IMPABUTEJIbCTBO POCCHHUCKOHN ®EJIEPALIINMA
IIOCTAHOBJIEHHUE

oT 29 centsa6ps 2010r. Ne 771

MOCKBA

O nopsiaxe BB03a JleKapCTBEeHHBIX CPEACTB /I8 MeIHIHHCKOro
npHMeHeHHs Ha TeppuTopHI0 Poccniickoii @enepanuun

B coorBerctBuM ¢ denepanbHbIMH  3akoHamu "O6 oOpaiieHHH
JeKapCTBEHHEIX cpencTB" M "OO6 ocHOBax roCyIapcTBEHHOTO peryJIMpOBaHHSA
BHEIIHETOProBoi aesrensHocTH" IIpaButensctBo Poccuiickoiit ®enepauuu
NOCTAaHOBJHET:

1. YTBepauTs npunaraemslie IlpaBuia BBo3a JIeKapCTBEHHBIX CPEACTB IS
MEIMIIMHCKOr0 IPUMEHEHHUs Ha Teppuropuio Poccuiickoii @epnepaiuu.

2. Ilpu3HaTh yTpaTUBIIMMH CUITY:

a) nocraHoBneHue IIpaButenscrtBa Poccuiickoit @enepanuu ot 16 urons
2005r. Ne438 "Onopsake BBO3a M BBIBO3a JIEKAPCTBEHHBIX CPEHCTB,
INpEeIHa3HaYeHHBIX  AJI8  MEOWLMHCKOro  NpUMeHEeHHs" (Cobpanue
3akoHozarenbcTBa Poccuiickoit ®enepanuu, 2005, Ne 30, ct. 3172);

0) myHkT 17 W3MeHEeHMH, KOTOpble BHOCATCA B IIOCTAHOBJIEHHMS
IIpaButensctBa Poccuiickodt ®enepalid, YTBEPXKIEHHBIX ITOCTAHOBJIEHHEM
IIpaButensctBa Poccuiickor ®enepaunu ot 14 dpepans 2009 r. Ne 108
(Cobpanue 3akononarensctBa Poccuiickoit ®eneparuu, 2009, Ne 9, ct. 1101);

B) MyHKT 5 M3MEHEHHH, KOTOpble BHOCATCA B  IIOCTAHOBJIEHHS
IIpaButensctBa Poccuiickoii ®@enepauud 1NO BOMpPOCaM, CBA3aHHBIM C
COBEpLICHCTBOBAHUEM TIOCYJIapCTBEHHOI'O PETyJMpPOBaHUSA LIEH Ha >XH3HEHHO
HeOOXOAMMBIE M BaXXKHEHIMe JIeKapCTBEHHBIE CPEICTBa, YTBEPKAEHHBIX
nocra”osyenneM IIpasutensctBa Poccuiickoii @enepanyu ot 8 aBrycra 2009 r.
Ne 654 "O coBeplLIEHCTBOBaHHH TOCYJapCTBEHHOTO DPEryJHpOBaHHS LIEH Ha
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)KU3HEHHO HEOOXOIHMMbIE H BaXKHEHIIHe JekapcTBeHHble cpeactBa” (Cobpanue
3aKoHOaTeNIbCTBa Poccuiickoit @enepaiyu, 2009, Ne 33, ct. 4086);

r) ab3aubl NMATHIH M IIecTOM MOAMYHKTA "B" IyHKTa 2 MOCTAHOBJIEHHS
ITpaBurensctBa Poccuiickoit ®enepaumu ot 30 nekaGps 2009r. Ne 1116
"O BHECEHMM H3MEHEHMH B HEKOTOpble IIOCTaHOBJieHHs [IpaBUTenbCTBa
Poccuiickori denepanuu no BOpocaM, CBSA3aHHBIM C PETYJIHPOBAHHEM LIEH Ha
XKU3HEHHO HeoOXoaMMble U BaxkHeHIMe JiekapcTBeHHbIe cpeacTBa” (Cobpanue
3akoHozaarenscTBa Poccuiickoit ®enepauuu, 2010, Ne 2, ct. 179).

B.Ilytun
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YTBEPX/IEHBI

nocraHoBjeHueM I IpaBurenbcTBa
Poccuiickoii ®enepanun
ot 29 centa6ps 2010 r. Ne 771

INPABHUJA

BB032a JIEKAPCTBEHHBIX CPEACTB JJIsl MEAHLHHCKOr0 NPHMEHEHHS
Ha TeppuTopHIo Poccniickoli ®@eaepauun

1. Hacrosimue IlpaBuna ycraHaBIMBAIOT NOPSIOK BBO3a Ha TEPPHTOPHIO
Poccuiickoit @enepanyy NpeAHa3sHAYEHHBIX IS MEIMLUUHCKOTO MPHMEHEHHs
NIEKapCTBEHHBIX CpPENCTB, 3a MCKIIOYEHHEM JIEKapCTBEHHBIX IIPENaparoB
B LENIIX OKa3aHWs TFYMaHUTApHOM NOMOIUM (COAEHCTBHS) WIH MOMOILH IIpH
Ype3BBIYAHBIX CUTYaLIUAX.

