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

1. Akt 3xcnieptu3sbl Ne002-11-00570 nara 24.03.2026

2. CocraBnen: Cankr-IlerepOyprckast TOproBo-IpOMBIIIJICHHAS TTajlaTa

3. Cpok nevictBust: 23.03.2027

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
PerHCTpaL{HOHHOe " KpHTepHﬁ
Ne HaunmenoBanue ToBapa Kox OKIIZ OK-034-2014 HMHOCTpPaH [ MPOUCXOXK-
YI0CTOBEpEHUE HBIX et
marepuan
OB
21.20.23.110 Habopsr
pEeareHToB JJIs BBISBIICHUS
MH(EKIMOHHBIX areHTOB
METOJIOM MOJMMEPA3ZHON
Habop pearenroB ans LENMHON peakuu; Habopbl
KOJIMYECTBEHHOTO peareHToB 11
UMMYHO(EPMEHTHOTO KOJIMYECTBEHHOTO U BCP
1 OTIpeIeTICHUS KaueCTBEHHOTO OMPEACTEHUS |51 1 /10574 o 113002
JETHIPOINMHAHAPOCTEPOHCYIIb( | IMMYHOTIO0YJIMHOB UITH 06.04.2020
aTa B CBIBOPOTKE KPOBHU AQHTUTEHOB UH(EKIIMOHHBIX o
yenoBeka («Ctepoun DA - areHTOB METOJIOM
HNI'D2A-cynbdary) MMMYHO(GEPMEHTHOTO aHAJIH3a;
HabOpBI PeareHToB ISl
KOJIMYECTBEHHOT'O ONPEIEICHUS
TOPMOHOB METOJIOM
MMMYHO(EPMEHTHOTO aHAJIN3a
21.20.23.110 HaGopsr
pEareHToB s BBISIBJICHUS
WH(EKIIMOHHBIX areHTOB
Habop pearenrtoB ans METOAOM MOJTUMEPAZHOMN
KaueCTBEHHOTO U LEMTHOM peakIuu; Habopbl
KOJIMYECTBEHHOTO peareHToB JIs
UMMYHO(EPMEHTHOTO KOJIMYECTBEHHOTO U BCP
’ onpeaeneHus KaueCTBEHHOTO ONPENENeHUt |51 0 15495 o 113002
UMMYHOTJIO0YyTMHOB G K MMMYHOTJIOOYJTMHOB WJIH 02.04.2020
BHUPYCY MPOCTOTO repreca 2 AQHTUTE€HOB MH(EKIIMOHHBIX o
TUIA B CBIBOPOTKE U IJIa3Me areHTOB METOJI0OM
KpOBH YEJIOBEKA UMMYHO(EpPMEHTHOTO aHAIIN3a;
(«I'epiecDA-21gGr) HaOOpbI PEareHToB IS
KOJIMYECTBEHHOT'O ONpPEIETICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHAIH3a
Habop pearenros ms 21.20.23.110 HaGopsr OCP
3 KOJIMYECTBEHHOTO peareHTOB IS BBISBIICHUS 2011/10273 ot 13002
UMMYHO(EPMEHTHOTO WH(EKIIMOHHBIX ar€HTOB 06.04.2020




OIIpe/ieNIEHUs CeKC-
CTEPOM/ICBSI3bIBAIOIIIETO
I00YJIMHA B CHIBOPOTKE KPOBH
yenoseka («MDA-CCI'y)

METOJIOM MTOJIMMEPA3HOMN
IETTHOM peakiyu; Habopsl
peareHToB s
KOJINYECTBEHHOTO U
Ka4eCTBEHHOT'O OIPe/IeTICHHS
UMMYHOTJIOOYJTMHOB WIIH
AQHTUTCHOB MH(EKIIMOHHBIX
areHTOB METOZOM
UMMYHO(EpPMEHTHOTO aHaN3a;
HAOOpBI peareHTOB s
KOJINYECTBEHHOTO OTPE/IeIICHHS
TOPMOHOB METO/IOM
UMMYHO(EpPMEHTHOTO aHaTN3a

Habop pearenrtoB ans

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
UH(EKIIMOHHBIX arC€HTOB
METOJIOM IOJINMEPA3HOM
IETTHOM peaKiuu; HabophI
peareHToB /st

