A
_,.i.“-“f HaaeHas NnpaBoBas NogaepMKa
d :f &fﬁw aﬂ. pa .U.CI. p

[puka3 Poccenbxo3Haasopa ot 18.10.2016 N 755
"O6 yTBEpXKAeHNN (DOPMbI 3asIBNIEHUS O BblAaye 3aK/I0YEHUS O
COOTBETCTBUM npousBoanTenst (MHOCTPaHHOIro Npomn3BOANTENS)
NEeKapCTBEHHbIX CPeACTB A/ BETEPUHAPHOro NpUMeHeHust TpeboBaHuaM
NpaBuN HaJeXallen NpoM3BOACTBEHHOM NPaKTUKN, (DOPMbI
MHCMEKLUMOHHOro OTYeTa No pesynbTaTaM MHCNEKTUPOBAHUS
npounssoanTens (MHOCTPAHHOIO NPON3BOANTENS) JIeKaPCTBEHHbIX CPeACTB
ANs1 BETEPUHAPHOro NpMMeHeHMs1 Ha COOTBETCTBNE TpeboBaHMSAM NpaBusi
HaAeXallen Npon3BOACTBEHHOW MPAKTUKM N (POPMbI 3aKTHOYEHNS O
COOTBETCTBUM npousBoanTenst (MHOCTPaHHOIro Npomn3BOANTENS)
NeKapCTBEHHbIX CPeACTB A/ BETEPUHAPHOIro NpUMeHeHus TpeboBaHuaM
NpaBuI HaZNEeXallen NPoU3BOACTBEHHOM NPaKTUKKN"
(3apeructpuposaHo B MuHiocte Poccumn 28.12.2016 N 45016)

[okymeHT npepoctasneH KoHcynbTaHTINAKOC
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"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBUU MPOU3BOA... [ata coxpaHenus: 27.01.2017

3apeructpupoaHo B MuHtocte Poccum 28 nekabpsi 2016 r. N 45016

MWHUCTEPCTBO CENbCKOIO XO3MCTBA POCCUACKOW ®EQEPALIMA

SEANEPAINBbHAA CNYXBA MO BETEPUHAPHOMY
N ®UTOCAHUTAPHOMY HAA3OPY

NMPUKA3
oT 18 okTA6psa 2016 r. N 755

OB YTBEPXAOEHUN ®OPMbI 3AABIEHUA
O BbIAAYE 3AKNIOYEHNA O COOTBETCTBUU NPOU3BOAUTENA
(MHOCTPAHHOI'O NMPOU3BOAUTENSA) IEKAPCTBEHHbIX CPELCTB
ONA BETEPUHAPHOIO MPUMEHEHUA TPEBOBAHUAM MPABUN HAONEXALLEN
NPOU3BOACTBEHHOW NMPAKTUKN, ®OPMbl MHCNEKUMOHHOIO OTYETA
NO PE3YJIbTATAM UHCINEKTUPOBAHUA NPOU3BOAUTENA (MHOCTPAHHOIO
NPON3BOAUTENA) NEKAPCTBEHHbIX CPEACTB ANlA BETEPUHAPHOIO
NMPUMEHEHUA HA COOTBETCTBUE TPEEOBAHUAM MPABUI HAQNEXALLEN
NPOU3BOACTBEHHOM NMPAKTUKU N ®OPMbI 3AKITIOYEHMUA O COOTBETCTBUM
nPOMN3BOAUTENA (MHOCTPAHHOIO NPON3BOAUTENA) NEKAPCTBEHHbLIX
CPEACTB AN BETEPUHAPHOIO MPUMEHEHUA TPEBOBAHUAM NPABUII
HAONEXALLEW NPON3BOACTBEHHOWM NPAKTUKA

B cootBeTcTBUM C nyHKTamu 3, 4 n 13 MNpaBun opraHMsauun u NPoBeAEeHUs MHCMEKTUPOBaAHUSA NPOW3BOAMTENEN
neKkapcTBEHHbIX CPeaCcTB Ha COOTBETCTBME TpeboBaHMAM NpaBun Hagnexallen NpomM3BOACTBEHHOM NPAKTUKX, a Takke
BblJa4M 3aKMOYEHUA O COOTBETCTBUM MPOU3BOAUTENS  JFIEKAPCTBEHHbLIX CPEACTB  yKasaHHblM  TpeboBaHUsM,
yTBEPXXOEHHbIX nocTaHoBneHvem [paButenbctBa Poccuiickon depepaumm ot 03.12.2015 N 1314 (CobpaHue
3akoHogartenbcTBa Poccuinckon ®epepauun, 2015, N 50, cT. 7165) npukasbisato:

1. YTBEpAUTS:

- hopMy 3asiBMEeHNs O Bblgayve 3akriYeHUss O COOTBETCTBUM MPOuM3BOAUTENS (MHOCTPaHHOro mnpousBoguTens)
NneKkapcTBEHHbIX CPeACTB AN BETEPUHAPHOro NpuMeHeHust TpeboBaHMAM npaBun Hagnexaiwen npou3BoOCTBEHHOM
NpaKTUKKM cornacHo npunoxexHuo N 1;

- (bopMy MHCNEKUMOHHOrO OT4YeTa MO pesynbTaTaM WHCNEKTUPOBaHWS npoussBoauTens (MHOCTPaHHOro
Npon3BOAMTENS) NEKAPCTBEHHbBIX CPEACTB AN BETEPUHAPHOTO MPUMEHEHUS Ha COOTBETCTBUE TpeboBaHWSIM NpaBun
Hagnexawjen npon3BoA4CTBEHHOW NPaKTMKM cornacHo npunoxenuto N 2;

- (bOpMYy 3aKNIOYEHWsT O COOTBETCTBMM MPOM3BOAUTENS FEKapCTBEHHbIX CPEeACTB Afs  BeTepuMHapHOro
npuMeHeHus TpeboBaHUAM NpaBuI Hagnexatlen NPoU3BOACTBEHHON NPaKTMKM cornacHo npunoxexuio N 3.

