAIOrOBOTO (OMOTOI00HOTO)
JIEKapCTBEHHOTO Mpemnapara (0rnoaHanora) MOXeT ObITh MOJIaHO B YIIOJIHOMOYEHHBIN (peepanbHbIii
OpraH  HWCIOJHUTEIBHOW  BJIACTH,  OCYIIECTBISIOMIUNA  TOCYJAApPCTBEHHYIO  PETHUCTPAIUIO
JIEKapCTBEHHBIX TPENapaTroB, MO HCTEYEHUH TpeX JIeT C JaThl TOCYAapCTBEHHOW pErucTparuu
pedepeHTHOTO JIeKapCcTBEHHOTO TIpenapata B Poccuiickoit denepammu.

(uacts 21 BBegeHa deaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

22. JlepxaTenb WIM BIAJENell PETUCTPALIMOHHOTO YIOCTOBEPEHHS JIEKaPCTBEHHOI'O
mpernapaTa MPEeACTaBIsSeT B YMOJIHOMOYEHHBIH (elepanbHblii OpraH HCIOTHUTEIbHOW BIACTH,
OCYIIECTBIISIIONINIA (YHKIMU IO KOHTPOJIO W Ham30opy B chepe 3ApaBOOXpaHEHHUs, OTYET IO
pe3ynbrataM (QapMakoHaJ30pa OJUH pa3 B IIECTh MECSIEeB B TEYCHHE JABYX JIeT TMOCHe
rOCyIapCTBEHHOW PErMCTpalvy JEKApCTBEHHOro npenapara B Poccuiickont denepanuu, €xxeroaHo
B T€UECHHE MOCIEAYIOUX TPEX JIET U B AalbHEHIIeM OUH pPa3 B MSTh JIET.



(uactp 22 BBeneHa PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 19. MpuHATME pelueHnsA O BblAave 3KCNEepPTHOMY yYpeXAeHU 3aaaHus
Ha npoBegeHne 3KCnepTuibl NeKapCTBeHHOro cpeacrtBa
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Teuenme npecaTd pabouyux OHEH CO JHSA NPHUHATUS 3asBICHUS O TOCYIapCTBEHHOM
perucTpanyy JEeKapCTBEHHOIO Ipernapara COOTBETCTBYIOIIMHM YIOJHOMOUYEHHBIN (enepaibHbIi
OpraH HMCIOJIHUTEIBbHON BJIACTH MPOBOAUT IPOBEPKY IOJHOTHI, JOCTOBEPHOCTU U IPABUIBHOCTH
oopmieHHs TPEICTAaBICHHBIX JOKYMEHTOB PETUCTPAL[MOHHOIO JOChE Ha JIEKAPCTBEHHBIN
rpenapar v IpUHUMAET PELICHUE O Bbla4e 3aJaHus Ha IIPOBEJICHUE:

1) okcmepTu3sl JAOKYMEHTOB, IMPEACTAaBICHHBIX ISl OMNpEAeJeHHs] BO3MOXKHOCTHU
paccMmaTpuBaTh JIEKAPCTBEHHBINA Mpenapar Al MEAULIHMHCKOIO IMPHUMEHEHUsS MPU OCYIECTBICHUH
roCy/AapCTBEHHOU PETUCTPALlMU B KayecTBE OphaHHOIrO JIEKapCTBEHHOI'O Iperapara;

2) BKCIepTU3bl JIEKAPCTBEHHOTO CPEACTBA B YACTH SKCHEPTHU3bl KauecTBa JIEKAPCTBEHHOI'O
CpEICTBAa W SKCIEPTH3bl OTHOLIECHUS O0XKMJIA€MOM TMOJb3bl K BO3MOXXHOMY PHUCKY HpPHUMEHEHUS
JIEKapCTBEHHOTO MpernapaTa JJisi MEIUIUHCKOTO IPUMEHEHUS;

3) SKcHepTH3bl JIEKAPCTBEHHOTO CPENCTBA B YAaCTHU 3KCIEPTHU3bl KayecTBa JIEKAPCTBEHHOTO
CPEICTBAa W SKCIEPTU3bl OTHOLIEHUS O0XKMJIAEMOM TOJb3bl K BO3MOXHOMY PHUCKY IPHUMEHEHUs
JIEKapCTBEHHOT'O IpernapaTa i MEIUIUHCKOTO IPUMEHEHHUS B MOPSAKE YCKOPEHHOW MPOLETyphl
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBUM CO cTaTheil 26 Hactosero denaepaibHOro
3aKOHa;

4) sKcrepTH3bl JIEKAPCTBEHHOI'O CPEJICTBA B OTHOIIEHHWH JIEKAPCTBEHHOI'O Ipernapara Jyis
BETEPUHAPHOTO IPUMEHEHHS.

2. VYNONMHOMOYEHHBIH (enepanbHBIi OpraH HCIOJHUTEIBHONM BIIACTH YBEAOMIISET B
JIEKTPOHHON (opMe WiIM Ha OyMa)KHOM HOCHUTEJE 3asBUTENsS U SKCIEPTHOE YUPEKICHHUE O
IIPUHATOM PEIICHUU O BbIJAaye 3aJaHUil Ha NPOBEICHHUE 3KCIEPTU3, PEAYCMOTPEHHBIX YacThIO |
HACTOSIIIEH CTaThM, U B Cllydae HEOOXOIMMOCTH O BbIJaye paspelieHus Ha BBo3 B Poccuiickyro
denepanuio KOHKPETHON MapTHH, CEPUM 3apETUCTPUPOBAHHBIX U (MJIM) HE3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB UM 00 OTKa3e B MPOBEACHUU NMPEAYCMOTPEHHBIX IKCIIEPTHU3 C YKa3aHHEM
IIPUYMH TAKOT'O OTKa3a.

3. B cirydae BBISBICHUS OTCYTCTBHUS WJIH HEIOCTOBEPHOCTH WH(MOPMAIINHU, COJEpKaIIeiCs B
NPEJCTaBICHHBIX  3asBUTEIIEM  JIOKYMEHTAaX,  YIOJHOMOYCHHBIM  (elepanbHblii  OpraH
WCTIOTHUTEJIbHOW BJIACTH HAMPABIIAET 3asIBUTENIO 3aMpOC 00 yTOUYHEHUHU 3TOW mHbOpMaIuu (raiee
- 3ampoc YMOJHOMOYEHHOTO (eepaibHOTO OpraHa HCIOJHHUTEIBHON BIIACTH), KOTOPBIA MOXKET
OBITh TIEpeIaH YIIOJTHOMOYCHHOMY MPEACTABUTEIIO 3asIBUTEIIS TUIHO TIOJT PACTIMCKY, HAIIPABJICH 110
MOYTE 3aKa3HbIM MHCHMOM WIIM TEpelaH B JJIEKTPOHHOH (GopMe MO TEIeKOMMYHHUKAIMOHHBIM
KaHalmaM CBs3W. B cilydyae HampaBlieHHs 3ampoca YMOJHOMOYEHHOTO (enepaibHOTO OpraHa
WCTIOJTHUTEJILHOM BJIACTH TIO TIOYTE 3aKa3HBIM MHCHMOM OH CUMTACTCS MMOJIyYCHHBIM [0 UCTCUCHHU
IIECTH JHEH ¢ JaThl HAPABICHUS 3aKa3HOTO MTUChMA.

4. 3asBuTenb 00s13aH MPEACTABUTh OTBET HA 3alIPOC YIIOJTHOMOUYEHHOTO (eiepaibHOrO OpraHa
HCIIOJIHUTENIbHON BJIACTU B CpPOK, HE MPEBBINAIONIMN JAEBSHOCTA pabouux JHEH cOo JHS €ro
nosydeHus. CpoK, yKa3aHHbII B 4acTM | HacTosAmiell CTaTby, NPUOCTAHABIMBAETCS CO JHSA
HAIpaBJICHUs 3asABUTEINI0 3alpoca YIOJIHOMOYEHHOro (heaepasbHOr0 OpraHa HUCIOJHUTEIIbHON



BJIACTU OO AHA MOJYUYCHUSA UM COOTBCTCTBYIOLICTO OTBCTA.

5. OcHoBaHMEM [JIsi OTKa3a B OpraHU3alUM JKCIEPTH3, MPETYCMOTPEHHBIX YacThiO |
HaCTOHHIGfI CTaTbHU, ABJIACTCA NPCACTABJICHUC HCOGXOI[I/IMBIX AJid TIPOBCACHUA MPEAYCMOTPCHHBIX
AKCIIEPTHU3 JOKYMEHTOB B HEMOJIHOM O00bEME HIIM HEIIPE/ICTaBICHUE 3aBUTENIEM B YCTAHOBIJICHHBIH
CpOK OTBCTa Ha 3alpoC YHOJIHOMOYCHHOTO (bezlepaanoro opraHa HUCIOJIHUTEIbHOU BJIaCTH, a
TaK)Ke Mpe/CTaBJICHHE TOKYMEHTOB, HE COJEpKallNX HCYEPIBIBAIOIIETO MEepedyHs] HEOOXOAMMBIX
CBEJICHUM.

6. Ilpm oTkaze B oOpraHu3zalUud HKCOEPTU3bI, MPEITYCMOTPEHHOW NyHKTOM 4 yactu |
HACTOSIIEH CTaTbU, TOKYMEHTHI, BXO/SIINE B COCTAB PETMCTPALIMOHHOTO JIOChE HA JICKAPCTBEHHBIIN
npenapar Uil BEeTEpUHAPHOTO MPUMEHEHUsS, MOTYT OBITh BO3BpAIEHBI 3aSBUTEII0 HA OCHOBAHHUH
€ro THCHbMEHHOTO 3alpoca, HampaBIEHHOTO B YIOJHOMOYEHHBINH (QenepalbHbIil  Oprax
WCIIOJTHUTEJILHOM BJIACTH B T€UEHUE TPUALIATH pabOUyuX AHEW CO JHS MPUHATHUS YIIOJTHOMOYEHHBIM
denepatbHBIM OPraHOM WCIIOTHHUTEIBHONW BJIACTH pEIIEHUsT 00 OTKa3e B OpraHW3aluu TaKou
AKCTEPTU3Bl. YTIOJIHOMOYCHHBIH (heepanbHblii OpraH HCIOJHHUTEIBHONW BJIACTH BO3BpaIacT
3asBUTENI0 YKa3aHHbIC JIOKyMEHTHI B TEUEHHUE JCCATH pabouux MHEH CO JHS MONyYCHHS
COOTBETCTBYIOILIETO 3aMpOCa 3asiBUTEIS.

(uactp 6 BBeneHa DenepanbHbIM 3akoHOM 0T 02.08.2019 N 297-03)

Cratba 20. JkcnepTu3a AOKYMEHTOB, MpeAcCTaBlieHHbIX ANA onpeaeneHus
BO3MOXHOCTU paccMmaTpuBaTtb ﬂeKapCTBeHHbIVI npenapar AnAa MeguMuMHCKoOro
NPUMEHEeHUA MNpPU OCYLLeCTBJIEHUM rOCyAapCTBEHHOW perucTpauum B KavecTBe
opcaHHOro neKkapcTBeHHOro npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DOkcnepruza JOKYMEHTOB, TPEIACTABJICHHBIX JUId  ONPEIAEIEHHUS  BO3MOXHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBIN Mpenapar il MEAUIMHCKOIO IMPUMEHEHUS NPU OCYILECTBICHUH
rOCyJJapCTBEHHOIN perucTpaluy B KauecTBE OppaHHOTO JIEKAPCTBEHHOIO Iperapara, COCTaBICHHUE
KOMUCCHEN JKCIEPTOB 3aKIIOYEHHS O BO3MOXHOCTH WM HEBO3MOXKHOCTH paccMaTpHUBATh
JIEKapCTBEHHBIN Ipenapar Uil MEAULUHCKOIO IPUMEHEHHUS ITPH OCYILECTBICHUH IOCYAapCTBEHHOU
perucrtpauuu B KadecTBe Op(aHHOrO JIEKAPCTBEHHOrO TIpenapara M HalpaBlICHHUE JIAaHHOTO
3aKJIIOYECHUS] B YIIOJHOMOYEHHBIH (eepabHblii OpraH UCIIOJIHUTENIBHON BIACTH OCYIIECTBIISIOTCS
B CPOK, HE MIPEBBIIAIONINKI TPUALATH Pa0OUUX JAHEN CO JTHS MOJSYyUYEHUs SKCIIEPTHBIM YUPEKICHHUEM
3aJJaHUs YIOJIHOMOYEHHOro (heZiepalbHOr0 OpraHa HUCIOJHUTENBHOW BIACTH M B 3JIEKTPOHHOU
¢dbopme miu Ha OyMa)KHBIX HOCHUTEISIX HEOOXOIMMBIX JOKYMEHTOB, YKa3aHHBIX B IyHKTax 1, 2, 5, 6,
10 vactu 4 u B yactu 7 cratbu 18 Hacrosuero OeaepanbHOro 3aKOHA.

2. JIOKyMEHTBI, COJiepKalliecs B PErUCTPALMOHHOM JIOChE Ha JIEKApPCTBEHHBIM Ipenapar u
MOCTYNUBIIME Ha OyMaXHBIX HOCHUTENAX B SKCIEPTHOE YUPEKICHUE Ul OCYIECTBICHHS HX
JKCIEPTU3Bl JUISL ONpPEACIICHUsT BO3MOXXHOCTH pacCMaTpUBaTh JIEKAPCTBEHHBIM IIpemapar i
MEIMLMHCKOTO0 NPUMEHEHHs B KadecTBe Op(aHHOTO JIEKapCTBEHHOIO IpemnapaTa, HOJuIexar
BO3BpaTy B YIOJHOMOYEHHBIH (QelepaiabHblii OpraH HCIIOJHUTEIBFHONW BJIACTH OJHOBPEMEHHO C
3aKJIIOYEHUSIMH COOTBETCTBYIOLIUX SKCIIEPTU3.

Cratba 21. PeweHMe O BO3MOXHOCTU paccMmaTpuBaTb JleKapCTBEHHbIN
npenapat npu OCYLIECTBIEHMU TroCcyfapCTBEHHOM perucrpaumMm B KayvecTBe
opcaHHOro nekapcTBeHHOro npenapara

(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)



1. B cpok, He MpeBHILAIONIMNA MATH PadOYMX JHEW €O JHS MONYyYSHHs 3aKITIOUCHUS,
ykazaHHoro B yacth 1 cratbu 20 Hacrosmero PenepaibHOTO 3aKOHA, YIOJIHOMOYEHHBIN
(benepanbHBIi OpraH UCTIOJIHUTEIBHOM BIACTH OCYLIECTBISIET OLEHKY MOJTYYEHHOTO 3aKIIOYCHHUS
JUISL OTIPEEJIEHHs] €r0 COOTBETCTBHUS 3aJJaHHUI0 HA MPOBEJICHUE COOTBETCTBYIOUIEH KCIEPTU3BI U
YBEIOMJISICT 3asBUTENS B DIIEKTPOHHOM (opme wiM Ha OyMa)XHOM HOCHUTENE O pe3yibTaTax
MIPOBEJICHHONW SKCIEPTU3bl C MPUIOKEHUEM KOMHMM SKCIIEPTHOrO 3aKIIYeHHs! (C COXpaHEHHEM
KOH(HUIECHIIMATHLHOCTH MH(POPMALMU O COCTaBE HKCHEPTHOH KOMHUCCHH) U O BO3MOXKHOCTH WIIU
HEBO3MOKHOCTH pacCMATpUBATh JIEKAPCTBEHHBINM Npenapar I MEJUIUHCKOrO MPUMEHEHHUs MpHU
OCYILECTBIICHUH TOCYJApCTBEHHOM pErucTpallid B KadyecTBE Op(aHHOrO JIEKapCTBEHHOI'O
npenapara.

2. Ilpu BBIHECEHHMM KOMMCCHEH SKCIEPTOB 3aKIIOYEHUS O BO3MOXHOCTH paccMaTpHUBaTh
JIEKapCTBEHHBIN Ipernapar Il MEAULUHCKOrO IPUMEHEHHUS P OCYIIECTBICHUH rOCyAapCTBEHHOM
perucTpanyu B KadecTse op(haHHOTO JIEKapCTBEHHOTO Mpenapara yImoJIHOMOYEHHBIN (eaepanbHbIi
OpraH HCIOJHUTEIHHON BJIACTU B CPOK, HE MPEBBILIAIONINMA MATH paboyuX AHEN cO AHS MOTyYeHUs
AAHHOTO 3aKJIFOYCHUS, NPHUHUMACT PCUHICHUC O BbIAAYC 3aJdHUA Ha MPOBCACHUC 3SKCIICPTHU3LI
KauyecTBa JICKAPCTBEHHOT'O CPEACTBA U IKCIIEPTU3bI OTHOUICHHS 0KH1aeMOM MOJIb3bl K BO3MOKHOMY
PUCKY MHNPUMCHCHHA JICKAPCTBCHHOI'O IIpeliapaTa AJid MCIUIHWHCKOr0 IPUMCHCHHA B IIOPAAKE
YCKOPEHHOUN TPOLEAYpbl SKCIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA B COOTBETCTBUHU CO CTaThed 26
Hacrosiiero deaepanbHOro 3aKOHa.

3. B ciyyae npuHATHS pEUIEHUs] O HEBO3MOKHOCTH PACCMATPUBATh JICKAPCTBEHHBIHN Mpernapar
IUIE MEIUIIMHCKOTO TPUMEHEHMs INPH TOCYJApCTBEHHON perucrpanud B KadecTBe opdaHHOTrO
JIEKapCTBEHHOI'O TMpemnapara yHOJHOMOYEHHBIN (efepaiabHblii OpraH HCHOJHUTENIBHON BIAacTH
MpeKpanaeT npoueaypy rocyJapCTBEHHON perucTpanuu JeKapCTBEHHOIO Ipernapara. 3asBUTEb
BIIpaBe OOpAaTUTHCA B PErMCTPUPYIOUINI OpraH ¢ 3asBJIEHUEM O TOCYAapCTBEHHOW pEerucTpaiuu
YKa3aHHOTO JIEKapCTBEHHOTO TMpernapata B COOTBETCTBUM CcO cTaTheid 18 HacTosmiero
denepaabHOro 3aKOHa.

Cratba 22. YTpatuna cuny ¢ 1 nrona 2015 ropga. - ®egepanbHbIA 3aKOH OT
22.12.2014 N 429-®3.

Cratba 23. JKcnepTu3a KayecTBa JNleKapCTBEHHOro cpeacTBa M 3KcnepTu3a
OTHOLUEHUA  OXWAaemMouM NOoJSib3bl K  BO3MOXHOMY PUCKY  MPUMEHeHUs
NleKapCTBEHHOro npenapara aAns MeaULUUHCKOro NpuMeHeHus

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Dkcneprusa KadecTBa JIEKAPCTBEHHOI'O CPEJCTBA M JKCIEPTU3a OTHOLICHHS OKUIAEMOIl
IOJIB3bl K BO3MOJKHOMY PHUCKY IPUMEHEHHs JIEKAPCTBEHHOIO Ipenapara Uil MEAMIMHCKOIO
IIPUMEHEHHUs, COCTABICHNE KOMMCCHUSIMHU JKCIEPTOB 3aKJIIOUEHUN II0 pe3ysbTaTaM IIPOBEICHHBIX
SKCHEPTH3 M HalpaBIE€HUE OSTHUX 3aKIIOUYEHUIl B YNOJIHOMOYEHHBIH (QenepaibHblil Opran
HCIIOJIHUTEJILHOM BJIACTU OCYIIECTBIISIOTCS B CPOK, HE MPEBBIMIAIOMINN CTa AeCATH pabouux AHEH
CO JHS IOJyYEHHUs SKCIEPTHBIM YUPEKICHHUEM COOTBETCTBYIOLIETO 3aJaHUSl YINOJHOMOYEHHOIO
(denepaTbHOTO OpraHa HUCIOJHUTENFHOW BIACTH W HEOOXOIUMBIX JTOKYMEHTOB B AJIEKTPOHHOU
¢dopme niau Ha OyMa>KHBIX HOCHUTEJISX.

2. B Teuenue AeBsSHOCTA JHEH CO JHS TOMYUYEHUS PEIICHUS YIIOJTHOMOYCHHOTO (efepaTbHOTO
OopraHa UCIOJIHUTEIbHOM BJIACTH O MPOBEICHUU SKCHEPTHU3, NPEIyCMOTPEHHBIX YacThio |
HACTOSIIEH CTaThbU, 3asBHUTENb MPEACTABISAECT B OSKCIEPTHOE YUPEXKACHUE ISl NPOBEACHUSA
AKCIIEPTHU3bl KadecTBa JIEKAPCTBEHHOTO CPEACTBa OOpa3lbl JIEKAPCTBEHHOTO IMpemaparta Jyis



MEIUIIMHCKOTO  TIPUMEHEHHUsS,  MPOU3BEICHHOTO B  COOTBETCTBHM C  TpeOOBaHHUSIMH
OTIBITHO-IIPOMBIIIIEHHOTO U (MJIM) MPOMBIIINIEHHOTO PEryIaMEHTOB, YTBEPKACHHBIX PYKOBOJUTEIEM
MIPOU3BOJUTENS JIGKAPCTBEHHBIX CPEJICTB, a TaKK€ B COOTBETCTBYIONIMX CIydasx oOpa3Ilbl
(dapmaneBTHUECKON CyOCTaHIIMHU, TECT-IITaMMa MHKPOOPTaHU3MOB, KyJIbTYpbl KJIETOK, OOpa3Iibl
BEILIECTB, MPUMEHSAEMBIX NJIi KOHTPOJISI KauecTBa JIEKAPCTBEHHOI'O CPEACTBA MYTEM CPAaBHEHUS C
HUMH  HUCCJIEYEeMOIro JIEKapCTBEHHOTO CpPEICTBA, B  KOJIMYECTBAX, HEOOXOIUMBIX IS
BOCIIPOU3BE/ICHUSI METOJJOB KOHTPOJISI KauecTBa.

3. IIpu monydeHnn oOpa3IoB JEKAPCTBEHHOTO IMpernapaTta u (papMareBTHIECKON CyOCTaHIINN
9KCIICPTHOC YUPCIKACHUC BbIAACT 3aABUTCIIIO JOKYMCHT, HOI[TBCp)K,HaIOH_[I/Iﬁ MOJIYUYCHHUC YKA3aHHBIX
00pasIoB, U B CPOK, HE MPEBBIMIAOIINN TpeX pabouux JHEH, YBEIOMISET B JEKTPOHHOU dopme
WK Ha OyMa)XHOM HOCHTENe 00 3TOM YIOJHOMOYEHHBIH (enepaibHbIil OpraH UCIOIHUTEIbHON
BJIACTH.

4. Vxa3aHHble B 4acTsIX 2 M 3 HACTOSILEH CTaTbU CPOK JJIsl NPEACTABICHUS 3asBUTEIEM
00pas3IoB JEKapCTBEHHOTO Tpemnapara u ¢apMmareBTUYECKOW CyOCTaHIIMM U CPOK YBEIOMIICHUS
SKCHEPTHBIM YUpexkJIeHHeM 00 3TOM Ha OyMa)KHOM HOCHTENE YIOJIHOMOYEHHOTO (heaepasbHOro
OpraHa HCIOJHUTEIbHOM BJIACTH HE BKIIOYAIOTCS B  CPOK IPOBEJIEHMSI  DKCIEPTHU3,
NPEyCMOTPEHHBIX YacThiO | HACTOSAIIEH CTaThU.

5. JIOKyMEeHTHI, TMOCTYINHUBIIHE B SKCIEPTHOE YUpEXKJICHUE I TMPOBEACHUS SKCIEPTH3,
MPEAYCMOTPEHHBIX 4YacThi0 | HacTosled CTaThbd, MOAJIEKAT BO3BpATy B YIOJIHOMOYEHHBIN
(denepanbHBIA OpraH UCIOJHUTENIBHOM BJIACTH OJHOBPEMEHHO C 3aKJIFOUEHUSMU, MTOyYEHHBIMU 110
pe3yabpTaTaM COOTBETCTBYIOIIUX SKCIIEPTH3.

Ctatbsa 24. JKcnepTu3a KavecTBa JIEKaAPCTBEHHOro cpeacTtBa M 3KcnepTusa
OTHOLWEHUA  OXMAaaemMouM Nofib3bl K  BO3MOXHOMY PUCKY  MPUMEHeHus
NeKapCTBEHHOro npenapara Ans BeTepuHapHOro NnpMMeHeHus

1. DkcnepTr3a KadecTBa JEKAPCTBEHHOTO CPEJCTBA M IKCIEPTHU3a OTHOILICHUS OKUIaeMOU
MOJIB36l K BO3MOXKHOMY PHCKY TNPHUMEHCHHS JIEKAaPCTBEHHOTO IMperaparta JJis BETEPHHAPHOTO
MPUMEHECHHS, COCTABJICHHE KOMHCCHUSMHU SKCIICPTOB 3aKJIIOUCHHI TO pe3ysibTaTaM yKa3aHHBIX
JKCIIEPTH3 ¥ HANpaBICHUE TaKWX 3aKIIOYCHUH B YIOJTHOMOYCHHBIM (eaepalibHBI Opraf
WCTIOJTHUTEJILHOW BJIACTU OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIMIAIONIMN CTa JECITH PabouuX IHEU
CO JHS TOJYYCHHSI SKCIICPTHBIM YUPEIKICHUEM 3a/IaHUS YIIOJTHOMOYCHHOTO (eIepaibHOTO OpraHa
WCTIOJTHUTEJILHOM BJIACTH C JOKYMEHTAMH, yKa3aHHBIMH B YacTH 3 CTaThW 17 HACTOAIIETO
denepanbHOrO 3aKOHAa.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, ot 13.07.2015 N 241-D3)

2. B Teuenue TpuanaTH pabodYMX IHEH CO JHS IOJYYCHHS PEHICHHUS YIIOJIHOMOYCHHOTO
(enepanbHOrO OpraHa MCIOJHUTEIBHOW BJIACTH O MPOBEACHUH YKa3aHHBIX B YacTW | HacTOSIIEH
CTaTbU OKCHCPTHU3 3aABUTCIIb MPCACTABIACT B OKCICPTHOC YUPCIKACHHUC IJId IMPOBCACHUA
OKCIIEPTU3bl KayecTBA JIEKAPCTBEHHOTO CpEACTBa 0Opaslbl JICKAPCTBEHHOTO TIperapara s
BCTCPUHAPHOI'O MPUMCECHCHUSA, ITPOU3BCACHHOT'O B COOTBETCTBHUH C Tp€6OBaHI/I$IMI/I TEXHOJIOT'HYCCKUX
PETJIAaMEHTOB, YTBEPXKICHHBIX PYKOBOJIUTEIEM MPOHU3BOANTENS JICKAPCTBEHHBIX CPEJCTB, a TAKKE B
COOTBCTCTBYIOIIHUX ClIydasdX TECT-IUTAMMbl MHUKPOOPIraHU3MOB, KYJbTYpPbl KIICTOK, 06pa3HbI
(dapmaneBTHYECKOI CyOCTaHIIMM, OOpa3lbl BEIIECTB, NPHMEHSIEMBbIC Ui KOHTPOJS KadecTBa
JICKQpCTBEHHOTO CPEJICTBA, B KOJMYECTBAX, HEOOXOIMMBIX JJISI BOCHPOHM3BEICHUS METOJOB
KOHTPOJISI KauecTBa.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)



3. Ilpu nomyuyeHnn 0Opa3LOB JEKAPCTBEHHOTO Mpenapara u (papMareBTHUECKOW CyOCTaHIIUH
HKCTIEPTHOE YUPEXKICHNE BBIAACT 3asIBUTEIIO JOKYMEHT, TOATBEPKAAIONINI OTydYeHHE YKa3aHHBIX
00pa3oB, 1 B CPOK, HE MPEBBILAIONINN TPeX pado4MX JAHEH, yBeJOMIISIET B MUCBbMEHHOU popme 00
ATOM YIIOJTHOMOYEHHBIN (eiepalbHbIi OpraH UCTIOJHUTEILHOM BIACTH.

4. Cpok Uil TpeICTaBleHHs 3asBUTEIEM 0O0pas3loB JIEKApCTBEHHOTO Ipernapara |
(bapManeBTUUECKOW CYyOCTaHLIMU M CPOK YBEIAOMIIEHHUS AKCIEPTHBIM YUpEXICHHEM 00 3TOM B
MUCbMEHHOW (opMe YHOJTHOMOYEHHOTO (henepanbHOro oOpraHa MCIOJHUTENBHOW —BIIACTH,
yKa3aHHbIE B 4acTsIX 2 U 3 HACTOSIIECH CTaTbM, HE BKIIIOYAIOTCA B CPOK MPOBEJCHHS YKa3aHHBIX B
yacTu | HacTosIEN CTaTbU SKCIIEPTU3.

5. JIOKyMEHTBI, NOCTYNHBIINE B 3KCIEPTHOE YUPEKIACHUE I MPOBEACHUS YKa3aHHBIX B
yacTu | HacTosAIeW CTaTbU SKCIEPTU3, MOJUIEKAT BO3BpPATy B YIOJIHOMOYEHHBIN (heaepabHbIN
OpraH HCIIOJTHUTEIBHOW BJIACTH OJHOBPEMEHHO C 3aKIIOYEHUSAMHU [0 pe3yJbTaTaM YKa3aHHBIX
IKCIIEPTU3.

Cratbs 25. lloBTOpHOE NpoBeAeHUe 3KCNepPTU3bl NieKapCTBEHHbIX CPeAcTB
(B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. B cimyyasx HeZOCTaTOYHOW OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOYCHHS KOMHUCCHH
9KCIIEPTOB, HAIMYUS B HEM MPOTUBOPECUYUBBHIX NaHHBIX, (PalbCU(UKAIMKU BBHIBOJAOB SKCIIECPTH3BI
JICKApCTBEHHOTO  CPEACTBA, COKPBITUS  OT  YIOJIHOMOYEHHOro  (emepansbHOTO  OpraHa
WCTIOJTHUTEIILHON BIIACTH OCHOBAHUU JUIsl OTBOJIA DKCIIEPTA BCIIECJCTBUE €r0 3aNHTEPECOBAaHHOCTH B
pe3yiibTaTaX COOTBETCTBYIOMICH OSKCIIEPTH3bI, HAIWYMS NaHHBIX O MPSIMOM JHOO KOCBEHHOM
BMEIIATENILCTBE B TPOIECC COOTBETCTBYIOMICH OKCIIEPTH3BI JIUI[, HE YYACTBYIOIIMX B €€
MIPOBE/ICHUH, HO OKa3aBIINX BIMSHUE HA TPOIIECC M PE3YIbTATHI €€ MPOBEICHHS, YIIOJTHOMOYEHHBIM
denepanbHBIM  OPraHOM  HWCIOJHUTENLHOM  BJIACTM HA3HAYAETCS IMOBTOpPHAS  JKCIEpPTU3a
JIEKApCTBEHHOTO CPEICTBA U (WJIHM) dTUYECKAsK SKCIIEPTH3a.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. TloBTOpHAs 3KCHEpPTH3a JICKAPCTBEHHOTO CPEICTBA MPOBOJIUTCS C YYETOM pPE3yJIbTaTOB
paHee TPOBEICHHOW SKCIEPTU3bl B CPOK, YCTAHOBJICHHBIH YIIOJHOMOYEHHBIM (henepanibHbIM
OpPraHOM WCTIOJHHUTEIHHOW BIACTH M HE TPEBBIMIAIOIIANA TPUAUATH pabodYnxX MHEH CO JHSA
MOJIYYCHHsI DKCIEPTHBIM YYPESIKICHUEM 3a/laHdsl Ha TIPOBEJICHHE MOBTOPHOM DKCIEPTH3BI
JICKapCTBECHHOT'O CPEJICTRA.

(B pen. ®enepanbHOro 3akona ot 22.12.2014 N 429-03)

3. ®uHaHcoBOEe 0OecIieYeHNE BBIMOIHEHMS 3aJaHHsI Ha MIPOBEIEHUE TOBTOPHOM IKCHEPTU3BI
JIEKapCTBEHHOT'O CPE/ICTBA HE OCYILECTBIISETCS.
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

CraTtbsa 26. YckopeHHas npoueaypa 3KCnepTusbl NIeKapCTBEHHbIX CPeacTB

1. YckopeHHas npolieypa 3KCIEepTU3bl JIEKAPCTBEHHBIX CPEJICTB B IIEJIAX T'OCYIapCTBEHHON
pEerucTpanyy JIEKapCTBEHHBIX MPENapaToB NPUMEHSETCS B OTHOIIEHUH Op(aHHbBIX JIEKAPCTBEHHBIX
IIpenaparoB, IIEPBBIX TPEX JIEKAPCTBEHHBIX IIPENapaToB, PErucTpupyeMbeix B Poccuiickoin
@denepali B Ka4ECTBE BOCIIPOMU3BEACHHBIX JIEKAPCTBEHHBIX IPENApPaTOB, OUYEPEIHOCTh KOTOPBIX
ONpEIENAETC B COOTBETCTBMM C HOMEPOM M JaTOM BXOJSALIUX 3asBICHUN O TOCYyAapCTBEHHOU
pETUCTpaLMK JIEKapCTBEHHBIX IPENapaToB B paMKaxX OJHOTO MEXAYHapOIHOIO HEMAaTEHTOBAaHHOTO
HAaVMEHOBAHMS  JICKAPCTBEHHOI'O  Ipermapara  WIM  TPYNNUPOBOYHOIO  HAaWMEHOBAHMS
JIEKapCTBEHHOI'O Ipenapara, M JEKapCTBEHHBIX MPENaparoB, MPEIHA3HAYEHHBIX HCKIIOYUTEIBHO



AJI MPUMCHCHHUA HCCOBCPIICHHOJICTHUMU I'paKaAaHaMU.
(B pen. DenepanbHbix 3ak0HOB 0T 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

2. YckopeHHas Impolieypa SKCIEepTU3bl JIEKAPCTBEHHBIX CPEACTB B IIEJISIX T'OCYIapCTBEHHOM
perucTpalmy JeKapcTBEeHHbBIX MIPENapaToB HE IPUMEHSIETCS B OTHOIICHHUH:

1) 6GroananoroBeIx (6MOMOTOOHKIX ) JIEKAPCTBEHHBIX MpenapaToB (01M0aHAIOTOB);

2) pedepeHTHBIX JIEKapCTBEHHBIX MpenapaToB (3a UCKIOUYCHUEM Op(haHHBIX JICKApPCTBEHHBIX
IIpENnapaToB);

3) BOCIpPOW3BENEHHBIX JIEKAPCTBEHHBIX IMPEMapaToB (3a HCKIIOYEHUEM TMEPBBIX Tpex
peructpupyeMbix B Poccuiickoit denepanuu B KadyecTBE BOCHPOM3BEACHHBIX JIEKAPCTBEHHBIX
MIpenapaToB M JEKapCTBEHHBIX MPENApaToB, MPEAHA3HAYECHHBIX HUCKIIOUUTEIBHO JJI MPUMEHEHUS
HECOBEPIICHHOJETHUMHU IPAKIAHAMH );

4) HOBBIX KOMOMHALIUN 3apETUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MPENapaToB;

5) nexapCTBEHHBIX IIPENapaToB, 3aPETUCTPUPOBAHHBIX PaHEE, HO MPOU3BENCHHBIX B JPYIHX
JIEKapCTBEHHBIX ()OpMax B COOTBETCTBUHU C MEPEUYHEM HAMMEHOBAHUM JIEKapCTBEHHBIX (HOPM U B
HOBOW JTI03UPOBKE.

(dactpb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. YckopeHHas mpoueaypa 3KCIEepTH3bl JIEKAPCTBEHHBIX CPEACTB IIPOBOAMTCA IO PELIECHUIO
COOTBETCTBYIOLLIETO YNOJHOMOYEHHOIO (heiepanbHOro oOpraHa HCIOJHUTENbHON BIAacTH Ha
OCHOBAHUU 3asBIICHHS 3asSBUTENS B CPOK, HE MPEBBIMAIONINA BOCEMUAECATH pabounx auel. [Tpu
3TOM 3KCIEPTHU3a JOKYMEHTOB, COJAEP)KAIIMUXCS B PETUCTPALMOHHOM J0OChE€ Ha JIEKAPCTBEHHBIN
npernapar, MpoBOAUTCS B CPOK, HE MPEBBIMIAIOMIUN IECATH pabovYmuX IHEH, HKCIepTH3a KayecTBa
JIEKapCTBEHHOT'O CPEJICTBA U SKCIEPTHU3a OTHOLICHMS OKUAAEMOM MOJb3bl K BO3MOXXHOMY PUCKY
IIPUMEHEHHUS JIEKAPCTBEHHOIO Iperapara MpOBOJATCA B CPOK, HE IMPEBBILIAIOUINI IIECTUIECITH
pabouux JTHEH.

(dactp 3 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

3.1. B ortHomeHun opdaHHBIX JIEKAPCTBEHHBIX IPENapaTroB MOTYT OBITh IPEIACTABJICHBI
pe3yabpTaThl  JOKJIMHUYECKHUX  MCCIEIOBAHUWM  JIEKAPCTBEHHBIX CPEACTB UM  KIMHUYECKUX
HCCIIEIOBAHUM JIEKAPCTBEHHBIX MPENMAPATOB U1 MEIWIMHCKOTO NMPUMEHEHHUS, BBINOJHEHHBIX 32
npenenamu Poccuiickoit denepanyru B COOTBETCTBUM C MpaBHIAMHU HajJexalleld J1adopaTopHOM
MPAKTUKHU U TPaBWJIAMH HaJUIeKAIIEH KIMHUYECKOU MPAKTUKHU.

(uacts 3.1 BBenena denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. YckopeHHasl mpoleaypa 3KCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB MPOBOAUTCS B TOPSAJIKE,
yCTaHOBJIIEHHOM cTatbsiMu 17 - 20, 23 u 24 nacrosimero ®deaepanbHOTO 3aKOHA, U HE O3HAYAET
CHIDKCHUS TpeOOBaHMI K 0€301aCHOCTH, Ka4eCTBY U 3PPEKTUBHOCTH JICKAPCTBCHHBIX MTPETIAPATOB.

Cratba 27. PeweHne O rocypapCTBeHHOM perucrtpauvm JeKapCTBEeHHOro
npenapara

1. B cpok, He TpEeBHIIAIOIINNA AeCATH PabOUYMX JHEH CO JHS TMONyYCHHs 3aKIIOYEeHUN
KOMHUCCHHM 3KCIIEPTOB M0 PE3yJbTaTaM »JKCHEPTU3bl KAadyeCTBa JIEKAPCTBEHHOIO CPEACTBA H
SKCIEPTU3bl OTHOLIEHHUS 0°KMIA€MOMU MOJIb3bl K BO3MOXHOMY PHUCKY MPUMEHEHHS JIEKAPCTBEHHOTO
mperapara, COOTBETCTBYIOIIMHA YIIOJTHOMOYCHHBIN ()elepaIbHbIN OpraH UCTIOTHUTEILHOM BIIACTH:



(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) pasmemaer Ha cBoeM oduIMATLHOM caiite B cetn "MHTepHET' COOTBETCTBYIOIINE
3aKJIIOYEHUs] KOMHCCUHM 3KCIEPTOB M OCYIIECTBIISIET MX OLEHKY JUIsl ONpPEICTICHUS] COOTBETCTBUS
3aJIaHUIO Ha MPOBEACHUE ITHX IKCIIEPTU3;

(n. 1 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

2) mpUHHUMAET PELlEHUE O TOCYIapCTBEHHON PErUCTpalluy JIEKApCTBEHHOTO Mpenapara mid 00
OTKa3€ B TOCYJJapCTBEHHOM pEerucTpaluy JIEKapCTBEHHOTO IIpenapara;

3) BHOCUT TpH TPHUHATHU pPEIICHUS O TOCYIapCTBEHHON PEruCTpalMH JIEKAPCTBEHHOTO
npenapara JaHHbIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM YHCIE O
(dapManeBTHUECKOW  CyOCTaHIIMU, BXOJAIIEH B COCTaB JICKAPCTBEHHOTO IIpemapara, B
rOCYJJapCTBEHHBIM pEecTp JIEKAPCTBEHHBIX CPEJACTB M BBIAACT 3aABUTENIO PETHCTPALIUOHHOE
YI0CTOBEPEHHUE JICKAPCTBEHHOTO TMpernapara, (GopmMa KOTOPOTo yTBEP)KAAETCS yMOJIHOMOUYCHHBIM
denepaabHBIM OPraHOM UCTIOTHUTEIHHOW BIIACTH, COTJIACOBAHHBIE HOPMATHBHYIO JOKYMEHTAIIUIO,
HOPMATHUBHBIN JTOKYMEHT, MHCTPYKIHIO MO MPUMEHEHUIO JIEKApCTBEHHOI'O Mpernapara U MaKeThl
NEPBUYHON YNAKOBKH U BTOPHUYHON (MOTPEOUTENILCKOM) YNAKOBKM C yKa3aHHEM Ha HUX HOMepa
PETUCTPALIMOHHOTO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O Ipernapara M JaThl €ro rocyJapCTBEHHOM
pEeTHCTpalii WKW B Cllydae NPUHATHS pemieHus o0 OTKa3e B TOCYJapCTBEHHOW PETHCTpaIiH
JIEKApCTBEHHOTO TIpenapara yBEeJOMIISIET B TUCbMEHHOU (opMe 3asBUTENST 00 3TOM C yKa3aHUEM
MPUYHMH TAKOT'O O0TKa3a. 3a BbIJA4y PETUCTPALMOHHOIO YJIOCTOBEPEHHUSI JIEKAPCTBEHHOT'O MpernapaTa
B3UMAETCAd TOCYJApCTBEHHAsl MOILIAHA B COOTBETCTBHMM C 3aKOHOJATEIBCTBOM Poccuiickoii
denepanuu 0 HaJIOrax U coopax.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. OcHOBaHHMEM JIJIsl OTKa3a B TOCYIAPCTBEHHON peruCcTpaIiuy JIGKApCTBEHHOTO Mpenapara AJis
MEJHUIMHCKOTO TPHUMEHEHHS SBISIETCS 3aKIIOYCHHE COOTBETCTBYIOIIETO YIIOJHOMOYEHHOTO
denepaabHOrOo OpraHa WCIOTHUTEIBHOW BJIACTH O TOM, YTO KadecTBO W (win) 3(h(eKTHBHOCTH
PETUCTPUPYEMOTO JICKAPCTBEHHOTO TIpernapaTa Jisi MEIUIIMHCKOTO TPUMEHEHHS HE TTOITBEPIKICHBI
MOJYYCHHBIMH JaHHBIMH WJIM YTO PHUCK NPUYUHEHUS Bpela 3I0POBBI0 4YEJIOBEKAa BCIICICTBHE
mprieMa JICKapCTBEHHOTO Mpernapara Uil MEIUIMHCKOTO TIPUMEHEHUS TPeBhIaeT 3P PeKTUBHOCTD
€ro MPUMEHEHHUSI.

(dactpb 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE TIpECTaBIECHHE B COOTBETCTBYIOIIMI YIOJTHOMOUYCHHBIH (hepepaabHbId OpraH
HWCIIOTHUTEIBHON BIACTH JICKApCTBCHHOTO IIpfriapaTta, B OTHOIICHHWKU KOTOPOro IOJIYYCH OTKAa3 B
rOCYAapCTBEHHOW PETUCTPALMM M KOTOPBIM BIOCIIEACTBUH IOJIBEPrCcS M3MEHEHUIO B YacTH €ro
COCTaBa, pacCcMaTpHBaeTCsd KaK NPEACTaBICHHE HOBOTO JICKAPCTBEHHOTO TIIperapara Ha €ro
rOCYapCTBEHHYIO PETHCTPAIMIO HE3aBHCUMO OT COXPAaHEHHUS €r0 TIEPBHYHOI0 HAUMEHOBAHHSL.
(uactp 3 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

4. Ilpu npenocTaBiIeHUH 3asBUTEIEM B COCTABE PETMCTPALMOHHOIO TOChE Ha JIEKApCTBEHHBIN
npenapaT sl BETEPUHAPHOIO NPUMEHEHHS KONUU PEUIeHHs] YMOJHOMOYEHHOIro (heaepaabHOro
OpraHa UCIIOJIHUTEIILHOM BJIACTU O IIPOBEACHUM UHCIICKTUPOBAHUS IIPOU3BOJUTENS JICKAPCTBEHHBIX
CPEICTB CPOK IPHUHATHUS PELICHHS O TOCYAAPCTBEHHOW PErMCTPAallMM JIEKAPCTBEHHOI'O IIpenapara
JUIsL BETEPUHAPHOIO IPUMEHEHUsA NPUOCTAHABIMBACTCA CO [JHA [OJIYYEHHs 3aKIIOYCHUH,
yYKa3aHHBIX B 4YacTH | HACTOAIICH CTaThH, JO JHS NPUHSATHS YIOJIHOMOYEHHBIM (penepaibHbIM
OpPraHOM HCIOJHUTENIbHOW BJIACTU pPELICHUs O BblJaue WM 00 OTKa3e B BblJaue 3aKIIOYEHUS O
COOTBETCTBUM TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM MpaBWJ HaJexallen
IIPOM3BOJICTBEHHO NMPAKTHKH, HO HE 00Jiee YeM Ha CTO BOCEMB/IECAT pabounx JHEM.



(uactp 4 BBeneHa DenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

5. OcHOBaHMEM JJIs1 OTKA3a B TOCYJAPCTBEHHOUN PETHCTpaIliU JEKApCTBEHHOTO IIpenapara Jist
BETEPUHAPHOTO TMPUMEHEHUS SIBISICTCS 3aKIIOUYCHUE YIOJTHOMOUYEHHOTO (eIepallbHOTO OpraHa
WCTIOTHUTEIIBHOW BJIACTU O TOM, YTO KadecTBO W (win) 3((PEKTUBHOCTH PETHCTPUPYEMOTO
JIEKApCTBEHHOT'0 Tpernapara Ajisi BETEPUHAPHOIO MPUMEHEHHUS HE MOJTBEPXKACHBI MOTYyUYEHHBIMU
JaHHBIMH WM YTO PUCK TNPUYMHEHHs] Bpela 3/0pOBbIO JKUBOTHOTO BCJIEACTBUE IpHEMa
JIEKapCTBEHHOTO TpernapaTta AJisi BETePUHAPHOTO NPUMEHEHHUsS MpeBbIIacT 3(PPEKTUBHOCTH €ro
MIPUMEHEHHU, 0TKa3 yIOJIHOMOYEHHOTO (efepanibHOro opraHa MCIOJIHUTEIbLHONW BIACTH B BbJaye
3aKJIFOUYEHUSI O COOTBETCTBUHU IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSM IPaBUII
HaJJIeXkKalel MpPOU3BOJCTBEHHON TMPAKTUKU Uil KaXJAOW MPOU3BOJCTBEHHOM  IUTONIAKH
PErucCTpUPYyEMOTO JIEKAPCTBEHHOIO MpernapaTa JJisi BEeTEpUHAPHOIO MPUMEHEHHS B Cllydae, ecliu
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara Ui BEeTEPUHAPHOTO MPUMEHEHMsI OCYILIECTBISETCS 3a
npeaenamu Poccniickoit denepanuu, Wiy OTCYTCTBUE TAKOTO 3aKIIOYEHUS.

(dactpb 5 BBenena denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

Cratbsa 27.1. MNopsagok onpeaeneHMss B3auMO3aMEHSIEMOCTU JleKapCTBEHHbIX
npenapatoB Afsi MeAULIMHCKOro NpMMeHeHus
(BBenmeHa deaepanbHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. B3aumo3aMEHIEMOCTh JIEKapCTBEHHBIX IIPENAapaToB JUIsi MEIULUHCKOIO IPUMEHEHUS
ompenensercs B IHopsake, ycraHoBieHHOM lIpaBurensctBom Poccuiickonn ®enepanuu, Ha
OCHOBAHUHU CIIEAYIOIIUX [1apaMETPOB:

1) SKBUBAJIEHTHOCTHh (s OMOAHATIOTOBBIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX IpPENapaToB
(6bnoaHamoroB) -  COMOCTAaBUMOCTH) KAYECTBEHHBIX M  KOJMYECTBEHHBIX  XapaKTEPHUCTUK
(bapManeBTHUECKUX CyOCTaHIMI (MCIIOJIb30BaHUE pPAa3JIMYHBIX COJeH, 3(HUPOB, KOMILJIEKCOB,
M30MEpOB, KPUCTAUIMYECKUX (OPM M JPYTUX MPOU3BOAHBIX OJHOIO U TOrO XKe JeHCTBYIOIIEro
BEIIECTBA HE SBIIAETCS NPENSATCTBUEM I B3aMMO3aMEHSEMOCTH JIEKAPCTBEHHBIX HpPENapaTos,
€CIIM TIPH TPOBEACHUU HCCIIECIOBAHUS OMOIKBHBAJICHTHOCTH JIEKAPCTBEHHOTO Tperapara WiIH B
Cllyyae HEBO3MOXXHOCTH TPOBEJCHMS 3TOr0 MCCIENOBaHUSA IPH TMPOBEIECHUM HCCIEeIO0BaHUS
TEpareBTHYECKOM  SKBHBAJCHTHOCTH  JIGKAPCTBEHHOTO  Mperapara  JOKa3aHO  OTCYTCTBHE
KIIMHUYECKH 3HAYMMBIX pa3nuuuil (papMakOKWHETHUKH U (W) Oe3omacHOCTU U dPPEKTUBHOCTH
JIEKapCTBEHHOTO Tperapara Jisi MeIUIIHHCKOTO TIPUMEHEHUS );

2) SKBHUBAJEHTHOCTb JIEKAPCTBEHHOW (OpMBI (107 SKBHUBAJICHTHBIMHU JIEKApPCTBEHHBIMU
(dbopMamMH TOHUMAIOTCS pa3HbIC JIEKapPCTBEHHBIE (DOPMBI, IMEIOIIHE OMHAKOBBIE CIIOCOO BBEICHHUS
U crnocod — mpuMeHeHus, — oOJajaromMe  COMOCTaBMMBIMM  (hapMaKOKMHETHUYECKHMHU
XapaKTepUCTHKaMH U (HapMaKOJOTHUECKUM JCHCTBHEM M OOECIEUMBAIONINE TAKKE JTOCTHIKCHHE
HE0O0X0UMOro KIMHMYecKoro »sddexra. Pa3znuums nexapcTBEHHbIX (OpPM HE SBISIOTCA
NPEMmsITCTBUEM s HX B3aMMO3aMEHSEMOCTH, €CIM IpU HPOBEJCHUM  HCCIIECJOBAHUS
OMOSKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O Ipernapara Wi B clydyae HEBO3MOXKHOCTU IPOBEICHHUS
3TOrO0 HCCJENOBAaHUS TPU MPOBEACHUM MCCIEAOBAHUS TEPANEBTUYECKON SKBUBAJIEHTHOCTH
JIEKapCTBEHHOTO  TpernapaTa  JOKa3aHO OTCYTCTBHE  KIMHMYECKHM 3HAUYUMBIX  pa3IM4Mi
dapMakokuHeTHKH H (WiH) 0e30macHOCTH M 3(PPEKTHBHOCTH JIEKAPCTBEHHOTO Iperapara Jyis
MEIULMHCKOTO IPUMEHEHHUS);

3) 9KBHBAJICHTHOCTb U1 COIIOCTaBUMOCTD cocCTaBa BCIIOMOT'aTCIBHBIX BCIICCTB
JICKApCTBEHHOT'O npemnapara JJIA MCAULIMHCKOI'O IMPUMCHCHU (pa3n1/1q1/1;1 coCTaBa
BCIIOMOTI'aTCJIBHBIX BCHICCTB JICKAPCTBCHHOI'O IIpfriapata I MCOAWUIUHCKOIO IMIPUMCHCHHUA HC
SABJIFOTCA TMPCIATCTBUEM JIA UX B3aUMO3AMCHACMOCTH, CCJIIM IPU IMPOBCIACHHUU HCCICAOBAHUA



6H03KBI/IBEU'ICHTHOCTI/I JICKApCTBCHHOTO Ipfriapara Ajid MCAUIUHCKOI0 MPUMCHCHUA UJIKM B CIIy4ac
HEBO3MOXKHOCTH  TPOBEJICHUS  OTOTO  WCCICAOBAaHUS TPH  TMPOBEACHUW  HCCIICIOBAHUS
TepaHeBTI/IHGCKOﬁ OKBUBAJICHTHOCTHU JICKAPCTBCHHOTO Ipfrapara Ml MCAUITMHCKOI0 IMPUMCHCHUA
JIOKa3aHO OTCYTCTBUE KJIMHUYECKHA 3HAUYMMBIX Pa3auunii (hapMaKOKUHETUKH U (MIH) O€30MaCHOCTH
1 3(h(}EeKTUBHOCTH JIEKApCTBEHHOTO IMpernapara Uil MEIUIMHCKOro mnpuMeHeHus. Ilpu stom
pa3nuymsi cocTaBa BCIIOMOTATEIbHBIX BEIIECTB HE MOJDKHBI MPHBOAHWTH K PHUCKY BO3HUKHOBEHHS
CCPBLC3HBIX HCKCIIATCIIbHBIX peaKHI/Iﬁ Y OTACJIBHBIX T'PYHIT MAIUCHTOB UJIN MOBBIMICHUA YaCTOTHI UX
BO3HUKHOBCHHS );

4) UOEHTHUYHOCTH CIIOCO0a BBEACHHS U IPUMECHEHHS,

5) OTCyTCTBME KIMHMYECKH 3HAYUMBIX PA3JIMYUA TpU TPOBEICHUM HUCCIEAOBAHMS
OMOSKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O Mperapara Wil B Cly4dae HEBO3MOXKHOCTH IPOBEICHUS
3TOr0 MCCIIEI0BaHUS OTCYTCTBUE KIMHUYECKHM 3HAUMMBIX Pa3INM4uil MoKa3areneld 0e30MacHOCTH U
3G HEKTUBHOCTH JIEKApCTBEHHOTO Iperapara Npu MPOBEICHUHM HCCICA0BAaHHUS TEPaNeBTHUECKON
SKBUBAJICHTHOCTH. JlaHHBIM mapaMeTp HE NPUMEHSETCS B OTHOLIEHMHM BOCIPOU3BEICHHBIX
JIEKapCTBEHHBIX NIPENAapaToB, yka3aHHbIX B yacTu 10 craten 18 HacTosAmero denepajbHOrO 3aKOHa.
B oTHOmeHun OwoaHamoroBhIX (OWOMOAOOHBIX) JIEKAPCTBEHHBIX TpernmapaTtoB (OMOaHATIOTOB)
JTaHHble 00 OTCYTCTBUM KIMHUYECKM 3HAYMMBIX pPAa3Nu4uid 0e30MacHOCTH, 3(PPEKTUBHOCTH HU
MMMYHOT€HHOCTH JIEKApCTBEHHOTO Ipernapara IO pe3yjibTaTaM [POBEICHHUS KIMHUYECKUX
UCCIIeIOBAaHUH MIPEJOCTABIIAIOTCS B MOPSIKE, YCTAHOBIEHHOM HACTOSIIEH YacTbIo;

6) COOTBETCTBHE IPOU3BOAMUTENS JIEKAPCTBEHHOIO CpEACTBA TPeOOBaHMAM HaJUIeKAIICH
IIPOU3BOJCTBEHHOMN IIPAKTUKH.

2. CpaBHEHHE TapaMETPOB PErMCTPUPYEMBIX JIEKAPCTBEHHBIX MIPENAPATOB I MEAULIMHCKOIO
IIPUMEHEHHUS OCYILECTBIISIETCS KOMUCCHUEN IKCIIEPTOB KCIIEPTHOIO YUPEKACHUS NPU NPOBEICHUU
JKCIEPTU3bl TAKUX JIEKAPCTBEHHBIX IPENApaToB B IIPOLIECCE MX TOCYAAPCTBEHHOM PErMCTpalyH.
BbIBOIBI 3KCHEPTOB O B3aUMO3aMEHSEMOCTH WJIM HEB3aMMO3aMEHSEMOCTH JIEKapCTBEHHBIX
IIPENapaToB I MEIULUHCKOTO IPUMEHEHHUSA, CIEIAHHBIE B pE3yJlbTaTe JTOT0 CPABHCHMS,
oopMIsIOTCST B BHMJEC MNPWIOKEHUS K 3aKIIOUYEHHUIO JKCIEpTOB MO (opMme, yTBEpKAECHHOU
YIOJHOMOYEHHBIM (eiepaibHbIM OPIraHOM UCTIOJIHUTEIBLHOU BIACTH.

3. TlonoxeHus: HACTOSIIIEH CTaTbU HE PACIPOCTPAHSIOTCS Ha pedepeHTHbIE JIeKapCTBEHHBIS
npenaparbl, JCEKAPCTBCHHBLIC PACTUTCIBHBIC IIPCIapaTrbl, TOMCOMNATHYCCKUC JICKAPCTBCHHLIC
MpemnapaThl U JIEKApCTBEHHBIE MPEnapaThl, KOTOPbIE Pa3pelIeHbl A MEIUIIMHCKOTO IPUMEHEHUS B
Poccuiickoit @eneparuu 0osee nBaalaTh J€T U B OTHOIIEHUH KOTOPHIX HEBO3MOXKHO MPOBEIACHUE
UCCIIeIOBaHMS UX OMOAKBUBAJICHTHOCTH.

CraTtbsa 28. PernctpaunmoHHoe yaoCTOBEepEeHUe fieKapCTBEHHOro npenapara

1. PerucrpanMoHHOE€  yJOOCTOBEPEHHME JIEKAPCTBEHHOIO  IIpernapara ¢  yKa3aHHUEM
JIEKapCTBEHHBIX (DOPM U JO3UPOBOK BBIJACTCS OECCPOYHO, 32 MCKIIOYCHHUEM DPETHCTPAMOHHOTO
YIOCTOBEpPEHUS JIEKAPCTBEHHOI'O IIpenapara, BBIAABAEMOIO CO CPOKOM JEWCTBUS IIATH JIET, Ha
BIIEpBBIE perucTpupyemsie B Poccniickoit denepanuy JIeKapCTBEHHBIE MPENIAPaTHI.

2. Ilo ucredyeHuM yKa3aHHOTO B 4acTH | HAcTOSIIEH CTaThM CpoKa BBIAAETCS OecCpodHOe
PETUCTPALIMOHHOE YJOCTOBEPEHUE JIEKAPCTBEHHOIO Mpenapara Mpu yCJIOBUU MOATBEPKICHUS €T
rOCYJIapCTBEHHOMN perucTparum.

3. B cinyuyae BHeceHus: B cooTBeTcTBUU co ctaThsiMu 30 u 31 Hactosimero ®enepanbHOro



3aKOHAa W3MEHEHWH B CcOAEpXallhecs B PETUCTPALMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JCKapCTBEHHBIN  Tpermapar  OKYMEHTBI, 3aTpardBarOIMX  CBEACHUS, OTPaXKEHHBIE B
PETUCTPAIIMIOHHOM YAOCTOBEPEHUH JIEKApPCTBEHHOTO Iperapara, yIMOJIHOMOYEHHBINH (enepaibHbIi
OpraH HMCIOJHUTEIHHON BIACTH BBIJAET HOBOE PETUCTPAIIMOHHOE YIAOCTOBEPEHHUE JICKAPCTBEHHOTO
npermapara, cojiepkaiiee BHECEHHbIC B HETO H3MEHEHUSI.

(gactpb 3 BBenena denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B ciydae yTpaThl WIM MOBPEXKIEHUS PETUCTPALMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara 1o 3asBJICHUI0 B MUCbMEHHON (QopMe Aepkaress WIM BIaJelbla PEerucTpaliOHHOIO
YAOCTOBEPEHHUs JICKAPCTBEHHOI'O Ipernapara Wik YIOJIHOMOYEHHOIO UMH JAPYroro IOpUANYECKOrO
JMIa O Bbladye JAyOaMKaTra PEerucTPaliOHHOIO YAOCTOBEPEHHUs JIEKapCTBEHHOIO Ipenapara
YIOJIHOMOYEHHBIH (eepaabHblii OpraH HCIOJHUTENIBHOW BJIACTH B CPOK, HE IPEBBIIIAIONIHHA
JecaTu pabodyux AHEH cO JHSA NOCTYIJIEHHs 3asBJICHUSA, BbIOACT AyOJIMKAT PEruCTPallMOHHOTO
YIOCTOBEPEHHUS] JIEKAapCTBEHHOI'O TMpermapara. 3a Bblgady JyOlMKaTta perucTpaldoHHOTO
YAOCTOBEPEHUS  JIEKAPCTBEHHOI'O  IIperapaTa B3UMAcTCs TOCYJAapCTBEHHAs IOILIMHA B
COOTBETCTBHUH C 3aKOHOAATENbCTBOM Poccuiickoit @enepannu o Hajorax u coopax.

(dactp 4 BBenena denepabHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

Cratba 29. lNoarBepxAaeHWe rocyaapCTBeHHOW perncrTpauum rfieKkapcTBeHHOro
npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. TloaTtBepxkaeHue TroOCyAapCTBEHHOM  pETrUCTpAllMU  JIEKAPCTBEHHOrO  Ipemnapara
OCYIIECTBIISIETCSl TIPH BbIade OECCPOYHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
Mpernapara B ciiy4yae, yKa3aHHOM B 4yacTu 2 ctatbu 28 Hacrtosmero denepanbHOro 3akoHa, B CpoOK,
HE TIPEBHIIAIOIINNA MIECTUACCATH padoyux JHEH cO JHA TMOJYYeHHUS COOTBETCTBYIOIINM
YIOJHOMOYEHHBIM (pe/iepabHbIM OPraHOM HCIIOJIHUTEIBHON BIIACTH 3asIBICHUS O TOATBEPKICHUH
roCyJJapCTBEHHOM pErucTpalvy JIEKapCTBEHHOTro npemnapaTta. He ocymiecTBisieTcss HOATBEPKIACHUE
rOCYJJapCTBEHHOM PEruCTpallii B OTHOIIEHUHU JICKAPCTBEHHOTO TMperapara, He HAXOJIUBIIETOCS B
obOpamenuu B Poccuiickoit denepanuu B Te4eHHE TpexX M Ooliee JIeT, a TakKe€ B OTHOIICHUU
JICKapCTBECHHOTO CPEACTBA, MPOU3BEICHHOTO C HAPYIIICHHEM TPEOOBAHHUS, YCTAHOBICHHOTO YaCThIO
3.7 crateu 71 HacTosimiero @eaepanbHOrO 3aKOHA.

