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

1. Akt 3xcnieptu3sbl Ne002-11-01931 nara 27.03.2026

2. CocraBnen: Cankr-IlerepOyprckast TOproBo-IpOMBIIIJICHHAS TTajlaTa

3. Cpok nevictBust: 26.03.2027

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
Habop pearenros c o
LENMHON peakuu; Habopbl
MIPUHAJIEKHOCTSIMU JUIS
peareHToB 11
KOJIMYECTBEHHOTO
KOJIMYECTBEHHOTO U
MMMYHO(EPMEHTHOTO KaueCTBEHHOT'O ONpE/IeIICHNUs P3H
1 |onpenenenus obmero p 2020/12177 ot 113002
MMMYHOIJIOOYJIMHOB WJIH
uMMyHorsio0yiuHa E B 07.10.2020
AQHTUT€HOB MH(PEKIIMOHHBIX
CBIBOPOTKE KPOBH U€JIOBEKa ATCHTOB METOMIOM
«HDA-06mmit IgE 20005
UMMYHO(EPMEHTHOTO aHAJIN34;
Kommrekranus Ne 1
HabOpBI PeareHToB ISl
KOJIMYECTBEHHOT'O ONPEIEICHUS
TOPMOHOB METOJIOM
MMMYHO(EPMEHTHOTO aHAJIN3a
21.20.23.110 HaGopsr
peareHTOoB IS BBISBICHUS
WH(EKIIMOHHBIX areHTOB
METOJIOM TOJTUMEPa3HOI
Habop pearenrtos c .
LEMTHOM peakIuu; Habopbl
MIPUHAICSKHOCTSIMHU IS
peareHToB IS
KOJHYECTBEHHOTO
KOJMYECTBEHHOTO U
MMMYHO(EPMEHTHOTO KaueCTBEHHOTO OMpe/eNICHuUs P3H
2 ornpeaeneHus 00IIero P 2020/121770t1 113002
MMMYHOTJIOOYJTMHOB WJIH
uMMyHornooynusaa E B 07.10.2020
AQHTUTE€HOB MH(EKIIMOHHBIX
CBIBOPOTKE KPOBH Ue€JIOBEKa ATCHTOB METONOM
«HDA-06mmit IgE 2000»
UMMYHO(EpPMEHTHOTO aHAIIN3a;
Kommnekrammus Ne 2
HaOOPBI PeareHTOB s
KOJIMUYECTBEHHOTO ONpPEIEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHAIH3a
Habop KOHTpOIBHBIX 21.20.23.110 Habopst P3H
3 MatepuanaoB «OHKOMapKepb» | peareHTOB JUIs BBIBICHUS 2017/61360T 13002
JUIsL KOHTPOJISI KauecTBa WH(EKIIMOHHBIX ar€HTOB 02.03.2020




KOJIMYECTBEHHBIX METOOB
KJIIMHUYECKHUX J1a00paTOPHBIX
uccnenoanuii («I[lomuKM-
onko») Kommnekramus 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

Ha6op KoHTpOoNIBHBIX
MaTtepuanaoB « OHKOMapKepbh»

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOM
LEMTHON peakIuu; HabopbI
peareHToB /st
KOJIMYECTBEHHOTO U

