YTBepxjato

bHbI AMPeKTOP

O «PANNA BNO»
A. U )Knmbunes
2024 .

O6pa3ubl MAPKMPOBKN MeAULMHCKOIO U3aenns

Habop peareHTOoB
«IKCMpecc-TecT AN1A KaYeCTBEHHOIN0 BbISAB/IEHUSA NMOBEPXHOCTHOIO aHTUreHa
BMpyca renatuta B B CbIBOPOTKe, Nia3Me 1 LeNbHOW KPOBU YenoBeka
MeTOA0M UMMYHOXpPOMaTorpamnuyeckoro aHanusa
«PAMNA-BIB-UXA»
ANA AMarHOCTUKM in vitro»
no TY 21.20.23-015-44090553-2023

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEMM



1) O6pasey, MapkKMpoBKW Habopa peareHToB «3JKCMpPecc-TeCT AN  KayeCTBEHHOro
BbISIB/IEHUS1 NOBEPXHOCTHOIO aHTUreHa Bupyca renatuta B B CbiBOPOTKe, Miasme U LENbHON
KpPOBM 4esnioBeka MeTO40M MMMYHOXpomartorpauyeckoro aHanmsa «PAMUA-BIB-UXA» ans
ANArHoCTuKM in vitro» no TY 21.20.23-015-44090553-2023, KomnnekTNel:
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2) O6pasel, MapKMpPOBKM Habopa peareHToB «3JKCMPecc-TeCT A/ KayeCTBEHHOrOo
BbISIB/IEHNS MOBEPXHOCTHOrO aHTUreHa BUpyca renaTuTa B B CbIBOPOTKe, NjasMe U LebHOA

KPOBM 4esioBeKa MeTo40M MMMYHOXpomartorpaguyeckoro aHanmsa «PAMAAL-BIB-UXA» ans
ANArHOCTUKMK in vitro» no TY 21.20.23-015-44090553-2023, KomnnekT Ne2:

PAMNA-BI B-MXA

Hab6op peareHTOB
«3QKcnpecc-TecT A1 KaYeCTBEHHOIO BbISIB/IEHUSA MOBEPXHOCTHOIO
aHTureHa Bupyca renatuta B (HBsAQ) B CbIBOPOTKe, Naasme 1 LefibHOMN
KPOBW YesiloBeKa METOL0M MMMYHOXpOMaTorpamyeckoro aHaan3a
«PANUNA-BIrB-NXA»
ONA ANAarHOCTUKK in Vitro»
noTyY 21.20.23-015-44090553-2023

KomnnekT Ne2
"TocraTHabopa:

- lecT-kapTpuax Ans onpejeneHns NOBEPXHOCTHOIO aHTUreHa Bupyca renatuta B 10 wr
- dnakoH-kanenbHuua c 6ydepHbiM pactsopom (2,0 mn)

1w
- MNwvneTtka ogHopasoBas | | | | |
(V" gabT ATHOOOpaNiopTMCEsef0baT /T 0 NOMTEPMLL MATePUaOB-NIMMIET KV CEPONIOTMIECKE U AA Mepencea 10 LuT.
»u&nacTeii (MaeTepaK NYHrd0 2012/1LL7)
- apucmnkaTop o4HOpPa3oBbIl
topi)AaHarice,ProkOoce ofHokpaTHOrO | 7.JlonueT 10 wr.
55/04308) 9}ProtOnceHolTolAonogmarpaTmora> etkM (2i 8. 11 mu vrna). TYLL ¢C3

- Cal'l(*)ETKa aHTncenTnyeckas

(Canche TN aHTUCENTUYECKNE N3 ByMa>KHOr0 TEeKCTWIENoA06HOT0 MaTepuana CTepLULLILLIe 10 wr.
CMpT0Bble(70%r TUnasbIMcivpT)na TY9393-0015127$523H00. PYH» dCP2009/05438)

1 wr.

REF LHBP100  CITO 2024-04
A J w

NLHBPZ24D01 2 2026-04 [ns npocheccroHanbHOro npuMeHeHus!

PAMA-BIB-NXA

TY 21.20.23-015-44090553-2023 Py of

000 «PAMWNA BENO», Poccua, 670000, Pecnyb6nuka bypaTtus, r. ¥YnaH-Yas, yn. Csepanosa, 4 13a, od. 4,
www .rapidbio.ru, inforrapidbio.ru

MecTto npounssogctea: OO0 «PANNA BMO» 121205, r. MockBa, TEpPPUTOPUA MHHOBALMOHHOTO LieHTpa
«CKONKoBO», yn. bonbwoii 6ynsBap, . 42cl.

YNONHOMOYEHHbI NpeacTaBuTen, Nnponssoantens: 000 «JTAN® AUAFHOCTUKC» 121205, r. MocKBa, BH.

Tep. r. MyHuumnanbHblii okpyr Moxaiickuii, Tep. CKonkoBo VHHOBaLMOHHOTO LeHTpa, yn. Hobens, 4. 5.
nomeuw. 1. kom. 1 P.M. 12, info~lifediagnostics.ru
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3) O6pasely, MapKMpOBKM Habopa peareHTOB «OKCMPECC-TECT A1 KayeCTBEHHOIO
BbISIB/IEHNS MOBEPXHOCTHOrO0 aHTWUreHa Bupyca renatuta B B CbIBOPOTKE, MNyiasMe U LebHOW
KpPOBW 4enoBeka MeToLOM MMMYHOXpomartorpaguueckoro aHanmsa «PAMUA-BIB-UXA» ans
ANarHoCcTuKK in vitro» no TY 21.20.23-015-44090553-2023, KomnnekT Ne3:

PANNA-BI B-UXA

Ha6op peareHTOB
«3JKcrnpecc-TecT ANA KAYeCTBEHHOTO BbIAB/IEHUSA NMOBEPXHOCTHOTO
aHTUreHa sBupyca renatmta B (HBsAQ) B CbiIBOpPOTKe, N1a3Me U LLe/ibHOMN
KPOBW YesloBeKa MeETOA0M MMMYyHOXpomMaTorpagMyeckoro aHasamsa
«PAMNA-BIB-UXA»
ON9 ANarHoCcTUKK in vitro»
noTY 21.20.23-015-44090553-2023

KoMmnnekT Ne3

CocTtaB Habopa:
TecT-KapTpuaX 419 onpefeneHns NOBepXHOCTHOTO aHTureHa supyca 25 wt.  TECT

renatuta B
dnakoH-kanenbHUUa ¢ dydepHbiM pactBopoMm (5,0 mn) 1w,

MNMuneTtka ogHopa3soBas
(0 NOT /W PHLL MoTeprono*. AUNETMM 25 wr.

ctpovwnmcKve v Ana nepemocamudttoofmi (nocTspo), PYHsA dcs 201r/MLL57)

-CkapudmkaTop o4HOpPa30BbIl
(n oL (@ 0 puchukoTops!) ActhioM*, Prolotta o4 TAPOTN0A0 NPUTA» THT. 7. 25 wT
NoHuaT (cnpudgwoTop) Prolona Normal Fkm ognospoTHOW npwusarTTa (2i 4 1.» '
MM U0 1PY LL & C3 2009A>*)Ks)
-Candpetka aHTUCENTUYeCKas

(CantheTkn eMTMCENTMYeArue W Gy TOXKMOee TeKanunenogo6**oso ToTepuano 25 WrT.
cTepwiwe *M.kncenT Taw aimpToeww (70% ATunoewu cnypt» N0
TYASTS4»tl-5i;7ff525-00, PY LLI dCP 2000/05439)

-VIHCTPYKLMSA MO NPUMEHEHUIO Twr.

[Ons npodeccnoHanbHOro npuMmeHeHus!

PATTNA-BI B-NXA

TY 21.20.23-015-44090553-2023 Py or

U LHBP100

[lot] LHBPZ24D01 A X

cl 2024-04
S 2026-04

...B 000 «PAMWNL BEMO», Poccus, 670000, Pecnybnvka Bypatus, r. YnaH-Yga,
m m yn. CeepgioBa, 4 13a, o. 4, www.rapkfbio.ru, info#rapidbio.ru

MecTo npom3sozcTeB: OO0 «PAMNA BUO» 12120S, r. MockBa, TeppUTOpUss NHHOBALMOHHOTO LieHTpa
«CKONKOBO», yN. “nbwoun 6yneeap, 4 42cl.

YNOMHOMOYEHHBI NpefcTBBHTENbL NponssoanTens: 000 «TAN® ANATHOCTUKC» 12120S, r. Mocksa.
8H. Tep. . MyHuuMnanbHbliii okpyr Moxaiickuii, Tep. CkonikoBo IHHOBaLMOHHOTO LEeHTpa, yn. Hobens,
4 5,nomey. 1, kom. 1 P.M. 12, info#}ife<fiagnostics.ru

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



4) O6pasel, MapKNpPOBKN Habopa peareHTOB «IKCMPECC-TECT A1 Ka4eCTBEHHOIO BbISIB/IEHI
MOBEPXHOCTHOrO aHTUreHa Bupyca renatuta B B CbIBOPOTKe, MnasMe W LeNbHOW KPOBW 4YenoBeka
MeTOA40M UMMYHOXpoMatorpaguyeckoro aHanmsa «PAMNL-BIB-UXA» ong AuarHoCcTUKKM in vitro» no
TY 21.20.23-015-44090553-2023, KomniekT Ne4:

PAMNNA-BI B-XA

Hab6op peareHTOB
«3KCcMnpecc-TecT ANA Ka4eCTBEHHOTO BbIAB/IEHUSA MOBEPXHOCTHOTO
aHTureHa Bupyca renatuta B (HBsAQ) B CbIBOpPOTKe, NjiasamMe U LeNbHOM
KPOBW YesioBeKa MeTO40M MMMYHOXpomaTorpaun4yeckoro aHanunsa
«PAMNA-BIB-NXA»
ONSt QUAarHOCTUKKM in vitro»
noTY 21.20.23-015-44090553-2023

KomnnekTt Ne4

CoctaB Habopa:
TecT-kapTpnaXK A1 onNpe/eNieHns NOBEPXHOCTHOTO aHTUreHa Bupyca 25 WT.  TECT

renatuta B
dnakoH-KanesibHULA € 6ydepHbIM pacTBOPOMm (2,0 M) 2 wr. \U\

MNuneTka ogHopa3oBas
ANsi neGopoTop»THK UceM GoPoT/T mmnortmttptmM  VBEE

aposons®anm v pans nepa>tocs>ugaoaney (MocTapo). Fybisihcs JOli/IIAST) 25 wr.
» Ckapudmkatop o4HOPa30BbIi
(NonwsTw (cwopydwoTopy) AOLL nes, ProlooctogsospoTHoN ApuAT T NT. 7.
na»waT (csapuToTop} Prohnce Nonnol flow oguospasiuore npumttm w (210, 25 WT.
11aTyunon PYLL ®C32009/04309)
-CandoeTka aHTUCENTUYECKAS
(CoshsT AN OHAK CANT MAfana u» GyaTIKNOS0 TAsarwsnog06»*090 smsanspoano 25 wr.
CTBPWLWT e *M.HAesnsa0Ba» alwpToaAws (70% psAwnowil alopT) no
7¥Y»9Y00151279323-C0. PYLLI®CP 2009/05439)

-NHcTpykumsa MO MNprMeHeHuo 1 wr.

[na npotheccnoHanbHOro npumeHeHns!