Hacrosume IlpaBuna He pacrpoCTpaHSIOTCS Ha BBO3 HapKOTHYECKHX
CPEACTB, MCHXOTPOIHBIX BELIECTB M MX IPEKYypPCOPOB, BKIIOYEHHBIX B paszzen 2.12
Enunoro nepeyHs ToBapoB, K KOTOPbIM NMPUMEHSIOTCS 3aNpeThl WA OrPaHHYEHHs
Ha BBO3 WJIM BBIBO3 rOCY/1IapCTBaMH - YYaCTHHKaMH TaMOXXEHHOIO COoro3a B paMKax
EBpasuiickoro 3k0OHOMHMYECKOro coo0lllecTBa B TOProBJIE C TPETBUMH CTpaHaMH,
yTBepxneHHoro PemenveM Ne 19 o emuHoM HerapudHOM peryMpOBaHHM
TamoxeHHoro coroza PecryObmuku benmapych, PecryOmuku Kasaxcran o
Poccuiickoi ~ ®epepauyu, mnpuHitoro  MexrocymapctBeHHEIM  CoBeToM
EBpasmiickoro 3xoHoMH4eckoro coobmecrsa ot 27 Hosiopst 2009 T., ¥ B nepeyeHb
HapKOTHYECKMX CPEZICTB, ICHXOTPOIHBIX BEILIECTB H HX MPEKYPCOPOB, MOMJIEKALIMX
KoHTpomo B Poccuiickoii ®epepaiyu, YTBEpXKIEHHBIA IIOCTAHOBJIEHHEM
IIpaBurenscTBa Poccuiickoii @eneparmu ot 30 mroHs 1998 r. Ne 681.

2. BBO3UTh 5€KapCTBEHHBIE CpENCTBA HAa TEPPUTOPHIO Poccuiickoii
QDenepauy MOTYT CleAyIOIIHE FOPHINYECKHE JTHIIA:

a) OpraHU3aluH - IPOM3BOAUTENH JIEKAPCTBEHHBIX CPEJCTB - Ul LieJiel
COOCTBEHHOT0 ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPEMCTB;

0) opraHH3al1K ONTOBON TOPrOBIIH JIEKAPCTBEHHEIMU CPEICTBAMH;

B) HHOCTPaHHbI€ pa3pabOTYMKH JIEKAPCTBEHHBIX CPEACTB H HHOCTPaHHBIE
IIPOM3BOJUTENH JIEKADCTBEHHBIX CPEACTB WJIH APYTrHe IOPUAWYECKHE JIHLA 10
MOpYYEHHIO pa3paboTYhKa J1E€KapCTBEHHOTO CpeICTBa - A  IPOBENECHHUS
KIMHWYECKMX HCCIIENOBaHUH JIEKapCTBEHHOrO IIpernapara, OCYIIEeCTBIICHHS
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roCyJapCTBEHHO pErMCTpalliM JIEKapCTBEHHOTO IMIpenapara, BKIIOYEHHS
(papMaLeBTHYECKOH CyOCTaHIMH B rOCYAapCTBEHHbIH PEECTp JEKapCTBEHHBIX
CPEACTB M KOHTPOJIA KayecTBa JIEKapCTBEHHBIX CPEACTB IMPH HAIHYHH
paspeuieHdss MHUHHCTEPCTBA 3/[pPaBOOXPAHEHHS W COLMAILHOTO Pa3sBHTHSA
Poccuiickoii @enepalyy Ha BBO3 KOHKPETHOM NAPTHH JIEKAPCTBEHHBIX CPE/ICTB;

I) HayYHO-HCCJIeIOBaTENLCKUE OpraHu3aluH, obpasoBaTeibHbIE
YYPEXAEHUS BBHICUIETO IMPO(ECCHOHATBHOr0 00pa3oBaHHs W MPOH3BOIUTEINH
NIEKapCTBEHHBIX ~ CPEACTB - I pa3pabOTKH, MHCCIENOBAHHA, KOHTPOJs
Oe3omacHOCTH, KayecTBa M 3(Q(PEKTHBHOCTH JIEKApCTBEHHBIX CPEACTB MpH
HQJIMYUM paspelleHHss MHHUCTepCTBa 3ApaBOOXPAHEHHS M COLUAIBHOTO
pasButus  Poccuiickori  Qezmepau Ha BBO3  KOHKDETHOW  IapTHH
JIEKapCTBEHHBIX CPEJCTB I MEAUIIMHCKOTO IPUMEHEHHS,

1) MEIMIMHCKHME OpraHW3alliM, a TaK)Xe OpraHW3allMH, yKa3aHHble B
noAmyHkrax "a" - "r" HacToslero myHKTa, - I OKa3aHMS MeEIMLIMHCKOH
MOMOIIM IO >XM3HEHHBIM IIOKAa3aHUSM KOHKPETHOTO MallMeHTa MpH HAIHYUH
paspemieHds MMHHCTEPCTBA 3[PaBOOXPAaHEHHUS M COLMAIBHOTO pa3BHTHS
Poccuiickoit ®enepauum.

