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npuMeHeHus"
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3aperucTtpupoBaHo B MuHiocte Poccum 28 Hos6pst 2022 1. N 71170

MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOW ®EOQEPALINU

NMPUKA3
ot 18 okTA6pa 2022 r. N 674H

OB YTBEPXOEHUU ®OPMbl PEECTPA
BbIAAHHbIX 3AKMIOYEHUN (PA3PELUUTENBHbIX AOKYMEHTOB) HA BBO3
B POCCUMCKYIO ®EAEPALMIO U BbIBO3 U3 POCCUNCKON ®EQEPALIUA
BUOJNTOMM4YECKUX MATEPUAINOB, MONMYYEHHbLIX NMPU NPOBEOEHUN
KNMAHUYECKOIo UCCINEAOBAHUA NEKAPCTBEHHOIO MPEMNAPATA
AnA MEQUMUUHCKOI o NPUMEHEHUA, PELLEHMA OB OTKA3E B BbIOAYE
3AKIIOYEHUN (PA3PELUUTENbHbIX D,OKYMEHTOB) HA BBO3 B POCCUMNCKYIO
®EAEPALMIO U BbIBO3 U3 POCCUNCKON ®EAEPALIUM BUONOMMYECKUX
MATEPWANOB, NONYYEHHBLIX NMPU NPOBEAEHNN KNUHUYECKOIO
MCCNEOOBAHUA NEKAPCTBEHHOI'O NMPEMAPATA
ansa MEAMUMHCKOro NPUMEHEHUA

B cootBetctBUM C nyHKTOM 9 [MpaBun BBo3a B Poccuiickyto degepaumio u BbiBO3a M3 Poccuinckon
depepaumm OGUOMNOrMYECKUX MaTepuarnoB, MOMYYEHHbIX MNpPUM MPOBEOEHWM KITMHWYECKOrOo UCCrefoBaHus
NIeKapCTBEHHOro npenapaTa Ans MegULUHCKOrO NPUMEHEHWs, YTBEPXXOEHHbIX NOCTaHoBNeHnem paBntenscTea
Poccuiickon ®epepauun ot 14 mapta 2022 r. N 363 (CobpaHue 3akoHogatenscTtBa Poccuiickon denepaunn,
2022, N 12, ct1. 1848), npukasbiBato:

1. YTBepautb npunaraemyto bopmy peectpa BblAaHHbIX 3aKMnioyYeHui (pa3pelumnTenbHbiX JOKYMEHTOB) Ha
BBO3 B Poccunckyto Pegepaumio n BbiBo3 n3 Poccunckon ®egepauum 61Monormdecknx Matepuarnos, NosyyYeHHbIX
npy NpoBedeHNU KITMHUYECKOro UCCNedoBaHMSA NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro NpUMeEHEHWs,
pelleHnin 06 0TKase B Bblgayve 3aknoyeHun (paspeLlumnTenbHbliX JOKYMEHTOB) Ha BBO3 B Poccuiickyto depepaumto
n BbIBO3 U3 Poccuickon denepaumm 6nonormyecknx MaTepuanos, NOMyYeHHbIX NPY NPOBEAEHWUN KITMHWUYECKOrO
nccrefoBaHUs NekapCTBEHHOMO Npenapara A8 MeauUMHCKOro NPUMEHEHNS.

2. lpu3HaTtb yTpatwuBwWMM cuny Opukas MuHWCTEpPCTBa 34paBOOXPAHEHUS UM COLMANbBHOIO pPas3BUTUSA
Poccunckon ®epepaumm ot 2 HosAbpa 2010 r. N 951H "O6 ytBepxgeHun opmbl peecTpa BblAaHHbIX
paspelueHuii (peweHnin o6 oTkase B Bblgade paspeLleHuin) Ha BBO3 Ha Tepputoputo Poccuiickon degepaumm u
BbIBO3 3@ Npeaensl Tepputopumn Poccuiickon ®egepauum buonormyeckux matepmanos (06pasubl 61onornyeckmx
XWOKOCTEW, TKAHEN, CEKPETOB M NPOAYKTOB XU3HEAEATENbHOCTY YenoBeka, (U3MOoTorMYecKMX 1 NaTornormyecknx
BblOENEHNI, Ma3KoB, COCKOOOB, CMbIBOB, MMWKPOOPraHW3moB, OVMOMNCUMHBLIA MaTepwuar), MNOMyYeHHbIX Mpw
NpoBEeAEeHUN KIMHWMYECKOTO WCCreoBaHUs NeKkapCTBEHHOro npenapata Ansg MeauuUMHCKOro MnpumeHeHus"
(3apeructpuposaH MuHuctepctsom toctuummn Poccuiickon deagepaumm 30 HoA6psa 2010 r., pernctpaumoHHbin N
19085).