2. 3asgBJICHUE O TIOATBEPKIACHUH TOCYIapCTBEHHON PErHCTpaIliy JICKaPCTBCHHOTO Tpernapara
IUIE  MEIUIMHCKOTO TIPUMCHEHHUsSI TIPEACTABISIETCS B COOTBETCTBYIOUIHMI  yIIOJTHOMOYEHHBIN
denepanbHBIA OpraH HCIIOJHUTEIBHOW BJIACTH HE paHEe 4YeM 3a CTO BOCEMBJICCAT JIHEH 10
UCTCUCHHS CPOKa JICHCTBUS PETHCTPAIMOHHOTO YAOCTOBEPEHHUs JICKAPCTBEHHOTO Iperapara s
MEIUIIMHCKOTO TPUMEHCHHSI.
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2.1. 3agBieHwe O TOATBEPKACHUU TOCYIAPCTBEHHOM pErucTpaluy JIEKapCTBEHHOIO
npenapara  JUii  BETEPUHAPHOIO  MPUMEHEHUsI  TPEACTAaBISETCS B COOTBETCTBYIOIIMI
YIOJTHOMOYCHHBIH (elepaabHblii OpraH HWCIOJHUTEIBHON BJIACTH HE paHee YeM 3a CTO
BOCEMBJIECAT [JHEW JO HWCTEUEHUs CpOKa JCHCTBUS PETHCTPALMOHHOTO YJIOCTOBEPEHMS
JIEKAPCTBEHHOIO IIpernapara il BETEpUHAPHOTO IPUMEHEHHSI U HE N03/JHEE OKOHYAHHsI CPOKA €ro
JNIEUCTBUS.

(dactp 2.1 BBenena ®enepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

3. IlonTBepxnaeHue TOCYIJApCTBEHHOM  perucTpaldd  JIEKAPCTBEHHOTO  Iperapara
OCYIIECTBJISIETCS 110 PE3yJIbTaTaM SKCIEPTH3bl OTHOIICHUS OKUIAEMOMN IMOJIb3bl K BO3MOKHOMY
PUCKY TPUMEHEHHUs JIEKapCTBEHHOI'O TIperapaTa Ha OCHOBAaHMM pE3yJbTaTOB MOHUTOPHHIA



3G PEeKTUBHOCTH M 0€30IacHOCTH JICKApCTBEHHOT'O Mperapara, MPOBOAMMOTO JAEpiKaTesieM WU
BJIAJICNIBIIEM  PETUCTPALIMOHHOTO  yJOCTOBEPEHHUS  JIGKAPCTBEHHOTO  mpemapara  Ju0o
YIOJIHOMOYEHHBIM MMHU IOPHIMYECKUM JIMIIOM, @ TaKXe COOTBETCTBYIOUIMM YIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJHHUTENBHON BIACTH B COOTBETCTBHHM C TPeOOBAaHMAMH cTaTbu 64
Hacrosero denepanbHOro 3aKOHa.

4. K 3asgBlIeHMI0O O TOATBEPNKICHUM TOCYIApPCTBEHHON pETUCTpPalMM JIEKApCTBEHHOTO
npemnapara jjid MCIUIUHCKOTO IPUMCHCHHA ITPUJIararOTCA:

1) MOKyMEHTHI, COAEpIKaIllie Pe3yiabTaThl MOHUTOPHHTA 3()PEKTUBHOCTH U OE30MaCHOCTH
JICKApCTBCHHOT'O Ipfriapara Ijid MCAUIUHCKOIO MNMPUMCHCHUSA, MPOBCACHHOTO ACPIKATCICM WU
BJIQJICNIBIIEM PETHCTPANMOHHOTO YAOCTOBEPEHUS JIGKAPCTBEHHOTO Iperapara i MEIUIIUHCKOTO
MPUMEHEHUS JHOO YIOTHOMOYEHHBIM UM IOPUIUYECKHM JHIIOM, MO (opme, YTBEepKICHHOM
YIOJIHOMOYECHHBIM (heZiepalIbHbIM OPTaHOM MCTIOJTHUTEIBHOM BIIACTH;

2) Komusl JUIEH3UM Ha MPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB MM KOMMSI 3aKIIOYEHHS O
COOTBETCTBUM IPOU3BOJAUTEINS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMAM NPaBUII HaJAJeXallen
MPOM3BOJICTBEHHON  NPAKTUKH, BBIJAHHBIX  YIOJHOMOYEHHBIM  (peliepalbHbIM  OpPraHOM
VICIIOJIHUTEIIBHOM BIACTH B OTHOLICHHWH IPOU3BOACTBEHHOM IUIOIIAIKH JIEKAPCTBEHHOTO Mpernapara
JUISL. MEJULUHCKOIO IPUMEHEHUS, IOCYJapCTBEHHAsl PErMCTpalys KOTOPOTO IOATBEPKIACTCA B
Clly4ae, €CIM TIPOM3BOACTBO JICKAPCTBEHHOIO Ipemnapara I MEIUIUHCKOTO IPUMEHEHUS
ocywectsisierca B Poceniickont denepanny;

3) komwusl BBIIAHHOW YIIOJITHOMOYEHHBIM OPTaHOM CTPaHbl TPOW3BOJMTENS JIUIICH3UH Ha
MPOU3BOJCTBO JIEKAPCTBEHHOI'O MperapaTta il MEIUIMHCKOTO MPUMEHEHUs M €€ MepeBoj Ha
PYCCKHI SI3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM TIOPSJIKE, a TaKXe KOMUSA 3aKIIOYCHUS O
COOTBETCTBUM TPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM TMPABHI HaJJIekKAIIeh
MPOM3BOJCTBEHHON  TPAKTUKH, BBIAAHHOTO  YIOJHOMOYEHHBIM  (pemepaibHBIM  OpraHOM
WCIIOJTHUTEJIbHOW BJIACTH B OTHOIICHUH MPOU3BOACTBEHHOM IJIOMIAIKH JICKAPCTBEHHOTO Mpernapara
JUTSI MEAUITUHCKOTO NMMPUMEHEHHUsI, TOCYIapCTBEHHAS PETUCTPAIHsl KOTOPOTO MOATBEPKIACTCS, WU
KOIUS PEIIeHUs] YIIOJTHOMOYEHHOTO (peilepalbHOTO OpraHa UCIIOTHUTEIbHON BIACTH O IPOBEICHUH
WHCIIEKTUPOBAHMS TIPOU3BOAUTENS JICKAPCTBEHHBIX CPEICTB B Clly4ae, €CId MPOU3BOACTBO
JIEKapCTBEHHOTO TMpemapaTa A MEIUIIMHCKOTO TMPUMEHEHHs OCYIIEeCTBISETCS 3a Mpeleiamu
Poccuiickoit ®enepanumn.

(uactp 4 B pen. @enepanbHoro 3akoHa oT 04.06.2018 N 140-D3)

4.1. B oOTHOmIEHUH OHOJIOTHUECKUX JIEKAPCTBEHHBIX TMPENapaToB IS MEIUIIMHCKOTO
MPUMEHEHUsS  3asBUTENb  JIOTIOJHHUTENBHO  MPEACTABIsAET  PE3yJbTaThl  MEPOIPHUSITHIA,
MPEAYCMOTPEHHBIX  IJITAHOM  YOPABJICHHS  PUCKAMM, YTBEPKACHHBIM  YIIOJTHOMOYEHHBIM
dbenepanbHBIM OpPraHOM HCIIOJIHUTENBHONW BJIACTH TMPU OCYIIECTBICHHH TOCYAapCTBEHHOMN
pEerucTpalyy JEKapCTBEHHOTO MperapaTa ik MEIUIIMHCKOTO TPUMEHEHUSI.

(uacts 4.1 BBenena OenepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

4.2. K 3asBlIeHHIO O TOATBEPKACHUH TOCYIapCTBEHHOM PETUCTPAlMU JIEKapCTBEHHOTO
mpenapaTa Ajsi BETEpUHAPHOTO MPUMEHEHUS MPUIaraloTcs JTOKYMEHTHI, COJEpIKAIIUe PE3yIbTaThl
MOHHUTOpHHTA P(EKTUBHOCTH M OE30IACHOCTH JICKAPCTBCHHOT'O Iperapara Uil BETEPHHAPHOTO
MPUMEHEHHUs, TPOBOAUMOTO Jep)KaTeleM WM BIAAENbleM PErHCTPAIMOHHOTO YJIOCTOBEPEHUS
JICKapCTBCHHOTO TIpermapaTa il BETEPUHAPHOTO MPUMEHCHHS JIMOO YIOJTHOMOYCHHBIM MM
IOPUANYECKUM JUIIOM, MO ¢opMe, YTBEpKIECHHOW YIMOIHOMOYEHHBIM (eaepaabHbIM OPraHOM
WCTIOTHUTEIIbHOW BJIACTH, M IOKYMEHTHI, YKa3aHHbIE B MyHKTax 1, 2 - 2.2, nmoanynkrax "a", "6", "k",

n_nmn

JI ITYHKTa 4 gactm 3 crateu 17 HaCTOAIICTO (Dezlepaanoro 3aKkoHa. B oTHomenuun



MMMYHOOUOJIOTHYECKUX JICKAPCTBEHHBIX IMPEMapaToB JJisi BETEPUHAPHOTO TMPUMEHEHHS HE
MPEJICTABIISIIOTCS CBEIEHUSI, YKa3aHHbIC B MOAMYHKTE "K' MyHKTa 4 4acTu 3 ctaThu 17 HACTOSIIETO
@denepanbHOrO0 3akoHa. B OTHOIIEHMHM JIEKAPCTBEHHBIX MpENapaTroB [Jisi BETEPUHAPHOIO
MIPUMEHEHUS, TIOJYYCHHBIX ¢ MPUMEHEHUEM T€HHO-WHKXEHEPHO-MOAU(MUIIMPOBAHHBIX OPTraHU3MOB
WU COJAEpKAlIUX TaKue OPraHU3Mbl, JOMOIHUTENBHO MPEJCTABISIOTCS CBEICHUS, YKa3aHHbIC B
nyHkte 13 vactu 3 crarbu 17 Hactosmero denepanbHOro 3aKoHa.

(uactp 4.2 BBenena denepanbHbiM 3akoHOM 0T 04.06.2018 N 140-®3; B pea. denepanbHOro
3akoHa ot 02.08.2019 N 297-D3)

4.3. C 3asgBiIeHUEM O IOATBEPKIECHUM TIOCYIAapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOTO
mpenapara  3asBUTENIb  MPEJACTABIAET KOMHIO  JOKYMEHTa, MOJITBEPXKAAIOLIEr0  yIUIaTy
rOCy/apCTBEHHOW MOLUINHBI 3a MOATBEPKACHUE TOCYIaPCTBEHHON PETUCTPALMU JIEKAPCTBEHHOTO
npemnapara, JM00 MOXXET NPEeACTaBUTh yKa3aHHBIA JTOKYMEHT 10 COOCTBEHHON HHMLMaTHBE. B
cllydyae HEIpEICTaBICHHUS YKa3aHHOTO JIOKyMEHTa YIOJHOMOYEHHBbIM (enepanbHblii  oprax
UCTIOJIHUTEJIBHOW BJACTU MpoBepsieT (PakT YIUIaThl TOCYJApCTBEHHON MONUIMHBI 3asBUTENEM
MOCPEJICTBOM  HCIOJB30BaHUS  HMHPOpPMAaUMU 00 yIUlaTeé TOCYJapCTBEHHOH  IMOIJIMHBI,
comepxarieiics B [ocymapcTBeHHONW HWH(POPMAIIMOHHOM CHCTEME O TOCYIJAapPCTBEHHBIX H
MYHHULMIIAJIbHBIX IJIaTEKaX, HAa OCHOBAHUU IIPEICTABICHHON 3asBUTENIEM KONHMM JOKyMEHTAa,
MOJTBEPAKAIOLIETO YIJIaTy OCYAapCTBEHHON MOUINHBI.

(uactp 4.3 BBeneHa PenepanbHbIM 3ak0HOM 0T 04.06.2018 N 140-D3)

5. B teuenme pecatu pabouyux JHEH cO JOHS TPUHATHUSA 3asBICHHS O MOATBEPXKIACHUU
rOCyJapCTBEHHON perucTpaluy JEKapCTBEHHOrO Impernapara U JIOKYMEHTOB, COJEpKalluX
pe3ynbTaThl MOHUTOPUHTa A(PGEKTUBHOCTH U 0€30MacHOCTH JIEKAPCTBEHHOTO Ipemnapara,
MPOBOJIUMOIO JAEp>KaTeJIeM WM BIAQJENbLEM PETUCTPALMOHHOTO yJAOCTOBEPEHUS JIEKAPCTBEHHOTO
npenapaTa Ju00 YIMOJTHOMOYEHHBIM UMH IOPUAMYECKUM JIMIOM, YIIOJHOMOYEHHBIN (perepanbHblii
OpraH UCHOJIHUTEIbHOMN BIACTH:

1) mpoBOAUT MPOBEPKY IMOJHOTHI CBEIACHUM, COAEPKAIIUXCS B MPEICTABICHHBIX 3asBUTEIIEM
JOKYMEHTaX;

2) NpUHUMAET pElIeHNE O MPOBEACHUN UM 00 OTKa3€e B MPOBEICHUH SKCIEPTU3bI OTHOILIECHUS
OKUJAEMOH ITOJIB3bI K BO3MOXXHOMY PUCKY IPUMEHEHMS JIEKAPCTBEHHOIO Mpenapara Ha OCHOBAaHNUN
pe3ynbTaToB MOHUTOpHHTa 3(deKTnBHOCTH U 0E30MaCHOCTH JISKapCTBEHHOTO Mperapara,
IIPOBOAMMOIO JI€P>KATEIEM WM BIAAEIbLEM PETUCTPALMOHHOIO YIAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npernapara JH00 YIMOJTHOMOUYEHHBIM UMH IOPHIUYECKUM JIMIIOM, a Takke (penepansbHbBIM OpraHoM
WCTIOJIHUTEJILHOM BJIacTH B COOTBETCTBUU C TpeOoBaHMAMU cTaTh 64 Hactosero denepanbHoro
3aKOHa;

3) yBenoMisieT B 3JIEKTPOHHON (opMe WM MUCBMEHHOW (opMe 3asiBUTENsI M 3KCIEPTHOE
yUpeXJIEeHNE O IMPUHATOM PELICHUH JINOO B CiIydae MPUHATHS pelieHuss o0 0TKa3e B MPOBEIACHUU
SKCIIEPTU3BI YKA3bIBAET IPUYMHBI TAKOTO OTKA3a.

6. B ciywae BBIABICHHS HEIOCTOBEPHOCTH W (WJIM) HEJOCTATOYHOCTH HH(pOpMAIu,
cojiepKalleiics B NpeACTAaBICHHBIX 3asBUTENEM JOKYMEHTAX, YIOJHOMOUYEHHBIH (eaepabHbli
OpraH HCHOJHUTEIBbHOM BJIACTH HAMpaBiseT 3asBUTENIO0 3ampoc 00 YTOYHEHHWU YKa3aHHOMU
uHpopManuu. 3arnpoc yINoJIHOMOYEHHOTO (ellepajIbHOr0 OpraHa MCHOJIHUTENBHOM BJIACTH MOXKET
OBITH TepesiaH YIIOJIHOMOUYEHHOMY TPEICTABUTEIIO 3asBUTEIIS JIMYHO IO/ PACTIMCKY, HAIIPABIIEH 110
[OYTE 3aKa3HbIM IHCbMOM WJIM IepelaH B 3JEKTPOHHOH (opme MO TeIeKOMMYHUKAIMOHHBIM
KaHaJlaM CBs3M. B ciydae HampaBieHMs 3ampoca YNOJHOMOYEHHOTo (eaepaabHOr0 opraHa
MCTIOJIHUTEJILHOW BJIACTH MO MOYTE 3aKa3HBIM IMHCbMOM OH CUMTAETCS MOJIyYEHHBIM 110 UCTEUCHUU



meCTUu ,Z[Hefl C AaThbl HAITPABJICHUA 3aKa3HOI'O MUCbMaA.

7. 3asBUTENb 00s13aH MPEICTAaBUTh OTBET HA 3alIPOC YIOJIHOMOYEHHOTO (heJiepaabHOro opraHa
UCTIOJIHUTENIBHOW BJACTH B CPOK, HE MPEBBINAIONIMNA AEBIHOCTa PabOYMX JHEH cO IHS €ero
nonydyeHusi. Cpok, yKa3aHHbIA B 4YacTH S5 HACTOAIIECH CTAaThbM, MPUOCTAHABIMBAECTCS CO JHA
HaNpaBJICHUS 3aABUTENIO 3alpoca YIMOJIHOMOYEHHOTO (heepanbHOro opraHa HMCIOJHUTEbHON
BJIACTU IO AHS IOJIYYEHUS UM COOTBETCTBYIOILIETO OTBETA M HE YUYUTHIBAECTCS NPU HMCUUCICHUHU
CpOKa MOJATBEP>KIEHUS TOCYIapCTBEHHON PErMCTpalluy JIEKAPCTBEHHOTO IIpenapara.

8. OcHOBaHMEM I OTKa3a B IIPOBEJCHUM JKCIIEPTU3bl OTHOLIEHUS OXHAAEMOH IOJIb3bI K
BO3MOXXHOMY pHUCKYy IPUMEHEHMsS JIEKApCTBEHHOIO IIpernapara SBISIETCA  IIPEICTaBICHHE
JOKYMEHTOB, COJEpXallluX pe3yibTaTbl MOHUTOpUHTAa dS(PEeKTUBHOCTH U  OE30MaCHOCTH
JIEKapCTBEHHOTO Tperapara, U (UiIM) B OTHOIIEHUH OMOJOIMYECKHX JIEKAPCTBEHHBIX MpPENapaToB
pE3yNbTaTOB OCYLIECTBICHUS MEPONPHUATUN B COOTBETCTBMM C IUIAHOM YIPABIEHUS PHUCKaMU,
YTBEPKIECHHBIM  YIIOJIHOMOYEHHBIM  (heZlepalibHbIM  OpPraHOM HCIIOJIHUTENIHOW BIACTU  IIPH
OCYILECTBIIEHUH IOCY1apCTBEHHON PErucTpaluy JeKapCTBEHHOTO IpenapaTa, B HEIOJIHOM 00beMe,
OTCYTCTBUE HH(OpMaIMK, MOATBEpX,Aaome (akT ymiaTel TOCYJapCTBEHHON MONUIMHBI 32
MOJATBEPXKIAEHUE  TOCYAAPCTBEHHOM  pEerucTpal  JIEKApCTBEHHOrO  Ipemapara,  JMbo
HENpPEJICTAaBICHNUE 3asBUTENIEM B YCTAHOBJIEHHBIN CPOK OTBETA HAa YKa3aHHBIN B 4acTu 6 HacTOALIEH
CTaThbU 3allpOC YINOJHOMOYEHHOIro (henepanbHOro OpraHa MCIOJHUTEIbHONM BIAcTH, a TaKXKe
OTCYTCTBHE B yKa3aHHBIX JOKYMEHTaX WH(OpPMAIIMU, KOTOPAs T0JIKHA OBITh B HUX OTpakeHa.

9. DkcrmepTr3a OTHONIEHUS OXKHUIAEMOM TOJIB3bl K BO3MOXKHOMY PHCKY MPUMEHEHUS
JEKapCTBEHHOI'O Mpenapara B  LENSIX MOATBEPKACHMS TOCYJapCTBEHHOM  perucTpalnyu
JIEKAPCTBEHHOTO Ipenapara MpOBOJAUTCS KOMUCCUEN 3KCIEPTOB HKCIIEPTHOTO YUPEXKIACHHS B CPOK,
HE MPEBBIIIAIONINI COpoKa pabounx JTHEH.

10. B ciydae HEZOCTAaTOYHOCTH TMPEACTABICHHBIX HJKCIEPTY MATEpPHATOB IS J1a4d
3aKJIFOUEHUS IKCIEPT 00paIIaeTcsi K pyKOBOIUTENIO SKCIIEPTHOTO YUPEKICHUS O MPEJOCTaBICHUH
€My HEOOXOAMMBIX MaTepuajoB. PyKOBOIUTENb O3KCHEPTHOTO YUpEeXJIEHUs oOpaiaercs ¢
COOTBETCTBYIOIIIMM 3alPOCOM B YIOJTHOMOUYEHHBIN (heepanbHblii OpraH MCIONMHUTEIHLHON BIACTH,
BI)II[aBIHI/Iﬁ 3a1aHUC Ha MPOBCACHHUEC OKCIICPTHU3bl OTHOIICHUA omnnaeMoﬁ IMOJIB3bI K BO3MOXHOMY
PUCKYy TIpUMEHEHHUs JIEKapCTBEHHOIO IIpermapaTa Ha OCHOBAaHUU JOKYMEHTA, COJEpPIKaIIero
pe3yJIbTaThl MOHUTOPWHTA 3(PQPEKTUBHOCTH M OE30MACHOCTH JIGKAPCTBEHHOTO Tperapara. B
TeYeHHe MATH padouux JHEH COo JHS TIOCTYIUICHUS 3alpoca pPYKOBOAMUTENS DSKCHEPTHOTO
YUpEeX/IEeHUS YKa3aHHBIM (enepasibHbIil OpraH MCHOJHUTENbHON BIACTH HAIpaBIseT 3asBUTEIIO
3ampoc O TMPEACTAaBICHUM HEOOXOAMMBIX MAaTepuajoB, KOTOPBI MOXKET ObITh MepenaH
YIOOJIHOMOYCHHOMY IMPCACTABUTCIIIO 3adBUTCIIA JIMYHO II0J PACHMCKYy, HAIIPaBJICH II0 IIOYTC
3aKa3HbIM MHUCHMOM WIIM TepelaH B AJIEKTPOHHOU (opMe MO TEIeKOMMYHHUKAIMOHHBIM KaHalaMm
cBs3U. B ciyuyae HanpaBiieHus 3arpoca yrnoJIHOMOYEHHOTO (efepaibHOro opraHa UCTIOHUTEIbHON
BJIACTH MO TMOYTE 3aKa3HBIM MHUCHMOM OH CUUTAETCS MOJYYCHHBIM MO HCTEUEHUU IIECTH THEH C
JaThI HAMPABJICHUS 3aKa3HOTO MUChMA.

11. 3asBurens o00sf3aH MpPEICTaBUTh OTBET Ha 3alpoc YHNOJHOMOYEHHOTO (enepanbHOro
OpraHa MCIIOJIHUTEIbHON BJIACTH B CPOK, HE MPEBBIIIAIOUINI MIECTUAECCITH pabounX THEH CO JHS
MOJyYeHHUs YKa3aHHOTO 3ampoca. YTOJIHOMOYEHHBIH (enepaabHblii OpraH HCIOJIHUTEIbHON
BJIACTH, BBLAABIIMN 3aJaHUE HA IPOBEICHUE SKCHEPTU3bl OTHOILEHUS OKHUIAEMOW IMOJIb3bl K
BO3MOKHOMY PHCKY IPHMEHEHHs JIEKApCTBEHHOIO0 IpernapaTta Ha OCHOBaHMM JIOKYMEHTa,
COJZIepKAIIETO PEe3yIbTaThl MOHUTOPHHTA A(PGEKTUBHOCTH W 0€30MaCHOCTH JICKaPCTBEHHOTO
npernapara, B TeUCHHE MATH pabouyMX JHEW CO JIHS MOCTYIJICHHUs OT 3asBUTENS OTBETa Ha 3ampoc
YIOJHOMOYEHHOIO (PeIepaIbHOr0 OpraHa MHCIIOJIHUTENbHON BJIACTU HAINpPABISIET ATOT OTBET B



HKCHEPTHOE yupexaeHue. B ciydae HempeacTaBIeHHs 0 UCTEUCHUHU IECTUIECATH pabounx THEH
3asBUTEJIEM OTBETa HAa YyKa3aHHBIA  3alpoc  YMOJHOMOYEHHBIH  (enepanbHBIA  OpraH
WCTIOJIHUTEJILHOW BJIACTH, BHIJIABILIMH 33/1aHUE HA IPOBEACHUE SKCIIEPTU3bI OTHOIICHUS 0XKUIaeMON
HOJIB3BI K BO3MOKHOMY PHCKY IPUMEHEHHS JIGKapCTBEHHOTO IIpenapara Ha OCHOBaHWH JIOKYMEHTa,
COJIepKAIer0 pe3ybTaThl MOHUTOPHHTA A(PGEKTUBHOCTH U 0€30MaCHOCTH JICKaPCTBEHHOTO
npenapara, B TeUYCHHE ISTH pad0vYMX JHEH HampaBiseT B AKCIIEPTHOE YUPEKICHUE YBEIOMIICHHE O
HETPEICTAaBICHNH 3asiBUTEIEM OTBETa Ha 3allpoC yKa3aHHOI'O opraHa. BpeMs co qHS HampaBJeHUs
3ampoca SKCHEPTHOTO YUYPEXKICHUS B YIOJHOMOYEHHBIN (efepanbHbIii OpraH HCHOJTHUTEIHHOM
BJIACTU JIO JHS TMOJYYEHHs SKCIEPTHBIM YUYPEXKIECHHEM OTBETa Ha 3alpoC WM yBEIOMIICHHS O
HETIPEJICTaBICHNN OTBETa HAa 3alpOC HE YYUTHIBACTCS NPH HCUYUCICHUU CpPOKa IPOBEACHUS
HKCHEPTHU3bl OTHOLICHUS OXKHUIAEMOH IOJIb3bI K BOBMOKHOMY PHCKY IMPUMEHEHUS JIEKaPCTBEHHOT'O
npernapara Ha OCHOBAaHMH JOKYMEHTa, COJCPIKAIIEro pe3yIbTaTbl MOHUTOPUHTA 3Q(PEKTUBHOCTH H
0€30IacHOCTH JIEKAPCTBEHHOTO ITperapara.

12. B cpok, HE MpeBHIAIONUN IECATH pabouMX HEW CO JHSA TOJYyYCHHS 3aKITIOUYCHUS
KOMMCCHH 3KCIIEPTOB MO PE3yabTaTaM IKCIEPTU3bl OTHOLIEHHUS 0KUAAEMOM MOJIb3bI K BO3MOKHOMY
PUCKYy TPUMEHEHHs] JIEKQpCTBEHHOrO Ipenapara, COOTBETCTBYIOIIMM  yIOJHOMOYEHHBIN
(denepanbHBIA OPraH UCMIOTHUTEIBHON BIACTH:

1) ocymiecTBIIsIET OLIEHKY 3TOTO 3aKJIFOUEHUS JJIs OTPEIeNIEHUs] €r0 COOTBETCTBHS 3a/1aHUIO Ha
MPOBEACHUE YKAa3aHHOU HKCIIEPTU3BL;

2) mpUHUMAET pellIeHUe O MOATBEPKACHUU FOCYAAPCTBEHHOW PErUCTpalMU JIEKAPCTBEHHOTO
npernapara Wid 00 OTKa3e B MOATBEPKIECHUHM TOCYNAapCTBEHHON pPErHCTpalldU JIEKAPCTBEHHOTO
npernapara;

3) BHOCUT NIpU MNPUHATHUM PELIEHUS O NOATBEPKICHUM TOCYJAapCTBEHHON pPETUCTpaLiU
JIEKAPCTBEHHOr'0 IIpenapara CBEIECHHUsS B TOCYAAPCTBEHHBIM PEECTpP JIEKAPCTBEHHBIX CPEICTB U
BBIJIACT 3asBUTENIO OECCPOYHOE PErHCTPALMOHHOE YIOCTOBEPEHHE JIEKAPCTBEHHOTO MTpernapara.

13. OcHoBanueMm il OTKa3a B TMOJATBEPXKICHUM TOCYAApCTBEHHOW pErucTpanuu
JIEKapCTBEHHOTO TMperapaTa SBJSETCS 3aKII0YEHHE COOTBETCTBYIOUIETO  YIOJIHOMOYEHHOTO
denepaabHOrO OpraHa HMCIIOJIHATEIBHONW BJIACTH O TOM, YTO PUCK NMPHYMHEHUS Bpela 3J0POBBIO
YeloBeKa WJIM JKUBOTHOTO BCIEICTBHME TIpUeMa JIEKApPCTBEHHOTO TMpemapara MpeBbHIIIAeT
3¢ (HEeKTHBHOCTH €T0 MPUMEHEHUS.

(B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

14. B mepuon mnpoBeneHHs NPOLETYypbl MOATBEPKACHUS TIOCYAAPCTBEHHOW pPETUCTpaLUU
JIeKapCTBEHHOT 0 Mpemnapara ero oopaienue B Poccuiickoit @enepannu He NpUOCTaHABINBACTCS.

15. Jlonmyckaercst oOpallieHre JICKAPCTBEHHBIX MPENapaTroB J0 MCTEUYCHUS CPOKa TOJHOCTH,
MPOM3BEACHHBIX B TEUCHHE CTa BOCBMHJICCATH KaJICHIAPHBIX JHEH TOCIE JaThl NPUHSTHS
YIOJHOMOYCHHBIM (De/iepaibHIM OPTaHOM HCIIOJHUTEILHON BIACTH PEIICHHS O TIOATBEPKICHUH
TOCYJITapCTBEHHON PErvCTpalni, B COOTBETCTBUU C MH(pOpPMAIIMEH, CoepkKaleiics B JOKyMEHTaX
PETHCTPAIIMOHHOTO JTIOChE Ha JICKAPCTBEHHBIN Mpenapar J0 JaThl IPUHSATHS TAKOTO PEIICHUS.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

Cratba 30. BHeceHuMe u3MeHeHMW B [OOKYMEHTbl, coAepXxawmecsas B
perncTpauMoHHOM OCbEe Ha 3aperncTpuMpoOBaHHbLIA NeKapCTBEHHbIA npenapaT Ans
MeAUNLMUHCKOro NpMMeHeHus



1. B memnsx BHECeHHs M3MEHEHHMH B JOKYMEHTBI, COJEPIKAIIMECs B PETUCTPALIMOHHOM JI0ChE
Ha 3apeTUCTPHPOBAHHBIN JICKAPCTBEHHBIN Mpemapar A MEIUIMHCKOTO NPUMEHEHHS, AepiKaTeib
WIA  BJajelell pPErduCTPallMOHHOTO  YAOCTOBEPEHHUS  JIGKAPCTBEHHOTO  Iperapara  WiId
YIIOJIHOMOYEHHOE WM JIpyroe IOpUAMYECKOe JIMIO (Jajgee B HACTOALICH CTaTbe - 3asiBUTEID)
NPEJCTABISCT B YMOJHOMOYCHHBIN (efepalbHblii OpraH HCIOJHUTENIBHONW BIIACTH 3asBICHHE O
BHECEHUH TaKHX M3MEHEHHH 1Mo (hopMe, YCTAaHOBICHHON YIIOTHOMOYEHHBIM (heiepaTbHBIM OPTaHOM
WCTIOJTHUTENILHOW BJIACTH, U TpUJIaraeéMble K HEMy M3MEHEHHUS B yKa3aHHBIC JOKYMEHTHI, a TaKke
JTOKYMEHTBHI, HOATBEPKAAI0IINE HEOOXOIMMOCTh BHECCHHS TAKUX N3MEHEHHIH.
(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 04.06.2018 N 140-D3)

1.1. IIpu HEOOXOAMMOCTH BHECEHHUSI B IOKYMEHTBHI, COAEpKAIINECs B PETUCTPALIMOHHOM J0ChE
Ha 3aperucTPUPOBAHHBIN JICKAPCTBEHHBIN MpenapaT A MEAUIMHCKOrO MPUMEHEHHUS, U3MEHEHUH,
yYKa3aHHbIX B IMyHKTE 3 YacTH 2 HACTOSIIeW CTaTbu M TPeOYIOMMX MPOBEIEHUS SKCIEPTH3BI
KauecTBa JICKAPCTBEHHBIX CPEACTB, 3aBUTENb JOMOJIHUTEIBHO MPEACTABISIET B YIIOJTHOMOYEHHBIN
dbenepanbHbI OpraH UCHIOTHUTENBLHOM BIACTH KOIUIO JIMIIEH3UN Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB WM KONHUIO 3aKIIOYEHUS O COOTBETCTBUHU IPOU3BOJUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM MpaBUJI HaJIeKaAIeH MPOU3BOJACTBEHHONW MPAKTHKH, BBIAAHHBIX YIOJTHOMOYEHHBIM
denepanbHBIM OPraHOM UCTIOTHUTEILHOM BIIACTH B OTHOIIIEHWU U3MEHEHHOW U (WJIN) TOTIOJTHEHHOU
MIPOU3BOACTBEHHON IUIOMIAJKHA JIEKAPCTBEHHOIO TMpernapara, B CIydae, €CIU IPOU3BOACTBO
JIEKapCTBEHHOTO TMpenapaTta ocyuiecTBisercss B Poccuiickoit deneparum, MO0 KOMHUIO BBIIAHHOM
YIIOJIJHOMOYEHHBIM OPTaHOM CTPaHbl IPOU3BOAUTEIS JTULEH3UU HA POU3BOJCTBO JIEKAPCTBEHHOTO
rpenapara U €€ IMEepeBOJ] Ha PYCCKUU S3bIK, 3aBEPEHHbIC B YCTAHOBJICHHOM TMOPSJKE, a TAKKE
KOIMUIO 3aKJIOYEHUS O COOTBETCTBUU TNPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUIM
MIpaBWJI HA/JICKAIIEH MPOU3BOJACTBEHHOMN MPAKTUKU, BBIJAHHOTO yYIOJTHOMOYEHHBIM (henepanbHbIM
OpraHOM HCIIOJIHUTEJNIBHOM BJIAaCTH B OTHOUIEHMM WM3MEHEHHOW U (WIM) JONOJHEHHOU
MPOU3BOACTBEHHON  IUIOMIAJKKM  JIGKAPCTBEHHOTO  Mpernapara, WM  KONUI0  PEIICHHS
YIOJHOMOYEHHOTO  ¢efiepalbHOrO  OpraHa  HCHOJHUTENbHON  BIACTU O  MIPOBEICHHUU
MHCIIEKTUPOBAHMS TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB B Cllydae, €Cli IPOU3BOACTBO
JIEKapCTBEHHOTO Ipernapara OCyuecTBIsIeTCS 3a npeaenamu Poccuiickont denepanmi.
(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. ITpu HEOOXOIMMOCTH BHECEHHUSI B IOKYMEHTHI, COJIEPKAIINECS B PETUCTPAIIMOHHOM J10CHE
Ha 3apETUCTPUPOBAHHBIN JIEKaPCTBEHHBIN Mpenapar A MEAUIUHCKOTO MPUMEHEHUs, U3MEHEHHIH,
YKa3aHHBIX B TYHKTE 4 4YacTh 2 HACTOSIIEH CTaThU M TPEOYIOMIMX MPOBEICHUS HKCIEPTU3BI
KauecTBa JICKAPCTBEHHBIX CPEJICTB, 3aBUTENb JOMOJHUTEIHLHO MPEACTABISACT B YIOTHOMOYEHHBIH
denepanbHBIA OpraH UCTIOTHUTEIFHOW BIACTH KOIHIO JIUIIEH3UN Ha IPOU3BOJICTBO JICKAPCTBEHHBIX
CPEICTB WIU KOIHIO 3aKIIOYEHUS O COOTBETCTBUU TMPOM3BOAMTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUSAM TIPABHJI HAUICKANICH MPOU3BOJCTBEHHONW NMPAKTHKH, BBIIAHHBIX YIIOJTHOMOYCHHBIM
dbenepatbHBIM OPraHOM HUCTHOJHUTENHHOW BIACTH B OTHOIICHUU MPOM3BOACTBEHHOHN IIOIIAIKU
JIEKapCTBEHHOI'O IpernapaTa, B Ciydae, €cClIM IPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpernapara
ocymiectBisiercs: B Poccuiickoit denepanuu, 1100 KOMHUIO BBIIAHHOW YHMOJTHOMOYEHHBIM OPraHOM
CTpaHbl MPOU3BOUTEINS JIULEH3UN HAa MPOU3BOJCTBO JIEKAPCTBEHHOTO Mpenapara U ee NepeBo] Ha
PYCCKHIl $3bIK, 3aBEPCHHbIE B YCTAHOBJICHHOM TOPSAKE, a TaKKe KOMHIO 3aKIIOYEHHUS O
COOTBETCTBUU TIPOU3ZBOAMTEINSA JIEKAPCTBEHHBIX CPEACTB TpPeOOBAaHUSAM TMPABHI HaJJIEKAIIEH
MPOU3BOJCTBEHHOW  MPAaKTUKW, BBIIAHHOTO  YIOJHOMOYEHHBIM  (eepadbHbIM  OpPraHOM
WCTIOJTHUTEJIbHON BJIACTH B OTHOIIICHUH MPOU3BOICTBEHHOM TIJIOMIAIKH JIEKAPCTBEHHOTO Mperapara,
WIH KOMUIO PEeUICHUS YHNOJHOMOYEHHOTO (elepalbHOr0 OpraHa HCIOJTHUTEIBHOW BIACTH O
MPOBEACHUN WHCIIEKTUPOBAHUSI TIPOM3BOAMUTENS JIEKAPCTBEHHOTO CpEJICTBA B Ciydae, €Clu
MPOM3BOJCTBO JICKAPCTBEHHOTO Tperapara OCYLIECTBIAETCA 3a Tmpenenamu Poccuiickoii
denepanuu.



(uactsp 1.2 BBeneHa ®@enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

1.3. IlpunHsATHE pelIeHUs 0 BHECEHWH M3MEHEHUH MU 00 OTKa3e BO BHECCHHHM M3MCHCHHU B
JOKYMEHTBI, COAECPKAIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN
npenapaT AJii MEIUIMHCKOTO NPHUMEHEHHUs, B cliydyae HEOOXOJUMOCTH IMPOBEIEHUSI SKCIEPTHU3BI
KauecTBa JIEKAPCTBEHHBIX CPEACTB M (WIM) DKCHEPTHU3bl OTHOLIECHUS OXHUAAEMOH IOJIb3bl K
BO3MOXHOMY PHUCKY NPUMEHEHHs JIEKapCTBEHHOI'O Mperapara JUisi MEIUIIMHCKOTO MPUMEHEHHUS
OCYHICCTBIIACTCA B CPOK, HEC HpeBBIH_IaIOH_[I/II\/'I JACBAHOCTa pa60q1/1x IIHGI>'I, a B OCTAJIbHBIX ClIy4dasaX B
CpPOK, HE TMPEBHIIAIUNA TpUAUATH paboYMX JHEH cOo JAHA MPUHATHS YIOJIHOMOYEHHBIM
(bellepaHLHBIM OopraHomM HUCIIOJIHUTEIHLHOU BJIACTH 3asABIICHUS O BHECCHUHU TAKUX U3MECHEHUM.

(gactp 1.3 BBenena ®enepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

2. DkcnepTu3a JIEKapCTBEHHBIX CPEJICTB B YacTH SKCIEPTHU3bl KauyecTBa JIEKAPCTBEHHOI'O
cpeacTBa U (WIK) SKCIEPTU3bI OTHOLICHHS 0’KUIAeMOM IMOJIb3bl K BO3MOKHOMY PUCKY MPUMEHEHUS
JIEKApCTBEHHOT0 Tpemnapara AJii MEIUIMHCKOrO NPUMEHEHUsI MPOBOAUTCS B CIIy4yae BHECEHUS
M3MEHEHUH B JOKYMEHTBI, COZEp X allhecs B PErHCTPALlMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIM
JIEKApCTBEHHBIN Mpenapar, B OTHOIICHUH:

1) cBeneHMit, yKa3aHHBIX B MHCTPYKLIHUU MO METUIIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOIO
mpermapara:

a) JekapcTBeHHass (opma ¢ yKa3aHHEM HAaUMEHOBAHUW U KOJIMYECTBEHHOI'O COCTaBa
JNCHCTBYIOIIMX BEIIECTB M KAYECTBEHHOTO COCTaBa BCIIOMOTAaTENbHBIX BEHIeCTB  (IIpH
HE0OXOIUMOCTH KOJIMYECTBEHHOTO COCTaBa BCIIOMOTaTEIbHBIX BEIIECTB);

06) ¢dapmakoguHamMuKa U (QapMaKOKMHETHKa (3a HCKIIOYEHHEM (hapMaKOKUHETHKH
rOMEOIAaTHYECKHX JICKAPCTBEHHBIX IPETapaToB U PACTUTEIBHBIX JIEKAPCTBEHHBIX IPETapaToB);

B) MOKa3aHUs JUIsl IPUMEHEHHUS,
I') IPOTUBONOKA3aHUs JJIsl IPUMEHEHUS;
1) MEPBI ITPETOCTOPOKHOCTU IIPU IPUMEHEHNH;

€) yKa3zaHue BO3MOXXHOCTH U OCOOEHHOCTEH NMPUMEHEHHs JIEKapCTBEHHOTO MpernapaTa AJis
MEIUIIMHCKOTO TPUMEHEHUsI OEpPEeMEHHBIMHU IKCHIIMHAMH, KCHIIMHAMU B TEpPUOJ TPYIHOTO
BCKapMJIMBAHUS, AE€THMHU, B3POCIBIMUA, UMEIOIIIMMH XPOHHUUECKHUE 3a00JICBaHUS;

K) peXHUM JI03UPOBAHMA, CIIOCOObI BBEICHUS M NPUMEHEHUsS, IpU HEOOXOAMMOCTHU BpeMs
IIpueMa JIEKapCTBEHHOI'O Ipernapara, HpOJOJDKUTEIBHOCTh JICUEHUs, B TOM YHUCJIE Y JIETeH 0 U
IIOCJIE OJHOTO IoAa;

3) BO3MOJKHBEIC ITOOOYHBIE I[CﬁCTBI/IS[ N HCXKCIATCIbHBIC PCAKOWN IIPU MPUMCHCHHUN
JICKApCTBCHHOT'O IIpCIiapara;

1) CUMIITOMBI IEPEO3UPOBKH, MEPHI IO OKA3aHUIO TIOMOILIY NPU NEPETO3UPOBKE;

K) B3aUMOJCWUCTBUE C JAPYTMMM JIEKAPCTBEHHBIMU TpenapaTaMu M (WIH) MHUIIEBBIMU
IIPOYKTAMU;

1) (hOpMBI BBIITyCKa JIEKAPCTBEHHOI'O TpenapaTa;



M) yKa3zaHue (pu He0oOXOAMMOCTH) 0COOEHHOCTEH NeCTBUS JEKApCTBEHHOTO MpernapaTa Mnpu
IIEPBOM NIPHEME WIN IIPU €T0 OTMEHE;

H) CBEIECHHUS O BO3MOXHOM BJIMSHUM JIEKAPCTBEHHOTO Tpenapara s MEAUIMHCKOTO
MIPUMEHEHHUS Ha CLIOCOOHOCTH YIPABIIATH TPAHCIIOPTHBIMU CPEICTBAMU, MEXaHU3MaMH;

0) CpPOK TIOJHOCTM M YKa3aHUE Ha 3alpeT NPUMEHEHHUs JIEKApCTBEHHOrO IIpernapara Io
HCTEUCHHUH CPOKa FOJJHOCTH;

1) YCIIOBUSL XpPaHEHUS;
P) YCIIOBUS OTITYCKa;
2) cocTaBa JEKapCTBEHHOTO Mpenapara sl MeIUIIMHCKOTO PUMEHEHUS;

3) wu3MeHeHHs] MecTa IPOU3BOJCTBA JIEKAPCTBEHHOIO Mpernapara s MEIULIHUHCKOTO
MIPUMEHEHUS,

4) u3MeHeHUs IOKa3aTejell KauyecTBa JICKaPCTBEHHOIO TMpemapara JJisi MEIUIIMHCKOTO
MPUMEHEHUS U (WJIM) METOJIOB KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO Mpemnapara Jijisl MEeIUIIHHCKOTO
MIPUMEHEHUS;

5) u3MeHeHus CpoKa rOAHOCTH JIEKAPCTBEHHOTO MpenapaTa sl MEAULUHCKOIO IPUMEHEHUS;

6) cBemeHMA O HEOOXOJAMMOCTH BHECEHHS WHBIX HW3MEHEHWH B HWHCTPYKIUIO IO
MEJIUIMHCKOMY TPUMEHEHUIO JIEKaPCTBEHHOI'O TMpernapara, a TakKe B MHbIE JIOKYMEHTHI,
coJiepKallrecs B PEerucTpalliOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIN Mperapar.
IIpu »TOM pemieHHe O NPOBENECHUHM SKCIEPTU3bl KauyecTBa JICKAPCTBEHHBIX CPEACTB U (WIIH)
AKCIIEPTHU3bI OTHOIICHHUS OKUIAeMOMU TOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS JIEKAPCTBEHHOTO
npenapara s MEIUIMHCKOTO MPUMEHEHUsS MNPUHUMAETCS B COOTBETCTBUM C YTBEP>KICHHOM
YIOJHOMOYEHHBIM (heZiepaaIbHbIM OPraHOM HCIIOTHUTEIHLHON BIIACTH KiaccHU(pUKalueil n3MeHeHu !,
BHOCHUMBIX B JIOKYMEHTHI, COAEpXKallUecs B PETUCTPALMOHHOM J0ChE Ha 3aperuCTPUpPOBAaHHBIN
JIEKapCTBEHHBIN Ipenapar.

(dactsp 2 B pen. @enepanibHOro 3akoHa ot 22.12.2014 N 429-D3)

3. C 3asBJICHHEM O BHECECHMH M3MEHEHUH B TOKYMEHTBI, COACPIKAIUECS B PETUCTPALMOHHOM
J0OCbE€ Ha 3aperuCTPUPOBAHHBIM JIEKApCTBEHHBIM IpemapaTr Uil MEIULUHCKOTO INPUMEHEHMS,
Hapsily ¢ JOKYMEHTaMH, YKa3aHHbIMM B 4acTW | HAcTOALIEH CTaThu, 3asBUTENb MPEICTAaBIISIET
KOIIMM JTOKyMEHTOB, IOATBEPKAAIOIIUX YIUIATy TIOCYAAPCTBEHHOW IIOLUIMHBI 3a BHECEHHUE B
JIOKYMEHTBI, COZIEp KAIlMEeCs] B PETUCTPALIMOHHOM J0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKApCTBEHHBIN
npenapar A MeIUIMHCKOrO MPUMEHEHHUs, M3MEHEHUH, TpeOyroIuX MPOBEACHUS HKCHEPTHU3bI
JIEKapCTBEHHBIX CPEJICTB B YacTH HKCHEPTU3bl KauyecTBa JIEKAPCTBEHHOTO CpPEJICTBA U (WJIN)
9KCIIEPTU3BI OTHOILEHHUS OKUIAEMOMN TOJb3bl K BO3MOXXHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO
mpernapata A MEIUIIMHCKOTO TNPUMEHEHUs, TOCYJapCTBEHHOM NOLUIMHBI 332 BHECEHHE B
JOKYMEHTBI, COEP KALUECS B PETUCTPALIMOHHOM J0ChE Ha 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapaT A MEAUIMHCKOIO MPUMEHEHMsI, NU3MEHEHUH, HE TPeOYIOIUX MPOBEACHUS SKCIIEPTU3BI
JIEKapCTBEHHOTO CPEACTBA, JIMOO BIpaBe MPEJCTaBUTh MO COOCTBEHHOM HMHUIIMATUBE YKa3aHHBIC
JOKyMEHTBl. B ciy4ae WX HENpeACTaBICHUS YIOJHOMOYECHHBIH (enepaabHblii  OpraH
UCTIOJIHUTENIBHOW BJIaCTH MpoBepsieT (aKkT yMiaaThl TOCYJApCTBEHHBIX IOLUIMH 3asBUTEIEM
MIOCPEACTBOM MCIIONIb30BaHUsI HHPOpMaIMU 00 yIulaTe rocyJapCTBEHHBIX MOIIINH, COAEpIKaIlencs
B locyaapcTBeHHONW HWHPOPMALMOHHOM CHCTEME O TOCYAApCTBEHHBIX W MYHHUIMNAIbHBIX



IJIaTeXkaxX, Ha OCHOBAaHWM INPEJCTABJICHHBIX 3asBUTEIIEM KONHUH JTOKYMEHTOB, MOJITBEPKIAIOLINX
yIUIaTy TOCYJAapCTBEHHOM MONIUIHUHBL.
(uactp 3 B pen. @enepanbHOro 3akoHa ot 22.12.2014 N 429-D3)

4. B Tedenne nmecatu paboyux THEW CO JTHS MOCTYIUICHHUS YKa3aHHOTO B YacTH | HACTOSIIIEH
CTaThU 3asBJICHUS M HEOOXOAMMBIX JOKYMEHTOB YIOJHOMOYEHHBIM (enepanbHblii  opran
HCIIOJIHUTEILHON BIIACTH:

1) npoBoAMT TIPOBEPKY IIOJHOTHI M JOCTOBEPHOCTH CBEACHUH, COJAEp)KAIIMXCA B
[IPEACTABICHHBIX 3asIBUTEIIEM MaTEpHUAIIax;

2) mNpuUHMMAeT pelIeHHEe O NPOBEACHUM YKa3aHHBIX B 4YacTW 2 HAcTOsALIEW cTaTbu
COOTBETCTBYIOLIUX IKCIEPTHU3 JIEKAPCTBEHHOI'O CPEACTBA MM 00 OTKa3e B UX NPOBEJCHUU;

3) yBeZOMIISIET B 3JICKTPOHHOM MM MUCHMEHHOM (hopMe 3asIBUTENS O PUHATOM PEIICHUH UITH
B Cllydae TPHUHITHS pEUICHHs OO0 OTKa3e B TPOBEICHHH COOTBETCTBYIOIIEH OSKCIIEPTU3BI C
yKa3aHHeM MPUYUH TaKOTO OTKa3a.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. B cnyuae BBIBICHUS HEOCTOBEPHOCTU CBEIEHUM, COAEPIKAILUXCS B MPENCTABICHHBIX
3asBHUTEIEM MaTepualiaX, YIOJHOMOYCHHBIH (efepalbHblii OpraH WCIOJIHUTEILHOW BIACTH
HaMpaBJsIeT 3asiBUTENIO 3aIIPOC 00 YTOUHEHHH YKa3aHHBIX CBeACHUH. JJaHHBIN 3a1ipoc MOXKET ObITh
nepesiaH  YIOJTHOMOUYEHHOMY TPEICTABUTEIIO 3asBUTENS JIMYHO TOJ] PACIUCKY, HAIpaBleH IO
MOYTe 3aKa3HbIM NHCbMOM HIIM TepelaH B 3JEKTPOHHOH (opMe MO TeIeKOMMYHUKAIMOHHBIM
KaHalaM CBs3M. B cilydae HampaBieHHs NaHHOTO 3alpoca MO IO0YTe 3aKa3HBIM MHCHMOM OH
CUHUTACTCA MOJTYYCHHBIM MO UCTCUCHUHU IICCTU I[Heﬁ C JaThbl HAITPABJICHUS 3aKa3HOT'O IMUChMaA.
(dactp 4.1 BBeneHa denepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

4.2. 3asgBuTenb 0053aH MPEACTABUTH OTBET HAa 3alpoC YMOJIHOMOYEHHOTO (heaepaabHOro
OpraHa HCIOJHUTEIbHOW BJIACTH B CPOK, HE MPEBBIMIAIONMIMN NEBIHOCTa pabouux AHEH cCO JHS
noiyyeHuss AaHHoro 3ampoca. Cpok, ykazaHHbIK B 4YacTh 4 HACTOAILIEH CTaThH,
MIPUOCTaHABIMBACTCSA CO JHS HAlpaBJieHHs 3aSBUTENIO 3allpoca YHNOJIHOMOYEHHOTO (efepaibHOro
OpraHa WCHOJHUTENBHOW BJIAcTU A0 [HSA TMOJY4YeHHs] UM OTBETa Ha JaHHBIM 3ampoc U He
YYUTBIBACTCS TIPU MCUYUCIICHUHU CPOKa MPUHSTHUS PEUICHUS O BHECEHUU M3MEHEHUW B JOKYMEHTHI,
coJiepsKalIrecsl B peruCTPAllMOHHOM JIOChE Ha 3apPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar AJs
MEJIUIIMHCKOTO TPUMEHECHHUSI.

(uacts 4.2 BBeeHa OenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)

5. OcHoBaHMEM MJi1 OTKa3a B NIPOBEJCHUM YKa3aHHBIX B YacTU 2 HACTOSIIEH cTaTbu
SKCHEPTHU3 SIBISETCSA INpPEICTaBICHUE JOKYMEHTOB, MEPEUUCICHHbIX B YacTAX | M 3 HacTosmen
CTaTbM, B HEMOJIHOM 00bEMeE, HENpPEJCTaBICHUE 3asBUTEIIEM B YCTAHOBJIEHHBIM CPOK OTBETa Ha
yKka3aHHbI B yacTu 4.1 HacTosedl cTaThM 3ampoc YIMOJHOMOYEHHOIo (eaepallbHOro opraHa
WCIIOJIHUTENIbHON BIIACTH, a TaKXK€ OTCYTCTBUE B MPEJCTaBICHHBIX JOKYMEHTaX JOCTaTOYHBIX
CBE/ICHUI, MNOATBEPXKIAIOUIMX HEOOXOJUMOCTb BHECEHHMs W3MEHEHWH, WM OTCYTCTBHE
MHPOPMAaLNH, TOATBEPKAAONMEH (PaKT ymaTel rocy1apCTBEHHBIX MOIUIMH, YKa3aHHBIX B 9acTH 3
HACTOSIIEH CTaThH.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 22.12.2014 N 429-D3)

6. VYkazaHHblE B YacTU 2 HACTOSILIEH CTaThU OKCIEPTU3bl MPOBOAATCS B MOPSAKE,
YCTAHOBJIEHHOM CTaTbeil 23 Hactosero denepanbHOro 3aKoHa.



7. B cpok, He MNpPEeBBIMIAIOLINA AecATH pabouyux AHEH €O AHA TOJTYYCHHUs 3aKITIOUCHHH
KOMHUCCUH DKCIIEPTOB IO pe3ysbTaTaM YKa3aHHBIX B YacTH 2 HACTOSILEH CTATbU JKCIEPTHU3,
YIOJIHOMOYEHHBIN (heaepanbHblii OpraH UCIOJTHUTEIBHOMN BIIACTH:

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mpuHUMaeT pelleHHe O BHECEHUHM M3MEHEHMM B JOKYMEHTBI, COJAEp Kaluecs B
PErUCTPALIMOHHOM JI0Ch€ HA 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpeEnapar sl MEIUIMHCKOTO
MPUMEHEHUs, WK 00 0TKa3e BO BHECCHUH TaKUX H3MEHECHHIA,

2) BHOCHUT B T'OCYJapCTBEHHBIH pPEECTp JEKApPCTBEHHBIX CPEJICTB Ha OCHOBAHMU PELIEHUS O
BHECCHUM HW3MEHEHUHW B JOKYMEHTBI, COJIepKalllMecsi B PETUCTPAIlMOHHOM JOChE€ Ha
3aperucTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar sl MEAUIIMHCKOTO MPUMEHEHHUs, He0OX0IMMbIe
M3MEHEHUS U BO3BPAILIAET UX 3aBUTEIIO;

3) BBIIACT 3asIBUTEII0 HOBOE PETHCTPAMOHHOE YAOCTOBEPEHUE JICKAPCTBEHHOTO Tperapara B
CJIydac U3BMCHCHU A CBGHGHHﬁ, COACPIKAIINUXCA B HEM.
(. 3 BBenen denepaibHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

8. OcHOBaHMEM nJisi OTKa3a BO BHECEHHWHM H3MEHEHUW B JIOKYMEHTBI, COJEpKaliuecs B
PETUCTPALIMOHHOM J0Ch€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Ajis METUIMHCKOTO
MPUMEHEHUS, SBIISETCS 3aKJIIOUEHUE YTMOTHOMOYEHHOTO (efepalbHOro OpraHa MCTIOTHUTEIbHOM
BJIACTH O BO3MOKHOCTHU CHIDKEHHUS O€30MacHOCTH, KadecTBa, 3(PPEKTUBHOCTU JIEKAPCTBEHHOTO
CpelCTBa B CiIyyae BHECEHUS TAKUX U3MEHEHUM.

9. Jomyckaercsi oOpalieHre JeKapCTBEHHbIX NMPEenapaToB A MEIUIIMHCKOTO MPUMEHEHUS 10
HUCTCUCHHUA CpOKa IrOAHOCTU, MPOU3BCACHHBLIX B TCUCHUC CTa BOCHLMUACCATU I[Hef/'I II0CJIE AAaThbl
MPUHITHS YIOJHOMOYEHHBIM (eepaabHbIM OpPraHOM HCIIOJIHUTEIBHONW BJIACTU pEIHICHUS O
BHECEHHUU N3MCHEHUHU B AOKYMCHTHI, COACPKAIUCCA B PECTUCTPALIMOHHOM JOCHE, B COOTBCTCTBUU C
nH(popManuen, coaeprKamieiicss B JOKyMEHTaX PETrHCTPAIMOHHOTO JOChe Ha JICKAPCTBEHHBIN
Ipenapar 10 JaTbl IPUHATUSL TAKOI'O0 PEIICHHUS.

(gactp 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 31. BHeceHuMe wu3MeHeHMW B [OOKYMEHTbl, cogepXxawwmecsa B
perncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbIN JNIeKapCTBEHHbIW npenapar Ans
BeTEPUHAPHOro NpMMeHeHus

1. B nensix BHeCEeHUS U3MEHEHUN B JIOKYMEHTHI, COJEpKAIIUECSd B PErUCTPALMOHHOM J0ChE
Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Uil BETEPUHAPHOIO NPUMEHEHMSI, 1€P/KaTENb
WIM  BiaJeiel] PEerucTPallMOHHOTO  yJOCTOBEPEHHUS  JIEKapCTBEHHOIO  Ipemapara WM
YIIOJIHOMOYEHHOE UM Jpyroe IOpHINYECKOe JHIO (Jajlee B HAcTOsIIEH cTaThe - 3asBUTEb)
MIPEJICTABISET B YNOJIHOMOYEHHBIN (enepanbHblii OpraH MCHOJHUTENIbHON BIIACTH 3asBICHHUE O
BHECEHMHU TaKMX U3MEHEHUH 10 opmMe, yCTaHOBICHHOM yIIOIHOMOYEHHBIM (eiepabHbIM OPraHOM
WCIIOJIHUTENIbHOM BJAacTH, U MpHJIaraéMble K HEMY W3MEHEHHUS B YKa3aHHbIE TOKYMEHTHI, a TaKXKe
JOKYMEHTBI,  IMOJATBEPXKAAIOLIME  HEOOXOJUMOCTb  BHECEHUS  Takux  u3MeHeHuid. Ilpu
HEOOXOIMMOCTH BHECCHHS M3MEHEHUH B JIOKYMEHTHI, COJIEPIKAIIUECS B PETUCTPAIIIOHHOM JIOCHE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBINM Mpenapar A BETEPUHAPHOTO IIPUMEHEHHUs, B CIIydasx
U3MEHEHUS M (WIM) JOMOJHEHMsI MPOU3BOJACTBEHHOW IUIOIIAAKU JIEKAPCTBEHHOTO CpPEJCTBA, a
TaKK€ W3MEHEHHs II0Ka3aTeJeil KadecTBa JIEKAPCTBEHHOIO IIpernapara M BETEPUHAPHOIO
MIPUMEHEHHUS U (UIM) METOI0B KOHTPOJIS KauyecTBa JIEKapCTBEHHOTO Ipernapara Jijisi BETEpUHAPHOTO
NPUMEHEHUs 3asBUTENb JOMOJHUTEIBHO MPEACTABISAET B YIOJIHOMOYEHHBIH (enepaabHblii opran
HCIIOJTHUTEJILHOM BJIACTH CIIEAYIOIINE JOKYMEHTBI:



1) xomusi TULEH3UU HA MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJCTB, BHIJAHHON MPOU3BOIUTEIIO
JIEKapCTBEHHOT'O IIpernapaTa Jijisi BETEpUHAPHOTO MPUMEHEHUS, 1711 POCCUMCKUX MTPOU3BOIUTEINEH;

2) xonusi JIMLEH3UU Ha MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB, BBIIAHHOW MPOU3BOJIUTEIIO
(dapmaneBTHUECKON CcyOCTaHIIMM, BXOJALIEH B CcOCTaB JIEKAPCTBEHHOrO Tpenapara s
BETEPUHAPHOTO IPUMEHEHUS, AJI1 POCCUICKUX TTPOU3BOAUTEIICH;

3) Komusi TOKYMEHTA, BBIJAHHOTO YIOJHOMOYEHHBIM OPIaHOM CTpPaHbl IMPOU3BOIUTENS VIS
KOKIOM INPOU3BOACTBEHHOM IUIOIIAJKM JIEKAPCTBEHHOIO IIpernapara il BETEpUHAPHOIO
IIPUMEHEHNSA M MOATBEPXKAAIOLIEr0 COOTBETCTBUE NPOM3BOAMTENS JIEKAPCTBEHHOIO IIpernapara
TpeOOBaHUAM TpaBWJI HaJUIekKAIIEH MPOM3BOJACTBEHHON NMPAKTHKH, U €ro IEepeBOJl Ha PYCCKHM
A3BbIK, 3aBEPCHHBIC B YCTAHOBJICHHOM IIOPAJKE, 4 TAKXKE KONUSA 3aKIIYEHHS O COOTBETCTBHHM
MIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB TPeOOBAHMSAM MPABMJI HaJJIeKallel MPOU3BOJCTBEHHON
IPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (he/iepalbHbIM OpraHOM HCIIOJIHUTENIBbHOW BIAacTU JUis
KOKJIOM TMPOU3BOACTBEHHOW IUIOINAJKM JIEKAPCTBEHHOIO IIpernapara il BETEpUHAPHOIO
IPUMEHEHHs, JMO00 KOMNMsS PpEeUIeHus O MPOBEACHUU WHCIEKTHPOBAaHUS IPOU3BOAUTEIS
JIEKapCTBEHHBIX CPEACTB, MPUHATOTO YIOJIHOMOYEHHBIM (peepanibHbIM OPraHOM HCHOTHUTEIBHOM
BJIACTH JUI KaXJAOW NPOU3BOJACTBEHHOM IUIOHMIAJKM JIGKAPCTBEHHOIO Ipenapara  Juis
BETCPUHAPHOIO IIPUMEHEHUs. YKa3aHHbIE JOKYMEHTBI IPEACTAaBIAIOTCS B Cilydae, eciu
IIPOU3BOJCTBO JICKAPCTBEHHOI'O Ipenapara Uil BETEPHUHAPHOIO NMPUMEHEHMs OCYIIECTBIIACTCA 32
npeaenamu Poccuiickoint denepanny;

4) xomMs MJOKYMEHTA, BBIJIAHHOIO YIOJHOMOYEHHBIM OpPIaHOM CTpPaHbl MPOU3BOJUTEIS
¢dapmarieBTHUECKOW  CyOCTaHIIMM ¥ TOATBEPKJIAIONIETO  COOTBETCTBHE  MPOU3BOAUTEIS
(bapManeBTUUECKOW CcyOCTaHIMM, BXOZSIEH B COCTaB JICKapCTBEHHOrO IIpemnapara Jyis
BETEPUHAPHOTO MPUMEHEHUS, TPeOOBAaHUAM NPaBWII HaJUIeKAIEH TPOU3BOJICTBEHHON MPAKTUKH, U
€ro IMEpeBOJ Ha PYCCKHH S3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IIOpSAKE, B Cllydae, €Cld
MIPOM3BOJICTBO (hapMaleBTHUECKOM CyOCTaHIIMM OCYILIECTBISETCS 3a mpenenamMu Poccuiickoit
denepanuu.

