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3aupoc 0 MIPEeA0CTABJICHHH KOMMEPYECKHX IIDGLUIODKCHPIﬁ

®rAHY «®HIUPUIT um. M.II. Yymaxosa PAH» (MHCTHTYT MOTMOMHENHTA) IUIAHHPYET
TpOBeJEHHE TPOLEYPHl 3aKYIKH MeXKIyHapoAHBIX CTaHnaproB (manee - Tomap) ans Hyxn OIAHY
«DHITAPUIT um. M.IL. Yymakora PAH» (MHCTHTYT monMoMHeNnuTa) B COOTBETCTBHH ¢ (DeliepasbHbIM
3akonoM oT 18.07.2011 N 223-®3 «O 3akynkax TOBapoB, paboT, YCIyr OTAETBHEIMHA BUAAMH FOPHIHYECKHX
JTHLY.

Cnocol 3aKynkH — 3aKynKa y €IMHCTBEHHOTO IIOCTaBINMKA (IIOAPANYHKA, HCIIONHHTENS) B
OTHOLIEHMH KOTOpPhIX YupexaeHHeM chopmupoBan PeecTp  yTBEpXKIEHHBIX  MOCTaBIIHKOB
(npou3BoaMTENEN) Ha OCHOBAHHK MPOBE/ICHHOM ONEHKH (KBalH(HKAlKK) B COOTBETCTBHH C [IpaBuiamu
Haiexamei TIPOH3BOACTBEHHON  MPAaKTHKH, YTBEP)KIASHHBIMH  TIPHUKa30M MurHCcTEpCTRa
TIPOMBIIIIEHHOCTH ¥ TOProBin Poccuiickolt @enepanuy ot 14 mions 2013 r. Ne 916 u (unm) [Npaeunamu
HajJIexalleil NpPOM3BOJACTBEHHON TNpakTHKM EBpasMHCKOro 3KOHOMHYECKOTO C€O0i03a, YTBEPXKACHHBIMH
Pemennem Corosa Espasuiickoii skoHoMudecKkoi komucenn oT 03.11.2016 1. Ne 77 1 B COOTBETCTBHH ¢ 1116
1.4 pasnena 2 raset [V [Tonoxkerus o 3akynke @enepaibHOro rocyAapCTBEHHOT0 aBTOHOMHOTO HAYIHOTO
yapexaenns «DenepansHplii HaydHBI HEHTP HCCIENOBaHMH W pa3pabOTKH HMMYHOOHOIOTHYECKHX
npenaparos uM. M.IT. UymakoBa PAH» (MECTHTYT mONHOMEENNTA), YTBEPK/ICHHOTO HaOIIOaTEIbHBIM
coetom 08.06.2021 r. Ilporoxomom Ne 01 ot 08.06.2021 r., ¢ H3MEHEHHSIMH, YTBEP)KICHHBIMH
ITpotoxomom Ne 2 ot 03.08.2021 r., ITporokomom Ne 8 ot 27.05.2022 r., TTpoToxosmom Ne 10 ot 16.09.2022
r. u tpebGopanmii ®enepanbHoro 3akora ot 18 moma 2011 r. Ne 223-®3 «O 3akynkax ToBapos, pabor,
YCIIYT OTAEIbHBIMH BHIAMH FOPHIMYECKHUX ALY,

ITpocumM npenocraButs HEGOPMAIHIO 0 cTonmocTr Tosapa, ykasannoro B Tabmume Ne 1.

B croumocts ToBapa H0MDKHO BKIIIOYATHCA:

- mpownsBoacTBO/mpHOoOpeTenue Topapa;

- noctaBka (mepeBo3ka) Toapa no ckirana 3aKka3umka;

- IOTPY309HO-Pa3rPy304HbIe pabOThL;

- HCIIOJTHEHHE TapaHTHHHEIX 0053aTENBCTR;

- pacXoibl MO CTPAXOBAaHWIO, YIUIATA TAMOXKEHHBIX M MWHBIX IIOLUIMH, HAIOrW, COOpBI, Apyrue
obs3aTenbHble TUIATEXH M MHBIE 3aTpaThl, CBSI3aHHEIE C IIOCTABKOMH, IPOM3BOICTBOM, TIPUOOPETEHHEM
ITocraBmukom ToBapa;

- monydenwe [[OCTABIIHKOM HEOOXOIMMBIX paspellHTCIPHBIX JOKYMEHTOB Ha TMOCTaBKy, BBO3,