2. KoHTponb 3a UCMOMHEHNEM HaCTOSILLLEro NpuKasa BO3NoxuTb Ha 3amectutensa PykosoauTtens H.A. Bnacosa.

PykoBoautenb
C.A.JAHKBEPT

MpunoxeHwne 1
K npukasy Poccenbxo3Haasopa
ot 18.10.2016 N 755

dopma
B demepasibHYK CIyX0Oy IO BEeTEPMHAPHOMY
”n OMTOCAHUTAPHOMY HAaI30pYy
S3AABJIEHVE
O BbIIAaYEe 3aKJIDUEeHMA O COOTBETCTBUNM IIPOUMIBOIOUTEJIA
KoHcynbTanTlNKoC
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"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBMM NMPOU3BOA... [lata coxpaHeHus: 27.01.2017

(MHOCTPAHHOT'O MPOM3BOAUTEJIS) JIEKAPCTBEHHEIX CPEICTB
IJIs1 BETEPMHAPHOT'O MNPMMEHEHMS TpeOOoBaHMAM MpaBUIl
HaIjiexalei NPOM3BOICTBEHHON NPAKTUKA

Hpomy BBEIIATbB 3aKJIDYEeHNMEe O COOTBETCTBUUA npomsBoOomUTEJIA (MHOCTpaHHOl"O
HpOMBBO;ELMTeJ'[FI) JIEKAPCTBEHHEIX CpeIncCTB JId BeTEpVMHAaPHOI'O IIPVMMEHEHUMA

TpeOOBaHMAM [PaBMJI HaIJexalley NPOM3BOICTBEHHOM MNPaAKTUKN.

A. Vupopmaumsa O NPOM3BOIUTEJIE JIEKAPCTBEHHBIX CPENCTB

HaumeHoBaHue (c
ykazaHvem
OpraHv3auUMoHHO-NPaBoB
on chopmbl)

CTtpaHa npoussoagnTensi

Anpec
MeCTOHaXoXaeHus
npon3BoaMTENS

Anpec mecTta

OCYLLIeCTBIEHMWS

AeaTenbHOCTU

TenedoH dakc (Mpu Hanmymm) afpec areKTPOHHON NoYThI
JlnueHsuns Ha N

NPON3BOACTBO

NeKkapcTBEHHbIX CPEACTB |AaTa Bblaauu
(M BOKYMEHT, Ha
OCHOBaHWN KOTOPOTo CPOK AeNCTBUSA
WHOCTPaHHbI (Mpn Hanuumn)
npoussoguTens
ocyuwiecTnseT
0edATenbHOCTb No
npon3BoaCTBY
nekapcTBEHHbIX CPeacTs)
ONs BETEPUHAPHOTO
NpUMEHeHNs

YNONHOMOYEHHbLIN OpraH, |Ha3BaHue
BblAaBLUNA NNLIEH3UIO
(MM DOKYMEHT, Ha agpec mecTa
OCHOBaHWN KOTOPOTO HaxoXageHus
WHOCTPaHHbIN
npoussoguTens TenedoH dakc (npu Hanu4mm) afpec 3MeKTPOHHOW NOYThI
ocylwiecTsnseT
OedATenbHoCTb Mo
Npon3BOACTBY
nekapCTBEHHbIX CpeacTB
AN BETEPUHAPHOTO
NPUMEHEHNS)

YnonHomoyeHHoe nnyo | d.M.0.

nponssoaunTend
[omKHOCTb:
TenedoH dakc (Mpu HanmM4mMm) agpec 3NEKTPOHHOM NoYThI
KoHcynbTaHTINOC
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COOTBETCTBUM NPOU3BOA...

KoHTakTHOe nuuo .1.0.
nponssoguTens

[omkHoCTb:

TenedoH dakc (npu Hann4mm) afpec 3MeKTPOHHOWN NoYThI
B. YIIOJIHOMOUEHHBIN npencraBuUTelb, OEeMCTBRYyKUMY OT JMla [OIPOU3BOOUTEIS

(MHOCTPAHHOTO NPOU3BOOUTEJIA)
(BanoJyiHgeTCs NIPpM HaJIMUUN)

HanmeHoBaHue

CTtpaHa npoussoanTensi

Anpec mecTta
HaxoXaeHus

MouToBBLIN agpec

TenedoH dakc (Mpu Hanm4mm) afpec areKTPOHHON NOYThI
o.1N.0.