(uacts 1 B pen. @enepanbroro 3akoHa oT 04.06.2018 N 140-D3)

1.1. B cnydae wu3MeHeHus © (WJIM) JONOJHEHHUS TPOU3BOACTBEHHON  IUIOMIAAKU
JIEKapCTBEHHOTO CPEACTBA JOKYMEHTHI, YKa3aHHbBIC B UaCTH | HACTOAIICH CTaThH, MPEACTABISIOTCS
3asBUTEJIEM B OTHOIICHUU HM3MEHSIEMOW W (WJIM) JOTMOJHSEMON MPOM3BOJCTBEHHOM IUIOIIAIKH
JIEKapCTBEHHOTO CpPENCTBA. PellleHne 0 BHECEHWHM W3MEHEHUH B JOKYMEHTBHI, COJEp KaIlhecs B
PErUCTPAIMOHHOM JIOChE€ Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN Tpenapar AJisi BETEPUHAPHOTO
MPUMEHEHHUs, Wik 00 0TKa3e B MX BHECEHUU MPUHUMAETCS B cllydyae HEOOXOIMMOCTH MPOBEACHUS
AKCIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B CPOK, HE MPEBBIIMIAIOIINI JACBIHOCTA pabOYMX IHEH, a B
OCTaJbHBIX CIy4asiX B CpPOK, HE MPEBBIMAIONUN TPUALATH pabOYMX JHEW CO JHSA MPUHSATHUS
YIIOJITHOMOYEHHBIM (he/lepaibHbIM OPTraHOM HUCTIOTHUTEIHHOW BIACTH 3asBJICHUS O BHECEHUH TaKHX
U3MEHEHMH.

(dactpb 1.1 BBenena ®enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3)

1.2. B cnyyae peopranuzanuu AepKaTeis Wid BlaJenblia PpEruCTPAllMOHHOTO yA0CTOBEPEHUS
JICKapCTBCHHOTO TIperapaTa Jiisi BETEPHHAPHOTO MPUMEHEHUS, pa3pad0TINKa WIIH ITPOU3BOIATEIIS
JIEKApCTBEHHOT'0 IIpenapara Jjisi BETEpUHAPHOTO IPUMEHEHHUSI B 3asIBJICHUH O BHECEHUU W3MEHEHUN
B JIOKYMEHTBI, COJEpKalllUecs B PErUCTPAlMOHHOM JIOCh€ Ha  3apErUCTPUPOBAHHBIN
JIEKApCTBEHHBIA Tpenapar A BETEPUHAPHOIO MPUMEHEHHUS, YKa3bIBAIOTCS JTaHHbBIE JIOKYMEHTA,
MOATBEPKIAOIIEr0 BHECEHWE COOTBETCTBYIOIINX U3MEHEHUI B ENUHBIN TOCYITapCTBEHHBIN pEECTp
IOpUANYECKUX JHIl (UIsl OpTraHM3alMid, 3aperuCTPUPOBAHHBIX Ha TeppuTopuu Poccuiickoii
®denepanuu), WIK HUHOTO JOKYMEHTA, MOJITBEP)KIAIOLIETO PEOPraHU3alMI0 FOPUIUYECKOro JIHMIA



(nns opraHu3anui, HE 3apEerMCTPUPOBAaHHBIX Ha Tepputopun Poccuiickoit denepannn). 3asBieHne
O BHECCHMHM W3MEHCHMM B JOKYMEHTBI, COACpXAIlMeCs B PETUCTPALlMOHHOM JOChE Ha
3aperuCcTpUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Juisl BETEpUHAPHOIO IPUMEHEHNUS, U IpUjlaraeMale
K HEMY JIOKyMEHTBI IPEJCTABIISAIOTCS B YIOJIHOMOYEHHBINH (peepanbHblii OpraH MUCIOJIHUTEIbHON
BJIACTU HE IO3/IHEE YeM uepe3 TPUAIaTh paboyux JHEH CO JHS BHECEHHS COOTBETCTBYIOLIUX
n3MeHeHnd B EaWHBIA TOCYZapCTBEHHBIM pEECTp MOPUIWYECKHX JHI (IUIsl OpraHU3aIui,
3aperuCTpUPOBaHHBIX Ha Teppuropun Poccuiickoil @enepanuu) wWid €O JHS HNPUHITHS
COOTBETCTBYIOLETO JOKYMEHTA, MOATBEPXKIAIOIIEr0 PEOPraHU3alUi0 FOPUAMYECKOro Juua (s
OpraHM3aliii, He 3aperucTpUpOBaHHBIX Ha TeppuTopun Poccuiickoii ®enepanuu). B ciydae
pEOpraHu3alyy Aep>KaTeis WM BlaJeiabla PETUCTPALMOHHOIO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npenapaTta JJil BETEPUHAPHOIO NPUMEHEHMS 3asBJICHUE O BHECEHUU W3MEHEHMH B JOKYMEHTHI,
COJIepKalIvecs B pErUCTPAllMOHHOM JI0ChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar AJis
BETEPUHAPHOIO0 NPUMEHEHUS, NOAAETCA IOPUINYECKUM JHUIIOM, KOTOPOMY B XOJI€¢ pEOpraHHU3aliu
IIEPEIaHo NPaBO BJIAJCHHS TAKMM PETUCTPALMOHHBIM yAOCTOBEPEHUEM.

(uactsp 1.2 BBeneHa @enepanbHbM 3akoHOM 0T 02.08.2019 N 297-D3)

2. B cnydae BHeCeHHUS MI3MEHEHHI B JIOKYMEHTHI, COIEPIKAIUECS B PETUCTPAIMOHHOM JI0CHE
Ha 3aperuCTPUpPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar najs BETEPUHAPHOIO MPUMEHEHUs, B
OTHOIIICHUHU CBEJECHUM, YKa3aHHbIX B noamyHkrax "e", "x", "k", "a", "u", "c", "x" mynkra 7 yactu 3
cratbu 17 Hactosimero  @deAepanbHOrO0  3aKOHA, HW3MEHEHUs W (WIH)  JIOTIOJHEHUS
MPOM3BOJICTBEHHON IUIONMIAIKM JIEKAPCTBEHHOTO CPEJACTBA, a TaKXE B CJlydyae HM3MCHCHHS
MoKa3zaTesie KadecTBa JIEKQpCTBEHHOTO MpernapaTta i BETEPUHAPHOTO MNPUMEHEHUS U (UJIN)
METOZIOB KOHTpOJIS KadecTBa JIEKAPCTBEHHOI'O TIpemapara JUisi BETEPUHAPHOTO TNPUMEHECHUS
MPOBOJIUTCS SKCIEPTU3a JIEKAPCTBEHHOTO CPEICTBa AJIs BETEPUHAPHOro mpuMeHeHus. B ciydae
HEOOXOAMMOCTH BHECEHHUS MHBIX U3MEHEHHUH B JIOKYMEHTHI, COJEPIKAIINECS B PETHCTPAIMOHHOM
JIOChE Ha 3aperuCTPUPOBAHHBIN JIEKapCTBEHHBIM MpernapaTr s BETEPUHAPHOTO MNPUMEHEHMS,
AKCTIEPTH3A JICKAPCTBEHHOTO CPENICTBA JIJIs1 BETEPUHAPHOTO MPUMEHEHHS HE TIPOBOIUTCS.
(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. C 3asiBlI€HHEM O BHECEHMM U3MEHEHUI B IOKyMEHTBI, COIEPIKALUECS B PETUCTPALMOHHOM
J0CbE€ Ha 3apEeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIM IpernapaTr Al BETEPUHAPHOIO INPUMEHEHMS,
Hapsaay ¢ JOKYMEHTaMH, YKa3aHHBIMH B 4YacTH | HACTOALIEH CTaTbH, 3asBUTENIb INPEACTaBISACT
KOIIMM JTOKYMEHTOB, IOATBEPXKAAIOIIMUX YIUIATy TIOCYAAPCTBEHHOW IIOLUIMHBI 3a BHECEHHUE B
JOKYMEHTBI, COAEP/KAIUECS B PETUCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN
npemnapar Juisi BETEpUHApHOTO NMPUMEHEHMs, MU3MEHEHUH, TpeOyIoUIMX MPOBENCHUS SKCHEPTH3bI
JIEKapCTBEHHOI'O CPEJCTBA, WM U3MEHEHUH, He TpeOyloImMX MPOBEACHUS SKCIEPTHU3BI
JIEKapCTBEHHOTO cpelcTBa. B ciiyuae HE0OXOAMMOCTH HM3MEHEHHUS CBEICHHMH, COAEpIKaIlMXCs B
PErMCTPAlMOHHOM yJI0CTOBEPEHUH JIEKAPCTBEHHOTO IIpenapara il BETEpUHAPHOTO IIPUMEHEHUS, C
3asBJICHHEM, YKa3aHHBIM B 4acTu | HACTOSIIEH CTaThy, 3aBUTENb JONOJHUTEIBHO IPEACTABIISET
KOIMIO JIOKYMEHTa, NOATBEPKIAAIOLIEI0 YIUIATY TOCYAAPCTBEHHOW IOLUIMHBI 33 BBbLAAYY
PETUCTPAIIMOHHOTO YJOCTOBEPEHMs JIEKApCTBEHHOTO Ipernapara. 3asBUTENb IO COOCTBEHHOM
MHUIMATHBE BIPABE MPEACTABUTH JTOKYMEHTHI 00 yIUlaTe TOCYJapCTBEHHBIX MONIUIMH. B ciyuae
HEMpeACTaBICHUsT  3asBUTEJIEM  JOKYMEHTOB 00  ymjare TOCYAAapCTBEHHBIX  IMOIUIMH
YIOJTHOMOYEHHBIH (enepalbHblii OpraH WCIIOJHUTEIFHOW BIIACTH TpPOBEpseT (akT yroiaTel
3asBUTEJIEM TOCYIAPCTBEHHBIX MOILIMH IOCPEICTBOM HCMOIb30BaHUS HMH(popManuu o0 ymiare
roCy/apCTBEHHBIX MOLUIMH, cojaepikaiieiicss B ['ocynapcTBeHHONH HMH(OPMALMOHHONW CUCTEME O
rOCy/JapCTBEHHBIX M MYHHMIMIIAJIBHBIX IIJIaTEKaX, HA OCHOBAaHUM IPEICTABICHHBIX 3asABUTEIEM
KOIIUHA TOKYMEHTOB, IOATBEPKAAIOIIUX YIIIATy I'OCY IapCTBEHHBIX MTOIUIHAH.

(B pen. ®enepanbHbix 3aKk0HOB OT 22.10.2014 N 313-D3, ot 02.08.2019 N 297-D3)



4. B cpok, HE NPEBBILAIOIMINNA ACCATH padOYMX JAHEH CO THS MOCTYIUICHUS YKAa3aHHOTO B
yactTu | HacTosAmled cTaTbM 3asBJIEHUS U HEOOXOIUMBIX JIOKYMEHTOB, YIOJIHOMOYEHHBIN
(denepanbHBI OPraH UCMIOTHUTEIBHON BIACTH:

1) npoBOoAMT TPOBEPKY TOJHOTHI M JOCTOBEPHOCTH CBEACHUM, COJEp)KAIIMXCA B
MPEACTABICHHBIX 3asIBUTEJIEM TOKYMEHTAX;

2) mnpuUHUMAeT peuieHHe O TMPOBEACHUU SKCIEPTU3bl JIEKAPCTBEHHOTO CpeACTBa MAJIs
BETEPUHAPHOTO MPUMEHEHHSI T 00 OTKa3€e B €€ MMPOBEICHUY;

3) yBemomiisieT B MUCBMEHHOM (opMe 3asBUTENS] O MPUHATOM PEUICHUH WIM B Cllydae
NPUHATHS pelieHuss o0 OTKa3e B MPOBEJCHUM HKCHEPTH3bl JICKApPCTBEHHOTO CpEACTBA IS
BETEPUHAPHOT0 NPUMEHEHUS C YKAa3aHUEM IPUYMH TaKOr0 OTKA3a.

4.1. B cinydae BBISBICHHS HEAOCTOBEPHOCTH U (WJIM) HEJOCTaTOYHOCTH CBEICHHI,
COJIEpKalINXCsS B NPEJICTABICHHBIX 3asBUTENEM JOKyMEHTaX, YHNOJHOMOYEHHBIN (enepaabHbIi
OpraH UCIOJHUTEIFHOW BJIACTH HANpaBJsIET 3asgBUTENIO 3ampoc 00 YTOYHEHUH YKa3aHHBIX
CBeJCHM. 3ampoc MOXKET ObITh NEepelaH YIOJIHOMOYEHHOMY MPEICTaBUTENIO 3asiBUTENS O]
pacnucKy, HampaBjieH MO MOYTe 3aKa3HbIM IHCBMOM WM TEpelaH B AJIEKTPOHHOH Qopme Mo
TEJIeKOMMYHHUKAIIMOHHBIM KaHallaM CBsi3U. B cnyuyae HampaBiieHus 3ampoca 00 yTOYHEHHH
YKa3aHHbBIX CBEIEHUHN IO MOYTE 3aKa3HbIM IMCBMOM OH CUHMTAETCS IOJYYEHHBIM IO MCTEYEHHH
IIECTH JHEH ¢ JaThl HaNpaBiIeHUs 3aKa3HOIO MUChMa.

(uactsp 4.1 BBeneHa @enepanbHbM 3ak0HOM 0T 04.06.2018 N 140-D3)

4.2. 3agButenb 00s3aH TPEJICTABUTh OTBET HA 3alpoC YMOJHOMOYECHHOTO (eaepasbHOrOo
OopraHa HUCIOJIHUTENIHOW BJIACTH B CPOK, HE NPEBBIMIAIOMINN JEBIHOCTa pabo4Mx AHEH cO JHSA
NnojaydyeHus: maHHoro 3ampoca. Cpoku, yka3aHHble B 4acth 1.1 Hacrosmel CTaThby,
MIPUOCTAHABIMBAIOTCS CO JIHS HAIPABJICHUS 3asBUTENIO 3alIpOCca YIOIHOMOYEHHOTO (eaepanbHOro
OpraHa HCIOJIHUTEIBHOW BIACTH O JAHS MOJIYYEHUs OTBETA HA JIAaHHBIN 3aIIPOC M HE YUUTHIBAIOTCS
IIPY UCUMCJIEHUH CPOKA MPUHSTHS PELIEHUS] O BHECEHUM U3MEHEHUN B TOKYMEHTBHI, COAEPIKaIIHECS
B PErMCTPALIMOHHOM J0ChE HA 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN ITpenapar il BETEpUHAPHOTO
MIPUMEHEHUS.

(dactp 4.2 BBeneHa OenepanbHbiM 3akoHOM OT 04.06.2018 N 140-D3)

5. OcHoBaHMeM [UIsl OTKa3a B MPOBEACHUU SKCIEPTHU3bl JIEKAPCTBEHHOTO CPEICTBA IS
BETEPUHAPHOTO MPUMEHCHHUSI SIBJISICTCS MPEICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B dacTsx | m 3
HACTOSIIIIEH CTaThbM, B HEMOJHOM OOBEME WM OTCYTCTBHE B IPEICTABICHHBIX JOKYMEHTaX
JOCTaTOYHBIX CBEJICHUH, IMOATBEPKIAOIMNX HEOOXOIUMOCTh BHECCHHUS W3MCHCHHM, JIMOO
HETPE/ICTABIICHUE 3asBUTEJICM B YCTAaHOBJICHHBIH CpPOK OTBETa Ha YKa3aHHbIM B yactu 4.1
HACTOSIIEH CTaThU 3alPOC YIIOJTHOMOYECHHOTO ()eIepaTbHOTO OPTraHa UCTIOTHUTEIILHOM BIIACTH.

(B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcnepTu3a JeKapCTBEHHOTO CPEJCTBA /ISl BETEPUHAPHOIO IPUMEHEHHUS B LIEISIX BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJIEprKallluecsi B PETUCTPALIMOHHOM JOChE Ha 3aperucTpUpPOBAHHBIN
JIEKapCTBEHHBIM IMpemapaT Juisi BETEPUHAPHOIO IMPUMEHEHUS, OCYIIECTBISETCS B TOpPSAKE,
YCTAHOBJICHHOM cTaThel 24 Hacrosero deaepaibHOro 3aKOHa.

6.1. B cpok, HE TpPEBBIMIAIONINN ACCATH PabO4YMX THEW CO JHS TOJYYCHHUS 3aKIIOYCHUS
KOMHCCHM 3KCIIEPTOB IO PE3yJIbTaTaM YKa3aHHOW B 4YacTH 2 HACTOALIEH CTAaTbU 3KCIEPTHU3BI,
YHOJHOMOYEHHBIN (peiepasibHbII OpraH UCIOIHUTEIbHON BIACTH:

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)



1) mpuHUMaeT pelleHHe O BHECEHMHM M3MEHEHMM B JOKYMEHTHI, COJAepKalluecs B
PErUCTPALIMOHHOM JOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar IJis BETEPUHAPHOTO
MPUMEHEHUs, WK 00 0TKa3e BO BHECCHUH TaKUX H3MEHECHHIA,

2) BHOCHUT B TOCYJapCTBEHHBIH pPEECTp JEKAapCTBEHHBIX CPEJICTB HAa OCHOBAHMM DPELIEHUS O
BHECCHUM HW3MEHEHUHW B JOKYMEHTBI, COJIEpKalllMecsl B PETUCTPAIlMOHHOM JOChE€ Ha
3aperucTpUpPOBAHHBINA JIEKAPCTBEHHBIN MpenapaT sl BEeTEpUHAPHOIO MPUMEHEHHsI, HeOOXO0IUMBbIe
M3MEHEHUS U BO3BPAILAET ATH JIOKYMEHTBI 3asIBUTEIIO;

3) BBIZAET 3aABUTENIO HOBOE PETHCTPAIIMOHHOE YIOCTOBEPEHHE JICKAPCTBEHHOTO Mpemnapara
IUIs. BETEPUHAPHOTO NIPUMEHEHHS B CIy4ae HEOOXOIMMOCTH U3MEHEHUS CBEJCHUMN, COJIEpKAIUXCs
B HEM, C COXpaHCHHMEM HOMepa paHee BBIJAHHOTO PETUCTPALMOHHOTO YyIOCTOBEPEHHS
JIEKapCTBEHHOTO Mpenapara JJisi BETEPUHAPHOTO IIPUMEHEHUSI.
(. 3 BBenen denepanbHbM 3aKk0HOM OT 02.08.2019 N 297-D3)
(uactsp 6.1 BBeneHa @enepanbHbIM 3ak0HOM 0T 22.10.2014 N 313-D3)

6.2. B ciiyuae BHeCEHHSI I3BMEHEHHUI B JOKYMEHTBI, COAEPKAITUECS B PETUCTPALTMOHHOM JOCHE
Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN MpernapaTr s BETEPUHAPHOIO MPUMEHEHUs, B YacTH,
Kacaromiencss u3MeHeHUs W (WIHM) JTOTOJIHCHHsI TPOU3BOACTBEHHOM IUIOMIAIKUA JIEKAPCTBEHHOTO
npenapara, npu MpeACTaBICHUU 3asBUTEIEM B COOTBETCTBUHU C MyHKTOM 3 4yacTu | Hacrosmiei
CTaThU KOMHH PEIICHHs YMOJHOMOYEHHOTO (eepallbHOr0 OpraHa HWCIOJHHUTEIBHONW BIACTH O
MPOBEACHUN WHCIIEKTUPOBAHMS TIPOU3BOAMUTENIS JIEKAPCTBEHHBIX CPECTB CPOK, YKAa3aHHBIM B YaCTH
6.1 HacrosIeH CTaThU, IPHUOCTAHABIMBACTCS CO JTHS TIOMYYCHHS 3aKITFOYCHUST KOMUCCHH DKCIIEPTOB
710 JTHSI IPUHSATHS YTIOJTHOMOYEHHBIM (heJiepaabHBIM OPTaHOM HCIIOJIHUTEIBHON BIIACTH PEIICHUS O
BBIJIa4Ye WJIM 00 OTKa3e B BBIJau€ 3aKIIOYEHHUS O COOTBETCTBHHM TPOU3ZBOJMTEIS JIEKAPCTBEHHBIX
CpEICTB TpeOOBAHUSAM TPABHI HAJJIEKAIIEH MPOU3BOJICTBEHHON MPAKTUKU, HO HE Oojiee 4eM Ha
CTO BOCEMBJACCAT pabOvMX JHEH.
(uacts 6.2 BBeneHa PenepanbHbIM 3akoHOM 0T 04.06.2018 N 140-D3)

7. OcHOBaHMEM [IJIsi OTKa3a BO BHECEHWU HM3MEHEHUW B JOKYMEHTBI, COJEpXkKaluecs B
PErUCTPALIMOHHOM JOChE Ha 3apErUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar Ajis BETEPUHAPHOTO
IIPUMEHEHHUS, B CIydyasix, HE TPEOYIOLIUX IMPOBENEHUS SKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA,
SIBJISIETCS IPEACTaBICHUE JOKYMEHTOB, YKa3aHHBIX B 4acTsAX | ¥ 3 HAcTOsAIIEH CTaThU, B HEMOJIHOM
O6’I)€Me WM OTCYTCTBHUEC B MPCACTABJICHHBIX JOKYMCHTAX CBCI[GHI/Ifl, KOTOPBIC JOJI?KHBI 6I>ITI) B HUX
OTpa)keHbI, MO0 HEMpEe/CTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIN B
gactu 4.1 HacTOsIIEH CTaThU 3alpoC YIOJIHOMOYEHHOTO (penepasbHOTO OpraHa MCIIOJHUTEIEHON
BJIACTH.

(actb 7 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7.1. OcHOBaHMEM nJisi OTKa3a BO BHECEHUMM H3MEHEHUH B JIOKYMEHTBI, COJEp)Kallhecs B
PErMCTPAllMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN IIpenapar s BETEPUHAPHOTO
MPUMEHEHUsA, B CIOy4yasX, TpeOYyIoIUX TMPOBEIEHUSI HSKCIEePTU3bl JIEKAPCTBEHHOTO CPEICTBA,
SBJIAETCSA 3aKIIOYEHHE YIOJHOMOYEHHOIO (elepalbHOIO OpraHa WCIOJIHUTEIbHOW BJIAacTH O
BO3MOXXHOCTH CHHXEHHsI 0€30MacHOCTH, KauecTBa, 3((EKTUBHOCTH JIEKaPCTBEHHOIO IMpernapara
BCJICICTBUE BHECEHMS W3MEHEHHM B yKa3aHHbIE JOKYMEHTBbI, OTKa3 YIOJIHOMOYEHHOTO
denepanbHOrO OpraHa HUCHOTHUTENBHOM BIACTM B BbAaUe 3aKIIOYCHHS O COOTBETCTBUU
MIPOU3BOJUTENIS JIEKAPCTBEHHBIX CPENCTB TPeOOBaHUSAM MpaBUJ HAJUIEKaIIEH MPOU3BOJICTBEHHOM
MPaKTUKA B Clly4ae U3MEHEHUs U (WIM) JOMOJIHEHUS MPOU3BOJCTBEHHOW IUIOIIAJIKH
JIEKAPCTBEHHOT'0 IIpenapara, €ciii IMPOU3BOJACTBO JEKAPCTBEHHOIO Mpenapara il BETEPUHAPHOTO
IIPUMEHEHUS OCYIIECTBIsAECTCS 3a mnpenenamu Poccuiickoii denepaunu, WiIM OTCYTCTBHE 3TOIO
3aKJIIOYECHUS.



(uactp 7.1 BBeneHa ®@enepanbHbM 3akoHOM OT 04.06.2018 N 140-D3)

8. Jomyckaercsi oOpalieHue JIKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO NMPUMEHEHHUS
A0 UCTCUCHUSA CPOKa I'OAHOCTU, MPOU3BCACHHBIX B TCUCHUC CTa BOCHLMUACCATU I[Heﬁ IIOCJIEC OaThl
NPUHATHSL  YIIOJIHOMOYEHHBIM (pefiepaibHbIM OpPraHOM HCIIOJHHUTEIBHON BJIACTH DPEIICHHS O
BHECEHHUHU U3MEHEHUN B AOKYMCHTHI, COACPIKAIINUECCA B pCTUCTPALIMOHHOM JJOCHC HA HeKapCTBeHHLIﬁ
npernapar, B COOTBETCTBHHM C WH(pOpMAIHEH, COIepiKalleicsi B JOKYMEHTaX PEruCTPaliOHHOTO
JIOCBE Ha JIEKApCTBEHHBIN IIpenapar 10 AATbl IPUHATUSA TAKOIO PELICHUS.
(dactp 8 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratba 32. OTmMeHa rocyAapCTBeHHOW perucrpauum JneKapcTBEHHOro
npenapara

Pemenne 00 oOTMeHE TOCyIapCTBEHHOW pErucTpaluy JIEKapCTBEHHOTO Ipernapara |
WCKJTFOUEHHUH JIEKaPCTBEHHOTO Tperapara U3 TOCyJapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPE/ICTB
MPUHUMAETCS YIIOTHOMOUYEHHBIM (e/iepaIbHbBIM OpraHOM HCIIOJHUTEIbHOM BIACTH B CIIyYae:

1) npencraBieHHs COOTBETCTBYIOUIMM  YIIOJHOMOYEHHBIM  (efiepaibHbIM  OpraHOM
WCTIOJTHUTEJILHOW BJIACTH 3aKIIOUEHHs] O PUCKEe WIM 00 Yrpo3e 310pOBbIO, KH3HH YeJOBEKa WU
KUBOTHOTO IIPU MPUMEHEHHUH JIEKAPCTBEHHOT'O MpernapaTa, MpeBbIamuX ero 3pPpexTuBHOCTD, MO
pe3yibTaTaM OCYIIECTBISIEMOr0 UMM MOHUTOPUHTA 0€30IaCHOCTH JIEKAPCTBEHHOTO Ipernapara;

2) mojga4M AeprKaTeNeM HIIHA BIIaJICbIIEM PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mpermapaTa WId YHOJTHOMOYCHHBIM UM JPYTHM HOPUIUYECKHM JIMIIOM 3asBIEHUS 00 OTMEHE
rOCyJIapCTBEHHOM PEeTUCTpAIiH JICKAPCTBEHHOTO IIpernapara;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) HEMOATBEpXKACHUS TOCYJapCTBEHHON pErucTpaluy JIEKapCTBEHHOrO Tpernapara 1o
HCTEYEHUU CPOKa JIEUCTBUS PETUCTPALMOHHOTO YJIOCTOBEPEHHUS, BBIJAHHOTO HA MSITh JIET;

4) HempeACTaBICHHUS 3asBHUTENIeM WH(GOpPMAIMU, KOTOpas MOXET IIOBJIeYh 3a COOOM
HEOOXOIMMOCTh BHECCHHUSI M3MCHEHUH B IOKYMEHTBI, COJICPIKAIIMECs B PETHCTPAIMOHHOM JIOChE Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar, B TEUEHUE TPHUALATH pabouux OHEH co JHS
HACTYIUICHUSI TUX U3MCHCHUH;

5) OCYIIECTBICHHS TOCYIAapPCTBCHHOH PETHCTPAIlMH JIGKAPCTBEHHOTO Tperapara IoJ
TOPrOBBIM HAMMEHOBAHUEM 3apETUCTPUPOBAHHOTO paHee ITOJ STHM TOPTrOBHIM HaWMEHOBAaHHEM
JICKapCTBCHHOT'O TIperapaTa, OTIMIAIOIIEeT0Cs Ka4eCTBEHHBIM COCTABOM JICHCTBYIOIINX BEIIESCTB;

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

6) OCYIIECTBICHHS TOCYJAapCTBEHHON PETUCTPAllMM OJHOTO M TOTO JK€ JIEKAPCTBEHHOTO
npernapara B OTHOIICHHHM OJIHOTO W TOTO K€ JepXareisi WIH BJIaJelblla PErHCTPAIHOHHOTO
YJAOCTOBEPEHUS JICKAPCTBCHHOTO MperapaTa B BHJIC IBYX B 00Jiee JIEKAPCTBCHHBIX MPENapaToB MO/
Pa3IMYHBIMH TOPTOBBIMUA HAMMEHOBAHUSIMU;

(. 6 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BbIHECEHMs CYJIOM pELICHHs O HapyUIeHHH NpaB mpaBooOsafarens OOBEKTOB
MHTEJUIEKTYyalIbHOW COOCTBEHHOCTH MPH 0OpaIlleHNH JEKapCTBEHHBIX CPECTB;

8) OTCYTCTBHs JIGKApCTBEHHOTO Ipemapara B oOpamnieHuun B Poccuiickoit ®deneparyu B
TE€UEHHUe TpeX U OoJiee JIeT;



(n. 8 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) HEeBBINOJIHEHUS JIep)KaTeleM WM BIAJEeNbleM PErucTPallMOHHOTO YIAOCTOBEPEHUs
JEKapCTBEHHOTO TIpemapata JHUOO YMOJIHOMOYEHHBIM HWMHU JAPYTHM IOPUIUYECKHM JTUIOM
MEpPOIPUATHI 10 oOecrneueHuI0 Oe30MacHOCTH JIEKaPCTBEHHBIX IPErnapaToB, YCTAHOBJIEHHBIX
YIOJHOMOYEHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOJIHUTEIHHON BJIACTH B COOTBETCTBHH C YaCTIMHU 3
u 4 crarpu 64 HacTosmero denepanbHOro 3aKOHA, B paMKax OCYIIECTBICHUS (papMakoHaA30pa;

(n. 9 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

10) oTka3a gepskaressi WIH BIaJeiblla PETUCTPAIIMOHHOTO yJAOCTOBEPEHUS JICKAPCTBEHHOTO
npemapaTa 1u00 yrmoJIHOMOYEHHOTO MU JPYTOro IOPUANYECKOTO JTUIa OT BHECEHUSI N3MEHEHUH B
WHCTPYKITMIO TI0O TPUMEHEHUIO JICKAPCTBEHHOTO Tpernapara, KacaroIuxcss HOBBIX IMOATBEP KICHHBIX
JAHHBIX O TOM, YTO PUCK MPUYMHEHHUS BpeJa 3J0POBBIO0 UEIOBEKA WM >KMBOTHOTO BCJEIACTBUE
npueMa JIEKapCTBEHHOTO Mpenapara rnpeBbiaeT 3pHEeKTUBHOCTh €T0 TPUMEHEHHS.

(n. 10 BBenen @eaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

CraTtbsa 33. FlocyaapcTBeHHbIN peecTp NieKapCTBEeHHbIX CpeacTB

1. I'ocyiapcTBEHHBIN peecTp JIEKapCTBEHHBIX CPENCTB COIAEPKUT NEPEUYEHDb JIEKApPCTBEHHBIX
MpernapaToB, MPOLIEAMINX TOCYJAapPCTBEHHYIO PETUCTpAlMIo, TIepedyeHb (papMaleBTUYECKUX
CyOCTaHINi, BXOASIIUX B COCTAB JICKAPCTBEHHBIX MPENIApaTOB, U CISAYIONIYI0 HH(pOpMAIHIo:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX MIPETapaToB:

a) HaMMEHOBAaHHUE JIEKAPCTBEHHOrO IMpemnapaTta (MeXIyHapOAHOE HEMaTeHTOBAHHOE, WU
TPYIIUPOBOYHOE, WIIH XUMHUYECKOE U TOPTOBOE€ HAMMEHOBAHUS );
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas (opMa C yKa3aHHEM JIO3UPOBKH JICKAPCTBEHHOI'O IIpemapara U €ro
KOJIMYECTBA B IOTPEOUTEIHCKOMN YIIaKOBKE;

B) HaUMEHOBAaHME JepXkaTelsl WIM BJIAJeNblla PETUCTPALIMOHHOTO  yJIOCTOBEPEHMS
JEKapCTBEHHOIO IIpenapaTra W CBEIEHUS O perucrpauuu JAepXkareis WIM  Biajeibla
PETUCTPALIMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO Iperapara sl MEJUIMHCKOr0 IPUMEHEHUS B
KayecTBE HAJOTOIUIATENbIINKA B CTpaHe perucrpauuu (IUisi pOCCUHCKUX IOPUIAMYECKUX JIUIL -
UAeHTU(PUKAMOHHBIN HoMep Hanoromiarensiyka (MHH), nns nHocTpaHHBIX IOPUAMYECKUX JIMIL -
CTpaHa PETUCTpalliy, HAUMEHOBAHUE PETHMCTPUPYIOLIErO OpPraHa, PErMCTPALMOHHBIA HOMEp, KO
HAJIOTrOIIaTENbIINKA B CTPAHE PErucTpaliui (MHKOPIOpAMK) WIH €r0 aHaJIoT);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HaUMEHOBAaHWE W aJpec IPOW3BOAMTENS JIEKAPCTBEHHOTO TIperapaTa M CBEACHUS O
pETHCTpali MPOM3BOAUTENS JICKAPCTBEHHOTO IpenapaTta Ui MEJUIMHCKOTO TNPHMEHEHUS B
KayecTBE HAJIOTOIUIATENBIINKA B CTpAaHE PErucTpauuu (IUIsi POCCHHCKUX FOPUIAMYECKUX JHII -
uIeHTH(UKAIIMOHHBIA HOMep Hanororutatenbinuka (MHH), ans mHOCTpaHHBIX IOPHINYECKHX JIUI -
CTpaHa PETUCTpAIH, HANMEHOBAHUE PETUCTPUPYIOLIETO OpPraHa, PETUCTPAMOHHBIA HOMED, KO
HaJIOTOIUIATENbIIMKA B CTPAHE pEerucTpanuy (MHKOPIIOPAIUH) UK €r0 aHaJIor);

(nm. "r" B pea. @exnepanbHOro 3akoHa ot 28.12.2017 N 425-03)

n)  (dapMmakoTepameBTHYeCcKass ~ Ipymma, KOJ  JIGKAPCTBEHHOIO  Ipemapara IO
aHATOMO-TEPAIEBTUIECKO-XUMHUECKOW  KiIacCH(UKAIMK,  PEKOMEHJIOBaHHOW  BcemupHon
OpraHM3alyel 31paBOOXpaHEHUs;



(mm. "n" B pen. @eaepanbHoro 3akoHa ot 22.12.2014 N 429-03)
€) MOKa3aH!s U MPOTUBOIOKA3aHUs K IPUMEHEHUIO JIEKAPCTBEHHOTO IIpernapara;
) TOOOYHBIE IEHCTBHS JIEKAPCTBEHHOTO MPerapara;
3) CPOK F'OJJTHOCTH JIEKApPCTBEHHOT'O NpEnapara;
1) YCJIOBUSI XpaHEHUs JIEKApCTBEHHOTO NIpenapara;
K) YCJIOBUS OTITyCKa JIEKAPCTBEHHOTO IIperapara;

1) HOMep (apMakomneHHOW CTaTbU WM B Cllydyae €€ OTCYTCTBHUS HOMEpP HOPMAaTHBHOMN
JOKyMEHTAILUK J100 HOPMaTUBHOTO IOKYMEHTA;

M) JaTa rOCyAapCTBEHHOW PETHCTPAINH JIEKAPCTBEHHOTO MPEnapara u ero perucTpaluoHHbINA
HOMEp, JaTa 3aMEHbl PETUCTPAIIMOHHOTO YIOCTOBEPEHHS JICKApCTBEHHOTO TIpernapara Ha
OeccpoyHOE PETUCTPALMOHHOE YIOCTOBEPEHHE JICKApPCTBEHHOTO TMpemnapara, Jara [ojadd
3asBICHHUS O TIOJATBEPIKICHHH TOCYJapCTBEHHOW PETHUCTpAIMU JICKAPCTBEHHOTO Tpernapara, nata
OTMEHBI TOCYaPCTBEHHOUW PETUCTPAIMH JIEKAPCTBEHHOTO TIperapara;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

H) Ka4yeCTBEHHBI COCTaB M KOJWYECTBEHHBIH COCTAaB JCHCTBYIOLIMX BEIIECTB U
Ka4eCTBEHHBII COCTaB BCIOMOTATEIbHBIX BEIIECTB JICKAPCTBEHHOTO MpENapara;
(nm. "H" BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uadopManus 000 BCeX pa3perieHHbIX BUIaX BTOPUYHOU (MTOTPEOUTEIBCKON) YIIAaKOBKH;
(nm. "o" BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

1) JaTa MPUHSTHS PEIICHHS O BO3MOXXHOCTH PAacCMAaTPHUBATh JICKAPCTBEHHBIH IMperapar MmpH
roCyIapCTBEHHOW PETUCTPALIUU B Ka4eCTBE OpGaHHOTO JICKAPCTBEHHOTO TIperapara;
(. """ BBenmeH DeaepanbHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

P) HaJM4YUe JIEKAPCTBEHHOI'O Iperapara B MEpeYHe KU3HEHHO HEOOXOMUMBIX U BaKHEUIIHX
JIEKapCTBEHHBIX IPENapaToB;
(nm. "p" BBeaeH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

C) HaJM4M€e B JIEKAPCTBEHHOM IIpenapare HapKOTHYECKUX CPEJCTB, ICUXOTPOITHBIX BEILECTB U
UX MPEKypcopoB, MNOMIEKAIUX KOHTposto B Poccuiickoii ®enepaunu, B COOTBETCTBUU C
3aKkoHOarensCcTBOM Poccniickoit ®Denepanny, MEXIyHapOOHBIMM J0OroBopamu Poccuiickoit
@enepany, B TOM uucie EQMHON KOHBEHLMEH O HApKOTMYECKMX cpeactBax 1961 roma m
KonBeHnnue o ncuxotponHsix Bemectsax 1971 roaa;
(mm. "c" BBeneH denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

T) wHQOpPMAIMS O TOM, SBJISCTCS JIM JIAHHBIM JICKAPCTBCHHBIH Tpernapar pedepeHTHBIM
JIEKapCTBEHHBIM IPENapaToM;
(nm. "1" BBeneHn deaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

y) CBEJICHHs O TMOJaye 3asBJICHHUS O BHECEHHWH W3MEHEHUU B JIOKYMEHTHI, COJIEP)KaIUECs B
PErUCTPalIMOHHOM J0Ch€ Ha JIEKAPCTBEHHBIN TIpemnapar;
(nm. "y" BBeaeH DeaepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)



&) cBeieHUs 0 B3aUMO3aMEHIEMOCTH JICKAPCTBEHHOTO Mpenapara;
(. "¢" BBenen denepabHBIM 3aKOHOM OT 22.12.2014 N 429-D3)

X) CPOK BBEACHHS JICKAPCTBEHHOTO TIpeTapaTa B rpaKIaHCKUI 000pOT;
(. "x" BBegeH denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

2) B OTHOULICHUH (papMalleBTUYECKUX CYOCTaHIIHIA:

a) HauMeHoBaHue (hapMaleBTHUECKOW CyOCTaHIIMU (MEXIYHAPOIHOE HEMATEHTOBAHHOE, WIIH
IpyIIMPOBOYHOE, UM XUMUYECKOE U TOPrOBOE HAUMEHOBAaHMS);
(B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

0) HaMMEHOBAHHUE U AJ[PeC MPOU3BOAMUTENS (PapMaleBTUUECKOH cyOcTaHIINY;
B) CPOK TOAHOCTH (papMarieBTUIECKOM CyOCTaHIINN;
T') yCTIOBHUS XpaHEeHUs (papMaIleBTHUECKON CyOCTaHIINH;

1) HOMEp ¢apMaKONMeHHON CTaThbU WM B CiIydae €€ OTCYTCTBHSI HOMEpP HOPMATHBHOM
AOKYMCHTallUU JII/I60 HOPMAaTUBHOI'O JOKYMCHTA,

€) Hamuyhe (HapMalEeBTUYECKON CyOCTaHIIMM B TIEpPEYHE HAPKOTHUYECKUX CPEJICTB,
IICUXOTPOIIHBIX BEILECTB U UX IIPEKYPCOPOB, MOIEKAIIMUX KOHTpoto B Poccuiickont denepaunu, B
COOTBETCTBUHU C 3aKOHOAATenbCcTBOM Poccuiickoit ®enepanuiv, MEXKIYHAPOAHBIMU JIOTOBOpaMHU
Poccuiickoit @enepanuu, B ToM uucie EAMHON KOHBEHIMEN O HapkoTHYeCcKUX cpeacTtBax 1961
roaa u KonBeHuue o ncuxoTponHeix Beniectsax 1971 roxa.
(nm. "e" BBeneH PeaepanbHbIM 3aK0OHOM OT 22.12.2014 N 429-D3)

2. ®apMmarneBTHUYECKas CyOCTaHIMs, TPOU3BECHHAs Ul pealu3alii, MOKET ObITh BKIIOUEHA
B TOCYJAapCTBEHHBIN pEecTp JIEKApCTBEHHBIX CPEACTB HA OCHOBAHMU 3asIBICHUS pa3padOTUMKa WIN
IIPOM3BOUTENS JIEKAPCTBEHHOI'O CPEJACTBA JINOO YIOJIHOMOYEHHOTO UMM IOPUINYECKOTr0 JIMIA pU
YCIIOBHH TPOBE/ICHUS B OTHOLICHUM TaKoW (papMalieBTUYECKON CyOCTaHIIMU 3KCIIEPTU3BI KauecTBa
(dapMmaneBTHUECKOW CyOCTaHIIMM B TIOPSAJKE, YCTAHOBJIEHHOM CTaThed 34  HACTOSIIEro
@enepanbHOro 3aKkoHa. B oTHomeHMH (apManeBTHUECKUX CyOCTaHLMM, NPOU3BEACHHBIX IS
pealn3anMy, B TOCYJAapCTBEHHOM pEECTPE JIEKAPCTBEHHBIX CPEICTB COICPKHUTCS CIEIyHOIIast
uH(popMaLs:

1) HaumeHOBaHUEe (apMalleBTUUECKON cyOCTaHIMU (MEXAYHApOJHOE HEMAaTEHTOBAaHHOE, WIN
IpyNIHUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMUS);

2) HauMMEHOBAaHWE, aJpec MPOU3BOAUTENS (papMalEeBTUUYECKOW CYOCTaHIMM, a TaKXKe B
OTHOIIICHUH JICKAPCTBEHHBIX CPEICTB ISl MEIUIIUMHCKOTO MPUMEHEHHS CBEICHHUS O PETUCTPalUU
pou3BOAUTENS  (hapMaleBTHUECKOW CyOCTaHIIMM B KA4eCTBE HAJOTOIUIATENBIINKA B CTpaHE
peructpauuu (IS  POCCHICKUX  IOPUIMYECKUX JUI - HUACHTU(DUKAIMOHHBIA  HOMEp
Hanoromarensinnka (MHH), ans WHOCTpaHHBIX FOPUAMYECKUX JIMI] - CTpPaHa pPEruCTpalu,
HAUMEHOBAHHE PETHCTPHUPYIONIETO OpTraHa, PETUCTPALlMOHHBI HOMEp, KOJ HaJoroljaTeNlblIiKa B
CTpaHe pEerucTparuy (MHKOPIIOPAIUN) HIIA €0 aHaJIoT);

(m. 2 B pea. @exnepanbHOro 3akona ot 28.12.2017 N 425-03)

3) cpok rogHOCTH (papMarieBTUYECKOM CyOCTaHIINN;

4) ycnoBus XxpaHeHus: papMaleBTHUECKON CyOCTaHINM;



5) Homep (apmakoneiHoil ctarbu TMOO B cily4yae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOM
JOKYMEHTAllM1 WX HOPMaTUBHOTO JOKYMEHTA;

6) Hamuuue (¢dapMaleBTHUECKON CyOCTaHIIMM B TIEpeYHE HAPKOTUYECKHX CPENCTB,
MCUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOJICKAMMX KOHTPOIIIO B Poccuiickoit denepaiuu, B
COOTBETCTBUHU C 3aKOHOAATENbCTBOM Poccuiickonn denepanuu, MeXIyHApOAHBIMHU JOTOBOPAMHU
Poccuiickoit @enepanyu, B ToM yucie EIMHOM KOHBEHIMEW O HApKOTUYECKUX cpeacTBax 1961
ronia u KonBeHiuei o ncuxorponHeix Bemectsax 1971 roaa;

7) nmara BKIOYCHHS (HApMaleBTHUYECKOW CyOCTaHIIMM B TOCYAApCTBEHHBIA peecTp
JICKapCTBEHHBIX CPEACTB, JlaTa BHECEHHMS M3MEHEHHH B JOKYMEHTHI (hapMaleBTHUECKOM
CyOCTaHIMH, JlaTa WCKIIOYCHHs (papMareBTHYEeCKOi CyOCTaHIIMM M3 TOCYIapCTBEHHOTO peecTpa
JIEKapCTBEHHBIX CPEJICTB.

(dactpb 2 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Ilopsinok BeAeHMsI TOCYAapCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEACTB ISl MEIULIUHCKOTO
MIPUMEHEHNs M TMOPSAJOK BEIECHUsS TOCYIApCTBEHHOIO peecTpa JIEKaPCTBEHHBIX CPEIACTB IS
BETEPUHAPHOTO TIPUMEHEHHUS YTBEPKIAIOTCS COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM (hefepabHbIM
OpraHOM MCHOJHUTEIbHOM BIACTH.

Cratbsa 34. BknroyeHue B rocyaapCTBeHHbIN peecTp NIeKapCTBEHHbIX CPeaACTB U
MUCKIIOYeHne U3  rocyAapCTBEHHOro peecTpa JieKapCTBEHHbIX  CpeAaAcTB
cdapmaueBTUYECKOM CyOCTaHLMK, NPOM3BEAEHHOWN ANA peanu3sauum
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. JIns BrutoueHus (apManeBTHUECKOW CyOCTaHIIMHM, MPOM3BEACHHOW IS pealu3aluu, B
rOCyapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB, IPOBOAUTCA HKCIIEPTH3A €€ KAUECTBa.
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. DKkcmepTr3a KayecTBa yKa3aHHOM B 4acTu | HacTosImield cTaTbu (apMareBTHYECKON
cyOCTaHIINH, COCTaBIIEHHE KOMUCCHEH SKCIIEPTOB 3aKIIOYCHHUIA 110 pe3yabTaTaM 3TOW SKCIIEPTHU3BI U
UX HampaBJIeHHE B YIOJHOMOYCHHBIM (enepalbHBIi  OpraH  HCIOJHUTEIBHONW  BIACTH
OCYUIECTBIISIIOTCA B CPOK, HE MPEBBIMIAIONINN MIECTUACCATH pabounMX THEH cO JHSA MONy4YeHHUs
OKCHEPTHBIM YUPEKICHUEM COOTBETCTBYIOLIETO 3a/IaHUS YITOJTHOMOUYEHHOTO (hefepaibHOTO OpraHa
WCIIOJTHUTENILHOM BJIACTH U CIEAYIOIUX TOKYMEHTOB:

1) KOmus JWIICH3WH HA MPOHM3BOJCTBO JICKAPCTBEHHBIX CPEJICTB WM KOMHS 3aKIIOYCHUS O
COOTBETCTBUM IPOU3BOJUTEIIS JICKAPCTBCHHBIX CPEICTB TPEOOBAHMSAM TPABWII HaJISKaIIeh
MPOW3BOJICTBEHHOW  TPAKTHKH, BBIJIAHHBIX  YIIOJIHOMOYEHHBIM  (peICpAIbHBIM  OpPraHOM
UCTIOJIHUTEJILHOW ~ BJIACTH, B  Cllyyae, €CIM TPOHM3BOJCTBO  JICKAPCTBEHHOTO  CpPEICTBA
ocymiecTisiercs B Poccuiickoit denepanmu;

(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

2) KomMsl JOKYMEHTA, BBIJAHHOTO YIOJHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJUTENS
JIEKapCTBEHHOTO CPEACTBA W MOATBEPIKAAIONIETO pa3pelieHne MPOU3BOJACTBA JIEKAPCTBEHHOTO
CpEICTBa, U €r0 MEePEBO] HA PYCCKUI SI3bIK, 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSIKE, a TAKXKE KOTHUS
3aKJIIOUYEHUSI O COOTBETCTBUHU IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAaHUSAM MPaBUII
HaJJIeXkKAIIed TPOU3BOJCTBEHHOW MPAKTUKU, BBIJIAHHOTO YIIOJIHOMOYEHHBIM (hemeparbHbIM
OpPraHOM HCIIOJTHHUTEIBHOW BJACTH, JHUOO KOMHUS PEUICHHS YHNOIHOMOYEHHOTO ¢eaepaibHOro
opraHa  WCHOJHUTEIBHOM  BJIACTU O  TPOBEJACHUU  HMHCIEKTUPOBAHUS  MPOU3BOAUTEIIS
JIEKapCTBEHHOT'O CPEJICTBA. Y Ka3aHHbIE TOKYMEHTHI IPEICTABISIFOTCS B CIIy4ae, €CIIM MPOU3BOJICTBO



JIEKaPCTBEHHOT'O CPEACTBA OCYILECTBIISIETCA 3a nipeaenamu Poccuiickoit denepanuu;
(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3) TOKyMEHT, CO/Iep KAIIMi CIIEYIOIINEe CBEACHHS O (hapMalleBTUYECKON CyOCTaHIINU:
a) HauMeHOBaHue (PapMaIeBTUIECKON CyOCTaHIINH, €€ CTPYKTypa, OOIIIEe CBOMCTBA;
0) HaMMEHOBAHKE U AIPEC TMPONU3BOAUTEIIS;

B) TEXHOJIOTHA IMPOU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOACTBA U METOJOB KOHTPOJIA Ha
BCCX CTaAUAX NPOU3BOJACTBA,

T') ONUCAaHKUE Pa3pabOTKH Mpollecca MPOU3BOJICTBA;

J1) ONMCAaHWE KOHTPOJS KPUTHUYECKUX CTaAMM Ipolecca MPOU3BOJACTBA U IPOMEXKYTOUHOU
NPOAYKINH;

€) IOKYMEHTaJIbHOE TTOATBEP KAeHUE (BaTUAALMs) MPOLECCOB U (MJIM) UX OLICHKA;
’K) CBOMCTBA U CTPYKTypa ACHUCTBYIOIIUX BEIIECCTB;

3) XapaKTepUCTHKA MPUMeECEH;

1) cnerudukanus Ha (apMaleBTHIECKYI0 CyOCTaHIIUIO ¥ €€ 000CHOBAHHUE;

K) AHAIIUTUYCCKUC MCTOAWKH, HCIOJB3YCMBIC IIPpU OCYHICCTBJICHHUU KOHTPOJA Ka4YCCTBaA
(dhapMmaneBTHUeCKO CyOCTaHITNH;

J) JOKYMEHTAJIbHOE MOATBEPXkKACHHUE (BaduAalis) aHATUTHYECKUX METOAMK, UCIIOIb3YyEMBbIX
MIPU OCYIIECTBICHUU KOHTPOJIS KauecTBa (papMarieBTHIECKON CyOCTaHIINM,

M) pe3yJIbTaThl aHAJIN3a cepuil papmManeBTUUECKON cyOCTaHIINN;

H) MepedyeHb CTaHJapTHHIX 00pa3lOB WM BEIIECTB, UCIOJIb3YEMBIX NPU OCYIIECTBICHUU
KOHTpOJIsI KaueCTBa;

0) ONKMCAHNUE XaPAKTEPUCTHK M CBOHCTB YITAKOBOYHBIX MaTEPHAJIOB M YKYIIOPOUYHBIX CPEJICTB;
1) TaHHBIE O CTA0MIBHOCTH (papMarieBTUIECKOM CyOCTaHINY;
P) CPOK TOJTHOCTH;

4) IOKYMEHT, COHIEpXKallUii CBEACHHUS O PETUCTPALMU MPOU3BOTUTEINS JIEKAPCTBEHHBIX
CPEICTB JJIsi MEIUIIMHCKOTO MPUMEHEHHS B Ka4yeCTBE HAJOTOIUIATENbIIMKA B CTPAHE PETHCTPALNH
(mmst pOCCHICKUX IOPUAMYECKUX JIUI - UASHTU(PUKAIMOHHBIN HOMep HajoromnaTensimka (MHH),
JUTSE MHOCTPAHHBIX FOPUIUYCCKHX JIAIl - CTPAHA PETUCTPAIlMU, HANMEHOBAHUE PETUCTPHPYIOIIETO
OpraHa, pErucTpallMOHHBIA HOMEp, KOJ HaJOrOoIIaTeNbIINKa B CTpaHE pPETUCTpalUU
(MHKOpIIOpaIuy) UK €0 aHaJIoT).

(. 4 BBenen DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)
(dactsb 2 B pea. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03 (pen. 13.07.2015))

3. Jlnua npoBeneHMs SKCHEpTU3bl KadyecTBa YKAa3aHHOM B 4YacTH | HacToAIIEH CTaTbu
(dapMareBTHUECKOW CyOCTaHIIMM 3asBUTENb IPEJCTABISECT B YIOJIHOMOYEHHBIH (heaeparbHbINA



opran HWCIOTHUTEILHOM BIACTHU:

1) 3asBieHHE O BKIIOYCHHWH B TOCYNAPCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEICTB JaHHOW
(bapManeBTHUECKON CyOCTaHITUH;

2) Komusl TOKyMEHTA, MMOATBEPK/IAIOIIETO YIUIATy TOCYAapCTBEHHOM MONIJIMHBI 33 BKIIOUEHUE
B TOCYIapCTBEHHBI peecTp JEKapCTBEHHBIX CPEICTB  (apMaleBTUYECKOW CyOCTaHIIHH,
MPOM3BEICHHON ISl peanu3aliu, Ju00 Mo COOCTBEHHOW WHHUIIMATHUBE YKa3aHHBIA TOKyMEHT. B
clly4ae ero  HeMNpeJCTAaBICHUs  3asBUTEIEM  YIIOJIHOMOYEHHBIH  (efAepanbHBI  OpraH
WCTIOTHUTEJIBHOW BJIACTH TIpOBEpsieT (haKT yIUIaThl TOCYIApCTBEHHOW IONUIMHBI 3asBUTEIIEM C
UCIONIb30BaHWEM HH(popManmuu 00 ymiiaTe TOCYIapCTBEHHOW TMOILIMHBI, COJAEpIKAIEHCs B
[NocynapcTBeHHOW MHGOPMAIIMOHHON CUCTEME O TOCYJIAPCTBEHHBIX M MYHHIIMIAIBHBIX TUIATEKAX,
Ha OCHOBAaHUHU TMPEACTABICHHOM 3asBHUTENIEM KOMHH JOKYMEHTa, IOJATBEPIKAAIONIETO YIUIATy
roCyJIapCTBEHHOM MOIINHBI,
(n. 2 B pen. @enepasibHOro 3akoHa ot 22.12.2014 N 429-03)

3) IOKYMEHTBI, yKa3aHHBIC B YaCTH 2 HACTOAIICH CTaThU;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4) 3asBJICHHE O BbIJa4e pa3peiieHus Ha BBO3 B Poccuiickyro deneparinio KOHKPETHOW MapTUH
HE3apEeTUCTPUPOBAHHOTO  JICKAPCTBEHHOTO CPEACTBA, MPEAHA3HAYEHHOTO JUIsl IPOBEACHUS
YKa3aHHOM HKCIEPTU3BI.

(. 4 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

4. B Teuenue necsaTy paboOUYnX THEH CO JAHS MPUHATHS 3asBJICHUS O BKIIOUCHHH yKa3aHHOU B
gactu | HacTosmed cratbu (apMmareBTHUECKOW CyOCTaHIIMM B TOCYJIApCTBEHHBIH peecTp
JIEKAPCTBEHHBIX CPEJICTB U IOKYMEHTOB, IIEPEYUCIICHHBIX B YaCTH | U MyHKTE 2 4acTu 3 HACTOAIIEH
CTaThH, YIOJIHOMOYECHHBIN (hefiepabHbI OpTraH UCTIOJHUTEILHON BIACTH:

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) mpoBOAMT TPOBEPKY TOTHOTHI M JOCTOBEPHOCTH JIaHHBIX, COJCpPXKAIIUXCS B
MIPEJICTABICHHBIX 3asBUTEIIEM JOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) npUHUMAaET pEUIeHHE O HAIlPaBJIIEHWU B SKCIEPTHOE YUPEKJECHUE 3a/1aHUs Ha MPOBEACHUE
HKCHEPTH3bl KauecTBa yKa3aHHOM B yacTH | Hacrosiued craTbu (apMaleBTUYECKONH CyOCTaHIMU
WM 00 OTKa3e B TAKOM HallpaBIICHUH,

3) yBeZOMIISIET B 3JICKTPOHHOM MJIM MUCHbMEHHOM (hOpMe 3asBUTEIS O TIPUHATOM PEIICHUH HITH
B CJIy4ae OTKa3a ¢ yKa3aHWEeM IMPUYUH TaKOro OTKa3a.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4.1. B ciyuyae BBISBICHUSI HEJOCTOBEPHOCTH CBEACHHH, COIEPKAIIUXCS B MPEICTABICHHBIX
3asiBUTENIEM MaTrepHaiax, YMOJIHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENBHON BIACTH
HaIpaBJIsieT 3asBUTEIIO 3aMPOC 00 YTOUYHEHUHU YKa3aHHBIX CBEJECHUMN. JJaHHBIN 3ampOC MOXKET ObITh
nepefaH yHoJHOMOYEHHOMY IHPEJICTABUTENIO 3asBUTENS JIMYHO IOJ PACIUCKY, HalpaBlIeH IO
MOYTE 3aKa3HBIM IMHCHMOM WM TEpeAaH B DJIEKTPOHHOH (GopMe MO TEeIeKOMMYHHKAIIHOHHBIM
KaHaJlaM CBsi3u. B ciiyyae HampaBieHUs AAHHOTO 3amlpoca MO TOYTE 3aKa3HbIM MHCbMOM OH
CUYUTACTCS TOJYYCHHBIM 10 UCTCUCHHUH IIECTH JHEH C NaThl HAIIPABJICHUS 3aKa3HOTO MHUChMA.
(uacts 4.1 BBenena OenepanbHbIM 3akoHOM OT 25.11.2013 N 317-D3)



4.2. 3asgBuTenb 0053aH MPEACTABUTH OTBET HAa 3alpOC YMOIHOMOYEHHOTO (heaepaabHOTo
OpraHa HCIOJIHUTEIbHOW BJIACTH B CPOK, HE MPEBBIMIAIOMIUN EBIHOCTA pabouux AHEH cCO JHS
noiyyeHuss jAaHHoro 3ampoca. Cpok, ykazaHHbIK B 4YacTh 4 HACcTOAILIEH CTaThH,
MIPUOCTAaHABIMBACTCSA CO JHS HAlpaBiCHHs 3aSBUTENIO 3allpoca YIOJIHOMOYEHHOTO (eepaibHOro
OpraHa WCIOJHUTENHHOW BJIACTH JO [IHS TOJTY4YeHHs] MM OTBETAa HA JaHHBIM 3ampoc U He
YUHUTBIBAETCS MPH HCYUCIEHWU CpOKa 3KCIEepPTU3bl KauecTBa (apMalleBTHUUYECKOH cyOcTaHIuH,
HEHUCI0Ib3yEeMOM IPU MPOU3BOJICTBE JIEKAPCTBEHHBIX MPENAapPaTOB.

(dactp 4.2 BBeneHa enepanbHbIM 3akoHOM OT 25.11.2013 N 317-03)

5. OcHoBaHMeM [UIsl OTKa3a B HalpaBJIE€HUM B DJKCIEPTHOE YUYPEKACHHE 3alaHus Ha
MPOBEACHUE SKCIEPTH3bl KauecTBa YKa3aHHOW B yacTW | HacTOsIIEH cTaThu (DapMaieBTHUYECKOM
CyOCTaHIIMM SIBJISIETCS HEMPEICTABICHHE JOKYMEHTOB, YKAa3aHHBIX B YaCTH 2 HACTOSINEH CTaTbH,
OTCYTCTBHE HH(pOpMAIMHU, MOATBEPKIAIONIeH (akT yIiaThl TOCYJapCTBEHHOM MOLUIMHBI 3a
BKJIIOYEHHE  (apMaleBTHUECKOM  cyOCTaHIMM, TPOM3BEACHHOW  JuId  peanu3alid, B
TrOCYJApCTBEHHBIM  PEECTp  JIEKAPCTBEHHBIX  CPEACTB, HENPEACTABICHUE  3asBUTEIEM B
YCTaHOBJIEHHBI CpPOK OTBETa Ha YKa3aHHbIH B 4actu 4.1 Hacrosiueld cTaTbu 3ampoc
YIOJHOMOYEHHOTO  (peiepalIbHOr0 OpraHa HCIIOJHUTENBbHONM BIIACTH WJIM  IpE/ICTaBJICHHE
JOKYMEHTOB, HE COACPKAIIMX HCUEPITBIBAIOIIETO MEePEeYHs] HEOOXOAMMBIX CBEICHHI.

