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®IAHY «OHIIMPUITI wm. M.IL Yymakopa PAH» (MHCTHTYT NOIMOMHENNTA) IUIAHHPYET
IIPOBEIEHHE IIPOIIE/TyPHI 3aKyIIKH PEAreHTOB JULT HAyJHEIX rccienoBanuit (nanee - ToBap) B COOTBETCTBAY
¢ QenepaTbHBIM 3aKOHOM OT 18.07.2011 N 223-®3 «O 3aKkylKax TOBapoB, paboT, YCIyT OTACTbHEIMH

BHJIAMU IOPUIMYCCKUX JIAID).

HpOCI/IM IIpea0CTaBUTh I/IH(l)OpMaIII/IIO 0 IIEHaX U yCJIOBHUAX TIOCTAaBKH Ha yKaSaHHBIf/'I HHUXXE TOBap:

Tabmuma Ne 1

Ne HammenoBanue

XapakTepHCTHKH . | En. | Ken-

H3M. BO

CempMoH
MESKTyHapOIHBIH
cragmapT BO3 Ha
BAKI[UHY IIPOTHB
6emencTsa, 16/204,

BOJIBL).

JIyist KCTIOTTB30BAHAS B IMMYHO(QEPMEHTHOM aHAIM3E HA
COZIepIKaHMeE TIIMKOIIPOTEUHOB J03a JOJDKHA COCTaBIIATE:
He Menee 2,5 ME/ammyina (5,0 ME/mu1, eci COEpXIUMOe
passezneHo B 0,5 M JHACTHILITHPOBAHHOHN BOJIBL).

TI71s1 OTIpeIENICHHS COIEPIKAHIS ITTUKONPOTCHHOB B
CHIBOPOTKE KPOBH, MCHOJIb3yeMOH IpH TIIIP, mo3a

1 Mesx{yHapOIHBIA CTaHNapT Ha aHTHPAOHIECKYIO IT. 5
BAKIMHY HCTIONB3YETCs IPH CTaHIapTH3AHNH
aHTHPaOMIECKOH BAKIWHBI B TECTAX HA AKTUBHOCTD, Ha
3¢ (heKTUBHOCTS y MBINICH H B HCCIIEOBAHMAX in vitro Ha
CoJiepIKaHHe TITHKOMPOTEHHOB.

7-# MeXIyHApOJHBIA CTAHAAPT JOJDKCH OBITH TIOTyYEH
w3 K1eToK Vero. COIepiKUT 9e0oBedecKui abOyMUH B
KadecTBe CTaOMIU3aTOpa.

Orcytersue PHK: Bupyc renaruta B (HBsAg), anTH-
BUY, supyc renaruta C (HCV).

Tl KCIIOMB30BAHKS B TECTaX Ha 5p(EKTHBHOCTE ¥
MBIIIeH 103a JOJDKHA COCTABIIATE: HE MEHES 8,9

NIBSC mmu sxpuBanent. | ME/ammyna (Ipu pasBefieHun B 1 M1 JUCTHITAPOBAHHOK




JIOJDKHA COCTABIIATH: He MeHee 2,9 ME/ammyna (5,8
ME/Mi1, eciiit COIEpKUMOE pa3BeICHO B 0,5 M
JCTAIUIAPOBAHHOM BOJIBI).

[Ipemapat JOIDKEH OBITH pachacoBaH B aMIIyIIbl 1
[IO{BEPTHYT CyOTMMAMOHHON CYIIKE. Kaxmas amiryna
COEP)KHT CYOIMMUPOBAHHBIN OCTATOK HE MCHEE 0,5 Mt
AIMKBOTH KOMMEPUECKO# BaKIFHBI IIPOTHB OCIEHCTBA,
cojepianieil THAKTHBUPOBAHHBIA BHPYC ITurmana Mypa,
BEIpANIEHHEIA B KJIeTKax Vero.

Tperuiit MeXTyHAPOIHEIH
cragmapT BO3 Ha
aHTHpaOIEeCKUH
HMMYHOTJIOOYJIHH
19/244, NIBSC unu
SKBUBAJIEHT

MesxTyHapOIHBIN CTaHIapT UCHIOIB3YeTCs LT
KaTHOPOBKH ¥ FAPMOHM3AIIHA CEPOTIOTHHCCKIX
aHAJIHW30B, BRIABISIONINX HEATPATU3YIOMKC aHTHTC]IA
IIPOTHB BUpyca OEMEHCTBA C MOMOIIBIO TeCTa Ha
prrubupopanue odara (RFFIT) 1 Ha HEHTPANH3AIHIO
BHpyca QIyOPECIIEHTHEIMA aHTATCIIAMH (FAVN).
Tperuit MEXTyHAapOIHBIA CTAHAAPT BO3 comepxut
qeI0BeUeCKUi aHTHPAOMIeCKUit IMMYHOTJIO0 Y IHHA
(HRIG)

Orcyrereue PHK: Bupyc remarara B (HBsAg), anTu-
BUY, supyc renarura C (HCV).