PANWAO-BI'B-UXA

TY 21.20.23-015-44090553-2023 Py or
REFI LHBP100
1ot LHBPZZ4D01A X
4 202404
S 202604

000 «PAMA, BNO»», Poccus, 670000, Pecriybnvka bBypsTtus, . YnaH-Yaa.
m m yn. Ceeppg/ioBa, 4 13a, oh. 4, www.rapidbio.ru. nfodrapMbto.rn
MecTto npouasozcTes: OO0 «PAMWA BNO» 121205, r. Mocksa, TeEppUTOpPUS MHHOBALIMOHHOTO LIeHTpa
«CKOJIKOBO», Y. BonbLioii 6ynbsap, 4, 42cl.
YNonHOMOYeHMbIli NpegcTasuTes NponssoauTens: 000 «AA® AVMATHOCTUKC» 12120S. 1 Mocksa,
BH. Tep. . MyHuumnanbHbIli okpyr Moxarickuid, Tep. CkokoBO IHHOBALUMOHHOIO LieHTpa, yNn. Hobens,
0 5, nomey. 1, kom. 1 P.M. 12, info#lifediaEr>ostics.ru

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



5) O6paseL, MapKMpOBKN Habopa peareHTOB «3JKCMpecc-TecT A4/ Ka4eCTBEHHOr0 BbIsiB/Ek
NMOBEPXHOCTHOIO aHTWreHa BuMpyca renatuta B B CbIBOPOTKe, niasme W LEeSbHOW KPOBWM 4enoBeka
MeTOLOM MMMYHOXpoMaTorpapuueckoro aHanmsa «PAMPLA-BIB-VIXA» ons anarHocTuky in vitro» no
TY 21.20.23-015-44090553-2023, KomnnekT Ne5:

PANWA-BI B-NXA

Habop peareHTOB
«3JKCnpecc-TecT A1 KAYeCTBEHHOTO BbIsiB/IEHMSI MOBEPXHOCTHOIO
aHTuUreHa Bupyca renatmuta B (HBsAQ) B CbiBOPOTKE, Na3mMe U LesbHOMN
KPOBM YenoBeka MeTOAOM MMMYHOXpOMaTOrpagonyeckoro aHann3a
«PAMNA-BIB-XA»
ONs QMarHoCTUKK in vitro»
noTY 21.20.23-015-44090553-2023

Komnnekt Ne5

CocTta» Habopa:

- TecT-kapTpUaX ANs onpejeneHns NoBEPXHOCTHOTO aHTUreHa supyca renatuta B 10 wr. LU LL \
* dnakoH-kanesnbHuua ¢ 6ydepHbiM pactBopoM (2,0 M) 1wr. w \

- WHCTpyKUMa no NnpuMeHeHuo 1w

~  WWBPKOO d\2024—04

A rc4 "AO
lot] LHBPZ24D01 S 2026-04 [nsi npodpeccnoHasibHOro NPUMeHeHusl!
PAIMNA-BIB-NXA
TY 21.20.23-015-44090553-2023 27 or

000 «PANNA BNO», Poccus, 670000, Pecny6nuka bypatusa, r. YnaH-Yas, yn. Ceepanosa, a. 13a, 0. 4,
www.rapidbio.ru, irtforrapidbio.ru

MecTo npoussofgctea: OO0 «PAMNA BNO* 121205, r. MocKBa, TEPPUTOPUA MHHOBALMOHHOTO LLleHTpa
«CKonkoBO», yn. bonbwoit 6ynsBap, 4. 42cl.

YNONHOMOUYEHHbLIW NpeAcTaBUTeNb Npoun3soanTens: 000 «JIAN® AUAFHOCTUKC» 121205, r. M ocKBa, BH.
Tep. r. MyHuumnanbHblt oKpyr M oxaickuit, Tep. CKkonkoBo MHHOBaLWOHHOTO LeHTpa, yn. Hob6ensd, 4. 5,
nomew. 1, kom. 1 P.M. 12, Info~Iffediagnostics.ru

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6) O6pa3seL, MapK1pOBKN Habopa peareHTOB «IKCMNpPecc-TeCT A1 Ka4eCTBEHHOIO BbisiB/IEH
NMOBEPXHOCTHOrO aHTUreHa BMpyca renatuta B B CbIBOPOTKE, Nia3Me W LENbHOW KPOBM 4YenoBeka
METO0M MMMYHOXpomaTtorpadguyeckoro aHanmsa «PAMNL-BIrB-MXA» ansa anarHoCTUKKM in vitro» no
TY 21.20.23-015-44090553-2023, KomnnekTt Ne6:

PANWA-BI B-UXA

Hab6op peareHTOB
«QKcnpecc-TecT A1 KAYEeCTBEHHOTO BbISIB/IEHUA MOBEPXHOCTHOIO

aHTureHa Bupyca renatuta B (HBsAQ) B cbiIBOPOTKe, Nsia3me n UesIbHON
KpPOBW YyesioBeKa MeTo40M MMMYyHOXpoMaTorpadM4eckoro aHasamsa
«PAMNNAO-BIrB-NXA»

ONSA AUarHocTUKK in vitro»
no TY 21.20.23-015-44090553-2023

Komnnekt Ne6

CocTtaB Habopa:

- TecT-kapTpuax onga onpeaesieHns NoBepxXHOCTHOIO aHTUreHa 30wr. ITECTI

Bupyca renatnta B

- ®1akoH-KanesibHULa ¢ 6ydepHbIM pacTBopoM (5,0 M) lwr [|E
-MIHCTpYKUMA No NnpUMEHEHUIO lur
[na npodeccnoHanbHOro npumeHeHns!
TY 21.20.23-015-44090553-2023 n or
ITE LHBP100
[lotl LHBPZ24D01 X
2024-04
S 2026-04 X

