Nudopmanus o coctaBineHHbIX ['0J0OBBIX aKTax 3KCHEPTHU3HI,
HarpasjisieMas B IeHTpaiabHy10 0a3y ganHbix TIIIT Poccun

1. Akt 3xcnieptu3bl Ne002-11-01929 nara 25.03.2026

2. CocraBnen: Cankr-IlerepOyprckast TOproBo-IpOMBIIIJICHHAS TTajlaTa

3. Cpok nevictBust: 24.03.2027

4. Hens odopmiuenus axra sxcrneptusbl: s opopmnenus ceprudpukaros CT-1

5. IlpousBoautens ToBapa: OO0 "Komnanus Ankop buo" Poccuiickas @enepanus, 192148, CaHkT-
[TerepOypr, np. XKenesnomxopoxueiid, 1. 40, mutep A, oduc 217

6. ToBapsl:
Hounst
CTOHUMOCT
Peructpanuonnoe " Kpurepuii
Ne HaunmenoBanue ToBapa Kox OKIIZ OK-034-2014 pait HMHOCTpPaH [ MPOUCXOXK-
YI0CTOBEpEHUE
HBIX JACHUA
Marepuan
OB
21.20.23.110 Habopsr
pEeareHToB JJIs BBISBIICHUS
MH(EKIMOHHBIX areHTOB
METOJIOM MOJMMEPA3ZHON
LENMHON peakuu; Habopbl
HaGop pearenToB st P ’ p
peareHToB 11
KOJIMYECTBEHHOTO
KOJIMYECTBEHHOTO U
UMMYHO(EPMEHTHOTO AECTBEHHONO Olbelele OCP
KaueCTBEHHOT'O ONpE/IeIICHNUs
1 |onpenenenus obmero p 2011/10272 ot 113002
MMMYHOIJIOOYJIMHOB WJIH
uMMyHorsio0yiuHa E B 02.04.2020
AQHTUT€HOB MH(PEKIIMOHHBIX
CBIBOPOTKE KPOBH U€JIOBEKa ATCHTOB METOMIOM
(«DA-06mmmit IgE»)
UMMYHO(EPMEHTHOTO aHAJIN34;
HabOpBI PeareHToB ISl
KOJIMYECTBEHHOT'O ONPEIEICHUS
TOPMOHOB METOJIOM
MMMYHO(EPMEHTHOTO aHAJIN3a
21.20.23.110 HaGopsr
pEareHTOoB U1 BBISABIICHUS
MHQEKIMOHHBIX ar€HTOB
HaGop pearenros ¢ .
METOJIOM NOJIMMEpPa3HOI
IIPUHAJIEKHOCTIAMHU VIS .
LIEMHOM peakIu; Habopbl
KAaueCTBEHHOTO U
peareHToB U1
KOJIMYECTBEHHOTO
KOJIMYECTBEHHOTO U
MMMYHODEPMEHTHOIO KAaueCTBEHHOTO ONPEEIICHUS OCP
2 onpeneneHus P 2010/08988 oT J13002
MMMYHOTJIOOYJIMHOB WM
UMMyHOTr100ynuHOB G K 28.02.2020
. AQHTUT'€HOB MH(EKIIMOHHBIX
Herpes simplex 1 Tuna B
areHTOB METOA0M
CBIBOPOTKE U IIa3M€ KPOBU
UMMYHO(EPMEHTHOTO aHAJIN3A;
yenoBeka («['epnecDA-
112G») HaOOpbI PEareHToB IS
g KOJIMYECTBEHHOT'O ONPEEIICHUS
TOPMOHOB METOJOM
UMMYHO(EPMEHTHOTO aHaN3a
Habop pearenros ms 21.20.23.110 HaGopsr P3H
3 KauyeCTBEHHOTO pEeareHToB /7S BBISBIICHUS 2021/13359 ot 13002
UMMYHO(EPMEHTHOTO WH(EKIIMOHHBIX ar€HTOB 08.02.2021