(dgacthb 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B Teuenue nATHaALATH pabouMxX HEH CO JHSA MOJYYECHHS PELICHHS YHOJIHOMOYEHHOTO
(benepanbHOrO OpraHa HCHOJHUTEIBHOM BIACTM O HANPABICHHHM B OSKCHEPTHOE YUPEKIACHHE
3aJjaHUs Ha MPOBEACHUE DSKCIEPTHU3bl KauyecTBA YyKa3aHHONM B dYacTH | HacTOsIIeH CTaTbu
dapmaneBTHYECKOIl CyOCTaHIIMM 3asBUTENIb TPEJICTABISIET B OKCHEPTHOE YUPEXKICHUE JUIS
NPOBEACHUS JAHHOM OAKCHEepTH3bl 00pas3ipl (apMaleBTUYECKOH CyOCTaHIMM B KOJHYECTBE,
HEOOXOAMMOM ISl BOCIIPOM3BEICHNSI METOZIOB KOHTPOJISI Ka4ecTBa. DKCIIEPTHOE YUPEkKACHHE TIPH
MOJIyYeHUH O0pa3lloB yKa3aHHOW B yacTW | HacTosIIed cTaTbu (apMarieBTUYECKON CyOCTaHIMU
BBIJACT 3asBUTENIO JIOKYMEHT, IMOATBEP)KIAIONIMN IIONlydeHHE STHX 0O0pas3loB, U B CpPOK, He
NPEBBIIIAIONINN TpeX pabouuX JHEH, yBEJOMIISET B SJICKTPOHHOU WM MMMCHbMEHHOH (opMme 00 3ToM
YIOJTHOMOYEHHBIH (efepaibHbIii OpraH WCIOJHHUTEIBHON BIACTH. DTH CPOKH HE BKIIIOYAIOTCS B
CPOK IIPOBEJICHHUS TAHHOM IKCIIEPTU3HL.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

7. JIOKyMEHTBI, NOCTYNHUBIIUE B HKCIEPTHOE YUPEKACHHUE A NPOBEACHUS DKCIEPTU3BI
KayecTBa yKa3aHHON B yacTu | Hacrosiieil cratbu (apManeBTUYECKOW CyOCTaHLIMHM, MOAJIEXKAT
BO3BpAaTy B YINOJHOMOYEHHBINH (elepaiabHblii OpraH HCIOJHUTENBbHONW BJIACTH OJHOBPEMEHHO C
3aKJIIOYEHUSMH I10 PE3yJIbTaTaM IPOBEICHHOMN KCIIEPTU3HI.

8. B cpok, He mpeBbIaNUi MATH PadoUnX AHEH cO AHS MOTYUYEHHS 3aKIIIOUEHUS KOMUCCUU
SKCHEPTOB IO pPE3yJbTaTaM SKCHEPTU3bl KAaYeCTBA YKAa3aHHOM B 4YAacTU | HACTOAILIEH CTaThbu
dapmaneBTHUECKON CyOCTaHIIMM, YHOJHOMOYEHHBIN ¢eaepanbHbIi OpraH HCIONTHUTEIHHON
BJIACTH:

1) OCYHICCTBJIACT OLUCHKY TAKOI'0 3aKJIIOUYCHUA OJId ONPEACIICHHUA €T0 COOTBETCTBUSA 3a/IaHUIO
Ha NpPOBCACHUC JTTaHHOM OKCIICPTHU3BI;

2) mOpuUHUMaeT pelIeHHe O BKJIOYCHWHM YKa3aHHOM B YacTu | HacTrosied craTbu
(dapMameBTHYECKON CyOCTaHIIMM B TOCYIApCTBEHHBIA pPEECTp JEKAPCTBCHHBIX CPEICTB WIIN
petieHre o0 0TKa3e B TAKOM BKJIIOUEHUU;

3) BHOCHUT TIpH MPHUHSATHUU PEUICHUS O BKIIOYEHWH YKa3aHHOW B 4acTH | HACTOSIICH CTaThu



(dapManeBTHUECKOW CyOCTaHIIMM B  TOCYIApCTBEHHBIM pEeCTp JIEKAPCTBEHHBIX CPEJICTB
NpEeIyCMOTPEHHYIO TyHKTOM 2 d4actu | crateum 33 Hactosimiero deaepasbHOTO 3aKoHA
MH(POPMALIMIO U YBEAOMIIIET 00 3TOM B 3JIEKTPOHHOHN MJIM MMCbMEHHOM (hopMme 3asBUTENS.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. OcHoBaHueM [l OTKa3a BO BKJIIOYEHUM YyKa3aHHOM B yacTu | Hacrosimieil craTbu
(dhapmaneBTHUECKO CyOCTaHIIMM B TOCYJIAPCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPENICTB SIBIISCTCS
3aKJIFOYEHHUE COOTBETCTBYIOLIETO YIOJHOMOYEHHOTO (eAepanbHOr0 OpraHa WCHOTHUTEIbHOM
BJIACTH O TOM, YTO KayecTBO (hapMaleBTHUYECKOW CYOCTaHIIMKM HE TMOATBEPXKICHO IMOJYyYECHHBIMHU
JTaHHBIMU.

(gactp 9 BBeneHa denepanpHbiM 3aKk0HOM OT 22.10.2014 N 313-D3; B pea. deaepanbHOTO 3aKOHA
oT 04.06.2018 N 140-D3)

10. He nomyckaercsi BKIIFOYEHUE B TOCYIAPCTBEHHBIN PEECTpP JEKAPCTBEHHBIX CPEACTB OJTHOU
(dapmaneBTHUECKON CyOCTaHIIMH, TPOU3BEACHHON Il pealu3alliid U BBIITYCKaeMOW OJHUM U TEM
e MPOU3BOIUTENEM, B BUJIE IBYX U 00Jiee peecTpOBBIX 3aIucei.

(uactb 10 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

11. Bnecenue w3MEHEHM B JIOKYMEHTHI Ha ¢apMaleBTUYECKyl0 CyOCTaHIIHIO,
MPOU3BEJICHHYIO ISl pealiu3allid ¥ BKIIOUYEHHYIO B TOCYJAPCTBEHHBIA PEECTP JIEKAPCTBEHHBIX
CPEACTB, OCYILECTBISIETCA B TMOpPAJKE, YyCTaHOBJIEHHOM cTarthsiMu 30 um 31 HacTosimero
@enepanbHOrO0  3aKOHa, € YIUIATOM  TOCYJAapCTBEHHOM  IOLUIMHBI,  IIPEAYCMOTPEHHOU
3aK0HO1aTeILCTBOM Poccuiickoii deneparuu o Hajorax u coopax.

(uactp 11 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

12. omyckaeTrcsi oOpamieHue QapMareBTUYECKUX CyOCTaHIMH, TPOU3BEIACHHBIX ISt
peaiM3any, B TEYCHHWE CTAa BOCBMUACCITH JHEW [0 U TOCIE TPHUHATHS YIIOJTHOMOYEHHBIM
benepanbHBIM OPraHOM HCIOJHUTENLHOM BJIACTH PELICHUS O BHECEHUU M3MEHEHUI B JOKYMEHTHI
Ha (apMaleBTUYCCKYI0 CyOCTaHIIMIO, TMPOW3BEIACHHYIO i1 peaau3aldd M BKIIOYCHHYIO B
roCyAapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEICTB.

(uacts 12 BBenena deaepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

13. Pemenue 00 HCKIIOUEHUM W3 TOCYJIApPCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPENICTB
(dapmaneBTHYECKOI ~ CyOCTaHLMM,  NPOM3BENCHHOW  JUIi  pealu3aluH,  [PUHHUMAaCTCS
YIOJHOMOYEHHBIM (eiepaibHbIM OPIraHOM HCIOJIHUTEIBLHONM BIACTH B CIIydae:

1 ) MNpEaACTaBJICHUA COOTBECTCTBYHOLIUM YHOJIHOMOYCHHBIM (l)ellepaHBHHM OpraHoM
HCIIOJIHUTEILHON BJIACTH 3aKIIOUYCHHUS O PUCKE HIIN 00 YIpo3€ KM3HU HJIU 3J0POBLIO YCJIOBCKA
1100 KMBOTHOTO IIpU UCIIOJIb30BAaHNHU JICKAPCTBCHHOI'O CPCACTBA,

2) momayn pa3pabOTUYNKOM JIEKAPCTBEHHOTO CPEICTBA WIIH MPOU3BOIUTEIIEM JIEKAPCTBEHHOTO
cpeacTBa MO0 yHOJTHOMOYEHHBIM UMU JPYTUM IOPUAMUECKUM JIMIIOM 3asBICHUS 00 HCKIIOUYEHUU
U3 TOCYJIapCTBEHHOI'O peecTpa JIEKapCTBEHHBIX CPEJICTB (apMaleBTUYECKOW CyOCTaHIMH,
MIPOU3BEICHHOM JIJIs peanu3alii;

3) orcyrcTBUsA (apMaleBTUUECKOW CyOCTaHIIMK, TPOU3BEACHHOW IJisi peaju3aluu, B
oOpamenuu B Poccuiickoit denepanyu B Te4eHHE TpeX U Ooee Jer.
(uactp 13 BBenena depepanbHbIM 3aKOHOM OT 22.12.2014 N 429-03)

Cratba 35. YTpatuna cuny ¢ 1 nmona 2015 ropga. - ®egepanbHbIA 3aKOH OT
22.12.2014 N 429-®3.



Cratba 36. OGxanoBaHue peleHUMsA OO0 OTKase B BblAaye paspelleHus Ha
npoBeAeHMNe KIMHUYECKOro UccnefoBaHUA JleKapCTBEHHOro npenapara, pelieHus
o6 oOTKase B rocyAapCTBEHHOW perucrpaumm nekapcTBEHHOro npenapara,
3aK/Il04YeHUss KOMUCCUM IKCNEPTOB IKCMEPTHOrO YUYPEeXAEHUSt WUIU 3aKiYeHus
coBeTa Mo 3TukKe

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Pemienne COOTBETCTBYIOIIETO YIMOJTHOMOUYEHHOTO (heaepaabHOr0 OpraHa HUCHOTHUTEIbHOM
BJIaCTM OO0 OTKa3e B BblJaye pa3pelieHus Ha MPOBEIECHUE KIMHUYECKOTO MCCIIEIOBAHUS
JIEKapCTBEHHOT'O Mpemnapara, peleHne yKa3aHHoro ¢efepaibHOro OpraHa UCIOIHUTEIBHON BIaCcTH
00 OTKa3e B rocyJapCTBEHHOM PETUCTpallMU JIEKAPCTBEHHOI'O Mpernapara, 3aKiIi04eHne KOMHCCUU
9KCIIEPTOB IKCIEPTHOTO YUPEIKICHUS WM 3aKIIFOUEHUE COBETA MO ATHKE MOXKET ObITh 00KAJIIOBAHO
B MOPSAJIKE, YCTAHOBJIEHHOM 3aKOHO1aTesIbcTBOM Poccuiickoit denepanuu. 3akioueHue dKCIepTa,
O(bOpMHeHHOC 10 nuToram 9KCIICPTU3BL B esax OIPCACIICHUA B3anMO3aMCHACMOCTHU
3aperucTpUPOBAHHOTO JIEKAPCTBEHHOI'O Ipemnapara, MOXKET ObITh 00KajJOBaHO Jiep:KaTeleM WM
BJIQJICNIBIIEM PErUCTPALIMOHHOTO YJIOCTOBEPEHHUsI JIEKAPCTBEHHOTO IpernapaTta B KOMHUCCHUIO
JKCIEPTOB  JKCIEPTHOTO  YUPEKIAECHUSA. 3aKIIOYEHHE KOMHCCHM JKCIIEPTOB  3KCIEPTHOTO
yapexIeHusi, OPOPMIICHHOE II0 HWTOraM IepecMOoTpa O0XKAIIOBAHHOTO 3aKIIOUEHUS SKCIepTa,
MOXKET OBIThb OCIOPEHO JepXaTelieM WU BIAAENbIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JICKApCTBCHHOT'O IIpcIiapara .HI/I60 YIOOJHOMOUYCHHBIM HMHU JIMIIOM B HOPSAAKC, YCTAaHOBJICHHOM
3aKOHO/IaTeILCTBOM Poccuiickoit Denepanuu. [lpu obGkamoBaHWUW peHICHUS YIIOJIHOMOYEHHOTO
denepaabHOro OpraHa UCIOIHUTEIBHON BIIACTH, 3aKITIOYCHHS SKCIIEPTa WM KOMHCCHH DKCIIEPTOB
JKCIEPTHOTO  YUYPEKIEHUs, 3aKIIOUEHHs COBETa IO JTHKE Jep)KaTellb WM  BIaJeser]
PETUCTPAIIMIOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOT'O Mpernapara Ju00 yIOIHOMOYEHHOE UMH JIULO
BIIpaBE IMPEACTABUTH pE3yJbTaTbl JKCIEPTHU3bl JIEKAPCTBEHHOI'O MpEnapara, IMPOTOKOJIbI
MOJTyYEHHBIX aKKPEIUTOBAaHHBIMU HCIBITATEIbHBIMU JabopaTopusMu (LIEHTPAMH) pPe3yJIbTaTOB
HMCCIEIOBAHNH, NCTTBITAHUH.

Cratba 37. UHdopmauusa, cBA3aHHAA C OCYyLUEeCTBNIEHUEM rocyaapCTBEHHOMU
pernctpauum nekapcTBeHHbIX MpenapaTtoB, MHMOpMaLUA O 3aperMcTpupoBaHHbIX
neKkapcTBEHHbIX Npenapatax W JleKapCTBEHHbIX npenapatax, WUCKIHYEHHbIX U3
rocyaapcTBeHHOro peecTpa fieKkapCTBeHHbIX CPeAcCTB

1. CoOTBeTCTBYIOIIMI YIOJIHOMOYEHHBIH (enepalbHblii OpraH HCHOJHUTEIBHOM BIACTU
pasMemniaeT Ha CBOoeM OQUIMAILHOM caiite B cetd "VHTepHET" WMHPOpPMAIUIO, CBS3aHHYIO C
OCYIIECTBIIEHUEM TOCYAapCTBEHHOW pErucTpaliyl JIEKapCTBEHHBIX MpEnapaTroB, B TOM 4YHCIIE
MPOBEACHUEM HKCIEPTU3bl JICKAPCTBEHHBIX CPEICTB (BKJIIOYAsi PE3yibTaThl €€ MPOBEIACHUS),
MH(GOPMAIIHIO O 3aPETUCTPUPOBAHHBIX JIEGKAPCTBEHHBIX IpernapaTax M JEKapCTBEHHBIX Mpenaparax,
HCKIIFOYEHHBIX U3 TOCYJJAPCTBEHHOTO PEECTpa JIEKAPCTBEHHBIX CPEICTB, HE MO3/IHEE YEM Yepe3 MITh
pabounx IHEH cOo THS TMOJNYYeHHUS YTOJTHOMOYEHHBIM (efepatbHbIM OPraHOM HUCHOIHUTEIBHOM
BJIACTH COOTBETCTBYIOIIECH NH(POPMAIIHH.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-D3)

2. Cpokd W TIOPSIIOK pa3MeIIeHUs] YKa3aHHOW B 4acTh | HacTosmed craTbil MH(OpMAIUH
YCTAQHABJIMBAIOTCS  YIIOJHOMOUYEHHBIM  (eiepalibHbIM ~ OpPraHOM  HCHOJHMTENBHOM  BIIACTH.
Wudopmanus, ykazaHHas B yacTH | HACTOSIIEH CTAaThH, SBISIETCS OTKPBHITOW M OOLIENOCTYITHON U
IIPEIOCTABIIAETCS 3aMHTEPECOBAaHHBIM JIMLIAM B COOTBETCTBHU C 3aKOHOAATENLCTBOM Poccuiickoit
denepauuu.

(B pen. ®enepanbpHoro 3akona ot 22.12.2014 N 429-03)



Mnasa 7. KIMHWYECKUE UCCJIEAOBAHUA JIEKAPCTBEHHbIX
NPEMAPATOB OJ1A MEANUUHCKOIO NPUMEHEHUA, 0OTOBOP
Ob X NMPOBEAOEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCIIEAOBAHUAX

Cratbs 38. KnuHuueckue wmccrnepoBaHUs NeKapCTBEHHbIX MpenapaTtoB Ans
MeAWLIMHCKOro NpUMeHeHus

1. KiuHnveckwe WCCIENOBaHMS JIGKAPCTBEHHBIX IPEMapaTtoB UIsl  MEIMIIMHCKOTO
MPUMCHCHUA, B TOM YUCIIC MCKAYHAPOAHBIC MHOT'OLICHTPOBLIC, MHOT'OLICHTPOBEIC,
MOCTPETUCTPAIIMOHHBIC, TPOBOJATCS B OJHOW WM HECKOJBKUX MEIMIMHCKUX OpPTraHU3aIUsIX B
COOTBETCTBUHN C mpaBuUjIaMun Ha):[nexcameﬁ KJIIMHUYECKOU IMMPAKTHUKHU, YTBCPKACHHBIMU
YIOJTHOMOYCHHBIM ~ ()elepajbHBIM OpPraHOM HCIIOJIHUTEILHONW BIACTH, COOTBETCTBEHHO B
CJICAYIOIUX HEIAX:

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1) ycranoBneHne 6€30MacCHOCTH JICKAPCTBEHHBIX MPEMapaToB IS 3A0POBBIX JOOPOBOJIBIEB U
(M) MEePEeHOCHMMOCTH MX 3J0pOBBIMH JOOpPOBOJIBLIAMH, 332 MCKIIOYEHHEM TaKUX HCCIeIOBaHUN
JIEKAPCTBEHHBIX IIPENAapaToB, IPOU3BEAEHHBIX 3a npeaenamu Poccuiickon @enepanny;

2) noxbop ONTHMAaibHBIX JO3MPOBOK JIEKAPCTBEHHOIO Ipemapara M Kypca JIeUeHHs s
MAIUEHTOB C OMpEACNIEHHBIM 3a00JieBaHWEM, ONTHUMAIBHBIX 03 W CXEM BaKIMHAINH
MMMYHOOHOJIOTHYECKIMH JIEKAPCTBEHHBIMU IIPENapaTaMy 3/10pOBbIX JOOPOBOJIBLIEB;

3) ycraHoBieHHE O€30MaCHOCTH JIEKAPCTBEHHOro TMpemnapata U ero 3¢QexkTuBHOCTH IS
MalUeHTOB € ONpEIeNieHHbIM  3a0oyieBaHueM,  IpodriakTudeckoil 3¢ (HEeKTUBHOCTH
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPENapaToB AJIs 30POBBIX T00POBOJIBIICB;

4) u3ydyeHHe BO3MOXKHOCTH pPACIIMPEHMs] MOKa3aHUU Il MEIULHUHCKOrO MPHUMEHEHUs U
BBISIBJICHHSI PaHEEe HEU3BECTHBIX MOOOUYHBIX [EHCTBUN 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpenapaToB.

2. B oOTHOLIEHHWH BOCIPOM3BEACHHBIX JIEKAPCTBEHHBIX MpENapaToB I MEAUIMHCKOTO
MPUMCHCHUS TIPOBOMISTCS HWCCIICIOBAHUS OWOIKBUBAICHTHOCTH U (WMJIM) TEPareBTUYCCKOM
SKBUBAJICHTHOCTH B TIOPSAKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (efepaabHbIM OpPraHoOM
HWCIIOTHUTETLHOM BIIACTH.

3. OpFaHI/ISaHI/II-O MMPOBCACHUA KIIMHUYCCKUX I/ICCJ'IG,I[OBaHI/Iﬁ JICKApCTBCHHOTO IIpcIiapara IJid
MCIUIIUHCKOI'O IPUMCHCHUS BIIPABC OCYIICCTBIIATD!:

1) p8.3pa6OTLII/IK JICKApCTBCHHOTO IIpCIiapaTa Wik YIIOJIJHOMOYCHHOC UM JIMLO,

2) oOpa3oBaTelibHbIC OpraHU3AIMK BBICHIETO0 00pa30BaHMs, OpPraHU3AIUU JIOMOJHUTEIBHOTO
poeCCHOHATLHOTO 00pa30BaHMUS;
(. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HAY4YHO-HCCJICAOBATCIILCKUC OpraHU3alluu.

4. KiimHu4YecKue HCCIICOOBAaHUS JICKAPCTBCHHOT'O MIpfriapaTta Ajisd MCAUIHUHCKOI0 MPpUMCHCHUA
NpoBOAATCA HaAa OCHOBAHHUH PA3PCIICHHUA Ha IMPOBCACHHUC KIIMHUYCCKOIO HCCICAOBAHUA



JICKapCTBEHHOTO  Tperapara,  BBLIAHHOTO  YIOJHOMOYEHHBIM  (peiepaibHbIM  OPraHOM
WCTIOTHUTEJIbHOW BJIACTH. YTIOJHOMOYCHHBIN (efiepabHbIN OpraH MCIIOJHUTEIHFHOW BJIACTH BEJET
peecTp BBIJAHHBIX PA3PELICHUNM HA IPOBEICHHE KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHOTO
mpenapaTa, CoJAepKalluii yKazaHHE Ha WX IeJlb WM LEeJId, B YCTAaHOBJICHHOM 3TUM OpPraHOM
MOpsI/IKE.

(B pen. DeaepanbHbiX 3ak0HOB OT 22.12.2014 N 429-03, ot 13.07.2015 N 241-D3)

5. ¥Yrpartun cuny ¢ 1 utons 2015 roga. - @eaepanbHblii 3akoH oT 22.12.2014 N 429-03.

6. K opranmuszanuu npoBeeHus KITMHUYECKUX UCCIIEIOBAHMIA JIEKAPCTBEHHOTO Mperapara Jiist
MEIULUHCKOTO TMPUMEHEHHUS Pa3pabOTUYMKOM JIEKAPCTBEHHOTO Ipernapara MOTYT IPHUBIIEKATbCS
IOpUIMYECKHAE JIMIA JIFOOOW OpraHu3allMOHHO-TIPaBOBOM (OPMBI TPU  YCIOBUU OOCCIICUCHHS
COOTBETCTBUA OTUX I/ICCHCILOBaHI/Iﬁ TpC6OBaHI/ISIM HACTOSAILICTO CDe,uepaJIbHoro 3aKOHa.

7. Knuandeckue ucciae10BaHus JIeKapCTBEHHBIX MPENapaToB sl MEIUIIMHCKOTO IPUMEHEHUS
MpOBOAATCA B MCAUIUMHCKUX OPraHu3aludaXx, aKKpCAUTOBAHHLIX YIIOJHOMOYCHHBIM (bellepaHBHbIM
OpraHoM HCIOJIHUTEILHOM BIIACTH B MOpsAKe, ycraHoBiIeHHOM IIpaButenbctBoM Poccuiickoit
denepauuu.

8. IlepedyeHb MENMUMHCKUX OpraHU3alldi, HMEIOIIUX NPaBO MPOBOJUTH KIMHUYECKUE
HCCIICAOBAaHNA JICKAPCTBCHHLIX IMPENapaToB AJId MCAUIUHCKOTO IMPUMCHCHUS, U PCCCTP BbIAAHHBIX
paspelieHnii Ha MpOBEJEHHE KIMHUYECKHX HCCIEIOBaHUM JIEKAPCTBEHHBIX IPErapaToB
OHy6HI/IKOBI>IBaIOTCH " pasMCIIarOTCd YIIOJIHOMOYCHHBIM q)ellepaHBHbIM OpraHomM HUCIOJIHUTEIBHOMU
BJIACTH B YCTAaHOBJICHHOM MM IOPSIKE HAa CBOeM oduIlnaabHOM caiite B ceTu "MHTepHeT".

Cratba 39. PeweHue o0 npoBeAeHUU KIMHUYECKOro UcCcrneaoBaHuUA
NeKapCTBEHHOro npenapara ans MeauLUHCKOro NnpuMeHeHus
(B pen. @enepanbHoro 3akoHa oT 22.12.2014 N 429-D3)

1. Knuanueckoe nccnenoBaHue JEKapCTBEHHOTO Npenapara JUisi MEJUIMHCKOTO IPUMEHEHUS
IIPOBOJUTCA HAa OCHOBAHMM pa3pelICHUs Ha [POBEICHUE KIMHUYECKOIO HCCICIOBAHMS
JEKapCTBEHHOTO  Tperapara,  BBIAHHOTO  YIOJHOMOYEHHBIM  (peliepaibHbBIM  OPraHOM
MCTIOJIHUTEJILHOW BJIACTH IO pe3yJibTaTaM 3KCIEPTH3bl JOKYMEHTOB, HEOOXOAUMBIX ISl OTYUYESHHUs
paspellleHusT Ha IIPOBEICHUE KIMHMYECKOTO MCCIEAOBAaHUSA JIEKAPCTBEHHOIO IIpernapara M
TUYECKOH SKCIIEPTU3BI.

2. Jlnga mosydeHHs ~ paspelleHHs Ha IpOBEJCHHE  KIMHUYECKOIO  MCCIEI0BaHUs
JIEKapCTBEHHOI'O Ipernapata s MEOULIMHCKOrO IPUMEHEHMs 3asBUTEIb IIPEACTABIIAECT B
YIOJHOMOYEHHBIN (peiepasibHbII OpraH UCIOIHUTEIbHON BIACTH:

1) 3ad4BJICHUC O BbIAAa4C Ppa3pCHICHUA HaA IMIPOBCACHUEC KIIMHUYCCKOI'0 HUCCICIOBAHUSA
JICKApCTBCHHOTO IplriapaTta JJI1 MCIUIUHCKOI'O IPUMCHCHUS ;

2) KOIMMMKU JOKYMCHTOB, TIIOATBCPIKAAOMHNX YIUIATY FOCYﬂapCTBeHHOﬁ INONIJIMHBI 3a
IMPOBCACHUC 3THYECKOI 9KCICPTU3BI, SKCIICPTU3bI JOKYMCHTOB Ha HeKapCTBCHHBIfI npemnapar i
MOJIYUCHU pa3pCHICHUA HAa MPOBCACHUC KIIMHUYCCKOI'0 UCCIICAOBAHUS JICKAPCTBECHHOT'O IIpCIIapaTa
A MCAWIUHCKOTO IMPUMCHCHHUA, 3a BblJady pa3pClICHUA Ha TMMPOBCACHHUEC KIMHHUYCCKOIO
HUCCIICAOBAaHUA JICKAPCTBCHHOI'O IIp€riapara IAJid MCEAULUHCKOI'O IMPUMCEHCHUA, 3a IMPOBCIACHUC
OKCIICPTU3BI OOKYMCHTOB Ha HeKapCTBeHHBIﬁ npemnapar ajid IOJdYy4YCHHA PpaspCHICHUA Ha
MMPOBCACHUC MCKAYHAPOAHOI'O MHOTOLCHTPOBOTO KIIMHUYCECKOI'O0 HCCICAOBAHUA JICKAPCTBCHHOI'O
npemapara A MCAUIHUHCKOr0O IIPHUMCHCHUA, 3a BblJa4y pa3pClICHUA Ha MPOBCIACHUC



MEXIyHapOJHOTO MHOTOLIEHTPOBOI'O KIMHUYECKOTO HCCIEAOBAHUS JIEKApCTBEHHOTO Iperapara
JUISL METUIIUHCKOTO TIPUMEHEHUS, 3a IPOBEICHUE 3TUYECKOM 3KCIEPTU3bI, SKCIIEPTU3bI TOKYMEHTOB
HAa JIEKapCTBEHHBIN Ipenapar s IIOJIY4YEHUs Pa3pelleHUs Ha IPOBEACHUE ITOCTPETUCTPALUOHHOTO
KIIMHUYECKOTO HCCJIeIOBAaHUS JIEKApCTBEHHOTO TMpernapara uisi MEIUIUHCKOTO NpUMEHEHUus, 3a
BbLJAYy pa3pClICHUA Ha TMPOBCACHUC TMMOCTPCTUCTPAIIMOHHOIO KIMHUYCCKOTO HMCCICA0OBAHUA
JIEKapCTBEHHOI'0 Mpernapara i MEAUIIMHCKOTO MPUMEHEHHUs, WM M0 COOCTBEHHOW MHHUIIMATHBE
YKa3aHHBIC JOKYMCHTBI. B ClIyd4ac HCHUPCACTABJICHUA 3asABUTCIICM YKa3aHHBIX HOOKYMCHTOB
YIOJHOMOYEHHBIN (enepalibHblil OpraH HCIOJHUTEIBHON BJIACTH TpOBepsieT (aKT yIUIaTh
rOCYJapCTBEHHON TMOIIIMHBI C MHCIOJIb30BaHWEM HMH(POpPMALUMU 00 YyIulaTe TOCYAapCTBEHHOU
MIOIIMHEI, cofiepikamelics B ['ocymapcTBeHHOM MHPOPMAIIMOHHON CHUCTEME O TOCYAapCTBECHHBIX U
MYHHUIUIAJIBHBIX ITJIATCKAX, HA OCHOBAHWU MPCACTABJICHHBIX 3aABUTCIICM Konui JAOKYMCHTOB;

3) IpPOTOKOJ KJIMHUYECKOTO MCCIEI0BaHUS JICKAPCTBEHHOTO IMpemnapara A MEAUIHUHCKOTrO
MIPUMEHEHUS,

4) OpoIIopy UCCIea0BaTeNs;
5) uHPOPMAITMOHHBIHN TUCTOK MAIUEHTA;

6) cBeeHHs 00 OMBITE pabOTHI MCCIEAOBATENICH MO0 COOTBETCTBYIONINM CIICIIMAIBHOCTSM U MX
OTIBITE PAOOTHI MO MPOBEICHUIO KIMHUYECKUX UCCIICIOBAHUIA,

7) cBemeHHA O MEAMIMHCKHX OpraHM3allusX, B KOTOPBIX MpeArojaraercs MNpoBeACHUE
KJIIMHUYECKOTO MCCJIEIOBaHUS JIEKAPCTBEHHOTO Ipenapara i MEAUIMHCKOrO TMPUMEHEHHS
(MOHOE M COKpAaIllEHHOE HAaMMEHOBAaHUs, OPraHU3allMOHHO-IPaBOBast popMa, MECTO HAXOXKJIECHUS U
MECTO OCYIIECTBIICHHUS NESATEIBHOCTH, TelehoH, Tenedakc, aapec INMEKTPOHHOW IMOYTHI KaKIOU
MEIUIIMHCKONW OpraHu3aIim);

8) CBCACHUA O IMpCcAnoJaracMbiX CpoOKax TMPOBCACHUA KIMHUYCCKOTO MCCICIOBaHUA
JICKApCTBEHHOTO Iperiapara JJId MCAUIUHCKOI'O IPUMCHCHUSA ;

9) KOIMUIKO O0IroBOpa 00513aTEILHOTO CTpaxOBaHHAd, 3aKIIIOYCHHOI'0O B COOTBCTCTBUH C
TUIIOBBIMHU ITpaBHJIaMU 0053aTeNLHOr0 CTpaxoBaHHusi, C YKa3aHUEM Hp@I[CJ'II:HOfI YHUCJIICHHOCTHU
ManuCHTOB, YYaCTBYIOIIUX B KIMHHUYCCKOM HCCICAOBAHHUU JICKAPCTBCHHOI'O IIpeliapaTta IJIsd
MCIUIIMHCKOI'O IPUMCHCHUA

10) I/IH(I)OpMaI_II/IIO 0 COCTaBC JICKAPCTBCHHOI'O IIpCIiapaTta AJid MECAUIUHCKOTO ITPUMCHCHUS,

11) 1OKyMEHT, COCTAaBJIEHHBI INPOU3BOAUTENEM JIEKAPCTBEHHOrO Ipemapara AJs
MEINULMHCKOTO MPUMEHEHHsI M COAEpIKaIMN MMoKa3aTenu (XapaKTepUCTUKH), a TAaKXKe CBEIEHUS O
JICKAQpCTBCHHOM IIperiapare I MCAUIMHCKOIO IMPUMCHCHHUS, MNPOU3BCACHHOM Jid IPOBCACHHA
KJIMHUYECKUX UCCIIEI0OBaHU;

12) xomuio JMIEH3MHM Ha TPOU3BOJACTBO JIEKAPCTBEHHBIX CPEICTB B Cllydae, €cClu
MIPOM3BOJCTBO JIEKAPCTBEHHOTO IMpemapara ocyuiecTBisiercs B Poccuiickoit ®epeparnuu, win
KOIHUIO 3aKJIFOUCHUSI O COOTBETCTBUM TMPOU3BOAMUTEINS JIEKAPCTBEHHOTO Tpemnapara TpeOOBaHHIM
MpaBWJI HaAJeXalled MPOU3BOACTBEHHONW NPAKTHKH, BBIJAHHOTO YIOJTHOMOUYEHHBIM OPraHOM
CTpaHbI TPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mperapara.

(B pen. ®enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

3. B cpok, He MpeBHIIAIONINN TATH pabodnx AHEH CO AHS NPUHATHSA YKa3aHHOTO B IyHKTE |
yacTd 2 HaCTOAUIeM CTaTbM 3asBJIEHUS U HEOOXOIUMBIX JIOKYMEHTOB, YIOJIHOMOYEHHBIN



(denepanbHBI OPraH UCMIOTHUTEIBHON BIACTH:

1) mpoBoAMT TPOBEPKY TMOJHOTHI M JOCTOBEPHOCTH CBEACHUM, COJEp)KAIIMXCA B
MPEACTABICHHBIX 3asIBUTEJIEM TIOKYMEHTAX;

2) NpUHHUMAET pellleHre O MPOBEACHNUHN HKCIIEPTU3BI JOKYMEHTOB JJIsl TOJTy4YEHHUs pa3peiieHus
Ha TPOBEICHHME KIMHUYECKOTO HCCIEJOBaHUSl JICKAPCTBEHHOTO Mpernapara g MEIUIUHCKOTO
MPUMEHEHHUS U ATUYECKOM SKCIEPTU3bI WM 00 0TKa3e B MPOBEACHUH YKa3aHHBIX SKCIIEPTH3;

3) yBenoMJIsIeT B AJIEKTPOHHOU (hopMe MM Ha OyMa)KHOM HOCHUTENE 3asBUTENS O MPHHATOM
pelieHny 1100 B ciyyae MPUHATHUS pelIeHs 00 OTKa3e TakKe C yKazaHUEeM IPUYHMH TaKOTO OTKAa3a;

4) moAroTaBIMBAET U HAIPABIIAET B DKCIEPTHOE YUPEXKACHUE U COBET IO ITHKE 3aJaHUE Ha
IIPOBEJICHUE COOTBETCTBYIOIUX JKCIIEPTH3.

4. B ciydae BBISIBIICHUS HETIOJIHOTHI M (MJIM) HEJOCTOBEPHOCTH MH(OPMAINH, COIEp KaIIencs
B TPEICTABICHHBIX 3asiBUTENEM JOKYMEHTaX, YIIOJHOMOYEHHBIH (QenepalbHblii  opran
MCTIOJTHUTENILHOM BJIACTH HAIpaBIIAET 3asBUTEIIO 3aIpOoCc 00 YyTOUHEHHH yKa3aHHOW HMH(OpMAaIuu.
JlaHHBIN 3ampoc MOXKET OBITH MepellaH YINOTHOMOUYEHHOMY IMPEICTAaBUTENIO 3asBUTENS JIMYHO IO
pacmucKy, HampaBjieH MO MOYTe 3aKa3HbIM IHCBMOM WM TEpelaH B AJIEKTPOHHOH Qopme Mo
TEJIeKOMMYHUKAIIMOHHBIM KaHalaM CBA3M. B ciywyae HampaBiieHHs AaHHOTO 3ampoca M0 MoYTe
3aKa3HbIM NMHUCbMOM OH CYHHTACTCA IMOJTYYCHHBIM IO UCTCUHCHUU ICCTH IIHeﬁ C JaTbl HAITPABJICHUSA
3aKa3HOTO TMHUChMA. 3asBUTENb O005S3aH MPEACTaBUTh OTBET Ha 3alpoc YIMOJIHOMOYEHHOIO
(benepanbHOrO OpraHa HWCHOJHHUTEIBHOM BIACTH B CPOK, HE IMPEBBIMIAIOUINNA JAEBSIHOCTa PabOYMX
JHEW co JIHs ero nojydeHusa. Cpok, yKa3aHHBIM B YaCTH 3 HACTOSIIEH CTaTbH, MPUOCTAHABIUBAETCS
CO [HS HalpaBJICHHUS 3asABUTEIO 3alpoca YIOJHOMOYEHHOro (emeparpHOr0 oOprana
MCIIOJTHUTEJILHOM BJIACTH JI0 JHA MOJTYYEHHS] UM COOTBETCTBYIOIIETO OTBETA M HE YUUTHIBAETCS MPU
HUCYHUCJIICHUH CPOKa NPUHATHUA YIIOJTHOMOYCHHBIM Q)eﬂepaﬂbHBIM OopraHomM HUCIIOJIHUTEILHOM BIIACTH
pelIeHHs O MPOBEIEHUU IKCIEPTU3bl JOKYMEHTOB Ui MOJIYYEHHs pa3pelieHHs Ha IpPOBEICHHE
KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOTO ITpCriapaTa JJI1 MCIUIUHCKOI'O IPUMCHCHHU .

5. OcHoBanMeM [UIsl OTKa3a B IPOBEACHHM DKCIEPTU3bl JOKYMEHTOB I IOJyYEHUs
paspellleHusT Ha IPOBEIEHUE KIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpenapara Juis
MEJIULUHCKOTO INPUMEHEHHSI W ITHUYECKOM SKCIEPTU3bl SBISAETCA IPEACTABICHUE JOKYMEHTOB,
NPEJYCMOTPEHHBIX 4YacTbl0 2 HACTOSIIEH CTaTbu, B HEMOJHOM oOObEMe, HENpeCTaBICHUE
3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETA HAa yKa3aHHBIM B 4acTH 4 HACTOSALIEH CTATbH 3aIpoC
YIIOJIHOMOYEHHOTO  (eiepajIbHOTO OpraHa MHCIOJHHUTENbHON BiIacTW JHMOO OTCYTCTBHE B
MPEJCTaBICHHBIX JIOKYMEHTaX HCUYEPIBIBAIONICTO MEPeYHs HeoOXonuMon wH(OpMau Win
uHpOpMaLMK, KOTOpas AOJDKHA OBbITh OTpakeHa B HHMX, a TaKKe OTCYTCTBHE HH(OpPMAIUH,
MOATBEpXKAAtoNIeld (akT yIUIaThl TOCYJApCTBEHHOW TMONUIMHBI 33 TIPOBEIEHHE HSTHYECKOU
9KCIIEPTU3BI, IKCIIEPTU3bI JOKYMEHTOB Ha JIEKApPCTBEHHBIN Npenapar Ui MOIy4YeHHs pa3pelicHUs
Ha IIPOBEJCHHME KIMHUYECKOTO HCCIEHOBAHUS JICKAPCTBEHHOIO Ipernapara i MEIULUHCKOTO
IIPUMEHEHHUsA, 3a BbIJA4y pa3pelleHUss Ha INPOBEACHHE KIMHUYECKOTO  HCCIICJOBAHUS
JIEKAPCTBEHHOI'0 IIpemnapara sl MEIWLIHMHCKOTO IIPUMEHEHHs, 3a IPOBEIACHUE HKCIIEPTU3bI
JOKYMEHTOB Ha JICKapCTBEHHBIM Ipenapar s IOJYy4YeHHUs pa3pelleHHs Ha NPOBEICHHE
MEKyHApOJHOTO MHOTOLICHTPOBOIO KIMHUYECKOIO HCCIEAOBAHMS JIEKApCTBEHHOI'O IIperapara
JUIs MEIMLUHCKOTO IPUMEHEHMs, 3a BblJady pa3pelleHHs Ha INPOBEACHHE MEKIYHAapOJHOTO
MHOT'OLICHTPOBOT'O KJIMHUYECKOI'0 HCCIEA0BAaHUS JIEKApCTBEHHOIO Ipernapara Uil MEIULIHUHCKOTO
IIPUMEHEHNS, 3a IPOBEACHUE 3THYECKON IKCIIEPTU3bI, SKCIIEPTU3bI JOKYMEHTOB Ha JIEKAPCTBEHHBIN
mnmpenapar i IHOJyYEeHMs] Pa3pelieHus Ha IMPOBEICHUE IMOCTPETMCTPALMOHHOTO KIMHHYECKOTO
UCCIIEIOBaHMUs JIEKapCTBEHHOIO IIpemapara [Ulsi MEOMLIMHCKOIO IIPUMEHEHUs, 3a Bblaady



paspCuicHu-d Ha MMPOBCACHUC NOCTPECTUCTPAINOHHOTO KIMHHUYCCKOI'O HCCICIO0BaHUA
JICKApCTBCHHOT'O IMperapaTta JJid MEAUINHCKOI'O IPUMCHCHHS.

6. IlpoBeneHue 3KcHepTU3bl AOKYMEHTOB Ul TMOJIYYEHHMsS pa3pellieHus Ha IPOBEACHUE
KJIIMHUYECKOTO MCCIIEIOBAaHUs JIEKAPCTBEHHOIO Ipernapara Uisi MEAUIMHCKOIO INPUMEHEHHS M
ATUYECKON SKCIIEPTHU3Bl, COCTABIEHNE KOMUCCUEH SKCIIEPTOB M COBETOM IO 3THUKE 3aKJIIOUEHHUH O
BO3MOYKHOCTM HWJIM HEBO3MOXXHOCTH TIPOBEJICHHS TAaKOro KIMHUYECKOTO MCCIEIOBAaHUA U
HaNpaBJICHUE STHX 3aKIIOUEHUH B YHNOJHOMOYECHHBIM (enepanbHblii OpraH HUCIOJIHUTEIbHON
BJIACTH OCYILIECTBIISIIOTCS B CPOK, HE MPEBBIMIAIOMINN TPUAIATH pabOUYNX JHEH cOo JHS MOITy4YEeHUS
HKCHEPTHBIM YUPEXKJICHHEM 3aJaHHs YIMOJIHOMOYEHHOro (hefepallbHOrO OpraHa MCIOJHUTETbHON
BJIACTH C MPWIOKEHUEM JOKYMEHTOB, YKa3aHHbIX B NMyHKTax 3, 4, 10 u 11 yactu 2 Hacrosmen
CTaThU, U COBETOM I10 3TUKE 33JaHUS YIOJIHOMOYEHHOIO (heAepalbHOTO OpraHa MCIIOJHUTETbHON
BJIACTH C MPUJIOKEHHUEM TOKYMEHTOB, YKAa3aHHBIX B MyHKTax 3 - 6, 8 u 9 yvactu 2 HacTOAIIEH
CTaTbH.

7. B cpok, HE NPEBBIMAIIMA TATA pabOuYUX JTHEW CO JHS TOJYYCHHS 3aKIIOUYCHUH,
YKa3aHHBIX B 4acTU 6 HACTOSIIEH CTaThH, YIIOJIHOMOYEHHBIN (e/iepaabHbIil OpraH UCIOTHUTEIbHOM
BIIACTH:

1) OCYHICCTBIACT OLHCHKY MMOCTYIIMBIIUX 3aKJII0UYCHUN AJi1 onpeCACIICHUA HUX COOTBCTCTBUSA
3aaHUAM Ha MPOBEACHHUE COOTBECTCTBYIOIIUX DKCIICPTHU3,

2) NIPUHUMAET PELIEHUE O BbIAUYe Pa3peLICHMs] Ha IPOBEAEHUE KIMHUYECKOIO HCCIIEN0BaHUs
JIEKapCTBEHHOT'O IIpernapara /il MEJUIMHCKOTO IPUMEHEHU UK 00 OTKa3€ B Bbladye YKa3aHHOTO
paspenieHus;

3) BBIIAET paspelieHue Ha MPOBEACHHE KIMHUYECKOrO HCCIIEOBAHMS JIEKAPCTBEHHOIO
mpemapaTta JUisi METUIIMHCKOTO TMPUMEHEHHs] WU pelieHHe o0 OTKa3e B BbIaue YKa3aHHOTO
paspelieHus ¢ yKkazaHUeM MPUYHH 0TKa3a.

8. OcHoBaHMeM /s OTKa3a B BbIJA4Ye pa3pelleHMs] Ha NPOBEACHHE KIMHUYECKOTO
HCCIEN0BaHMUs JIEKAPCTBEHHOTO Ipenapara Uil MEIULMHCKOTO NPUMEHEHUS ABIIAECTCS Halu4yue
3aKJIIOYEHUsT KOMHCCHM DOKCIEPTOB WM 3aKIIOUYECHHS COBETa II0 JTUKE O HEBO3MOXKHOCTH
IIPOBEACHUS KJIMHUYECKOTO MCCIIEIOBAaHUs JIEKAapCTBEHHOIO IIpemnapara Juisi MEIULIHUHCKOTO
IIPUMEHEHHUS 10 pe3yJbTaTaM MPOBEACHHBIX dKCIIEPTU3, IPEILyCMOTPEHHBIX YacThlO0 6 HACTOSALICH
CTaThU.

9. Pemenne 00 oTkase B MMPOBCACHUHN SKCIICPTU3bI JOKYMCHTOB IJIA IMOJYUCHUS pa3pCIICHUA
Ha HOPOBCACHUC KIMHUYCCKOIO HCCICAOBAHUA JICKAPCTBCHHOI'O IIperiapara A MCIUIHHCKOI'O
NMPUMCHCHUA U ATUUYECKOM 9KCIICPTU3bl U B BbIJAAYC Pa3pCHICHUA HA MNPOBCACHUC KIIMHUYCCKOI'O
HCCIICAOBAHNA JICKAPCTBCHHOI'O Impfrmapara [miId MCIUIHUHCKOIO0 TMPUMCHCHHUA MOXKET OBITH
00>KaJI0BaHO B NopAIKE, YCTAHOBJICHHOM 3aKOHOAATCIILCTBOM Poccuiickoit q)eﬂepam/m.

CraTtbsa 39.1. 3TMyecKasa akcnepTusa
(BBeneHa denepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

1. DOrudyeckas OKCIICPTH3a IMPOBOAUTCA COBCTOM II0 OTHKEC, CO3JaHHLBIM B IOPAIKE,
YCTaHOBJICHHOM YIIOJIHOMOYCHHBIM Q)CﬂepaJIBHLIM OpraHoM HUCHOJHUTEIbHOM BJIaCTH, B LCIIAX
BblIJJa4M 3aKIIFOYCHUA 00 3THYECKOHl 00OCHOBAHHOCTH BO3MOKHOCTH MPOBCACHUA KIMHHUYCCKOTO
HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpCIiapaTra AJisk MEAUIIUHCKOTO ITPUMCHCHU .



2. DKcmepTaMu COBEeTa IO 3TUKE MOTYT OBbITh HPEACTaBUTENNM METUIIMHCKUX OpraHU3alui,
HAy4YHBIX OpraHu3alui, 00pa30BaTEIbHBIX OpraHU3alMi BBICHIETO O00pa30BaHUS, a TaKXKe
NPEJCTaBUTENIN OOILIECTBEHHBIX OPTraHU3aAINi, PEJUTHO3HBIX OpPraHU3allMil U CPEICTB MacCOBOU
uHpopmanuu. JlaHHble S3KCHEpThl HE JOJKHBI HAXOAMTHCS B KAKOH-TMOO 3aBUCHUMOCTH OT
pa3pabOTYMKOB JIEKAPCTBEHHBIX MPENapaToB W JPYrHX JIMI, 3aHHTEPECOBAHHBIX B pe3yJIbTaTax
ATUYECKOMN IKCIIEPTU3HI.

3. OmnaTta ycnyr 3KCIEpTOB COBETa MO ATHUKE OCYILECTBIISETCS Ha OCHOBAaHUHU JOTOBOPA,
3aKJIIOUEHHOTO MEXAy YIOJHOMOYEHHBIM (penepanbHbIM OpPraHOM HCIOJHUTENBHON BIACTH,
KOTOPBIM CO3JIaH COBET MO JTHKE, W OJKCHEPTOM COBETa IO OJTHKE, 3a CYET OJKETHBIX
ACCUTHOBAHU, MPEeIyCMOTPEHHBIX YHOJHOMOYEHHOMY (enepaqbHOMY OpraHy HCIOIHUTEIbHOU
BIIACTH, KOTOPBIM CO3JIaH COBET 10 ATHKE, B (heepaabHOM OFO/KETE Ha COOTBETCTBYIONIUI IO/l HA
oOecrieueHne €ro JAesATEIbHOCTH, B pa3Mepax, YCTaHOBIEHHBIX IIpaButenscTBOM Poccuiickoii
denepanuu.

4. DKcrepThl COBETA MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
Poccuiickoit denepanuu.

5. CoctaB coBeTra MO 3THKE, MOJOKEHHUE 00 ATOM COBETE, MOPANOK €ro AEsITeNbHOCTH,
TpeOOBaHUS K KBATH(UKAIIUU U OIBITY padOTHI MO IKCIIEPTHON OIEHKE HAYYHBIX, MEAUIIMHCKUX H
STUYECKUX ACIEKTOB KJIMHUYECKHUX UCCIEIOBAaHUN JIEKAPCTBEHHBIX MPENAPaTOB sl MEIULIUMHCKOTO
MIPUMEHEHUS, IPEIbIBISIEMbIE K KCIIEPTAM COBETA MO 3TUKE, MOPSAJOK OpraHU3aIuu U IPOBEACHUS
ATHUYECKOMN IKCIEPTU3bI, (opMa 3aKIIOUYEHHS COBETA M0 ATUKE YCTaHABIMBAIOTCS YIIOJTHOMOUYEHHBIM
denepanbHBIM OpPraHOM HCIOJTHUTENBHOW BIACTH. YHWCIO TPEICTaBUTENCH MEIUIIMHCKHIX
OpraHM3alyii He MOKET MPEBHIIIATH [TOJIOBUHY OT OOILEro YKciia IKCIEPTOB COBETA MO STHKE.

6. Mudopmanus o cocraBe coBeTa MO 3THKE, IUIaHAX €ro paboThl U TEKyLIeH NesTeTbHOCTH
pasmelaeTca Ha opUIHMaIbHOM CalTe YIOJIHOMOYEHHOrO (hefepalbHOrO OpraHa UCIOIHUTEIbHOM
BJIAcTH B ceTu "VIHTepHET" B yCTAaHOBJIEHHOM MM IOPSIIIKE.

Ctatba 40. [MpoBeaeHMe KNMHUYECKOro UccneaoBaHUA JIeKapCTBEHHOro
npenapara Ans MegUUMUHCKOro NpuMeHeHUsA

1. PykoBoguTeNnb MEIWIIMHCKON OpraHW3alid, KOTOpas MPOBOJUT KIMHUYECKOE
WCCIICZIOBAaHUE JIGKAPCTBEHHOTO Tpenapara Ui MEIUIIMHCKOTO TPUMEHEHHS, Ha3Ha4yaeT
WCCJICIOBATENISI, OTBETCTBCHHOTO 3a MPOBEJCHUE TAaKOTO HCCIICIOBAHUS W HUMEIONICTO JICUCOHYIO
CIIELIMAILHOCTD, COOTBETCTBYIOIIY IO IPOBOJIUMOMY KJIMHUYECKOMY HCCIIETOBAHHIO
JICKapCTBCHHOTO TIpermapaTa, cO CTaKeM paldOTHI MO MporpaMMaM KIWHUYECKHX HCCIICTOBAHHMA
JICKQpCTBEHHBIX TpEnapaToB HE MEHEEe YeM TPU Trojla M IO €ro MNPEIJIOKCHHI0O Ha3HAYaeT
COMCCJIEIOBATEIIEN U3 YUCIIA Bpadyel 3TOW MEIULIIMHCKON OPraHU3alnu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. HCCJ’ICZ{OB&TCHL OCYIICCTBIIACT BI)I60p MalMCHTOB, KOTOPBIC M0 MCAUIIMHCKUM ITOKa3aHUAM
MOTYT OBITh NPUBJICYCHBI K YYaCTHUIO B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTO IIpCIlapaTa
A MEAUIUHCKOTO IMIPUMCHCHMU.

3. HccnemoBaTenb M COHMCCIEAOBATENN JOJDKHBI OBbITh O3HAKOMIIEHBI C pe3yJibTaTaMH
JOKJIMHUYECKOTO HCCIIEAOBAaHMUS JIEKAPCTBEHHOIO CPEJCTBA, COJAEpKAIlUMUCS B Opouope
UCClIeIoBaTeNsl, MMPOEKTOM MPOTOKOJA KIMHUYECKOTO HMCCIEOBaHUs JEKapCTBEHHOIO Ipernapara
JUISL METULITHCKOTO MIPUMEHEHUS, pa3paboTaHHBIM pa3pabOTUYMKOM JIEKAPCTBEHHOTO Mpenapara uin
UHBIM IOpUAMYECKHM JIMIOM, IPHUBJIEKAEMBbIM K OpraHM3alMM MPOBEAEHUS KIMHUYECKOTO



HCCIIE0BaHUs JIEKAPCTBEHHOIO IIpernapara Uil MEIULHMHCKOTO IPUMEHEHHs, U JAPYIMMHU
MaTepuaaaMu TaKOIro UCCIIEIOBAHMS.

3.1. PyxoBoauTenb MEAMLIMHCKOW OpPraHM3allii B CPOK, HE MPEBBIMIAIOMINN Tpex pabouux
IHEW cO JHSA Hayajla MPOBEJCHMS KIMHUYECKOIO MCCIIEIOBAHUSA JIEKAPCTBEHHOIO MpenapaTa s
MEIULMHCKOTO NPUMEHEHHUs, CcOooOIIaeT 00 3TOM B YIOJHOMOYEHHBIH (enepanbHblii opran
UCTIOJIHUTEJIBHOW BJIACTH, BBIIABUIMM pa3pelleHue Ha IMPOBEJICHHE TAaKOro HCCIEI0BaHMs, IO
YCTaHOBIICHHOW UM (opMe.

(dactp 3.1 BBenena denepanbHbIM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranusanuu, OCyIECTBISAIONINE OPTaHNU3aLNI0 IPOBEACHNS KIMHUYECKOTO UCCIIEOBAHMS
JIEKapCTBEHHOI'O Tpenapara JJIsl MEIULUHCKOTO NMPUMEHEHHUS W YKa3aHHbIC B 4acTH 3 cTaThu 38
Hacrosero denepaabHOro 3aKOHa, B Clyyae HEOOXOIMMOCTH BHECEHHSI M3MEHEHHUI B MPOTOKOII
KIIMHUYECKOTO HCCJICNOBAaHUS JIEKapCTBEHHOTO IIpernapara il MEIMIHMHCKOIO IHPUMEHEHHS
coo0mIaT 00 ATOM B YIIOTHOMOUYEHHBIH (e/iepaibHblil OpraH UCIIOJHUTEIBHOM BIACTH, BBIIABIINN
paspelleHre Ha IPOBEAECHUE TaKOT0 UCCIIEJ0BAHUS, 110 YCTAHOBJIEHHON UM (hopMe.

(B pen. ®enepanbuoro 3akoHa ot 11.10.2010 N 271-D3)

4.1. ®opMa coOOIIECHUSI O BHECCHUH M3MEHEHUU B MPOTOKOJ KIMHHUYECKOTO HCCIICTOBAHUS
HeKapCTBeHHOFO npenapaTa IJIA MEOUIIUHCKOT'O HpI/IMCHeHI/ISI JOJI’KHA co;[epxcaTL cne;[yfoume
CBEJICHUS:

1) HauMmeHOBaHMe, WACHTU(GUKAIMOHHBIA HOMEpP U Jara MPOTOKOJNA KIWHUYECKOTO
UCCIEN0BaHUS;

2) n1aTa BHECEHUsI U'3MEHEHUN B MPOTOKOJI KIIMHUYECKOTO UCCIIEIOBAHUS;
3) HaMMEHOBAaHKE U MECTO HAXOXKJCHUS 3asIBUTEIIS;

4) HaMEHOBaHME OPTraHU3AIMH, PUBJICUYCHHON pa3pabOTYMKOM JIEKAPCTBEHHOTO Ipernapara
K OpraHu3aluy NpoBeACHUS KIMHUYECKOT0 UCCie10oBaHus (MPU HATUYHH);

5) HAaMMCHOBAHUA U MCCTAa HAXOXACHUA MCOUITUMHCKUX OpFElHPB&I.IHﬁ, B KOTOPBIX NPOBOAUTCA
KIMHHUYECKOEC NCCIICIOBAaHUC,

6) mara BeIJAYM Pa3pelieHUs] Ha MPOBEICHUE KIMHUYECKOTO HCCIICTOBAHUS U HOMEp 3TOTO
pa3penIeHus;

7) ©3MECHEHUS, BHOCHMBIC B TPOTOKOJI KIIMHMYECKOT'O UCCIICTOBAHHSI.
(dactp 4.1 BBenena ®enepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

5. B cpok, He NpeBbILIAIOIMNUNA TPUALATH pabouMuX IHEH cO JHS MOITy4YeHUs YKa3aHHOTO B
94acTu 4 HACTOSIIECH CTaThH COOOLICHHMS, YIOJTHOMOYCHHBIN (heepabHbIi OpraH UCTIONHUTEIILHON
BJIACTU pPacCMaTpUBAET 3TO COOOIICHHE B YCTAHOBJIEHHOM UM IOPSIKE U NPUHUMAET pelIeHHE O
BHECCHUM HM3MEHEHUN B MPOTOKOJ KIMHUYECKOTO HMCCIENOBAHUS JICKAPCTBEHHOIO Ipernapara Juist
MEIULMHCKOTO MPUMEHEHHsI WM 00 OTKa3e BO BHECEHUM TakMX u3MeHeHMH. IIpu paccMmorpenun
co0O0IIeHUsI 0 HEOOXOJUMOCTH BHECEHMS] U3MEHEHUH B MPOTOKOJ] KIMHHUYECKOIO HCCIEI0BaHUS
JIEKapCTBEHHOT'O MpenapaTta s MEeIUIMHCKOIO NPUMEHEHHs B LEISIX OLIEHKH OOOCHOBAaHHOCTH
IIPEAJIaraéMbIX W3MEHEHUN M OIPEACIICHHs] CTENEHM pPHUCKAa Uil IAalMEeHTOB, IPUHUMAOIINAX
yyacTMe€ B  KJIMHUYECKHUX  HUCCIIEOBAHUAX, YIOJIHOMOYEHHbIM  (heAepalibHbIM  OpPraHoM
VICIIOJTHUTEJIBHON BJIACTU MOTYT IIPUBJIEKATHCS dKCIEPTHI COBETA 10 ITHKE.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)



6. Knnanueckoe uccieoBaHue JIEKapCTBEHHOTO Npenapara Juisi MEAULMHCKOTO IPUMEHEHUs
MOKET OBbITh IMPUOCTAHOBJIEHO WJIM MPEKPAIleHO, €ClIi B MPOLECCe ero MpoBeAeHUs OOHapyKeHa
OIACHOCTb JUIsl JKU3HM, 3[I0pPOBBSl NAIIMEHTOB. B cilydae BO3HHMKHOBEHHS OMACHOCTH JUISl JKU3HH,
310pOBbSl MALIMEHTA, YYACTBYIOLIETO B KIMHUYECKOM HCCIEJOBAaHUM JIEKAPCTBEHHOIO Iperapara
V1T MEIUIMHCKOTO TPUMEHEHHUs, MCCIIeNoBaTeNd o00sf3aHbl MPOMH(POPMUPOBATH 00 3STOM
PYKOBOAMTENS MEIMIMHCKOM OpraHu3alliM M OpPraHU3alHio, MOJYYMBIIYIO pa3pelieHue
YIOJIHOMOYEHHOTO (peiepaibHOr0 OpraHa MCHOJHUTEIBHOM BIACTH HA OPTaHU3AIMIO MPOBEICHHS
KJIIMHAYECKOTO HCCIEOBaHUsl JIEKapCTBEHHOTO Mpernapara. PemieHne o0 NOpHOCTaHOBICHUU
KJIIMHUYECKOTO HCCJIEN0BAaHUS JIEKapCTBEHHOIO IIpernapara Uil MEAMLIHMHCKOIO IPUMEHEHUS
MPUHUMAIOT PYKOBOIMUTENb MEAMIMHCKONW OpraHuM3alMd W (WJId) OpraHu3alus, MOTy4YHUBIIAs
paspelieHre YIoJIHOMOUEHHOTO (eiepaJbHOro OpraHa MCIOJHUTEIBHON BIACTH HA OpPraHU3aIMIo
MIPOBEACHUS KIMHUYECKOTO MCCIIEIOBAHUs JIEKAapCTBEHHOIO Ipernapara Juisi MEIULHUHCKOrO
IIPUMEHEHHUS, PELIEHUE O NPEKpALlCHUH TaKOro MCCIEAOBAHUS NPUHMMAET YIOJIHOMOYEHHBIN
dbenepanbHBI OpraH UCHOIHUTEIBLHOM BIACTH HAa OCHOBAaHUM COOOIICHHSI B MUCHBMEHHOW (opme
PYKOBOJOUTENS MEIUIMHCKOM OpraHu3allud WIM OpraHu3alus, IOJy4YuBIIAs pa3pelieHHe
YIOJHOMOYEHHOTO (heJiepaabHOr0 OpraHa UCHOJHUTEIFHOM BJIACTH HA OPTaHU3ALMIO MPOBEACHUS
KIIMHUYECKOI0 UCCIIEI0BaHM JIEKAPCTBEHHOTO IIpenapaTa sl MEAULUHCKOIO IPUMEHEHUS.

7. B cpok, HE MPEeBBIMAIOMNNA TATH pabOoYnX JTHEW CO JTHS 3aBEpIICHUS, TMPUOCTAHOBICHUS
WIN TIPEKpaLIeHUs] KIMHUYECKOTO UCCIEI0BaHM JIEKAPCTBEHHOTO Ipernapara Jjsi MeAUIIUHCKOTO
MIPUMEHEHHsI, COOOIIeHNnEe 00 ATOM HAlpaBJISETCS OpraHU3alUsIMHU, YKa3aHHBIMU B YacTH 3 CTaThbU
38 nacrosiero deepanbHOro 3aKOHA, B YIIOJHOMOUEHHBIN (eiepalbHbIN OpraH UCTIOJIHUTETbHON
BJIACTH MO YCTaHOBJICHHOW MM (hopMe.

