["eHepasibHbIi P.A. MakctoToB

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



hefepanbHoe GHOIKETHOE yUpeXKaeHNe HayKu
«focyfapCTHEHHbIN HayYHbI LEeHTP
BUpYyconornm n 6uotexHonormm «Bektop»
depepanbHoli cny>kbbl MO HaA30py a chepe 3almThbl NpaB NoTpebuTenen
1 6naronony4yunsi YenoBeka
630559, pabounit nocenok Konbuoso, HoBocubupckoii obnactu,
Ten. (383) 336-60-10, Ten./hakc (383) 336-74-09

Habop peareHToB A/11 UMMYHO(EPMEHTHOIO BbISIB/IEHUS
aHTuTen knacca G K aHTUreHam JIoOKCBMPYCOB

«BekTop N®PA rioKC-1gG>"
noTY 21.10.60-096-05664012-2022

PerncTpaymoHHbIi HOMep Jata perucrtpauunu
Cepuun: 01.05.2022 [Jata n3rotosneHua: 04.05.2022
lNogeH go: 04.05.2023

XpaHuTb npu TemMmneparype ot 2 o 8 ~C. JonyckaeTtcs TpaHCNopTUpoBaHue
npu Temneparype o 27  He 6onee NATK CYTOK. He gonycKatb 3aMOpadKMBaHus.

«TONbKO ANA ANArHOCTUKM UH BUTPO»

«AHTUTena Kk BUY 1,2 v Bupycy renatnta C n HBiAg oTcyTcTBYIOT»

CocrtaB Habopa:

1. nc"bedyHocop6«1T' TnaHweTpaabopHbIN(12BOCbI«1NYHOUYMbIXCIPUNOB)C
cop6upol1aBHNeM o4uLLeH»3>M Ha caxapo3e NPUPOAHBbIM aHTUreHOM
ocrnosavLy>Hbl, wtamm MBI, 1 wrT.

2. K+ nonoXkutenblblii KOHTPOALHbIV 06paseL, cogepXkainini IgG K aHTUreHam
NoKcanpycoB, UHAKTMBMPOBaHHbiA, 1.5 M, 1 (hnakoH.

3. K- oTpuuartenbHblii KOHTPObHbIN 06paseLl, He cofepiKalle «TTuTen K
nokcavpycam, UHaKTMBUPOBaHHbI, 2.0 M, 1 hnakoH.

4. Kr! 20-KpaTHblil KOHUEHTPAT MOHOK/IOHa/IbHbIX MbILUNMHBK aHTUTen K 1gG
yenoBeka, KOHbITMPOBaXKbIX C NEPOKCUAaaol xpeHa, 0.7 mn, 1 hnakoH.

5. PMP-C pacTtBop 419 npefsapuTeNnbHOro passefeHns nccnegyembix o06pasLos,
10.0 mn, 1 pnwon.

6. PBP-C 6ythepHbIii pacTBop 4N patoefeTmsa nccnegyembk o6pasuos, HO /1 mn,
1 chnakoH.

7. P6P-K GyhepHblii pactBOp 4N1a pasBefeHust KoHbtorata, 13/1 M, 1 dhnakoH.

TMB xpomoreH TetpameTn/deH3nauH, 0.7 mn, 1 hnakoH.

9. BPC cy6ecTpaTHbil 6ydho>Hbii pacTBOp C MEPEKMCLIO BOAOPOAA NS pa3BejeHus
>gpoMoreHe, 1371 mn, 1 hnakoH.

1C. ®C6-T (KOHUEeHTpAT X25) 25-kpaTHblii KOHLEHTpAT (hochaTHO-coNneBoro
(“depHoro pactBopa c TBUHOM, 26/1 M, 1 dnakoH.

11. cTton-peareHT, 1 M pactBop cepHoii Kucnotbl, 6.0 M n,! dnakoH.

12. MnaHweT pasbopTbiii A npefBapuTensHol0 passegeHus nccnegy” bix
obpasuos, 1 wr.

13. MneHKa gna aakneuB»TUA NnaHweTa, 3 LWr.

14. BaHHOYKa NA peareHTos, 4 wWr.

15. 3kcnnyatauMoHHasa jokymMmeHTauusa! MHCTPYKLUUA MO NPUMEHEHUIO.

w

"eHepasbHbIl P.A. MakcioToB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



NMNAHLWET anA
NPEABAPUTENBHOIO

PA3BEAEHWNA OBPA3LIOB

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HVEMTRB DXt
'‘Bwop VibA Tiokc-1gG'

