ITPABUTEJILCTBO POCCHMCKOMN ®EIEPAIINN
IIOCTAHOBJIEHHNE

ot 31 mrong 2017 r. Ne 907

MOCKBA

O BHecenun usmenenuii B Ilosnoxenue o gpeaepasbHom
rocyAapcTBeHHOM Haj3ope B cdepe oOpalieHHs JIeKapPCTBEHHBIX CPeICTB

IIpaButensctBO Poccuiickoi @enepallii mOCc TAHOBJASI €T :

YTBepauTh npuiaraeMble H3MEHEHHS, KOTOpble BHOCATCS B [TonokeHune o
beneparbHOM rocyJapcTBEHHOM Haa3ope B cepe oOpallieHus JieKapCTBEHHBIX
CPEICTB, YTBepxIeHHoe TmocTaHoBieHueM [IpaBurenscTBa Poccuiickoii
Oepepanuu ot 15 oktsi6ps 2012 1. Ne 1043 "O6 yrBepxkaeHuu [lomoxenus o
beneparbHOM rocyJJapcTBEHHOM Haa3ope B cdepe oOpallleH!s JIeKapCTBEHHBIX
cpenctB" (Cobpanue 3akoHoaarenbctBa Poccuiickoii ®enepanuu, 2012, Ne 43,
ct. 5877; 2013, Ne 24, ct. 2999; 2015, Ne 25, ¢1.3672; Ne 37, c1. 5153; 2016,
Ne 38, cT. 5567).

Poccuiickoin Denepanyis = H.Mensenes
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YTBEPXJIEHbBI

nocradoBiieHueM [ IpaButenscTBa
Poccutickon ®@enepauun
oT 31 mronst 2017 r. Ne 907

N3IMEHEHM A4,

KoTopble BHOcATcs B Ilosioxkenne o denepajibHOM rocysapcTBeHHOM
Haja3ope B cepe oOpaleHHs JIeKAPCTBEHHBIX CPEICTB

1. JIOMONHUTD MyHKTOM 5' CIIEAYIOIEro coaepKaHus:

"5! . denepaneHas ciyx6a mo Ham3opy B cdepe 3/IpaBOOXPAHEHHUS
OCYILECTBISIET  IOCYJAapCTBEHHBIH  HaJ30p C  TPUMEHEHHEM  PHCK-
OpUEHTHUPOBAHHOIO Noaxoaa.".

2. JlononaHuTh NyHKTaMu 14 - 23 cnegyroiero coaepxaHus:

"14. B nensax npumeHeHus PenepanpHoil ciry00H mo Hamzopy B chepe
3/IpaBOOXPAHEHUS] PUCK-OPUEHTHUPOBAHHOI'O IMOAXOAA IIPH OCYILECTBICHHH
roCyJapCTBEHHOI'O  HaA30pa  AEATENbHOCTh  IOPUAMYECKUX  JIML |
WHIUBUAYAIBHBIX NpeNllpUHUMaTenel B cdepe oOpalleHHs JIeKapCTBEHHBIX
CPeACTB IUIsl MEJUILMHCKOTO IIPUMEHEHUs (Jlajee - OOBEKTHl TOCYIapCTBEHHOTO
Haj30pa) MOAJEXUT OTHECEHUI0 K ONpPENENeHHOM KaTeropud pHcKa B
cootrBeTcTBUM ¢ IlpaBuiiamMu OTHeceHUs JEATENBHOCTH HOPUAMYECKUX JIMI] H
WHAUBUAYAJbHBIX  INpeJIIpUHUMATENed W (WIM)  UCIONB3yeMBIX  HMH
IIPOM3BOACTBEHHBIX OOBEKTOB K OMNpEeNeNIEeHHOW KaTeropud pHUCKa HIN
ONpe/eNieHHOMY  Kiaccy  (KaTeropud)  ONAacHOCTH,  YTBEP)KIECHHBIMH
nocraHoBinenuem lIpaButensctBa Poccuiickoit ®enepanmu ot 17 aBrycra
2016 . Ne806 "O npumeHEHUM pUCK-OPUEHTHPOBAHHOTO IMOAXOJa TIpPH
OpraHu3allMi OTACIBHBIX BHUIOB TOCYJapCTBEHHOro KOHTpons (Hama3opa) |
BHECEHUH HW3MEHEHUH B Hekoropele akTol IlpaButenncTtBa Poccutickoit
®denepanuu (nanee - [Ipasuna).

15. OTHeceHHe O0BEKTOB rOCyapCTBEHHOIO HAA30pa K OINpeaeeHHOMH
KaTeropuM pHUCKa OCYLIECTBISIETCS MO PELICHUI0 PYKOBOIUTENS (3aMeCTHTENS
pykoBoautens) PenepanbHoOM CiyX0bI IO HAaA30py B cdepe 3apaBOOXpaHEeHHUs
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Ha OCHOBaHUHU KPHUTEPHEB OTHECEHUS OOBEKTOB I'OCYHapCTBEHHOIO Haa3opa K
OIIpelIeJIEHHON KaTErOpUH pUCKa COTTIACHO MPUIIOKEHHIO.