8. @opma cooOIIeHUsT 0 3aBEPLICHUH, MPHUOCTAHOBICHUH WIN MPEKPAIICHUH KIMHUYECKOTO
HCCIeA0BaHus JIEKAPCTBEHHOTO IIpenapara Iyl MEAUIUHCKOrO IIPUMEHEHHs TOJKHA COAEPIKATh:

1) wuHpOpMAIIMIO O MEIUIMHCKON OpraHu3alid WM MEIUIIMHCKUX OpTraHH3aIHsiX,
MPOBOJUBIINX JAHHOE HCCJIEI0OBAHNUE;

2) OIMHUCaHUC JaHHOI'O UCCIICJOBAHUA,

3) nmanmHble wuccnenoBarens (pamuivs, WMs, OTYECTBO, MECTO padOThI, 3aHWMaeMas
JOJDKHOCTB, CHEIHMAIbHOCTh, CTaX pabOThl TO TPOTrpaMMaM KIMHHYECKUX HCCICIOBAHUN
JICKaPCTBCHHBIX MPEMapaToB, NMEPeUeHb KIIMHUYECKUX UCCIICIOBAHUN JIEKAPCTBECHHBIX MPEIApaToOB,
B KOTOPbIX OH WpUHUMAN yd4acTue (NEPUONbl ydYacTHsi) B KA4eCTBE HCCIICIOBATENS WIH
COUCCIIEI0BATENS);

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

4) pe3ynbpTaT JAHHOTO HCCIIENOBaHUs (3aBEpILICHHUE, MPUOCTAHOBICHUE WJIM MPEKpAIlCHHUE
JAHHOTO MCCJICJIOBAHUS C yKa3aHHEM WX MPUYUH U BIMSHUS HA OIICHKY €ro pe3yJbTaToB, OOIIYIO
OIICHKY PUCKa U 0KHJIAEMOMU TOJIB3bI OT MPUMEHEHHS HCCIIEAYEMOTO JICKApCTBEHHOTO TIperapara, a
TaKXKe MpeJnojaracMble TaabHEHIIINE TSHCTBUS).

8.1. Ilpu BbIsSIBICHUU (enepaTbHBIM OPraHOM HCIIOJHUTEIBHON BIIACTH, OCYIIECTBISIONIMM
(GYHKIMK 1O KOHTPOJIIO U HA/A30py B cdepe 3paBOOXpaHEHMs], HapyIIEHUI MpaBul HaaJexalien
KJIIMHAYECKOW TMPAaKTHMKKM IIPM TPOBEIECHUHM KIMHMYECKOTO MCCIEIOBAHUS JIEKAPCTBEHHOTO
npernapara, BIUSIOIINUX Ha HOJHOTY U (WJIM) JOCTOBEPHOCTh JAHHOTO KIIMHHUYECKOTO UCCIIE0BAHUS,
yKa3zaHHBIH (efepaNbHblii OpraH HMCIOJHUTENFHOW BIIACTH TPUOCTAHABIMBACT IPOBE/ICHHUE
JAHHOTO KIMHUYECKOTO HCCJIENOBAaHUS W BBIHOCUT MEIULMHCKOM OpraHu3aluy, B KOTOpPOU
MIPOBOAMTCS JaHHOE KIMHUYECKOE MCCIEeJOBaHUE, NMpeAnrcaHue o0 YCTpaHEHMU BbISBICHHBIX



HapywieHuid. IIpy HeycTpaHeHMM MEIMLIMHCKOW OpraHM3aleldl BBIABICHHBIX HApyIICHUW B
YCTAHOBJICHHBIM B TIPEANMHCAHUN CPOK YKa3aHHBIA (eepallbHbI OpraH HUCIIOJHUTEIHHOW BIACTH
IIPUHUMAET PEIICHHUE O MPEKPALICHUU IPOBEICHUs KIMHUYECKOTO UCCIIEN0BAHMS JIEKAPCTBEHHOIO
mpernapaTa ¥ HampaBisieT B (enepalibHbIil OpraH HCIOJHUTEIbHONW BIACTH, OCYIIECTBIISIONIMIA
GYHKIIMU TI0 BBIPAOOTKE M peaH3aliy TOCYJApPCTBEHHON TMOJUTHKHA W HOPMATHBHO-TIPABOBOMY
peryiupoBaHuio B cepe 3ApaBOOXpaHEHHUs, 3aKIIOYEHHE O BBISBICHUH MPH MIPOBEIECHUU TaHHOTO
KIIMHUYECKOTO HCCIIENOBAHUS HAPYLICHUM MpPaBUJ HAJIEKAIIECH KIWMHUYECKOW NPAKTUKU I
MPUHSTHS pelieHus] 00 OTMEHE pa3pelieHus] Ha OpraHU3aluIo MPOBEACHUS JaHHOTO KIIMHUYECKOTO
UCCIIEIOBAaHUS C JaThl NPHUHATHUS PELIEHUS O IMPUOCTAHOBJIEHUM IPOBEICHUS KIMHUYECKOTO
HCCIEeA0BaHUs JIEKaPCTBEHHOTO IIpenapara.

(uactsp 8.1 B pen. @enepanbHoro 3akoHa ot 13.07.2015 N 241-03)

9. YnomHOMOYeHHBIH (enepanbHbIi OpraH HMCHOJHUTEIHLHON BJIACTH OMYyOJWKOBBIBAECT W
pa3MmeIaeT Ha CBOeM oOQHUIMaIbHOM caiTte B cetu "MHTepHeT" cooOlieHne o 3aBeplIeHUH,
MIPUOCTAHOBJICHUU WJIM MPEKPAIleHUH KIMHUYECKOTO HCCIIEOBAHMS JIEKAPCTBEHHOrO IMpernapara
IUIE MEIUIIMHCKOTO TMPHMEHEHHUs B CPOK, HE TNPEBBIMIAIOMUN MATH pabouumx AHEH cOo ITHS €ro
MOJTy4€HHs], B YCTAHOBJIIEHHOM UM TMOPSJIKE.

10. YromHOMOUYEHHBIH (eiepaabHbIil OpraH UCIIOJHUTEIFHON BIACTH OCYILECTBIISICT BeICHUE
peecTtpa HccaeoBaTENe, NPOBOAAIIMX WM MPOBOAUBUIMX KIMHHYECKHE HCCIEIOBaHUS
JIEKapCTBEHHBIX IIPENapaToB AJII MEAULMHCKOIO IIPUMEHEHUS], B COOTBETCTBUU C YTBEP KIECHHBIMU
MM TIpaBWJIaMH W pa3MellaeT ero Ha cBoeM oduiuaibHOM caite B cetu "HuTepHer" B
YCTaHOBIICHHOM MM TMOpsAKe. YKa3aHHBI peecTp COIEPKUT MHGPOPMALHUIO, MPEAyCMOTPEHHYIO
MMYHKTOM 3 4acTH 8 HACTOSIIIEN CTaThH.

11. Otuer o pe3yinpraTax KIMHMYECKOIO HCCIIEIOBaHUS JIEKAPCTBEHHOIO IIpernapara A
MEIMIIMHCKOTO TPUMEHEHHUSI COCTAaBJIAETCS OpraHu3alMeil, yKa3aHHOM B 4acTh 3 cTaTbu 38
Hacrosmero denepanbHOr0 3aKOHA, HA OCHOBAHUM 3aKJIIOYEHUN MEIUUMHCKUX OpraHu3aluil,
MIPOBOJIUBIIIMX 3TO KCCIICIOBAHUE, W TPEACTABISACTCS B YIOJHOMOYCHHBIM (enepasbHbId OpraH
WCIIOJIHUTENIBHOW BIIACTH, BBIJIABIINUN pa3pellieHrne Ha POBEICHUE 3TOr0 HCCIIEIOBAHNUsA, B CPOK, HE
MIPEBBIIAIONINN TPEX MECSIEB CO JHS €r0 3aBEpIICHUs, MPUOCTAHOBICHUS WIM TPEKpaIIeHUs, B
MOPSAIKE, YCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (hefiepaibHbIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

12. Hapymenne mpaBuil HaJUIeKaleld KIMHIIECKON MPaKTUKH, (hanbcuduKanus pe3yIbTaToB
KIIMHUYECKOTr0 MCCIIEN0BaHNUs JIEKAPCTBEHHOIO NIpenapara JUisi MEAULUHCKOTO IPUMEHEHHUS BIEKYT
3a c000M OTBETCTBEHHOCTh B COOTBETCTBUU C 3aKOHOAAaTeNbCTBOM Poccuiickoit denepanuu.

(B pen. ®enepanbHOro 3akoHa ot 22.12.2014 N 429-03)

13. Ilpu mnpoBeAeHMM KIMHUYECKOTO HCCIEIOBaHMUsS JIEKapCTBEHHOTO IIpernapaTta s
MEIULMHCKOTO MPUMEHEHHs JIoMycKaeTcs 3a00p y MalUeHTOB OMOJIOTMYECKUX MaTepHajoB
(0Opa3npl OMONOrMYECKHX >KMIKOCTEH, TKaHEW, CEKpPETOB U MPOAYKTOB >KM3HEAEATEIbHOCTU
4eJoBeKa, (PU3MOJIOTUYECKUX M MATOJOTMYECKHX BBIIENEHUH, Ma3KoB, COCKOOOB, CMBIBOB,
MUKpPOOPTraHW3MOB, OMONICUITHBIN MaTepuan) g ux usydeHus B Poccuiickoit denepaunu u (Uiam)
3a npeaenamu Poccuiickon denepaumu.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

14. Tlopsgok BBO3a B Poccuiickyto ®enepanuio W BbIBO3a 3a mpeaenbl Poccuiickoi
Oenepani  OMOJIOTHYECKUX  MATEpUATIOB, TMOJIYYEHHBIX TMIPU TMPOBEICHUU KIMHUYECKOTO
HCCIe0BaHUs JIEKAPCTBEHHOrO IpernapaTta il MEAMIMHCKOTO NPUMEHEHUS, YCTaHaBIIMBAETCS
[TpaBuTenscTBOM Poccuiickon denepanun.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)



Cratbas 41. [JoroBop O npoBeAeHMM KIIMHMYECKOro uccnenoBaHuUA
NeKapCTBEHHOro npenapara ans MeauLUHCKOro NnpuMeHeHus

1. Knnunnueckoe ucciieIoBaHue JICKapCTBEHHOTO Mpernapara s MEAUIIMHCKOIO0 TPUMEHEHUS
MPOBOAMUTCS B COOTBETCTBUU C JOTOBOPOM O TMPOBEACHUU KIMHUYECKOTO MCCIIEIOBAHUS
JIEKApCTBEHHOTO0  Mpemapara s  MEIUIMHCKOr0 MPUMEHEHHUs, 3aKJII0YaeMbIM  MEXIy
OopraHmsanyeif, MOJy4YuBLIEH  pa3pelleHHe  YIMOJIHOMOYEHHOro  ¢efepalbHOr0  OpraHa
WCIIOJTHUTENIbHOW BJIACTH HA OPTaHM3allMI0 MPOBEJACHHUS TAKOTO HMCCJIECAOBAHUS, U MEAUIIMHCKON
OpraHmzalifei, OCyiecTBISIONIEH MPOBEACHHE TAKOTO UCCIIEJOBAHMS.

2. JloroBop O MPOBEIEHUU KIMHUYECKOIO HCCIEAOBAHMS JIEKAPCTBEHHOTO Ipernapara ajis
MEJIMIIMHCKOTO TPUMEHEHUS JOHKEH COJIEP)KATh:

1) ycinoBus 1 CpOKU MPOBEACHUS JAHHOTO MCCIIEIOBAHNUS;

2) onpenenenue oOIIell CTOMMOCTH MPOTrPAMMBbI JAHHOTO UCCIIEIOBAHUS C YKa3aHUEM CYMMBI,
MpeAHa3Havaroencs IS BBIIUIAT UCCIEA0BATENSIM, COUCCIEA0BATEIISAM;

3) ompenesneHue (GOpMBI MPEACTABICHUS PE3yIbTaTOB JAaHHOTO MCCIEIOBaHHUSA B
YIIOJIHOMOYEHHBIN (heiepalbHbIi OpraH UCIIOJHUTEIBHOM BIACTH.

Ctatba 42. ®duHaHcoBoe obecneyeHMe KIUHUYECKOro wuccrnegoBaHUsA
NIeKapCTBEHHOro npenapara ans MeguUuHCKOro NpuMeHeHus

dunaHcoBoe olecIieueHrue KIMHUYECKOTO HUCCIICA0OBaHUA JICKAPCTBCHHOI'O IIpfriapara OJid
MCOUITMHCKOI'O IPUMCHCHUS OCYHICCTBIISICTCS 3a CUCT:

1) cpeacTs denepaibHOTO OIOKETA;

2) cpeAcTB OpraHu3alyii, NOJYYMBIIUX pa3pelIeHUe HAa OpraHU3alUI0 MIPOBEJIEHUS JAaHHOIO
HCCIEA0BaHus, B COOTBETCTBUH C YCIOBUSAMHU JOTOBOPA O €r0 IIPOBEACHNH;

3) UHBIX HE 3aMpelIeHHbIX 3aKOHOAaTeIhCTBOM Poccuiickoit denepaiiuu HCTOYHUKOB.

Cratba 43. I'IpaBa nauneHToOB, y4vYacTtBywowunx B KIIMHUW4Y€CKOM uccrneaoBaHuun
JNNIeKapCTBeHHOro npenaparta agnd MmeauumHCKOro npuMmeHeHuns

1. YyacTue manmuMeHTOB B KIMHMYECKOM HCCIICJOBAHUM JICKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO MPUMEHEHHUS SBIISETCS JOOPOBOIBHBIM.

2. [TanmeHT WM €r0 3aKOHHBIN MPEICTAaBUTENb JODKEH OBITh HHPOPMHUPOBAH B MMMCHMEHHOM
dopme:

1) 0 JICKApCTBCHHOM IIp€rapare Al MCAUITHMHCKOI'0 MPUMCHCHUA U CYITHOCTU KIMHUYECKOTI'O
HCCIICAOBAaHUA 3TOTO JICKAPCTBCHHOI'O IIpCIIapara,

2) o 0e30macHOCTH JICKAPCTBEHHOTO Tpemnapara [Jjisi MEIUIIMHCKOTO MPUMEHEHHS, €ro
oXxuiaeMoi 3PPEKTUBHOCTH U CTETICHH PHCKA IS TAIIMCHTA,

3) 00 YCIOBUAX YYaCTUs TIMAalMCHTA B KIMHUYCCKOM HMCCIICAOBAHUN JICKAPCTBCHHOI'O
npenapara it MEAUIUHCKOTO IIPUMCHCHU



4) 0 [CJIM WK [eIAX U NPOAOJKUTCIBHOCTH KIIMHUYCCKOI0 UCCICAOBAHUS JICKAPCTBCHHOT'O
npemnapara 1yl MEAUIUHCKOI'O IIPUMCHCHMUS

5) o neicTBUAX MalMEHTa B ciy4yae HeNnpeaBUICHHBIX 3()(EKTOB BIUSHHS JIEKAPCTBEHHOTO
rpenapara Iy MEJUIUHCKOr0 IPUMEHEHKS Ha COCTOSIHUE €ro0 310POBb;

6) 00 yCIIOBHSX 00513aTEIFHOIO CTPaXOBaHUS KHU3HH, 3/J0POBbS NAIIUEHTA,

7) o rapaHTHsIX KOH(PUACHIMAIBHOCTH yYacTHs TMAIMEHTa B KIMHHUYECKOM HCCICIOBAHUU
JIEKApCTBEHHOTO MpernapaTa AJisi MEIUIIMHCKOTO TPUMEHEHUSI.

3. HO6pOBOJ'II)HOC coriacue IMmanueHTa Ha Y4YacTHC B KIMHHUYCCKOM HCCICOOBAaHUU
JICKApCTBCHHOT'O IIpCriapaTa i1 MCAUIIUHCKOI0 IPUMCHCHUS NOATBCPIKAACTCA €ro NOANNCHIO UJIU
IMOAIMHUCBIO €0 3aKOHHOI'O IPEACTaBUTCIIA HA I/IH("bOpMaHI/IOHHOM JIMCTKE IMTalKCHTA.

4. IlanyeHT WaM €ro 3aKOHHBIM IPENCTAaBUTENb MMEET NPAaBO OTKA3aTbCA OT Y4YacTHs B
KIIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOI'O IIpenaparta s MEAUIMHCKOrO IPUMEHEHUs Ha
0001 cTaany MPOBEIEHUS TAKOTO HCCIIEIOBAHUSI.

5. [IpoBenenue KIMHUYECKOTO UCCIIEeI0OBAaHUS JIEKApCTBEHHOTO Mpernapara Jijisi MeAULUHCKOTO
IIPUMEHEHUS C y4acTHEM B KaueCTBE MALMEHTOB JETel JOIyCKAeTCsl TOJbKO C COIVIacus B
MMMCbMEHHOU (hopMe MX poauTeseH, yChIHOBUTENEH. JIeTH MOTyT paccMaTpuBaThbCs B KadyeCcTBE
MOTEHIMAJIBHBIX MMAIUEHTOB TAKOT'O UCCIIEIOBAHUS, TOJIBKO €CJIM €ro MPOBEeICHUE HEOOXOIUMO ISt
YKPEIUIEHUS 3JI0pOBbs JE€TeM WM NPOPMIAKTUKN HHPEKIUOHHBIX 3a00JIeBaHUN B JETCKOM
BO3pacTe JIMOO €CNM LENbI0 TAaKOTO HCCIEIOBaHMS SBISCTCS IOJyYEHHE JAaHHBIX O HAMITydIIen
JO3UPOBKE JIEKAPCTBEHHOTO IIpermapaTa Juis JiedeHus Jereil. B atux cioywasx Takomy
HCCIIEIOBAaHUIO JOJDKHO MPEAIIECTBOBATh KIMHUYECKOE MCCIEA0BAaHNE JIEKAPCTBEHHOIO Mpernapara
JUIE METUIIMHCKOTO TMPUMEHEHHUS] Ha COBEPIIEHHOJETHUX Tpa)<AaHax, 3a HCKIIOUYEHHUEM CIIy4aesB,
€CJIM UCCJIelyeMbIil JIEKapCTBEHHBIN Mpenapar Ajs MEIUIMHCKOTO MPUMEHEHHUs MpeaHa3HauYeH
UCKITIOYUTENIBHO ISl KCTIONb30BaHMSI HECOBEPILIECHHOJIETHUMHU IpaskKIaHaMH.

(B pen. @enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

6. 3anpemaeTcsl MpoBeaeHNE KIMHUYECKOTO HCCIEA0BaHUS JIEKAPCTBEHHOTO Mperapara ajs
MEIUIIMHCKOTO MPUMEHEHHS C yYaCTHEM B KaUeCTBE MAI[UCHTOB:

1) nereii-cupoT u aeTeil, ocTaBIIUXCs 0€3 MONeUYeHUs POIUTENEH;

2) KEHIIMH B TNEpHOA OCpEeMEHHOCTH, JKEHIIMH B MEPHOA TIPYIHOrO BCKAPMIIMBAHUS, 3a
UCKJIIOYEHHEM CIIy4aeB, €CJIM TIPOBOAUTCA KIMHUYECKOE HCCIECJOBAaHHE JIEKAPCTBEHHOTO
npenapara, MpEeIHa3HAYeHHOTO /ISl YKa3aHHBIX JKEHIIWH, NPU YCJIOBHH HEOOXOIMMOCTH
nojlydyeHuss WHQGOpPMAIMA TOJIBKO BO BpEMsS TPOBENEHHUS COOTBETCTBYIOIIMX KIMHHYECKUX
UCCIICIOBAaHUH W TIPUHATHS BCEX HEOOXOJMMBIX MEp IO HCKIIOYCHUIO PUCKAa HAHECCHHUsS Bpeda
KCHIIMHE B TIepuo]; OEpeMEHHOCTH, KCHIIMHE B MEPUOJ TPYIHOrO BCKApPMIIMBAHUS, IUIONY WIIH
pebeHKy;

3) BOEHHOCIy’>KalllUX, 32 MCKIIOYEHUEM CIy4aeB NPOBEACHUS KIMHUYECKOIO HCCIIEI0BaHMS
JIEKapCTBEHHOT'O Mpenapara, ClelUualbHO pa3padOTaHHOTO JUIsl IPUMEHEHHsI B YCIOBUAX BOEHHBIX
NEeNCTBUM, 4Ype3BbIYAMHBIX CUTyalud, NMPOPUIAKTUKU U JIedeHHs] 3a00JIEBaHUNA M IMOpPaXECHH,
MOJYYEHHbIX B pe3yjibTaTe BO3IACUCTBUS HEOJAronpUsATHBIX XUMHUUYECKUX, OHOJOTHYECKHUX,
panuanroHHbIX (pakTopoB. KilmHndeckoe uccneqoBaHue TaKoro JIEKApCTBEHHOTO MpenapaTra MOKeT
IIPOBOAMTHCS € Y4YaCTHEM B KadyeCTBE IALMEHTOB BOCHHOCIYXAIUX, 3a HCKIOYCHUEM



BOCHHOCITY>KAaIllUX, MPOXOJAIINX BOCHHYIO CIYXOy IO MpU3BIBY, C COOJIOfEHUEM TpeOOBaHUiA,
YCTaHOBJICHHBIX HACTOSIIUM DenepanbHbIM 3aKOHOM B OTHOLICHUH IPAKIAHCKUX JIMLI;

4) cOTpyAHUKOB ITPaBOOXPAHUTEIILHBIX OPraHoOB;

5) nui, OoTOBIBAIOIIMX HAKa3aHHE B MECTAX JIUIICHHUS CBOOOJBI, a TAKXKE JIMII, HaXOSIIUXCS
MO/ CTpa)ke B CJIEJACTBEHHBIX U30JSATOPAX.

7. JlomyckaeTcsi mpoOBeACHUE KIMHUYECKOTO0 HUCCIIEIOBaHUA JIEKAPCTBEHHOIO Mpenapara Jjis
MEIUIIMHCKOTO TPUMEHEHUS, MPEeIHA3HAYEHHOTO sl JICYCHUS TICHXUYECKUX 3a00JeBaHUM, C
y4acTHEM B KaueCTBE MAIMEHTOB JIMI[ C TICUXHYECKUMH 3a00JE€BaHUSIMH, TPU3HAHHBIX
HEJCEeCIOCOOHBIMH B TOPSIKE, YCTAaHOBIEHHOM 3aKOHOJATEeNLCTBOM Poccuiickoit Deneparium.
Knununueckoe uccnenoBanme J€KapCTBEHHOTO IIpenapara B 3TOM ClIy4ae MPOBOJUTCS MPU HATUYUU
coryiacus B MMCbMEHHOM (popMe 3aKOHHBIX MPEICTABUTENCH YKa3aHHBIX JIHII.

Ctatba 44. OOs3aTenbHOe CTpaxoOBaHWEe XWU3HWU, 300POBbA MNaLMEHTa,
yyYyacTByHOLWEro B KIIMHUYECKOM UCCreAoBaHUM JNleKapCTBEHHOro npenaparta ans
MeAULMHCKOro NpMMeHeHus

(B pen. @enepanpHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHuzanus, MOJyYMBINAs pa3pellieHne Ha OpPraHM3alMI0 MPOBEACHHUS KIMHHUYECKOIO
WCCIIeIOBaHMS JICKApPCTBEHHOTO TperapaTa Al MEIUIIMHCKOTO MPUMEHEHHUs, 00s13aHa B Ka4eCTBE
CTpaxoBaTessl CTpaxoBaTh PUCK NPUYMHEHHS Bpela >KU3HHU, 370POBbIO IMAllMEHTa B PE3yJbTare
MPOBEACHUS KIMHUYECKOTO MCCIIEIOBAaHUS JIEKapCTBEHHOIO TMpernapara Juisi MEIULHUHCKOTO
MIPUMEHEHHUS 32 CBOM CUET IyTEM 3aKJIFOUEHUS JOrOBOpa 00s13aTEIbHOTO CTPAXOBaHUS.

2. OOBEKTOM 0053aTeIbHOTO CTPAaXOBaHMS SBJISIETCS HMMYIIECCTBEHHBIH HMHTEpEC MaIMeHTa,
CBA3AHHBII C NPUYMHEHHEM Bpela €ro MW3HM WIM 3JI0pPOBbI0 B pe3yJbTaTe€ NPOBEICHUS
KJIIMHUYECKOI0 UCCIIEI0BaHM JIEKAPCTBEHHOTO IIpenapaTa sl MEAULUHCKOIO IPUMEHEHUS.

3. CTpaxoBbIM ciyyaeM [0 JOTOBOPY O0053aTeIbHOIO CTPAaXOBaHUS SBISIETCS CMEpPTh
ManueHTa WM yXyALIEHHEe ero 370pOBbs, B TOM 4YHCIIEe BIEKyIlee 3a CO0OW yCTaHOBJICHHE
WHBAJIUIHOCTH, TPH HAJIUYUH TPUUYUHHO-CICACTBEHHOM CBSA3M MEXIY HACTYIUICHHEM JTOTO
COOBITHA Y YYaCTHEM MAallMeHTa B KIMHUYECKOM HCCIEIOBaHNH JIEKAPCTBEHHOTO Mpernapara.

4, Tp€6OBaHI/IH 0 BO3MCHICHHWHM BpEaa, NPUYUHCHHOTO XW3HW WM 3J0POBbHIO ITAIMCHTA,
NpEABABIAOTCA B TCUCHUC CPOKOB HCKOBOM AaBHOCTH, YCTAHOBJICHHBIX TI'PaXKAaHCKUM
3aKOHOJAaTCIIbCTBOM.

5. Pa3Mep CTanOBOﬁ BBITIIATHI 110 IOT'OBOPY 00513aTEILHOTO CTpaxOBaHHA COCTABJIACT:

1) B ciiyyae cMepTH MalMeHTa J1Ba MUJUIMOHA pyOseil Ha Ka)KJoro MalyueHTa, y4acTBOBaBILIEr0
B KJIMHUYECKOM MCCIIEIOBAHUHU JICKAPCTBEHHOIO IIpernapara;

2) npu yXyALLEHUH 30POBbs MALIUEHTA!

a) MOBJIEKIIIEM 3a COOOM YCTaHOBJICHUC HWHBAJIMIHOCTH I rpynnibl, OOIUH MHJUIMOH IIATBCOT
TBICAY py6_]’[€ﬁ Ha KaXaoro mnanueHTa, Y4YaCTBOBABHICTO B KIMHHUYCCKOM HCCICAOBAHUU
JICKApCTBCHHOT'O IIpCIiapara;

0) moBJeKIIeM 3a co00i ycTaHOBJICHHE WHBAUAHOCTH Il rpymimbl, oguH MUIUTHOH pyOsieit Ha
KaXXJIOTO MAaIlMeHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO MPEIapara;



B) TIOBJIEKIIIEM 3a c000if ycTaHoBieHue nHBaauaHoCTH 111 rpymniiel, mATHCOT THICSAY pyOuieit Ha
Ka)KJOT0 MAalMEHTa, y9aCTBOBABIIETO B KIIMHUYECKOM MCCIIEA0BAHNN JIEKAPCTBEHHOTO Npenapara;

I') HE TIOBJICKIIEM 3a COOON YCTAaHOBIICHWS WHBAIHIHOCTH, HE OOJiee 4eM TpPUCTA THICSY
pyOuieii Ha Ka)XIOTo TMalMeHTa, Y9aCTBOBABIIETO B KIMHHYECKOM HCCIICIOBAHUH JICKAPCTBEHHOTO
mpermapara, UCXOs U3 HOPMAaTHUBOB, OTPAXKAIOIIUX XapaKTep U CTEICHb MOBPEKIACHUS 3J0OPOBBS, a
TakKe (aKTHYECKH MMOHECEHHBIX MAIMEHTOM PacXO/0B, BBI3BAHHBIX TOBPEKICHUEM 37I0POBbs, Ha
MEIULUHCKYIO TOMOIIIb, TPHOOPETEHHE JIEKAPCTBEHHBIX MPETapaToB.

(mm. "r" B pen. denepanpHOro 3akona ot 22.12.2014 N 429-D3)

6. Yrpatun cuny ¢ 1 utons 2015 rona. - @eaepanbublil 3akoH oT 22.12.2014 N 429-03.

7. Cpok 10roBopa 00s13aTEIBHOTIO CTPAXOBAHUSI HE MOXKET OBITh MEHEE, UeM CPOK MPOBEICHUS
KJIIMHUYECKOTO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Mpemnapara.

8. YcioBusi moroBopa 00s3aTENBHOTO CTPAaXOBaHMs, B TOM YHCIIE CTPaxoBble Tapudbl 1O
O6H3aTeHLHOMy CTPaxOBaHHIO, TMICPCUCHDb H€06XOI[I/IMI:IX AOKYMCHTOB [JI1 OCYLICCTBJICHHUA
CTpaXxOBOW  BBIIUIATHI,  MOPSAJOK  YCTAaHOBJCHHS  CTpPAaxoBaTeleM  HHIUBHIYaJTbHOTO
UACHTU(PUKAIIMOHHOTO KO/Ia MAllMeHTa, MOPAA0K HHPOPMHUPOBAHHUS CTPAXOBATENIEM CTPAXOBIIUKA O
MIPUBJICUYCHHBIX K KIMHUYECKOMY HCCIICIOBAHUIO JIEKAPCTBEHHOIO Iperapara Jjisi MEAUIUHCKOTO
IIPUMEHEHUsl TAlUEHTax, MOPANOK YIUIATBl CTPaXOBOM IMPEMHM, IOPAJOK pealu3aluu
oTpeNieNIeHHBIX HacTos MM DeepanbHbIM 3aKOHOM M APYTUMHE (efepaIbHBIMU 3aKOHAMU TIPaB U
00sI3aHHOCTEH CTOPOH TO JOrOBOPY OO0S3aTENBHOTO CTPaxOBaHUS, a TakKe HOPMATHUBBI,
OTpaKAIOIIME XapakTep U CTENEHb TOBPSKACHUS 30POBbS, YCTAHABJIMUBAIOTCS THIIOBBIMU
npaBujiIaMn OG?IS&TGJIBHOFO CTpaxoBaHMUH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. B cnydae mnpuyuMHEHHUs Bpela >KU3HU TNAlMEHTa, yYacTBOBABLIETO B KIMHUYECKOM
HCCIIeIOBaHUH JIEKAPCTBEHHOTO Mpenapara, BHIroI0IprodpeTaTesisiMU Mo 1I0TOBOPY 0053aTeIbHOTO
CTpPaxOBaHUs SIBJISIOTCS TpaXkJaHe, MMEIOUIME MpaBO Ha BO3MEILIEHHE Bpela B Cllydae CMEPTH
KOPMIJIbLIA B COOTBETCTBUU C TPaXkJaHCKUM 3aKOHOJIATEIbCTBOM, IPH OTCYTCTBUM TaKUX IpaKIaH
- POAMTENH, CYNPYT, ACTU YMEPILIEro MalyueHTa, YYaCTBOBABIIETO B KIMHUYECKOM HCCIEIOBAHUU
JIEKApCTBEHHOT'O Tperapara, B CIydyae CMEpPTH IMalMeHTa, YYacTBOBABIIETO B KIWHUYECKOM
UCCIIEIOBAaHUH JIEKAPCTBEHHOTO TMpemapaTta M HE MMEBIIEr0 CaMOCTOSTENBHOTO J0X01a, -
rpaxkJaHe, Ha WKIUBEHUU KOTOPHIX OH HAXOJWICA, B OTHOIICHWM BO3MEIIEHHUS PACXOJO0B Ha
norpeObeHrE TAlMEHTa, YYacTBOBABIIETO B KIMHUYECKOM HCCIEAOBAHUU JIEKAPCTBEHHOTO
npernapara, - JINLO, IOHECILIEE TAKUE PACXO/IbI.

10. CTanOBaH BbIINIaTa B CUCT BO3MCIICHHA BpCAa, IMPUUYUMHCHHOI'O JKU3HU IIAIMCHTA,
Y4aCTBOBABUICTO B KIIMHUYCCKOM HCCIICAOBAHWHN JICKAPCTBCHHOT'O IIpCriapaTta, pacHpeacIsaACTCA
MCKAY BLIFO,Z[OHpI/IO6peTaTCJ'I${MI/I MPOMOPLHUOHAIBHO UX KOJIMUCCTBY B PABHBIX JOJIAX.

11. Ilpm HacTymsieHMM CTPaxoBOrO Ciy4ass MAalMEHT, Y4YacTBOBABIIWNW B KIMHUYECKOM
WCCIIEIOBAaHUHM  JICKApCTBEHHOTO TMpemapara, BbITOJONPHOOpeTaTedb BIpaBe MPEAbIBHUTH
HENOCPEACTBEHHO CTPAXOBILIMKY TpeOOBaHHWE O BO3MELIEHUM MPUYMHEHHOro Bpena. CTpaxoBas
BBIIUIATa OCYLIECTBIIETCA CTPAXOBIIMKOM B TEUCHHE TPUALATH JHEH CO [HSA IPEICTABICHUS
HEOOXOIUMBIX JOKyMEHTOB. [laluMeHT, ydYacTBOBaBIIMI B KJIMHUYECKOM HCCIIEIOBAaHHUU
JIEKapCTBEHHOTO Tpernapara, WU BBITOJONPHOOpeTaTenah 00s3aH COOOIIUTH CTPAXOBIIUKY IS
OCYIIECTBJICHUS! CTPAaxOBOM BBIIIAThl WHIAMBUAYAIbHBIA WACHTU(DPUKAIIMOHHBIM KOJ NalUeHTa,
YCTAaHOBJICHHBI CTpaxoBaTelieM B COOTBETCTBHM C THUIOBBIMU TMpaBUJIAMH 005S3aTE€IHLHOTO
CTPaXOBaHHI.



12. Jlo monHOro ompenenaceHus pasMepa MOoUIekKaIIEero BO3MEUIEHUIO BpeAa CTPAaXOBIIUK 10
3asBJICHUI0 TAIMEHTa, YYacCTBOBABIIEIO B KIMHUYECKOM HCCIEJOBAaHUM JIEKAPCTBEHHOTO
npernapara, WIM 3asBICHHIO BBITOJONPHOOpETATENs BIpPABE OCYIIECTBUTH YacTh CTPaXOBOU
BBIIUIAThI, COOTBETCTBYIOIIYIO (DaKTHUECKU OMPEeNIEHHON YaCcTH MPUYUHEHHOTO Bpe/a.

13. CrpaxoBas BbIIZIaTa B COOTBETCTBUU C JOTOBOPOM OO0S3aTEIBHOTO CTPAaXOBAHHS
OCYILECTBJIICTCS] HE3aBUCUMO OT BBIILIAT, IPUUUTAIOIIUXCS [0 JPYTUM BHJIaM CTPAXOBAHUS.

14. He pomyckaercss ydacTHe NalMEHTa B MPOBEACHUU KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOT'O MperapaTa Mpu OTCYTCTBUU JOTOBOPa 0053aTEIbHOIO CTPaXOBaHHUS.

15. KoHTposib 32 UCHOIHEHMEM OpraHM3alMel, MOIyUYUBIIEH pa3pelIeHHe Ha OpraHU3alUIo
IIPOBEJICHUST KJIIMHUYECKOTO HCCIENOBaHMs JICKapCTBEHHOIO IIpenapara Uil MEIUIMHCKOTO
NPUMEHEHHUS, YCTAaHOBJICHHOM HACTOSIIEH CTaTheil 00SA3aHHOCTH MO 0053aTEILHOMY CTPaXOBAHUIO
KHM3HM, 37I0POBbs MAllMEHTA, y4acTBYIOUIEro (Y4acTBOBABILEr0) B KIMHMYECKOM HCCIIEI0BaHUU
JICKapCTBEHHOTO  TperapaTa, OCYIIECTBISETCS YHOJIHOMOYEHHBIM (hefiepaibHbIM  OpPraHOM
WCIIOJIHUTEIIBHOM BJIACTH, BBIAABIIMM pPa3peUICHHE HA NPOBEICHHE KIMHWUYECKHX HCCIIECIOBaHHUU
JIEKAPCTBEHHBIX IPENAPATOB ISl MEAULIMHCKOTO IPUMEHEHUS.

Mnaea 8. MPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbIX CPEACTB
Cratbs 45. [lpon3BoACTBO NEKapCTBEHHbIX CpeacTB

1. IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB JOJKHO COOTBETCTBOBATH TPEOOBAHMSM MpPaBUII
Ha/JIeKalleld MpOU3BOJACTBEHHOM IPAKTUKH, YTBEP)KICHHBIM YIOJIHOMOYEHHBIM (heaepabHbIM
OpPraHoOM HCIIONHUTENbHOM BiacTh. (OCOOEHHOCTH Tepexoja IPOU3BOJACTBA  OTHEIBHBIX
JIEKapCTBEHHBIX CPEICTB K MX IPOU3BOJACTBY B COOTBETCTBUU C TpPEeOOBAaHUSAMH IPaBUII
HaJUIe)Kallled IPOU3BOACTBEHHOM IIPAaKTUKU YycraHaBiuBaroTcs IIpaBurensctBom Poccuiickoit
@Oenepanyy. Bpinaya 3aKkiIO4eHHN O COOTBETCTBHM IIPOM3BOAMTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBAaHUAM TpaBWJ HAAJEXKalled NPOU3BOJACTBEHHOW MPAKTHUKU  OCYIIECTBISAETCS IO
pe3yapTaTaM  HHCIIEKTUPOBAHMS  IIPOM3BOAMTENICH JIEKAPCTBEHHBIX CPEACTB B IOPSIKE,
ycranoBiieHHOM [IpaButensctBoMm Poccuiickonn denepanuu. Pazmep miarsl 3a BelIavy 3aKJIHOYEHUS
O COOTBETCTBUU MPOU3BOAMTENS JIEKAPCTBEHHBIX CPEICTB TPeOOBAHMSAM IpaBWJI HaJIeXkKallen
MPOM3BOACTBEHHOW NIpakTUKU YycraHasiauBaerca IIpaBurensctBoM Pocculickoit @Penepauuu.
[Topsaok opraHu3anuy U MPOBEACHUS MHCIEKTUPOBAHUS TPOU3BOUTENEH JIEKAPCTBEHHBIX CPEJICTB
Ha  COOTBETCTBHE TpeOOBaHMSAM NpPaBWI  HaAJeKalled MPOU3BOJACTBEHHOW  NPAaKTUKU
ycraHasiuBaercs [IpaBurensctBom Poceniickoit denepanun.

(B pen. ®enepanbHbIX 3aK0HOB OT 25.06.2012 N 93-D3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-®3)

2. IIpous3BOACTBO JEKAapCTBEHHBIX cpeAcTB B Poccuiickoir dexepanuu OCYLIECTBISAETCS
MPOU3BOAUTENSAIMA  JIEKAPCTBEHHBIX CPENCTB, HMEIOIIMMHM JIMLIEH3UIO HAa  IPOU3BOJICTBO
JIEKapCTBEHHBIX cpeAcTB. lloaTBepkaeHue COOTBETCTBUS JIMLIEH3MAaTa IpaBUiaM HaJyleKallen
MPOU3BOACTBEHHON TNPAKTHKKA OCYHIECTBISIETCA B paMKaxX JIMIEH3MOHHOTO KOHTPOJS B
COOTBETCTBHUH C 3aKOHOJaTeNbcTBOM Poccuiickoii denepaiinu ¢ yueToMm 0cOOEHHOCTE!, YKa3aHHBIX
B yacTH | HacTosIIei CTaThH.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

3. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB OCYIIECTBISIETCS C COONIOJICHHEM TpeOOBaHMIA
MPOMBIIIJICHHOTO  periiaMeHTa, KOTOPBI  yTBEPKAACTCA PYKOBOJUTEIEM  IMPOU3BOIUTEINS
JICKapCTBCHHBIX CPEJICTB M BKIIOYAET B CeOs MEpeueHb WCIOIb3yeMbIX (apMareBTUICCKUX



CyOCTaHIMI ¥ BCIIOMOTATENBHBIX BEIIECTB C YKa3aHUEM KOJIMYECTBA KAKJOTO U3 HUX, aHHBIC 00
HCIIOJI3yEMOM O0OpPYOBAaHUH, OMHMCAHHE TEXHOJIOTHYECKOTO Mpollecca U METOJOB KOHTPOJS Ha
BCEX 3Tanax NpOU3BOJCTBA JICKAPCTBEHHBIX CPEJICTB.

4. Tlpm mnpou3BOACTBE JIEKAPCTBEHHBIX CPEACTB HCHONB3YIOTCA  (hapMaleBTHUECKUE
CyOCTaHIINH, BKJIIOUEHHBIC B TOCYAAPCTBEHHBIN PEECTp JEKApPCTBEHHBIX CPEICTB, 32 UCKIIOUCHHEM
(bapMaleBTUUECKUX CYOCTaHIUM, NPOM3BOIUMBIX Ul MPOBEACHUS KIMHUYECKUX UCCIIEIOBAaHUN U
s skenopra. K mporeccy mpousBoacTBa (hapMaleBTHUECKOW CyOCTaHIIMM OTHOCATCS JIIOObIE
CTagUM  TEXHOJOIMYECKOro  IpolLecca, IMO3BOJSIONME  MOJYYUTh  TOTOBBIH  NPOIYKT,
COOTBETCTBYIOIIMI TpeOoBaHMsAM (apMakomeWHOW cTaTbd, B TOM Uucie (epMeHTaIus,
HKCTPAKLUs, OYUCTKA, BbIACTICHHUE, IEPEKPUCTAIUIN3ALINS, BBICYITMBAHHUE, U3MEIIbUYEHUE.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4.1. IlepeueHb JIEKapCTBEHHBIX MpeNapaToB Ul MEAULMHCKOTO NMPUMEHEHUs, B OTHOLICHUU
KOTOPBIX YCTaHaBIHMBAIOTCA TpeOOBaHHS K 0OBEMY Tapbl, YIIAaKOBKE U KOMIUIEKTHOCTH, MEPEYCHb
JIEKapCTBEHHBIX MPENapaTroB JUIsl BETEPUHAPHOTO IPHUMEHEHHUs, B OTHOIUEHHMH KOTOPBIX
YCTaHABJIMBAIOTCS TPEOOBaHMS K 00BEMY Taphl, a TaKXKe TPeOOBaHUS K 00bEMY Taphl, YIIAaKOBKE H
KOMIUIEKTHOCTH JIEKApCTBEHHBIX INpENapaToB Ais MEAULMHCKOTO NPUMEHEHHs, TpeOOBaHMSA K
00beMy Tapbl JICKapCTBEHHBIX MPENapaToB Ui BETEPUHAPHOTO NPUMEHEHHS OIPENeNsIIOTCs
COOTBETCTBYIOIIUMH YIOJTHOMOYEHHBIMU (eepaIbHbIMU OpraHaMM HCIOJIHHUTEIBHOW BIacTU B
nopsiake, ycranosiueHHoM IIpasurensctBom Poccuiickoit @enepanuu.

(dactp 4.1 B pen. DenepanpHoro 3akona ot 14.12.2015 N 374-D3)

4.2. OpraHuszanuy, OCYUIECTBISIOIINE TPOU3BOACTBO (hapmalneBTHUECKOH cyOcTaHIUU
CIHMpTa STUJIOBOTO (3TaHOJA) JIIsl MPOU3BOJCTBA CIUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX MPENapaTosB,
00s13aHBI OCYIIECTBIISATh y4eT W JEKIApUPOBAHUE B TMOPSIKE, YCTAHOBIEHHOM cTaThsiMu 8§ u 14
®denepanbHOTO 3aK0HA OT 22 HOsIOpss 1995 roga N 171-®3 "O rocymapCTBEHHOM PETYIHMPOBAHUH
MIPOU3BOJICTBA U 000POTA ITUIIOBOTO CIIUPTA, ATKOTOJIBHON U CTUPTOCOIEPKAIICH MPOTyKIUU U 00
OTpaHUYCHUH TOTPEOICHUS (PACIIUTHS ) aJTKOTOJIBHOM MPOIYKITU" .

(uacts 4.2 BBenena OenepanbHbiM 3akoHOM OT 03.07.2016 N 261-D3)

4.3. UuauBuayanbHble NPEANPUHUMATENN U IOPUANYECKUE JINIA, OCYLIECTBIISIOIINE 3aKyIKY
U HCMONb30BaHHE (apMalleBTHUECKONH CyOCTaHIIMM COHUpPTa ATHIOBOTO (3TaHONA), a TaKxKe
MPOU3BOJACTBO, H3rOTOBIIeHWEe U (Wiau) o00OpOT (32 MCKIIOYEHHWEM PO3HUYHOM TIPOJAXKH)
CIUPTOCOJECPKAIIUX JIEKAPCTBEHHBIX IMpemapaToB, O0O0s3aHbl OCYHIECTBIATH HMX Yy4eT U
JEKJIAPUPOBAHKE B TIOPSAJIKE, YCTAHOBICHHOM CTaThsiMU 8 U 14 denepanbHOTo 3aK0oHa OT 22 HOSAOPs
1995 roma N 171-@3 "O rocynapcTBEHHOM PETYJIMPOBAHUU MPOM3BOJCTBA U 000POTa 3THUIIOBOIO
CIHUPTa, AIKOTOJIBHOM W CIUPTOCOAEp)KANIed MPOAYKIMH M 00 OrpaHHYeHHH MOTpeOIeHuUs
(pactiuTHs) aJKOTOJIBHOM MpoayKIuu".
(dactpb 4.3 BBeneHa DenepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3)

4.4. Tlpu TPOM3BOICTBE JIGKAPCTBEHHBIX IMPEMapaToB Ui BETCPUHAPHOTO TNPUMECHEHUS
JIOITYCKAETCs WCIIOIh30BaHKUE MPOU3BEACHHBIX JUIS peayin3aiuu (HapMarieBTHICCKUX CyOCTaHIIHIA,
BKIIOYCHHBIX B TOCYJapCTBEHHBIH peeCcTp JICKApPCTBEHHBIX CPEICTB  YIOJIHOMOYCHHBIM
denepaabHBIM OpraHOM HCITOJIHUTEIBHON BJIACTH, OCYIISCTBIISIOIIAM BEJICHUE TOCYIaPCTBEHHOTO
peecTpa JEKapCTBEHHBIX CPEACTB JJIsi MEITUIIMHCKOTO IIPUMCHEHUSI.

(dactpb 4.4 BBeneHa OenepanbHbiM 3akoHOM OT 02.08.2019 N 297-03)

5. 3ampemaercss IPOU3BOACTBO:

1) nexapCTBEHHBIX CPEJCTB, HE BKIIIOUEHHBIX B T'OCYJApPCTBEHHBIN PEECTp JIEKapCTBEHHBIX



CpCACTB, 3a HCKIIOYCHHUCM JICKAPCTBCHHLIX CpCACTB, IMPOU3BOAMMBIX Ui MPOBCACHUA
KIIMHUYECCKUX I/ICCJ'ICIIOBaHI/Iﬁ " OJI OKCIIopTa;

2) danbcuuIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/CTB;
3) nexapCTBEHHBIX CPEJICTB O€3 JMIIEH3UH Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPE/CTB;

4) nexapCTBEHHBIX CPEACTB C HapyIIEHUEM IIpaBWJI OpraHU3alMy MPOU3BOJACTBA U KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEICTB;

5) dapmarieBTHYECKO CyOCTaHIIMM CHOUpPTa 3TUJIOBOTO (dTaHOJA) HA TEXHOJOTHYECKOM
00Opy/I0BaHUHU, KOTOPOE HE 3aperuCTPUPOBAHO WM 3aKOHCEPBUPOBAHO B COOTBETCTBHH C
denepanbHbIM 3aKOHOM OT 22 HOs0pst 1995 rona N 171-®3 "O rocynapcTBEHHOM PEryJIUpOBaHUU
MIPOM3BOJICTBA U 000POTA STUIIOBOTO CIUPTA, aJIKOTOJILHON U CIUPTOCOAEp Kallel MpoIyKunuu u 00
OTpaHUYEHUM MOTPEOICHHS (PACTIUTHUS) AIKOTOIBHOM MPOYKITHH .

(. 5 BBenen denepabHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

6. Ilpu BBOJE JEKApCTBEHHBIX CPEJCTB B TI'Pa)XIaHCKUH OOOpPOT YHOIHOMOYEHHOE JIHILO
IIPOU3BOJUTENSA  JICKAPCTBEHHBIX  CPEACTB  OCYLIECTBIIACT  IOATBEP)KICHUE  COOTBETCTBHSA
JIEKapCTBEHHBIX CPEICTB TPEOOBAHHSIM, YCTAHOBIECHHBIM IPU UX TOCYJAapCTBEHHON PErHCTpaluy, U
rapaHTUPyeT, YTO JIEKAPCTBEHHBIE CPEJCTBA IMPOU3BEJEHBI B COOTBETCTBUU C TPEOOBaHHUSIMHU
IIpaBUJI HaJIEKALEH TIPOU3BOJACTBEHHOU IPAKTUKHU.

(B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YTOIHOMOYEHHBIM JIMIIOM IPOU3BOJUTENS JICKAPCTBEHHBIX CPEACTB SBIACTCS €TI0
paOOTHUK, AaTTECTOBAHHBIH B YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM (henepanbHbIM  OpPraHoOM
WCTIOJTHUTEJILHOW BJIACTH MOPSAJKE W UMEIOIIUH CTak paboThl HE MEHEEe 4eM IISATh JIET B 00JacTu
IPOM3BOJCTBA M (MJIM) KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEJACTB, BbICIIEE OOpa3oBaHHE
COOTBETCTBEHHO MO OJHOHM M3 CHenMalbHOCTEH W (WJIM) OJHOMY M3 HalpaBJICHUI MOATOTOBKH:
Ouosiorusi, OMOTEXHOJIOTHUS, BETEpPUHApHUs, BETEPUHAPHO-CAHUTApHAs SKCIEpTU3a, KIMHUYECKas
MEIMLMHA, paJuallMoOHHasA, XUMUYeCKas U OHoJIoTnYecKas 3amura, dpapMmanus, GyHIaMeHTalbHas
MEIUIMHA, XMMUYECKast TEXHOIOTUsl, XUMUSL.

(B pen. ®enepanbHbix 3aK0HOB OT 22.10.2014 N 313-D3, o1 02.08.2019 N 297-D3)

8. IlpomsBoamTenu JEKApCTBEHHBIX CpPEACTB (3a HCKIIOYCHHEM (apMareBTHUECKON
CyOCTaHIIMM CIMPTA 3TUIOBOTO (3TAHOJA) MOTYT OCYIIECTBIATh MPOAAXKY JIEKAPCTBEHHBIX CPEICTB
WJIM TIEpElaBaTh UX B YCTAHOBJICHHOM 3aKoHoAaTesbcTBOM Poccuiickoit denepannu nopsiake:

(B pen. ®enepanpHoro 3akona ot 29.07.2017 N 278-D3)

1) apyruM Npou3BOAUTENSIM JIEKAPCTBEHHBIX CPEICTB AJI IMPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

2) opraHu3anusaM ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMH CPEICTBAMU;

3) AlITCUHBIM OpraHu3anusAM, BCTCPHUHAPHBIM AIITCUHBIM OpPraHu3aludgM, MWHIAWUBUILYAJIbHBIM
npeaAnpruHUMaTeIsIM, UMCIOIIUM JIMIICH3UIO Ha (bapMaHGBTI/I‘-IeCKYIO JACATCIIbHOCTD WJIN JIMICH3HUIO
Ha MCOAUNUHCKYIO JCATCIBHOCTD,

4) HAyYHO-HMCCIIEIOBATEIHLCKUM OPTaHU3AIUSAM JIJIs1 HAyYHO-MCCIIEI0BATEILCKOU paboThI;

5) MCIUIHUHCKUM OpraHu3alvsaM U BETCPHUHAPHBIM OPraHU3alUAM;



6) opraHu3anusM U MHAWUBUAYAJIbHBIM NPCANPUHUMATCIAM, OCYHICCTBIAIOIIUM PA3BCACHUC,
BBIpAIlMBaHUE M COJCpKaHWE XUBOTHBIX (32 HMCKIIOYCHHEM MPOAAKH UM (apMareBTHUYECKUX
CyOCTaHIWIA WU UX TIepeaun).

(. 6 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

9. IpowusBogutenu (apMareBTHUECKONH CyOCTaHIIMM CIUPTa ATHIOBOTO (dTaHOIA) 0Os3aHbBI
OCYIIECTBIISAITh peanu3anuio (repegady B YCTAaHOBJICHHOM 3aKOHOJATENBCTBOM Poccuiickoid
@Oeneparin  mopsiAKe)  GapMaleBTUYECKOW  CyOCTaHIIMM  CIUPTa  ITWIOBOTO  (3TaHONA)
MIPOU3BOUTEIISM JIEKAPCTBEHHBIX CPENICTB JUIsl MPOU3BOCTBA JIEKAPCTBEHHBIX CPEICTB B EMKOCTSIX
oobemoMm He Oosnee 1 nmutpa u (uiam) He menee 1000 nuUTpoB, a OpraHu3alUsM, yKa3aHHBIM B
MyHKTax 2 - 6 yacTu 8§ HACTOAIIEH CTaThH, B Tape 00beMoM He Oosee 1 nuTpa.

(uactp 9 BBeneHa @enepanbHbIM 3aKk0HOM 0T 29.07.2017 N 278-D3)

Cratbs 46. MapkupoBKa NeKapCTBeHHbIX CpeaCcTB

1. JlekapcTBeHHBIE Ipenaparbl, 3a WCKIIOUYEHUEM JIEKAPCTBEHHBIX  IIPENaparos,
W3TOTOBJICHHBIX aNTEYHbIMU OPIraHU3aLUsIMHM, BETEPUHAPHBIMHM alTEUYHBIMU OpPraHU3ALUSAMY,
WHIUBUAYAIbHBIMA  TPEINPUHUMATEISIMA, HWMEIOIIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO
JESITeIbHOCTD, JOJKHBI IIOCTYIIAaTh B OOpalleHue, €CIIu:

1) Ha ¥X TEPBUYHON YMAKOBKE (32 MCKIIOYEHUEM TMEPBUYHON YMAKOBKH JIEKAPCTBEHHBIX
pacTUTENBHBIX TMPEnapaToB) XOPOIIO YHUTAEMbIM MIPUPTOM HA PYCCKOM S3BIKE YKa3aHbI
HAUMEHOBAHHE  JICKAPCTBEHHOTO  mpemapara  (MEXIyHapOIHOE  HEMaTCHTOBAaHHOE, WM
TPYIIIUPOBOYHOE, UM XUMUYECKOE, UJIM TOPTOBOE HAMMEHOBAHHUE), HOMEDP CEPHH, JaTa BBIMYCKa
(mnst UMMYHOOMOJIOTMUECKUX JIEKAPCTBEHHBIX MPENapaTroB), CPOK TOJHOCTH, JO3UPOBKA WIIU
KOHIICHTpaIus, 00beM, aKTUBHOCTh B €MHHUIAX JICHCTBHS WJIM KOJUYECTBO J103;

(B pen. @enepanbubix 3akoHOB OoT 11.10.2010 N 271-D3, ot 22.12.2014 N 429-03)

2) Ha UX BTOPUIHOM (IMMOTPEOUTENTHCKOM) YIIAKOBKE XOPOIIIO YUTAEMBIM MIPU(PTOM HA PyCCKOM
S3bIKE YKa3aHbl HAUMEHOBAHHE JIEKAaPCTBEHHOIO MpernapaTta (MeXIyHapoJIHOE HEMaTeHTOBAHHOE,
WIA TPyNIHPOBOYHOE, WIM XUMHUYECKOE W TOPrOBOC HAaWMEHOBaHUs), HAaNMECHOBAHHE
MPOU3BOIUTENS  JIEKAPCTBEHHOIO  Mpemapara, HOMEp  CepHH, JaTa  BbIMycka (s
MMMYHOOHOJIOTHUECKUX JIEKAPCTBEHHBIX MPEnapaToB), HOMEP PErHCTPALMOHHOTO yIOCTOBEPEHHUS,
CpPOK TOJHOCTH, CHOCOO MPUMEHEHHMs, JO3UPOBKA WU KOHIICHTpAIus, 00beM, aKTUBHOCTh B
eIMHUIAX IEHCTBHA JTHOO KOJIMYECTBO 103 B YIIAKOBKE, JIEKApCTBEHHAS (hopMa, YCIOBHUS OTITYCKa,
YCIIOBUSI XpaHEHHUS], IPEAYNPEIUTENbHBIE HAITUCH.

(B pen. ®enepanbHbix 3ak0HOB OT 11.10.2010 N 271-®3, ot 22.12.2014 N 429-D3)

2. dapmarieBTHYECKHE CYOCTaHIIUH TOJDKHBI TOCTYTATh B 00paIlleHUE, €CITH Ha UX TICPBUYHOM
YIAKOBKE XOpPOIIO YHUTAaeMBIM IIPUPTOM HA PYCCKOM S3BIKE yKa3aHbl HAaWMEHOBAHHE
bapMareBTHUECKOW cyOcTaHIMK (MEXIYHAPOJIHOEC HEMATCHTOBAaHHOE, WM TPYMIIUPOBOYHOE, WIH
XUMHYECKOE W TOProBOC HAMMCHOBAHMWS), HAMMCHOBAHWE IPOU3BOIUTENS (hapMareBTUICCKOM
CyOCTaHIIMH, HOMEP CEPUU M JaTa M3TOTOBJICHHUS, KOJMYECTBO B YIAKOBKE W CITUHHIIBI U3MEPCHUS
KOJIMYECTBA, CPOK TOAHOCTH ¥ YCIIOBUS XpaHEHUS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. JlexkapCTBEHHBIE CPEICTBA B KAueCTBE CBHIBOPOTOK JOJDKHBI IMOCTYNATh B OOpaimieHue C
yKa3aHHEM )XKMBOTHOI'0, U3 KPOBH, IUIa3Mbl KPOBH, OPIaHOB U TKAHEH KOTOPOIr'O OHU MOJIyYEHBI.

4. Ha BTOpHruHyI0 (OTPEOUTENHCKYIO) YIIAKOBKY JIEKAPCTBEHHBIX CPEJCTB, MOJTYUYEHHBIX U3
KpPOBH, TJIa3Mbl KPOBH, OPTaHOB U TKaHEH YeloBeKa, JOHKHA HaHOCUThCS HAIMUCH: "AHTHTENA K



BNY-1, BUY-2, k Bupycy renatura C U IOBEpPXHOCTHBIM AHTUIE€H BuUpyca renatura B
OTCYTCTBYIOT".

5. Ha nmnepBuYHYH0 yNAakOBKY U  BTOPHUYHYIO  (TIOTPEOUTENHCKYIO)  YHIAKOBKY
paguodapMareBTUYECKUX JICKAPCTBEHHBIX CPEACTB JIODKCH HAHOCUTHCS 3HAK PaJHaIllMOHHON
OITACHOCTH.

6. Ha BropuuHylo (IOTpeOMUTENbCKYIO) YINAKOBKY TIOMEONATUYECKUX JIEKAPCTBEHHBIX
IIpenapaToB JOJKHA HAHOCUTHCS HaanucCh: "['oMeonarnueckuit”.

7. Ha BropuuHyto (IOTpeOUTENbCKYIO) YIIAKOBKY JEKAapCTBEHHBIX PACTUTENIBHBIX IPENapaToB
JOJKHA HAHOCUTHCA Haamuch: "[Ipoaykius npouia paaualioHHbIH KOHTPOJIb'.

8. Ha mepBuuHYyIO yIakoBKYy (€CIH JUIsl 3TOTO CYIIECTBYET TEXHHUYECKas BO3MOXKHOCTh) M
BTOPUYHYIO (TIOTPEOUTENBCKYI0) YIMAKOBKY JICKAPCTBEHHBIX MPENaparoB, MPEeIHA3HAUYCHHBIX IS
KIMHUYECKUX UCCIICAOBAHUH, O KHA HAHOCUTHCS HAAMKUCH: " J{JIS KITMHNYECKUX UCCISI0BAHNM" .
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

9. VnakoBKa JICKapCTBEHHBIX CPEICTB, NMPEIHA3HAYEHHBIX HMCKIIOYMUTENBHO IS 3KCIOPTa,
MapKHUPYETCsl B COOTBETCTBUU C TPEOOBAHUSMU CTPAHBI-UMIIOPTEPA.

10. Ha TpancmopTHy1O Tapy, KOTOpas HE MpeaHa3HadeHa Il MOTPEeOUTENe W B KOTOPYIO
MIOMEIICHO JIEKaPCTBEHHOE CPEJCTBO, JOJDKHA HAHOCUTHCS MH(OPMALUS 0 HAMMEHOBAaHUH, CEPUU
JIEKapCTBEHHOT'O CPEJCTBA, JaTe BBIIMYCKA, KOJIWYECTBE BTOPUYHBIX (IOTPEOUTEIBCKHX) YIAKOBOK
JIEKapCTBEHHOI'O CPEACTBA, IPOU3BOIUTEINE JIEKAPCTBEHHOI'O CPEACTBA C YKa3aHUEM HAaUMEHOBAHHUS
U MECTOHAXOXKAEHUS MPOM3BOJIUTENS JIEKAPCTBEHHOIO CpeAcTBa (aapec, B TOM 4YHCIE CTpaHa U
(uIM) MeCTO MPOM3BOJACTBA JIEKAPCTBEHHOIO CPEACTBA), a TAKXKE O CpPOKE TOJHOCTU
JEKapCTBEHHOTO CpeACTBa U 00 YCIOBUSX €ro XpaHEHUs U IIEpeBO3KH, HEOOXOAMMBIE
IIpeLyIpEeaUTENbHbIE HAAIINCH U MAaHUIYJIATOPHBIE 3HAKH.

11. Ha mepBuYHYyIO YNakoOBKY U BTOPUYHYIO (TOTPEOUTETHCKYIO) YIAKOBKY JIEKAPCTBEHHBIX
CPEICTB JJIsl BETEPUHAPHOIO NPUMEHEHUS N0JKHA HAHOCUTHCS Haimuch: "Il BeTepuHapHOIO
MpUMEHEHUs".