KoHTakTHOE nuuo JomKkHoCTb:
TenedoH dakc (npu Hanu4mm) afpec 3NeKTPOHHON NOYTbI

B. JlaHHBIE O MNPOM3BOLCTBE

Toprosoe MexgyHapogHoe Ctagun npomsBoacTea, |JlekapctBeHHas dhopma
HanMeHoBaHue HenaTeHTOBaHHOE KoTopble [o3upoBKa (ecnu
nekapCTBEHHOrO HanMeHoBaHue OCYLLECTBMSTCA Ha nmeeTcs)
cpeacTea neKapcTBEHHOMO NPOVN3BOACTBEHHOWN
cpeacTea nnowiazgke
I. PexBU3UTE OOKYMEHTAa, nomTBepxnamnmero GakT BHECEeHMA IjlaTexa 3a BbeOaudy
3aKJIIUeHNd O COOTBETCTBUMN npomsBoOomUTeEJIA (MHOCTpaHHOI‘O HpOMSBOJIMTeHH)

JIEKAPCTBEHHEIX CpencTB IJId BETEPVMHAPHOT'O IIPVMMEHEHMA TpeGOBaHVIHM HpaBMﬂ

HaJexalemn HpOMBBOHCTBeHHOﬁI IIPaKTUKN

ﬂaTaHﬂaTeXHOH)ﬂOKyMeHTa HOMepﬂﬂaTGMHOHJAOKyMeHTa

OT MMeHM NPOM3BOIUTENA (MHOCTPAHHOTO NPOM3BOOUTEJIA) NOOTBEPXOal, YTO:
1) muHbOoOpMauMda, coIepXalasgcd B IOAHHOM SBasaBJIEHUM, HABJSAETCH OOCTOBEPHOM;

KoHcynbTaHTINOC
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COOTBETCTBUU MPOU3BOA... [ata coxpaHenus: 27.01.2017

2) mnepen nomadel HOAHHOTO 3afBJIeHMS S O3HaKOMMJICH C IEMCTBYyOULMM B
Poccumckom denepauumn 3aKOHOIIATEJIECTBOM B obyacTu obpaleHmnsa
HeKapCTBeHHbIX Cpe,JZLCTB OJida BeTepMHapHOI‘O HpMMeHeHMFI .

HorxHOCTH, GaMuimus, MMsS, OTUYeCTBO (IpM HaJIMUuUM) IOOMNMCH
PYKOBOOUTEJS IPOU3BOAUTEIS

(MHOCTPaHHOTO MNPOMBBOOUTEJIS) M.II.

WY YIOJIHOMOUEHHOTO MNPeICTaBUTeJIs (mpu HaIUUUM) maTa

MNpunoxeHwne 2

K npukasy Poccenbxo3Haasopa

oT

(HaMMeHOBaHMEe OpTraHM3alMM, OCYIECTBJIAKIEN MHCIEKTUPOBAHUE)

VIHCIIEKUMOHHEIM OTUYEeT
10 pes3yJlbTaTaM MHCIEKTUMPOBAHUSA IPOU3BOAUTEIS
(MHOCTPAHHOTO NPOM3BOOUTEJISA) JIEKAPCTBEHHEIX CPelCTB
IOJI1 BETEPMHAPHOT'O IIPMMEHEHMS Ha COOTBETCTBHUE TpebOOoBaHMUAM
NIpaBMJl HaJjiexallel MNPOM3BOINCTBEHHOM MNPaKTUKU

or " " 20 T. N

B COOTBETCTBMM C pPEUEeHVEeEM O IIPOBEIEHUM MHCIIEKTUMPOBAHUA

(naTa m N pemeHus)
c 1o
IpOBEeIEHO MHCIIEKTUPOBaHME IPOUBBOOUTEJIA (MHOCTPAHHOTO I[IPOM3BOOUTENH)
JIeKapPCTBEHHBIX cpencTs o BETEPUHAPHOTO IMPYMMEHEHMS Ha COOTBETCTBUE
TpeOOBaAHUAM MPAaBUJI HAIJIeXallely MNPOM3BOICTBEHHOM MNPAaKTUKN

(HaMMeHOBaHME NPOM3BOOUTENIA (MHOCTPAHHOTO MNPOM3BOOUTENISA) C yKa3aHMeM
OpPTaHMU3aLUMOHHO-NIPAaBOBOM (QOPMEI)

PacCIIOJIOXEHHOTO IO anpecy

(ampec MecTa HaxXOXIEeHMUA NPOU3BOOUTEJISA)
KOMMCCHEN B COCTaBe

(mosmxHOCTM, ©.M.0. MHCIEKTOPOB)

YCTaHOBJIEHO cCJlenyluee :

[Ipom3BOOUTEIb (MHOCTPAaHHBEM IPOM3BOONTEID) oCylecTBJIAeT NPOM3BOLACTBO
JIeKapCTBEHHBIX CpencTs nJida BEeTEPMHAPHOT'O [IpMMEeHEeHUA Ha crlenympuen
NPOM3BOICTBEHHOM IJOmanke

(HaMMeHOBaHME IPOM3BOLNCTBEHHOM I[JIOLAIKM)
PacCIIOJIOXEHHOW II0 ampecy

(ampec MecTa HaxXOXIOeHUS NPOM3BOINCTBEHHOM IJIOWAIKM)
[IpoM3BOOUTEJIL (MHOCTPAHHEM [IPOM3BOOUTEJIb) OCYUECTBJISET CBOK IeATeJIbHOCTL Ha