OTpe/ieNIeHNs] TOBEPXHOCTHOIO
aHTUIeHa BUpyca renatura B B
CBIBOPOTKE, IIa3MeE U
IpenapaTax KpoBH YeJIOBEKa
«T'enatutU®A-HBsAg cenc»
Kommnexranumst Ne 1

METOJIOM MOJUMEPA3ZHON
LEMHON peakIu; HabopbI
peareHToB s
KOJIMYECTBEHHOTO U
KayeCTBEHHOTO OTIPEIEIICHUS
UMMYHOTJIOOYJIMHOB WJIH
AQHTUTCHOB MH(EKIIMOHHBIX
areHTOB METOZOM
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOPBI PEareHTOB TSI
KOJIMYECTBEHHOTO OIPEIeIICHHS
TOPMOHOB METO/IOM
UMMYHO(EPMEHTHOTO aHATN3a

Habop pearentoB ans

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOM
LEMTHON peakIuu; HabopbI

KaueCTBEHHOTO
peareHToB s
UMMYHO(EPMEHTHOTO
KOJMYECTBEHHOTO U
ONpE/ICNIEHHs OBEPXHOCTHOTO /o J— P3H
aHTUIeHA BUpYca remnatuta B B p 2021/13359 ot 13002
MMMYHOTJIOOYJIMHOB WJIH
CBIBOPOTKE, TIJIa3Me U 08.02.2021
AQHTUT€HOB MH(EKIIMOHHBIX
mpernapaTax KpoBH YelIOBeKa ATCHTOB METOIOM
«I"'ematutTH®A-HBsAg cenc»
UMMYHO(EPMEHTHOTO aHAJIN3a;
Kommmnexramus Ne 2
HaOOPBI PeareHTOB IS
KOJIMYECTBEHHOTO ONpEeeIICHHUs
TOPMOHOB METOJIOM
UMMYHO(EpPMEHTHOTO aHAIH3a
21.20.23.110 Habopsl
pEeareHToB /s BbISBIICHUS
WH(EKIIMOHHBIX areHTOB
METOJIOM MOJIUMEPA3ZHON
Habop pearenros ms .
LEMHON peakIuu; HabopbI
KauyeCTBEHHOTO
peareHToB JUIs
UMMYHO(EPMEHTHOTO
KOJIMYECTBEHHOTO U
OIIpEeIEeJIEHUS TIOBEPXHOCTHOTO KAYECTBEHHOrO ONPEIeNeHIs P3H
aHTUIeHa BUpyca renatura B B P 2021/13359 ot 13002
UMMYHOTJIOOYJIMHOB WM
CBIBOPOTKE, TIa3Me U 08.02.2021
AHTUTEHOB MH(EKIIMOHHBIX
IpenapaTax KpoBH YeJIOBEKa ATEHTOR METOMIOM
«lematutU®A-HBsAg cency»
UMMYHO(EPMEHTHOTO aHAIIN3A;
Kommekrarus Ne 3
HaOOPBI PEareHTOB IS
KOJIMYECTBEHHOT'O ONPEEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a
Habop pearenrtoB ans 21.20.23.110 HaGopsr
KaueCTBEHHOT O peareHTOoB IS BBISBICHUS
UMMYHO(EpPMEHTHOTO WH(EKIIMOHHBIX areHTOB P3H
ONPEACIIEHUS IOBEPXHOCTHOIO | METOAOM MOJUMEPA3HOU 2021/13359 ot J13002
aHTUT€Ha BUpyca rernatuta B B |1ienHoil peakuyu; Habopsl 08.02.2021

ChIBOPOTKE, IJIa3MC U
npenaparax KpoBU YCJIOBCKaA

pCarcHToB JI1
KOJIMYCCTBCHHOI'O 1




«ematutU®A-HBsAg cency
Kommekrarus Ne 4

Ka4eCTBEHHOT'O OIPE/IEICHUS
MMMYHOIJIOOYJIMHOB WJIH
AHTHUI'CHOB I/IH(l)eKIII/IOHHBIX
ar¢HToB METOA0M
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOpbI PeareHToB IS
KOJINYECTBEHHOT'O OIpEe/IeJICHHS
TOPMOHOB METO/IOM
UMMYHO(EPMEHTHOTO aHATN3a