12. Ha BTOpHuHYIO (MOTPEOUTENBCKYIO) YIAKOBKY JIEKApPCTBEHHOTO Ipernapara HaHOCUTCS
IITPUXOBOH KOJ.

Masa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUNCKYIO ®EOEPALIUIO U BbIBO3 NEKAPCTBEHHbLIX CPECTB
N3 POCCUNCKOWN ®EOEPALUNU
(B pen. @exnepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 47. [llopsaok BBO3a feKapCTBeHHbIX cpeactB B Poccumnckyro
Penepaumio 1 BbIBO3a NieKapCTBEHHbIX cpeacTB u3 Poccunckon Pepepaumm
(B pen. ®enepanpHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHbIX cpeacTtB B Poccuiickyro denepannio OCyHIECTBISETCS B MOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®enepanuiv, B COOTBETCTBHUM C TaMOKEHHBIM
3aKOHOAATENhCTBOM TaMoxkeHHOro coro3a B pamkax EBpA3DC (manee - TaMOKEHHBIH COI03) H



(nnn) 3axkoHOIaTeNbCTBOM Poccuiickoin denepaui 0 TaMOKEHHOM JIETI€.
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

2. Beosumslie B Poccuiickyro @enepannio JeKapCTBEHHbIE CPEJICTBA TOJKHBI OBITh BKIIOUEHBI
B FOCYJapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. Honyckaetcsi BBo3 B Poccuiickyro @enepanyio KOHKPETHON MapTHUU 3apEruCTPUPOBAHHBIX
1 (WIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MPEIHA3HAYEHHBIX [JIs1 MPOBEACHUS
KIIMHWUYECKUX  HCCIEJOBAaHUM  JIEKAPCTBEHHBIX  IPENapaToB, MPOBEICHHUS  SKCIEPTU3bI
JIEKAPCTBEHHBIX CPEJICTB [JIsl OCYLIECTBICHUS TOCYAapCTBEHHOM PErucTpalvy JIEKapCTBEHHBIX
IpenapaToB WM Uil OKa3aHWs MEIUIMHCKON MOMOIIU MO KU3HEHHBIM MMOKAa3aHUAM KOHKPETHOTO
MalMeHTa HA OCHOBAHWM PAa3pPEUICHUS, BBIIAHHOTO YIOJHOMOYEHHBIM (eIepalbHBIM OpPraHOM
WCIIOJIHUTENIBHOW BJIACTH IO 3asBJICHUSIM JIMII, YKa3aHHBIX B cTaThe 48 Hacrosuiero denepanbHOro
3akoHa. PaccMoTpeHne Takoro 3asiBIE€HUS W NPUHITHE PELICHUs O BbIJaYe pa3pellIeHUs Ha BBO3
KOHKPETHOW TMapTHUH 3apeTUCTPUPOBAHHBIX U (WJIM) HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpPEeACTB, NpPEIHA3HAYCHHBIX [JIsI MPOBEACHUS KIMHUYECKUX UCCIEIOBAHUM JIEKAPCTBEHHBIX
[penapaTroB, MPOBEACHMUS  SKCHEPTHU3bl  JIEKAPCTBEHHBIX CPEACTB Uil  OCYIIECTBIICHMS
rOCyJJapCTBEHHOM pEerucTpaluy JIEKapCTBEHHBIX MpENapaToB WU JUIsl OKa3aHUsT MEAMIIMHCKOMN
MOMOUIM TO >KU3HEHHBIM T[IOKa3aHUSIM KOHKPETHOTO NalueHTa Jubo 00 OTKa3e B Bblgaye
YKa3aHHOT'O pa3peleHus IPOU3BOIATCS B CPOK, HE MPEBbIMIAIOINN AT pabounx auei. [lnara 3a
BbIJ]a4y YKa3aHHOT'O pa3pelICHUs HE B3UMAETCH.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

4. B Poccuiickyto ®denepaiyio MOXKHO BBO3UTH JICKAPCTBEHHBIE CPEJICTBA, KAYECTBO KOTOPHIX
MMOATBCPIKIACHO CCpTI/I(bI/IKaTOM MNPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, YIOCTOBCPAIOIIHUM
COOTBETCTBUE BBO3HMMBIX JIEKAPCTBEHHBIX CPEACTB TpeOoBaHUAM (papMakomeiHbIX cTaTeil jubo B
CJIydac Uux OTCyTCTBUSA HOpMaTI/IBHOI\/JI AOKYMCHTAIIMXU UJIKX HOPMATUBHOT'O JOKYMCHTA.

(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

5. 3anpemaetcst BB0o3 B Poccuiickyto ®denepanuio danbcuuupoBaHHbIX JIEKaPCTBEHHBIX
CPEICTB, HENOOPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKApPCTBEHHBIX
CPENCTB.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

6. @anbcuuIMpOBaHHbIEC JIEKAPCTBEHHBIE CPEACTBA, HEJOOPOKaUEeCTBECHHbIE JIEKAPCTBEHHBIC
CpenCTBa IOJUIEKAT U3BATHIO M IOCIEAYIOIIEMY YHMUYTOXKCHHIO WIM BbIBO3y M3 Poccuiickoi
@enepanuy, KOHTpaakTHbIE JIEKApPCTBEHHBIE CPEICTBA - U3BATHIO U MOCIEAYIOLIEMY
YHUUYTOXKCHHIO. YHHUTOXKEHHE WM BBIBO3 U3 Poccuiickoit denepamym QambcuuuupoBaHHBIX
JIEKapCTBEHHBIX CPEJACTB, HEAOOpPOKAUECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTpadaKTHBIX
JIEKAPCTBEHHBIX CPEACTB OCYILECTBISAETCA 3a CYET JIMIA, OCYLIECTBUBIIEro MX BBO3. [lopsmox
YHUYTOXKEHUS U3BATHIX (hanbcu(UIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB, HEJOOPOKAYECTBEHHBIX
JIEKApCTBEHHBIX ~ CPENCTB, KOHTPA(aKTHBIX  JICKAPCTBEHHBIX  CPEICTB  yCTAHABIMBACTCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

7. Jluua, ocymecTBusiiomue BB03 B Poccuiickyio ®enepanuio (hanbcupuupoBaHHbIX
JICKapCTBCHHBIX CPEJICTB, HEIOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, KOHTpPa(aKTHBIX
JIEKAPCTBEHHBIX  CPEACTB, HECYT OTBETCTBEHHOCTh B  COOTBETCTBUM C  TaMOKEHHBIM
3aKOHOAATEIHCTBOM TaMOKEHHOro coro3a U (WiIM) 3aKoHoAaTenbcTBOM Poccuiickoit denepanyu o
TaMOKECHHOM J¢eJIe.



(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

8. BpIB03 sekapcTBeHHBIX cpeactB u3 Poccwmiickoit denmeparuu  ocymiecTBiseTcs 0e3
MMPUMCHCHU OFpaHH‘IeHI/IfI, YCTAHOBJICHHBIX TaMOXCHHBIM 3aKOHOAATCIbLCTBOM TamokeHHOro
coro3a M (MJM) 3aKOHOJATENhCTBOM Poccuiickoit denepariii 0 rocy1apcCTBEHHOM PETYIMPOBAHUH
BHGLHHCTOpFOBOI\/JI ACATCIIBHOCTH.

(B pen. denepanpubix 3ak0HOB 0T 06.12.2011 N 409-®3, ot 25.11.2013 N 317-®3, ot 22.12.2014
N 429-®3)

Cratba 48. lOpugunyeckme nuua, KOToOpbiM pa3pelleH BBO3 JIeKapCTBEHHbIX
cpeactB B Poccunckyro Pepepaumio
(B pen. deaepanbHoro 3akoHa ot 06.12.2011 N 409-D3)

JlekapcTBeHnHsbie cpenctBa B Pocculickyto denepaiuito MOTyT BBO3UTh:
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) mpousBoauTENM JEKApPCTBEHHBIX CPEACTB JUIsl Iefiel COOCTBEHHOTO IPOM3BOJCTBA
JIEKApCTBEHHBIX CPEJICTB;

2) MHOCTpaHHbIE Pa3pabOTUYMKHU JIEKAPCTBEHHBIX CPEACTB UM HMHOCTPAHHBIE MPOU3BOIUTENN
JICKapCTBEHHBIX CPEJACTB WIM JPYrHe IOPUIMYECKHE JHMLA [0 TOPYYECHUIO pa3padoTyuka
JIEKapCTBEHHOT'O CpEJICTBAa Ul TMPOBENEHUS KIMHUYECKUX HCCIEeIOBAaHUM JIEKapCTBEHHOTO
IpernapaTta, OCYIIECTBICHHMs TOCYJAapCTBEHHOM pPETUCTpallud JIEKapCTBEHHOIO IIperapara,
BKJIIOUEHUS (papManieBTUUECKONW CyOCTaHLIMU B TOCYIaPCTBEHHBIN peecTp JIeKapCTBEHHBIX CPECTB,
KOHTpPOJISI KadecTBa JIEKAPCTBEHHBIX CPEICTB IPU HAJIWYUM PA3PELICHMs] YIIOJIHOMOUYEHHOTO
(denepaibHOro OpraHa HCIOJHUTEIBHON BIACTH Ha BBO3 KOHKPETHOM MapTUU JIEKapCTBEHHBIX
CPEICTB;

3) opranuzanuy ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMM;

4) Hay4HO-UCCIICJIOBATCIBCKUE OpTaHU3aIllK, 00pa30BaTEIbHbIC OPraHW3allMUd BBICIIETO
o0Opa3oBaHwMsI, TPONU3BOAUTEIH JICKAPCTBEHHBIX CPEACTB IS pa3pabOTKH, UCCIICTIOBAHUMN, KOHTPOJIIS
0€30MacHOCTH, KayecTBa, I(PPEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB MPU HAIWYHH Pa3pelICHUs
YIOJHOMOYCHHOTO ()eZIepaTbHOr0 OpraHa HCIIOJIHUTEIPHON BIACTH;

(B pen. ®enepanpHoro 3akona ot 02.07.2013 N 185-03)

5) MenMUMHCKHE OpraHu3ali, WHbIE yKa3aHHble B IMyHKTax | - 4 HacTodled crarbu
OpraHM3alyy Ul OKa3aHWs MEAMLIMHCKOW IOMOIINM IO XU3HEHHBIM IIOKa3aHUSAM KOHKPETHOTO
ManyeHTa IpyU HAJIMYUK Pa3pelIeHUs] YIOIHOMOYEHHOTO (heepaqbHOr0 OpraHa MCHOJIHUTEIbHOU
BJIACTH Ha BBO3 KOHKPETHOW NAapTHUH JIEKAPCTBEHHOT'O IpEINapara, BBIIAHHOIO B YCTaHOBJIEHHOM
nopsiike B (OpMe AIIEKTPOHHOTO JOKYMEHTA, TMOANMCAHHOTO YCWJICHHOW KBaJTU(HUIIMPOBAHHOU
ANIEKTPOHHOMN MOJIHUCHIO.

(B pen. @enepanbHoro 3akoHa ot 12.03.2014 N 33-D3)

CraTtbsa 49. [loKyMeHTbl, NpeacTaBnseMbie B TaMOXeHHble opraHbl Poccunckon
Penepauunm npu BBO3e fieKapCTBEHHbIX cpeacTB B Poccuinckyro denepauuto
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1. Ilpu BBO3e nexapcTBEHHBIX cpelacTB B Poccuiickyro denepaiinio B TaMOKEHHbBIE OpraHbl
Poccuiickoit ®@enepanuu Hapsay C JOKyYMEHTAaMH, NPEICTABICHHE KOTOPBIX IPEAYCMOTPEHO



TaMOKEHHBIM 3aKOHOJATEILCTBOM TaMOXKEHHOTO cOr03a U (MJIK) 3aKOHOAATeILCTBOM Poccuiickoit
denepaiv 0 TAMOKEHHOM JIeJie, MPEJICTABISIOTCS CIAEAYIOINE TOKYMEHTHI:
(B pen. ®enepanbuoro 3akoHa ot 06.12.2011 N 409-D3)

1) ceptudukaT MPON3BOIUTENS JIEKAPCTBEHHOTO CPEACTBA, YAOCTOBEPSIIONINI COOTBETCTBHE
BBO3UMOTO JICKAPCTBEHHOT'O CpPEICTBAa TpeOOBaHMAM (hapMaKONeHoi craThu MO0 B ciaydae ee
OTCYTCTBHUSI HOPMATUBHOH JIOKYMEHTAIMU WM HOPMAaTHBHOTO JOKYMEHTA;

2) paspelieHre yIOJIHOMOYEHHOTO (e/lepalbHOr0 OpraHa MCIOJIHUTEIBHOW BIACTH HA BBO3
KOHKPETHOW TMapTHUU JIEKAPCTBEHHOT'O CPENICTBA B CIIydasiX, YCTAHOBJIECHHBIX YacThiO 3 cTaThu 47
HacTosero denepajbHOTO 3aKOHA.

2. JIOKyMeHTBI, YKa3aHHbIE B MyHKTax | ¥ 2 yactu 1 HacToOAIIEeH CTaThU, MPEICTABISIOTCS B
TaMOXEHHble opranbl Poccuiickoit @enepanuu 0pu NPUOBITUM JIEKAPCTBEHHBIX CPEACTB B
Poccuiickyro @enepanuio.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratbsa 50. BB0o3 nekapcTBeHHbIX npenapatoB B Poccunckyro ®enepaumio ans
JINYHOrO MUCNONb30BaHMA U MUHbIX HEKOMMEepYeCKUX uenen, a TakKke Aansa
MCNOJNIb30BaHMA Ha TEPPUTOPUUN MEXAYHAPOAHOro MeAULIMHCKOro Knacrtepa
(B pen. ®eaepanbHbix 3akoHOB 0T 06.12.2011 N 409-D3, o1 29.06.2015 N 160-D3)

1. JlekapcTBeHHBIE TIpenapaThl MOTYT OBITH BBe3eHBI B Poccuiickyto denepannio 6e3 ydera
TpeOOBaHUH, MpPENYCMOTPEHHBIX yacTsMu | - 4 crateu 47, cratebsimMu 48 u 49 HacToslero
denepanbHOro 3aKOHA, €CIIM OHU NPEAHAa3HAYEeHbI IS
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

1) 7IuM4HOrO HMCHONB30BAHUSA (PU3MUECKUMHU JHMIAaMu, MpuObBIIMMH B Poccuiickyro
Oepepanmto. Ilpu srom BBO3 B Poccuiickyro ®Penepanuio JIEKapCTBEHHBIX —IIPENapaTos,
COJIEpKALUX CUIIbHOACUCTBYIOIIME U (UJIH) SITOBUTHIE BELIECTBA, BKIIOUEHHBIE COOTBETCTBEHHO B
CIIMCOK CHJIbHOJEHCTBYIOIIMX BEIIECTB JUIsl LI€JEd YroJOBHOIO 3aKOHOAATENbCTBa Poccuiickoin
denepanvy U B CIIACOK SIIOBUTHIX BELIECTB JUIA LEJIEH YTOJIOBHOIO 3aKOHOAATENbCTBA Poccuiickon
Oenepaunn, yrBepxkacHHble IIpaButenscTBom Poccuiickorn denepanuu, OCYLIECTBISETCA IPU
HaJIMYUU JIOKYMEHTOB (3aBEPEHHBIX KOMWUU JOKYMEHTOB WJIM 3aBEPEHHBIX BBIIMCOK W3 HHUX),
MOJATBEPKJAIOUIMX Ha3HaueHHe (PU3MUECKOMY JIUIy yKa3aHHbBIX JEKapCTBEHHBIX HpenaparoB (3a
HCKJIFOYEHHEM JIEKAPCTBEHHBIX IIPENapaToB, 3aperucTpUpoBaHHBIX B Poccuiickon denepannu u
ormyckaeMbix B Poccuiickoit ®enepanuu 6e3 pelenta Ha JIEKapCTBEHHBIM Mpemapar).
[TonTBeprknaroniye JOKyMEHTHI (MX 3aBepEeHHbIE KOITUU WM 3aBEPEHHBIC BBIMMCKU U3 HUX) JTOJKHBI
COJIEPKaTh CBEICHMS O HAMMEHOBAHNUHU U KOJIMYECTBE HA3HAYEHHOTO JIEKApCTBEHHOT O Npenapara. B
cllydae, €clii MOATBEP KAatolue JOKYMEHTHI (MX 3aBEPEHHbIE KOITMU WJIM 3aBEPEHHBIE BBIUCKU U3
HUX) COCTaBJIEHbl HA HMHOCTPAHHOM $I3bIKE, K HUM IpUJIaraeTcs HOTapHalbHO 3aBEpEHHbIN epeBo
Ha PYCCKUH A3BIK;

(m. 1 B pen. @exnepanbHoro 3akoHa ot 02.06.2016 N 163-D3)

2) wucnoyib30BaHUsI PaOOTHUKAMH JUIUIOMATHYECKOTO KOpIyca WM MpeACTaBUTEIIMU
MEXKIYHAPOAHBIX OpraHu3alni, akkpeauToBaHHbIX B Poccuiickoit denepanuu;

3) nedeHHs MAcCaXMPOB M WICHOB DKHITAXXEH TPAHCIIOPTHBIX CPEICTB, MOE3AHBIX OpHTram u
BOJUTENEH TPAHCIIOPTHBIX CpeACTB, NpuObBIINX B Poccuiickyto dexneparyo;
(B pen. ®exnepanbHoro 3akoHa ot 06.12.2011 N 409-03)



4) J5eyeHUs YYaCTHUKOB MEXAYHAapOIHBIX KyJIbTYPHBIX, CIIOPTHBHBIX MEPONPUATHH H
YY4aCTHUKOB MEXIyHapOAHBIX JKCIICIULU;

5) nedyeHUsT KOHKPETHBIX >KUBOTHBIX B 300MapKax, 300CaJax, IHUpKax, OKeaHapHUyMax,
nenb(pUHApUIX, JEUEHUS AUKUX KUBOTHBIX, TTOCTOSIHHO WJIM BPEMEHHO HACEJNAIOMIUX TEPPUTOPHUIO
Poccwuiickoit denepanuu, HAXOASIIUXCS B COCTOSTHUM €CTECTBEHHOM CBOOOIBI M TIPUHAICKAIINX K
BHaM, 3aHeceHHBIM B KpacHyio kHury Poccuiickori ®enepanuu u (Win) KpacHbIE KHHUTH
cyobekToB Poccuiickoit deneparun, a Takke KUBOTHBIX, BBO3UMBIX B Poccuiickyiro @enepanuio
JUISl yYacCTHs B CIIOPTUBHBIX U 3PEIUIIHBIX MEPOIPUATHUSAX;

(B pen. @enepanbubix 3akoHOB 0T 06.12.2011 N 409-®3, ot 02.08.2019 N 297-D3)

6) UCTIOIB30BaHNS Ha TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KIIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM 0T 29.06.2015 N 160-D3)

2. B ciuyyasx, mpeayCMOTPEHHBIX 4YacThi0 | HACTOAIIEW CTAaThbH, MOMYCKAeTCsd BBO3 B
Poccuiickyro ®@enepanuio JIEKapCTBEHHBIX IIPENapaToB, HE 3aperMCTPUpPOBaHHBIX B Poccuiickoit
denepanuu.

(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

3. JlekapcTBeHHBIEC TIpeMapaThl, IPeIHa3HAYCHHBIC U1 TYMaHUTAPHOW TTOMOIIHU (COACHCTBUS)
WM TIOMOIIM IIPU 4Ype3BBIYANHBIX CUTyalHUsaX, BBO3sATCA B Poccuiickyro denepanuio B MOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickoit @enepaunu. 3ampemniaertca BBo3 B Poccuiickyro
@Denepallilo  HE3apPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX IPENapaToB, IPEIHA3HAYEHHBIX IS
rYMaHUTapHOH MOMOIIHU (COASHCTBUS) WU MOMOILU IPU YPE3BBIYAIHBIX CUTYyAIHSIX.
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

Cratba 51. CoTpyaHuyecTBO heaepanbHOro opraHa UCNONTHUTENLHOW BracTH,
YNONMHOMO4YEHHOro B 0OONnacTM TaMOXEHHOro gena, U ApPYrux YnonHOMOYEHHbIX
cdrepepanbHbIX OPraHOB UCMNOSIHUTENIbHOM BNacTu

1. YnonHoMmoueHHbIe (enepanbHble OpraHbl WCHOJIHUTENBHOM BJIACTH MPENOCTABISAIOT B
pacriopsbkerne (heZeparbHOTO OpraHa HMCIOJHHUTEIBHON BIIACTH, YHOJHOMOYEHHOTO B OOJIACTH
TaMOXKEHHOTO JIeJ1a, TOCYIapCTBEHHbIN peecTp JIEKApCTBEHHBIX CPEACTB, a TaKKe MHPOPMALUIO O
BBIIAHHBIX pa3pelIeHHsX Ha BBO3 KOHKPETHON NapTUH JIEKAPCTBEHHBIX CPEACTB B Cyyasx,
YCTaHOBJICHHBIX 4acTblO 3 cTaThy 47 HacTosmero PeaepanbHOro 3aKOHa.

2. @enepanbHBI OpraH HWCIOJHHUTEIBHON BIIACTH, YIOJHOMOYEHHBIH B  OOJIACTH
TaMOXKEHHOTO Jeja, UH(POPMHUPYET yKazaHHbIE B 4YacTu | HacTosAlled cTaTbM yHNOJIHOMOYEHHBIE
(benepanbHBIe OpraHbl UCTIOHUTEIBHOW BJIIACTH O BBO3€ JICKAPCTBEHHBIX CPENCTB B Poccuiickyio
@denepaliio ¥ BBIBO3€ JIGKAPCTBEHHBIX cpelacTB u3 Poccuiickoit ®denepamuu mo ¢opme u B
HopsiiKe, KOTophle ycraHoBieHsI [IpaBurensctBoM Poccniickoit denepanun.

(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

Maea 10. PAPMALEBTUYECKAA OEATEJNIbHOCTb

CraTtbsa 52. OcyuwecTBneHue cpapmMmaLeBTUHECKON AEATENIbHOCTH
1. d)apMaueBTqucxa;I ACATCIIbBHOCTDb OCYHICCTBIIACTCA OpraHU3alUsIMU OIITOBOH TOProBJIN
JICKApCTBCHHBIMHU  CPEACTBAMH, AllTCUHBIMU  OpTraHu3allusaAMHU, BCTCPUHAPHBIMU  aAllITCUHBIMU

OopraHu3anusimu, HWHAWBUYaJIbHBIMU npeaAlpuHUMaTCIIsAMU, HUMCIOIIIUMHA JINIOCH3UIO Ha
(bapMaHeBTPI‘-ICCKYIO ACATCIIBHOCTb, MCAUIIUMHCKUMHU OpraHu3alluaAMU, HUMCIONIUMHU JIMLCH3WIO Ha



(bapMareBTHYECKYIO ACATENbHOCTh, U MX 00OCOOJIEHHBIMHU MOJpa3AeiICHUIMU (aMOyIaTOPHIMH,
dbenpamepckuMu U QENbAMIEPCKO-aKyIIEPCKUMU TTyHKTaMHU, IEHTpaMu (OTACICHHUSIMHU) OOIIeH
BpaueOHOI (ceMelHOW) MpPaKTUKH), PACIIOJIOKEHHBIMH B CENBCKUX HACEJICHHBIX IyHKTaX, B
KOTOPBIX OTCYTCTBYIOT allT€YHble OpPraHU3allMM, U BETEPUHAPHBIMHM OpPTraHU3ALMSIMH, UMEIOLIMMHU
JIMIIEH3UIO Ha (PapManeBTUYECKYIO AEATEIbHOCTb.

(B pen. deaepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

2. ®u3nYeCcKUe JHUIAa MOTYT OCYIIECTBIATh (PapMaleBTUUECKYIO IEATEIbHOCTh NPU HATHYUH
BBICIIIETO WJIU CPEHETOo (papMameBTHIeCKOro 00pa3oBaHusl M cepTH(HUKATa CIICIHAIICTA, BBICIIETO
WIN CPEIHET0 BETEPUHAPHOTO 00pa30BaHUsS U cepTU(UKATA CIICIUATNCTA, & TAKXKE BBICIIETO WIH
CpPeIHEr0 MEIHWIIMHCKOTO 0o0pa3oBaHMs, cepTH(dUKaTa CHelHuaanucTa W JOMOJHUTEIHHOTO
npoeCCUOHATBLHOTO 00pa30BaHUsl B YAaCTH PO3HUYHON TOPTOBIIM JIEKAPCTBEHHBIMH MpenapaTamu
NpU YCIOBUU WX pabOTBl B 00OCOOJCHHBIX TOAPA3ICICHUSIX MEIUIIMHCKAX OpTraHU3alui,
yKa3aHHbIX B 4acTH | HacTosIIEeH CTaThy.

(dactp 2 B pen. enepanbHoro 3akoHa ot 27.07.2010 N 192-D3)

Cratba 52.1. BBoa B rpaxpaHCKui oGOpOT NeKapCTBEHHbIX npenapaTtoB Ans
MeAULMUHCKOro NpUMeHeHus
(BBeneHna deaepanbHbIM 3aKk0HOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOZOM B TpaXXAaHCKUM OOOPOT KaXAOW CEpPUM WIM KaXKIOHW MMapTUH
npousBeleHHOro B Poccuiickoin @exnepanuy JIEKapCTBEHHOIO IIpemnapara i MEIULHUHCKOrO
INPUMEHEHHs, 3a  HCKIIYEHHEM  HMMMYHOOMOJIOTMYECKMX  JIEKAPCTBEHHBIX  IPENapaTos,
MIPOM3BOJUTENH TAKOTO JIEKAPCTBEHHOrO TIpernapaTa TNpeAcTaBiIseT B (enepaabHbli  OpraH
UCTIOJIHUTEJIBHOW BJIACTH, OCYIUECTBIISAIONMM (YHKIMU IO KOHTPOJI U Haa3opy B cdepe
3[paBOOXPAHEHUS], JOKYMEHT IHPOM3BOAMTENS JIEKAPCTBEHHOIO CpPEJACTBA, MOATBEPKIAOIIMM
Ka4eCTBO JICKapCTBEHHOTO IIpenapara, U MOATBEPKACHUE YIIOTHOMOYEHHOTO JIULA TPOU3BOIUTEIS
JIEKapCTBEHHBIX CPEJCTB COOTBETCTBHS JICKAPCTBEHHOT'O IpenapaTta TpeOOBaHUAM, YCTaHOBICHHBIM
IIPH €r0 TOCYAAPCTBEHHOM PErUCTPALIMH.

2. [lepen BBOIOM B TpakIaHCKHUI 0OOPOT KaXKAOW CEpUM MU Ka)XJIOH MapTUU BBO3HMOTO B
Poccniickyro ®enepanuro JIEKapCTBEHHOIO IIpenapara uisi MEIWLIHMHCKOTO NPHUMEHEHHS, 3a
HCKIIIOUEHUEM UMMYHOOHOJIOTHYECKIX JIEKAPCTBEHHBIX Mpenaparos, opraHu3aius,
OCYILIECTBIISIONIAsl BBO3 JIEKAPCTBEHHOro Mpenapara B Poccuiickyro denepanuto, NpeacTaBiseT B
denepanbHBIE OpraH HCIOJHUTENBHON BJIACTH, OCYIIECTBISIONUN (YHKIUH MO KOHTPOII U
Ha/J30py B cdepe 3IpaBOOXpaHEHHs, CepTU(PUKAT TPOM3BOJUTENS JIEKAPCTBEHHOTO CpPEICTBA,
YIOCTOBEPSIONIUI  COOTBETCTBME  BBO3MMOIO  JIEKAPCTBEHHOTO  Tpemapara TpeOOBaHUIM
dapMakoneiiHoi CcTaTbu, a B Clydyae OTCYTCTBUS (apMaKONEWHOW CTaTbu TpeOOBaHUAM
HOPMAaTUBHOM JTOKYMEHTAlWHU, U MOATBEPKICHUE NIPEACTABUTENS OpraHu3aluu, OCYyIIECTBISIIONIECH
BBO3 JIEKAPCTBEHHOI0 mnpenapara B Poccuiickyio ®denepannio U yNOJIHOMOYEHHOW WHOCTPAHHBIM
MIPOU3BOJUTENEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUSI BBO3UMOTIO JIEKAPCTBEHHOI'O Iperapara
TpeOOBAHMUSAM, YCTAHOBIIEHHBIM TIPH €T0 TOCYJAPCTBEHHOMN PETUCTPALIHH.

3. Ilopsinok npeAcTaBiIeHUsI B COOTBETCTBHM C YacTsAMU 1 U 2 HACTOSAIIEH CTaTbU TOKYMEHTOB
M CBEJICHHI O JIGKAPCTBEHHBIX IpernapaTax, BBOAUMBIX B IpakJIaHCKUK 000POT, yCTaHABIMBACTCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

4. B OTHOIIEHMM TEPBBIX TPEX CEPUM WM MapTUN JIEKAPCTBEHHOrO IperapaTa, BIIEpPBbIE
npousselieHHOro B Poccutickoint denepanuu wim Boepsbie BBO3UMOro B Pocculickyro denepanuro,
B (enepanbHBId OpraH HWCIOJHUTEIBLHOW BIIACTH, OCYIIECTBIISIONMA (YHKIUU 10 KOHTPOJIO H
Haa30py B cdepe 3apaBOOXpaHEHHs], TOMOTHUTEIBHO MPEICTaBISETCS MPOTOKON HCIBITAHUN O



COOTBETCTBUM CEPUM WJIM MAPTUM JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAUIMHCKOTO IPUMEHEHUs
IOKa3aTeasiM KadyecTBa, IPEIyCMOTPEHHBIM HOPMAaTHBHOM JOKyMEHTalMed (Jajiee - MpOTOKOJI
UCIBITaHUM), TPOBOAMMBIX AaKKPEAUTOBAHHBIMM B COOTBETCTBUM C 3aKOHOAATEILCTBOM
Poccuiickoit ®enepanmui 00 aKKpeAUTAIMM B  HAIMOHAJIBHOM CHCTEME aKKpeauTaIluu
benepanbHBIMU  TOCYJAPCTBEHHBIMH  OIO/DKETHBIMH  YUPEXKICHHUSMH, IOJBEIOMCTBEHHBIMU
(beneparbHOMY OpraHy HCIOJHUTEIBHONW BJIACTH, OCYLIECTBISAIOIIEMY (YHKIMH 1O BBIPAOOTKE U
peanu3ani rocyJapCTBEHHOW IMOJUTHKM M HOPMAaTUBHO-IIPAaBOBOMY PETyJIHMPOBaHUIO B cdepe
3paBOOXpaHEHMs, U (peAepalbHOMY OpraHy MHCIOJHUTENbHON BIIACTH, OCYIIECTBISIOMEMY
(GYHKIMU 1O KOHTPOJIO M Hau3opy B chepe 3apaBooxpaHeHus. Ilopspok BbliayM yKa3aHHBIMU
(benepanbHBIMU TOCYIAPCTBEHHBIMU OIOPKETHBIMH YUPEXKICHUSAMHU JAHHOTO MPOTOKOJIA U pa3Mmep
IIJIaThI 3a €T0 Bblady ycraHasiuBatorcsa [IpasurensctBoM Poccuniickoit denepanun.

5. Exeromno ©He mo3mHee 1 (<eBpans TPOU3BOAUTENN JICKAPCTBEHHBIX CPEICTB WIIH
OpraHM3aliM, OCYIIECTBISIONIME BBO3 JIEKAPCTBEHHBIX IpernapatoB B Poccuiickyro deneparuro,
MIPEJICTaBIAIOT B (peepanbHblii OpraH MCHOJHUTENIBHON BJIACTH, OCYLIECTBISIOMUN (PYHKIMH IO
KOHTPOJIIO U HAJ30PY B chepe 31paBOOXpaHEHUSs], TPOTOKOJ HCIBITAHUIA TTOCTYHBIIETO B TCUCHHE
roja B rpakJaHCKUN 00OPOT JEKapCTBEHHOTO IpernapaTa KOHKPETHOIO MPOU3BOAUTENS (Ha OTHY
CEpUI0 KAXKIOTO TOPrOBOTO HAMMEHOBAHUS C YYETOM JIEKAPCTBEHHOW (OPMBI M O3UPOBKH),
MPOBOJUMBIX aKKPEAUTOBAHHBIMU B COOTBETCTBHH C 3aKOHOJATENbCTBOM Poccuiickoit denepanun
00 aKKpeauTallMd B HAIMOHAIBLHOM CHCTEME aKKPEIUTAIMHM HCIBITaTeIbHBIMU J1a00paTOPUSIMU
(meHTpamm).

6. HpOI/I3BOI[I/ITeJII/I JICKAPCTBCHHLIX CPCACTB WM OpraHu3alnu, OCYHICCTBJIAIONIMC BBO3
JICKapCTBEHHBIX mpenapatoB B Poccuiickyio dexpeparuio, HE MEHee 4YeM 3a OJMH TOI [0
IIAaHUPYCMBIX MNPUOCTAHOBJICHUS WA IMPCKPALICHUA TPOU3BOACTBA JICKAPCTBCHHBIX IMMPCIIapaToOB
unm ux BBo3a B Poccuiickyro ®Denepanuio yBeaoMisitoT 00 3ToM (denepanbHBIA  OpraH
WCTIOJTHUTENILHON BIACTH, OCYIIECTBISIONMKA (YHKIIMM 1O KOHTPOIIO W HAm30py B cdepe
3/IpaBoOXpaHeHusl U (eaepaabHbli OpraH UCHOJHUTEIHbHOM BIACTH, OCYHIECTBISIOMUN (YHKIIHH
0 TUIEH3UPOBAHUIO MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

7. BBOoz B TpakIaHCKHI 000pOT KXKION CEPUH MIIH KaKIOH MapTHH HMMYHOOHOJIOTHIECKOTO
JIEKapCTBEHHOI'O IIpenapara, npousBelneHHoro B Poccuiickoit ®Penepanuu HiId BBO3UMOIO B
Poccuiickyro deneparuro, OCyIeCTBISIETCS HA OCHOBAaHUH pa3pelIeHHs, BEIIAHHOTO (eaeparbHbIM
OpPraHOM HCIIOJIHUTEIbHOM BIACTH, OCYIIECTBIISIONUM (YHKIIMU 110 KOHTPOJIIO U Haa30py B cdepe
3/[paBOOXpAaHEHUs, HA OCHOBAHUHU BBIJIAHHOTO (pelepaibHBIMH IOCYAAPCTBEHHBIMU OIOIKETHBIMU
YUPEXKIEHUSAMH, YKA3aHHBIMU B 4acTH 4 HACTOAILUEH CTaTbH, 3aKJIIOUEHHUS O COOTBETCTBUU CEPHUU
WIM MapTUUM UMMYHOOHOJIOTMYECKOI0 JIEKAPCTBEHHOI'O IpernapaTa TpeOOBaHUSIM, YCTaHOBIEHHBIM
IIPY €T0 TOCYAapCTBEHHOM peructpaunu. [opsnok Bbnauu paspelieHus Ha BBOJ B I'PaXIaHCKUM
000pOT CepuH WM NapTHH UMMYHOOHOJIOTHIECKOTO JIEKAPCTBEHHOTO TMperapara, a Takke HOPsIIoK
BBIIAUYM YKAa3aHHOI'O 3aKJIIOUEHUS M pa3Mep IUiaTbl 3a €ro BblAady yCTaHABIMBAIOTCS
[IpaBuTenscTBOM Poccuiickon Denepanun.

8. 3a HempeacTaBIECHUE WM HECBOEBPEMEHHOE MPEICTaBICHHWE JOKYMEHTOB M CBEACHUM,
MpEeyCMOTPEHHBIX YacTsaMu 1, 2, 4, 5 u 6 HacTosIIEel CTaTbH, MPOU3BOJUTENIN JICKAPCTBEHHBIX
CPEICTB M OpraHu3alliM, OCYLIECTBISIONINE BBO3 JIEKAPCTBEHHBIX IpemnaparoB B Poccuiickyro
®denepannio, HECYT OTBETCTBEHHOCTh B COOTBETCTBHM C 3aKOHOJATEIBCTBOM Poccuiickoi
denepauuu.

9. IlpeacraBneHue JOKYMEHTOB U CBEICHUMN, IPETYCMOTPEHHBIX YacTsMu 1, 2 u 4 HacTosen
CTaTbM, W TONyYECHHE MPEIyCMOTPEHHOTO YacThi0 7 HACTOSIIEH CTaThbH pa3pelieHHus Ha BBOJ
MMMYHOOHOJIOTHYIECKOTO JICKAPCTBEHHOTO IIpermapaTa B TPakIaHCKUK 000pOT HE TpeOyroTcs B



OTHOIICHUHN JICKapCTBeHHBIX npenapaTOB, HpGIIHaBHa‘{eHHLIX JUIA HpOBeI[eHI/ISI KIIMHNYCCKHUX
HCCIIe0BaHUH JICKAPCTBEHHBIX MPENapaToB, MPOBEICHUS SKCIIEPTU3bI JICKAPCTBEHHBIX CPEJCTB IS
OCYILECTBIICHUsI T'OCYJAapCTBEHHOM PETMCTPAallMM JIEKAPCTBEHHBIX IIpEnaparoB, a Takke B
OTHOIIEHWW HE3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMpENapaToB, MpEeAHA3HAYEHHBIX IS
OKa3aHus MGI[PH.[PIHCKOﬁ IIOMOIIIN ITO XU3HCHHBIM ITOKAa3aHUSAM KOHerTHOFO nmanueHTa, BBO3UMbBIX
B Poccuiickyio denepanuio B COOTBETCTBUM € 4acThio 3 ctaThu 47 Hacrosmero deaepaibHOro
3aKOHa.

10. IIpu BBISIBIEHUH B TPakIaHCKOM 000POTE CEPUH WIIH MAPTHUH JIEKAPCTBEHHOTO Mperapara,
JOKYMEHTBI M CBEIECHUS O KOTOPBIX, IPETyCMOTPEHHBIE YacTAMU 1, 2 U 4 HAcCTOSIEH CTaTbH, HE
IIPEJCTaBICHb! B (eiepajbHbIl OpraH MCIOJHUTEIbHON BJIACTH, OCYLIECTBISIOINN (QyHKIUM 1O
KOHTPOIFO W  Ham3opy B cdepe 3ApaBOOXpaHEHHUs, JUOO CEpUHM WU  MAPTHH
MMMYHOOHOJIOTMYECKOr0 JIEKAPCTBEHHOI'O Ipernapara, He HMEIOIIMX pa3pellieHHs Ha BBOJ B
rpaXJaHCKU 000pOT, MPEIYyCMOTPEHHOTO YacTbi0 7 HACTOSIIEH cTaThH, (ehepalbHbId OpraH
UCTIOJIHUTEJIBHOW BJIACTH, OCYIIECTBIIAIONMM (YHKIMH IO KOHTPOJI M Haa3opy B cdepe
3paBOOXpaHEHUsA, B TIOpsAKe, ycraHoBileHHOM IIpaBurensctBom Poccuiickoit ®enepanum,
IPUHUMAET pELICHHEe O MPEKpaIleHUU Tpa)xJaHCKOro o0OpoTa TaKUX CEpUU WM HapTUH [0
NIPEJCTaBICHNS YKa3aHHBIX JOKYMEHTOB U CBEICHUH MO0 MOTyUeHHs YKa3aHHOTO pa3peIieHusl.

Cratba 53. lpopmaxa, nepegavya nNeKapCTBEHHbIX CpPeACTB OpraHusauuaMm
ONTOBOW TOProBIM FieKapCTBEHHbIMU CpeacTBaMum

1. OpraHuzanuu OINTOBON TOPrOBIM JIEKAPCTBEHHBIMH CPEICTBAMH MOTYT OCYIIECTBIISTH
Hpo,uaxcy JIeKapCTBCHHBIX CpeI[CTB NIn Hepe;[aBaTL nx B yCTaHOBHCHHOM 3aKOHOIATCIIbCTBOM
Poccuiickoit deneparum nopsake:

1) apyrumM opraHu3anusM ONTOBOW TOPIOBIIM JIEKAPCTBEHHBIMH CPEICTBAMU;

2) TpOW3BOIUTENSAM JIEKAaPCTBEHHBIX CPEACTB MJsl IeJied MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB;

3) ANTCYHBIM OpPraHu3alusM U BETCPUHAPHBIM alITCYHBIM OPraHHU3alysaIM,
4) HAYYHO-HCCJIICAOBATCIILCKUM OpTaHU3alUAM IJId HaquO-HCCHeHOBaTeHBCKOﬁ pa6OTBI;

5) MHAMBUIYaJbHBIM MpEANPUHUMATENSAM, MMEIOIIMM JIMLIEH3UI0 Ha (apMaleBTHUECKYIO
JEATEIbHOCTD WIN JTULEH3UIO HA MEAULUHCKYIO 1EATEIbHOCTD;

6) MEIMIMHCKAM OpraHu3alusM, B TOM 4YHCIIE€ CO3JaHHBIM M 3aperuCTPUPOBAHHBIM B
COOTBETCTBUM C 3aKOHOJATEIILCTBOM MHOCTPAHHOTO TOCyAapcTBa - ujeHa OpraHuzanuu
SKOHOMHUYECKOTO  COTPYJHHMYECTBA M  Pa3BUTUS  HWHOCTPAHHBIM  IOPUJIMYECKUM  JIUIIAM,
WHANBUAYATbHBIM TMPEANPUHUMATENAM, SBISIIONIMMCS yYaCTHUKAMU MPOEKTa B COOTBETCTBUU C
®denepanbHbIM 3aKOHOM "O MEXKIyHApOIHOM MEIUIIMHCKOM KJIacTepe M BHECEHUU M3MEHEHHH B
OTJIENbHBIE 3aKOHOaTeNbHbIe akThl Poccuiickoii @enepanuu', 1 BeTepUHAPHBIM OpPraHU3aLIUsAM;

(B pen. ®enepanbHoro 3akoHa ot 26.07.2019 N 240-03)

7) opraHu3alysM M WHAMBHIYAJIbHBIM MPEANPHHAMATEISM, OCYIIECTBISIONIMM Pa3Be/ICHUE,
BEIPANTUBAHUE W COJACPKAHHWE >KMBOTHBIX (32 HCKIIOYCHHEM TIPOJAXKU UM (apMaleBTUICCKUX
cyOCTaHIMI UM UX TIepeadn).

(n. 7 B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)



2. OpraHuzaiiud ONTOBOW TOPTOBJIH JICKAPCTBEHHBIMH CPEICTBAMU OOS3aHBI XPAaHUTh
3aKyIUICHHYIO (hapMaleBTUUECKY0 CyOCTaHIIMIO CIUPTA 3TUIIOBOTO (3TaHOJA), OCYIICCTBIIATH €€
peanu3alMio WIM Iepefady B YCTaHOBJICHHOM 3akoHoaarelbcTBOM Poccuiickoit denepanuu
TOPSIIKE OpPTaHM3AIMAM, YKA3aHHBIM B IMyHKTaxX | - 7 gyacTu | HacTosIIel cTaTbi, B Tape 00HEMOM
He Oonee 1 muTpa.

(dactp 2 BBenena denepanbHbIM 3aK0HOM OT 29.07.2017 N 278-D3)

Cratbsa 54. [NpaBuna onToBOW TOProBsv fieKAPCTBEHHbIMU CpeaAcTBaMm

OnroBass TOPrOBJsl JICKAPCTBEHHBIMH CPEACTBAMHU  OCYIIECTBISCTCS TMPOU3BOIUTEIIMU
JIEKAPCTBEHHBIX CPEJCTB M OPraHHU3alMsIMH ONTOBOW TOPTOBJIM JEKAPCTBEHHBIMU CPEJICTBAMH IO
MpaBujiaM HaJUIeKAIEH JUCTPUOBIOTOPCKOW TMPAKTHKKA W TIpaBUjaM HaJIeKalled MPaKTUKH
XpaHEHUs] M TEpPEeBO3KU JIEKAPCTBEHHBIX MPENAPATOB, YTBEPKIECHHBIM COOTBETCTBYIOIMIMMHU
YIIOJTHOMOYEHHBIMH (peiepaIbHBIMU OpraHaMHU UCTIOJIHUTEITLHOM BIACTH.

(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbs 55. MNopAaaoKk poO3HUYHON TOProBIU NNIEKapPCTBEHHbIMU Npenaparamm

1. Po3HuuHas TOProBIIsA JIGKAPCTBEHHBIMH TIpENapaTaMyd B KOJIHYECTBAX, HEOOXOAMMBIX s
BBITIOJIHEHHS BpaueOHBIX ((PespamepcKkux) Ha3HAUeHU WM Ha3HAYCHUH CIIEIHAIUCTOB B 00JIaCTH
BETEPUHAPUU, OCYIIECTBISCTCS AaNTeYHBIMU OpPTaHU3aIlUsSMH, BETCPUHAPHBIMU aANTCUHBIMH
OpTraHW3aIMsIMKA, WHAWBHIYaTbHBIMH  TPEANPUHUMATEISIMH, WMCIOIIUMH  JIMIEH3UIO  Ha
(hapManeBTHUECKYIO AEATeIbHOCTh, MEIUIIMHCKUMU OPTaHU3ANUSIMH, UMCEIOIMIMMH JIMIICH3UI0 Ha
(hapManeBTHUECKYIO NESITEIbHOCTh, U MX 000COOJEHHBIMHU TOJpa3/eieHUusIMHA (aMOyJIaTOPHUIMHU,
benpamepckuMu U (eNbIImIepCKO-aKyIepCKUMU MMyHKTaMHU, LEHTpaMH (OTAEICHUAMHU) OOIIen
BpaueOHOM (CeMEWHON) MpaKTHKH), PACIOJIOKEHHBIMA B CEIbCKUX HACEJICHHBIX IyHKTaxX, B
KOTOPBIX OTCYTCTBYIOT allT€YHbIC OpPraHW3allMH, U BETCPHUHAPHBIMH OPTaHU3AIMSIMH, UMCIOIIMMU
JUIEH3UI0 Ha (apMaleBTUYECKYIO0 JeSATEIbHOCTh. Pa3pelnieHa po3HWYHAss TOPTOBIS TOJBKO
JICKApCTBEHHBIMH ~ TIperiapaTaMu, 3aperucTpupoBaHHbIME B Poccuiickoit ®exepanuu  wiu
W3TOTOBJICHHBIMU aNTCYHBIMH OPTaHHW3AIUSIMHU, BETCPUHAPHBIMH AaNTEYHBIMH OPTAaHU3AIHUSIMH,
WHIUBUIYaIbHBIMH TPEINPUHUMATEISIMA, HWMCIOIIMMHU JIMIEH3UI0 Ha  (apMaleBTUICCKYIO
NeSATeNIbHOCTh. PO3HWYHASsT TOPTOBIS JIGKAPCTBEHHBIMH IIperapaTaMu  OCYIIECTBISICTCS 10
NpaBUjIaM HaJUIekKallleH anTeyHOW MPAKTHKH, YTBEP)KICHHBIM YIIOJTHOMOUYEHHBIM (eaepaibHbIM
OpPTaHOM WCTIOJTHUTEIIbHOW BIACTH.

(B pen. ®enepanbHbIx 3aKOHOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

2. Buzapl anTeyHBIX OpraHW3allMii W TpaBWia OTIyCKa JIEKAPCTBEHHBIX IPEMapaToB JUIs
MEAULUHCKOTO IIPUMEHEHHUS anTeYHbIMU OpraHu3alusaIMH, UHJIMBUAYabHBIMU
NPEINPUHIMATEISIMA, WMEIOMIMMHU JIUICH3UI0 Ha (hapMaleBTHUECKYIO ICSITEIbHOCTh, a TaKXKe
IpaBUja OTIyCKa JIEKAPCTBEHHBIX IPENapaTroB A MEIUIMHCKOTO NMPUMEHEHUS MEIUIMHCKUMU
OpTraHU3aIMsIMA, HWMEIOIMIMMHU JIMIEH3WI0 Ha (apMaleBTHUECKYIO JEATENIbHOCTh, M HX
000COOIEHHBIMHI MoIpa3iesIeHUsIMU (amOymnaropusimMu, GbenpamepcKuMu u
(benpamepeKo-aKymepcKuMi MyHKTaMH, [ICHTpaMu (OTIeICHUSIMH) 0011ei BpaueOHOW (CEMEHHO)
NIPAKTUKH), PACIOJIOKEHHBIMU B CEJIbCKUX HACEJICHHBIX ITyHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeYHbIle  OPraHM3alliH,  YTBEPKIAIOTCS  YHOJTHOMOYEHHBIM  ()efepalibHBIM  OpPraHOM
WCTIOJIHUTEJIbHOM BIacTH.

(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. HpaBI/IJ'Ia OTITyCKa HApKOTUYCCKHUX CpeacCTB n MNCUXOTPOITHBIX BCIICCTB,
3apCTUCTPUPOBAHHLIX B KAUCCTBC JICKAPCTBCHHLIX IIPCIapaToB, JICKAPCTBCHHLIX IIPCIapaToB,



CONEpKalINX  HAPKOTHYECKHUE CPEACTBA W  TICHXOTPOIMHBIE  BEIIECTBA,  YTBEPKIAIOTCS
VIOJHOMOYCHHBIM ~ (eiepalibHBIM OpPraHOM HWCIIOJHHUTEIBHOW BIIACTH MO COTJIACOBAHUIO C
(benepanbHBIM OPraHOM HCTIOJIHUTENLHON BIIACTH, YIIOJIHOMOYEHHBIM B chepe BHYTPEHHHX JIE.

(B pen. Deaepanbroro 3akoHa ot 03.07.2016 N 305-D3)

4. JlekapcTBeHHBIE Ipenaparbl MAJs BETEPUHAPHOTO IIPUMEHEHHS MOJIEKAT OTIIYCKY
BETEPUHAPHBIMA anTEeYHBIMH OpTaHU3aIISIMH, BETEPUHAPHBIMU OpraHu3alUsIMH,
WHAWBUAYAJIbHBIMUA  OPCANPUHHUMATCIIAMA, HWMCIONIUMU JIMIICH3UIO HaA (I)apMaHeBTI/I‘-IGCKyIO
nesTenbHOCTh.  OTIyCK  JIGKAPCTBEHHBIX — TpEMapaToB Uil BETCPUHAPHOTO  TPUMEHCHUS
OCYHICCTBIIACTCA B COOTBCTCTBUU C IMPAaBUIIAMHU Ha):[nexcameﬁ anTeYHOU IMMPAKTHUKU JICKAPCTBCHHBIX
MpernapaToB Uil BETCPUHAPHOTO TPUMEHEHUS, YTBEPKICHHBIMHU YIIOJTHOMOYCHHBIM (heaepaibHbIM
OpraHom HUCIOJIHUTEIBHOMN BIIACTH.

(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-03)

5. TlepeueHb MEOMIMHCKUX OpTaHU3AIMM, MUMEIOIUX JHLEH3UI0 Ha (apMaleBTHUECKYIO
NEeATEIbHOCTh, M WX 000COOJEHHBIX TMoApa3AciicHnid (aMOymatopuii, Qenpamepckux ¢
(benpamepeKo-aKymepckux IMyHKTOB, IIEHTPOB (OTAeNeHuil) oOmel BpadyeOHOUW (ceMelHOi)
MIPAKTHKH), PACIIOJIOKEHHBIX B CEIbCKUX HACEJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€UHbIE
OpraHM3alliM, a TaKKe IEePEUYEHb JIEKAPCTBEHHBIX IMPENaparoB (32 UCKIYEHHEM HApKOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB W MCUXOTPOIMHBIX JIEKAPCTBEHHBIX IMPEnapaToB), MPoJaxa KOTOPBIX
MOJKET OCYIIECTBIIATHCS YKAa3aHHBIMU OPTraHU3AIMsIMU M UX 000COOJICHHBIMH TMOJPA3/IEICHUIMH,
YCTaHaBJIMBAIOTCSl OpraHaMHU HUCIIOTHUTEIIBHON BJIacTH CyObekToB Poccuiickoit denepanun.

(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

6. AnTeuHble OpraHM3allly, UHAUBHUIyaIbHbIC MPEANPUHUMATENN, UMEIOIIUE JIMIEH3UI0 Ha
(bapManeBTHUECKYI0 JESTEIbHOCTh, O00s3aHbI 00ecneunBaTh YTBEpXkKACHHBIH IIpaBUTENBCTBOM
Poccuiickoit ®eneparuu U GOpMHPYEMBIi B YCTAaHOBJIGHHOM UM TIOPSJIKE MUHUMAJIbHBIN
ACCOPTUMCHT JICKAPCTBCHHBIX IIPCIIapaTos, HGO6XO,Z[I/IMBIX IJ11 OKa3aHUus MGHHHHHCKOﬁ IIOMOIIIH.
(dgactpb 6 B pen. DenepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTedHble OpraHW3alliy, WHAWBUIYaJbHBIC NMPEIIPUHUMATEIH, UMEIOIINE JIMICH3NIO Ha
(bapMaHeBTI/I‘-ICCKYIO ACATCIIbHOCTb, HapsAAy C JCKApCTBCHHBLIMH IpcliapaTaMu HWMCIOT IIpaBO
npuoOpeTaTh W MpoJaBaTh MEAMLIMHCKHE W3ICTHS, Ne3HHOUIMPYIOIINE CPEACTBA, MPEIMETHl H
CpPEACTBA JIMYHOM THUTHEHBI, MOCYAy Uil MEAUUMHCKUX LEJIeH, NpeaMeTbl MW CPEACTBa,
NpeJHa3HAuYCHHBIE IS yXOJIa 3a OOJBbHBIMH, HOBOPOKACHHBIMH W JI€TbMH, HE JOCTHUTIINMH
BO3pacTa TpeX JIET, OYKOBYIO ONTHKY M CPEICTBA YXOia 3a HEH, MUHEpaJbHBIC BOIBI, POITYKTHI
7e4eOHOr0, IETCKOTO U TUETUYECKOr0 MUTAaHHsI, OMOJIOTNYeCKH aKTUBHBIE T00aBKH, Map(proMepHbIe
U KOCMCTHYCCKHUEC CPCACTBA, MCAWIMHCKHUC W CAHUTAPHO-IIPOCBCTUTCIIBHLIC IMCYATHBLIC HU3JaHHA,
npeHa3HaueHHBIE sl IPOTIaraHabl 3[0pPOBOTO 00pa3a KU3HH.

(B pen. ®enepanbHbix 3aK0HOB 0T 27.07.2010 N 192-®3, o1 25.11.2013 N 317-D3)

8. JledrenbHOCTh anTeuHbIX opraHm3zauuii BoopysxkenHbix Cun Poccuiickoit ®enepanum,
APYTUX BOWCK, BOWHCKUX (POPMHPOBAHUIN U OPraHOB, B KOTOPHIX 3aKOHOAATEINBCTBOM Poccuiickoii
denepanuy IpeayCMOTPEHO MPOXOKICHUE BOCHHOH CiTy>kObl MK (efepabHON rocyaapCTBEHHON
CIIyKOBbI, CBSI3aHHOM C MpPaBOOXPAHUTENILHON JESITENbHOCTHIO, PETJIAMEHTUPYETCS HACTOSILUM
denepanbHbIM 3aKOHOM M YTBEP)KJICHHBIMM COOTBETCTBYIOIIUMH (eAepalibHbIMU OpraHaMu
HCIIOJIHUTENIbHON BJIacTU MojoxkeHUusiMU. KoHTpoib 3a coOitoieHneM yKa3aHHbIMU aNTeUYHBIMU
OpraHM3alMsIMM  TOJNIOKEHMH  HactoAmero  denepanpHOro  3aKOHa  OCYLIECTBIIAETCS
COOTBETCTBYIOIIKMMU (eiepaibHbIMU OPraHaAMU UCIIOJHUTENIBHOM BJIaCTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)



CraTtba 56. M3arotoBneHue u oTNYCK NeKapCTBEHHbIX NpenapaToB

1. M3roroBieHne JI€KapCTBEHHBIX MPENapaToB alTe€YHbIMU OPraHU3ALMSIMU, BETEPUHAPHBIMU
anTEYHBIMM OPraHU3ALMAMH, UHAUBUYAIBHBIMHU IIPEANPUHUMATEIAMYI, UMEIOIUMU JTULCH3UIO Ha
(bapManeBTHYECKYIO ACATENbHOCTb, OCYLIECTBIISIETCS 110 PEIenTaM Ha JICKapCTBEHHBIE MPENapaThl,
1o TpeOOBAHMAM MEAMLUHCKUX OpraHu3alluil, BETEPUHAPHBIX OpPraHU3alUil B COOTBETCTBUM C
[IpaBUJIaMU  M3TOTOBJIEHUS M  OTIyCKa JICKAPCTBEHHBIX IIPENApaTroB, YTBEPKIACHHBIMU
YIOJIHOMOYEHHBIM (heZiepaIbHbIM OPIaHOM HUCIIOJIHUTEIBHOM BIACTH.

2. Ilpm W3roTOBIIEHMM JIEKAPCTBEHHBIX IIPENapaToB alTEYHBIMU  OpIraHU3ALMIMM,
BETEPUHAPHBIMM  aNTEYHBIMH  OPraHMU3ALMAMM, HMHIWBHIYAIBHBIMM  IPEAIPHUHAMATEISIMM,
MMEIOIIMMH JIMICH3UIO Ha (DapMaleBTHUECKYIO JEATEIIbHOCTh, HCIIONB3YIOTCS (papMaleBTHYecKue
CyOCTaHIIMM, BKIIOUEHHBIE COOTBETCTBEHHO B I'OCYJApCTBEHHBIN PEECTp JICKaPCTBEHHBIX CPEACTB
JUISL MEOULUHCKOrO IPUMEHEHMS U TOCYAApCTBEHHBIM pEeCTp JIEKAPCTBEHHBIX CPEACTB UL
BETEPHHAPHOIO MPUMECHEHHA B YCTAaHOBJIEHHOM mopsake. He nmomyckaercs W3roToBieHHE
anTeYHbIMM OPraHU3alUsAMH, BETEPUHAPHBIMU AalTEYHBIMU OpPraHU3ALUSAMU, WHIUBUYaJIbHBIMU
OPENNPUHUMATEISIMA,  MMEIOIIMMU  JIMIEH3MI0 Ha  (DapMaleBTUYECKYH  JESTEIbHOCTb,
JIEKApCTBEHHBIX IIPENApaToB, 3aperuCTpUpOBaHHbIX B Poccuiickoit denepanuu.

3. MapkupoBKa JIEKapCTBEHHBIX MpPENapaToB, U3TOTOBJICHHBIX ANTEYHBIMU OPraHU3ALUIMU,
BETEPUHAPHBIMH  ANTEYHBIMH  OPTaHU3ANMSIMH, HWHIWBUAYAIbHBIMH  TPEIIPUHUMATEISIMH,
MMEIOLUMH JIMIIEH3UI0 Ha (papMaleBTUUYECKYIO AESITEIbHOCTh, U 0(QOpMIIEHUE TaKUX IpEernapaToB
JOJKHBI COOTBETCTBOBATH MIPABHJIaM, YKa3aHHBIM B 4acTH | HACTOSIICH CTaThH.

4. AnrteuHble OpraHM3alMd, BETEPHUHAPHBIE alTE€YHblE OpPraHW3alid, WHIWBHyaJlIbHBIC
OpEeNNpPUHUMATETN, WMCIOIINe JUICH3WI0 Ha (apManeBTUYECKYIO JIEATEeIbHOCTh, HECYT
OTBETCTBEHHOCTbH 32 HECOOJIO/IEHUE MPABIII U3TOTOBJICHUS U OTITyCKa JIEKaPCTBEHHBIX MpEnapaToB
B COOTBETCTBHH C 3aKOHOAATENLCTBOM Poccuiickoit dexnepanumu.

Cratba 57. 3anpeuweHue npogaxu ¢anbCcUPULNPOBaAHHBLIX JEeKapCTBEHHbIX
CpeAcTB, HenoOpOKa4yeCTBEHHbIX JieKapCTBEHHbIX CPeAcTB, KOHTpadaKTHbIX
neKapCcTBEHHbIX CpeacTB

[lpomaxa  ¢anbcu(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEIACTB,  HEIOOPOKAaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEAICTB, KOHTPa(aKTHBIX JIEKAPCTBEHHBIX CPE/ICTB 3aMPEIIACTCS.

CraTtbsa 58. XpaHeHMe nekapCTBEeHHbIX CPeacTB

1. XpaHeHue JIeKapCTBEHHBIX CPEACTB OCYIECTBISACTCS MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX
CPE/ICTB, OpraHW3alUsIMH ONTOBOW TOPTOBIM JICKAPCTBEHHBIMH CpPEACTBAMH, AaNTCYHBIMH
opraHu3anusimu, BCTCPUHAPHBIMU aIlITCYHbIMHU opraHu3anusiMmu, HHIAWBUIYAJIbHBIMU
NPEANPUHUMATENSAMH, HMCIOIUMH  JIMIEH3UI0 Ha (apMaleBTHYECKYIO JEATENFHOCTh  HIIH
JIMOCH3UIO Ha MCIUIHMHCKYIO OCATCIbHOCTH, MCAWIMHCKHUMU OpraHu3aludaMH, BCTCPHUHAPHBIMU
OpPraHM3alMsIMA ¥ WHBIMH OPTaHH3aLUSAMH, OCYIICCTBISIOIIUMH OOpalleHHe JICKapCTBEHHBIX
CpCacCTB. XpaHCHI/Ie JICKAPCTBCHHBIX CPCACTB JIA BETCPUHAPHOTO NPUMCHCHHA OpraHu3aluiaMu Hu
WHIUBHYaTbHBIMU TPEANPUHUMATENSIME B CIy4asX, €CIM OHH MCIOJB3YIOTCS HCKIIOYHTEIBHO
IIpu pa3BCACHUH, BbIpallluBaHWH, COACPKAHNHN U JICUHCHUU JXKUBOTHBIX, MOXKCT OCYIICCTBIIATHCA oe3
MOJTY4EHHS JIMLIEH3UN Ha (hapMareBTHUECKYIO IESTEIbHOCTb.

(B pen. ®enepanbHoro 3akoHa ot 22.10.2014 N 313-03)

2. HpaBHna XpaHCHUA JICKAPCTBCHHBIX CPEACTB  YTBCPIKAANOTCA COOTBCTCTBYIOIIUM



YIOJHOMOYCHHBIM (I)eﬂepaHLHBIM OopraHomM HWCIOTHUTEILHOM BIACTH.

3. XpaHeHUWE HAPKOTHYCCKUX JICKAPCTBEHHBIX CPEACTB, TCHUXOTPOIHBIX JIEKAPCTBEHHBIX
CpeI[CTB, pa,Z[I/IO(papMaL[eBTI/I‘ICCKI/IX JICKapCTBeHHI:IX CpeIICTB OCym@CTBJI?IeTC}I B COOTBCTCTBUU C
3akoHoJaTeNbcTBOM Poccuiickoit deneparnm.

Cratbsa 58.1. NpeaMeTHO-KONMYECTBEHHbIN y4YeT JfieKapCTBEHHbIX CPeacTB Ans
MeAULIMHCKOro NpMMeHeHus
(BBeneHa DenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. TlepeueHb JIeKapCTBEHHBIX CPEACTB JJsi MEAMIIMHCKOTO TPUMEHEHHMsS, MOAJeKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY YUeTy, YTBEPXKAAeTCAd YMOJIHOMOYEHHBIM (pelepalbHbIM OpPraHoOM
WCIIOJTHUTEIbHOU BIJIACTH.