000 «PAMA, BNO», Poccus, 670000, Pecnybnvka bypatus, r.YnaH-Yaa,
Lu.LIyn. Ceepaniosa, g 13a, oh. 4. www.rapktbio.nj. TTodprapMbto.rn
MecTto npotosogacTtea: OO0 «PAMNA BVO» 121205, r. MockBa, TeppUTOPUS MHHOBALMOHHOTO LieHTpa
«CKosKoBO», y/1. BonbLioi 6ynseap, g 42cl.
YNO/HOMOYEHHbI NpeacTaBuTesb nponssoantens: OO0 <NAVD ONATHOCTKKC» 121205, r. MockBa,
aH. Tep. r. MyHuumnanbHbIli okpyr Moxalickuid, Tep. CKonkoBo VIHHOBaLMOHHOTO LeHTpa, yN. Hobens,
4 5,nomeur 1, kom. 1 P.M. 12, mfo~lffeaiagnostics.ru

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OGpaseL, MapK1pOBKK Habopa peareHToB «3KCNPEcC-TeCT AN KaueCTBEHHOTO BbISB/IEH

7)
MOBEPXHOCTHOrO aHTUreHa Bupyca renatuta B B CbIBOPOTKe, Mnasme W LENbHOW KPOBM 4YesioBeka
MeTOZLOM UMMYyHOXpoMaTorpaguueckoro aHanusa «PAMNA-BIB-XA» onsa AmarHocTuky in vitro» no

TY 21.20.23-015-44090553-2023, KomnnekT Ne7:

PANWA-BI B-UXA

Hab6op peareHTOB
«JKcnpecc-TecT A1 KAYEeCTBEHHOTO BbIAB/IEHNS MOBEPXHOCTHOTO

aHTureHa Bupyca renatnta B (HBsAQ) B CbIBOpPOTKe, nNja3mMe 1 LesibHON
KPOBUW YesioBeka MeETOAOM MMMYHOXpomaTorpaduyeckoro aHaamsa
«PAMNA-BIrB-UXA»

ONA OUArHOCTUKW in vitro»
no TY 21.20.23-015-44090553-2023

KomnnekTt Ne7

CoctaB Habopa:

TecT-KapTpuax AN onpeaesieHns NoBepxXHOCTHOIO aHTUreHa 30 wr.

BuUpyca renatuta B

- dnakoH-KanesibHULa ¢ 6ydepHbIM pacTsopoM (2,0 m) 3 wr. [|E
1w

-VIHCTpYKLMA MO NPUMEHEHMIO

[ns npodheccnmoHanbHOro npumMeHeHns!

PATTNA-BI B-XA

oT

TY 21.20.23-015-44090553-2023 PY

LLI\ LHBP100
[lot] LHBPZZ4D01A X
2024-04
S 2026-04

00 «PANTNL BNO», Poccmnst, 670000. Pecnybnuka Bypstus, r. YnaH-Yaa,

O
Lu.LIyn- Ceepp/ioBa, g, 13a, og. 4, vwvww.rapidbto.aj. inforrapidbio.ai
INecTO npouasoacTes: OO0 «PAMI BNO» 121205. r. Mocksa, TeppUTOpMA MHHOBALIMOHHOIO LieHTpa
«CKosKoBO», Y. Bonbluoii 6ynbeap, o 42cl.
YNONHOMOUEHHbI NpeAcTBBMTENb NPouasoanTens: 000 «NAND JMATHOCTUKC» 121205, r. Mocksa
BH. Tep. I. MyHMumMnanbHelli okpyr Moxarickuid, Tep. CKoNKoBO MIHHOBaLMOHHOIO LeHTpa, Y. Hobens,

4 5, nomew. 1, kom. 1 P.M. 12, info/ltfediagnostics.ai

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



8) O6pasel, MapKUpoBKWM TecT-KapTpumpka ANns OnpefeneHns MOBEPXHOCTHOrO aHTurel
BMpyca renatuta B::

PANMNA-BIB-NXA

roToB K ncnonb3oBaHnw  2024-04 2026-04

LOT: LHBPZ24D01
1wt REF:LHBP100

9) O6paseyl, MapkMpPoBKK (PriakoHa-KanenbHNULUbI ¢ 6ydepHbiM pacTBopom 2,0 mn, 5,0 mn;

PANA-BI B-XA

> ®nakoH-kanenbHuLa
¢ bydpepHbIM pacTeopom (2,0
MJ1)

[1™ LHBPZ24DO01 IVD
2024-04

Rapid Bio * 2026-04

2»c -4

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



PAMNA-BIB-MXA

> PnakoH-kanenbHuLa
¢ bydhepHbim pacteopom (5,0

M)

LOT LHBPZ24D01 IVD

A 2024-04 >KE
Rapid,Bio "2026-04 200

10) O6paseL, MapK1POBKM NAACTUKOBOIN NPOBUPKMN C HacaAKoM-KanensHULEn ¢ byhepHbIM
pactsopom (0,1 mn):

PAMNAA-BI B-XA

[TnacTukoBas npobupka c
HacaaKou-KarnesibHULEN C
6ydoepHbIM pacTteopom (0,1
M/1) M3

bP

ILOTI LHBPZZ4D012-C,,-I IVD

Raiid Bio (10202404 g 2026-04

10

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



11) O6paseL, MapKMPOBKN NHANBUAYaNIbHOW/TPYNNOBOA YNaKoBKW NUMETKN O4HOPAa30BON;

PANUA-BI B-NXA

[IneTka ogHopas3oBad -1 L.

(N3penna pnsa nabopaTopHbIX UCCNeaoBaHUin
N3 MONUMEPHbLIX MaTEPUAIOB. MUMNETKM
Ceponiormyeckue n Ana nepeHoca XXUAKoCcTeN
(MacTepa), PYNe ®C32012/11857) . N\30-C

LOT LHBPZ24D01 VD r

2C-4

PAMA-BIB-NXA
Rapid Bio
[TuneTtka ogHopasosad -10 wwr.