Habop pearenrtoB ans
UMMYHO(EPMEHTHOTO
MOATBEPKICHUS HAINYMS

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOH
LEITHON peakIu; HabopbI
peareHToB JIst
KOJIMYECTBEHHOTO U

MOBEPXHOCTHOI'O aHTUTEHA Sy — P3H
BHUpYCa IernaTuTa B CHIBOPOTKE, p 2021/15096 ot 13002
MMMYHOTJIOOYJIMHOB WJIH
MJ1a3Me U mpernaparax KpoBu 16.08.2021
AHTUT€HOB MH(EKIIMOHHBIX
yenoeka «I'ematutDA- ATEHTOB METOMIOM
HBsAg cenc
. UMMYHO(EPMEHTHOTO aHAIIN3a;
MOATBEP K TAOLIU I
HaOOPBI PeareHTOB IS
KOJIMUYECTBEHHOTO ONpPEeeIICHHUS
TOPMOHOB METOJIOM
UMMYHO(EpPMEHTHOTO aHAIN3a
21.20.23.110 Habopst
peareHTOB J1Jisl BBISIBJICHUS
WH(EKIIMOHHBIX areHTOB
METOJIOM MOJIMMEPA3ZHON
LEMTHOW peakIuu; Habopbl
Habop pearenros mis p ’ p
peareHTOB JJist
KOJIMYECTBEHHOTO
KOJIMYECTBEHHOTO U
UMMYHO(EpPMEHTHOTO (AECTBEHHONO ODELENe OCP
YECTBEHHOTO OTPEICTICHUS
omnpeeeHUs] PAKOBOTO HMMVHOLIO0 HHH(I))B . 2012/13263 ot 113002
antureHa CA 19-9 B celBopoTke Y 4 06.04.2020
AHTUTEHOB MH(EKIIMOHHBIX
KpoBu yenoBeka («OHko DA - ATCHTOB METOIOM
CA 19-9») Kommexrarust Ne 1
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOPBI PEareHTOB IS
KOJIMYECTBEHHOTO ONpEeICICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHaTN3a
21.20.23.110 Habopsr
peareHTOoB IS BBISBICHUS
HaGop pearenros ¢
WH(EKIIMOHHBIX areHTOB
MIPUHAICKHOCTSIMH IS .
METOAO0M MOJTUMEPAZHOMN
KOJIMYECTBEHHOTO .
HMMYHOEPMEHTHOTO LEMHON peakIuu; Habopbl P3H
y p pEeareHToB IS 2018/6986 ot J13002
onpenenenus anturena CA 125
KOJINYECTBEHHOT'O U 18.02.2020

B CBIBOPOTKE KPOBH UEJIOBEKA
«OuxkoUDA-CA 125»
Kommnekramus Ne 1

KaueCTBEHHOTO ONPEEIICHUS
MMMYHOTJIOOYJIMHOB WM
AQHTUT'€HOB MH(EKIIMOHHBIX
areHTOB METOZ0M




UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOpBI PEareHToB IS
KOJINYECTBEHHOT'O OTpEe/IeJICHHS
TOPMOHOB METOIOM
UMMYHO(EPMEHTHOTO aHATN3a

Habop pearenrtos c
MIPUHAICKHOCTSIMHU IS

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJIMMEPA3HOM
LEITHON peakIu; HabopbI
peareHToB /s