18.10.2016 N 755

dopma

KoHcynbTaHTINOC
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OCHOBAHMUM JIMLIEH3MM, BBIOAHHOM YIIOJIHOMOUEHHBIM OPI'aHOM CTPAaHH NPOM3BOIOMUTEJIS
(MHOCTPAHHOTO IPOM3BOOUTEJISA) (1 IOOKYMEHTA, Ha OCHOBa&HMM KOTOPOTO
MHOCTpaHHbHZ HpOMSBO,JZLMTeHb ocyumecTBJIdeT nedTeJIbHOCTB I1o HpOMSBO,JZLCTBy
JIEKAPCTBEHHBIX CPEenCTB)

(N, cpok meMcTBMSa (IPpM HaIU4UUU) ,
KakyM OPI'aHOM BHIIOAHA)

[lepeyeHb NPOMU3BOIOMMEIX JIEKAPCTBEHHEIX CPelCTB

N n\n| ToproBoe HaMmeHoBaHne MexayHapogHoe JlekapcTBeHHasa cdopma (Npy HanNu4uum) n
nekapCcTBEHHOro HenaTeHTOBaHHOEe [031poBKa
cpefcrtea HavMeHoBaHue
neKkapcTBEHHOro
cpeacTea

Bunel DesaTeJIbHOCTM NPOMBBOOUTEJIA (MHOCTPAHHOI'O MNPOM3BOOUTEJIA)

MponsBoacTBo hapmaueBTUYECKMX CyOCTaHLUMI

Mpou3BOACTBO NeKapCTBEHHbIX CPEACTB (flekapCTBEHHbIX (hopM)

M Pon3BOACTBO NMPOMEXYTOYHbLIX MPOAYKTOB

npOl/I3BOD,CTBO HepaC(baCOBaHHbIX JNIeKapCTBEHHbIX CpeacTB

YnakoBka (nepBuyHasi/BTOpn4Has)

BbinyckatoLwwmin KOHTPONb CEpPUM NeKapCTBEHHOMO cpeacTBa

Mpoyee (ykasaTb)

N I N I N I O I

KpaTkoe omnmcaHMe NPOMBBOAMTENA (MHOCTPaHHOTO NPOM3BOIUTEJIA)
M MHCIEKTUPYEMOM MNPOM3BOICTBEHHOM ILJIOWAaIN

HOaTa (Bl) OpeneOymero MHCIEeKTUPOBaHMUA <1>

VIHCIIEKTOPE, [IPOBOAMBIIME IpPeIbnyliee MHCIEeKTUpoBaHme <1>

Pe3ynbTaTEH M 3aMEUYaHMA NPenbdyleIro
MHCIEeKTUpOoBaHusa <1>
OCHOBHEIE M3MEHEHMs, MNPOM3oIelre CO BPEeMEeHM NPpeNHOyllelo MHCIeKTMpOoBaHMa <1>

KoHcynbTaHTINOC
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leslb MHCIEKTUPOBAHUA

MHCHeKTMpyeMbIe 3OHEL

[lepcoHaJ NPOMBBOOUTENA (MHOCTPAHHOTO MNPOMU3BOOUTEJISA), YUYACTBYOUUN B
NpoBeeHMM MHCIIEKTVMPOBAHUA

(mosmxuoctu, @.1M.0.)
[lepeueHb JOKYMEHTOB, TIIOJAHHHIX MNPOMBBOIMUTEJIEM (MHOCTPAHHLM MNPOU3BOIMUTEJIEM)
OJi9 NPOBEeNeHMS MHCIEeKTUMPOBAHMSA (OCHOBHOE HOOCbhbe IIPOMBBOIACTBEHHOM IJIOMWANOKM)

PesynbTaTE VMHCIIEKTVPOBAaHMA

1. dapmalleBTMUEeCKas CUCTeMa KauecTBa
2. IlepcoHamn

3. TlomemeHus u oBopymoBaHUe

4. JINokyMeHTalus

5. [pomsBOOCTBO
6

7

8

(

KouTposp kauecTBa
[IpoM3BONCTBO U INPOBEOEHME aHAJIM30B I10 KOHTPAKTY

. JeaTenpHOCTH, IIepemakBaeMas IOJid BHIIOJIHEHMSA IOPyT'OM OpTaHM3alLuu
ayTCOPCHUHT)
9. IlpeTeH3UM, OT3HB IPOLYKLUU
10. CaMoMHCHEKLUSA
11. Peanmzaluusa M TPAHCIOPTUPOBAHME MNPOIYKLMUU
12. OueHka OCHOBHOTO IOOCbe MNPOMS3BOICTBEHHOM IIJIOMANKM
13. IOpyrasa mHbopMaumsd

[lepeyeHb BEISIBJIEHHEIX HECOOTBETCTBUM TpeboBauMaAM [IpaBuil HaIjexalen
NIPOM3BOIACTBEHHON MNPaKTUKK <2>

MyHkT Mpasun MoapobHoe onucaHue BLISIBIIEHHOTO Knaccudumkaums
Hagnexawlemn HECOOTBETCTBUS HECOOTBETCTBUN
NpoOn3BOACTBEHHOW (kpuTHyeckoe,
NPaKTUKn CYyLLeCTBEHHOE,
HecyLLeCTBEHHOE)