MuHucTp
M.A.MYPALLKO

YTBEepxaeHa

npukasoM MyuHUCTepCTBa 30paBoOXpaHeHus
Poccuickon ®egepauum

oT 18 okTabps 2022 r. N 674H

dopma
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Peectp

BblJAHHbIX 3aKITHOYEHUI (paspeLlumnTenbHbIX AOKYMEHTOB) Ha BBO3
B Poccunckyto Pegepaumio u BoiBo3 n3 Poccunckon ®egepauum

BGronorm4ecknx maTepmarnos, NosTyYeHHbIX NpU NpoBeAEHUN

KITMHUYECKOro UCcrneaoBaHus NekapCTBEHHOro npenapara
ANt MeAMLMHCKOro NpUMEHEHUS!, peLlleHnin o6 oTkase B Bblaaye
3aknioveHnn (paspelunTenbHbIX JOKYMEHTOB) Ha BBO3 B Poccumnckyro

depepaumto 1 BbIBo3 13 Poccunckon ®egepaunm Gruonornyecknx

MaTepuarnoB, MOSTy4YeHHbIX NPY NPOBEAEHNN KITMHUYECKOTO

nccnegoBaHMs NeKapCTBEHHOro npenapara
ONa MeOULMHCKOTO MPUMEHEHUs

|. CBeaeHUs 0 BblgaHHbIX 3aKMHOYEHMSAX (paspeLumTerbHbIX

OOKyMeHTax) Ha BBo3 B Poccuiickyto deaepaumio 1 BbIBO3

n3 Poccuiickon ®enepauumn 6GUonornyeckux Matepuarnos,
nony4yeHHbIX Npu nposegeHnn KnnHNM4eCcKoro nccrnenoBaHna
lekapCTBeHHOro npenapata gnda MeanumnHCKoro npuMeHeHua
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N | Homep | Hanme Homep HaTta Bua Lenb Hanme | Homep n Homep HanmeHoBa Bua Ko | Cpok | Cra
n/ " HOBaHMe | 3akmno4e 3akniode | onep | BBo3a/Bbl | HOBaHMe | JaTa pa | npoTokona Hue ovono | nuuye | gewn TyC
n | para opra HUS HUS auum BO3a neka 3peLue KNMHU4e | opraHusaumu, rmye CTBO |CTBUS| 3asn
3ad | Hu3aumm | (paspewmn | (paspewwm |(BBO3/| ©OMono pCTBEH | HUA Ha CKOro B agpec CKoro Ka 3a Bne
Bne 3asBM TENbHOIO | TENbHOro Bbl rmye Horo npoBege | uccnegosa KoTopou MaTepu | XOOr | KoY | HMA
HYSA Tens OOoKyMme OOoKyMme BO3) CKOro npena Hue HWs Neka | ocyliecTBnsie ana o] eHust
HTa) HTa) Marepu pata KNUHN4Ye pPCTBEH TCH BbIBO3 (Hanme | Buga | (pa
ana CKOro HOro Ouonornye |HoeaHvMe | Ou | 3pew
uccne | npenapaTta CKUX 6uono | ono |utenb
JOBaHuA MaTepuanos rmye rmye | Horo
neka (oTkynoa CcKkoro | ckoro | Ao
pCTBEH ocylwiecTBnsie |Matepya| Ma | Kyme
HOro TCH BBO3 na) Tepu | HTa)
npena Buonornye anawu
paTta CKUNX eou
MaTepuanos) HuLa
n3ve
pe
HYS
II. CBegeHus 0 BbiAaHHbIX peLleHusix 06 oTka3e B Bblgave
3aKMYEHNN (pa3peLlunTenbHbIX JOKYMEHTOB) Ha BBO3 B Poccuickyto
depepaumio u BbiB03 N3 Poccunckon ®egepaunm Grnonornyecknx
MaTepuarnos, NOMy4YeHHbIX NPy NPOBEAEHNMN KITMHUYECKOTO
nccrnefoBaHusl ekapCTBEHHOMO Npenapara
0N MEAULIMHCKOIo NpUMEHeHMs
N |Homep n pata| HaumeHoBaHue Bug onepauun HavnmeHoBa Howmep n gata Homep npoTokona Crartyc
n/n| 3asBneHus opraHu3aumm (BBO3/BbIBO3) Hue paspeLUeHns Ha KIMHUYECKOTO 3asBne
3asABUTENS nekapcTBeH npoBegeHne nccrnegoBaHus HUA
Horo KNMMHWNYECKOTO neKkapCTBEHHOrO
npenaparta nccrnegoBaHus npenaparta
NeKkapCTBEHHOTrO
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