TparcnopTupoBky ToBapa (B cIy4ae HEOOXOMMMOCTH).
Tabnuma Ne 1:



Ne
i HaumeHoBaHue TOBapa TexHu4ecKkHe XapaKTepHCTUKH ToBapa® En. uzm. Koa-eo
MeskryHap o HEIH CTaHnapT BeemupHo#
OpTraHu3aliy 31paBooXpaHeHH .
MexayHAPOIHEIH CTaHIAPT HHAKTHBHPOBAHHOM
BAKLHHEI TPOTHB NoTHoMuenuTa Ca0uHa.
Koz NIBSC: 17/160.
Hacroswuit MexIyHapOAHBIK CTaHIApT LOJDKEH
MemHapogHHﬁ cTaHJapT Sabin [PENACTaBIATE coboit KHAKYIO TPEXBANIEHTHYIO CMECH
1 Inactivated Polio Vaccine (sIPV) HHaKTHBUPOBAHHBIX (opmanbaerunoM - 9
(WHO Ist international Standard) 17/160 OIHOBANIEHTHEIX MYNOB ToNHOBHpyca C36uHa THa 1, ’
NIBSC 2u3.
ConepsaHue aMIIyJIsL:
0,5 mn 06beMHOM HHAKTHBUPOBAHHOH
MOJTHOMHEMUTHOH BakuuHEl Ca0MHa,
Temmneparypa xpanenus: -70°C.
HHCTpyKIHY TI0 TIPHMEHEHHIO: HAITHYHE.
Dacoska: 1 ammyra.
MexayHapoXHBIH cTaHnapt BcemupHoit
OpraHMU3alKH 3PaBOOXPAHEHH.
3-it MexmyHapo/HEIH CTaHOAPT MHAKTHBHPOBAHHOH
BakuHHBE! mpoTHe nomdomuenuta. Kon NIBSC:
12/104.
Hacrosmu# MexaynapoAHbli CTaHAAPT NPHTOJEH
IUls  ONpENeNieHHs  aHTHTEHHOTO  COMEpiKaHMA
, MeskyHaposi crasmapt s IPV12/104 uﬂamﬁaugonfii:?:un MONMOBUPYCHOR  BAKIIMHBI 0
(3 rd International Standart) 12/104 NIBSC | METOAOM i VIlro. UIpSNapar JOMKCH MPCACTABIATS | M.
coBow KHUIKYIO TPEXBAJIEHTHYIO cMech
WHAKTHBHPOBAHHBIX ¢dopmasbaerHIoM
OIHOBAJIGHTHBIX IMYyJNOB TOMHOBHpyca THma 1
(Maxonu), nommosupyca THma 2 (MO®) u
noyoBHpy ¢ 3-ro Tra (CaykerT).
Temmnepatypa xpanenus: -70°C.
WHCTPYKUNH 110 TPHMEHEHHIO! HAJTHYHE,
®dacopka: 1 ammyna.
MeskayHapOoAHBIH CTaHAapT Beemupro#
OpTraHH3alHK 3/7PaBOOXPAHEHHUS.
7-# MexIyHapOIHEIH CTaHIAPT BaKLMHEI IPOTHB
Gewencrsa. Ko NIBSC: 16/204.
MexnyHaponneii  craHgapT (IS) J[ng  BakIMHEI
npoTuB GELICHCTBA JOMKEH MCMONB30BATECS IPH
CTAHIAPTH3AIIMA BAKLIMH POTHB GEIIEHCTRA B TECTAX
MesxayHaponHslii cranaapt 7th WHO moTeHnmy Memmel NIH ® B Tectax in vitro Ha
7 | International Standard for Rabies Vaccine, COJIePIKAHHE TJIMKONPOTCHHOB. IIT. 5
16/204 NIBSC CopepsxaHHe aMITyJIbl:
cyGruMupoBaHHbIR ocTaTok 0,5 MI ATMKBOTEI
KOMMEp4ecKOH BaKLIMHBI MPOTHB GelleHCTBa,
conepuxameil *HaKTHBHpOBaHHEIH BHpyc [TuTMana
Mypa, BRIpaLIeHHEIH B KIeTkax Vero.
Temnepatypa xpanenus: -20°C,
HHCTPYKLHH 110 MPAMCHCHHIO! HaNTHYHE,
Qacogka: 1 ammoyia.