16. IIpu oTCyTCTBHMM pelieHus 00 OTHECEHUH 00bEeKTa rocy1apCTBEHHOTO
HaJ30pa K OIpeNeIeHHON KaTeropuu pucka o0beKT rocyJapCTBEHHOTO Haa30pa
CUYMTAETCS] OTHECEHHBIM K KaTeTOPUH HU3KOTO pHCKa.

17. IlpoBeneHne MIAaHOBBIX IPOBEPOK B  OTHOIIEHHMHM OO0BEKTa
rocyapCTBEHHOI0 Ha/J30pa B 3aBUCHMOCTH OT MPUCBOEHHOUN KaTeropyuu pucka
OCYUIECTBIISETCS CO CIeAyIoIeld NepuoaAUIHOCTEIO:

IUTs] KaTETOpUH 3HAYUTENBHOTO PUCKa - OJUH pa3 B 3 roza;

IU1sl KaTETOPUH CPEeIHEro PUCKa - He Yalle OJHOTO pasa B 5 JieT;

IUIs1 KaTerOpUM YMEPEHHOIO PHCKaA - He Jallle OAHOro pa3a B 6 JeT.

B orHOmeHuM O0OBEKTOB TOCYIApPCTBEHHOTO HaI30pa, OTHECEHHBIX K
KaTeropuy HU3KOIO pUCKa, IUIaHOBBIE NPOBEPKH HE MMPOBOISTCS.

18. ®enepanpHas ciyxba mo Haa3opy B chepe 3MpaBOOXpaHEHUS BeHeT
nepeyHd OOBEKTOB TOCYHapCTBEHHOIO Haa30pa, KOTOPHEIM IIPHCBOEHEI
KaTeropuy pHCKa (fanee - nepeyHu). Bximodyenue oObexTa rocygapCcTBEHHOTO
HaJ30pa B IEPEYHU OCYIIECTBISETCS HAa OCHOBAaHUU PEIIEHUS PYKOBOIUTEILI
(3aMecturens pyxoBoautens) DenepanbHoit ciyxkObl MO Ham3opy B cdepe
3paBOOXpaHEHUsI 00 OTHECEHHWH OOBEKTOB TOCYNAapCTBEHHOTO HaJa3opa K
COOTBETCTBYIOIIMM KaTeTOPUSIM pUCKA.

19.Tlepeunn copepxaT CIEAYIOIIY0 HHGOPMALMIO B OTHOINEHHH
00BEKTOB roCyJapCTBEHHOI'O Haa30pa:

a) IONHOE HaVMEHOBaHWE IOPUIMYECKOro JHma, (aMuiaus, uUMsi U
OT4ecTBO (NIPH HAIMYUHM) WHAUBHIYAJIHFHOTO NPEIIPUHUMATENS, JesITeTbHOCTH
KOTOPBIX IPHUCBOEHA KaTeropHsl pUCKa;

0) BUJ (BUIBI) OCYIIECTBISIEMOH AeSTEIbHOCTH,

B) OCHOBHOM rOCYJapCTBEHHBIN peruCTpalluOHHEIN HOMED;

I') KACHTU(PUKAIIMOHHBIH HOMEpP HaJOTOILIATENbIIIKE;

1) aipec MecTa (MECT) OCYILEeCTBIEHHUS NeITeTbHOCTH;

€) PeKBU3UTHl pEeUIeHWs O IIPUCBOCHHH OOBEKTYy TI'OCYAapCTBEHHOTO
HaJ30pa KaTeropuM pHCKa, yKa3aHMe Ha KaTeropuio pHUCKa, a TakKe CBEJEHHS,
Ha OCHOBaHUU KOTOPBIX OBLIO HPHUHATO pellleHWe 00 OTHEeCeHHHM O0BeKTa
rocyapCTBEHHOTO Ha/130pa K KaTeTOPUH PUCKa.

20. Ha odpunuansHoM caiite DenepanbHoil ¢y k05l 10 Ham30py B chepe
3IpaBOOXPaHEHUsT pa3MelaeTcs U MONepXKUBAeTCs B aKTyallbHOM COCTOSHUU
crenyromas HHpopManusg o0 00beKTax TIOCyAapCTBEHHOrO  HaA30pa,
OTHECEHHBIX K KaTerOpHUH 3HAYUTENBHOIO PUCKa, COAEPIKAIAsICs B IEPEUHIX:
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a) IONHOe HaMMEHOBaHWE OPHINYECKOro JHla, (aMmind, HUMA U
0TYecTBO (MPW HATWYMM) WHAMBHUAYATHHOIO NpeNlpHHUMATENS, AESITebHOCTU
KOTOPBIX IPUCBOEHA yKa3aHHAas KaTeropus pyUcKa,;

6) BUI (BUIBI) OCYIIECTBIIEMOM IEITEIIHFHOCTH;

B) OCHOBHOM rocyapCTBEHHBIA PETUCTPAllMOHHBIA HOMED;

') UICHTUPUKAITMOHHEIN HOMEP HaJlOTOILIaTeNbIIMKa;

1) azipec MecTa (MeCT) OCYILIECTBICHUS AeSTeIbHOCTH;

€) KaTeropys pHCKa U JaTa MPHUHSATHS pelleHus o0 OTHeceHHM O0BEeKTa
roCyapCTBEHHOTO HaJ[30pa K KaTeropuy 3HAYATEIIEHOTO pUCKa.

