YTBEPXKAIO
B 000 "JIMAKOP"
EJO. I'oxryr

» HIOHA 2023 .,

MAKET MAPKHPOBKH

«Habop pearenros «JIuanaé Amyp EB EA IgM» nna kauecTBeHHOrO
ONpeceHHA HMMYHOTIo0YTHHOB knacca M (IgM) k panHeMy aHTHreHY BHpYca
Inureiina-bapp (EBV EA) B cHBOpOTKE H ﬁna:me KPOBH 4eJIOBEKa METOAOM
HMMYHOXeMUIIOMHHeclieHTHoro aHanu3a (MXJIA) Ha aHanu3aTope
aBTOMAaTHYEeCKOM HMMYHOXEMHTIOMHHECLEHTHOM «JIupnab AMyp» nna
HHArHOCTHKH in vitro no TY 21.20.23-250-65614693-2022»

2023

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHI



Ha6op pearekros «J/lugnaé Amyp EBEAIgM» ans
Ka4yeCcTBEHHOrO clope/ieNleHNst UMMYHOI06yIMHOB
knacca M (tgM) KpaHHeMy aHT»H'eHy BuUpyca
AnuwTeliHa-Bapp (EBV EA) B CbIBOPOTKE U N/1a3Me KpoBu
yesicloeka MeTo,0M UMMYHOXEMUTIO MUHECLLEKTOTO
aHanusa (MXJ1A) HaaHannsaTtope aBToMaTUYECKOM
VIMMYHOXEMU/K=>«4HeCL,eHTHOM «Jlngnab Amyp» ans
An»XK)CTuKM in vrtrono TY 21.20.23-250-65614693-
2022.Ha6op peareHToB Ha 100 TecToB. AHTUTENa K BUY-
1.2nwdycy rgpaatmtaC nHteAg oTCYTCTBYKST.

Homep npgaTta permcTpauMoHHOrO y4ocTOBEepeHuns
PY M XXXX/XXXX 0T XX. XX . XXXX

n J MecTo npon3sojcTea:

|- CHOO «1>XXAKOP». Poccus. 620033, Ceeppgnosocast

*“e 0bnacTb, r. EkatepuHbypr, yn. KpacHogapckas, 4. 15

|- OO0 «JIN*OP». Poccus. 141981. Mockoeacas 06nacTb.
~r.Qy6Ha, yn. MpnbopocTpouteneil. 3a

Habop peareHToB «J/lngnaé Amyp EB EA 1aM» ansa
Ka4yeCTBEHHOr0 ornpe/esieHNsi UMMYHCXTHO GY/IMHOB
knaccam (17) KpaHHeMy aHTUreHy Bupyca
AnwTeliHa-ba” {EBVEA) B cbiBOPOTKE M Niias4e KpoBu
*«/l0BEXA METOJ0M UMMYHOXEMUTIOMUHECLLEHTHOTO
aHanunsa (MX/1A) Ha aHann3aTtope aBTOMaTU4YeCKOM
MMMYHOXEMUMIOMUHECLLEHTHOM «Jlnanaé AMyp» ans
AnarHocTMkKuM invitrono Ty 21.20.23-250-65614693-
2022. Habop peareHToB Ha 200 TecToB. AHTUTENa KBUY-
1,2n Bupycy renatuta C u HBsAg oTCyTCTBYIOT.

Homep npata persiorpw A HHIWO YAOCTOBEPEHNUS

PY Hexxxx/xxxx ot xxxx JOOa

n J MecTo npcxk3BocTea:
rn OO0 «JINAKOP», Poccusa. 620033. Ceepanosckas
A obnacTb, r. EkatepuHbypr, yn. KpacHogapckas, a. 15

p1 OO0 «/IMAKOP». Poccus. 141981 Mockosckast 061acTb.
A 1. [ly6Ha, yn. Mpu6opoctpouteneii. 3a
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Nnaonab Amyp YHLO
EB EA 1M

Habop peareHtoB Ha 100 TecToB

N
- Tom < [H & b 565 06,2023
0120230601 5 105.06.2024 IREF  C88009M

Nngnaé Amyp YHLO
EB EA 1aM

Hab6op peareHToB Ha 200 TecToB

dloaoe.2023
[LLIM 202306011S 10S.06.202A |REF| C8B009M

CocraB n3genvs

1 KapT™ax (BcocTaBe: peareHT
napamMa*HuUTHbIX MUKpoYacTky, (R1).
3.5 mMn/yn.; peareHT MeYeHbiX aHTuTen
(R2). 6.5 mn/yn.: peareHT ANa pa3segeHuns
o6pasuos (R3).6.5mn/yn.) - 2wT.;
2. Kanun6patop 1(CAL1), 10 mn/cnakoH -1 wr.:
3. Kanubpatop 2 (CAL2). 1.0 mn/dnakoH -1 wr.;
4. Mapona0onAayuMOHUbIE KPbILWKN - 6 LWT.;
5. NHCTPYKUMA no (PUMEHEeHUo « 1wT.;