KonnuyectBo 3K3eMMNnApoB OoT4eTa U UX nony4vyarenu

BeiBogbl B pesynbTaTe nNpoOBEAEHHONO0 WHCNEKTUPOBAHMSA  BbISBMEHbl HECOOTBETCTBUS
TpebosaHnam [lpaBun Hagnexawlen npOM3BOACTBEHHOW MPaKTUKW, KOTOpbIe
N3MNOXeHbl U KnaccnuunpoBaHbl B oT4eTe, BCErO: , U3 HUX:

HEeCOOTBETCTBUA, KOTOPbl€ BbI3biIBAT WUINN MNPUBOOAT K CyWEeCTBEHHOMY pPUCKY
BO3MOXHOCTU Npon3BoacTBa JiekKapCTBEHHOIoO cpeacrtea, onacHoro AnAa 340poBbA U

KoHcynbTaHTINOC
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"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBMM NMPOU3BOA... [lata coxpaHeHus: 27.01.2017
KU3HU KMBOTHOrO (manee - KpuTUdeckmne HECOOTBETCTBUS) -

HECOOTBETCTBMS, KOTOPbIE HE MOTYT KINacCUULMPOBATLCA Kak KPUTUYECKUE, HO:
NpUBENN K NPOU3BOACTBY MMM MOTYT MPUBECTU K MPOU3BOACTBY NEKapCTBEHHOrO
CpefcTBa, He COOTBETCTBYIOLLErO [OKYMEHTaM PerucTpaumoHHOrO A0CbE AAaHHOro
rniekapCTBEHHOrO npenapaTa; yka3blBaloT Ha CyLLEeCTBEHHOE OTKNOHeHUe oT [lpaBun
Hagnexawlen nNPOVM3BOACTBEHHOW MPaKTUKW; YKasbiBalOT Ha  CyLIECTBEHHOe
OTKIOHEHWe OT TpebGoBaHMI MHbIX aKTOB 3akoHodaTenbCcTBa B cdepe obpalleHust
NeKapCTBEHHbIX CPEACTB; YKas3blBalOT Ha HECNOCOOHOCTb  MHCMEKTUPYEMOro
cyObeKkTa OCyLIeCTBNSATb CEPUMHBIA  BbIMYCK  JIEKAPCTBEHHbLIX  MpenapaToB
OOHOPOJHOrO  kayecTBa  WAM  HECMOCOOHOCTb  YMOMHOMOYEHHOro  nuua
WHCMNEKTUPYEMOro CcyObekTa BhIMOMHATL CBOM  [OJMPKHOCTHble  006S3aHHOCTM;
KOMOMHaUMsi HECOOTBETCTBUA, HU OAHO U3 KOTOpbIX camo no cebe He sBnseTcs
CYLLECTBEHHbIM, HO KOTOpble B COBOKYNHOCTU MNPEACTABMSOT  CyLECTBEHHOE
HECOOTBETCTBME U JOSKHbI 0OBSACHATLCA U (OUKCUPOBATBLCA B KA4eCTBE TaKOBOMO
(oanee - cyLLeCTBEHHbIE HECOOTBETCTBUS) - ;

HEeCOOTBETCTBUA, KOTOPblE HE MOTYT KJ'IaCCI/I(*)VILI,I/IpOBaTbCFl KakK Kputun4yeckume wunu
CYLLECTBEHHbIE, HO YyKa3blBalOT Ha OTKNOHeHMe OT TpebosaHui [MpaBun
Hagnexawle MNPOU3BOACTBEHHOW MNPaKTUKM  (Oanee -  HecyLeCTBEHHble
HECOOTBETCTBMS) -

Ha momeHT nposegeHna MHCNekumn npoun3sBoanTenda COCToAHME Npoun3BoaCTBa
npn3HaeTcAa COOTBETCTBYHOLLNM (He COOTBeTCTByIOLIJ,I/IM) I'Ipasl/lnaM Hagnexawien
I'IpOVISBO,D,CTBeHHOVI NPaKTUKN.

VHCIIEKUMOHHBEIY OTUEeT COCTAaBJIEH UM IIONONMCAH:

(®.1.0. mMHCHEKTOpPA) (momnmcek, mara)

(®.1.0. mHCnekTOpa) (momnmuce, nmara)

<1> B cnyyae nposeeHus.

<2> Bce BbISIBfieHHble HECOOTBETCTBMSA OLEHMBAKTCA cormacHo TpeboBaHuaM [IpaBun Hagnexaiien
NPOVN3BOACTBEHHOWN MPaKTUKK, YTBEPXOEHHbIX npuka3om MwuHnpomTtopra Poccunm ot 14.06.2013 N 916 (panee -
MpaBuna Hagnexaiwlenn nNPON3BOACTBEHHOW MpakTukM) (3apernctpmpoBaH MwuHioctom  Poccun  10.09.2013,
pervctpaumoHHbin N 29938), ¢ nsmeHeHUsaMU, BHeCEHHbIMK Npukasom MuHnpomTtopra Poccumn ot 18.12.2015 N 4148
(3apeructpuposaH MuHioctom Poccun 28.12.2015, pernctpaumorHbin N 40323) ¢ npuBefeHMEM CCbINOK Ha MYHKTbI
HOPMaTUBHOrO NPaBOBOrO aKkTa.