(N3penus gna nabopaTOopHbIX NCCNef0BaHUA U3 NONUMEPHbBIX
MaTepuanoB: NUNEeTKN CEPONOTMYECKMe N 415 NepeHoca XNAKOCT eil
(MacTepa), PY Noe ®C3 2012/11857) r-on-, n“\30-C

LOT LHBPZ24D01 IVD 1

PAIMXA-BIB-NXA
Rapid Bio

[TuneTka ofHopasoBas - 25 L.

(M3penus pns nabopaTopHbIX UCCNEe0BaHMUIA 13 NONMMEPHBIX MATepPUaos:
NUNETKM Ceponornieckne n ana nepeHoca xuakocTen (Mactepa), PY Ne
®C3 2012/11857)

LOT LHBPZ24D01 1

j*30*C
2N

1

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



12) O6paseL, MapKMPOBKN NHANBMAYaIbHOW/TPYNMNoOBOMA YNakoBKW CKapurkaTopa

0AHOpa3oBoro:
PAMNA-BI B-MXA
Ckapudomkatop ogHOpPas30BbIN -1 LWuT.
(TaHueTbI (ckapmdomkaTopsl) Acti-lance, Prolance
O[IHOKPaTHOrO NpUMeHeHuA. 7. JlaHUeT
(ckaprdmkaTop!) Prolance Normal Flow
OAHOKPATHOIO NpuMeHeHus (21G, 1.8 mvurna), PY
Ne & C32009/04308) 30°C
10t] LHBPZ24D01 |VvD
PAMNA-BIB-M)(A
Rapid Bio

Ckapudoukatop olHoOpa3oBbIn ¢ 10 Wwr.

(NaHueTsbl (ckapudgukaTopsbl) Acti-lance, Prolance ogHoKpaTHOro
npumeHenus. 7. laHueT (ckapudgukaTop) Prolance Normal Flow

OA4HOKpPATHOro npumeHeHuns (21G, 1.8 mm urna), PY Ne ®C3 2009/04308)
300
LOT LHBPZ24DO01 n od \

PANWNI-BIB-NXA
Rapid Bio
CkapudpukaTop 04HOPa30BbIN - 25 L.

(NaHueTsl (ckapudmnkaTopsl) Acti-lance, Prolance ogHokpaTHOro
npumeHenuns. 1. NlaHueT (ckapudmkaTop) Prolance Normal Flow
OAHOKpaTHOro npumeHeHns (21G, 1.8 mm urna), PY Ne ®C3 2009/04308)

H30Y:

LOT LHBPZ24DO1 VD 1
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13) O6paseL, MapKMPOBKY TPaHCMOPTaol Tapsbl:

PAMNA-BIB-MXA

LHBP100 C~™ 202X-XX
[lot] XXXXXXXX S 202X-XX

KomnnekTt NoX

Habop peareHTOB «3KCrpecc-TecT 411 Ka4eCTBEHHOro
BbIAAB/IEHUS MOBEPXHOCTHOrO aHTUreHa Bupyca renatmrta B
(HBsAQ) B cbIBOpOTKe, N/1a3mMe U Lie/IbHOW KPOBU YesioBeka
MeToA0M MMMYHOXpomMaTtodanyeckoro aHasimsa
«PAMNA-BIrB-NXA» ans AnarHoCTUKK in vitro»

noTY 21.20.23-015-44090553-2023

PY No XXX oT XX XX XXXX

Kon. HabopoB: XX T
Macca HeTTo: XX Kr
Macca 6pyTTO: XX Kr

Macca HeTTo: XX Kr
(NnoTpebrTebCMOo YyNakoBKM)

n'n 44,

X 2K

B0O3MO)NeO TpaHcnopTMpoBaHue
He 6onee 7 cyTOK npu Temneparype o1 -20*C go +30@RC

000 "PAMNWL BNO" Poccusa. 670017, Pecnybnuka
BypaTtua, r. YnaH-Yg3, yn. Ceepgnosa, 4.13a, o.4

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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T r

MpownTto, NPOHYMEepoBaHO U
CKpensieHo ne4vyaTbo
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®dotorpapuueckue H3COpAXKEHAS MEIAMAHCKOTO H3/ACAHA A1 JUarHOCTHKH in vitro

Habop pearenTos
«IKcnpecc-TecT Wi KATCCTBCHHOTO BHINBJICHHS NOBEPXHOCTHOTO AHTHICHA BHpYca renatura B

B CHIBOPOTKE, NLIAZME H HEALHOR KPOBE Y¢N0BEKa
METO0M HMMYHOXPOMATOTPAQHYCCKOT0 AHANHIA
«PAITAA-BI'B-HXA»

ANA ARATHOCTHKH in vitro»
no TY 21.20.23-015-44090553-2023

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



doTorpaduyeckoe nobpaxeHne 1. Habop peareHToB «PAMNA-BI B-UXA», komniekT Nel

PesynbTar
339 MuHyT

[EMATUT B 9kWWPECCAECT

PANWNA-BIrB-NXA
Habop peareHTOB «JKCMpecc-TeCT AN KaYeCTBEHHOTO BbISIBIEHWS
Panug buo

NOBEPXHOCTHOIO aHTUreHa Bupyca renaruta B (HBsAQ) B cbiIBOpOTKe, Nnasme

M LENbHO KPOBM YesioBeEKA METOAOM MMMYHOXpoOMaTorpan4eckoro aHannsa
«PANNL-BIB41XA» ona AMAarHOCTUKM in vitro, B BapuaHTax UCMONHEHUA» Kon-«o:
no TY 21.20.23-015-44090553-2023 1 wr. BbicTpaa fAarHOCTHKA

13 <V e et
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’ S XNA-S VW R%-irY -Virr;'="- \

SXXWL « 1« Xtlyy?