3. 3anpemaercs BBO3 Ha TeppHTOpHMIO Poccuiickoii ®Depepauuu
¢anbCHPULUMPOBAHHBIX, HENOOpOKauyeCTBEHHBIX M (WIH) KOHTpa(akTHBIX
JIEKapCTBEHHBIX CPEACTB.

4.BBo3 Ha TeppuTopHio Poccuiickoii ®Pepepauuu JeKapCTBEHHBIX
CPEACTB IO NEPEYHIO COIIACHO NMPUJIOKEHHMIO OCYILECTBIISETCS Ha OCHOBAaHHH
JHLEH3UH, BblAaBaeMOH MHHHCTEPCTBOM NPOMBIIUIEHHOCTHA M TOPIOBIIH
Poccuiickoii @enepauud, 3a HCKIIOYEHHEM JIEKAPCTBEHHBIX CPEACTB CO
cTaTycoM ToBapa TaMO>XEHHOIO COH03a.

5.lna  momy4YeHHMs JIMUEH3MH Ha BBO3 JIEKAPCTBEHHBIX CpEJICTB
IOPHIMYECKOE JIMLO, yKa3aHHOe B MyHKTe 2 Hacrosmux IlpaBun (manee -
3asiBUTENb), MPEACTaBIAeT B MHHHCTEPCTBO NPOMBILIUIEHHOCTH W TOPrOBIH
Poccuiickoii denepanyy 3aKil0O4eHHE O BO3MOXXHOCTH BBIJAYM JIMLEH3WH Ha
BBO3 JIEKapPCTBEHHBIX CPEACTB, BbllaHHOe PenepanbHoit ciryx60ii o Haazopy B
cdepe 30paBOOXpaHEHHS H COLUMAIHOTO pa3BUTHSA (ajiee - 3aKII0YEHHE).

6. [l noydeHus 3aKiII0YEHHUS 3assBHTENb NpeacTaBiseT B OenepaibHyro
ciyx6y mo Ham3opy B cdepe 3ApaBOOXpPaHEHHS M COLMAIBHOTO pa3BHTHA
3aiBJIEHHE M €ro JJIEKTPOHHYI0O KONHMIO (B IIOpAAKE, YCTaHOBJIEHHOM
TAMOXXEHHBIM 3aKOHOJATENIbCTBOM TaMOXXEHHOro COI03a) C MPUIIOKEHHEM
3aBE€PEHHBIX MOANHKCHIO M NI€YaThIO 3asBUTENS KOMUH CIIEeAYIOMUX JOKYMEHTOB:
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a) TMLEH3Us Ha OCYILECTBICHHE BUJa AeSTENBHOCTH B chepe obpalieHus
JIEKapCTBEHHBIX CPeACTB ((apMaueBTHYECKass AEATEIBHOCTb, IPOU3BOICTBO
JIEKapCTBEHHBIX CPENICTB);

0) KOHTpPaKThl, COJEpXKAlllMe CBEOCHHS O BBO3HUMEIX JIEKAPCTBEHHBIX
CpeICTBaxX U 00 yCIOBUSAX HX NPHOOPETEHUs, a TAKXKe CBEJEHHSA 0 HaKTHIECKUX
LIEHaX Ha BBO3UMBbIE JXU3HEHHO HEOOXOOUMBIE M BaXKHEHILHE JIeKapCTBEHHBIE
npenapaTel 1 00 oObemMax ux BBo3a. B ciyyae ecnu B KauecTBE COHCKATENs
JMLEH3UM Ha BBO3 JIEKapCTBEHHBIX CPEICTB BBICTyMaeT MOCPENHHK,
IIPUJIAraeTcsl JOroBOp MEXIY 3KCIOPTEPOM (MMIIOPTEPOM) U MPOM3BOIUTEIIEM
(notpeburenem) ToBapa;

B) yYpEAMTENbHbIE U PErHCTPallMOHHbIE AOKYMEHTHI 3asBHUTeNA (YCTaB,
CBUJIETENILCTBO O IOCYJApCTBEHHOM pErucTpalyH, ClpaBKa O INOCTaHOBKE Ha
y4eT B HAJIOTOBOM OpraHe);

') JOKYMEHTHl O TOCYAApCTBEHHOHW PErMCTpalld¥ KaXIOro M3 BBO3HUMBIX
JIEKapCTBEHHBIX npenapaToB c yKa3aHHueM COOTBETCTBYIOIINX
PETUCTPALMOHHBIX HOMEPOB;

1) IOKYMEHTBI O TOCYJapCTBEHHON PErHCTPALUHU MpeAebHBIX OTITYCKHBIX
LICH NPOM3BOAUTENA Ha BBO3HMMBIE JIEKapCTBEHHBIE MpenapaThl, BKIIOYEHHbIE B
exeronHo yreepxaaeMsolil [IpaBurensctBoM Poccuiickoit @enepanuu nepeyeHb
XU3HEHHO HEOOXOAMMBIX U BaXKHEHIIIHUX JIEKApCTBEHHBIX IpenapaTos.