21. Pasmemiennie uHpopmanuy, ykasaHHOM B myHKTe 20 HacTosIlero
[TonoxxeHHsI, OCYIIECTBISETCS C Y4eToM TpeOoBaHMII 3aKOHOZATEILCTBA
Poccuiickoit deaepanuu o rocyAapCTBEHHON TalHe.

22.1lo 3ampocy IOpPUAMYECKOTO JHUIA WIA  HHANBULYaIbHOTO
npennpuauMarens — DexepansHas  ciryx6a 1o Hamzopy B chepe
3[paBOOXpaHEHUs B YCTAHOBIEHHBIH [IpaBmiamMu cpox HpenocTaBlsSeT UM
HHGOPMAIIMI0O O IPHCBOCHHOM KX AEATENIPHOCTH KaTerOpUH PHUCKa, a TaKxKe
CBEICHHS, UCIIONB30BaHHbIE IIPU OTHECEHUH UX AEATEIHLHOCTH K ONpeaeIeHHON
KaTeropuH pUcKa.

23. IOpuanyeckoe IO WIM WHANBUAYANbHBIH IpeANpHHUMATEIh
BIIpaBe MOJAaTh B ycTaHoBieHHoM IlpaBunamu nopsnke B PDexnepanbHYIO
ciIy’x0y 1o Ham3opy B cdepe 3IpaBOOXpaHEHHs 3asBleHHEe 00 H3MEHEHUU
TIPUCBOEHHOM paHee UX NeATEeIbHOCTH KaTerOpUy pUcKa.".

3. JIononHUTh IPHJIOKEHUEM CIIEAYIOIIEro COAepKaHUs:
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"TIPUJIOXXEHUE

K ITonoxxenuro o dhenepaibHOM
rocyAapCTBEHHOM HaJ30pe
B cdhepe oOpalneHus
JIeKapCTBEHHBIX CPEJICTB

KPUTEPHUHU

OTHeCeHHsl 00bEKTOB rocyJapcTBEHHOro Haa30pa
K OMpeJe/leHHOH KaTeropuu pucka

I. O0uwme nonoxeHus

1.Ilpy  ocylIeCTBIEHHHM TOCYIapCTBEHHOTO  HaJa30pa  OTHECEHHeE
JEATENbHOCTH IOPUINYECKHUX JIMI U WHJAWBUAYAJbHBIX NpEANpPUHUMATENICH B
cepe oOpallleHHs JIEKapCTBEHHBIX CPEACTB ISl MEOUIMHCKOTO NPUMEHEHUS
(manee - 0oOBEKTHI rOCYAApCTBEHHOI'O HAaJ30pa) K OMNpeAclieHHOW KaTeropuu
pUCKA  OCYIUECTBJISETCSS B  COOTBETCTBHM C  KPUTEPUSMH  TSDKECTH
NOTEHIMANbHBIX HETaTUBHBIX MOCIEICTBUI BO3MOXHOTO HECOONIOJEHUS
00s13aTeNIbHBIX TPeOOBaHHIA U C YIETOM KPUTEPHEB BO3MOXKHOTO HECOOIIIONCHHS
00si3aTeNbHBIX TpeOOBaHUH.

2. OtHeceHue 0OBEKTOB rOCYAApCTBEHHOIO HA/I30pa K KaTeropusM pHcKa
OCYILIECTBJISIETCA C YYETOM MH(pOpMaLmy, coaepxailencs B peecTpax JUIEH3HH
Ha  OCyllecTBiieHHe (apMalleBTUYECKOH  JESTENbHOCTH, MeAMLIMHCKOM
JESATENbHOCTH W JACSITENIBHOCTH 1O O0OpOTY HAPKOTHYECKUX CPEJCTB,
IICUXOTPOIHBIX  BEWIECTB M  HMX  NPEKypcopoB,  KyJIbTUBHPOBAHHIO
HapKOCOAEpXalluX pacTeHUM, BeJeHUEe KOTOpBIX ocyluectBiseT DenepanbHas
ciyk0a 1o Hag3opy B cdepe 3ApaBOOXpaHEHHUs, B FOCYJapCTBEHHOM peecTpe
JIEKapCTBEHHBIX CPEACTB ISl MEAULMHCKOrO IPUMEHEHUS U peecTpe BbIIAHHBIX
paspelleHuil Ha IPOBEACHUE KIMHHUYECKUX MCCIE0BaHUM JieKapCTBEHHBIX
IIpernaparToB JJisl MEAULIMHCKOrO IPUMEHEHHS, BEAEHWE KOTOPBIX OCYIIECTBISET
MunucrepcTBO 31paBooXpaHeHus Poccuiickol @enepaluu, a Takxke peectpe
JUUEH3UH Ha IPOMU3BOJACTBO JIEKapCTBEHHBIX CPEICTB IS MEIULIMHCKOIO
NpUMEHEHNUS, BeJICHUE KOTOPOTro OCYILIECTBISIET MunucTepcTBO
IPOMBILUIEHHOCTH U TOprosiu Poccuiickoit @eaepauni.
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I1. Kputepuu TSHKeCTH HOTEHIIMAIBHBIX HETaTUBHBIX ITOCIIENCTBHM
BO3MOXXHOT'O HeCcOOII0IeHns 00s3aTeIbHbIX TpeOOBaHUH