JUiis MICTION30BAHKS B aHAIA3E OBICTPOTO
uHrH6HpoBanust GoKycoB (IIFOOPECHECHIIH (RFFIT),
11033 TOJDKHA COCTABIIATH He Meree 164 ME/amimyra.
Jl71st OTIpe/IeTICH s CBA3BIBAIOIIMX AHTATEI ¢ IOMOIIHIO
AMMyHO(DEPMEHTHOTO aHau3a KPOBH, 71032 OJDKHA
cocTaBiaTh He MeHee 128 ME/ammyna.

Bec CyXOro HAIIONHEHH B aMIIyNe COCTABILICT HE MEHCE
0,46%

Kaskzias aMmIrysia COEpIKAT CyOTMMUPOBAHHBIH
SKBUBAICHT He MeHee 0,5 MII IEKapCTBeHHOH cyOCTaHIMH
HeIOBEYECKOTO AHTUPAOHIECKOr0 MIMMYHOTIIO0 Y IHHA
(HRIG). Marepuan TOIDKEH OBITH U3TOTOBIIEH C
MCIIOMb30BAHMEM eIHHHUI plama, COOpaHHbIX Y
BaKIIMHUPOBAaHHBIX JIOHOPOB.

[lepBr1it
MEXyHAPOAHBIA
cragnapt BO3
MHAKTHBUPOBAHHAS
nonuosakipHa Cabuna
(sIPV) 17/160, NIBSC
WJIA DKBUABAJIEHT

MexIyHApOIHBINA CTaHAaPT UCIOIB3YETCS I
OIIpeIe/IeHAs. aHTUICHHOTO CONEPIKaHus BUpYyCa sIPV ¢
IOMOIITBIO aHATM30B in Vitro.

[IpemapaT IpeACTaBIsIeT coOOU KUIKYIO TPEXBATCHTHYIO
cMeCh HHAKTHBAPOBAHHBIX (hOPMabACIHIOM
OHOBAJICHTHBIX IIyJIOB BEpYyCa MOIHOBHPYCa Cabmna 1,
2 1 3 THIIOB.

B ammyne ue Meree 100 EJI/Mi fns monmuoBHpyca 1-ro
THUIIA.

B ammyne He Mexee 100 EJI/mit s monuoBHpyca 2-To
THIIA.

B ammyse He Meree 100 EJI/mi juist OMMOBApPYCa 3-ro
THIIA.

e, Ell/mn - Enunnna D-anTarena Cabuna Ha
MUJUTAITATD.

B xax10¥ aMIryJie COIEPIKUATCS: HE MECHEE 0,5 M
WHAKTUBUPOBAHHOM IOJIMOBAKIIMHEL CabuHa.

IIIT.




4 | MexryHapomsbIil craniapT | MexmyHapOHbIA CTAHAAPT TIOAXOMHIT st onpenernenns | T
JUT MHAKTHBMPOBAHHOH | aHTHTEHHOI'O COJICPKAHU BUPyCca sIPV ¢ moMOIIBI0
[OJTOMEETATHOM BaKIK | aHAIM30B in Vitro.

upr (IPV) 12/104, NIBSC | TIpenapar mpe/icTapsieT Co0O0H JHHMAKYI0 TpeXBaJIeHTHYIO
WIH OKBUBAJICHT. cMech HHAKTHBUPOBAHHBIX bopMaTbaCTUAOM
MOHOBAJIEHTHBIX IIyJI0B TomoBHpyca Tuna 1 Maxonu
(Mahoney), monuoBApyCa TAIA 2 (MEF) u mommoBupyca
tuma 3 Caykert (Saukett).

OTCyTCTBHE CBIBOPOTOYHOIO anp0ymMuHA. OTOT CTAaHIAPT
IpenHa3HaIeH I UCIONB30BAHMIS C MHAKTHBHPOBAHHOM
IOJMOMIEIUTHOM BaKITUHBI, H3TOTOBJIEHHON U3 AKAX
[IITAMMOB BHpYCa ITOJHOMUEIINTA, M3TOTOBJICHHOM M3
mrammoB CaluHa.