Ynolew ANPKMTALL «Mb MPOULI ANTLL LU :
000 \IOW» JNM-HOCTMKC* R
MOCKT», M . T«p.T. MynnumanabMblii okpyr Moxaickuit, %%ﬁm MdcTo 411
Tap OKonkoao MHHOaaUuMouHOro uantpa.yn. Hobens, 4. S. nomewt. 1 N -
KOpM IF’M.4i,ta>fo@W(gj'<ll»gno«tILé*.nip y A OMeLtlf'J. i TpsAX-kaja
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000 «PAIMI, RO 670000, Pecny6ninka BypkTHA, T. YNBH-Y 3.
m m yn.Cwmpagnoea Koq)vch, +7 405 105 9916, inforapidbio.ni, www.rapklbki.ru

MwmTe n*mamACTTa; OO0 BUO». 121205, r. Mock**, Tepputopua Sv
MHMOKaLMOMMOTro LieHTpa «Ckonkoao*. yn. bonbLwoit 6ynaaep. 4. 42cl. —I O

® LMBPIQO TY21-20.254515-44090552-2023 PY  P3H 202X/IOOCXX OT XX XX2024 . *3<«S-'2016
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EE3 LHBPZ24D01

2024-04
Q 2026-04
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rEI_IATI/IT B OTpuLaTBAbHbI/ pasynbTarT:
3 KC I_I P E C C _T E CT MosiBNeHVe B TECTOBOM OKHE |

TOJIbKO KOHTpOI'IbHOVI nonocsbl <C».
OkpalumsaHue TECTOBOW MOOChI

KomMmnnekTt Nel
0 «T» He npoucxog»n.

CoctaB Habopa;
e TecT-kapTpuax ANs onpeneneHns noBepxXHOCTHOIO

aHTUreHa supycarenatuta B lwr.
 MnacTnkoBas Npobupka c HacaaKon-kanesbHULEeN
¢ 6ydhepHbIM pacteopom (0,1 MK1) 1w, MONOKUTENbHBIA PE3yNbTAT;
- MNuneTtka ogHopa3oBas 1wr.
WN$a»nT ans T6opaTopHbIX HCCNEAOMMUM U3 NCATAPULIXK WLLITTHPSALLAON: rosie/nieHne B TECTOBOM OKHE ABYX
iIMWTKIr esiponior st ddckT MasM MpeMoca MKAKoCTM} (MacTdps), OKpa”JeHC*(‘:"'X nonoc: KOVHTPO“"HOV'T
nosiochbl 1 TECTOBOI NONOCHI «T».
PYFA®C32012/11857 0 7 “
« CKapudMKaTop 0HOPa30BbIii 1um
Jl«ma] «Tbl (ckapTdwaTpsl) Acthlanc*, ProUnet 04HONPSTHOrO NPT LW W LW A,
7. NanudbT (oowpTpTT Top) Arblanc« Normti Fhw sgHokpsTMOro npwn T s
(21 G, 1.8 wn wrw), PY 9P #C32009/04308
luwr HepnelicTBUTENbHbIN pesynbTar:

e Candetka aHTUcenTu4yeckas
Cumdincn wnfcwrnrwcJOM 10 6yMaXHOT0 TKCTLWNsNo4o61Moro Marapmana
cTapMMMbla LLIX/1ca T KKWLW CAKpTOoebla (70% anutoeslii
crTpr) no TY 9393-001-51276525-00, PYLLIGCIA2009/0S4U

B TecToBOM OKHE KOHTpOJ/IbHas
nonoca «C» He NosiBMsieTCS,

0 O He3aBUCMMO OT HAINYNA TecToBOW
Nos0ChI «T»,

OnAa NMpodgeccrnoHanbHOro
* NMPUMEHEHUA.
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doTorpaduyeckoe n3obpaxkeHne 2. Habop peareHToB «PATMA-BIMB-XA», KoMnnekT Nol

oneVT E

PANNA-BIrB-NXA

pem«Thu 4iivenpec-icc! gm

«=~UNr*ne
e ooty vt P Pann il bro
MIATY 21 20 2301S-44W0>b'HD?1 (\x bM<
.U i
€3, i
CO
cC
KAW/ALE YA “
N d
S RS KIBO LOT: aspa00)
I_I'LIJ LLI p.Br- LhIBFIOO

ANVL-ar9-AXA
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doTorpaguryeckoe nobpakeHne 3. Habop peareHToB «PAMNA-BIB-UXA», KomnnekT No2

PAMNNA-BIB-NXA

Ha6op pparpHioB
«JKcnpecc-TecT AN KAYeCTBEHHOTO BbiAB*'eMUs NOBepXHOr' ior -
aHTUreHa Bupyca renatuta B (HBsAg) B cblB030TKA. n
KOOBW YesloBeKa METOA0M MMMynoxpomatorpauu™-er-oro acanu *a
«PANMNA-Br8 NXAs
ANA ANATHOCTUKW invirro»
no Ty 21.20.23-015-44090551-2027?

Komnnekrt Ne2
coaaB Habopa.-
- TecT-KapTPHAX A8 OMpejeneHns NOBEPXHOCTHOrO aHTUreHa Bupyca renatnta B
®nakoH KanenbHuua ¢ 6ydepHbiM pacTBopom (2.0 mn)

i - Munetka ofgHopasoBas
AN LR ‘tvtl - J My =l |
foia i

Pan Mlﬂl CKapuhukatop 04HOpa3oBblii

Mosyuny wTTAjtvraf® **. AttHonct fAstann . J 10 wr
- -'SvonceKc'«fl<ff2r oA.opo«vaw/» NiM*«faw t\'i J«mw »-venr7

peTKa, Tiyeckas

e
M, My <noneare* ;sAbpaalle 15 W\Jﬁzﬂpw «0 TY9NN<KN-5M/BAT-|X, AHAIf «|;.PA.<1».r54«r;

10 wr
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doTorpamyeckoe nsobpaxeHue 4. Habop peareHtoB «PAMNA-BIB-MXA», komniekT No2