MNpunoxeHne 3
K npukady Poccenbxo3Haasopa
ot 18.10.2016 N 755

dopma
denepanibHasa ciyxba IO BETEPUHAPHOMY M OUTOCaHMTAPHOMY HAaI30py
3aKkJIoueHme
O COOTBETCTBUUA HpOMSBO,HMTeJ'IH (MHOCTpaHHOI‘O HpOMSBOﬂMTenH)
HeKapCTBeHHbIX Cpe,HCTB OJ1da BeTepMHapHOI‘O HpMMeHeHMH TpQGOBaHVIHM

IIpaBml Haexamemn HpOMBBO,ﬂCTBeHHOﬁ IIPaKTUKN

N
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MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755

"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBUU MPOU3BOA... [ata coxpaHenus: 27.01.2017

depmepanbHas ciyxfa IO BeTepMHAPHOMY M GMTOCaAHMTApHOMY HAaI30pPY
NoATBEpPXIaeT, YTO

(moJIHOEe M COKpalleHHOe HaMMeHOBaHMe (NIpM HaJIuduu)
NPpOM3BOOUTEJIA (MHOCTPAHHOI'O MNPOM3BOOUTEJISA) JI€KAaPCTBEHHBIX

CPenCcTB IJis BETEPMHAPHOT'O INPMMEHEHMS)

Haxomammycsa IO ampecy ,

OCyle C TBJIIALMNNT IIPOM3BOICTBO JIeKapPCTBEHHBIX CpencTB mOJjid BETEPMHAPHOTO
NpYMMEHEHUsS [10 alpecy ’
Ha OCHOBAHMUM MHCIEKLMOHHOTO OTYeTa OT N

COOTBeTCTBYyeT TpeboraHuaAM I[IpaBuil HaOJjexalel NIPOM3BOACTBEHHOM NIPakKTUKH,
YTBEPXIEHHEIX MNPMKa30M MMHMCTEpPCTBa [POMBIIJIEHHOCTM I TOPTOBJIM POCCHUMCKOM
demepauunu or 14 wmoHa 2013 . N 916, M MOXET OCYWECTBJISTH [IPOU3BOACTBO

JIEKAPCTBEHHEIX CpencCTB OJ1A BETEPVMHAPHOT'O IPVMMEHEHMA COIJIaCHO IIPUMIIOXEHUMIO K
B3aKJIIUEHN, SABJIAKUEMYCS HEOTBEMIIEMOM €T'0 YaCThIO.

HacrTodumee 3akKJIKUeHMEe IIoATBepXagaeT COOTBETCTBME IPOM3BOIOUTEIIA (MHOCTpaHHOl"O

NPOMU3BOIUTEJIA) JIeKapPCTBEHHBIX CpencTs OJis BETEPUHAPHOTO IPUMEHEHUS
TpeOOBaAHUAM Ipaswnn Hamexauen IIPOMBBOICTBEHHOMN NPpakTUKM Ha IaHHOM
IPOM3BONCTBEHHOM IJjomanke c " " r. o " " T.

(®.1M1.0., OOJXHOCTBL)

(momnuce)
ITaTa BHOAYU
M.II
MpunoxeHue
K 3akntyeHnto
oT N

npOM3BOACTBOl4KOHTpOﬂbKaHeCTBa

|. MPOV3BOACTBEHHbBIE ONEPALMN - TEKAPCTBEHHbIE CPE[ICTBA (0603HauuTb HyxHOe
anakom "X")

1. CTepunbHble NeKapCTBEHHbIE Npenaparsl

|:| 1. NNekapcTBeHHbIE NpenapaThbl, NPUroTOBIIEHHbLIE aCENTUYECKMM NyTEM (Onepauun
06paboTkm ans crefyLwmx NekapcTBeHHbIX opM):

|:| KnOkue nekapcTBeHHble hopMbl 6onbLIOro o6bema

|:| XnZKue nekapcTBeHHble (hopMbl Manoro obbema

|:| avcrnepeuu

D nvuodmnusaThbl
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MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755
"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBMM NMPOU3BOA... [lata coxpaHeHus: 27.01.2017

|:| TBepAable NnekapCTtBeHHbIe (*)OprI N nMnnaHTatbl

|:| MSITKME NeKkapCTBeHHble hopMbl

[] Ipoumse JIeKapCTBEHHHE IIpelapaTH

(yxazaTb BUI NPOAYyKLUU
MY OeITeJILHOCTU)

|:| 2. NekapcTBeHHbIE Npenapartsbl, NoABepratoLmecs UHNULLIHOW cTepunusaumm (onepauum
06paboTkn Ans cregyoLmnx nekapcTBeHHbIX PopM):
|:| XMOKUE nekapcTBeHHble hopMbl 6onbLIoro o6bema

|:| XnaKue reKkapCcTtBeHHble (*)OprI Marnoro obbema

|:| TBEPAble NleKapCTBEeHHbIe (DOPMbI Y UMMNaHTaThl

|:| MSArkue nekapcTBeHHble hopMbl

D npounrme JIEKApPpCTBEHHEIE IIpellapaThl, JIeKapCTBEHHBE @OpMI::I

(yxkazaTp BUIO OPOOYKUUM MM IeSTeJIbHOCTM)

|:| 3. BbinyckaloLum KOHTPOIb KavyecTsa

2. HecTtepurbHble nekapcTBeHHble npenapaThbl

|:| 1. HecTepunbHble nekapcTBEHHbIE Npenapartsbl (onepauny o6paboTku Ans cregyoLwmnx
nekapcTBEHHbIX GopM):