JUDT KOHTPOJIA Karcetsa KaueCTBEHHOTO OMpe/IesIeHuUs P3H
KOJIMYECTBEHHBIX METOIOB P 2017/61360T1 J13002
MMMYHOTJIOOYJIMHOB WJIH
KJIIMHUYECKHUX JJa00paTOPHBIX 02.03.2020
. AQHTUT€HOB MH(EKIIMOHHBIX
uccnenoanuii («I[TomuKM-
areHToOB METOAO0M
oHko») Komriekrarus Ne 2
UMMYHO(EPMEHTHOTO aHAJIN3a;
HaOOPBI PeareHTOB IS
KOJIMYECTBEHHOTO ONpEeeIICHHUs
TOPMOHOB METOJIOM
UMMYHO(EpPMEHTHOTO aHAIH3a
21.20.23.110 Habopsl
pEeareHToB /s BbISBIICHUS
WH(EKIIMOHHBIX areHTOB
METOOM IIOJIUMEPAZHON
LIETTHOM peakIMu; HaOOPbI
HaGop KOHTpOIBHBIX p ’ p
peareHToB JUIs
MaTtepuanoB «OHKOMapKepbD»
KOJIMYECTBEHHOTO U
JUIS KOHTPOJISL Ka4eCTBa N —— P3H
YECTBCHH
KOJINYECTBEHHBIX METOI0B p 2017/61360T 113002
UMMYHOTJIOOYJIMHOB WM
KIMHUYECKHX JIAOOPaTOPHBIX 02.03.2020
. AQHTUTCHOB MH(EKIIMOHHBIX
uccnegoanuii («I[lomuKM-
areHTOB METOJ0M
oHko») Kommnekrarus Ne 3
UMMYHO(EPMEHTHOTO aHAIIN3A;
HaOOPBI PEareHTOB IS
KOJIMYECTBEHHOT'O ONPEEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a
Habop pearenrtos c 21.20.23.110 HaGopsr
MIPUHAICKHOCTSIMH IS peareHTOoB IS BBISBICHUS
KOJIMYECTBEHHOTO WH(EKIIMOHHBIX areHTOB P3H
UMMYHO(EPMEHTHOTO METOOM ITOJIUMEPAZHOMN 2018/7585 ot 13002
orpeJiesieHust cBOOOIHOM [3- LEMHOMN peakIu; Habopbl 27.02.2020

CY6’[>6I[I/IHI/IL[H XOPHUOHHUYECKOT'O
TOHAAOTPOIIMHA YCJIOBCKA B

pCarcHToB JI1
KOJIMYCCTBCHHOI'O 1




CBIBOPOTKE KPOBH UE€JIOBEKA C
HCIIOJIb30BaHNEM
aBTOMATHYECKOT0 aHaJIn3aTopa
«ALISED»
(«'onagorponuu DA -
cBoOoHast 6era- X1 u-Alisei»)

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 pearentoB ans
KaueCTBEHHOTO U

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOH
LEITHON peakIu; HabopbI

MOJTyKOJINYECTBEHHOTO peareHToB s
UMMYHO(EPMEHTHOTO KOJMYECTBEHHOTO U P3H
oTpeeTCHUs KaueCTBEHHOTO ONPEACTCHUS | 155 /1095007 113002
UMMYHOTTI00yTHHOB G K MMMYHOTJIOOYJIMHOB WJIH 26.12.2022
Treponema pallidum B iukBOpeE, | aHTUTEHOB MH(PEKITMOHHBIX o
CBIBOPOTKE U TIa3Me KPOBU areHToOB METOAO0M
yenoBeka "CupunmucUDA-IgG" |ummyHOpEpMEHTHOTO aHAN3A;
BapuanT ucnonnenus 1 HaOOPBI PeareHTOB IS
KOJIMUYECTBEHHOTO ONpPEeeIICHHUS
TOPMOHOB METOJIOM
UMMYHO(EpPMEHTHOTO aHAIN3a
21.20.23.110 Habopsl
pEeareHToB /s BBISABIICHUS
MH(EKIMOHHBIX ar€HTOB
HaGop pearenros s METOJI0OM IOJIMMEPa3HOI
KaueCTBEHHOTO U LEMHON peakIu; HaboPbI
MOJIyKOJINYECTBEHHOT'O peareHToB JUIs
UMMYHO(EPMEHTHOTO KOJIMUYECTBEHHOTO U P3H
OIIpeETICHUS KaueCTBEHHOI'O ONPE/EIICHUS
I/IMII)VIyHOI‘HOGy.HI/IHOB Gk I/IMMYHOFJI06yJII/IH(I))B WIN ;22122/ 1290225200T 713002
Treponema pallidum B nmukBOpe, |aHTUTCHOB HH(PEKIIMOHHBIX o
CBIBOPOTKE U IUIa3M€ KPOBU areHTOB METOJ0M
gyenoBeka "CupmmcUDA-IgG" |uMMyHODEPMEHTHOTO aHAN3a;
BapuanT ucnonnenus 2 HaOOPbI pEareHToB IS
KOJIMYECTBEHHOT'O OIPEEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHaTN3a
21.20.23.110 Habopsr
pEareHToB JUIsl BBISBICHUS
HaGop pearenros s MH(EKIMOHHBIX ar€HTOB
KaueCTBEHHOTO METOJIOM IOJIMMEPa3HOI
UMMYHO(EPMEHTHOTO LEMHOMN peakIuu; Habopbl P3H
OIPECIICHUS IOBEPXHOCTHOIO |pEareHTOB s 2024/228620t1 J13002
aHTUI€HA BUpYyca renatura B KOJIMYECTBEHHOTO U 05.06.2024