KOJINYECTBEHHOT O KOJINYECTBEHHOT'O U BCP
UMMYHO(EPMEHTHOTO KaueCTBEHHOTO ONPENCICHAS |51 15506 o 113002
OIpeJIeJIeHUs] KOPTHU30J1a B UMMYHOIJIOOYJIMHOB WIIN 06.04.2020
CBIBOPOTKE KPOBH YEJIOBEKA aHTUT'€HOB MH(DEKIIMOHHBIX o
(«CrepounIdA-kopTH301») areHTOB METOJIOM
UMMYHO()EpPMEHTHOIO aHaIN3a;
HaOOpBI PeareHToB JUIsl
KOJINYECTBEHHOI'O OIPEEeIICHHS
TOPMOHOB METOI0M
UMMYHO(EpPMEHTHOTO aHaIn3a
21.20.23.110 Habopsl
pEeareHToB /s BbISBIICHUS
MHQPEKINOHHBIX ar€HTOB
METOOM IIOJIUMEPAZHON
LIETTHOM peakIMu; HaOOPbI
Habop pearenros mis p ’ p
peareHToB JUIs
KOJIMYECTBEHHOTO
KOJIMYECTBEHHOTO U
MMMYHODEPMEHTHOIO KaueCTBEHHOI'O ONPE/EIICHUS OCP
oTpe/eeHUs] PAKOBO- P 2012/13264 ot 13002
UMMYHOTJIOOYJIMHOB WM
SMOPHOHAFHOTO AaHTUTECHA B 06.04.2020
AQHTUTCHOB MH(EKIIMOHHBIX
CBIBOPOTKE KPOBH U€JIOBEKA ATEHTOR METOMIOM
(«OHKODA-PDOAY)
UMMYHO(EPMEHTHOTO aHAIIN3A;
HaOOPBI PEareHTOB IS
KOJIMYECTBEHHOT'O ONPEEICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a
Habop pearenrtoB ans 21.20.23.110 HaGopsr
KOJINYECTBEHHOT O pEareHToB JUIsl BBISIBICHUS
UMMYHO(EPMEHTHOTO UH(EKIMOHHBIX ar€HTOB OCP
OIpEeJETICHUS PAKOBOTO METOJIOM IOJIMMEPA3ZHOMN 2012/13832 ot 13002
antureda CA 15-3 B chIBOpOTKE |1IETHOM peakiyu; Habopsl 06.04.2020

U TUTa3Me KPOBHU YeTIOBEKa
(«OnkODA-CA 15-3»)

pCarcHToB JI1
KOJIMYCCTBCHHOI'O 1




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

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

KOJINYECTBEHHOT O KOJINYECTBEHHOT'O U BCP
UMMYHO(EPMEHTHOTO KaueCTBEHHOTO OMPEACTEHAS |11 /11314 or 113002
ornpenesneHus peppuTHHa B MMMYHOTJIOOYJIMHOB WU 15.05.2020
CBIBOPOTKE KPOBH YEJIOBEKA aHTUT'€HOB MH(DEKIIMOHHBIX o
(«<DA-dpeppuTrn») areHTOB METOJIOM
UMMYHO(EPMEHTHOT'O aHAJIN3A;
HaOOPbI PEareHTOB IS
KOJINYECTBEHHOT'O OIPEACIICHHS
TOPMOHOB METOI0M
UMMYHO(EPMEHTHOTO aHAIN3a
21.20.23.110 Habopsr
peareHTOB /s BHISIBJICHUS
MH(EKIMOHHBIX ar€HTOB
HaGopsb! peareHToB in vitro /uiss |METOA0M MOJIMMEPA3HON
MMMYHO(EPMEHTHOTO aHalIM3a: |IEeMHOH peakuu; HabophI
HaGop pearenros Rubella IgG  |pearentoB s
U1l KAYECTBEHHOTO M/HITH KOJINYECTBEHHOTO U BC3
KOJINYECTBEHHOTO KauECTBEHHOIO ONPEACHEHUT [0 /11439 op 13002
UMMYHO(EPMEHTHOTO UMMYHOTJIOOYJIMHOB WM 09.07.2020
OIIpeEICHUS AQHTUT'CHOB MH(EKIIMOHHBIX o
UMMyHOTII00yuHOB G K areHTOB METOJOM
BUPYCY KPacHYXH B CHIBOPOTKE |MMMYHO(EPMEHTHOTO aHaIN3a;
U TJ1a3Me KPOBH YEIIOBEKa HaOOPbI pEareHToB IS
KOJIMYECTBEHHOT'O OIPEICIICHUS
TOPMOHOB METO/I0M
UMMYHO(EPMEHTHOTO aHaTN3a
21.20.23.110 Habopsr
o pEareHToB JUIsl BBISBICHUS
HaGops! peareHToB in vitro s
UMMYHO(EPMEHTHOTO aHaIu3a: MH(CKIHOHHEIX aretros
Ha6op pearentos Rubella IgM METOAOM HOHHMe'paE;HOH
U1 IMMYHOGEPMEHTHOTO LEMHOMN peakIuu; Habopbl oC3
onpesiencHus pEeareHToB IS 2011/11432 ot J13002
KOJIMYECTBEHHOTO U 09.07.2020

UMMYHOTJI00yIMHOB M K
BUPYCY KPacHyXHU B CHIBOPOTKE
U IUIa3Me KPOBU YEJIOBEKA

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

HaGops! peareHToB in vitro ajis
UMMYHO(EPMEHTHOTO aHAIN3a!
Ha6op pearentoB Rubella IgG