|:| Kancyrnbl B TBepaor o6orovke

|:| Kancyrbl B MSArko obornoyke

|:| NUMMPErHNPOBaHHbIE NEKAPCTBEHHbIE (DOPMbI

|:| Xnakme nekapCcrBeHHble (*)OprI Ona Hapy>HOro npuMMeHeHus

|:| XnaKkne rnekapCcrtBeHHble (bOprI Ona BHYTPEHHEero npuMeHeHus

|:| npoyne TBepable NeKkapcTBeHHbIe (DopPMbl

|:| npenapartbl, Haxoadawmneca noa oaBneHnem

|:| MSITKME NeKkapCTBEHHbIe PopMbl

KoHcynbTaHTINOC

www.consultant.ru CrpaHuua 9 us 14
HaeXHas npaBoBas noaaepXxkKa



http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755

"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

COOTBETCTBUM NPOU3BOA...

[ata coxpaHeHnus: 27.01.2017

|:| cBeun (cynnosnTopumn)

|:| TabneTkn

|:| MOPOLLKM

D rpaHynbl

|:| TpaHcaepMarlribHble nNnacTbipu

|:| IIpounre JIeKAapCTBEHHBIE IIpellapaThl, JIeKapCTBEHHBE @OprI

(yKaBaTb By NPpOOYyKLMM WMIIN OesaTeJIbHOCTU)

|:| 2. BoinyckaroLwuin KOHTPOIb kayecTBa

3. buonoruyeckune nekapcTBeHHbIE CpeacTea

|:| 1. Buonornyeckue JleKapCTBEHHbIE CpeacTBa:

|:| MPOAYKTbI KPOBU

|:| MMMYHOorn4yeckasa npoaykuma Ha oCHoBe XUBbIX MUKPOOPraHM3MoB

D MMMYHONOrn4eckasa npoaykuma Ha ocHoBe MHaKTUBUPOBAHHbBIX MUKPOOPraHM3moB U
adHTUreHoB

|:| NpoAYyKTbl HA OCHOBE COMaTU4eCKUX KINeToK

|:| reHoTepaneBTn4eckme npoayKrbl

|:| MPOAYKTbI TKAHEBOW UHXEHEPUM

|:| BGuoTexHonornyeckas nNpoaykLusi

D NPOAYKTbI, SKCTparnpoBaHHbI€ U3 XXMBOTHbIX MCTOYHNKOB

|:| IIpoduad NponyKLIMA

(yxkazaTp BUIO OPOOYKUUM MM IeSTeJIbHOCTMU)

|:| 2. BbinyckatoLmii KOHTPOb KavyecTBa (nepeyeHb TUMOB MPOAYKLIMN):

|:| MPOAYKTbI KPOBU

KoHcynbTaHTINOC
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MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755

"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBUU MPOU3BOA... [ata coxpaHenus: 27.01.2017

|:| MMMYHOJ10rn4eckasa npoaykuna

|:| NpoAyKTbl HA OCHOBE COMaTU4YeCKUX KNeTok

|:| reHoTepaneBTUYECKNE NPOOYKTbI

D NPOAYKTbI TKAHEBOW UHXEHepPU

|:| BroTexHonorm4yeckas npoaykuma

|:| NPOAYKTbI, SKCTPArnpoBaHHbIE N3 XXUBOTHbLIX NCTOYHNKOB

[] npoyas NPONyKLMSI

(yKaBaTb By HNPpOOYKLMM WMIIN OeSaTeJIbHOCTU)

4. Npoun3BoACTBO hapMaLeBTUYECKON CyOCTaHUMMK

|:| 1. CTepunbHas npoayKums:

|:| nyTem BblaAeNeHnA

|:| nyTemMm cuHTesa

|:| 2. HectepwvnbHas NpoayKuus:

|:| nyTem BbloeneHuna

|:| nyTemMm cuHTesa

5. I'Ipoqaﬂ npoaykuma nnn npon3BoacTBeHHaa 0eATernbHOCTb

|:| 1. MpoussoacTeo:

D pacTUTEnbHON NPOAYKLMK

|:| romeonaTuyeckom npoaykumm

|:| IIpodUad NponyKUMA

(yxkazaTp BUI OpelapaTa MM OeSTeJIbHOCTHU)

|:| 2. CTepunusaums akTMBHbIX BELLECTB, BCMOMOraTerbHbIX BELLECTB, FOTOBOW NPOoayKLIMK:

|:| dunbTpaums

KoHcynbTaHTINOC
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MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755
"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBMM NMPOU3BOA... [lata coxpaHeHus: 27.01.2017

|:| CyXoXKapoBad cTepunmnsaunsa

|:| cTepunusaums napom

|:| XnMmnyeckasa crepunmsayna

|:| cTepunusauma ramma-m3nyvyeHmem

|:| cTepunnsauma aNeKTPpOHHbIM NU3rnyvyeHnem

[] 3. Ipouee

(yxkazaTp BUIO OPOOYKUUM MM OeSTeJIbHOCTM)

|:| 4. MNepBnyHaga (BHYTPEHHASN) YNaKoBKa:

|:| Kancyrnbl B TBepaon obonovke

D Kancynbl B MArkon obonoyke

|:| MMMNPEerHupoBaHHble NekapcTBeHHbIE POopMbl

|:| Xngkne nekapcrtBeHHble CbOprI ONA HAPYXHOIo NnpuMeHeHnA

|:| Xngkne nekapcrtBeHHble CpOprI Ona BHYTPpeHHero npuMmeHeHud

|:| npouyve TBepable NekapcTBeHHbIe PopMbl

|:| npenapatbl, HaxogsWwmecs nog gaBneHnem

D MSITKue nekapcTBeHHble hopMbl

|:| cBeun (cynnosmTopun)

|:| TabneTku

|:| TpaHcaepmMarlibHble nnacTbipn

[] npouyas NPOOYyKUMs, JieKapCTBeHHBE (QOpPME!