«I'enatutM®A-HBsAg-ckpun»
Bapuant ucnionuenus 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 pearentoB ans

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

KauyeCTBEHHOTO
KOJMYECTBEHHOTO U
MMMYHO(EPMEHTHOTO KaueCTBEHHOTO OMpe/IesIeHuUs Pt
10 |ompeneneHust TOBEPXHOCTHOTO p 2024/228620t1 J3002
MMMYHOTJIOOYJIMHOB WJIH
aHTUIeHA BUpYyca renatuta B AHTHTEHOB HHbEKIHOHHbIX 05.06.2024
«I"'ematutU®A-HBsAg-ckpun»
areHToOB METOAOM
Bapuant ncnonuenust Ne 2
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOPBI PeareHTOB IS
KOJMYECTBEHHOTO ONpPEeeIICHHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHAIH3a
21.20.23.110 Habopsl
pEeareHToB JJIs BBISBIICHUS
MH(EKIMOHHBIX ar€HTOB
METOJIOM MOJIMMEPA3ZHON
LEMTHOW peakIuu; Habopbl
Habop pearenros mis p ’ p
peareHToB JUIs
KauyeCTBEHHOTO
KOJIMYECTBEHHOTO U
MMMYHODEPMEHTHOIO KaueCTBEHHOI'O ONPE/EIICHUS P3H
11 |onpeneneHns NOBEPXHOCTHOTO P 2024/228620t 113002
UMMYHOTJIOOYJIMHOB WM
aHTUTEeHa BUpYyca renatuta B a eHO dexio 05.06.2024
HTUTCHOB MH(EKIINOHHBIX
«T'enatut®A-HBsAg-ckpun»
areHTOB METOJ0M
Bapuant ucriosninenus Ne 3
UMMYHO(EPMEHTHOTO aHAIIN3a;
HaOOPBI PEareHTOB IS
KOJIMUYECTBEHHOT'O ONPEEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a
21.20.23.110 Habopsr
peareHTOoB IS BBISBICHUS
WH(EKIIMOHHBIX areHTOB
METOJIOM NOJIMMEpPa3HOI
HaGop pearenros s LEMHOHN peakIu; Habopbl
KaueCTBEHHOTO pEeareHToB I
UMMYHO(EPMEHTHOTO KOJIMYECTBEHHOTO U P3H
12 |ompeneneHuss HOBEPXHOCTHOTO |Ka4eCTBEHHOTO OMpEIEICHUs 2024/228620t1 J13002
aHTUI€HA BUpYyca renatura B MMMYHOTJIOOYJIMHOB WM 05.06.2024

«I'enatutU®A-HBsAg-ckpun»
Bapuant ucnionnenns Ne 4

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




| | | mvavynodepmentroro ananusa | |

7. 3axntoueHne: Ha oCHOBaHMM BBIIIEU3JIOKEHHOTO 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

ompeerIeHUs] CTPaHbl TPOUCX 0K IeHus ToBapoB B CoapykectBe HezaBucumpix I"ocynapcts ot 20 HOSOpst
2009 rona.