B ammyie He MeHee 277 eIUHHMIl aHTUTCHA D ma M ais
aHTHreHa THNa 1.

B ammysie He MeHee 65 e[MHHAI aHTHICHA D na M 11s
aHTWTeHA THIA 2.

B ammyne He MeHee 248 eUHUI] aHTUICHA D ma M1 g
aHTUTCHA THIA 3.

CTaH/apT MCTONB3YeTCs [Uis KaTuOPOBKH 1a00paTOPHEIX
pedepeHTHEIX PearcHToB, KOTOPHIC OynyT
ACIIOTB30BATHCS B aHAIM3AX in Vitro st OMpeNeCHI
QHTUIEHHOTO COJEPKaHN] HHAKTHBUPOBAHHBIX
OJIMOBHUPYCHBIX BaKIUH.

Marepural OCTaBIIAETCs B CBOEM OKOHYIATEIBHOM
opMaTe ¥ He JJOIDKEH OBITh JIOTIOIHATEIEHO paz6aBIeH.

Cpox nocrasku Tosapa: ___ ( ) KaleHJapHEIX JHEH CO JHA, CIEAYIOMEro 3a
mEeMm 3axmodenms Jloropopa. Cpok hocmasKu Tosapa HeobxXo0uMoO YKasame 6 KOMMepPHEeCKoM
NpeONoAHCEHUU.

Mecrto nmocrasku Tosapa: 108819, r. MocKkBa, IMOCEIICHUE MockoBckuit, mocenok MHCTUTYTa

" mommomuenuTa, oM 8, xopmyc 1, ®TAHY «®HIPUIT um. M.IL Yymaxosa PAH» (UnctutTyT
[OIAOMUEITHTA).

IpeanoiaraeMbie CPOKH IPOBeIEHHs NPOLETypPEI sakymku: gexabps 2024 1.

TpeGoBaHus K Ka4ecTBY U 0e30IMaCHOCTH TOBAPOB:

[IpemnaraeMblif K TIOCTaBKe TOBap JIOIDKCH COOTBETCTBOBaTh TpPeOOBAaHUSIM H HOpMaM,
YCTAaHOBJIEHHBIM HOPMATHBHBIMY JOKYMEHTAMH, neficTByromumu B Poccutickoil Desiepariy.

IopsiioK MOCTABKA H NPHEMKH Tosapa

[Toctaska ToBapa MODKHA OBITH BBIIONHEHA Ka4eCTBEHHO M B CpOK, C COONIONEHHEM BCEX
TpeGoBaHuil JOKyMEHTAIMH Ha mocrapnsgeMbiii ToBap, a Takke ¢ COONONEHUEM TpeGoBaHMH TEXHUKH
6€30MACHOCTY, CAHUTAPHO-TEXHAYECKIX HOPM, TEXHMIECKAX PEITaMEHTOB H HOPMATHBHBIX IIPABOBBIX
JIOKYMEHTOB, [IPEIyCMOTPEHHBIX 3aKOHONATEIECTEOM Poccuiickot enepanuu.

ToBap moCTaBIIETCS B COOTBETCTBHH C TOBapHOW MApKHPOBKOH 3aBOJa-TIPOW3BOAMTELL H B
3aBOJICKOM YIIaKOBKE, Ha YIMaKOBKE JOJDKHA GLITh HaHECEHa SICHO YMTaeMas MapKApOBKa C yKa3aHHEM
HOMepa cepyd (apThH), MO3BOJIIOIA wIeHTHQHIEPOBaTs TOBap, B KOMIUICKTE C COTIPOBOIUTENBHOM
JOKyMEHTaIuel, a Takke WHbIC TOKYMEHTEL, B COOTBETCTEHHU ¢ HeHCTBYIOUMIUAM 3aKOHOAATEIBCTBOM
Poccuiickoit Deneparvu.

VIaKoBKa JOJDKHA HpeNoXpaHsTs ToBap OT IOPYM BO BPEMS TPaHCIOPTUPOBKH, IOTPY3KH,
pasrpy3KH U XpaHESHHUS.