6. AHanuTu4Yecknii nacnopt -1 wT.

CocTaB nsgenvs

1 K™Nnpupx (Bcoctaee;peareHT
wysaMarHMTHbIX Mukpoydactuy, (R1),
3.5 Mn/yn.: peareHT MeYeHbIX aHTUTenN
(R2).6.5mn/yn.:peareHT gns passegeHns
o6pasuyos (R3). 6.5mn/yn.) - 4 wT.;
2.Kann6patop 1(CAL1), 1.0 mn/dNnakoH - 2 wrt.;
3. Kannépatop 2 (CAL2). 1.0 Mn/hnakoH - 2 WT.:
4. Tapov30/IALMOHHbIE KPbIVXKN >16 WwT.;
5. k'blchyKkuyms no npyuMmeHeHunto -1 wr.;

6- AHanuTnyecknii nacnopT-1 wr.



HaboppTreHTm «J/lngnaé Amyp EB EA 1aM» ans
KayecTBEHHOro onpe/eneHnsi UMMYHOT/106Y/IMHOB
Knacca M (tgM) K paHHeMY aHTUreHy Bupyca
JrawoiiHa-Bapp (EBV EA) BcbIBOPOTKE U NNa3Me KpoBu
yenoseka MeToA0M KO 4AMYHOXEMUIIOMUHECUEHTHOTO
aHanusa (UXJ1A) HaaHanM3aTope aBTOMaTU4YeoCcoM
VMMYHOXEMUIOMUHECUEHTHOM «Jlngnaé Amyp» ans
AVarHocTukm in vitro noTY 21.20.23-250-65614693'
2022. Habop peareHToB Ha 500 TecToB. AHTUTENa K BUY-
12 nBupycy r«latntaC nHBsAg OTCYTCTBYIOT.

Homep n gata perucTpayMoHHOro y40CTOBEPEHUS
PY N* XXXX/XXXX 0T XX. XX XXXX

M1 Moero ryxxaoogcraa:
p i OO0 «fAI"O P ». Poccua. 620033. Ceepanioeckas
A obnacTb, I. Ekatepunbypr, yn. KpacHogapckas, 4. 15

p | OO0 «re’mxOP». Poccus 141981. MockoBckasi o61acTb.
A r.[y6Ha yn. MNpubopoctponTm>eii. 3a

Ha6op peareHToB «/lugnaé Amyp EB EA 1aM» ans
KayecTBEHHOro onpe/enieHNs UMMYHOT106yIMHOB
knacca M (IgM) KpaHHeMy aHTUTeHy Bupyca
SnwTeTa-bapp (EBVEA) BCbIBOPOTKE 1 N1a3me Kposu
YyesioBeKa METOLOM MMMYMNOXEMUTIOMUTIOCLLOTITHOTO
aHanusa (UXJ1A) Ha aHanu3aTope aBToMaTM4YeCKOM
VMMYHOXEMUIIOMUHECUEHTHOM «Jlnanab Amyp>» Ans
AnarHocTukmM in vitro noTY 21.20.23-250-65614693-
2022. Hab6op pear”™rros Ha 1000 TectoB. AHTUTENa K
BWY-1,2n Bupycy renatutaC nHBsSAg oTCyTCTBYIOT.
Homep npgaTta permctpayMoHHOIO y40CTOBE PeHUS
PY Ng XXXX/XXXX 0T XX.XX.XXXX

n J MecTo npomaeogeTsa:

r -1 000 «JINAKOP», Poccus 620033. CBepa/ioBCcKas

N obnacTb, r. Ekar™>u»"ypr. yn. KpacHogapckas, 4. 15

r -1 OO0 «/INAKOP». Poccus 141981. MockoBckast 061acTb.
A 1. ly6ka, yn. Mpubopoctpouteneit, 3a
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inpnad Amyp Yftuol
EB EA IgM

Habop peareHToB Ha500 TecToB

(8)<8%)

d|05.06.2023
110TI 2023060114 105.06.202A |rEF C88009M

Jinpnab Amyp YHLO
EB EA IgM

Habop peareHToB Ha 1000 TecToB

ac s - [ ] MraCLLIx300

IDPYS1I000 7L b
d]05.06.2023

[10T| 202306011S 105.06.2024 |REF C88009M

CocrTaB nsgenus

1 KapTpugx (acoctaBe peareHT
napamarHuTHbIX MukpoyactTuy, (R1).
3.5 Mn/yn.; peareHT MeYeHbIX aHTUTenN
(R2). 6.5 mn/yn.; peareHT Ans paseegeHns
o6pasyos (R3). 6.5 mn/yn.) -10 wrt.;