(yxaszaTb BUI OPOIYyKLUN
WY OeaTeJIbHOCTU)

|:| 5. BropuyHas (noTpebutenbckas) ynakoBka

KoHcynbTaHTINOC
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MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755
"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC
COOTBETCTBMM NMPOU3BOA... [lata coxpaHeHus: 27.01.2017

|:| 6. BbinyckaloLum KOHTPOIb KavyecTBa

|:| 7. Mukpoburonormyeckoe TeCTMpOBaHME: CTEPUITbHOCTb

|:| 8. Mukpoburonormnyeckoe TeCTMpOBaHNE: HECTEPUITBHOCTb

D 9. Xumunyeckoe (husnyeckoe) TeCTupoBaHmne

|:| 10. Buonorunyeckoe TecTunpoBaHune:. aHoMaribHad TOKCUYHOCTb

|:| 11. Buonornyeckoe TecTnpoBaHue: NMMPOreHHOCTb

|:| 12. Buonornyeckoe TecTunpoBaHue: 6aKTepVIaJ'IbeIe OQHOOTOKCUHDbI

|:| 13. bronoru4yeckoe TecTnpoBaHue: ucnblTaHne Ha rucCTammnH

|:| 14. bruonoruyeckoe TeCTMpPOBaHWE: UCTbITAHWE HA OENPECCOPHbIE BellecTBa

D 15. bruonoruyeckoe TeCTMpoBaHue: onpeaeneHne aHTUMMKPOOGHOM akTUBHOCTU METOAOM
anddysmm B arap

|:| 16. buonoruyeckoe TecTupoBaHue: apyrue

II. KOHTPOINb KAYECTBA NMPU MMIOPTE JIEKAPCTBEHHbIX CPELCTB (0603Hau1Tb HyXXHOe
3HakoM "X")

|:| 1. KOHTpOJ’Ib Ka4yeCTBa MMNOPTUPYEMDbIX JNTEKAPCTBEHHbLIX CPEenCTB!:

|:| MVIKpOGVIOJ'IOFI/I‘-IeCKOG TeCTnpoBaHuMe: CTEPUIIbHOCTb

|:| MVIKpOGVIOJ'IOFVI‘-IeCKOG TeCTnpoBaHMe: HeCTepuIiibHOCTb

|:| Xummudeckoe (pusnyeckoe) TecTupoBaHme

|:| duonoruyeckoe TecTnpoBaHue: aHomMmaribHad TOKCUM4YHOCTb

D duonoruyeckoe TecTnpoBaHuMe: NMPOreHHoCTb

|:| Buonorunyeckoe TeCTnpoBaHue: 6a|<Tepv|aanb|e OHOOTOKCUHbI

|:| ouonornyeckoe TeCTpoBaHuMe: ncnbiTaHne Ha rMCTaMmmnH

|:| Ouonornyeckoe TeCTUpoBaHMeE: ncnbiTaHne Ha genpeccopHble BellecTea
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MNpuka3 Poccenbxo3Haasopa ot 18.10.2016 N 755

"O6 yTBepXAeHUN (popMbl 3asiBNIEHNS O BblAaye 3aK/II0YEHNS O [JokymeHT npeaocTtaBneH KoHncynbTaHTIOC

COOTBETCTBUM NPOU3BOA...

[ata coxpaHeHnus: 27.01.2017

|:| Buonornyeckoe TecTMpoBaHue: onpeaeneHne aHTMMMKPOOHON akTUBHOCTU METOAOM
anddysnm B arap

|:| Bronornyeckoe TECTUPOBaHME NpoYee

D NPOAYKTbI KPOBY

|:| MMMYHOIOrm4yeckaa npoaykuma

|:| NpPoOAYKTbl HA OCHOBE COMaTU4YECKUX KIETOK

|:| reHoTepaneBTU4eCKMe NpoayKTbl

|:| NPOAYKTbI TKAHEBOW UHXEHEPUM

|:| BuoTexHonornyeckasi NpoayKLmns

D NPOAYKTbI, 3KCTparnpoBaHHbI€ U3 XXUBOTHbIX MCTOYHUKOB

|:| IIpoduad NponyKUMA

(yxkazaTp BUIO OPOOYKUUM MM OeSTeJIbHOCTM)

|:| 2. Mpoyas aesTenbHOCTb No UMNOPTY (BBO3Y):

|:| nnowagka uanyeckoro nmnopTta (Beo3a)

|:| UMMOPT NPOMEXYTOYHOrO NPOAYKTa, NoABepratoLerocs gansHenwen obpaboTke

[] npouee

(yxazaTp BUI NPOOYKLUUM MM OEeSTEJILHOCTH)

(®.1M.0., OOJXHOCTB)

(,J:LaTa BBIIA4YM BaKJ'[IOquMFI)
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