3. Kputepun TSKECTH IIOTCHIMANBHBIX HETaTUBHBIX IIOCIEICTBUMA
BO3MOKHOI'O HecOOJIIo/IeHUsT 00sI3aTeNbHEIX TpeOoBaHUHM MPUMEHSIOTCS IIyTeM
paszielbHOI0 OTHECEHHsA O0BeKTa rocyAapCTBEHHOIO HaA30pa K KaTeropuu
PHCKa 110 KOKJOMY U3 CIEAYIOIIUX BU/IOB AESITENBHOCTH:

a) ONTOBass TOPrOBJIS JIEKAPCTBEHHBIMH CpPEACTBAMHU JJII MEIMILIMHCKOIO
IIpUMEHEHNUS;

0) IOKIMHHUYECKHE  WCCIEAOBaHMS  JIEKApCTBEHHBIX  CPEICTB  JJid
MEIULIUHCKOr0 TNpPUMEHEeHUs, KIWHWYECKHE HCCIEeN0BaHNUs JIEKapCTBEHHBIX
IpernapaToB s MEIUIIMHCKOrO IPUMEHEHHs, PO3HHYHas  TOProOBIIA
JeKapCTBEHHBIMH  IIpeliaparaMyd  Jii  MEAMLMHCKOrO  INpPUMEHEHHS |
YHHYTOXXEHHUE JIEKaPCTBEHHBIX CPEACTB AJSl MEIUIIMHCKOTO IPUMEHEHNS,;

B) IIDOM3BOJACTBO  JICKAPCTBEHHBIX  CPEACTB M  MEIMIMHCKOIO
MPUMEHEHUS.

4. ]Ins  ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMH  CPEICTBAMH A
MEIHUIMHCKOr0 MPUMEHEeHNs OTHeCeHHe 00beKTa rocyJapCTBEHHOIO Haa30pa K
KaTerOpHH PUCKa OCYIIECTBIAETCS C yIeTOM CIEAYIOIIUX 3HaYeHHUH [T0Ka3aTessd
pucka (K):

a) 3HAYMTENBHBIM pPHCK - B Cly4ae, ecnd nokaszatens pucka (K)
COCTaBIIgeT CBhIIIE 39 6anios;

6) cpemHuii puUcK - B ciydae, ecld nokasaTens pucka (K) cocrasiser
oT 27 no 39 6annos;

B) yMEPEHHEIN PHCK - B clydae, eciiu nokasaTtens pucka (K) cocrasmser
oT 16 o 26 6amios;

I') HU3KHIA PHCK - B ClIydae, eciiy nokasarens pucka (K) cocraBnser meHee
16 6amnos.

5. 3nauenue nokasatens pucka (K) onpenensercs no ¢popmyie:

K=K1+K2+K3+K4+KS5,

rae Kl, K2, K3, K4, K5 — nokasarenu pucka, MpuUCBauBaeMble I
ONTOBOJ TOPrOBIM JIEKADCTBEHHBIMH CPEICTBAMH U1  MEAULUHCKOIO
IIpPUMEHEHHSI, COTTIACHO IpuiiokeHuro Ne 1.

6. 3uauenne mnokazateneit Kl, K2, K3, K4, K5 onpenenserca myreMm
BEIOOpa ONHOM M3 XapaKTEepHCTUK IO KKIAOMY M3 YCIIOBHH OCYIIECTBICHHUS
JEeATEILHOCTH, TPUBEICHHBIX B IIpIIokeHUU Ne 1 kK HacTosIIeMy JOKYMEHTY.
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7. N DOKIMHWYECKUX WCCIEeIOBAHUM JIeKapCTBEHHBIX CpPEICTB A
MEIULMHCKOTO TNPUMEHEHHS, KIMHUYECKUX HCCIeNOBaHUi JeKapCTBEHHBIX
IpernapaToB OIS  MEAUIUHCKOTO INPUMEHEHHWS, PpO3HHYHOH TOProOBIH
JeKapCTBEHHBIMH  IIpermaparaMd  JJII  MEIUIMHCKOr0  NpPUMEHEHUS
M YHHYTOXEHHS JIEKapCTBEHHBIX CpEeACTB A MEIUIMHCKOr0 MpUMEHEHMs
OTHEeCeHHe O0BeKTa TOCYNapCTBEHHOrO Haa3opa K KaTeropuM pHCKa
OCYILECTBIISAETCS C YIETOM CIIEAYIONIMX 3HaueHuH nokasarens pucka (JI):

a) 3HAYHTENRHBIE pPUCK - B cCilydae, eclnd Tmoxasatens pucka (JI)
coCTaBJIseT CBHIIIEe 28 6aIoB,;