OcHoBHEBIE yCI0BHS HenotHeHns Jorosopa:

Mopsgok onnaTei: Oruiata OCyIIECTRIsIETCS 0 GE3HATHYIHOMY PacyeTy 3a (HaKTUYECKH MOCTABICHHBIA
Toap B Teuenue He Gomee 7 (cemu) paboduX JHEH ¢ IaThl IPHEMKH IOCTaBjeHHOro ToBapa H
poanucadus CTOpoHaMM TOBapHOM HaKIagHOM, TPaHCIOPTHOHM HAEKIagHOW, a TakKe TIocie
npenocTapiaeHus [10CTaBIIMKOM CYeTa Ha OIUIATY M cueTa-(haKkTypsl.

Mecto u cpox mocraska: 108819, r. Mocksa, moceneHue MockoBckui, mocenok HHcTHTyTa
MOJMOMHeNINTa, HoMoBiageHne 8, xopmyc 1, ®IAHY «®HIIWPUII am. M.IIL Yymaxosa PAH»
(MactutyT mommomuernuta). [locraska ToBapa oOCyIecTBasercs B TedeHne _ )
KaJeHNapHBIX JHEH CO IHs, CIEeIyromero 3a JHeM 3akmoueHus [lorosopa. Cpok nocmasku Tosapa
HeoOX00UMO YKA3GMb 8 KOMMEDYECKOM NPeO0NCEHUU.

Cpoxk roanoctn ToBapa ycTaHaBIHBAeTCS B MPEJIENAX CPOKA FOAHOCTH, YKa3aHHOTO ITPOM3BOAHTENIEM
Ha ynakoBke Tosapa. OCTaTOYHEIH CPOK TOAHOCTH Ha TOCTABIAEMBIi ToBap oikeH ObITh He MeHee 80%
OT rapaHTUPOBAHHOTO CPOKA FOAHOCTH Ha AE€Hb MTOCTABKH.




Ocobennocra: [pouenypa 3akymkud OyHeT HTPOBOAUTHECS B COOTBEICTBHH C TpeOOBaHHIMH
Denepaneroro 3akoHa ot 18 moms 2011 roma Ne 223-@3 «O 3akynmkax ToBapoB, paboT, yCIyr
OTHEIBHBEIMH BHIAMH IopHAnYecKux mun» u Ilonoxenus o 3akynke @enepalbHOro rocyaapcTBEHHOIO
ABTOHOMHOI'O Hayd4HOro yupexaeHus «®DemepancHbld HaydHBIH IEHTp HCCIeXoBaHHMH M pa3paboTKH
WMMyHOOMONOrHuecknx npemapatoB uM. M.IL Yymakosa PAH» (MuctuTyT DONMHOMHENTHTA),
yTBeprkaeHHoro HabmonarensaeM coBetoM 08.06.2021 r. Ilportokomom Ne 01 or 08.06.2021 r, ¢
U3MeHeHusMu, yrepikaeHHsmMHE [IpoTokomom Ne 2 ot 03.08.2021 r., ITpotoxomom Ne § ot 27.05.2022 1,
[Tporoxonom Ne 10 ot 16.09.2022 r. u TpeSopanuii @enepansroro 3axona ot 18 moma 2011 r. Ne 223-
@3 «O 3akynkax TOBapoB, paboT, YCIYT OTACIBHBIMHE BHIAMH IOPHAHYECKHX JIHIIY.

OTBETHI IOIKHEI BBITH MOJAHEL C « QZE» LA — 2023 1. 110 « ﬁ » MOAINE
E

2023 r. BKIIOYHTENTBHO 110 aapecy: umto@chumakovs.u.

Pexomendyem 6 meme nucema ykazame HOMep 3anpoca KOMMePYecKux npeoioNceHun,

B xommepueckom npednodicenuu 06s13amenvHO O0NCHL DbIMb PEKEUSUMbL: HOMED U 0ama.

IIposederue oannoil npoyedypul coopa ungopmayuy He ene4ém 3a co60m 603HUKHOBEHUA KAKUX-
aubo obsazamenveme 3aKazHuKa.

Ipu nanusuu mexuuyeckux owubox u nemoynocmei npu onucanuu Toeapa npocum coobujume
3axasuuxy.

Ecnu ocnoenvie ycnoeus ucnonuenus [Jozoeopa omaudaiomcs Om NpeonoNCEHHbIX — HPOCUM
coobwums 3axasyuky 6 Kommepueckom npeonoxcenuu.
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