KOJIMYECTBEHHOTO KOJMYECTBEHHOTO U P3H
10 UMMYHO(EPMEHTHOTO KaueCTBEHHOTO OMpe/IesIeHuUs 2018/6986 ot 113002
onpeneneHus antureHa CA 125 | uMMyHOTI00yJIMHOB UITH 18.02.2020
B CBIBOPOTKE KPOBH YEJIOBEKa |aHTUreHOB MH(EKIIMOHHBIX o
«OHKODA-CA 125» areHTOB METOIOM
Kommnekrarus Ne 2 MMMYHO(GEPMEHTHOTO aHAIH3a;
HaOOPBI PeareHTOB IS
KOJMYECTBEHHOTO ONpPEeeIICHHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHAIH3a
21.20.23.110 Habopst
peareHTOB JIJisl BBISIBJICHUS
WH(EKIIMOHHBIX areHTOB
METOJIOM MOJIMMEPA3ZHON
Habop pearenros ms LEMTHOW peakIuu; Habopbl
KOJIMYECTBEHHOTO peareHTOB st
UMMYHO(EpPMEHTHOTO KOJIMYECTBEHHOTO U BCP
1] [|ompenenenus 00111ero MpocTar- |Ka4yeCTBEHHOTO OMpeIeICHUs 2012/13340 ot 113002
CHeM(PUIECKOro aHTHIeHA B MMMYHOTJIOOYJTHHOB WJIH 73.02.2020
CBIBOPOTKE KPOBHU YEJIOBEKA AHTUTEHOB MH(EKIIMOHHBIX o
(«Onko D A-06mmmii [ICA») areHTOB METOJIOM
Kommnekramus Ne 1 UMMYHO(DEPMEHTHOTO aHAIIN3a;
HaOOPBI PEareHTOB IS
KOJIMYECTBEHHOTO ONpEeIEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a
21.20.23.110 Habopsr
pEareHToB IS BBISIBJICHUS
WH(EKIIMOHHBIX areHTOB
METOAO0M MOJTUMEPAZHOMN
Habop pearenrtoB ans .
COIHHECTBEHHOrO LEMHOM peakIuu; Habopbl
UMMYHO(EpPMEHTHOTO pearciron it
KOJIMYECTBEHHOTO U OCP
12 Onpe/IeeHHs 00MIero npocTat- Ka4eCTBEHHOT'O ONIPEIECIICHUS 2012/13340 ot J13002
CHenu(pUIecKoro aHTUreHa B
MMMYHOTJIOOYJIMHOB WM 28.02.2020

CBIBOPOTKE KPOBH UeIOBEKa
(«Onko D A-06mmuii [ICA»)
Kommnekramus Ne 2

AQHTUT'€HOB MH(EKIIMOHHBIX
areHTOB METOZ0M
UMMYHO(EPMEHTHOTO aHAIIN3A;
HaOOpbI peareHToB JUIs
KOJIMYECTBEHHOT'O ONPEEIICHUS
TOPMOHOB METOJIOM




UMMYHO(EPMEHTHOTO aHATN3a

Habop pearenrtoB ans

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOH
LETHON peakIuu; HaboPbI

KOJIMYECTBEHHOTO peareHToB s
UMMYHO(EPMEHTHOTO KOJMYECTBEHHOTO U BCP
orpezeneHus: CBOOOIHOTO KaueCTBEHHOTO OMpe/IesIeHuUs

13 p p 2012/13341 ot 113002
MpOCTaT-Crenu(GUIecKoro MMMYHOTJIOOYJIMHOB WJIH 06.04.2020
aHTHIeHA B CHIBOPOTKE KPOBH | aHTUTE€HOB MH(EKITMOHHBIX T
yenoBeka («OHKo DA - areHTOB METOIOM
cBoOoHbI [ICAY) MMMYHO(GEPMEHTHOTO aHAIH3a;