0) cpemHMT pUCK - B ciydae, ecium IokaszaTtensb pucka (JI) cocraBiser
oT 21 no 28 6annos;

B) YMepeHHBIA PHUCK - B Cllydae, ecJId Iokas3aTens pucka (JI) cocrasiseT
oT 15 mo 20 6annos;

I') HU3KHI PUCK - B ClIy4ae, eclid mokasarens pucka (JI) cocraBnser meHee
15 6amwnos.

8. 3mauenue mokasatens pucka (JI) ompenenseTcs NyTeM CIOXECHHS
Oa7JOB B 3aBHCHMOCTH OT TMPOLIECCOB, OCYLIECTBISEMBIX OOBEKTOM
rOCydapCTBEHHOT'O HaA30pa, COTIACHO MPHIOXKeHUIo No 2.

9.1 NpOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB IS MEIHLIHUHCKOTO
IIpUMeHEeHUs] OTHeceHHWe OO0BEeKTa I'OCyAapCTBEHHOro Haa3opa K KaTerOpHH
pHCKa OCYIIECTBISETCS C yUEeTOM CIeAyIOIIMX 3HAa4YeHUH IoKasaTeled pHUCKa
(M):

a) 3HAUMTENBHEIA pHCK - B CiIy4ae, eClM IIOKazareinb pucka (M)
COCTaBJISIET CBEIIIE 8 6aoB;

0) cpemHHIi pHCK - B CITydae, €CJIH [oKasarens pucka (M) cocTasiser ot 6
1o 8 6amos;

B) YMEPEHHBIH PUCK - B ClIydae, eCJIM Ioka3aTens pucka (M) cocrapnser 4
HIH 5 6aJuIoB;

) HU3KMH PHCK - B Cllydae, eciid IokasaTenb pucka (M) cocramiser
MeHee 4 6aJuToB.

10. 3nauenue nmokasarens pucka (M) onpenensercs no popMmyIe:

M =M1 x M2,

roe M1, M2 - mokasarenu pucka, IIpHUCBaWBAacMbIE IS IIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEeACTB MJisI MEOUIMHCKOrO IIpPUMEHEHUs, COIVIacHO
npuioxeHuro Ne 3.

11. Ecnu 00BEeXT rocymapCTBEHHOIO0 HaJ30pa OCYILECTBISIET BBIIIYCK
HECKOJIBKMX BHJOB HPOAYKIMH HJIM OTHOBPEMEHHO C BBITYCKOM IIPOAYKIHH
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OCYILIECTBIISIET AEATENBHOCTh MO YMAKOBKE JIEKAapCTBEHHBIX IpenaparoB is
MEJUIMHCKOTO IIPUMEHEHHMs], BbIOMpAeTCs OJHA MO3UIMS C HaubGONBIINM
KOJIMYeCTBOM OaylioB, MpHBEACHHAas B MNpuwiokeHuH Ne3 K HacToseMy
JIOKYMEHTY.

1. Kputepun Bo3MO>XXHOTO HECOOIIOIeHNs 00s13aTeNbHBIX TpeOOBaHUH

12. O6beKTBl TOCYyJapCTBEHHOTO HaJ30pa, MOMJEXAllHe OTHECEHHIO B
COOTBETCTBUHU € paszenoM II HacTosmero qoKkymeHTa K KaTeropusMm CpeaHero,
YMEPEHHOTO M HHU3KOIO pPUCKOB, IIOMJIEKAT OTHECEHHI0 K KaTeropusM
3HAYUTEJILHOTO, CPEJJTHETO ¥ YMEPEHHOI'O PUCKOB COOTBETCTBEHHO MPU HAIUYHHU
BCTyNUBIIUX B 3aKOHHYIO CWJIY B Te4eHUE 2 JIeT, NPEeJLIEeCTBYIOIIMX [aTe
NPUHATHS pelieHuss o0 OTHeceHHWU OOBEeKTa roCyAapCTBEHHOTO Haa3opa K
KaTeropud pucka, 2 Wik Oojee TOCTAaHOBJIEHWH O TMPHUBICYEHHH K
aIMUHHUCTPATUBHON OTBETCTBEHHOCTU HOPUIUYECKOrO JIMIA, €r0 JOJHKHOCTHBIX
JUI  WIM  WHOUBUIYaJIbHOTO  MOpEeANpUHUMATENIs C  Ha3HaYeHHEM
aAMUHUCTPAaTUBHOI'O HAKa3aHWs B BHJE AaJMUHHCTPATUBHOrO wmTpada uiu
aAMUHUCTPATUBHOIO  INPUOCTAHOBIICHHUsS  JEATEIBHOCTU 32  COBEpIlIEHHUE
aJAMUHUCTPaTUBHBIX NIPaBOHAPYLIEHUH, TPEAYCMOTPEHHBIX:

a) cratbeit 6.33 Konexca Poccuiickoit ®enepaunut 06 aAMHHHCTPATHBHBIX
NpaBOHAPYLIEHUAX B YaCTH MPOU3BOACTBA, IPOJAXKH WU BBO3a Ha TEPPUTOPHIO
Poccutickoii ®enepauyun GpanbCcupUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB IS
MEIULIMHCKOrO IIPUMEHEHHs], NPOJIaXK! WK BBO3a Ha TeppuTopHio Poccuiickoit
@denepanyii  KOHTpaaKTHBIX JIEKAPCTBEHHBIX CPEJACTB IS MEIULMHCKOIO
NPUMEHEHUs, NPOAAXU WM BBO3a Ha Teppurtopuro Poccuiickoit @enepanuu
HeI0OpOKAYeCTBEHHBIX  JIEKAPCTBEHHBIX  CPEACTB IS MEIHUIMHCKOIO
OpUMEHEHHUA, & TAaKXe HE3aKOHHOTO MPOM3BOJACTBA, MPOJAXXM WJIM BBO3a Ha
tepputoputo Pocculickoit @enepaliuy He3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEACTB JJIsl MEIULIUHCKOTO NPUMEHEHUS;,

0) crarbeit 14.47 Kopnexkca Poccuiickoii denepanun 00
aJIMMHHUCTPATUBHBIX IIPABOHAPYIICHHSIX;
B) cTaThelt 14.43 Konekca Poccuiickoit ®enepaunun 00

aIMUHHUCTPAaTHUBHBIX IPABOHAPYIICHUSX B YacTH XpaHEHHUs, NEepPeBO3KH U
peali3alliy JEKapCTBEHHBIX CPEICTB ISl MEAULIMHCKOTO TPHUMEHEHHS;

r) crateel 14.44 Konekca Poccutickon ®enepauuu 00
aMUHHUCTPATHUBHBIX MpaBOHAPYLIEHUAX B YacTH HEJOCTOBEPHOTO
NEKIAPUPOBaHUSI COOTBETCTBUS JIEKAPCTBEHHBIX CPEACTB IS MEIUIUHCKOTO
IpUMEHEHHS;
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n)dacteio 21 crateu 19.5 Kogekca Poccuiickoii ®enepaiuun 00
aJIMUHUCTPATUBHBIX IpaBOHAPYUICHUSIX 32 HEBBINOJHEHHE B YCTAHOBJIEHHBIH
CPOK 3aKOHHOTO MpeAnucanus ¢eaepajlbHOro OpraHa UCIIOJHUTEIHOW BIIACTH,
OCYLIECTBISIOIIEr0  (YHKUMH MO KOHTPOJNIO U Haa3opy B cdepe
3[paBOOXPAHEHUS, WM €ro TEeppPUTOPHAIBHOIO oOpraHa o0 YyCTpaHEeHUH
BBISIBIEHHBIX HapylLIeHUH o0s3aresbHbIX TpeOoBaHH B cdepe oOpalmieHus
JIEKapCTBEHHBIX CpEeACTB ISl MEAMLMHCKOrO TPUMEHEHHS, Kacaromuxcs
M3TOTOBJICHUS, NIEPEBO3KY, pealn3allil U XPAaHEHUS JIEKapCTBEHHBIX CPEACTB
IU1Sl METULUHCKOTO MPUMEHEHUS.

13. O6BbeKTHI TOCYTapCTBEHHOTO HaA30pa, OTHECEHHBIE B COOTBETCTBUH C
pasnenoM Il HacTosiero TOKyMeHTa K KaTeropusiM 3HAUUTENBHOTO, CPETHETO U
YMEPEHHOTO PpHUCKOB, IMOAJEXAaT OTHECEHHID K KaTerOpHsAM CpelmHero,
YMEPEHHOIO W HU3KOI0 PHCKOB COOTBETCTBEHHO NPU OTCYTCTBHH B TEUEHHE
2 ner, mpeAlleCTBYIOIIMX JaTe IpPHUHATUS pelleHus o0 OTHeCeHHH O0BbeKTa
rOCyIapCTBEHHOI'O HaJ30pa K KaTerOpHH pUCKa, BCTYNHUBIIMX B 3aKOHHYIO CHJIY
IIOCTAaHOBJIEHUHA O IMpPHUBICYEHUH K aAJMHUHUCTPATUBHOM OTBETCTBEHHOCTH
IOpUAMYECKOTO JIUIAa, €ro JIOJDKHOCTHBIX JIMI WIH HMHIWBHAYAJIBHOTO
NpeallpUHUMAaTeNsi ¢ Ha3HAY€HUEM UM aJIMUHHMCTPATUBHOTO HaKa3aHHs B BHJE
aJIMUHHUCTPATUBHOTO WITpada WU aJMUHUCTPATHBHOI'O IIPUOCTAHOBIEHUS MX
JIESTENBHOCTH 32 COBEpIICHHE AaJIMUHUCTPATHUBHBIX IPAaBOHAPYIIEHHHA,
yKa3aHHBIX B MyHKTe 12 HAacTOSIIETro JOKyMEHTA.
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IMPUJIOXEHHME Ne 1
K KpUTEpUSM OTHECEHHUS
00BEKTOB rocy 1apCTBEHHOTO
HaJ30pa K onpeaeIeHHON
KaTEeropuy puckKa