\

TS \VFAR rzrzi'Z

MICTVMA<1voro»
NA0»0»** »0 "
NO<SIT <y W a
utfwr - DHTVBGH v

ANUM»M-M I« HMHO « B*H»*c«H-<M [»-CTB«IOM (*.0 «N1>

Panupg Bk RS, T

M"™*»| 001-N17785r-N17, PYWW «CP)<X»X!54ii

@E«FILHBPICO 2024-04 A

Tt LHBPZ24D01 S 2006-04 Ans NpodeccMoHanbHOro npuMeHeHns!
PONMNA-BIB-NX]

TV 21,20.23-015-44090553-2033

R SRRl 2O DT
0 Mg LY, e T

LCNLTH

WAOBEITAAY
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doTorpaguueckoe nobpaxkeHne 5. Habop peareHToB «PAMNA-BIB-XA», komnnekT Ne2. CocTtaB Habopa

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpaguyeckoe nobpakeHne 6. Habop peareHToB «PAMNA-BIB-MXA», KOMMeKT 3

PANUI.BFBUXA

Hii6op pparomron
~BPHHOTO BblAl/.eNNY NOBT-PXHOCTHOTO

yenTHI ™ ~ “ CbIBOpPOTKE, NN./Me 1
KPOBYW YenoBeka MEroAOM MMMYHOHPOMATOTrpAMUYECUNTo . X an Tl

«PNMNA BrB nxn»»
ANA AVMATHCKTUKW m vitro»
no TY 21.P0,23-01b*4-1IW0SS 3 2023

Komnnekt Ne3

[mam Ary onoepeTeHUH NOBEPXHOCTHOrO aHTUreHa supy,a "5

suya c fsydepHblv pactBopom (5,0 mn)
30BAs

ru 1 {Narryrpo~ PY Neth' | ja')

Pan Mp' EMO Inp omHopasosLii

W, »Te/ eoxdipe-<«OA TKMA, M |

BbicTpas guarHoctuka
aHTucenTnyeckas

e A
2] Vf'HB no npumeHeHuUo
I I ! ; [Ans npoceccmoHanbHOro npuMeHeHus!

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

doTorpadumyeckoe nsobpaxkeHne 7. Habop peareHTtoB «PAMNA-BI B-XA», komrnekT Ne3

12



doTorpadguyeckoe nsobpaxeHune 8. Habop peareHToB «PAMNA-BIB-NXA», komnnekT Ne3. CocTtaB Habopa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpaduyeckoe nsobpaxeHve 9. Habop peareHtoB «PATNA-BIB-NXA», KOMNNEKT 4

"I?e

«b VPWJI
- N>
m 621%2015—441&33—2&3
Komnnekt Ne4d

1K AR P EHAIMLEHICTHIOE B B B/D/0Y ISUT
rmwrg%c@qmém peciEM (.0l i

= Qr TS tErIal Mttty LA T ™
B|PQHIEEBN
%_ml i ty™B) AB*IITS*.pep.2, oy, BL M -,.. [

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

ToaTHEaeA
(%»/ng_/% rTKle**»I F» '<,%rl*m
'W-4VS Oi

L/Aromwererio

Bocpen gverHocig

toro rpvveHeHs!

m%

$c
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doTorpaguyeckoe nobpaxkeHne 10. Habop peareHToB «PATMNA-BI B-UXA», KOMNNEKT 4

15



doTorpaguyeckoe nobpaxkeHne 11. Habop peareHToB «PATMNA-BIB-NXA», komnnekT Ne4. CocTaB Habopa

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpaduyeckoe nobpaxeHne 12. Habop peareHToB «PATMNL-BIB-NXA», KoMnieKT Nob,

17
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doTorpaduyeckoe nobpaxeHune 13. Habop peareHToB «PAMNA-BIB-XA», KomnieKT Neb.

«eeeeees [ TMOIO - pHH
Dbl Brd*P«*-M 0«Cr«opom tJ.0 M)
N>«cTp”KnHsa A0 ApAIHMIN*0

Panug buno
/Sc77 tHfIPIOO crd}2024-oa
LHBPz24D01 " 2026-04 [ns npoguccmomansHorc npuMenenmnH'
PANMNA-BIB-UXA

TY 21.20.23-01S-44090553-2023 py___

\ m L | V\thdnruummru PT tnyeiM afivp.im-i v 411 yn »yT =
i 000 «PANMA BUNO- 121208, r ryppuroymny
1 ex-'e! em‘e.yn »Yl.lKkwoiByabTelp a 424
L ««o FHPC AN *car*Aly npoMMOAUuTMa: ofx; Nnn:Hek. 7TMKi'» t>z.'0\ 1
\ H o1 *IIMQ _an i-..»» yfo»ltr
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doTonzaguyeckoe nobpaxeHme 14. Habop peareHToB «PATMA-BIB-NXA», komnnekT Ne5. CocTaB Habopa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpaduyeckoe nobpaxeHne 15. Habop peareHToB «PATTNA-BIMB-NXA», KOMNNeKT Nob.

PAMWA-BIB-NXA

Ha6op p«ar#utol
y . «><np*cc TCCTANA*(TY«TB*HHOTOBbI "3/|*HNANOBEP»HOCTHO* 0
'«'y i auturama Bkpycs renatuta B |[HBiAg| B <bi*opoTKe, nnasme U UenmTnu
J Kpnen yenoseka METONIMUMMYHNKPOMATOTPahUMET KOTO aHann3a
«PNMAN BB NXAa
i M ANA ANATHO3 TUKKM 111 ViJio"
no ty21.20.23 015-440q0S5Vv202?
T Y Komnnekt N«6
ANA onpepeneHns NOBEOXHOCTHOTO AMTUTENA 30 W1 ITECT i

T
Pan MA BMO NnT>Hn4a ¢ 6ydepHb<m eaaBopom (5,0 mn) lU]_

BoClTpoA guarsocriu

A N0 NPUWEHEHNIO

[ins npodeccroHanbHOro™NNpuaa AL o 4"

20
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

doTorpaduueckoe nsobpaxeHue 16. Habop peareHToB «PAMNA-BIB-MXA», KoMnnekT Ne6.