HaOOPBI PeareHTOB IS
KOJIMUYECTBEHHOTO ONpPEeeIICHUs
TOPMOHOB METOJIOM
UMMYHO(EpPMEHTHOTO aHAIN3a
21.20.23.110 Habopsr
pEareHTOB JIJISl BBISIBIICHUS
WH(EKIIMOHHBIX areHTOB
METOJIOM MOJIMMEPA3ZHON
Habop pearenros mis .
LEMHON peakIu; HaboPbI
KOJIMYECTBEHHOTO
peareHToB s
UMMYHO(EPMEHTHOTO
KOJIMYECTBEHHOTO U
OTIPEACICHILT AJTEPTeH- KaueCTBEHHOTO OTPE/ICIICHUS PCP
14 |cneuuduueckux IgE s P 2011/12177 ot 113002
MMMYHOTJIOOYJTHHOB WJIH
CBIBOPOTKE KPOBHU YEJIOBEKA AHTHIEHOB HH(EKIMOHHbIX 01.04.2020
(«AnneprodDA-
areHTOB METOJOM
cneuugpudeckue IgE»),
UMMYHO(EPMEHTHOTO aHAIIN3A;
Kommnekramus Ne 1
HaOOPBI PEareHTOB IS
KOJIMYECTBEHHOTO ONPE/ICIICHUS
TOPMOHOB METOJIOM
MMMYHO(DEPMEHTHOTO aHAIH3a
21.20.23.110 Habopst
peareHToB /7S BBISBIICHUS
MH(EKIMOHHBIX areHTOB
METOJIOM MOJMMEPA3HON
Ha6op pearenToB mis .
LEMHOM peakuu; Habopbl
KOJIMYECTBEHHOTO
peareHToB 1S
UMMYHO(GEPMEHTHOTO
KOJMYECTBEHHOTO U
OTIPEACICHIT aIIepTet= KaueCTBEHHOTO OMpe/IesIeHuUs PCP
15 |cnemuduueckux IgE B p 2011/12177 ot J13002
MMMYHOTIJIOOYJIMHOB WJIH
CBIBOPOTKE KPOBH YEJIOBEKA AHTHTEHOB HHhEKIHOHHbIX 01.04.2020
(«AnneproDA-
areHToOB METOJ0M
cneruduueckue IgE»),
MMMYHO(EPMEHTHOTO aHAJIN3a;
Kommekrarus Ne 2
Ha0OPbI peareHTOB IS
KOJMYECTBEHHOTO ONPEIEICHUS
TOPMOHOB METOJIOM
MMMYHO(EPMEHTHOTO aHAIN3a
HaGop peareHTos ¢ 21.20.23.110 HaGopsr P3H

16 |npuHAIIEKHOCTIMU IS pEeareHToB /7S BbISABIICHUS 2018/7351 ot 13002

KOJIMYECTBEHHOTO WHQEKIMOHHBIX ar€HTOB 28.02.2020




UMMYHO(EPMEHTHOTO
oIpesieNIeHUs IPOTrecTepOHa B
CBIBOPOTKE KPOBH U€JIOBEKA C
HCIOJIb30BaHNUEM
aBTOMATHYECKOT0 aHaJIn3aTopa
«ALISED» («Ctepoun1®A-
nporectepon-Alisei»)

METOJIOM MOJUMEPA3ZHON
LEMHON peakIu; HabopbI
peareHToB s
KOJIMYECTBEHHOTO U
KayeCTBEHHOTO OTIPEIEIICHUS
UMMYHOTJIOOYJIMHOB WJIH
AQHTUTCHOB MH(EKIIMOHHBIX
areHTOB METOZOM
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOPBI PEareHTOB TSI
KOJIMYECTBEHHOTO OIPEIeIICHHS
TOPMOHOB METO/IOM
UMMYHO(EPMEHTHOTO aHATN3a