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

Avidity s KayeCTBEHHOI'O OIpeJIeJIEHUs ®C3
10 |umMyHOpEPMEHTHOTO p 2011/11432 ot 13002
UMMYHOTJIOOYJIMHOB WU
OTIPECIICHUSI aBUIHOCTH 09.07.2020
aHTUT'€HOB MH()EKIIMOHHBIX
UMMYyHOT100y1MHOB G K
BUPYCY KPACHYXH B CHIBOPOTKE | o 1 o0 MOTOAOM
PyCy xpaciy P UMMYHO(EPMEHTHOT'O aHAJIN3A;
U IJ1a3Me KPOBH YelIOBEKa
HaOOPbI PEareHTOB IS
KOJINYECTBEHHOT'O OIPEAEIICHHS
TOPMOHOB METOI0M
UMMYHO(EPMEHTHOTO aHAIN3a
21.20.23.110 Habopsr
peareHTOB /715 BHISIBJICHUS
o MH(EKIMOHHBIX ar€HTOB
HabGops! peareHTOB in Vitro st .
METOJI0OM IOJIMMEPa3HOI
UMMYHO(DEPMEHTHOTO aHAIIH3A: HEMHOf PEeaKIIHH: HAGODHI
Habop pearenroB CMV IgG P ’ p
peareHToB s
ISl KAYeCTBEHHOTO H/HITH
KOJIMYECTBEHHOTO U
KOJIMYECTBEHHOTO (AECTBEHHONO ODELENe oC3
YECTBEHHOT'O OIPE/ICTICHHS
11 |ummysodepmenTHoro P 2011/11432 ot 113002
UMMYHOTJIOOYJIMHOB WM
OIIpeETICHUS 09.07.2020
AQHTUT'CHOB MH(EKIIMOHHBIX
UMMyHOTII00yMHOB G K
areHTOB METOJOM
IIUTOMETATIOBUPYCY B
UMMYHO(EPMEHTHOTO aHAIIN3a;
CBIBOPOTKE U TIJIa3Me KPOBH
HaOOPBI PEareHTOB IS
4eJloBeKa
KOJIMYECTBEHHOT'O OIPEICIICHUS
TOPMOHOB METO/I0M
UMMYHO(EPMEHTHOTO aHATN3a
21.20.23.110 Habopsr
pEareHToB JUIsl BBISIBICHUS
MH(EKIMOHHBIX ar€HTOB
HaGops! peareHToB in vitro /uis |METO0M MOJIUMEPA3HON
MMMYHO(EPMEHTHOTO aHalu3a: |LEeMHOM peakiuu; Habopsl
Ha6op pearenros CMV IgM peareHToB IS
111 UMMYHO(EpPMEHTHOT O KOJIMYECTBEHHOTO U oC3
12 |onpenenenus KauyeCTBEHHOI'O OIIPEICIICHUS 2011/11432 ot 13002
UMMYHOTJI00yJIMHOB M K MMMYHOTJIOOYJIMHOB WM 09.07.2020

LIUTOMETATIOBUPYCY B
CBIBOPOTKE U IUIa3M€ KPOBU
4eJI0BEKa

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




UMMYHO(EPMEHTHOTO aHATN3a

13

HaGops! peareHToB in vitro ajis
UMMYHO(EPMEHTHOTO aHAIIN3A:
Hab6op peareatoB CMV IgG
Avidity nis
UMMYHO(EPMEHTHOTO
oTpeeNeHus] aBUAHOCTH
UMMYHOTJI00yTHHOB G K
LIUTOMETANIOBUPYCY B
CBIBOPOTKE U TJIa3Me KPOBU
YelioBeKa

21.20.23.110 Habopsr
peareHTOB JIJIs BHISIBJICHUS
WHQPEKIIMOHHBIX areHTOB
METOJIOM TTOJTMMEPA3HOH
LETHON peakIuu; HaboPbI
peareHToB /st
KOJIMYECTBEHHOTO U
Ka4yeCTBEHHOTO OIIPEIICIICHUS
UMMYHOTJIOOYJINHOB WJIH
AQHTUTCHOB MH(EKIIMOHHBIX
areHTOB METOZOM
UMMYHO(EPMEHTHOTO aHAJIN3a;
HaOOPbI PEareHTOB IS
KOJIMYECTBEHHOT'O OIPEICIICHUS
TOPMOHOB METOJIOM
UMMYHO(EPMEHTHOTO aHATN3a

oC3
2011/11432 ot
09.07.2020

713002

7. 3axnrouenue: Ha ocHOBaHUY BBIIIIEH3I0OKEHHOTO YCTAHOBJICHO, YTO TOBAp, YKa3aHHBIH B 1.6 HACTOSIIIIETO
aKTa, neicTBUTENbHO Poccuiickoro mpoucxoxkaenus. [[poucxoxieHue yCTaHOBIEHO B COOTBETCTBUU C
[IpaBunaMu onpeseneHus: CTpaHbl MPOUCXOKACHHUS TOBAPOB, YTBepxkaeHHbIME Cornamienrem o [IpaBunax
OTIpe/IeNICHUs] CTPaHbI MPOUCXOXkKAeHUS ToBapoB B CoapyxkectBe HezaBucumbix ['ocynapcts ot 20 HOSOps

2009 ropa.