2. Tlopsook BKIIOYEHUS JICKApPCTBEHHBIX CPEICTB UII MEOUIMHCKOTO NPUMEHCHHS B
NnepcUCHb JICKApCTBCHHBIX CpCaACTB JIIsL MCOUIINMHCKOI'O MPUMCHCHUA, IIoJJICKaIux
IPEAMETHO-KOJINYECTBEHHOMY yUYETy, YCTaHABIMBACTCS YIIOJHOMOYECHHBIM (pe/IepabHBIM OPTaHOM
HWCIOTHUTEILHOM BJIACTH MO COTJIaCOBAHHUIO C q)ellepaJ'H:HLIM OopraHomM HUCIIOTHUTEIbHOM BJIaCTH,
YIIOJIHOMOYEHHBIM B c(epe BHYyTPCHHUX JIEII.

(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. TlpeaMeTHO-KOJMYECTBEHHBI YYeT JICKApCTBEHHBIX CPEIACTB [UISS MEIMIIMHCKOTO
IIPUMEHEHUsT BEAYT IIPOU3BOAUTEIIM JIEKAPCTBEHHBIX CPEICTB, OPraHU3alMd ONTOBON TOPTOBIU
JICKApCTBEHHBIMH CPEICTBAMH, alTeYHbIe OpraHW3allM{, WHAWBUAYAIbHBIC TNPEANPHHUMATEIH,
HMCHOIIUEC JIMICH3UKO Ha Q)apMaL[eBTI/I‘-ICCKYIO ACATCIIbBHOCTL HWJIM JIMICH3UIO Ha MCIUIIMHCKYIO
JeSTeTbHOCTh, W MEAHMIMHCKUE OPTaHU3aIlMH, OCYNICCTBISIOIINE OOpalIeHHe JICKapCTBEHHBIX
CpeacTte jid MCIAUIHUHCKOIO MTPHUMCHCHUA, IIYTCM PpCrucCTpanuu HIO6BIX CBA3aHHBIX C HX
oOparieHueM Omepanuii, MPU KOTOPBIX HM3MEHSETCS HMX KOJWYECTBO M (WJIM) COCTOSHHE, B
CTCHUANBHBIX )KYyPHAJIaX ydeTa Olepallyii, CBA3aHHBIX C OOPAIICHUEM JIEKAPCTBEHHBIX CPEJICTB IS
MEJIMIIMHCKOTO TPUMEHEHHUS (J1aJiee - CTIeIMaIbHBIC KYPHAJIIBI).

4. IIpaBuiia perucTpalyu onepauii, CBI3aHHBIX ¢ 0OpaILEHUEM JEKapCTBEHHBIX CPEJCTB IS
MEIUIMHCKOTO NPHUMEHEHHS, BKJIIOYEHHBIX B IEpEYEHb JIEKAPCTBEHHBIX CPEACTB IS
MEIULMHCKOTO MPUMEHEHHs], MOJIEeKAIIUX PEIMETHO-KOJIUUYECTBEHHOMY YUYeTy, B CHEIMaIbHbBIX
KypHaJIax M TpaBWIa BEACHMS U XPaHEHHsS CIELUUAIbHBIX JKYpHAJIOB YTBEPKAAIOTCS
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM UCIIOJIHUTENBHON BIIACTH.

5. KonTponp 3a coOmto/ieHreM TMpaBUil PETUCTPAIIMK OMNEpaliii, CBI3aHHBIX ¢ OoOpalieHueM
JIEKapCTBEHHBIX CPEJICTB JUI  MEIUIMHCKOTO TPUMEHEHHUs, BKIIOYEHHBIX B IE€pPEUYCHb
JICKApCTBCHHBIX CpCaAcCTB JII MCEAUIINHCKOI'O IMPUMCHCHUA, IIojIexKamnumx
IPEIMETHO-KOJIMYECTBEHHOMY YYeTy, B CIELHAIbHBIX JKypHalax, a Takke 3a COOJII0JCHHEM
nmpaBujl BCACHUA MW XpaHCHHA CICHHUAJIBHBIX JXYPHAJIOB BO3JIaracrCsa Ha YIOJHOMOYCHHBIC
(benepanbHble OpraHbl MCIOJIHUTEIBHOM BJIACTH M OpraHbl HMCIOJIHUTENBHOM BIACTH CyOBEKTOB
Poccniickoit ®enepanuy, OCYLIECTBISIOIME JIMLIEH3UPOBAHUE IIPOU3BOJACTBA JICKAPCTBEHHBIX
CpeAcCTB, (hapMaleBTUUECKON IeATEIbHOCTH U MEIUIUHCKON JesTeIbHOCTH, U OCYILECTBIISETCS B
paMKax JIMIEH3UOHHOTO KOHTPOJISL.

Mnasa 11. YHUMTOXEHUE JNNIEKAPCTBEHHbLIX CPEACTB

CrtaTtba 59. OCHOBaHUA U NOPAAOK YHUUTOXEHUS NeKapCTBEeHHbIX CPeacTB



1. HenobpokauecTBeHHbIE JIEKAPCTBEHHBIE CPEACTBA, (anbcu(PUIMPOBAHHbBIE JIEKAPCTBEHHBIE
CpeICTBA TMOMJICKAT HUBBATUIO M3 OOpalleHHWs W YHUYTOXKCHHIO B TIOPSAKE, YCTAHOBICHHOM
[IpaButensctBoM Poccuiickoit ®enepaunin. OCHOBaHUEM [JIi YHUYTOXKEHHS JIEKAPCTBEHHBIX
CPEICTB SIBISIETCSA pEIICHUE BIAJeNblia JICKAPCTBEHHBIX CPEACTB, PEIICHHE COOTBETCTBYIOIIETO
YHOJHOMOYEHHOTO (efiepaibHOro opraHa UCIOJHUTENbHOMN BIACTH WM PEIlIeHue Cy/a.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KoHtpadakTHble JI€KapCTBEHHbIE CpPEICTBAa MOAJEKAT H3BIATUIO M3 oOOpalleHus u
YHUUTOXKEHHUIO TIO pelieHuio cyaa. [lopsiIok YHUYTOXKEHHS KOHTPAa(aKTHBIX JIEKApPCTBEHHBIX
cpeacts ycranaBiauBaetcs [IpaButensctBoMm Poccuiickoi Denepannm.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. Pacxonpl, CBsI3aHHBIE C YHHMYTOXKEHHEM KOHTpPa(aKTHBIX JICKAPCTBEHHBIX CPEICTB,
HE100pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB, (halbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB,
BO3MELIAIOTCS UX BIIAACIBbLEM.

4. Bnapenen J€KapCTBEHHBIX CPEIACTB JOJDKEH IPEICTaBUTh B  YIOJIHOMOYEHHBIN
denepanbHBI OpraH HMCIOTHUTEIBHOW BIACTH JOKYMEHT WJIM 3aBEPEHHYI0 B YCTaHOBJICHHOM
MOPSI/IKE €ro KOMHUIO, TOATBEpPKAAtoIINe (aKT YHUUTOKEHHS JIEKapCTBEHHBIX CPEICTB.

5. CoOOTBETCTBYIOIIMI YIOTHOMOYEHHBIN (eepalbHbIii OpraH HWCIOJTHUTEIBHONW BIIACTH,
NPUHSABLIMNA pelieHre 00 YHHUTOXEHHUU JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBIISIET KOHTPOJb 32 UX
YHUUTO)XKEHUEM.

6. YHUYTOXXEHHE JIEKapPCTBEHHBIX CPEICTB IPOU3ZBOAMTCA OPTraHU3ALMAMH, HMEIOIIUMHU
COOTBETCTBYIOUIYIO JIMIIEH3UIO, Ha CIIEIUAIbHO OOOPYAOBAaHHBIX IUIONIAJKAX, MOJUTOHAX H B
CHELUANIBbHO O0OPYAOBAaHHBIX IOMELICHUAX C CcOOJrofeHueM TpeOoBaHMK B 00]aCTH OXpaHbI
OKpY>KaloIlel cpeibl B COOTBETCTBHUH C 3aKOHOAATENBCTBOM Poccuiickoit @enepanuu.

7. HapkoTuyeckue JIEKapCTBEHHBIE CPEJICTBA, MCUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEACTBA,
paguodapMarieBTUYECKUE JIEKAPCTBEHHBIC CPEJCTBA YHUYTOXKAIOTCSI B COOTBETCTBHU  C
3akoHoJaTenbCcTBOM Pocceuniickont denepanum.

nasa 12. TOCYOAPCTBEHHOE PEIYJIMPOBAHUE LIEH
HA NNEKAPCTBEHHbIE NMPENAPATbI Al MEAULMHCKOIO NPUMEHEHUA

Cratba 60. locypapcTBeHHOe perynupoBaHMe LUEH Ha JeKapCTBeHHblIe
npenapartbl AN MeAULIMHCKOro NpMMeHeHuUs

FOCY,HapCTBCHHOG PEryjinpoBaHUC HCH Ha JICKAPCTBCHHBIC IIpemapaTbl I MEAULUHCKOTO
MPUMCHCHUA OCYIICCTBIIACTCA ITOCPEACTBOM:

1) yrBepxnenusi IlpaButenbctBoM Poccuiickoit ®enepanuu mnepedHs HKU3HEHHO
HEOOXOJMMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX IPEMapaToB, KOTOPHIH CHOPMHPOBaH B
YCTAHOBJICHHOM MM TMOPSIKE Ha OCHOBE KOMIUIEKCHOM OIIEHKHM JIEKapCTBEHHBIX IpPENapaTos,
BKJIFOYAsT aHAJM3 CBEACHHA O CPaBHHUTEIHHOW KIMHHYECKOH A(()EKTHBHOCTH M OE30MaCHOCTH
JIEKAPCTBEHHOTO CPEACTBA, OLEHKY 3KOHOMMUYECKUX MOCIIEICTBUM NMPUMEHEHHUS JIEKaPCTBEHHOTO
CpEICTBAa U U3yYECHHE JTONIOJHUTEIBHBIX MTOCIEICTBUI IPUMEHEHUS JIEKAPCTBEHHOTO CPENICTBA;

(m. 1 B pen. @exaepanbHOro 3akoHa ot 22.12.2014 N 429-03)



2) yTBEpKIEHHS METOIMKU pacyeTa TMpelelbHbIX OTIYCKHBIX IIEH IPOU3BOAUTENICH Ha
JIEKapCTBEHHBIC IIpenapaThl, BKIIOYCHHBIE B NEPEYCHb XM3HEHHO HEOOXOAMMBIX M Ba)KHEHIIHX
JICKapCTBEHHBIX IMPENapaTroB, a TaKKe BHEAPEHUS MEXaHU3MOB (OPMHUPOBAHUS CHUCTEMBI
pedhepeHTHBIX 1IEH;

(B pen. @enepanbHbIX 3aK0HOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)

3) TOCymapcTBEHHOM pEruCTpaluy MpPEACTIbHBIX OTIYCKHBIX IIeH IPOW3BOIUTENCH Ha
JICKApCTBCHHBIC IIpCHapaThbl, BKIIIOYCHHBLIC B ICPCUYCHL KU3HCHHO H€06XO,Z[I/IMBIX 1 BaKHEHIITHX
JIEKapCTBEHHBIX MPETapaToB;

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BedeHMsI TOCYIApCTBEHHOI'O pPEecTpa MpeeNIbHbIX OTIYCKHBIX LIEH NMPOU3BOJAUTENCH Ha
JIEKapCTBEHHBIE TMpENapaThl, BKIIOYCHHBIC B IMEpPEUeHb >KU3HCHHO HEOOXOIUMBIX M BaXKHEHIINX
JIEKapCTBEHHBIX MPENapaToB;

5) yTBepXkIeHHUs METOJMKH YCTAHOBJICHHS OpraHaMH HCIOJIHUTEIBHOM BIACTH CyOBEKTOB
Poccuiickoit denepanuu mpeneabHBIX Pa3MEPOB ONTOBBIX HAM0ABOK M MPENETbHBIX pPa3MEpOB
PO3HHUYHBIX HaIIGaBOK K (baKTI/I‘-ICCKI/IM OTIIYCKHBIM II€HaM, YCTAHOBJICHHBIM HPOU3BOJUTCIIAMU
JIEKapCTBEHHBIX MPENapaToB, Ha JEKAPCTBEHHbIE MpEnapaThl, BKIIOUEHHbIE B MEPEUYECHb KU3HEHHO
HEOOXO/IMMBIX M BaXKHEUIIHX JIEKAPCTBEHHBIX MIPETapaToB;

6) yCTaHOBIEHHUS IMpeNeTbHBIX pa3MEpPOB OINTOBBIX HAA0ABOK M MpElEibHBIX Pa3MEPOB
PO3HUYHBIX HAA0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBIJICHHBIM IPOM3BOJUTEISIMH
JIEKAPCTBEHHBIX NPENAapaToB, HA JEKAPCTBEHHbIE NIPENapaThl, BKIIOUECHHBIEC B IIE€PEYEHb KU3HEHHO
HEOOXOIMMBIX M BaXKHEUIIHX JIEKAPCTBEHHBIX MIPENapaToB;

7) YTBEepXKIEHUS TOpSAIKAa BbIIAYM MPEANHCAHUNA OpraHaM HCIIOJHUTENBHON BIIACTU
cyosekToB Poccmiickoit denmepanmuu O NPUBEICHUH B COOTBETCTBHE C 3aKOHOJATEIHCTBOM
Poccuiickoit @enepanuu pemieHnii 00 yCTaHOBJICHHUH MPEACIIBHBIX Pa3MEPOB ONTOBBIX HAI0aBOK U
MpeeIbHBIX Pa3MEPOB POZHUYHBIX HA0ABOK K (JAaKTUYECKUM OTITYCKHBIM I[€HaM, YCTaHOBIIEHHBIM
MIPOU3BOUTENSIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHBIC IPENapaThl, BKIIOUYCHHBIE B
MepeueHb >XKU3HEHHO HEOOXOAMMBIX M BAXKHEHWIIUX JIEKAPCTBEHHBIX IMPEMapaToB, €CIU OHH
IIPUHATHI C HapyIIEHHEM 3aKoHozAaresbeTBa Poccuiickont denepanny, B MOPSIKE, YCTAHOBIEHHOM
[IpaBurenscTBOoM Poccuiickon Penepannu;

8) HampaBleHUS YIIOJHOMOYEHHBIM (hefepallbHBIM OpPraHOM HCIIOJIHUTENIFHOW BIACTH
OpraHaM HCIOJIHUTENbHON Binactu cyObekToB Poccuiickoit ®enepanuu mpeanucaHuii o
MPUBEACHUA B COOTBETCTBHE C 3aKOHOAATENLCTBOM Poccuiickoi @enepannd MOPHHATBIX C
HapyIlleHHeM 3aKoHoaTenbcTBa Poccuiickoit deneparun pemeHnit 06 yCTaHOBIEHUH NMPeIeIbHbBIX
pa3MepoB OMNTOBBIX HAJ0ABOK W MPEAEIbHBIX pa3MepOB pPO3HUYHBIX HAJA0aBOK K IIEHaM Ha
JIeKapCTBEHHbIE MpenapaThl, BKIIOYCHHbIE B MEPEYCHb >XKM3HEHHO HEOOXOOUMBIX M BaKHEHIIHNX
JIEKAPCTBEHHBIX IPENAPATOB;

9) ocymectBieHus (¢eaepalbHOrO0 TOCYAApCTBEHHOIOo Haja3opa B cdepe oOpareHus
JIEKAPCTBEHHBIX CPEJICTB M PErHOHAIBHOIO I'OCYIaPCTBEHHOTO KOHTPOJIA 3a MPUMEHEHUEM IIEH Ha
JIEKapCTBEHHbIE IMPEnaparbl COOTBETCTBEHHO YMOJIHOMOYEHHBIMU (eliepaibHbIMH  OpraHaMH
UCIIOJIHUTENIbHOM BJIACTU M OpraHaMHM HCIIOJHUTENIBbHOM BiacTu cyObekToB Poccuiickoii
denepanyy COINIACHO UX KOMIETCHIIMU B NOpsAJKE, ycTaHOBIeHHOM IIpaBurenscTtBoM Poccuiickoit
denepauuu;

(m. 9 B pen. @enepanbHoro 3akona ot 25.06.2012 N 93-D3)



10) mpuMeHeHus NpPeIyCMOTPEHHBIX 3aKOHOAATENbCTBOM Poccuiickoit ®enepanuu mep
OTBETCTBEHHOCTU 3a HApyLICHHE MOpsAKa LEHOOOpa30BaHUS Ha KU3HEHHO HEOOXOIUMBbIE U
Ba)KHEHININE JIEKapCTBEHHBIE NTPENapaThl.

Cratba 61. NocyaapcTBeHHas perucrtpaumsi U nepepermcTpauus npeaenbHbIX
OTNYCKHbIX LieH Npou3BoAuTesieM Ha NeKkapcTBEeHHble npenapartbl, BKIIOYEHHbIe B
nepeyeHb XXU3HEHHO HEOOXOAUMbIX U BaXXHEMLLUX NeKapCTBEHHbIX NpenapaTos

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenbHas OTIyCKHas LieHA IPOU3BOIUTEINS HA JIEKAPCTBEHHBIN Ipenapar, BKJIOUEHHBIN
B IEpeyYeHb >KM3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, MOAJIEKUT
FOCYJIApCTBEHHOW PETUCTpalMd B IMOPSAAKE, ycTaHOBiIeHHOM IIpaBurensctBoM Poccuiickoi
denepanu, HAa OCHOBAaHUM TIPEACTABICHHOTO B YIOJHOMOYCHHBINH (QeaepalbHbIil  OpraH
WCIIOJTHUTEJIbHOW BJIACTH 3asIBJICHUS JAep>KaTeNsl WK BJIAJIeNbla PETUCTPALIMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOTO MperapaTa (YIoIHOMOYEHHOTO UM JINIIA).

2. 3apeructpupoBaHHas IpeJeNbHAs OTIYCKHAs 1I€HAa IPOU3BOAMUTENS Ha JIEKAPCTBEHHBIN
npenapaT, BKIIOYEHHBIH B MEpPEUYEeHb >KU3HEHHO HEOOXOMUMBIX W BaKHEHIIMX JIEKapCTBEHHBIX
MPErapaToB, MOXKET OBITh MEPEPErUCTPUPOBAHA B CTOPOHY YBEIMYCHHS OJMH pa3 B KaJCHIApHOM
roJly Ha OCHOBaHHHM IPEICTAaBICHHOIO B YIIOJIHOMOUYEHHBIN (efepanbHblii OpraH UCHOIHUTEIbHOM
BJIacTd 70 1 OKTSOpsl KaKIOro roja 3asBICHHS JEp>KaTelsl WIM BIAJAEIbIa PETUCTPAIOHHOIO
YAOCTOBEPEHUS JIEKApCTBEHHOT 0 Npenapara (yrnoJHOMOYEHHOTO UM JIULA).

3. 3apeructpupoBaHHas TpeJelibHAs OTIyCKHAs IeHAa MPOW3BOAMTENS Ha JIEKapCTBEHHBIN
npernapar, BKJIIOYEHHBIH B TMEPEYCHb JXU3HEHHO HEOOXOMUMBIX M BAKHEHWIINX JICKapCTBEHHBIX
MpermapaToB, MOXET OBITh MEPEPEeTUCTPUPOBAHA B CTOPOHY CHIDKEHUS Ha OCHOBAHHH
MIPEJICTaBIICHHOTO B YIIOJIHOMOYEHHBIN (peepanbHbIi OpraH HCIOJHUTEIHHON BIIACTH 3asBICHUS
JepKaTellss WM BiaJeiblla PErHCTPAIMOHHOTO YIOCTOBEPEHHs JIGKAPCTBEHHOTO Tperapara
(YTIOJTHOMOYEHHOTO UM JIHUIIQ).

4. JlepkaTesib WIN BJIAJENEL] PETUCTPAMOHHOTO YAOCTOBEPEHNUS JIEKAPCTBEHHOIO IIpenapaTa
(YMOJTHOMOYEHHOE WM JIMIO) OOs3aH TPEICTaBUTh B YIOJIHOMOYEHHBIH (helepalbHbId OpraH
WCIIOJIHUTEIIBHON BJIACTH 3asBICHUE O IEPEPEruCTPAlMU 3apErUCTPUPOBAHHON IIPEIEIbHON
OTIIyCKHOM II€Hbl IIPOM3BOAMTEN HA JICKAPCTBEHHBIM IPENapar, BKJIIOYEHHBI B IIEPEYCHb
KM3HEHHO HEOOXOAMMBIX M BaXHEUIIMX JIEKaPCTBEHHBIX IPENapaTroB, B CTOPOHY CHMKEHHS B
CIIELYIOIIUX CITydasx:

1) cHwkeHMe LEHbl B HMHOCTPAaHHOM BaJIOTE Ha JIEKAapCTBEHHBIM Ipermapar B CTpaHe
MIPOU3BOUTENA U (WIIN) B CTpPaHaX, B KOTOPBIX JIEKAPCTBEHHBIH Mpenapart 3aperucTpupoBaH U (UIIH)
B KOTOpBbIE [TOCTABJISETCS IPOU3BOIUTEIIEM;

2) CHIDKEHUE 11eH Ha pe)epPeHTHBIC JICKApPCTBEHHBIC TIPEapaThl B COOTBETCTBUH C ITyHKTOM |
HACTOAIIEH YacTu (IS COOTBETCTBYIOIIMX BOCIPOM3BEICHHBIX, OMOAHATIOTOBBIX (OMOMOAOOHBIX)
JICKapCTBCHHBIX MPETIapaToB);

3) npeBblICHHE MPEACIbHOW OTIMYCKHOW II€HBl Ha TMEpBBIH  BOCIPOU3BEICHHBIMH,
OnoaHaoroBhlii (OMOTOMOOHBIN) JIGKAPCTBEHHBI MpenapaT HWHOCTPAHHOTO IPOW3BOJACTBA HAal
npeneabHON OTIYCKHOM IIeHOW MPOW3BOIUTENS Ha BTOPOIl BOCTIPOM3BEIACHHBIN, OMOaHAIOTOBBIM
(6uomOAOOHBIN) JEKapCTBEHHBIN MpernapaT, pPacCYMTaHHOM B COOTBETCTBHM C METOIMKOM,
yTBep)aeHHoU [IpaBurensctBoM Pocceniickon denepanuu;



4) TmTpeBbIIIEHHE TPEACIbHOM OTIYCKHOM IIEHbl Ha TMEpBBbIM  BOCIPOU3BEACHHBIM,
OMoaHaoTOBBIN (OMOTOI0O0HBIN) JIEKAPCTBEHHBIN MperapaT MPOU3BOIUTENS TOCYIapCcTBa - WiCHA
EBpa3uiickoro 3KOHOMMYECKOTO CO03a HAJl MPEIEIbHOW OTIIYCKHOM LEHOW IMPOU3BOIAUTENS HA
BTOPOM  BOCIIPOM3BENICHHBIN, OHWOaHAJIOTOBBIM (OMOMOMOOHBIN) JICKAPCTBEHHBIN Mpernapar
MPOU3BOJUTENSI TOCYNAapCTBa - 4WieHa EBpa3uiicKOro 3KOHOMHYECKOTO COI03a, PAaCCUYMTAaHHOU B
COOTBETCTBUU C METOJIUKOM, yTBepkaAeHHOH [IpaBuTenscTBoM Poccuiickoit @enepanuu.

5. Ilopsmok mepeperucrpalid — 3aperuCTPUPOBAHHBIX  IPEIEIbHBIX  OTIYCKHBIX LIE€H
MPOU3BOJUTENIE Ha JIEKAapCTBEHHBbIE IIpernaparbl, BKJIIOYEHHbIE B IEPEUYECHb IKUZHEHHO
HEOOXOIMMBIX M BaKHEHIINX JICKAPCTBEHHBIX MIPENApaToB, B CIyYasX, MPEAyCMOTPEHHBIX YaCTIMU
2 - 4 HacrosIel cTaTbl, ycTaHaBiauBaeTcs [IpaButenscTBoM Poccuiickoit @enepanuu.

6. DKOHOMUYECKUI aHaIN3 NPEAEIBHON OTIIyCKHOMN LIEHBI IPOU3BOANUTEINS HA JIEKAPCTBEHHBIN
Ipernapar, BKIIOYEHHBIH B MEPEYeHb JXKU3HEHHO HEOOXOIUMBIX M BAKHEMIINX JIEKapCTBEHHBIX
IIpEenapaToB, NpPU €€ TOCyJapCTBEHHOM PpErucTpaluy WIM MEePEeperucTpaluy OCYLIECTBISETCS
(benepanbHbIM OPraHOM HCIOJHUTEIBHOW BIIACTH, OCYLIECTBISIOIIMM (DYHKIUH IO NPHHATUIO
HOPMATHBHBIX TIPABOBBIX AaKTOB M KOHTPOJIO 3a COONIOJICHHEM 3aKOHOAATENbCTBA B cdepe
TrOCYJIapCTBEHHOTO PETYIMPOBaHUs 1IeH (Tapu(oB) HA TOBAPHI (YCIyTH).

7. Pacuer mpenenabHbIX OTIYCKHBIX LIEH, YKa3aHHBIX B 4acTAX | M 2 HacToALIEH cTaThu, NpU
UX TOCYIAapCTBEHHOM PETUCTPALMM WM INEPEPEruCTpali OCYIIECTBISETCS B COOTBETCTBHH C
METOAUKOM, yTBepxkacHHOU IIpaBurensctBoM Poccuiickoit denepanuu ¥ y4UTHIBAIOLIEH B TOM
quClIe:

1) cobmogenue ©OanaHca HMHTEPECOB IMOTpeOUTENEH  JIEKAPCTBEHHBIX — IPENaparos,
BKJIIOUYCHHBIX B NEPEUCHb )KU3HEHHO HEOOXOIMMBIX U BAXHEHIINX JIEKAPCTBEHHBIX IPENapaToB, U
MIPOU3BOIUTENEH JTEKAPCTBEHHBIX MPENAapaToB, BKIIOUYEHHBIX B MEPEUCHb )KU3HEHHO HEOOXOIMMBIX
Y BOKHEHIIINX JIGKaPCTBECHHBIX MTPETIapaToB;

2) (akTHUUECKy10 OTIIYCKHYIO IIeHy Ha JIeKapcTBEeHHbIE npenapaTsl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKapCTBEHHBIX ImpenapatoB B Poccuiickyro @enepanuio, a TakkKe LEHbI Ha
aHaJIOTMYHBIE JIEKAPCTBEHHBIE IpenapaThl, Haxosuecs B oOpamenuu B Poccuiickoii denepanum;

3) 3aTpaTbl NMPOU3BOAUTENS JIEKAPCTBEHHOI'O IpernapaTa Ha IPOU3BOJACTBO M PeaIU3aLUI0
JIEKapCTBEHHOT'O TIperapara;

4) 1leHy Ha JICKapCTBEHHBIN Tpemapar, ero 1eHy B CTpaHe MPOU3BOJUTENS U B CTpaHax, B
KOTOpBIX JIEKAPCTBEHHBIA Tpenapar 3aperucTpupoBaH W (UIM) B KOTOPBIE IOCTaBISIETCS
IIPOU3BOJUTEIIEM.

8. He AOIIYCKAKOTCA peajin3ansd MU OTIIYCK JICKapCTBCHHBIX IIPCIApaTOB, BKIIIOYCHHBIX B
NepCUYCHb KU3HCHHO HCO6XOI[I/IMI)IX U BaXKHCUIIMX JICKApCTBCHHLIX MpCrapaToB, Ha KOTOPLIC
MMPOU3BOAUTCIISIMUA  JICKAPCTBCHHLBIX IIPCIIAPATOB HE 3apCruCTpupoBaHa IIPEACIIbHAA OTIIYyCKHasA
OCHa, pcain3alud MPOU3BOAHUTCIAMH JICKAPCTBCHHLIX IMPCIAapaToB IO ICHAM, MNPCBBIIIAIOIIHUM
3apCruCTPpUPOBAHHBIC Ui NEpEePErucCTpupoOBaHHbBIC MMpEaACIIbHBIC OTITYCKHBIC IICHBI Ha
JICKApPCTBCHHBIC MPCIIapaThbl ¢ YYCTOM HaJIOora Ha Z[06aBJ'IeHHYIO CTOMMOCTS.

9. OcobeHHOCTH TOCYAapCTBEHHOTO pPETYJIMpPOBAHUS TNPEAETIbHBIX OTIYCKHBIX IIEH
MIPOM3BOJAUTENIE Ha JIEKAPCTBEHHbIE Ipernaparbl, BKJIIOYEHHbIE B IE€pPEUYEHb IKUZHEHHO
HEOOXO/UMBIX M BaXXHEWUIIMX JIEKapCTBEHHBIX IMPENapaToB, B 3aBUCHUMOCTU OT 3KOHOMHMYECKHX U
(un) couuanbHBIX KPUTEPUEB (M3MEHEHHE YCJIOBHUH, MOpSAAKAa W CTOMMOCTH IPOM3BOJICTBA



JEKapCTBEHHBIX  IpENapaToB, HWCIOJIb30BaHHWE HOBBIX  (opM, METOIOB ©  CIHOCOOOB
roCy/JapCTBEHHOIO PETyJIMPOBAHMsSI LIEH Ha JIEKAPCTBEHHBIE IMperapaThl, B TOM 4YHCIE Ha OCHOBE
MexaHu3Ma pedEepeHTHOTO IIEHOOOpa30BaHMsI, W3MEHECHUW TOpSAKa OKa3aHWs METUIIMHCKOM
MTOMOIIIH, ¥ UHBIC M3MEHEHHMsI) ycTaHaBIuBaroTcs [IpaBurenscTBoM Poccutickoit Deneparium.

Cratba 62. [ocypapCTBeHHbIM peecTp npeAernbHbIX OTNYCKHbIX LEH
npousBoAuTenieM Ha neKapcTBEeHHble npenapaTtbl, BKMOYEHHble B MepeyYeHb
XXU3HEHHO HeOOBXOAUMbBIX U BaXXHEWLLMX NeKapCTBEHHbIX nNpenapaToB

1. 3apeructpupoBaHHBIE WJIH TIEPEPETHCTPUPOBAHHBIC TMPEIEIbHBIC OTIYCKHBIC IICHBI
Hp0H3BO,Z[HTCJIeI>'I Ha JICKAPCTBCHHLIC IIPCIaparthl, BKJIFOYCHHBIC B TICPCUHCHb JKU3HCHHO
HEOOXOMMMBIX W BaXHEWIIMX JICKAPCTBEHHBIX IPEMapaTtoB, MOJUICkKAT BKIIOYCHHIO B
FOCYJIAPCTBEHHBI PEECTP MNPEAEIIbHBIX OTIYCKHBIX ILIEH IPOU3BOJMUTEIIEN HA JIEKAPCTBEHHbBIC
npernapaTel, BKIIOYCHHBIC B MEPEYCHb JKU3HEHHO HEOOXOAMMBIX W BaXKHEWIIHMX JICKApCTBEHHBIX
MpemapaToB.

(B pen. DeaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

2. TocynapCTBEHHBIM peecTp MpeneiabHBbIX OTIYCKHBIX II€H IIPOM3BOJAUTENIEH Ha
JIEKapCTBEHHbIE IpEnapaThl, BKIIOYCHHbIE B NEPEUCHb >KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX
JIeKapCTBEHHBIX MPENapaToB, COJACPKHUT B ceOe cleayIoNyo HH(popMaIuio:

1) HauMeHOBaHUE JepKaTells WIM BIaJeNblla PErUCTPAMOHHOTO  YAOCTOBEPEHUs
JIEKaApCTBEHHOTO MpernapaTa, HAMMEHOBAHHUE MPOU3BOIUTENS JIEKAPCTBEHHOIO MpernapaTa, CBECHUs
O PETHCTpalUU JEpXKaTelsl WU BIAJEIbLA PErUCTPALMOHHOIO YJIOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapara, CBEICHHMS O PETUCTpaluu NPOU3BOAMUTENS JIEKAPCTBEHHOIO Ipemapara Jjist
MEIUIIMHCKOTO TPUMEHEHHUSI B KayeCTBE HAJOroIUIaTeNblIMKa B CTpaHE pErucTpauuu (Iuis
POCCHUICKHX IOPUINYECKHUX JHI] - WACHTU(DUKAIIMOHHBI HOMep Hanoromiarenbinuka (MHH), ms
WHOCTPAHHBIX OPUAMYECKUX JIMI[ - CTPaHa pPETUCTpalud, HAUMEHOBAaHUE PETUCTPUPYIOIIETO
opraHa, pErucTpallMOHHBIA HOMEp, KOJ HaJorolviaTelblldKa B CTpaHE pPErucTpaluu
(MHKOpTIOpAllMKM) WM €ro aHajor), MECTO HaXOXIACHUS MPOU3BOJCTBEHHBIX IUIOMIAIOK,
YYacTBYIOIIMX B TMPOLECCE NPOU3BOJACTBA JIEKAPCTBEHHOrO IIpenapara, ¢ YKa3aHUEeM CTaguu
npouecca nNporu3BOACTBA;

(m. 1 B pen. @enepanbHOro 3akona ot 28.12.2017 N 425-03)

2) HaMMEHOBaHUE JIEKapCTBEHHOIO Ipemnapara (MeXAyHapoAHOE HENaTEHTOBAHHOE, WU
IpyNIHUPOBOYHOE, MM XUMHUYECKOE U TOPIrOBOE HAUMEHOBAHMUS);
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

3) HOMep PErucTPALMOHHOTO yA0CTOBEPEHUS JIEKaPCTBEHHOIO IpenapaTa;

4) nexapctBeHHas (opma C yKa3aHHEM JIO3MPOBKU JIEKAPCTBEHHOTO IIperapara U €ro
KOJINYECTBA BO BTOPUYHOM (OTPEOUTENBCKOMN) YIIAKOBKE, @ TAK)KE KOMIUIEKTHOCTb;
(B pen. ®enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

5) 3aperucTpupoBaHHasi IpeJiebHas OTIYCKHas 1IeHa B pyOIsix;

6) maTa U HOMEp MPHUKa3a yIOJIHOMOYEHHOTO (heIepatbHOr0 OpraHa HCHOJTHUTEIBHON BIACTH
O TOCYJapCTBEHHOW PpEruCTpallii WM TEepPeperucTpalui MpeAeIbHON OTIMYCKHOW IIEHBI Ha
JIEKapCTBEHHBIN TIpernapaT, BKIIOYCHHBIH B T€peueHb >KM3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MPETapaToB.;
(B pen. @enepanbHbIX 3aKOHOB 0T 22.12.2014 N 429-®3, ot 06.06.2019 N 134-D3)



6.1) nara BCTymiIeHHsS B CWIy TNpUKa3a YHOJHOMOYEHHOTO (elepaJbHOr0 OpraHa
UCTIOJIHUTEJIBHOW BJIACTH O TOCYJApCTBEHHOM PErMCTpalM WIN MEPEeperucTpaluu MpeaesibHON
OTIIyCKHOM IIEHBbl IPOMU3BOJUTENS Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOYEHHBI B IE€peueHb
KHU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX JIEKAPCTBEHHBIX MTPENApaTOB;

(m. 6.1 BBenen denepanbHbiM 3aK0HOM 0T 06.06.2019 N 134-D3)

7) ITPUXOBOM KOJ, HAHECCHHBIH HAa BTOPHUYHYIO (TIOTPEOUTENIHCKYIO) YIIAKOBKY
JIEKapCTBEHHOTO TIperapara;
(n. 7 BBenen denepaibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8) KOA  JIEKapCTBEHHOIO  Mperapara MO  aHATOMO-TE€PANeBTUYECKO-XMMHUYECKOM
KJ1accupuKanuu, peKOMEeHI0BaHHON BceMupHO# opraHu3anueit 34paBoOXpaHeHHS.
(n. 8 BBenen denepasibHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHass perucTpanus WM NEpeperucrpanus IpeleibHbIX OTIYCKHBIX LEH Ha
JIeKapCTBEHHBIC MpENapaThl, BKIIOYCHHbIE B MEPEYCHb XKM3HEHHO HEOOXOMUMBIX M BAKHEHIIHNX
JIEKapCTBCHHBIX IIPENapaToB, BEIEHUE TOCYNAapCTBEHHOIO PEECTpa NPEAEIBHBIX OTIIYCKHBIX ILICH
IIPOM3BOJUTENIEH Ha JIEKAPCTBEHHBIE IIpenaparbl, BKJIIOYEHHBIE B IE€PEUYEHb HKU3HEHHO
HEOOXOIMMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX IIPENapaToB, OCYLIECTBISAIOTCS B MOpPSAKE,
ycranoBieHHOM IIpaBurensctBom Poccuniickoit denepanun.

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

Ctratba 63. YcraHoBneHue opraHamMy WUCNONHUTENbLHOW BNAacTU CYyOBHLEKTOB
Poccunckon >Pepgepauum npegenbHbIX pa3MepoB ONTOBbIX HaabaBOK M
npeaenbHbIX pa3MepoB PO3HUYHbIX Hafb6aBOK K (PAKTUYECKMM OTMYCKHbIM LieHaM,
yCTaHOBNEHHbIM npousBoaUTENsMU neKapcTBeHHbIX npenaparTos, Ha
nekapcTBeHHble npenaparbl AN MegULUHCKOro NpMMeHEeHUs

1. Opranbl HUCIOTHUTENBHOU BIIaCTH CYOBEKTOB Poccuiickoii denepariii yCTaHABIMBAIOT
npeneiabHble pa3Mepbl ONTOBBIX HAM0aBOK W TMpeleibHbIE pa3Mepbl PO3HUYHBIX HAT0aBOK K
(aKTHYECKUM  OTIyCKHBIM  IICHaM, YCTaHOBJICHHBIM  IPOW3BOAMTEISIMA  JICKAPCTBEHHBIX
MpernapaToB, Ha JEKApPCTBEHHBIE MpenapaThl, BKIOYCHHbBIE B IEPEUEHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IPEMapaToB, B COOTBETCTBUU C YTBEPKACHHONH B MOPAJIKE,
ycraHoBiieHHOM [IpaBurensctBom Poccuiickont denepanuu, METOAUKONW YCTAaHOBJICHUSI OpraHaMU
WCTIOJTHUTENIBHOW BiacTu cyObekToB Poccuiickoit denepanuu MpeaesibHBIX pa3MEpOB OINTOBBIX
HaZ0aBOK U MpeAeNbHBIX Pa3MEpOB PO3HUYHBIX HAA0aBOK K (PaKTUYECKUM OTIYCKHBIM IICHAM,
YCTaHOBJIEHHBIM TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBEHHBIE Iperaparsl,
BKIJIIOUEHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX MpPEmapaToB.
[IpoekThl pelieHuit OpraHOB MCIIOJHUTEIBHONW BiacTU cyObekToB Poccuiickoit ®denepauuu 00
YCTaHOBJCHUM U (WJIM) U3MEHEHUHU MpPENEIbHBIX pPa3MEpPOB OINTOBBIX HAJ0ABOK U MPEICIbHBIX
pa3MepoB PO3HMYHBIX HaA0aBOK K (AKTMYECKUM OTIYCKHBIM II€HaM, YCTaHOBJIEHHBIM
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKAPCTBEHHbBIE IMpENapaThl, BKIIOUYECHHbIE B
IEpeUeHb JKU3HEHHO HEOOXOIUMBIX M BaXHEMIIMX JIEKapCTBEHHBIX IPENaparoB, MOAJIEXKAT
COTJIACOBAaHUIO C  (elepalibHBIM  OpPraHOM  HCIIOJIHUTENBHON  BJIACTH, YIOJIHOMOYEHHBIM
OCYILECTBIISITh TIPABOBOE DETYJIMPOBaHHWE B cdepe TOCYJapCTBEHHOTO pETyJIMPOBaHUS IICH
(tapudoB) Ha TOBapel (ychmyru), B TOpsaKe, ycTaHOBiIeHHOM IIpaBurtenbctBoM Poccuiickoit
denepauuu.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

2. OpraHuzanuu ONTOBOM TOProBiM M (WIM) anTe€YHblE OpPraHU3allid, WHIUBUIYaJbHbIE
NpeINpUHUMATENIN, UMEIOIUE JIMIEH3UI0 Ha (PapMalleBTUUYECKYIO IESITeIbHOCTb, OCYIIECTBIISIOT



peanu3aiuio JeKapCTBEHHBIX MpPenapaToB, BKIIOUEHHBIX B MEpPEUYEHb KU3HEHHO HEOOXOIMMBIX H
BaKHEHIINX JIEKAPCTBEHHBIX MpPErnapaToB, MO II€HaM, YPOBEHb KOTOPBIX HE MPEBBIIIAET CyMMY
(aKTHUECKOM OTIYCKHOM IIEHBI, YCTAHOBJIEHHOW MPOU3BOAMUTENIEM JICKAPCTBEHHBIX MPEMapaToB U
HE TMPEBBIIIAIONICH 3apETUCTPUPOBAHHON WM TEPEPErUCTPUPOBAHHON MPEAEITbHONM OTIYCKHOU
LIEHbl TPOM3BOAMTENS (HAa ATy peaju3aluy JIEKapCTBEHHOI'O Ipenapara MPOU3BOAUTEIEM), U
pa3Mep ONToOBOM HamOaBkM U (WIM) pa3Mep PO3HUYHOW HaA0aBKH, HE MPEBHIIAIONINE
COOTBETCTBEHHO pa3Mepa NpeleNbHOW ONTOBOW Han0aBku M (WiIM) pasMmepa MpeaesbHOU
PO3HUYHOM Ha/0aBKH, YCTAHOBIICHHBIX B cyOBhekTe Poccuiickoit deneparum.

(B pen. ®enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

3. Opranpl UCIIOJIHUTEILHOM BIacTH CyOBbeKTOB Poccuiickoit denepanuu pa3MeniaioT B CETH
"NuTepHeT" nim omyOIMKOBBIBAIOT HHPOPMALIUMIO O 3apEerUCTPUPOBAHHON MPeeIbHOM OTITYCKHOM
LIECHE Ha JICKapCTBEHHbIC IIpenapaThl, BKJIIOYEHHbIE B IE€PEUEHb >KU3HEHHO HEOOXOAMMBIX WU
BaXHEUIIINX JICKAPCTBEHHBIX NpEnapaToB, 00 yCTaHOBIEHHBIX B cyObekTe Poccuiickoit denepanmu
pasMmepe MpeaenbHOM ONTOBOM HaaOaBKU M (WJIM) pa3Mepe MpeaeabHOW PO3HMYHON HAI0aBKH K
YCTQHOBJICHHBIM MIPOM3BOIUTENSIMH JEKAPCTBEHHBIX MPENnapaToB (paKTUYECKHM OTIYCKHBIM IIEHaM
Ha JICKapCTBEHHBIE MIPENapaThl, BKIIOUYEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOIUMBIX U BAXKHEHIINX
JIEKapCTBEHHBIX MpEnapaToB, U 00 yKa3aHHOH B 4acTH 2 HacTosmeil ctarbu cymme. Muadopmarus,
IIPEyCMOTPEHHAs HACTOSIIEH YacThIO, JOJDKHA PAa3MEINAThCs TAKXKE B alITCYHBIX OPraHU3alUsaX B
JIOCTYITHOW JJIsl CBEICHHS BCEX 3aMHTEPECOBAHHBIX JHUI (GopMe M OOHOBIATHCA O Mepe ee
Oy OJIMKOBaHMUSI.

4. IlpuHsATele ¢ HapylLIEHUEM 3aKoHoJaTenbcTBa Poccuiickoit denepannn pemeHuss opraHoB
WCIIOTHUTENIBHOW BJacTH cyObekTa Poccuiickoit denepanmmu 00 YCTaHOBICHHUU TMPEACIBHBIX
pasMepoB  ONTOBBIX HAA0AaBOK M  MPEAENbHBIX  pa3MEpoOB  PO3HMUYHBIX  HaI0aBOK K
3apETUCTPUPOBAHHBIM  MPENEIbHBIM  OTIYCKHBIM II€HAM Ha JIEKapCTBEHHBbIE IIpenaparsl,
BKJIIOYCHHBIE B IEPEYCHb KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIINX JICKApPCTBEHHBIX IPENaparos,
MOJJIeKAaT OTMEHE B Cy/1€0HOM MOPAIKE.

Maea 13. MOHUTOPUHI 3ODPEKTUBHOCTU N BE3OIMNACHOCTHU
JIEKAPCTBEHHbIX MPEMAPATOB, HAXOOALWLWUXCA B OBPALLEHUN
B POCCUNCKOWN ®EOEPALIUU
(B pen. @exnepanbHOro 3akoHa ot 22.12.2014 N 429-03)

Cratbsa 64. PapmakoHaa3op
(B pen. @exnepanbHOro 3akona ot 22.12.2014 N 429-03)

1. JlexkapcTBeHHbIE MpemnapaThl, Haxojsiuecss B oOpamenun B Poccuiickont denepanuu,
MOAJNIE)KaT MOHUTOPUHTY 3(PPEKTUBHOCTH M OE30MACHOCTH B IENSAX BBISBICHHUS BO3MOXKHBIX
HETaTUBHBIX  TIOCJIEICTBMM WX  TNPUMEHEHHUS,  HMHAUBUAYAJbHOW  HEMEPEHOCHMOCTH,
MpeIynpexXACHUS METUIIUMHCKUX PAOOTHUKOB, CIEIIMATUCTOB B 00JIACTH BETEPUHAPHHU, MAIUCHTOB
WJTU BJIQ/ICIIBLIEB JKUBOTHBIX M MX 3aIIUATHI OT TPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX MPETApaToB.

(B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-03)

2. ®apmMakoHAA30p OCYLIECTBISIETCS COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (pemepaibHbIM
OpPraHOM HUCIOJHUTENBHOM BJIAaCTM B  YCTAHOBJIEHHOM MM IMOpsAKe TIyTeM aHalu3a
MPEIOCTABIIEMON CyOBEKTaMH OOpAIIeHUs! JICKAPCTBEHHBIX CPEICTB MHPOPMALUU O TMOOOYHBIX
JEeUCTBUSAX, HEXKEJATENbHBIX PEAKIMAX, CEPbE3HBIX HEXENATEeNbHBIX PEAKIMAX, HEMpeaABHICHHbBIX
HEXXeJIaTeNIbHBIX PEaKUMIX MPU NPUMEHEHUHU JIEKAPCTBEHHBIX MpernaparoB, 00 WHIMBUIYabHOU
HEMEePEeHOCUMOCTH, OTCYTCTBUHM 3()()EKTUBHOCTH JIEKAPCTBEHHBIX IPENapaToB, a Takke 00 HHBIX



¢dakTax U 0OCTOATEIBCTBAX, MPEACTABISIONIMX YIpO3y JKM3HU WIHM 3J0pOBBIO YellOBEKa JHOO
KMBOTHOTO IPU NPHUMEHEHMH JIEKapCTBEHHBIX IIPENapaToB M BBISBICHHBIX Ha BCEX J3Tamax
oOpalieHus JIeKapCTBEHHBIX NpenapatoB B Poccuiickoit deaeparyu u Ipyrux rocyaapcrpax.

3. CyOwekTbl oOpamieHuss JEKapCTBEHHBIX CpPEICTB B MOPSAKE, YCTAHOBJICHHOM
YIOOJIHOMOYCHHBIM q)e;[epaanLIM OopraHomM HUCIIOJIHUTEIHLHOU BJIaCTH, O6H33HI>I C006H_[aTI> B
YIIOJTHOMOYCHHBIH (peiepaabHblii OpraH WCIOJHUTEIBHOM BJIACTH O TMOOOYHBIX JEHCTBUSX,
HEXKEIIAaTCIbHbBIX pcaknusx, CCPLC3HBIX HEXKEIJIAaTCIbHbBIX pcaknusx, HCMIPCABUICHHBIX
HEeKeJIaTeNbHBIX PeaKlMIX MPU NPUMEHEHUHU JIEKapCTBEHHBIX MpenaparoB, 00 HHIWBUIYabHOM
HEMEPEHOCUMOCTH, OTCYTCTBUHM 3()()EKTUBHOCTH JIEKAPCTBEHHBIX IMPENapaToB, a Takke 00 HHBIX
(dakTax U 0OCTOSATENBCTBAX, MPEACTABISIONINX YIPO3y XU3HU WU 3J0pPOBbIO YelloBeKa JMOO
JKUBOTHOT'O TIpH NPHUMCHCHUU JICKAPCTBCHHLIX MPCHApPATOB W BBIABJICHHBIX Ha BCCX JITallax
oOparieHus JJeKapCTBEHHBIX MpemnapaToB B Poccuiickoit Deaepanuu u Ipyrux rocyaapcTBax.

4. [epxarend WIM BIAACNbIbl PETUCTPALMOHHBIX YJOCTOBEPEHHUM JI€KapCTBEHHBIX
[penaparoB, IOPUIUYECKHE JIMIA, HAa WM KOTOPBIX BBIJAHBI pa3pelIeHUus] Ha MPOBEACHUE
KIIMHUYECKNX uccienoBanuii B Poccuiickoit denepanuu, muO0 YMOJTHOMOUYEHHBIE UMU JPYTHE
IOpUANYECKHE JIUIa B paMKax o0ecrieueHus: 0€30MacHOCTH JIEKapCTBEHHBIX MPENapaToB B MOPSJIKE,
YCTaHOBJIEHHOM COOTBETCTBYIOIIUM YIOJTHOMOUYEHHBIM (he/iepaTbHbIM OPraHOM HCTIOTHUTEIHHOM
BJIACTH, 0053aHbI OCYLIECTBIIAThH MPUEM, YUeT, 00pabOTKy, aHAIN3 U XpaHEHHE MOCTYHAIOIINX B UX
azpec OT CyOBEKTOB OOpallleHHUs JIEKAPCTBEHHBIX CPEICTB U OPTaHOB TOCYAApCTBEHHOW BIACTU
cooOIIeHNN 0 TOOOYHBIX NEHCTBUSAX, HEKEIATEIbHBIX PEaKIUsAX, CEPbE3HbIX HEKEIaTeNbHBIX U
HEMPEIBUICHHBIX HEXKENATEeNbHBIX PEaKIUsiX NpU MPUMEHEHHH JIEKAPCTBEHHBIX MpErapaToB, 00
0COOCHHOCTSIX MX B3aMMOJCHCTBUS C APYTHMHU JIEKapCTBEHHBIMHU IperapaTaMy, WHIUBUAYaIbHON
HEMEPEHOCUMOCTH, a TaKXkKe 00 UHBIX (haKTax U OOCTOSATEIHCTBAX, MPEACTABISIONIUX YIPO3y KU3HH
WM 30POBBIO YeJIOBeKa MO0 KUBOTHOTO MJIU BIUSIOIIMX HA U3MEHEHHE OTHOLIEHUS 0KHM1aeMOM
0JIb3bI K BO3MOKHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHBIX MTPENApPaTOB.

5. Ilpu BBIABIEHUN HHPOPMALIUU O CEPBE3HBIX HEXKENATEIbHBIX PEAKIUAX 1 HENPEBUICHHBIX
HEXXEeJIAaTeNbHbIX PEaKUUsAX MpHU MPUMEHEHHH JIEKapCTBEHHBIX IpenapaToB, 00 0COOEHHOCTIX HX
B3aUMOJCUCTBUS C IPYTHMHU JICKAPCTBEHHBIMU IIpenapaTaMy, MHIUBUAyIbHOW HETIEPEHOCHMOCTH,
a Takke 00 MHBIX (paKTax U OOCTOATENBCTBAX, BIUSIONIMX Ha U3MEHEHHWE OTHOUICHUS OXKUJaeMOU
IIOJIB3bl K BO3MOXHOMY PHCKY IIPUMEHEHHMs JICKAPCTBEHHBIX IIPENapaToB, IEpKaTeIH WIU
BJIAJIEJIbLbl PETUCTPALMOHHBIX YIOCTOBEPEHHUH JIEKAPCTBEHHBIX IMPENAapaTOB, IOPUANYECKUE JIUIIA,
Ha MM KOTOPBIX BBIJAHBI PA3PELICHHs HA NIPOBEICHUE KIMHUYECKUX UCCIeN0BaHni B Poccuiickoit
®enepanun, 1100 YHNOIHOMOYEHHbIE MU JIpYTHe IOPHIMYECKHE JIMLA O0sS3aHbl NPUHATH MEpHI,
HaIlpaBJICHHbIE HAa YCTPAHECHHWE HETATHBHBIX IOCIEACTBUA NPUMEHEHUS TAaKHUX JIEKAPCTBEHHBIX
[penaparoB, NpPeAyNpexaeHUEe MPUYMHEHUS Bpela KHU3HM WM 370pPOBBIO 4EJIOBEKa JIHOO
KUBOTHOTO, 3alIUTy MX OT NPUMEHEHMS TaKUX JICKAPCTBEHHBIX MPENapaToB, HA JONOJHUTEIbHBIN
cOop AaHHBIX 00 3((HEeKTUBHOCTH U OE30MACHOCTH TaKUX JEKApCTBEHHBIX MpenapaToB.

6. 3a HecooOIIeHNEe WM COKpBITHE WH(POPMAIHMH, MPETyCMOTPEHHON YacThi0 3 HACTOSIIEH
CTaThbH, JEp)KaTeld WM BJaJeNblibl PErHMCTPALIMOHHBIX YAOCTOBEPEHUH JIEKapCTBEHHBIX
npenaparoB, HNOPUAWYCCKUC JIMIAa, Ha HWMS KOTOPLIX BbIAAHBLI pPaspClICHHA Ha IMIPOBCACHUC
KJIMHUYECKHX uccienoBanuii B Poccuiickoit ®deneparnyu, 1100 yNOIHOMOYEHHBIE UMM JIpyrue
IOPUINYCCKHUC JINIA, 4 TaAKXKC JOJDKHOCTHBIC JIMIIA, KOTOPBIM 3Ta I/IH(bOpMaIH/Iﬂ cTajla U3BE€CTHA II0
pony uXx mnpodecCHOHATBHON JEATENIbHOCTH, HECYT OTBETCTBEHHOCTb B COOTBETCTBUHM C
3aKoHOIaTenbCcTBOM Pocculickon Penepanuu.

7. HpI/I MOJIYUCHUHN YIIOJIHOMOYCHHBIM Q)enepanLHHM OpraHomM HUCITIOJTHUTEILHOM BJIACTH B
paMKax OCYHCCTBJICHUA UM (bapMaKOHaz[sopa A0Ka3aTCJIbCTB O HECCOOTBCTCTBHUU JICKAPCTBECHHOT'O



npemnapara yCTaHOBJICHHBIM TpC6OBaHI/I$IM HJIN TIpU TOJYYCHUU I/IH(i)OpMaI_II/II/I O HECOOTBETCTBHU
TaHHBIX 00 dS(Q¢eKTHBHOCTH W O OE30MaCHOCTH JICKAPCTBEHHOTO IIpemapara JaHHBIM O
JIEKapCTBEHHOM IIpenapare, COJAEpKalluMCsl B MHCTPYKLMM IO €r0 IPUMEHEHHUIO (B TOM YHCIE
BBISIBIICHHBIX B XOJI€ OCYIIECTBJICHHUS (hapMaKOHAI30pa KOHTPOJbHO-HAJ30PHBIMH OpraHaMu
MHOCTPAaHHBIX TOCYJApCTB), YIOJHOMOUYEHHBIN (hefepaibHbli OpraH MCIHOJIHUTEIBHOM BIIACTH B
YCTaHOBIICHHOM WM TIOPSIIKE PacCMaTpUBacT BOMPOC O NMPHUOCTAHOBJICHWU MPHUMEHEHHS TaKOTO
JIEKapCTBEHHOT'O TIperapaTa.

Cratbs 65. lpuocTaHOBNEHNEe NPUMEHEHUA NNEKAaPCTBEHHOro npenapara
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Tlpu mnonydeHnn wuHGOPMAIMM O HEXKEIATSIBHBIX pPEaKIUAX TPU NPUMEHECHUH
JIEKapCTBEHHOI'0 IIperapara, HE YKa3aHHBIX B HMHCTPYKLUU II0 IPUMEHEHHUIO JIEKAPCTBEHHOI'O
mpernapara, Cepbe3HBIX HEXKEIAaTeIbHBIX PEaKIUAX, 00 OCOOCHHOCTSX €ro B3aMMOJCHCTBHS C
ApPYTMMH JIEKapCTBEHHBIMH IIperaparamMy, KOTOpPbIE MOIYT IPEACTaBJIATH YIpo3y JKU3HU HIIH
3I0POBBIO YEJIOBEKA JIMOO JKUBOTHOTO, a TAK)KE O HECOOTBETCTBHH JaHHBIX 00 d()PEKTUBHOCTH U O
0€30MacHOCTH JIEKAPCTBEHHOTO TMperapaTa JaHHBIM O JIEKAPCTBEHHOM IperapaTe, CoAepKaIuMCs
B MHCTPYKIHMHU TI0 €r0 MPUMEHEHHIO, B TOM YHCJIE OT YIOJHOMOYEHHBIX OPTaHOB HMHOCTPAHHBIX
roCy/1apcTB, OOMEH KOTOPOW OCYIIECTBISIETCS B COOTBETCTBUU C COTJIAIICHUSMU MEXIY
YIOJHOMOYCHHBIM ~(peiepaibHbIM  OPTaHOM HCIIOJIHUTEIBHONH BJIACTH M YHOJTHOMOYCHHBIMH
OpraHaMHl WHOCTPAaHHBIX T'OCYJapCTB, YIOJHOMOUYEHHBIN (penepanbHblii OpraH HCIOIHUTETbHON
BJIACTH pacCMaTpUBaeT BOMPOC O BO3MOXXHOCTH TIPUOCTAHOBJICHHS OOpAIICHUS TaKOTO
JIEKapCTBEHHOTO Mpenapara B MOpsIKe, yCTAHOBJICHHOM YIIOJIHOMOYEHHBIM (pesiepaibHbIM OpraHOM
WCTIOJTHUTEIIBHOM BIIACTH.

2. Ilpy HEUCHOIHEHMM WM HEHAJJIEKAIEM HCIOJHEHUM AEp)KATEIsIMU WIH BIAJElIbLIaMU
PETUCTPALIMOHHBIX YIOCTOBEPEHUI JI€KapPCTBEHHBIX MPENapaToB, IOPUAMYECKUMHU JIUIIAMU, HA UM
KOTOPBIX BBIJAHBI Pa3pelICHUs HAa MPOBEICHUE KIMHUYECKUX HccienoBaHnii B Poccuiickoii
denepanuy, WIM YIOJIHOMOYEHHBIMH WMH JAPYTUMH IOPUIMYECKUMH JIMIAMH OO0S3aHHOCTEH,
YCTaHOBJIEHHBIX YacTsmu 3 u 4 ctath 64 Hactosmero denepanbHOro 3akoHa, JUOO B CIydasx
MIPEJICTaBIICHUS COOTBETCTBYIOMIMM YIIOJHOMOYECHHBIM (peiepanbHbIM OpPraHOM HCIIOJHUTEIEHOU
BJIACTH  3aKJIIOUYEHUS O HEJOCTOBEPHOCTH  PE3yJbTATOB  KIMHUYECKOTO  HMCCIICJOBAHUS
JIEKapCTBEHHOI'O Ipenapara i MEIUIUHCKOTO IPUMEHEHHUs, KOTOPOE OCHOBAHO Ha pe3yJibTaTax
MPOBEPKU METUIIMHCKON OpraHu3alud, MPOBOAMBINEH yKa3aHHOE KIMHUYECKOE HCCIEIOBaHHE C
HapylLUIeHHMEM @paBWJ HaJUIeKalled KIMHUYECKOW MpaKTUKU, M MPHUBEJIO K IOJYyYEHHUIO
HEJOCTOBEPHBIX pe3ylbTaToOB, JHUOO B Cllydae HEBBIIOJHEHUS TMPEANHCAHUS, BBIJAHHOTO
YIOJTHOMOYEHHBIM (heZiepaIbHbIM OpPTaHOM HWCIIOJTHHUTENBHOW BJIACTH 10 MTOTAM OCYIIECTBIICHHS
BBIOOPOYHOT'O KOHTPOJIS KadecTBa JIEKAPCTBEHHOTO TMpemnapara, YIMOJTHOMOUYEHHBINH (enepanbHbIii
OpraH HCHOJHUTEIBbHOW BJACTH B YCTAHOBJIEHHOM MM IOpSJKE paccMaTpUBaeT BOIPOC O
MPUOCTAHOBIICHUU MPUMEHEHUS TAKOTO JIEKAPCTBEHHOT'O IIpernapara.