Habop pearenrtos c
MIPUHAICKHOCTSIMH IS

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOM
LEMTHON peakIuu; HabopbI

KOJIMYECTBEHHOTO peareHToB s
UMMYHO(EPMEHTHOTO KOJMYECTBEHHOTO U P3H
|7 |OmPeAeICHNS TECTOCTEPOHA B KAUCCTBEHHOTO OMPENCHCHAS |01 0/7337 o 113002
CBIBOPOTKE KPOBH UEJIOBEKAa C | MMMYHOTJIO0YJIMHOB WU 27.02.2020
HCIOJIb30BaHNEM AQHTUT€HOB MH(EKIIMOHHBIX
aBTOMATHYECKOT0 aHaJIN3aTopa |areHTOB METO/I0OM
«ALISEI» («CtepounIdDA- MMMYHO(GEPMEHTHOTO aHAJIH3a;
TectocTepoH-Alisei») Ha0OPbI peareHTOB IS
KOJIMYECTBEHHOTO ONpEeeIICHHUs
TOPMOHOB METOJIOM
UMMYHO(EpPMEHTHOTO aHAIH3a
21.20.23.110 Habopsl
pEeareHToB /s BbISBIICHUS
MHQPEKINOHHBIX ar€HTOB
Habop pearenTos ¢ METOJIOM MOJIUMEPA3ZHON
IIPUHAJIEKHOCTIMHU IS LEMHON peakIuu; HabopbI
KOJIMYECTBEHHOTO peareHToB JUIs
UMMYHO(EPMEHTHOTO KOJIMYECTBEHHOTO U P3H
|g |OUPEACIICHNS TUPEOTPONHOIO [ KAUECTBEHHOTO ONPENENCHAS |01 07537 oo 113002
rOPMOHA B ChIBOPOTKE KPOBU UMMYHOTJIOOYJIMHOB WM 73.02.2020
YeJI0BEKa C UCIOIb30BaHUEM AQHTUTCHOB MH(EKIIMOHHBIX o
aBTOMATUYECKOr'0 aHAJIN3aTopa |areHTOB METO/I0M
«ALISED» («TupounUdDA- MMMYHO(DEPMEHTHOTO aHAJIN3a;
TTT-Alisei») HaOOPbI PEareHToB IS
KOJIMYECTBEHHOT'O ONPEEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a
Habop pearenrtos c 21.20.23.110 HaGopsr
MIPUHAICKHOCTSIMH IS peareHTOoB IS BBISBICHUS
KOJINYECTBEHHOT O MH(EKIMOHHBIX ar€HTOB P3H
19 |ummyHO(DEpMEHTHOTO METOJIOM IOJIMMEPA3ZHON 2018/7544 ot J13002
OIIpEJIETICHUS ayTOAHTUTEN K LEMHOMN peakIu; Habopbl 27.02.2020

TPIpOPI,Z[HOfI MEpOKCHUAA3C B
CBIBOPOTKE KPOBU YCJIOBCKA C

pCarcHToB JI1
KOJIMYCCTBCHHOI'O 1




Ka4eCTBEHHOT'O OIPE/IEICHUS
MMMYHOIJIOOYJIMHOB WJIH
AHTHUI'CHOB HHq)eKHI/IOHHBIX
ar¢HToB METOA0M
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOpbI PeareHToB IS
KOJINYECTBEHHOT'O OTPEIEIICHHS
TOPMOHOB METO/IOM
UMMYHO(EPMEHTHOTO aHATN3a

HCIIOJIb30BaHNEM
aBTOMATHYECKOT0 aHaJIn3aTopa
«ALISED» («Tupoun1dA-
aTTIIO-Alisei»)

7. 3axntoueHne: Ha oCHOBaHMM BBIIEU3JIOKEHHOTO YCTAHOBJIEHO, YTO TOBAP, YKa3aHHBIN B 1.6 HACTOSIIETO
aKTa, 1eMCTBUTENIbHO Poccuiickoro npoucxoxaeHus. [I[poucxoxaeHne yCTaHOBIEHO B COOTBETCTBUH C
[IpaBuiamMu onpezeneHust CTpaHbl IPOUCXOXKACHUS TOBApOB, YTBepkAeHHbIMU Cornamenuem o [IpaBunax
ompeeIeHUs] CTPaHbl TPOUCX 0K IeHHs ToBapoB B CoapykectBe HezaBucumpix I"ocynapcts ot 20 HOSOps
2009 roxa.