(9%)(5'% 26,0 Nﬁ_l
PAIOE iy Qom0 202

«»t**t*(r:M MpType

AH anLINCTUKH H<N|A

WIMEEBIWD prabyism
'B«top NP A Moxc*14(7
CON-pCATeHT 6,0 m

GA0UTMOr 2

UiorotMmmmuk 04.05.r(FO

! Veorxe
npu TcuncpatrP*

«**Cpo#*C

‘e*MJ « AVPrHOCTMMH WA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



e e (1
"beaop MPA noNclgG*

PBEP-C 10,0 1
C*«ol.0us2a

'ANAHMME3

AnwctivunHPi

MDA 19
PMP-C 10,0 1
miIMiar2

(Hi«reTms . 0408202
ISk

Itan» npuTTTpPaATYpC

['tai AvixqvoemviiNg

sb}

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



»hil - E-- —i
B«, TOpU*Allom<lpa<rl | “

T™b 0,7 w |

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YTBEPXJAKO
IbHbIN gnpekTop

Oo

MakctoToB

2022 T.

MapKMpPOBKA MeAULUHCKOTO U3[eNNsa 1S AMATHOCTUKN UH BUTPO

denepanbHoe GOAXETHOE YUpPeXAeHUE HAYKN
«FocyfapcTBeHHbIW HayUYHbIi LEHTP BUPYCONOTUMN N GUOTEXHONOTUMN «BeKTop»
deaepanbHOM cnyX6bl No Hafg3opy B chepe 3aWMThbl NpaB NoTpebuTeneir n 6narononyymnsa
yenoseka

Hab6bop peareHToOB AN MMMYHOMDEPMEHTHOIO BblAB/IEHUSA aHTUTeN Knacca G K aHTUreHam
nokceupycoB «Bektop MP A Mokc-1gG» no TY 21.10.60-096-05664012-2022

BHYTpeHHsAS ynakoBKa

3TuUKeTKa Ha (h1aKOHbI

®bYH I'HL, Bb "BekTtop" PocnotpebHag3lopa
"BekTtop VDA lMNokc-1gG”
HanmeHoBaHne KOMMNOHeHTa
(ana K+ u K- MHaKTMBMPOBAHHbIN)
O6BbeM (Mmn)

Cepwus:

JaTta n3rotosneHus:

fogeH po:

ycnoBusa xpaHeHus:

TONbKO ANA AUATHOCTUKU UH BUTPO
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YTBEPX[JAIO
BbHbIV AUPEKTOp

aKCKoTOB

* 2022 .

P L

MapKMpPOBKA MegNLMNHCKOTO ANA LUATrHOCTUKMW UH BUTPO

®efepanbHOe GO AXKETHOE YUPEXKAeHNE HAYKMN
«FocypapCTBeHHbIA HAaYYHbIN LEHTP BUPYCONOTrUN N GUOTEXHONOTNN «BeKTop»
depepanbHOM cnyX6bl MO Hafg30py B chepe 3alWLUThl NpaB NoTpe6buTenen n 6narononyyuns
yenoseka
Habop peareHTOB A1 UMMYHO(GEPMEHTHOTNO BbiSIBIEHNSA aHTUTeN kKnacca G K aHTUreHam
nokceupycos «Bektop MP A Mokc-1gG» no TY 21.10.60-096-05664012-2022

DTUKeTKa BHEW Hell ynakKoBKU (KOpPoGKHN)

dbefepanbHOe GIOMKETHOE YUpPEXKAEHNE HAayKN
«focyaapCTBEHHbIN Hay4HbIA LEHTP
BUPYCONOTMN N BUOTEXHONOTUK «BeKTop»
depepanbHoOii cny>6bbl N0 Haa30py B cdhepe 3alnTbl NpaB NoTpebutenei
n 6narononyymns 4yenoBeka
630559, pabouunin nocenok KonbuoBo, HoBocmnbupckoii obnactu,
Ten. (383) 336-60-10, Ten./thakc (383) 336-74-09

HaGop peareHToB AN UMMYHODEPMEHTHOTO BblABNEHUS
aHTuUTen knacca G K aHTUreHamM NMOKCBUPYCOB

«BekTop NPA lNMokec-1gG»

noTY 21.10.60-096-05664012-2022

PerncrtpaumoHHbIii Homep [ata peructpauum
Cepus: [ata nsrotosneHus:
fogeH go:
XpaHutb npu temnepartype ot 2 o 8 ~C. jonycKkaeTtcsa TpaHCcnopTupoBaHue
npu Temneparype go 27  He 6onee nNATU CyTOK. He fonycKkaTtb 3aMoOparknBaHus.

«TONBLKO AN AUarHOCTUKU VH BUTPO»
«AHTUTena K B/Y 1,2 n supycy renatuta C u HBSAg oTCyTCTBYIOT»

CoctaB Habopa:

1. NC WmmyHOcOp6eHT-NnaHwWeT pasbopHbii (12 BOCbLMWAYHOYHbIX CTPMMOB) C
COpOMPOBAHHbLIM  OYULLIEHHBIM Ha Ccaxapo3e MPUPOAHbLIM aHTUFEeHOM Bupyca
ocnoBaKuUWHbI, wramm JIMBI, 1 wr.