3. YnonHoMo4eHHbIH (efepanbHblil OpraH UCIIOIHUTEIbHON BIACTH NP MPEICTABICHUH EMY
CBE/ICHUIl O HECOOTBETCTBUU IPOU3BOAUTEINSA JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMAM IpaBUII
HaJJIeXkalleld MpOr3BOJCTBEHHONW MPAaKTUKU U (WIM) O HApPYIIEHUU JIMIIEH3HMOHHBIX TpeOOBaHMIA,
KOTOpbIE OBLIIM BBISBIEHBI B X0J1€ MPOBEICHHUSI HHCIEKTUPOBAHUS MPOU3BOAUTENS JEKAPCTBEHHBIX
CPEICTB WJIN OCYIIECTBJIEHHUS JIMLIEH3MOHHOIO KOHTPOJIsl B chepe MpOMU3BOJCTBA JIEKAPCTBEHHBIX
CPEACTB M IPUBEIU WIM MOIYT IPUBECTU K IPOU3BOACTBY JIEKAPCTBEHHBIX IIPENAPATOB IS
MEIUIMHCKOTO TPUMEHEHUS, MPUYMHMBIIUX WJIA CIOCOOHBIX NPUYUHUTH BpPEJ KU3HU WIH
3I0pPOBBI0 I'PAXKIAH, PACCMATPUBAET BOIPOC O IPHUOCTAHOBICHUU IIPUMEHEHHUs JIEKAPCTBEHHBIX
IIpenapaToB Il MEAMIMHCKOIO INPUMEHEHMS B YCTAHOBJIECHHOM UM IIOPSAKE B CIEIYIOIINX



ClIyYasix:

1) cocTaB u (MJIM) TEXHOJIOTHS MPOU3BOICTBA JIEKAPCTBEHHOTO Mpenapara sk MEIULUHCKOTO
NpUMEeHEeHUs (C ONHWCaHWeM CTaJuid TPOW3BOJCTBA) OTJIMYAIOTCS OT 3asBICHHBIX B
PETUCTPALIMIOHHOM JIOChE;

2) JneKapCTBEHHbIM IpemapaT AJsi MEIUIMHCKOrO IPUMEHEHHUs IPOU3BEAECH Ha
IIPOU3BOJCTBEHHON IUIONIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM JIOCHE;

3) y npou3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT AOKYMEHTBI, MOATBEPKAAIOIINE
COOTBETCTBUE KaY€CTBA JIEKAPCTBEHHOIO Mpernapara il MEAULIMHCKOTO IPUMEHEHNUs, BBOIUMOIO B
rpakxIaHCKH 000pOT, TpEOOBAHMSIM, YCTAaHOBJICHHBIM IIPU €0 TOCYAaPCTBEHHON PEruCTpalluy;

4) TpOM3BOIMTEIEM JIEKAPCTBEHHBIX CPEICTB B COIIACOBAHHBIM C COOTBETCTBYIOIIUM
YIOJIHOMOYEHHBIM (eiepalibHbIM OPraHOM HCIOJHHUTEIbHON BJIACTH CPOK HE YCTPaHEHBI
HapymieHuss TpeOOBaHWM TpaBWJI HAJJICKAIMIEH TMPOW3BOJACTBEHHOM TIPAKTUKH W (WJIN)
JIMOCH3NOHHBIX Tpe60BaHHI>’I, KOTOPBIC GBIJII/I BBISABJICHBI B XOAC IPOBCACHHUA HUHCIICKTUPOBAHUA
MIPOU3BOIUTENIS JIGKAPCTBEHHBIX CPEJICTB WM OCYIIECTBICHHS JTUIICH3MOHHOTO KOHTPOJISA B cdepe
MMPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB W IIPUBCIU HWJIHW MOTYT IPUBCCTU K IMPOU3BOACTBY
JICKApCTBEHHBIX MPENapaToB s MEIUIIMHCKOTO NPUMEHCHHWs, NPUYMHUBIIMX WM CHOCOOHBIX
[IPUYUHHATH BPEJ XKU3HU WU 310POBBIO I'PaXKIaH.

(dgactpb 3 BBenena denepanbHbIM 3aK0HOM OT 04.06.2018 N 140-D3)

4. YnomHOMOYEHHBIN (enepaiabHblil OpraH MCIOJHUTEIBHON BIACTH NMPH HAJUYUU Y HETO
CBEICHUII O HECOOTBETCTBUU IPOU3BOAUTEINSA JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMUAM IpaBUII
Ha/JIeKalleld MPOM3BOJICTBEHHON NMPakTHKU M (WIKM) O HApyIIEHHH JHUIIEH3UMOHHBIX TpeOOBaHUIA,
KOTOpbIE OBLIM BBISBIEHBI B XOJ1€ MPOBEICHHSI NHCIIEKTUPOBAHUS MPOU3BOAUTENS JIEKAPCTBEHHBIX
CPEACTB WJIM OCYLIECTBICHHS JIMLEH3MOHHOTO KOHTPOJS B cepe MpOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M NpPHUBEINM WIA MOTYT IPHUBECTH K IIPOU3BOJICTBY JIEKaPCTBEHHBIX IIPENapaTtoB IS
BETCPUHAPHOTO NPUMEHEHHUs, NPUUYMHHUBIIUX WIH CIOCOOHBIX HPUYMHUTH BpEA KHU3HH WIH
3I0pPOBBIO JKMBOTHBIX, PACCMATPUBAET BOIPOC O NMPHOCTAHOBJICHUU pEANM3alM¥ U NPUMCHECHHS
JIEKapCTBEHHBIX IMPENaparoB IJI1 BETEPUHAPHOTO NPHUMEHEHUS B YCTAHOBICHHOM UM IOPSAJKE B
CIIELYIOIINX CITydasx:

1) cocTaB ¥ (WJIK) TEXHOJIOTHS IPOU3BOJICTBA JICKAPCTBEHHOI'O IpenapaTa Jisi BETepUHAPHOTO
NpUMEHEHHUd (C ONWCAaHWEM CTaJui NPOM3BOJACTBA) OTJIMYAIOTCS OT 3asIBICHHBIX B
PEruCTPallMOHHOM J0ChHE;

2) JexkapCcTBEHHBIM mpenapar i BETEPUHAPHOTO IPUMEHEHMsI IPOMU3BEIEH Ha
IIPOU3BOACTBEHHON IUIOLIAJKE, HE YKA3aHHOU B PETMCTPALIMOHHOM J0ChHE;

3) y npou3BOAUTEINS JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT AOKYMEHTBI, MOATBEPKAAIOIINE
COOTBETCTBUE KAa4YeCTBA JICKAPCTBEHHOI'O IIpemnapara [yl BETEPUHAPHOIO IIPUMEHEHHUs], BBOJIUMOIO
B I'PaXIaHCKHUI 000pOT, TpeOOBAHUSAM, YCTAHOBJIEHHBIM IPU €r0 TOCYIapCTBEHHOMN perucTpanuy;

4) mnpou3BOAMTEIEM JIEKAPCTBEHHBIX CPEACTB B COIIACOBAHHBIM C COOTBETCTBYIOIUM
YIOJHOMOYEHHBIM (peIepaIbHBIM OPraHOM HCIIOJIHUTENBHOM BJIACTU CPOK HE YCTPaHEHBI
HapylleHus: TpeOOBaHMHM MpaBUI HaJuIeXallell MPOU3BOACTBEHHOW MPAKTUKU U (WIN)
JMIIEH3UOHHBIX TpeOOBaHMIA, KOTOphIC OBUTH BBISBICHBI B XOJZI€ NMPOBEJACHHUS HHCIIEKTUPOBAHHS
IIPOM3BOJIUTENS JIEKAPCTBEHHBIX CPE/ICTB WM OCYIIECTBIEHHS JUIIEH3MOHHOTO KOHTPOJIA B cdepe
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB W MPHUBEIM HWIM MOTYT MPHUBECTH K IPOU3BOJICTBY



JIEKapCTBEHHBIX MpPENapaToB Uil BETCPUHAPHOTO MPUMEHEHHUS, NMPUUMHUBIIUX WIM CHOCOOHBIX
NPUYUHHUTE BPE KU3HU W 3J0POBBIO )KUBOTHBIX.
(uactp 4 BBeneHa DenepanbHbIM 3aKk0HOM 0T 04.06.2018 N 140-D3)

CraTtbsa 66. UHpopmauma o pesynbTtaTax hapmakoHapsopa
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

YronHoMO4YeHHBIN (enepanbHBId OpraH HWCIOTHUTEIBHOW BJIACTH, OCYIIECTBIISIOIINMA
dapmakoHa 30p, HaxonsAmMxcs B oOpamenun B Poccuiickoit @enepanuu, Mo pesylbTaTaMm
(dhapmakoHa30pa pa3MelnaeT Ha cBoeM odummaibHOM caiite B cetn "MHTepHeT" MHpOpMaIuoo o
MPUHATHIX PEHICHUSX O BHECEHUWU W3MEHEHUs B MHCTPYKIMIO MO MPUMEHEHUIO JIEKAPCTBEHHOTO
npemnapaTa, O TMPUOCTAHOBICHUM NPUMEHEHHUS JIEKapCTBEHHOrO TMpemnapara, 00 U3BATUU U3
oOpareHusi JIGKQpCTBEHHOTO TMpemnapara WM O BO30OHOBICHHH IMPUMEHCHHS JEKAPCTBEHHOTO
mpemnapara.

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

nasa 14. UHPOPMALUA O NNIEKAPCTBEHHbIX MPENAPATAX. CACTEMA
MOHUTOPUHIA ABUXXEHUA NEKAPCTBEHHbIX NMPEMAPATOB
ansa MEAUUUHCKOIro nPUMEHEHUA
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. WHdopMauma o nekapcTBeHHbIX npenapatax. Cucrtema
MOHUTOPUHra ABWXEHUS JEeKapCTBEHHbIX MpenapatoB AN MeAULMHCKOro
npUMeHeHus
(B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-03)

1. Uadopmanus o JIeKapCTBEHHBIX MpernapaTax, OTIyCKaeMbIX MO PELENTY Ha JICKapCTBCHHBIH
npenapar, A0JKHa COACPKATHCA TOJBKO B CIICHUAIM3NPOBAHHBIX U3AAHUAX, MPCAHAZHAYCHHBIX IJIA
MEIMIMHCKUX, (papmameBTHYeckux paOOTHUKOB, CICIHUAIMCTOB B OOJIACTH BETCPUHAPHH.
Nudopmanus o JIGKApCTBEHHBIX Tperaparax s CICIUAINCTOB B 00JacTu oOparieHus
JICKApCTBEHHBIX CPEJICTB MOXKET COACPIKATHCS B MOHOTpaUsIX, CIIPABOYHUKAX, HAYYHBIX CTAThsX, B
AOKJIagaxX Ha KOHIpeccax, KOH(prCHHI/I?[X, CUMIIO3WYyMax, HAYYHBIX COBCTaXx, a TaKKC B
WHCTPYKIIMSX 110 MPUMEHEHHIO JICKAPCTBEHHBIX MPETIapaToB.

(B pen. ®enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. HVHdopmamus o0 JeKapCTBEHHbIX IpenapaTax, OTIyCKaeMbIX ©Oe3 peLenta Ha
JIEKapCTBEHHBIH Mperapar, MOKET COACPIKATHCS B ITyOIUKAIMIX U OOBSBICHHUSIX CPEACTB MACCOBOM
MHpOpPMALMY, CHENUATM3UPOBAHHBIX M OOIIMX MEYaTHBIX U3JaHUAX, HUHCTPYKLHUAX IO
IPUMEHEHUIO  JIEKAPCTBEHHBIX  NPENnaparoB, HWHBIX U3JAHUSAX CYOBEKTOB  OOpalleHUs
JIEKapCTBEHHBIX CPEACTB. PexiiaMHble MaTepuaibl O JIEKapCTBEHHOM Ipenapare, OTIycKkaeMoM 0e3
peuenTta Ha JEKapCTBEHHBIN IIpenapar, JOJDKHBI COOTBETCTBOBATh MHCTPYKLUHU IO MPHUMEHEHHIO
JIEKapCTBEHHOI'O IIperapara.

3. JlonyckaeTcs MCIOJB30BaHUE JIIOOBIX MaTepUAIbHBIX HOCUTEJEH, MO3BOJIAIOIINX XPAHUTD,
nepeaaBaTh U UCIOJIb30BaTh HHPOPMALIHIO O JEKapCTBEHHBIX IpenapaTax 0e3 ee HCKaKeHHs.

Koncynprantlntoc: mpumedanue.
Y. 4 ct. 67 BcTynaer B cuity ¢ 1 ssuBaps 2020 rona.



4. Jlnsa ueneid uaeHTU(PUKAIMN YIAKOBOK JICGKAPCTBEHHBIX IMPEMapaToB A MEIUIIMHCKOTO
NPUMEHEHUS  MNPOU3BOJIUTENIM  JICKAPCTBEHHBIX  CPEICTB B  MOPSAJKE, YCTAaHOBJIECHHOM
IIpaButensctBOoM Poccuiickoit @enepanuy, HaAHOCAT Ha NEPBUYHYIO YNAKOBKY (B OTHOLIEHUM
JICKapCTBEHHBIX MpenapaToB Uil MEAMIIMHCKOTO MPUMEHEHHUs], JJIsI KOTOPBIX HE MPEeAyCMOTpeHa
BTOpUYHAS YIMAKOBKAa) U BTOPUYHYIO (MOTPEOMTENHCKYIO) YIAKOBKY JICKApPCTBEHHBIX IMPEIapaToB
JUTST. MEIUITMHCKOTO TIPUMEHEHHSI CpPEACTBAa HIACHTHU(UKAIINU, 33 HCKIIOYECHHUEM JICKapCTBEHHBIX
MpenapaTroB il MEIUIMHCKOrO MPUMEHEHHMs, MPOU3BOJUMBIX [UJIi MPOBEACHUS KIMHUYECKUX
WCCIIEIOBAHUM, OKCIOPTa, JEKAPCTBEHHBIX MPENapaTtoB IS MEIUIMHCKOTO MPUMEHEHUS,
yKa3aHHbIX B yactaix S5 u 8§ crarbu 13  Hacrosmero DenepalibHOIO  3aKOHA,
paguodapMareBTHIECKUX JICKAPCTBEHHBIX MPENapaToB U MUSIBOK METUITMHCKHUX.

(uacts 4 BBenena denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03 (pen. 28.11.2018))

5. XapaKkTepuCTUKU CpEACTBA HUIACHTU(UKALMK, TOPSJIOK €ro HaHECEHHs U TpeOOBaHMS K
CTpykType u ¢opmary HHPOpPMAIIMK, KOTOPYIO COJEPXKHUT CPEICTBO HACHTU(DUKAIHH,
onpeaessitores [IpaBurensctBoM Poccutickoit @enepanuu.

(uactp 5 BBeneHa DenepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

6. Ilopsnok co3gaHus, pa3sBUTHs, BBOJA B OKCIUIyaTalWIO, JKCIUTyaTallUM M BBIBOJA M3
9KCIUTyaTalliyd CUCTEMbl MOHUTOPHHIA JIBUKEHUS JIEKAPCTBEHHBIX MPENAPATOB ISl MEJUIIMHCKOTO
IPUMEHEHHU, MOPSAAOK IMPEeJOCTaBIeHUsT MHPOPMALUHU, COAEpXKalleics B CUCTEME MOHHTOPUHIA
IBWOKEHMSI JIEKQpPCTBEHHBIX IpEnaparoB UIsli MEAUIMHCKOIO IPUMEHEHUs, U  MOPSI0K
B3aUMOJICHICTBUSA YKa3aHHOM CHCTEMBl C UHBIMH TOCYJapCTBEHHBIMH HH(MOPMALUOHHBIMU
cucreMaMi ¥ HMH()OPMAalMOHHBIMH CHUCTEMaMHU IOPHIMYECKUX JIMI W WHAWBUIYaJIbHBIX
NpearpuHUMaTeNeld, yKa3aHHbIX B 4YacTax /7 ©W 10 HacTosimied CTaTbu, YCTaHABJIMBAIOTCA
IIpaButensctBoM Poccuiickoit ®enepaunn. OnepaTopaMu CHCTEMbI MOHUTOPUHIA JBUXKCHUS
JIEKapCTBEHHBIX IIpenapaToB A MEIUIMHCKOTO MPUMEHEHMs SBISIIOTCA (elepalbHbI OpraH
WCIIOJIHUTENILHON BIAcTH M (WJIM) opraHu3anusi, ynojaHoMmodeHHble [IpaButenbctBom Poccuiickoit
denepanuu.

(uactp 6 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-03)

7. Opugnyeckune mnuIa W HMHAUMBUAYAIbHBIE IPEANPUHUMATENN, OCYLIECTBIIAIOIINE
IIPOM3BOJCTBO, XpaHeHue, BBO3 B Poccumiickyro dDenepanuro, OTIYCK, pealM3alyio, Iepenady,
IIPUMEHEHNE M YHHMUYTOXKEHHE JIEKAPCTBEHHBIX IPENapaToB s MEIULUHCKOTO INPUMEHEHMS,
o0ecreynBarOT B TOPSAIKE M B COCTaBe, KOTOpPhIE ycTaHOBIEHHI llpaBuTenscTBOoM Poccuiickoi
denepauy ¢ y4eToM BMJA OCYLIECTBISIEMON MMHU JEATEIBHOCTH, BHECEHHE HH(POpPMALUU O
JIEKapCTBEHHBIX IpenapaTax i MEAUIIMHCKOIO NPUMEHEHHUS B CUCTEMY MOHUTOPUHIA JBUKECHUS
JIEKapCTBEHHBIX MIPENAPATOB ISl MEAULMHCKOTO IIPUMEHEHUS.

(uactp 7 BBenena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

8. Opranmzanus HWHPOPMAIMOHHOTO B3aMMOJCUCTBUS CHUCTEMbl MOHHMTOPHHTA JIBHIKCHHS
JIEKapCTBEHHBIX MPENapaToB sl MEIUWLIUHCKOTO MPUMEHEHHUSI C HHBIMH TOCYJapCTBEHHBIMH
MH()OPMAIIMOHHBIMU CHCTEMaMHU OOECIEYMBACTCS B TOM YHUCJE IMOCPEACTBOM HH(PACTPYKTYpHI,
obOecnieunBaromeld  MHGOPMAIMOHHO-TEXHOJIIOTUYECKOE  B3aUMOJICHCTBUE  MH(POPMAIMOHHBIX
CHUCTEM, HCIIOJIb3YEMBIX ISl TPEIOCTABICHUS TOCYJAPCTBEHHBIX M MYHHIMMAIBHBIX YCIyT H
WCIIOJTHEHUS TOCYJaPCTBEHHBIX U MYHULIUTIATBHBIX (PYHKIMA B AIEKTPOHHOU (opMme.

(dactp 8 BBenena denepaibHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

9. ObmenocrynHas wuHpoOpMalMs, CcoAepXkalascss B CHUCTEME MOHMTOPUHIA JBHXKEHHS
JIEKapCTBEHHbIX  IpenapaToB  JUIl ~ MEIUMLIMHCKOTO  NPUMEHEHHUs,  pa3MellaeTcss B
MH(POPMALMOHHO-TEIEKOMMYHUKAIMOHHON ceTH "HHTepHeT" (B TOM umncie B (GopMe OTKpPBITHIX



JAaHHBIX) B ITOpsAJIKE, ycTaHOBIEHHOM [IpaBuTtenscrBoM Poccuiickoit @enepanum.
(gactp 9 BBenena denepabHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

10. IlpousBoauTenu JIEKAPCTBEHHBIX CPEACTB IMOJIY4YalOT COACPKALIYIOCS B CHUCTEME
MOHUTOPHUHTA JIBIDKCHHsI JICKAPCTBEHHBIX IIPEMapaToB i MEAWIIMHCKOTO TMPUMEHECHHS
HHGOPMAIIMI0O O CEepUAX U TAPTUAX JIEKAPCTBEHHBIX TPENapaToB, MPOU3BOAUMBIX HMH H
HaxOJIAIINUXCS B TPaKIaHCKOM 00opoTe B Poccuiickoit deaepannu, 6€3B03ME3IHO.

(uactp 10 BBeneHa denepanbHbIM 3aKOHOM OT 28.12.2017 N 425-D3)

11. 3a npou3BOACTBO WM NPOAAXy JEKAPCTBEHHBIX MpENnaparoB Uisl MEAULHMHCKOIO
IpUMEHEHHs 0e3 HaHeCeHMs CPEICTB MACHTU(UKAIMH, C HApyILIEHUEM YCTAaHOBJIEHHOIO MOpsIKa
UX HAHECEHMs, a TaKXKE 3a HECBOEBPEMEHHOE BHECEHHE JaHHBIX B CHCTEMY MOHUTOpPHHIA
JBYDKEHUS JICKAPCTBEHHBIX MPENaparoB Ul MEAMLIMHCKOIO NMPUMEHEHHMsS WM BHECEHHE B HeEe
HE/IOCTOBEPHBIX JAHHBIX IOPUIUYECKUE JINLA U UHIWBUAYAIbHBIC IPEINPUHUMATENH, YKa3aHHbIC B
qacTsAX 4 U 7 HACTOsIEH CTaTbU, HECYT OTBETCTBEHHOCTh B COOTBETCTBMU C 3aKOHOJATEILCTBOM
Poccuiickoit denepanuu.

(gacth 11 BBenena deaepanbHbIM 3akoHOM OT 28.12.2017 N 425-D3)

12. TlpaBurensctBo Poccuiickoit denepanuy BnpaBe YCTAaHOBUTh OCOOCHHOCTH BHEAPEHHS
CHUCTEMBl MOHUTOPHHIA JBUKCHMS JICKAPCTBEHHBIX MPENAapaToB I MEIULIUHCKOTO NPUMEHEHHS,
BKJIIOYasi CPOKM €€ BHEJIPEHUSA, B OTHOLICHUM JIEKAPCTBEHHBIX IIPENApaToOB I MEIULUHCKOIO
IIPUMEHEHHUS, BKJIIOUCHHBIX B IIEPEYEHb KU3HECHHO HEOOXOAMMBIX M BaXKHEHUIIMX JEKapCTBEHHBIX
IperapaToB, JEKApCTBEHHBIX NpENapaToB, MpeJHA3HAYCHHBIX Ui OOECHeuYeHHs JIHI, OOJbHBIX
reMouiIneil, MyKOBUCIIMI030M, TMIIOGU3apHBIM HAaHU3MOM, 00se3HbI0 [o1lle, 3710KaueCTBEHHBIMU
HOBOOOpPa30BaHUAMH JIMM(GOUTHON, KPOBETBOPHOH M POJCTBEHHBIX UM TKaHEH, paccesHHBIM
CKJIEPO30M, JIMI[ IOCJ€ TpaHCIJIAHTAllMM OpraHoB M (WIM) TKaHEH, MHBIX JEKapCTBEHHBIX
[IpenaparoB I MEJULUHCKOrO IIPUMEHEHUSL.

(gacth 12 BBenena depepanbHbIM 3akoHOM OT 28.12.2017 N 425-03)

nasa 14.1. OTPAHUYEHUSA, HAJIATAEMbIE
HA OPTAHU3ALUUN, OCYWLECTBNAOWUE OAEATENNIBHOCTb
MO OBPALLEHUIO NIEKAPCTBEHHbLIX CPEACTB
(BBeneHa ®PenepanbHbIM 3aKOHOM OT 25.11.2013 N 317-D3)

CraTtbsa 67.1. OrpaHnyeHus, HanaraemMble Npu OCYLLEeCTBIIEHUUN AeATENbLHOCTU B
cchepe obpalleHns nekapcTBeHHbIX CpeacTB

1. Oprasuzanuy, 3aHUMaroIuecss pa3pabOTKOM, MPOM3BOACTBOM M (WIM) pealn3aluei
JIEKapCTBEHHBIX IpEnaparoB JUIsi MEAMIIMHCKOIO TPUMEHEHHs, OpraHM3aluM, o0JajJaromnye
IpaBaMUd Ha HCIHOJb30BAHWE TOPrOBOrO HAWMEHOBAHUS JIEKApCTBEHHOTO IMperapara Juis
MEIUIIMHCKOTO TMPUMEHEHUs, OpPraHM3allMd ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMH CpEICTBaMH,
anTe4yHble OpraHu3alMu (MX NPEICTaBUTENM, HHble (QU3MUECKHE M IOpUAMYECKHE JIUIA,
OCYIIECTBIISIOIIUE CBOIO IEATEIBHOCTh OT HMEHHU 3TUX OpraHM3allfil) B OTHOLUIEHUH MEAUIIMHCKUX
paOOTHUKOB M PYKOBOJIUTENECH MEIUIIMHCKUX OpraHu3aluil He BIpase:



1) BpyuaTh 1ojapkH, BHIILIAYUBATH JEHEKHBIE CPEACTBA (32 UCKIFOYEHUEM BO3HAIPaXACHUN
10 JIOTOBOpaM TpPU TPOBEICHHM KIMHUYECKUX HCCICAOBAHHMH JIGKAPCTBEHHBIX MPENapaToB IJis
MCIUIIMHCKOI'0O NPUMCHCHUA, BO3Hana)KI[CHI/II>'I, CBA3aHHLIX C OCYIICCTBICHUCM MCIAUIIMHCKHUM
paOOTHUKOM TIEJarOTHYECKONM W (WJIM) HAyYHOW JEeATEIBbHOCTH), B TOM YHCJIEC OIIaYMBaTh
Pa3BJICUYCHUS, OTABIX, IMTPOC3A K MECTY OTAbIXA, 4 TAKKC IMPUBJICKATH K YUACTUIO B PA3BJICKATCIbHBIX
MEpPOTIPUSTHSIX, IIPOBOJUMBIX 32 CUET CBOMX CPEJ/ICTB;

2) 3aKiroYaTh COTJIAIICHUS O HAa3HAYCHWHM WM PEKOMEHIAIMH IMalMeHTaM JIeKapCTBEHHBIX
MpernapaToB s MEAUIMHCKOTO TPUMEHEHHs (3a HUCKIIOYEHHEM JIOTOBOPOB O TPOBEIACHHUU
KJIIMHUYECKUX UCCIIEOBAaHUM JICKAPCTBEHHBIX MPENapaToB AJisi MEIULIMHCKOTO MPUMEHEHHUS);

3) mpenocTaBiATh 00pa3ilbl JEKAPCTBEHHBIX MPENnapaToB JJisi MEAUIIMHCKOTO MPUMEHEHHS B
LEJSAX BpYUYEHHS MalMeHTaM (32 UCKIIIOUEHHEM CIy4aeB, CBS3aHHBIX C MPOBEACHUEM KIMHUYECKUX
UCCIIEIOBAaHUM JIEKapCTBEHHBIX MPENapaToB s MEAULUHCKOTO IPUMEHEHU );

4) TmpenoCTaBNATh HEAOCTOBEPHYIO M (MJIM) HEMOJIHYI0 WH(POPMAIMIO O JIEKAPCTBEHHBIX
npernaparax A MeIUIMHCKOrO IPUMEHEHUS;

5) nmocemats uxX B pabouee Bpems Ha pabounx MecTax, 32 UCKIIOYEHUEM CITy4aeB, CBSI3aHHBIX
C IPOBEIEHUEM KIMHUYECKUX HCCICIOBAHUN JIEKAPCTBEHHBIX IPENAPATOB I MEAULIUHCKOIO
IIPUMEHEHUsA, C Yy4YacTUeM B IIOPSAAKE, YCTAHOBJICHHOM PYKOBOJIUTEIEM MEIULIMHCKON
OpraHu3alyy, B COOPaHUAX MEAULMHCKUX PAOOTHUKOB M UHBIX MEPONPUATHUSIX, HAIIPABICHHBIX Ha
MOBBIIIEHUE UX NMPO(ECCHOHAIBHOTO YPOBHS WJIM HAa MPEAOCTaBlIeHHE WHPOPMAINH, CBSI3aHHOH ¢
OCYILECTBIIEHUEM MOHUTOPHHTa 0€30MaCHOCTH JIEKAPCTBEHHBIX NIPENapaToB;

6) ToOy>KIaTh K BHIMMHCHIBAHUIO JICKAPCTBEHHBIX MPEMAapaTOB ISl MEIUIIMHCKOTO IPUMEHEHUS
Ha OJlaHKax, cojJepKamux HHGOPMALMI0 PEKIaMHOIO XapakKTepa, a TaKKe Ha pelenTypHbIX
OnmaHkax, Ha KOTOPBIX 3apaHee Hale4aTaHO HaWMEHOBAHHWE JICKAPCTBEHHOTO TIpernapara s
MEIUIIMHCKOTO TPUMEHEHHS.

2. Opranuzanuy, yka3aHHble B a03ame TepBOM dYacTh | HACTOSAMIEH CTaThu, U UX
MPEJICTaBUTEIM B OTHOIIEGHHWU (apMaleBTUYECKUX pPAOOTHUKOB U PYKOBOAMTEJEH aNTe4YHbIX
OpraHu3allii He BIIpaBe:

1) BpyuyaTb MOAApKH, BBHIIJIAYMBATH JCHEXKHBIE CPEACTBA, B TOM 4MCIE OIUIAUYMBATh
pa3BJICUYEHHUs, OTABIX, MPOE3I K MECTy OTAbIXa, W IPUBIEKATb K YYaCTUIO B Pa3BIICKATCIbHBIX
MEpONPHUATHIX, TPOBOJIUMBIX 3a CHET CBOUX CPEJNICTB;

2) npeAoCTaBIATh 00pa31bl IEKAPCTBEHHBIX MPENapaToB A MEIUIIMHCKOTO IPUMEHEHUS JUIs
BPY4EHUS HACEJICHUIO;

3) 3aKJII04YaTh COTJIAICHUSA O MPCIJIOKCHHU HACCIICHUIO OIIPEACIICHHBIX JICKAPCTBCHHBIX
npemnapaTroB AJisI MCAUIIMHCKOI'O MPUMCECHCHU S,

4) npenocCTaBiIATh HEAOCTOBEPHYIO M (MJIM) HEMOJIHYI0 WHGOPMALMIO O JIEKAPCTBEHHBIX
mpernapatax JAias MEIUIMHCKOTO MPUMEHEHHsS, B TOM YHCIE HMEIOIUX OJUHAKOBOE
MEXIyHapOJAHOE HEMaTeHTOBAHHOE HAaUMEHOBAaHHUE.

Cratba 67.2. TpeboBaHMA K oOpraHusauMm W NPOBEAEHUID Hay4HbIX
MeponpuUaTUn, MHbIX MeponpuUsaTUn, HanpaBleHHbIX Ha noBbIWeHne
npodeccuoHanbHOro ypoBHsi MeAQULIMHCKMX PabOTHUKOB UMW Ha npeagocTaBrieHUe



MHpOpMaUuN, CBS3AHHOW C OCYyLeCTBIIeEHUEM MOHUTOPMHra 6Ge3onacHoCTU
nekapcTBEHHbIX NpenapaToB

I. Ilpu mpoBeNEeHHM HAy4YHBIX MEPONPUSATHUNA, HHBIX MEPONPUITUH, HAMPABICHHBIX Ha
MOBBIIIIEHUE TPO(PECCHOHATBHOTO YPOBHS MEIMIMHCKUX PAOOTHUKOB MM Ha TPEIOCTaBICHHE
CBA3aHHOM C OCYIIECTBICHHEM MOHUTOPUHTA O€30IacHOCTH JIEKAPCTBEHHBIX IpEnapaTroB
uH(pOpPMalIMK, OPTaHU3yEeMbIX OpraHU3aLUsIMH, YKa3aHHBIMU B a03a1ie epBoM yactu 1 crateu 67.1
HacTosmero denepaqbHOro 3aKOHA, UX MPEACTABUTEISIMH U (WJIM) (UHAHCHPYEMBIX 3a CYET
CpCACTB JOTHUX OpFaHH3aL[I/II>'I H Hux HpGI[CTaBHTeJIeP'I, 3arpeuIiacTCd NpeuATCTBOBATL YYAaCTUIO B
YKa3aHHBIX MEPONPUATUSIX MHBIX OpraHu3alui, KOTOpble MPOU3BOIAT WU pPEaTu3yroT
JICKApCTBCHHBIC MpCriaparbl I MCAUIHUHCKOIO MNPHUMCHCHUSA CO CXOXKXHM MCXAaHU3MOM
(dbapMaKoIOru4ecKkoro AeicTBus, nuOO co3AaBaTh AUCKPUMHUHALMOHHBIE YCIOBUSA JJIsi OIJHHUX
YYaCTHUKOB I10 CPABHEHUIO C IPYTUMH YYaCTHUKAMU, & UMEHHO:

1) mpenocTaBiATh pa3IMYHOE KOJMYECTBO BPEMEHM JJS BBICTYIUIEHHMH YYacTHUKOB,
pas3nuYHBIE 10 pasMepy 3aHMMaeMod IUIOMIAgM MecTa JUisi JIEMOHCTpalud  00pa3ioB
JIEKapCTBCHHBIX IIPENapaToB sl MEIUIMHCKOTO NPUMEHEHHS WM PEKIaMHBIX MaTEpHaJOB O
JIEKAPCTBEHHBIX IIpenaparax Uil MEIULUHCKOIO IPUMEHEHHs Ha DSKCIO3ULHUAX, CTEHAAX, 3a
UCKIIIOYEHUEM CIIy4aeB, €CIM TAKUE YCJIOBMs 3aKPEIUICHBI B COIIAIICHUAX dTUX OPraHU3ALNN, UX
npejcTaBuTeNiell 0 (UHAHCUPOBAHMM YKa3aHHBIX MEPONPHUATHH M OOYCIIOBJIEHBI PAa3TUYHBIMU
3aTpaTaMM Y4aCTHUKOB Ha UX OpraHU3aLUIO;

2) ycTaHaBIMBAaTh pa3Mep B3HOCA JJs YYaCTHUKOB MEPOIPHUATHH, yKa3aHHBIX B ab3ale
IIEPBOM HACTOSAIIEH YacTH, MPEBBINAOIMUNA CyMMy 3aTpaT Ha OPraHMU3alHI0 yKa3aHHbBIX
MEPONPUATHIA U BeyInil K HEOOOCHOBAaHHOMY OTPAaHUYEHHUIO YHCIIA UX YYACTHUKOB.

2. Opranmsanuu, yka3aHHble B a03arne mepBoM dactu 1 crateu 67.1 Hacrosmiero
@denepalIbHOTO  3aKOHA, WX MPEACTABUTENM, OCYIIECTBISIIOIIME OpraHu3anuio U (Win)
(buHaHCUpPOBAHUE MEPONPUITHUIA, YKa3aHHBIX B 4acTh | HacToOALIEH CTaThu, 00s13aHbBI 0OECTIeUnBaTh
J0CTyN K HHPOpPMAIMK O JaTe, MECTe U BPEMEHH MPOBEICHUS YKa3aHHBIX MEPONPUATUH, TIIaHAX,
IporpaMMax IpOBENEHUS YKa3aHHBIX MEPONPUATHN U TE€Max, IJIAaHUPYEMBIX ISl pacCCMOTPEHMS,
COCTaBe UX YYaCTHUKOB IIyTEM pa3MEIIEHUs COOTBETCTBYIOIIEH HHPOpPMAIMM Ha CBOMX
ounmaneHeix caiitax B cetu "MHTepHEeT" He TMO3MHEE IBYX MECAIEB IO Hayaja IMPOBEICHHUS
YKa3aHHBIX MEPOTPHUITHA.

3. udopmarust o npoBeIEHUH MEPOIPUATHH, YKa3aHHBIX B 4acTU | HacTosIled cTaTbu, B
CPOK, YCTQHOBJICHHBIM 4acThlO0 2 HACTOSALIEH CTaThH, AOJKHA ObITH HalpaBieHa B (efepasbHbIN
OpraH HCIIOJHHUTEIBHON BIACTH, OCYIIECTBIAIONIMN (YHKIMM IO KOHTPOJIO M Haa3opy B cdepe
3JIpPaBOOXPAHEHMs, ISl MOCIIEIYIOIIEro pa3MelleHusl ee Ha O(UIMaTIbHOM CaiTe 3TOro opraHa B
cetu "UHTepHer".

Mnasa 15. OTBETCTBEHHOCTb 3A HAPYLULEHUE 3AKOHOOATEJIbCTBA
POCCUUCKON ®EOEPALIUN NPU OBPALLEHUU NEKAPCTBEHHbLIX CPEACTB
M BOSMELLUEHUE BPEOA, NPUYUHEHHOIO 300OPOBbLIO NPAXOAH
BCINEACTBUE NMPUMEHEHUA NEKAPCTBEHHbIX MPEMNAPATOB

Ctatba 68. OTBeTCTBEHHOCTb 3a HapylleHue 3akoHopatenbcTBa Poccumckoun
®depgepaumm npu obpaLeHUmn NeKapcTBEeHHbIX CpeacTB

1. Hapymenue 3akoHonarensctBa Poccuiickoit denepaunn npu oOpaiieHny J1eKapCTBEHHBIX
CpeACTB BleYeT 3a COOOW OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATEIbCTBOM Poccuiickoit



denepauuu.
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. 3a HempeaCTaBICHUE WM HECBOEBPEMEHHOE IpeJCTaBlIeHHEe HHPOpMauuu Hu (WIN)
JIOKyMEHTOB JIMOO TMpEJCTaBICHHWE HEIOCTOBEPHBIX HWHMOpManuu u (WIM) JOKYMEHTOB,
MPEeyCMOTPEHHBIX HacTosAmmM DeneparbHbIM 3aKOHOM, CYOBEKTBHI OOpaIeHHS JEKApPCTBEHHBIX
CPEICTB HECYT OTBETCTBEHHOCTh B COOTBETCTBUHM C 3aKOHO1aTelIbcTBOM Poccuiickoit deneparumn.
(dactp 2 BBegeHa DenepanbHbiM 3ak0HOM OT 22.12.2014 N 429-03; B pen. deaepalibHOrO 3aKOHA
ot 04.06.2018 N 140-03)

Cratba 69. Bos3melweHue Bpeaa, NPUYMHEHHOro 340POBLI0 rpaxaaH
BCcneacTBUe NpMMEHeHUs NeKkapcTBeHHbIX NpenapaToB

1. TIpousBoauTenb JIEKAPCTBEHHOTO TpemnapaTa 00sS3aH BO3MECTHTh BpEJA, NMPUUYWHEHHBIH
3[I0OPOBBIO I'pak/IaH BCIIEJACTBUE MMPUMEHEHUS JIEKAPCTBEHHOTO TIpernapaTa, €Clii I0Ka3aHo, U4To:

1) nexapcTBEHHBIN NpenapaT NPUMEHSJICS 10 HA3HAYEHHUIO B COOTBETCTBUU C MHCTPYKIUEH 110
IIPUMEHEHHUIO JIEKAPCTBEHHOIO Npenapara U NPUYUHON Bpesia SBUJICS BBOJ B IPAXKAAHCKUN 000pOT
HE100pOKAYECTBEHHOTO JIEKAPCTBEHHOTO MPerapara;

2) Bpen 37A0pPOBBIO MPUYMHEH BCIIEICTBHE HEJIOCTOBEPHOW HHGOpPMAIMH, COIEpIKAIICHCS B
MHCTPYKLUMU [0 T[PUMEHEHHUIO JIEKAPCTBEHHOIO IIpenapara, HW3JaHHOM IPOU3BOJUTEIIEM
JIEKapCTBEHHOI'O Ipernapara.

2. B cmyuae, ecid Bpel 3I0pOBBIO TpaXKJAaH TNPUYUHEH BCIEICTBUE IPUMEHEHHS
JIEKapCTBEHHOTO TNpernapara, NPUINEANIEr0 B HETOJHOCTh B pPE3yJbTaTe HAPYIICHHUS IPABUI
XpaHEeHHUsl JICKApCTBEHHBIX CPEJCTB, MPAaBHJ ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU IIperapaTaMi,
NpPaBWII OTITyCKA JIGKAPCTBEHHBIX MPENapaToB, MPaBHJI M3TOTOBJICHUS W OTIyCKa JIGKAPCTBEHHBIX
IpernapaToB, BO3MEIIEHHE BpeAa OCYLIECTBISIETCS COOTBETCTBEHHO OpraHU3alleld ONTOBOU
TOPTOBIM  JIGKAPCTBEHHBIMH  CPEJCTBAMH, AalTEYHOH  OpraHu3aluel, WHAWBUAYAIbHBIM
NpeANPUHUMATENIEM, UMEIOIIUMH JIMIIEH3UIO Ha (papMaleBTHYECKYIO ACATEIBLHOCTh WIN JTHLECH3HIO
Ha MEIUIMHCKYIO JEATeNbHOCTh, MEIWIMHCKOW OpraHu3alfel, HWMEINeH JUICH3UI0 Ha
(dapMaleBTHUECKYI0 JeSITeNbHOCTh (€€ 00OCOOJIGHHBIM —TMOApa3leicHueM (aMOyJaTopHei,
denpamepckuM B QeNbAIMIEePCKO-aKyIIepCKUM  ITYHKTaMH, IIeHTpoM (OTAeNeHreM) oOrmien
BpayeOHOH (CeMEiTHOI) MPAaKTUKH), PACIIOIOKEHHBIM B CEJIbCKOM HACEIEHHOM ITyHKTE, B KOTOPOM
OTCYTCTBYET amlTe4Has OpraHu3alys), IOMyCTHBIIMMH NPOAAXYy WIH OTIIyCK TaKOTrO
JIEKapCTBEHHOTO Ipenapara.

(B pen. ®enepanbHoro 3akoHa ot 25.11.2013 N 317-03)

3. Bosmemenue Bpena, NPUYMHEHHOTO 3I0POBBIO TPaKJaH BCIEICTBUE MPUMEHEHUS
JIEKapCTBEHHBIX IPENapaToB WM COBEPLIEHUS IPOTUBOIPABHBIX JEHCTBUH CyObEKTaMH
oOpallleHusi JIEKapCTBEHHBIX CPEJCTB, OCYIIECTBISETCS B COOTBETCTBHH C 3aKOHOJATEIHCTBOM
Poccuiickoit denepanumn.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMONOXEHUA

Cratbsa 70. O npuM3HaHUM yTpaTUBLUMMMU CUNY OTAENbHbIX 3aKOHOAATeNbHbIX
aKToB (NoONnoXxeHWn 3aKkoHoaaTenbHbIX akToB) Poccunckon ®enepauum

[Tpu3HaTh yTPaTUBIIUMU CUITY:



1) ®enepanbubiii 3akoH OT 22 uioHs 1998 roma N 86-O3 "O nexkapcTBeHHBIX cpencTBax”
(Cobpanue 3axkonomarenscTBa Poccuiickoit deneparuu, 1998, N 26, ct. 3006);

2) ®enepanbubiii 3akoH OoT 2 siHBaps 2000 roma N 5-®3 "O BHeceHMM W3MEHEHUS U
nonoaHeHu B Denepanbhbiii 3akoH "O nekapcTBeHHBIX cpeacTBax” (CobpaHue 3aKOHOAATEIBCTBA
Poccuiickoit ®eneparuu, 2000, N 2, ct. 126);

3) crarpio 40 DepepanbHoro 3akoHa ot 10 suBaps 2003 roma N 15-®3 "O BHeceHuu
W3MEHEHUH U JIONOJIHEHUI B HEKOTOPbIE 3aKOHOAATENbHBIE aKkThl Poccuiickon denepanuu B CBI3U
¢ npunstueM PenepanbHOro 3akoHa "O JUUEH3UPOBAHUM OTACIBHBIX BHUIIOB ACSATEIBHOCTH"
(Cobpanwue 3akonogarenscTBa Poccuiickoit @enepammu, 2003, N 2, ct. 167);

4) crarpio 31 DepepanpHoro 3akoHa oT 30 wutons 2003 roma N 86-O3 "O BHeceHHH
W3MECHEHUN W JIONOJHEHHM B HEKOTOpPBIE 3aKOHOAATENbHbIE akThl Poccuiickon denepanuu,
MPU3HAHUKM YTPATHBIIMMH CHJIY OTIEIbHBIX 3aKOHOAATEIbHBIX akTOB Poccuiickoit denepanmu,
MPEAOCTABICHUH OTAENbHBIX TapaHTUM COTPYJHHMKAM OpPraHOB BHYTPEHHUX JI€Jl, OPraHOB IO
KOHTPOJIIO 32 O00OpPOTOM HAapKOTHUECKHUX CPEACTB U NCUXOTPOMHBIX BEIIECTB M YIPa3JAHIEMbIX
denepanbHBIX OpPraHOB HAJIOTOBOM TMONHMIIMM B CBSI3M C  OCYIIECTBICHHEM Mep IO
COBEPIIICHCTBOBAHUIO TocyaapcTBeHHOTO ynpaienus" (CoOpanue 3akoHomaTenscTBa Poccuiickoit
®enepauun, 2003, N 27, ct. 2700);

5) crareio 101 denepanbroro 3akona ot 22 asrycra 2004 roma N 122-®3 "O BHeceHuun
U3MEHEHUN B 3aKOHOAaTeNbHble akThl Poccuiickoit denepanuu U NpU3HAHUM YTPATUBIIUMHU CHITY
HEKOTOPBIX 3aKOHOJATEIbHBIX akTOB Poccuiickoit denepanyiv B CBSI3U C NpUHITHEM DefepaibHbIX
3akoHOB "O BHECEHWW M3MEHEHUH u nomnonHeHuid B PenepanbHblil 3akoH "O0 00mMUX MPUHIUIIAX
OpraHM3allii  3aKOHOAATENbHBIX  (NIPEICTABUTENBHBIX) M HCIOJHUTENIBHBIX  OpPraHoOB
rOCy/IapCTBEHHOW BiacTu cyObekToB Poccuiickoit ®enepanuu” u "OO0 oOmMX NpUHIIUTIAX
OpraHu3alMy  MeCTHOro  camoymnpamieHuss B Poccuiickorr ~ @epepanmu"  (CoOpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 2004, N 35, ct. 3607);

6) crateio 28 denepanbHoro 3akoHa ot 18 mekabps 2006 roma N 231-®3 "O BBenaeHuu B
neiictBue dactu 4eTBepToil ['pakmanckoro kogekca Poccwuiickoit ®enepauuun" (CobOpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2006, N 52, ct. 5497).

Cratbsa 71. BctynneHue B cuny Hactoswero ®egepanbHOro 3akoHa

1. Hacrosimuit @enepanbHblil 3aKOH BCTymaeT B cuity ¢ 1 centsiops 2010 rona.

2. JlekapCTBEHHBIE CPEICTBA, 3aPETUCTPUPOBAHHBIE 10 JHS BCTYIUIEHHS B CHIIy HACTOSILErO
@denepalibHOTO 3aKOHA, MOJUIEKAT BKIIIOUEHUIO B TOCYJApPCTBEHHBIE PEECTPhI JIEKApPCTBEHHBIX
CPEICTB C BHECEHHMEM YKa3aHHBIX B uacTu 1 crarem 33 Hacrosmero ®enepaabHOro 3aKoHa
CBEICHMM 00 OTUX JIEKapCTBEHHBIX CPEACTBAX ©0€3 TMPOXOXKAECHUS BHOBb MPOLEAYpPHI
roCyIapCTBEHHON PETUCTPALNU JIEKAPCTBEHHBIX IIPENapaToB.

3. TocymapcTBeHHass perucTpanus JIEKapCTBCHHBIX TIPENapaTroB, 3a HCKIIOYCHUEM
JICKApCTBEHHBIX TPENapaToB JUIsi MEAUIMHCKOTO NMPUMEHEHUS, NPEICTABICHHBIX Ha YKa3aHHYIO
pETHCTpAIHIO JIO JHS BCTYIUICHHS B CHIIy Hactosimiero denepanbHOro 3aK0HA, OCYIIECTBISICTCS B
COOTBETCTBUM ¢ HacTosmmM DenepaibHbBIM 3aKOHOM Ha OCHOBAaHHMU JIOKYMEHTOB M JaHHBIX,
MIPEJICTABICHHBIX IO JTHS BCTYIUICHUS B CHITYy HacTosero denepasbHOroO 3aKoHa.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)



3.1. T'ocynapcTBeHHas pPETUCTpalys JIEKApCTBEHHBIX MpENaparoB s MEIULUHCKOIO
MPUMEHEHHUS, MPEICTaBICHHBIX HAa TOCYJapCTBEHHYIO PETUCTPALMIO MO JIHS BCTYIUIEHUS B CUITY
HacTosuero deaepaabHOro 3aK0Ha, M TOCY1apCTBEHHAs] PETUCTPaLUs JIEKAPCTBEHHBIX IIPENapaToB
JUISL METUIIUHCKOTO TPUMEHEHUS, IPECTABICHHBIX HA AKCIIEPTU3Y JIEKAPCTBEHHBIX CPEACTB JI0 IHA
BCTYIUIEHUsT B Ccwily Hacrosuero @enepaJbHOr0O 3akOHa B LEISIX MX IOCIEIyIOLIEH
rOCy/apCTBEHHOW pEerucTpaiyy, OCYyIIECTBISIOTCS Ha OCHOBaHMM JOKYMEHTOB U JaHHBIX,
IIPEJICTABICHHBIX J10 AHS BCTYIUIEHUS B Ccuily Hacrosiuuero denepanbHOro 3akoHa, a TaKXKe
3asBJICHHS O TOCYJapCTBEHHOM pETrUCTpaluy JIEKapCTBEHHOIO Mpernapara, MpeAcTaBIEHHOTO
IIPOU3BOIUTENIEM JIEKAPCTBEHHBIX MPENApaTOB WIKM YIIOJIHOMOUYEHHBIM UM JIMIIOM B COOTBETCTBHH C
HactosuM DefepanbHbBIM 3aKOHOM B YIIOJTHOMOYEHHBIN (efepalbHbIil OpraH MCIOJHUTEILHON
Bractu jo 1 wmapra 2011 roma, ©e3 TpeGoBaHMsS YIUIaTBl TOCYAAPCTBEHHOW IOILIHHEI,
MpeAyCMOTPEHHOM 3aKoHOoAaTenbeTBOM Poccuiickoit deneparnu o Hamorax u coopax.

(uactsp 3.1 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.2. lloaTBepXkaeHUE TOCYIAPCTBEHHOM PETHCTPAIMU JICKAPCTBEHHBIX MPENapaToB JJis
MEJULMUHCKOTO  TMPUMEHEHMs, TMPEJACTAaBICHHBIX JJII MOATBEPKICHUS TOCYJApPCTBEHHOM
perucTpanuu A0 JHS BCTYIUIGHHS B CHIy Hacrosimero denepalbHOTO 3aKOHA, U MOATBEPKICHHE
rOCyJJapCTBEHHON pErucTpaluy JEKapCTBEHHBIX MpenapaToB Il MEAUIMHCKOTO MNPUMEHEHHUS,
MIPE/ICTAaBICHHBIX Ha SKCIEPTU3Y JEKAPCTBEHHBIX CPEJCTB 0 JAHS BCTYIUICHUS B CHIIY HACTOSIIETO
@denepadbHOTO 3aKOHAa B IEJSIX MOCJIEAYIOEro MOATBEPXKICHUS HX TOCyAapCTBEHHOM
perucTpanuu, OCyIecTBISIOTCS Ha OCHOBAaHUM JOKYMEHTOB U JIaHHBIX, MPEACTABICHHBIX O JHS
BCTYIUICHUSI B CHIy Hacrosinero denepalibHOr0 3aKOHA, a TAKXKe 3adBJICHHS O MOJITBEPKIACHUU
roCy/apCTBEHHOW PErucTpalyy JIEKapCTBEHHOTO TMpernapara, MpeiCcTaBIeHHOIO MPOU3BOIUTEIEM
JIEKAPCTBEHHBIX NPEMapaToB WM YMOJIHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHM C HACTOSLIUM
denepanbHBIM 3aKOHOM B YIMOJHOMOYCHHBIN (penepaabHbIi OpraH MCIOJHUTEIHHOM BIacTH 10 |
mapra 2011 roma, Ge3 TpeOGOBaHMS yIIAThl TOCYJAPCTBEHHOM MOIUIMHBI, MPEAyCMOTPEHHON
3aK0HO1aTeILCTBOM Poccuiickoit deneparuu o Hajmorax u coopax.

(uacts 3.2 B pea. @enepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. Ilpunstue pemeHus O BHECEHMM HW3MEHEHHH B JOKYMEHTBI, COJEpKalluecs B
PErUCTPALIMOHHOM JI0Ch€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s MEIUIMHCKOTO
MIPUMEHEHHUS U TIPEACTABJICHHBIC 10 JTHS BCTYIUICHUS B CHIly Hactosiiero denepanbHOro 3aKoHa, U
MPUHATUE PELICHUS O BHECEHWU U3MEHEHUW B JIOKYMEHTHI, COJIepiKalleecsi B PEruCTPAliOHHOM
JIOChE Ha 3apETHCTPUPOBAHHBIN JICKAPCTBEHHBIN MpernapaT Uisli MEIUIIMHCKOTO TMPUMEHEHUs M
MIPEACTABJICHHBIE HA 3KCNEPTU3Y JIEKAPCTBEHHBIX CPEJCTB A0 JHS BCTYIUICHUS B CHIIY HACTOSILETO
®denepanbHOTO 3aKOHA, OCYIIECTBIISIOTCS HA OCHOBAHWU JOKYMEHTOB U JaHHBIX, MPEICTABICHHBIX
70 IHS BCTYIUIEHUS B CHIIy Hactosmero denepaabHOTO 3aKOHA, a TAaK)KE 3asBJICHHUS O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COJEpXAIIUECS B PETMCTPALIMOHHOM JIOChE Ha 3aperuCTPUPOBAHHBIN
JIEKApCTBEHHBIA Mpenapar sl MEIULHUHCKOTO MPUMEHEHHUs, MPEJICTABICHHOIO MPOU3BOJIUTEIEM
JIEKAPCTBEHHBIX TPEMapaToOB WM YIMOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHM C HACTOSIIUM
®denepallbHBIM 3aKOHOM B YIIOJIHOMOYEHHBIN (peliepaibHblii OpraH HCIOTHUTEIBHONW BiacTu 10 1
mapta 2011 roma, 6e3 TpeOoBaHuS YyIUIaThl T'OCYAAPCTBEHHOW MOIUIMHBI, MPEAYCMOTPEHHOM
3akoHoAarenbcTBOM Poccuiickoit deneparinu o Hanorax u coopax.

(uactp 3.3 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

34. BLII[a‘Ia paSPGH_IeHI/Iﬁ Ha MPOBCACHUC KIMHUYCCKUX I/ICCJ'ICI[OBaHI/II\/'I JICKApCTBCHHBIX
npemnapaTroB Ayl MCAUIHUHCKOI0 MPUMCHCHUA IO 3asdABJICHUAM, IMOJAHHBIM 0 AHA BCTYIUJICHUS B
CUJIy HaCTOAIETO CDe):[epanLHoro 3dKOHa, a TaKXKC II0 3aiABJICHUAM, IIOJaHHBIM IIOCJIC OHA
BCTYIUICHHUA B CUIIY HACTOALICTO CDGI[epaJ'H)HOFO 3daKOHa Ha OCHOBAHHWH JKCICPTHU3, NPOBCACHHBIX
A0 OHS BCTYIJICHHA B CHIIY HACTOAICTO CDe):[epanLHoro 3dKOHa, OCYHICCTBIIACTCA B COOTBCTCTBUU C



HacTodmmM denepanbHbIM 3aKOHOM Ha OCHOBAHWU JOKYMEHTOB U JAHHBIX, IPEICTaBICHHBIX WIH
IIOJ[yYEHHBIX [0 JAHA BCTYIUICHMS B CHIy Hacrosmero @®enepalbHOTO 3aKOHA, a TaKKe Ha
OCHOBAHMU KOIMUH NPEIBAPUTEIHLHOIO JIOTOBOPA 00SM3aTENBHOIO CTPAXOBAHUS KU3HH, 370POBBS
MAIMEHTOB, YYacTBYIOIIUX B KJIMHHYECKOM HCCIIEIOBAaHUM JIEKapCTBEHHOIO IIpernapara Juis
MEIULUHCKOTO TIPUMEHEHUS, WM KOMU JI0TOBOpa 0053aTENbHOTO CTPAaXOBAHUS KHU3HH, 37J0POBbS
MAIMEHTOB, YYacTBYIOIIUX B KJIMHHYECKOM HCCIIEIOBAaHUM JIEKapCTBEHHOIO IIpernapara Juis
MEIULMHCKOTO MPUMEHEHHUS, JINOO MPEACTAaBICHHOW KOIIMH JIOTOBOpa 0053aTEIFHOIO CTPAaXOBaHMS,
3aKJIIOYEHHOTO B COOTBETCTBMM C THUIOBBIMM IpaBWJIAMH O0S3aTEIBbHOIO CTPAaxOBaHUS, C
yKa3aHHEM IpPEJeNbHON YMCIEHHOCTH MAlMEHTOB, YYAaCTBYIOIIUX B KJIMHUYECKOM HCCIIEOBaHUU
JEKapCTBEHHOIO Ipemnapata JUlsi MEJUIMHCKOTO INpUMEHEHusi, 0e3 TpeOOBaHUS YIJIAThI
roCyJJapCTBEHHOM IOILINHBI, IIPEIyCMOTPEHHON 3aKoHoAaTeslbcTBOM Poccuiickonn denepanuu o
Hajorax u coopax.

(uactp 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B MHOCTPAHHOW BAJIOTE 1O JHSA BCTYIUICHHS] B CHUJTy HACTOSIIETO
@denepanbHOrO 3aKOHA MPEJEIbHbIE OTIYCKHbIE II€Hbl HMHOCTPAHHBIX MPOU3BOJAUTENECH Ha
JIEKapCTBEHHbIE TpenapaThl, BKIIOYCHHbIE B MEPEUeHb >KU3HEHHO HEOOXOMUMBIX M Ba)KHEMIINX
JIEKapCTBEHHBIX MPENapaToB, MOAJEKAT IepecueTy B pyOnm mo kypcey lLlentpanbHoro Oanka
Poccuiickoit @eaepanun Ha narty, yctaHoBieHHY0 [IpaBurensctBoM Poccuiickoit denepanuu, 6e3
IIPE/ICTABICHMS 3asBJIEHUS O IIEPECUETE ILIEHbl C BHECEHHEM COOTBETCTBYIOIIMX H3MEHEHUH B
rOCy/apCTBEHHBIH pEecTp MNpeAeNbHbIX OTIYCKHBIX IE€H IPOU3BOJAUTENECH Ha JeKapCTBEHHBIE
MpemapaTsl, BKIIOYCHHBIE B MEPEYCHb KM3HEHHO HEOOXOJMMBIX M BaXKHEHINX JEKapCTBEHHBIX
MpenapaToB.

(uacts 3.5 BBeneHa PenepanbHbM 3akoHOM 0T 11.10.2010 N 271-D3)

3.6. 3aperucTpupoBaHHbIE 10 JHSA BCTYIUICHUS B CHIy Hactosmiero denepalbHOr0 3aKOHa
npeneiabHble OTIYCKHBIE IIEHBl POCCHMCKHX IPOU3BOJIUTENCH HA JIEKAPCTBEHHBIC IPENapaThl,
BKJIIOUEHHBIE B MEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKApCTBEHHBIX IPenapaTos,
noanexar uHaekcamuu ¢ 1 HoaOpst 2010 roga ucxoas U3 MPOTHO3UPYEMOTO YPOBHS UHQIISIIIHH,
ycraHoBjaeHHOro ®denepanbHbiM 3akoHOM OT 2 nekabps 2009 roga N 308-d3 "O denepanbHoM
oromxkete Ha 2010 rox u Ha manoBeli nepuon 2011 u 2012 roxos" Ha 2011 rog.

(dactpb 3.6 BBeneHa DenepanbHbiM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Tlocne 1 mapra 2011 roma He AOMyCKarOTCS MPOM3BOJACTBO U BBO3 B Poccuiickyto
deneparuio JIEKapCTBEHHBIX MPETapaToB B YIIAKOBKAaX ¢ MApKUPOBKOM, KOTOpas Oblila HAaHEeCeHa J10
IHS. BCTYIUIGHHMsI B CUy Hactosimero @enepaiabHOro 3akoHa. Ilo ncTedeHUMM yKa3aHHOTO CpOKa
JaHHbIE JIEKAPCTBEHHBIE Ipenaparbl MOTYT OTIYCKaTbCsl, pPEaJU30BBIBATHCS, IEPENaBaThC H
INPUMEHSATHCS IO UCTEUEHUS UX CPOKA T'OJTHOCTH.

(B pen. ®enepanbHbix 3aKk0HOB 0T 29.11.2010 N 313-®3, ot 06.12.2011 N 409-D3)

4. Co nHa BcTyIuleHUs B cuity HacTosero @eaepanbHoro 3akona v o 30 anpens 2011 roga
BKJIIOYUTENIPHO JIOMYCKAETCSl TMPOBEIACHUE OSKCHEPTHU3bl JICKAPCTBEHHBIX CPEACTB OSKCIEPTaMHU
OKCIIEPTHOTO YUYPEKACHUS A0 TMPOXOXKICHUS HMH aTTeCTalldd B TMOPSAIKE, YCTAaHOBIECHHOM
YIIOJITHOMOYEHHBIM (pe/iepaIbHbIM OPraHOM UCTIOJTHUTEIHHOM BIIACTH.

5. Co nHs BcTyIuieHHs B cuily HacTosiero ®@enepanbHoro 3akoHa u no 31 gexadbps 2013 rona
BKJIIOYUTENIPHO  OCYIIECTBIISIETCSI TIEpPeXOJ K TMPOU3BOJCTBY JICKAPCTBEHHBIX CPEICTB B
COOTBETCTBUM C MpaBWJIAMHM OPTaHU3ALMU TPOM3BOJACTBA M KOHTPOJIA KadyecTBa JIEKAPCTBEHHBIX
CPEJICTB, YKa3aHHBIMH B 9acTh | ctaThu 45 HacTosmero deaepaabHOro 3aK0Ha, B TIOJTHOM 00BEMeE.
Cpoku mnepexoja IpoU3BOACTBA JICKAPCTBEHHBIX CPEACTB K UX IPOU3BOACTBY B COOTBETCTBHM C
KOHKPETHBIMU TpPEOOBAaHUSAMH JAHHBIX MPaBUJI, BKIIIOYAs CPOKH ATTECTAIlMU YIIOJHOMOYEHHBIX



JIML, YKa3aHHBIX B YacTAX 6 u 7 crateu 45 Hacrosmero denepajbHOIO 3aKOHA, YCTAHABINBAIOTCA
[IpaBuTenscTBOM Poccuiickoi denepanun.

6. JInnen3un Ha MPOU3BOJCTBO JEKAPCTBEHHBIX CPEICTB, BhlAaHHbIe 10 | sHBaps 2014 rona,
nerctBytor mociie 1 suBaps 2014 roga A0 HWCTEYEHUS CpoOKa WX ACHCTBUS MPU YCIOBUHU
COOTBETCTBHUS JIMIICH3MAaTa IpaBWJaM OpraHU3alluyd IIPOU3BOJCTBA U KOHTPOJS KadecTBa
JIEKaPCTBEHHBIX CPEJICTB, YKa3aHHBIM B yacTh | cratbu 45 Hactosmero denepaibHOro 3aKoHa.

7. ®opMupoBaHUE TrOCYJAPCTBEHHOTO 3aJaHUsl Ha MPOBEJACHHE HKCIEPTU3BI JIEKAPCTBEHHBIX
cpeactB  ¢enepalbHOMY TOCYJapCTBEHHOMY OIOPKETHOMY YUPEXKIEHHUIO IO IPOBEICHUIO
9KCIIEPTHU3BI JICKAPCTBEHHBIX CPEACTB U (PHMHAHCOBOE 00ECMEYCHHE BBIMOJHEHUS ITOTO 3aJaHUS
OCYIIECTBIISIOTCA B MOpsAKe, ycTaHOBIeHHOM DenepanbHbiM 3akoHOM OT 12 siuBaps 1996 roma N
7-®3 "O HEKOMMEPYECKUX OpraHu3aLusax".

(gactp 7 BBenena denepabHbIM 3aK0HOM OT 29.11.2010 N 313-D3)

[Ipe3unent
Poccuiickoit denepanuun
JA.MEJIBEJIEB
Mocksa, Kpemiib

12 anpens 2010 roga

N 61-®3