Iopsanok omiarbr: He Oonee 7 (cemu) pabodmx JHEU C IaThl MPHCMKH ToBapa U IOJIHMCAHHAA

- 3aKka3uuKOM JIOKyMCHTA O IIPUEMKE ToBapa, aBaHC HE IPEIyCMOTPEH.
B cToHMOCTH TOBAPA BKJIWYAETCs:
B croumocts ToBapa BKIIOYCHBL: proOpeTEHIE/U3rOTOBIECHNE Topapa IlocTaBmuKoOM; Tapa,




ymakoBka ToBapa; TOCTaBKa Tosapa B agpec 3aKa3ukKa, Orpy309HO-Pa3rpy30IHEIC paboTHI; UCIIOTHEHHE
rapaHTHAHBIX 0053aTeIBECTB; PAaCXOMBI IO CTpaXOBAHHIO, yIIATa TAMOKEHHBIX M HHBIX TIONIIHMH, HAJIOTH,
c6opeI, nOpyrde OOs3aTeNbHBIE  INATERM U WHBIE  3arparhl, CBsA3aHHBEIC C [IOCTAaBKOM,
IpHOGPETeHAEM/H3TOTOBJIEHIEM IMocrapmmkoM ToBapa.

TpeGoBaHust K CPOKY H 00beMy IIPeN0CTABICHNs [APAHTHI:

Ha Tosap IlocTaBIIMK yCTaHABIMBACT rapaHTHHHBIA CPOK 12 (nBeHamUATh) MECAIEB. JaeM
Havasa TapaHTHHHOTO CPOKa MOCTABICHHOTO ToBapa sBIAETCSA JESHD MOJYICHUA Topapa ¥ HOAIKCAHA

. CTOpoHaMH TOBapHOH maxtanEoit. [TocTaBmMK MO TPeOOBAHMIO 3akasumka O0s3aH 3aMCHUTBH TOBap
HeHAIEKAEro KagecTBa B TEUEHHE CPOKA, COTIACOBAHHOTO ¢ 3aka3uMKoM. Pacxoipl, CBSI3aHHBIC C
0GpaTHOM TPaHCIIOPTUPOBKOH HEKaICCTBEHHOTO Togapa, HecéT IlocTaBIIHUK.

Oco6emnocT: [Iporeaypa 3aKylmKH GymeT IPOBOMMTHCS B COOTBETCTBHM C TpeOOBaAHUIMH
denepalbHOrO 3aKOHA OT 18.07.2011 N 223-®3 «O 3akymkax TOBapoOB, paboT, yCIyr OTHENbHBIMH
BUIAMH FOPHIMYECKUX I (Janee — 3aKoH). :

OTBET JODKEH COZep)KaTh CPOK NCHCTBU IpesTaraeMoil IeHbl ¥ pactieT LCHBI TOBapa, CPOK
nocrapku Tosapa. B 9aCTHOCTH, U3 CONCPIKAHMS HPEIOKCHHIA JIOJDKHBI OJHO3HAYHO OMPEJENAThCs ICHA
e IMHWIIEI TOBapa, ONFCAHNE TOBAPa, BKIOHA TeXHITUeCKHe XapaKTEPHCTHKH, 1 00Ias eHa 0ToBopa Ha
YCIIOBUSAX, YKA3aHHBIX B HACTOSAIIEM 3ampoce.

OTBETH JODKHEL GBITH TOTAHHL C «oLF » /Zﬂcééé 2024 1. 0 « ¥ » Fewedpf 2024 .
BKITIOYETENHHO TI0 afpecy: umto@chumakovs.su. OTBeT JOJDKEH HMeTh PeKBU3HUTHI 110CTaBIIMKa, TIETaTh
¥ TIOMTIUCE.

Pexomendyem 6 meme NUCbMa yKkazame HoMep 3anpocd KOMMePYeCKuUx NpeOnoAHCEHUT.

B kommepueckom npeonodtceHuu 0653amenbHO OONJICHbL OblMb PEKEUIUMPL: HOMED U oama.

IIposedenue OHHOT npoyedyper coopa unopmayuu He ene4ém 3a 0601 603HUKHOBEHUL KAKUX~
nubo obs3amenvbcms 3aKA3HUKA.

ITpu HaAUYUU MEXHUYECKUX owubox u nemoyrnocmeti npu onucanuu Toeapa npocum coobuumso
3axazuuxy. |

Ecnu ocHosHble yeiosus ucnonnenus JJo2060pa omaudaomest om NPeONoJNCeHHBIX — NPOCUM

* coobuume 3axazquxy 6 Kommepueckom NPeONOHCEHUU.

HauarbHAK yIPaBIeHAs MaTePAaIbHO-TEXHIIECKOTO
o6ecreaerns ®TAHY «OHIIUPULL M. M.IL. Yymaxosa PAH»
(AucTtUTyT ONHOMHENHTA) (no Hosepennocmu om 09.01.2024 2. Ne 9) T.B. Uemepuc