7. ®enepanbHas ciyxba mo Haasopy B cdepe 34paBOOXpaHEHHS H
COLIMAIBHOTO pa3BUTHS BBIAAET 3aK/IIOYEHUE B CPOK, HE IIPEBBIIAIOMIMA
15 pabounx nHEeH co AHA MOAAYH JOKYMEHTOB, NPELYCMOTPEHHBIX ITyHKTOM 6
Hactoswux [Ipasui.

B ciyyae oTpHLIaTEIBHOTO 3aKJIIOYEHHS 3asBUTENIO coobiaeTcs 06 3ToM
B MMCHbMEHHOH (popMe B yKa3aHHBIH CpPOK.

8. OcHOBaHMEM [J151 OTPULATENIBHOIO 3aKIIOYEHUS SABIISIOTCS:

a) OTCYTCTBHE€  TOCYNAapCTBEHHOM  pPETrHCTpallid  JIEKapCTBEHHOTO
npemnapara;

0) oTCyTCTBHE Yy 3asBUTENS JIMLUEH3MM Ha OCYLIECTBIEHHE BHJA
OeITeNbHOCTH B cdepe oOpallleHHs JIEKQpCTBEHHBIX CpPEACTB WM
NPUOCTAHOBIIEHUE ACHCTBUS TaKOW JTHLIEH3HH;

B) OTpaHMYE€HHE Ha MMIIOPT BBO3WUMOIrO JIEKAPCTBEHHOIO CpEACTBa
COIIaCHO MEXAYHapOAHOMY JOroBOpy MJIM pemeHHio [IpaBuTtenscTBa
Poccuiickoil ®denepauuy;

r)Hanuuue y @DepepanbHod cayx0Obl 1O Hag3opy B cdepe
3[paBOOXpPaHEHUS W COLMAIBHOTO pa3BUTHUA HH(POpPMAIMH, YTO BBO3UMOE
JIeKapCTBEHHOE CpeacTBO SABIIAETCA banscuPUIMPOBaHHBIM,
HeoOpOoKauYeCTBEHHBIM U (WIH) KOHTpadaKTHBIM JIEKAPCTBEHHBIM CPEJICTBOM.
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9. JlekapcTBeHHBIE MpenapaThl I MEJULMHCKOTO IpPHMEHEHHs (Kak
HE 3aperHCTPUPOBAHHEIE B Poccwuiickoit Qenepauuu, TaK U
3apeTHCTPUPOBaHHbIE) MOTYT OBITH BBE3€HBI Ha TEPPUTOPHIO Poccuiickoii
Oenepaunn Ge3 JMUEH3MM HAa BBO3 JIEKAPCTBEHHBIX CPENCTB M pa3pelleHHs
MuHuCTepCTBa 3/IpaBOOXpAaHEHHS W COLMAIbHOTO pa3BHTHA Poccuiickoit
Denepauuy, eciiv OHM IpeAHA3HAYEHBI B LIENIAX:

a) INYHOTO WCTIOJIb30BAHMSA JIEKAPCTBEHHBIX MPENapaToB (H3HYECKUMH
NYLaMH, NpUOBIBLIMMHU Ha TeppHTOpHIO Poccuiickoi ®enepanum;

6) ucnons30BaHUs JIEKapCTBEHHBIX IpenaparoB paboTHUKaMH
AWIJIOMaTHYECKOTO  KOpIyca WM  MPEACTABUTENSIMH  MEXKAyHApOAHBIX
OpraHHM3aLuii, aKKpeAuTOBaHHBIX B Poccuiickoii ®exnepanum;

B) JIEYEHHs MacCaXXMPOB H WIEHOB JKHIIaXeH TPAHCTIOPTHBEIX CPEICTB,
MOE3JHBIX Opurag M BOJMTENEH TPaHCHOPTHBIX CPEACTB, NPHOBIBLUIMX Ha
TeppuTOopHIo Poccuiickoii ®exneparym;

T) IeYEHHs. YYaCTHHKOB MEXAYHApPOIHBIX KyJBTYPHBIX, CIOPTHBHBIX
MEPOTIPHATHH U YYaCTHHKOB MEXIYHapPOIHBIX IKCIIEIULIHIA.