2. K+ nonoXkutenbHbI KOHTPO/bHbIV 06pasel, cogepxawmin IgG K aHTUreHam
NMOKCBUPYCOB, NHAKTMBUPOBaHHbIN, 1.5 mn, 1 hnakoH.

3. K- oTpuuatenbHbllii KOHTPOMbHbI O6pasel, He COoAepXKalinin aHTuTen K
NOKCBMpYycam, NHAKTUBUPOBaHHbIW, 2.0 M/, 1 hnakoH.

4. Kr: 20*KpaTHbIi KOHUEHTPaAT MOHOKNOH&/IbHbIX MbIWKWHLIX aHTuTen K IgG
YenoBeka, KOHDBIOIMPOBAHHbIX C NEPOKCMAA30M XpeHa, 0.7 mA, 1 akoH.

5. PMNP-C pactBop Ana npeaBapuTenbHOro pasBefeHus wmuccnegyemblix o06pasLos,
10.0 mn, 1 dhnakoH.

6. PBP-C 6ydepHblii pacTBop ANA pasBeAeHus nccnegyemblx obpasuyos, 10.0 mn, 1
thnakoH.

7. PBP-K 6ythepHbIli pacTBOp AN pa3BefeHns KoHbtorata, 13.0 mn, 1 donakoH.

8. TMB xpomoreH TeTpameTunbensnanH, 0.7 mn, 1 nakoH.

9. BPC cybcTpatHbIii 6ydepHbIi pacTBOp C NEPEKUCLIO BOAOPOAA AN pa3BefeHust
xpomoreHa, 13.0 mn, 1 dnakoH.

10. ocB-T (KoHueHTpaT x25) 25-KpaTHblii  KOHUeHTpaTr ¢ocdaTHO-CONeBOro
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11.
12.

13.
14.
15.

6ytepHOro pactsopa ¢ TBMHOM, 26.0 mn, 1 hnakoH.
CTON-peareHT, 1 M pacTtBop cepHoii KNcnotbl, 6.0 mMn, 1 haakoH.
MnaHweT pa3bopHbIi AnNA  npeABapuTeNbHOrO  pasBefeHus
06pa3uoB, 1 L.

MneHka gna 3aknenmsaHus nnaHwerta, 3 LWr.

BaHHOuYKa f1A peareHToB, 4 LWT.

JKcnayatauMoHHaa JOKyMeHTauus: VIHCTPYKLUMA Mo NPYUMEHEHMIO.
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YTBEPXIAIO
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Maplmpnnm MEIHUHUHCKOr) A3NETHS T NHATHOCTHKA HH BRTPO

Denepansioe (10pmeTHOE YIpERACHNE BAYKH
«Cocynapcreenubtii HAYIHLIH NEATP BHPYCOIOrHA H fHoTexnoiornn «BexTop»
Peaepambaoii cxyx6ul no nagsopy B chepe 3amATs! Npap noTpebuTencii m Gaaronoayans
YeJ0BeKa
Habop pearenToB 208 HMMYHODEPMERTHOIO BLINBICHHS SHTHTEA KAacea G K aHTHTenaM
@ nokcaupycon «Bexrop HOA oxe-IgG» no TY 21.10.60-096-05664012-2022

MapxHpoBKa IPynIoBoH YNAKOBKH
(TpancnopTHOi TApLI)

DaaepaANLHOE GIOMNETHOR YNPBKASHHE HAYKN
«Tocynapcrsasibifl NayuHuil LOHTD
BWPYCONOTHN K SnoTexHoNoOrun «Bexrop»
Depepansioil cnywbel no HagIoPyY B chepe AUNTH NPas noTpeSuTeneii
u Snarononyuns Yenosexn
630559, paGounii nocenox Kosbyoso, HosocnBupcxodi o6nacre,
Ten. (383) 336-60-10, Ten./daxc (383) 336-74-09

HaGop pearenros Ans UMMYHO(DEPMEHTHOrO BLISBNCHUR
AHTHTAR KAACCA G X AHTUIEHAM NOKCBUPYCOS

~——ire

«BexTop UOA Nokc-IgG»
no TY 21.10,60-096-05664012-2022
PerncTpaumonnmii omep_____ DaTa parncTpaunm
Cepnn: faTa naroroBnennn:
@ Fonen ao0:

Xpaunts npu Temnepatype or 2 °C 50 8 °C. lonyCKauTCH TPAHCTIOPTHROBAHKE
npK Yamnepatype o 27 °C ne Gonee nath cyTox, He A0NyCcxaTy 3aMOpamHBaHNA,

«ToNbLKO AN AMATHOCTHKH N BATPO»

"Bepx, Hé KAHTOBATL" *OCTOpOXXHO, Xpynkoe"
"Bourca chipocTh” "CoGnionenne nHTEpBana TeMnepaTyp”
Macca HeTTO, Macca Gpyrro Macca HeTTo Haopa ____
Konwyecrso waopos_
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