IIOKA3ATEJIA PUCKA,

INpHCBaAuBaeMble 1A ONnTOBOM TOProBJIH JEKAPCTBCHHBIMH CPCACTBAMH
AJd MEAUIIHHCKOTO NIPUMEHEHU SN

YcnoBus
IToxazarenu OCYLLECTBJIEHUS XapaKkTepuCTUKH bannel
NEeITEILHOCTH
K1 Hannuue nnomanku aBTOMaTHYECKHE BOPOTa JOKOBOTO 3
IUISL pa3rpy3Ku THIIA C [IOrPY30YHO-PA3rPY30UHBIMHU
aBTOTpaHCIoOpTa IJIOIAIKAMU PETYJIUPYEMOU BBICOTHI
TaMOYypHO-1ILTI030Bast pa3rpy3Ka 6
MEXaHU3UPOBaHHbIE BOPOTA 7
JIOKOBOI'O TUIIA C [TOIPY30YHO-
Pa3rpy304HBIMH IUIOMIAAKAMHU
MaHAyC JUIsl pa3rpy3Kd TOBapa, B TOM 10
YHUCJIE C UCTIOIB30BAHUEM PaMITbl
K2 Crernesb aBTOMAaTHYEeCKHE 2
MeXaHU3aluu
CKJIQJICKHX aBTOMAaTU3UPOBAHHbIE 3
ornepauui

KOMIIJIEKCHO-MEXaHU3HPOBaHHbIC 8

HEMEXaHU3UPOBAHHbBIE 10

3413811
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YcenoBus
[lokazatenu| ocCyIIeCTBIEHUS XapakTepuCTUKH bamns
NEATEIbHOCTU
K3 Bricora yknagku BbICOTHOCTeJUTaXHBIE (Oomee 10 M) 1
rpysa
OZIHO3TaXxHBbIe (6osee 6 u 1o 10 M) 2
OHOATaXHBIE (OoJiee 3 U J10 6 M) 5
[aJuleTHOE XpaHeHue (10 3 M) 7
K4 Ilonnepxxanue aBTOMaTU4ECKOe 2
CIEHAAIBHOTO
pexxuma aBTOMaTU3HPOBAHHOE 3
TEMIEPATYpPhI
XOJIOAUIIbHBIE KaMephl, 7
MPOMBILUIEHHBIE XOJIOIUJIBHHKH
XOJIOAWIIBHUKY papMalieBTHIYECKHE 10
K5 PexxuMm xpaHenus ¢ GUKCHPOBAHHBIM TEMITEPATYPHO- 4
BJIQXXHOCTHBIM PEXKUMOM
OTaIuIMBaeMble [IEHTPaIbHBIM 5
cHabxeHHueM
OTaIJIMBaeMble aBTOHOMHO 3
OTaIl/INBaeMbl€ OTONUTEIbHBIMH 10

3413811

npubopamu
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ITPHUJIOXXEHME Ne 2
K KpUTEPHUSAM OTHECEHUS
00BEKTOB roCy1apCTBEHHOTO
HaJ30pa K OIpelelICHHON
KaTeropuu pHucKa

IHOKA3ATEJIA PUCKA,

IIpUCBAaUBAEMBbIC 1JIl JOKIIHHHYCCKHAX HCCJIeIOBAHUT
JIEKAPCTBCHHBIX CPeACTB AJI1 MEAHIHHCKOI'o IIpUMEHCHUS,
KJIHHHYECKHX HCCIe0OBAHUM JEKAPCTBEHHBIX NIpenapaToB AJisd