10. lomyckaercs BBO3 Ha TeppuTopHio Poccuiickoii ®enepanuu
KOHKDETHOX IIapTMH  HE3apErMCTPHPOBAHHBIX JIEKAPCTBEHHBIX  CPEICTB,
NpeqHa3HAYeHHBIX  JUIA  IIPOBENEHHUSA  KIMHMYECKHX  HCCIEIO0BaHUH
JIEKapCTBEHHBIX MPENapaToB, IPOBEACHHS SKCIIEPTU3BI JIEKAPCTBEHHEBIX CPEICTB
B LENAX OCYLIECTBIEHHS TOCYJapCTBEHHOH PpETrHCTpallii JIEKapCTBEHHBIX
NpenapaToB, JEKapCTBEHHBIX NPENapaToB )i OKa3aHHs METUIMHCKON TOMOLIA
N0  JKM3HEHHBIM  MOKa3saHMAM  KOHKPETHOIo  mauueHTa  (ganee -
He3aperuCTpUPOBaHHBIE JIEKADCTBEHHEIE CPEICTBA), HA OCHOBAHUH pa3pelleHus,
BBIIAHHOTO MHMHHCTEPCTBOM 3/paBOOXPAaHEHHS M COLMAIBHOTO pPa3BHUTHA
Poccuiickoii ®enepauuy 1o 3asABICHUSAM IOPUIMYECKHX JIMI, YKA3aHHBIX B
nmyHKTe 2 Hactosmux [IpaBui.

11. Jlna momyyeHus paspellleHHss Ha BBO3 Ha TeppuTopuio Poccuiickoii
Qenepauyy  HE3apETMCTPHPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB  3asBHTEND
NpeacTaBiaseT B MHHHCTEPCTBO 3APaBOOXPAHEHHS M COLHAIBHOIO Pa3BHTHS
Poccwmiickoii Penepanuy 3asBlIeHHE U €ro JJEKTPOHHYIO KOMHUIO (B MOPSKE,
YCTaHOBJIEHHOM TaMOXXEHHBIM 3aKOHOJATeNbCTBOM TaMOXXEHHOro cor3a) ¢
yKasaHHeM B HHX HaWMEHOBaHMS JIEKapCTBEHHOro mpenapara © (WJH)
¢bapManeBTHYECKOH cyOcTaHuy, JIEKapCTBEHHOM ¢bopmel, JI03Bl,
KOHIEHTpaluH, (acoBKM, HAMMEHOBAHUS OpPraHU3alUM - [POM3BOIMTENS
NIeKapCTBEHHOro npemnapara ¥ (WiM) ¢apMaleBTHYECKOH CyOCTaHLIMH, CTpaHbI
NpOM3BOACTBA JIEKAPCTBEHHOrO nmnpemnapata ©M (WiM) (QapMaleBTHYECKON
CyOCTaHIMM M TMpWjaraeMble K HHM (JOTIONHHTENBHO K JIOKyMEHTaM,
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NpeayCMOTPEHHBIM NMOANMyHKTaMH "a", "6" u "B" myHkTa 6 HacTosmux ITpaBun)
ClIEAyIOLIUE JOKYMEHTHI:

a) 000CHOBaHME KOJMYECTBA BBO3MMBIX JIEKAPCTBEHHBIX IIPENapaToB
1 (111) papMalieBTUYECKHX CyOCTaHIUM;

0) ceprudukaT KayecTBa (IPOTOKOJ aHAINW3a) BBO3UMBIX JIEKAPCTBEHHBIX
npenapaToB (3a HCKIOYEHHEM Clydas BBO3a JIEKApCTBEHHOIO Ipernapara s
OKa3aHUA MEAWLMHCKOM IOMOIIM IO XH3HEHHbIM IOKa3aHUSAM KOHKPETHOI'O
nauyesTa) ©  (wiM)  QapManeBTHYECKMX  CyOCTaHLMM,  BBIAAHHBIHA
OpraHM3aluen - NpOU3BOAUTENEM JIeKapCTBEHHBIX CPEICTB;

B) KOIHs pa3pellleHuss MUHHCTEPCTBA 30paBOOXPAHEHHS M COLUAIBLHOTO
pasButHs  Poccuiickoii ®enepauud Ha  NpOBENEHHE  KIMHHYECKOTO
MCCIIeJOBaHHs JIEKAPCTBEHHOI'O IpenapaTta - B Cly4ae BBO3a JIEKAPCTBEHHBIX
NpenaparoB AJIs NPOBEACHHS KIMHUYECKUX HCCIIe0BaHuU;

r)B Cily4yae BBO3a JIEKAPCTBEHHOTO Tperapara M OKa3aHHs
MEIHULHHCKO! IOMOLIH I10 XH3HEHHBIM NIOKa3aHUSAM KOHKPETHOT'O MalUEHTa:

3aKII0OYEHHE KOHCHIIMYMa Bpadel ¢eepallbHOrO YUpeXXeHHUs, B KOTOPOM
OKa3bIBa€TCs MEIULHUHCKAas INOMOILIb KOHKPETHOMY MalHeHTy, MOAMHCAHHOE
IJIaBHBIM BpauoM (AMPEKTOPOM) WIIH JIMLIOM, HCTIOJHSAIOUIMM €ro 00S3aHHOCTH,
H €r0 JJIEKTPOHHAs KOMNMs, MOANKMCAaHHas 3JIEKTPOHHON LHHU(POBOH MOANKMCHIO, O
Ha3HAYE€HHH JTOMY IIAllMEHTY HE3aperCTPUPOBAaHHOIO JIEKAPCTBEHHOIO
npernapara A OKa3aHMsA €My MEIMLMHCKOW TIOMOIM 10 >XH3HEHHBIM
NIOKa3aHUAM H HeOOXOJUMOCTH €ro BBO3a,

oOpalieHHe YTIOJIHOMOYEHHOIO OpraHa HMCIOJHHUTENBHON  BJIAaCTH
cyorexta Poccuiickoii ®@enepauuu B (opMe DIIEKTPOHHOIO JOKYMEHTa,
MOAITMCAHHOTO 3JIEKTPOHHOH LHU(POBOH MOANUCHIO, O HEOOXOAMMOCTH BBO3a
HE3apErUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  Ipermapata JJIA  OKa3aHHs
MEIULHHCKON TMOMOLIH 1O XXHM3HEHHBIM IOKa3aHUAM KOHKPETHOTrO Mal[HEHTa C
NPUJIOXXEHHEM KOIHH 3aKJII0YEHHMs KOHCHIMYMa Bpadel yupexIeHHS cyObeKTa
Poccuiickoii @enepanuu, B KOTOPOM OKa3bIBa€TCs MEAUIIMHCKAS MIOMOIIb 3TOMY
NalMEeHTy, O Ha3sHAY€HMH €My He3aperuCTpPUPOBAaHHOIO JIEKAPCTBEHHOTO
npernapara JJis OKa3aHHUs MEIULMHCKOM MOMOIIH 110 XXHU3HEHHBIM [MOKa3aHHUIM U
HE0OXOZMMOCTH €ro BBO3a, NOANHCAHHOIO IMIaBHBIM BpauyoM (AHPEKTOPOM) HIIH
JIMLIOM, UCTIOJIHSIOILMM ero 0053aHHOCTH;

KOMHMs MAcCropTa WJIM CBHAETEIBCTBA O POXICHHH MalMEeHTa, KOTOPOMY
Ha3HA4YeH HEe3aperuCTPHPOBaHHBIN JIEKapCTBEHHBIN Ipenapar Mo >XH3HEHHBIM
MOKa3aHUAM JUIs OKa3aHHWs MEJULIMHCKONW ITOMOLIH, 3aBepeHHas ¢eaepajbHbIM
y4pexXIeHUEM (Yy4YpeXXIEHHEM), OKa3bIBAIOIIUM MEAUIMHCKYIO IOMOILIb, B
dopMe 3JIEKTPOHHOTO JOKYMEHTa, IIOANHCAHHOTO 3JIEKTPOHHOM LH(POBOi
NOJIIHCHIO.
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12. MMHHCTEPCTBO ~ 31paBOOXPaHEHHss W  COLMATLHOTO  Pa3BHUTHSA
Poccuiickoit ®@enepauny B Cpok, He NpEBBILIAIOMIKN 5 pabouux AHEN co aHS
NOTy4CHHUS 3asBJICHUS O BblJa4e paspelleHHs] Ha BBO3 HE3aperHCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEICTB M JOKYMEHTOB, yKa3aHHBIX B IMyHKTe 11 HacTosmmx
IlpaBumn:

a) IPOBOANT MPOBEPKY TIONHOTEL M JOCTOBEPHOCTH CBEIEHHIA,
COAEPXKALIMXCS B NPE/ICTABIIEHHBIX 3aABUTENIEM JOKYMEHTAX;

0) npuHMMaeT pelmleHHe O  Bbldaye  paspelleHHs Ha  BBO3
HE3apEerMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB WM pelleHHe 00 OTKase B
BbIZIa4€ TAKOI'0 pa3pelICHHH C yKa3aHUeM MPHUYMH O0TKa3a,;

B) BBIIAET 3asBHTENIO pa3pelleHHe Ha BBO3 HE3apErHCTPHPOBAaHHBIX
JIEKApCTBEHHBIX CPEJCTB MO ¢opMe, yctaHOBIeHHOH Komuccuel TamoxxeHHOro
COI033a, C YKa3aHMEM CpPOKa IEHCTBHMs TaKOTO pa3pelleHHs WIM YBEJOMIISET B
NUCHEMEHHOH (opMe 3asBHTENs 00 OTKase B BBIAAYE pa3pElCHHs Ha BBO3
neKapcTBeHHBIX cpencts. Ilmara 3a BelAady yKa3aHHOrO paspelleHHs He
B3UMaeTcH.