PATNNAO-BIB-UXA

f I X 7v2120250154400055302023 PY.
LHBP100

LoT LHBPZZ4D01A 1 r
H I 2024-04
U 2026-04

000 «PANWNA 61 0». Poccus, 670000, Pecny6nuk* B>patua. r.ynau Ya>,
yn.CSepanom.s 13e.0d 4 ,wwwr*p«bK>,fw icfoe’<*pidbK>,ru
1000 «PAMWA 610> 121205 r Mockea, TeppUTOpPUS MUMOeannonHero N Tpn
f,yn. 60nbiMon 6ynsmp, 4. 42cl.
Nl npeanaentenk saponsto autens: 000 afAN® ANATUOMNUHC 121205.r.Mockm
uunanaubiii okpyr Moxaickuii, Tep. CKONMOW MMMOBI"MONHOTO LeHTpa, ya. Holvenu
koM. 1 RM. 12, infoe'licedi»*nortKa.fu

90H# Coop/CTB/A
VHHO6AL1/AM

21



doTorpagmyeckoe nsobpaxeHue 17. Habop peareHToB «PAMNA-BIB-UXA», komnnekT Ne6. CocTaB Habopa

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpaduyeckoe n3obpaxkeHne 18. Habop peareHToB «PAMNL-BI B-UXA», KoMnieKkT Neo7.

23
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doTorpaduyeckoe nsobpaxkeHne 19. Habop peareHTtoB «PATMNA-BI B-UXA», KomnneKkT Neo7.

PANMNA-BIB-NXA

1 TYN ja2v015-a409(»53 20N PV oT
1 LHBP100 ve
poniHBPZ24D01M 1. -N
WTpuX-MON NpoAyn* OO 20040
L, 2026-04 ~30

000 «PAMW/ 610>, Poccu*, 670000, PMcnyOnu*! evp»rM*. . Y/MuY a».
yn, Coiignot#» fi 131. o 4. WWW r*p«l6».fv. IPfoff *rt«INO,-u

; 000 «PAMUA BUO« UHO S,r MOC-M, TEOPUTOPU* UMHOUUNOAAON) LPU«pA
60/I4UOT BYNLMP, 4. « C 1
NP*AA4PUIMLNPOU>M3AMT*N4:000>MANGANATNOCINKC» UUOA.r Morkm*.

«Wﬁo ? ,f&j(qw Tec. CHonko» M-MomumoumCre yernu, yc HnPmm»
ﬁf& xHaru

T OFlcrlm
VHHOBALV/IM
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doTorpaduyeckoe n3obpaxeHune 20, Habop peareHToB «PATTNA-BI B-XA», kKomnnekT Ne7. CoctaB Habopa

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpagmyeckoe nsobpaxkeHue 21. MnacTnkoBasi NpobypKa ¢ HacaaKoli-KanebHULER ¢ 6ydepHbIM pacTBopom 0,1 mn

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpaduryeckoe n3obparkeHne 22. dnakoH-KanenbHUUA ¢ 6ydepHbIM pacTsopom: 2,0 mn

- 2024-04

«l 72026-0)
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doTorpadmyeckoe n3obpaxkeHne 23. dnakoH-KanebHMUA ¢ 6ydepHbIM pacTBopoM: 5,0 Mn

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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doTorpaumyeckoe nobpaxeHune 24. Ckapuurkatop ogHopa3oBbiv (JlaHueTbl (ckapugukaTopbl) Acti-lance, Prolance ogHoKpaTHOro npumeHeHns, PY Ne ®C3
2009/04308)

29
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doTorpadguyeckoe n3obpaxeHue 25. MHaMBuayasibHas/rpynnoBas ynakoBka ckapugmkaTopa o4Hopa3oBoro (J1aHUeTbI

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

(ckapudmkaTopbl) Acti-lance, Prolance ogHoKpaTHOro npumeHeHus, PY Ne ®C3 2009/04308)

PANNA-BrB4-"XA

M B

N
Chlpucbukatop ogHoOpamBbIH wr

tAm uarwt PY fr V\
LOTHAWIA
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doTorpagmyeckoe n3obpaxeHue 26. Candgertka aHtucentTuyeckas (CandeTky aHTUCENTUYECKME U3 BYMaXKHOI0 TEKCTUIENOAO0OHOIO
matepuana crepunbHble «M.K.AcenTuka» cnupToBble (70 % 3TUNOBBIA CNUPT)
no TY 9393-001-51276525-00, PY Ne ®CP 2009/05438)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpapuyeckoe nobpaxeHune 27. NMunetka ogHopasoBas (M3genns ans nabopaTopHbIX UCCNef0BaHW U3 NOMUMEPHbIX
maTepuanos, PY Ne ®C3 2012/11857)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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doTorpamyeckoe n3obpaxkeHve 28. ViHavBMAyaibHaA/rpynnosas ynakoBka nuneTkn ogHopasosor (M3genva ans nabopaTopHbIX
nccnefoBaHUn U3 NoIMMePHbIX MaTeprasios, PY Ne dC3 2012/11857)

33
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doTorpagmueckoe nobpaxeHme 29. TeCT-KapTPUMK AN1S ONPeAeneHnst MOBEPXHOCTHOrO aHTUreHa BUpyca renatuTa B

Panng Bvio

P 481 b 2014-CY 2026-04
. 2 A ; .
Cb ruwk Wcnonbrok Huo COT Linie-F224b03
REF; E*@PICi
L 1
Panung bro
Bo6TpravienL
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MpownTo, nNpPOHYymMepoBaHO WU
CKpenaeHo neyvyarbto
nnct (oB)

XXumbues A.LL
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