MEAHIIMHCKOI'O IpDpUMEHEH N, pO3HH‘lHOﬁ TOProBJik JIEKAPCTBEHHBIMH

npenapaTamMu 1Jd MEAHIHHHCKOIo IpuMeHeHus] B YHHUYTOKEHHUHA
JIEKAPCTBCHHBIX CPEACTB 1JId MEAUIUHCKOI'O NPpHMEHEHHSA

[Tpouecchl oOpaltieHus eKapcTBEHHBIX CPEACTB
JUTSL MEAMLMHCKOTO MPUMEHEHMS
OpraHuzaiyu géé §§§m ggm ME Em gE wEm OE
(MHAMBUOYAIBHbIC §§%E§§§§ E%E 5%?—“ 5%% EEE §E§ EEE
13 © 20 X200 (39 Qo
NpeANpUHUMATEIH) SOEnN|ISEE|SES|BES|PES|CEN|SER|2EY
S0RalZg85| 5865|5858 zda 585 88
238°|5Edge|58e|Fg°| ge|EE° |8 ixg”
c 29 ngcgoc () 8 5|5 ~3F o
SOl = = = = = = =
Hayuno- 1 - - - - - - -
UccrenoBaTeNbeKas
OpraHu3aiusa
O6pazoBarenpHas 1 - - - - - - -
OpraHU3alus BHICIIETO
obpazoBanus,
OpraHu3auusa
JOTIOJTHUTENBHOTO
npodeccHoHaIbHOTO
obpa3oBaHus
MennuuHckas - 3 - 4 3 3 - 5
OpraHu3aLus
Arnreka - - 10 4 3 3 10 7
NPOU3BOACTBEHHAS
C MPaBOM U3rOTOBJIEHHA
acenTHYeCKHX
JIeKapCTBEHHbBIX
npenaparos

27071401 doc
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Oprasuzaium
(MHOUBUIYyaNbHEIE
NpenpHHUMATENH)

INpoueccs! obpanieHus NekapcTBEHHBIX CPEICTB

AJIsI MEJULTUHCKOI'O NpUMEHEHH A

JoxniuHuyeckue

HCCICA0BaHHUS
JICKAPCTBCHHBIX

CpencTB

Knuuuueckue

HUccaeca10BaHuA
JIEKaAPCTBCHHBIX

npenapaTos

H3srorosiieHue
JIEKapCTBEHHBIX

npenaparoB

IlepeBozka
JIEKapCTBEHHBIX

CpeacTB

Otmyck
JIEKAPCTBEHHBIX

TperapaTon

Vuuuroxenue
JIeKapCTBEHHBIX

CpencTB

Peanuzaums
JIeKapCTBEHHBIX

TpernapaToB

XpaHeHue
JIEKAPCTBEHHBIX
CpPEe/CTB

Anreka
MPOU3BOICTBEHHAS

AnTeka roTOBBIX
JIEKapCTBEHHBIX (QopM

AnNTEYHBIA MYHKT
AnrtedHbIil KHOCK

403 01120:37050%:3118: 13771
npeanpUHUMaTENb

ObocobnenHoe
CTPYKTYpHBIE
noJpasaeneHne
MEIHIHHCKOR
Opra’HH3aIHH
(ambynaropus,
thenbamepckuii MyHKT,
¢enpaepcko-

aKyLIEPCKUH ITyHKT, LIEHTP

(otnenenue) obueit
BpaueOHOH (ceMelHOH)
NPaKTHKK)

27071401 .doc
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IMPUJIOXEHHME Ne 3
K KpUTEPHSIM OTHECEHHUS
00BEKTOB IOCYIapCTBEHHOT'O
Ha/30pa K onpeeneHHoN
KaTeropuy pyucka

ITOKA3ATEJIA PUCKA,

IIpHCBauBae€MbIi€ 1J4 NPOU3BOACTBA JICKAPCTBCHHLIX CPEACTB
AJ MEAHIHHCKOI'o IPUMEHCHU

I. 3nauenue nokaszarens pucka M1

Bup BeImycKaeMoil NpogyKUHH, NeSTEIBHOCTh | Bamsl

1. HMawexunoHHbIE U HHGY3UOHHBIE CTEPUIIbHBIE JIEKapCTBEHHBIE 4
IIpernapars! 115l MeIULIMHCKOTO NPpUMEeHEeHUS

2. HMmyHOOMONOrMYECKUEe MpernapaTs 4
3. Ilpemapatbl KpoBH, NOTydaeMble METOIOM I'eHETHHECKOH 4
HUH)XEHEPHH, NperapaThl KPOBH, MTOJTydaeMble U3 KPOBU
yeJoBeka
4. HectepunsHsle iexapcTBeHHbIE GOPMBI JJI MEIUILITHCKOTO 3

IpUMEHEHUs, papmalieBTHIeCKre CyOCTaHIUH

5. JlesTenbHOCTH MO YNIaKOBKE JIEKapCTBEHHBIX NpernapaToB 2
6. PanuodapmaneBTrueckue npemnaparsl 2
7. MenuunHCKME ra3bl, TOMEONaTHIeCKue JeKapCTBEHHBIE 1

CpeacTBa, IIpe€rapaTsl, IOJYYaCMbIC U3 JICKAPCTBECHHOI'O
pPacTUTEINBHOTI'O ChIPbA

27071401.doc
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I1. 3nauenne nokazarens pucka M2

KomnuuecTBo BBIITYCKAa€MbIX HaMMeHOBaHUH

JIEKapCTBEHHEIX CPEJICTB baner
1. bonee 50 3
2. Or10 g050 )
3.  Memnee 10 "

27071401.doc