13. Paspemienne MHHHCTEPCTBa 3[paBOOXPAHEHHS M COLMAIBHOTO
pasButusa  Poccuiickoi ®Denepauuu Ha BBO3  He3aperHCTPHPOBAHHBIX
JIEKapCTBEHHBIX IpenapaToB MJid OKa3aHUd MEIWLIMHCKOM IIOMOINM 110
XKHM3HEHHBEIM II0Ka3aHHSAM KOHKPETHOro mnauueHTa odopmisercs B ¢dopMme
3JIEKTPOHHOTr'O JOKYMEHTa, MOAMHUCAaHHOTI0 3JIEKTPOHHOM U(POBOIi NOANKCEIO.

14. OcHoBaHHEM Ui OTKa3a B BbAa4e paspellieHHss Ha BBO3
HE3aperiCTPHPOBaHHLIX JIEKAPCTBEHHBIX CPEACTB ABJISIOTCA:

a) HUIMYHME HETONHBIX HJIM HENOCTOBEPHBIX CBEJEHHH B JOKYMEHTaXx,
IIPECTaB/IIEMBIX 3asBUTENIEM IS NTOJyYEHUS pa3pelleHus;

0) 3anpelneHre MEIULIMHCKOTO MPHUMEHEHHUS JIEKapCTBEHHOro Ipenapara
Ha TEPPUTOPHH rocyAapcTB TaMOXXEHHOr0 COo3a.

15. 3asBneHne o BblJadYe paspelleHHs Ha BBO3 KOHKPETHOM NapTuH
HE3apEerHCTPHPOBAHHBIX JIEKADCTBEHHBIX CPEACTB M Ppe3YJbTaThl ITPHHATOrO
MHUHHUCTEPCTBOM 3ApaBOOXPaHEHHS M COLMAIBHOrO pas3BUTHA Poccuiickoi
Qenepalyy 10 HEMY PELICHHS MOIEKAT PETMCTPALIMM B peecTpe BBIOAHHBIX
paspemieHMii Ha BBO3 KOHKDETHOM TNapTHM  He3aperCTPUPOBAHHEIX
JIEKapCTBEHHBIX CPEACTB, PELICHUN 00 OTKa3ze B BblAaye paspelleHHs Ha BBO3
KOHKDETHOM TMapTHM HE3aperMCTPUPOBAaHHBIX JIEKAPCTBEHHBIX  CPEJCTB,
KOTOPHIH BeAeTCS MHHHCTEPCTBOM 3paBOOXPaHEHHS U COLMAIBHOTO pa3BHTHS
Poccuiickoit ®enepaumu rno yreepxaaeMoit uM ¢popMe.
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16.IIpy BBO3e He3aperuCTpPUpPOBAaHHBIX JIEKAPCTBEHHBIX CpPEICTB Ha
TeppuTopuio Poccuiickoit ®enepanyy B TaMOXEHHbIE OpraHbl IPeACTaBIAeTCS
paspelieHie MuHHCTEpCTBa 34paBOOXpPAaHEHHS M COLHUAIBHOTO pa3BHTHUA
Poccuiickoii QPenepauuy Ha BBO3 HE3apPETHCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, 3a HCKJIIOYEHHMEM BBO3a HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB Ha Ttepputoputo Poccuiickoit ®enepanuu €O CTarycoM TOBapoOB
TamoxxeHHOro coro3a.
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ITPUJIOXXEHUE
K [IpaBrnam BBO3a J1leKapCTBEHHBIX
CPEACTB 111 MEQHLIMHCKOIO
NPAMEHEHHs Ha TEPPHUTOPHIO
Poccuiickoii ®epepanun

IHINEPEYEHD

JIEKAPCTBEHHbIX CPEACTB /1/isi MEAHIIHHCKOr0 NPHMEHEHHS, BBO3
KOTOPbIX Ha TeppHTOpHIO Poccuiickoii Penepauun
OCYLIEeCTBJIAETCH HA OCHOBAHHH JIHLIEH3HH

HaumeHoBaHue ToBapa | Kon ETH TC

1. Opranunudeckue XHMHYECKHE COEIUHEHHS, u3 2904 - 2909
HCIIOJIb3yEMBIE B KayecTBe (hapMaleBTH4YeCKHX H3 2912 - 2942 00 000 0
cyOctannuit

2. XKenessl u mpoune oprasbl, NpeIHa3HAYEHHBIE IS 3001
OpraHoTepanuH, BbICYLIEHHble, H3MeJIbYEeHHbIE
HJIM HE U3MENIbYCHHBIE B IOPOLIOK;

OKCTPaKThl )KEJIe3 HMIJIM NPOYMX OPraHoB WM HX
CEKpETOB, NIpeiHa3HaY€HHbIE 1JI1 OPraHOTEPaIHty;
rernapyH U ero coiiy;

IIPOYHE BELIECTBA YEJIOBEYECKOTO MIIH KUBOTHOTO
IIPOUCXOXIECHUS, NOArOTOBJICHHBIE s
UCIONB30BaHUs Uil  TEPaleBTHYECKUX  HIIH
npodUIaKTHYECKUX Iiesell, B APYroM MeCTe He
MOMMEHOBAaHHbIE UM HE BKITIOYEHHbIE

3. Kposb yenoBeueckas; u3 3002
KpPOBb ’)KHBOTHBIX, NPUTOTOBJIEHHAN U1
HCITOJIb30BaHHS B TepaneBTHYECKHUX,

NpOQHIAKTUYECKUX HIIH JUArHOCTHYECKHUX LENAX;
CBIBOPOTKHM MMMYHHBIE U (paKLUH KPOBH, MPOYHE
H MOIUGULIHPOBaHHBIE UMMYHOJIOTHYECKHE
NpPOAYKTBI, B TOM YHCJ€E MOJy4YeHHbIE METOJaMH
OHMOTEXHOJIOTHH;

BaKLIMHbI, TOKCHHBI, KyJIbTYpbl MHUKPOOPTraHH3MOB
(kpoMe [npoxoked) M aHalOrM4YHble IPOIYKTHI,
HCIOJIb3yEMBIE B MEOULIMHCKHX LIENIAX
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HanmeHnoBanue TOBapa

Kon ETH TC

4. JlexapcTBeHHble CpeAcTBa (KpOME  TOBapoB

ToBapHbIX mno3umud 3002, 3005 wma 3006),
COCTOSILIIME K3 cMecH 2 UM OoJiee KOMIIOHEHTOB,
JJI HCIOJIb30BAHUS B TEPaNeBTHYECKUX WIIH
NpodHUIAKTHYECKUX LIENIAX, HO He pachacoBaHHBIE
B BHJIE JI03HPOBaHHBIX JIEKAPCTBEHHBIX GOpPM HIIH
B (OpMBI MJIM YNIAaKOBKH AJISi PO3HUYHOMN MPOAAKH
(xpoMe HCTIONB3YEMBIX ISl BETEPUHAPHH )

JlexapcTBeHHblE  cpencTBa  (KpoMe — TOBapoB
ToBapHbIX no3umui 3002, 3005 wu 3006),
COCTOSIIIME M3 CMELIAHHBIX HJIM HECMEIIaHHBIX
IPOAYKTOB, s HCIOJIb30BaHUS B
TEpaNeBTUYECKHX WIIM NPOQHUIAKTHYECKHX LENX,
pacdacoBaHHbIE B BULE JO3UPOBaHHBIX
NIeKapCTBEHHbIX (OopM (BKJIOYasi JIEeKapCTBEHHbIE
cpencTBa B (popMe TpaHCAEpMANIbHBIX CHCTEM ) HITH
B (OpPMBI WJIM YNIaKOBKHU JUIsl PO3HUYHOM MPOAaXKH
(KxpoMe HCTIOIb3yEMBIX B BETEPHHAPHH )

IIpenapartsl KOHTpacTHBIE ISt
peHTreHorpaguyeckux obcieoBaHuUi;

peareHTsl JAMarHOCTHYECKHe, IpeaHa3HaYeHHbIE
IU1s BBEZIEHUs 6OJIbHBIM

Cpencrtea XxMMHYECKHE KOHTpAallENTHBHbIE Ha
OCHOBE FOPMOHOB, IIPOYHX COEJUHEHHH TOBapHOH
no3uuuu 2937 unu cnepMULIHIOB

[Ipenapatbl, B COCTaB KOTOPHIX BXOAST BUTAMHHEI
W MHHEpAIbHBIE BEIECTBA, HCIOJIb3yeEMble B
MEIULUHCKHX LEeIX

[IpoBUTaMHHBI ¥ BHTaMHHBI, IPHPOJAHBIE HIIH
CHHTE3HpOBaHHbIE (BiMrOUas IIPUPOHEIE
KOHLIEHTPAThl), UX NPOU3BOJAHBIE, HCIIOJIb3yEMBIE B
OCHOBHOM B KaueCTBE BHTAMHHOB, U CMECH 3THX
COEMHEHHH, B TOM 4YHKCIIe B IIOOOM pacTBOPHUTEIIE,
MCIOJIb3yeMbI€ B MEJUILIMHCKUX LIEJIAX
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HaunmeHnoBanue ToBapa I Kong ETH TC
10. Ilonumepsl npuponHbie (Hampumep, aJbrMHOBAS u3 3913
KHCJIOTa) H NIOJIUMEPEI IPUPOIHbBIE
MOIMGHUUPOBaHHbIE (HAPUMEDP, OTBEPXKIECHHEIE
NPOTEUHBI, XHUMHYECKHE NPOU3BOJHbBIE

HaTypaJbHOIO KayyyKa), B IEpBHYHBIX (opMax, B
JPYroM MeECT€ He IOMMEHOBAHHBIE HIIM HeE
BKJIIOYEHHBIE, HCIIONb3YEMBblE B MEIUIMHCKHUX
() F0.¢
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