2. Kannépatop 1 (CAL1). 1.0 mn/chbnakoH - 5 wr.;
3. Kanubpatop 2 (CAL2). 1.0mn/nakoH - 5 wT;
4. Mapon3onsALNOHHbIE KPbIWKX « 40 WT.;

5. IHCTpYKUUA NO NPUMEHEHUIo = 1T.;

6. AHaNUTUYECKNii nacnopT « 1wT.

CocTtaB nsgenus

1.xapTpmuax (BcocTaaepeareHTt
rapamM3rHuMTHbIX MuKkpoydacTtuy (R1). 3.5 i="yn.:
peareHTMeueHbix aHTUTen (R2). 6.5mn/yn.;
peareHT Ans passBegeHus o6pasyos (R3).
6.5 mn/yn.) - 20 wr.;

2. Kann6patop 1(CAL1). 10 mn/cpnakoH -10 wrT.:
3. Kanubpatop 2 (CAL2), 1.0 mn/cpnakoH >10 wT;
4. Mapon3oIALNOHHbIE KPbIWKK - 80 WT;

5. IHCTpPYKUMA MO NpUMEHeHno -1 wT;

6. AHanuTuyeckuii nacnopT * 1wrT.



nnakop fv~H
Nnanad Amyp
EB EA 1aM

B0 C ® <$> 0 ro
3,5Mn I65Mﬂ I65Mﬂ I O

+1Br R W 7«0
LOT 20230601 2 05.06.2024

nngkop
Nnpgna6 Amyp EB EA 1M
Max: , ProC11n300

Lomn  LOM 20230601
05.06.2024
CAL2 RE= (C88009M
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Nvpgna6 AHyp EBEA 1aM

B!

LOT 20230601
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EXP 05.06.202A

Uj

nmaKop

IV
Nnanaé Amyp
EB EA 1aM

NMapon3onAauoHHbIe
KPbIWKN - A LT.
LOT 20230601
S 05.06.202A
REF C88009M



Hab6op peareHtoB «J/lngnaé Amyp EB EA 10M» ansa
KayeCTBEHHOro onpegesieHna MMMYHOT/100y/INHOB
knacca M (1gM) K paHHeEMY aHTUTeHY Bupyca
AnwTenHa-bapp (EBV EA) B CbiIBOPOTKE 1 njasme
KPOBU YyesioBeKa MeTog0M UMMYHOXeMUnrMnHecue-
HTHoro aHanmnsa (MXJ1A) Ha aHanulaTope aBToMaTu-
4YeCKOM UMMYHOXeMUITKMUHECLEHTHOM «Jluanab
AMYyp>» ANA ANarHocTuKK in vitro no TY 21.20.23-250-

65614693-2022

T

8'C ProcHn 300

o1 [I_I_II AN~ 00 A J1

. 000 «JINAKOP», Poccus 620102. CeepanioBckas 061acThb, I.0. ropog, [WT 05 06 2023
I J EkatepunHbypr, r. EkatepuHbypr, yn. Nocaackas, cTp. 23. oduc 20A. " -

LOT 20230601 2 05.06.2024 ReEF  C88009M

[na npoceccnoHanbHOro NPMMeHeHNs
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Hab6op peareHtoB «Jlugnaé Amyp EB EA 10M» gnsa
KayeCcTBEHHOro onpeaeneHmnsa MMMYyHOr/100y/1IMHOB
kKnacca M (1a4M) K paHHeMy aHTUTeHY BuUpyca
AnwTtenHa-bapp (EBV EA) B cbiIBOpPOTKE U nnasme
KPOBU YyenoBeKa MeTog0M UMMYHOXeMWUIIOMUHECL,e-
HTHoro aHannsa (UXJ1A) Ha aHann3aTope aBTomMaTu-
YEeCKOM UMMYHOXEMUNIOMUHECUEHTHOM «Jluanab
AMYp» ONAa gnarHocTukuy in vitro no TY 21.20.23-250-
65614693-2022

[ns npoeccnoHanbHOro NPUMeHeHNs

000 «JIMOKOP». Poccua 62002, CBepa/ioBckas 06,1acTb, ro. ropog W
y 05.06.2023

EkatepunHbypr, . EkatepnHbypr, yn. Nocagckas, ctp. 23. oonc20A.

LOT 20230601 05.06.2024 REF C88009M
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Hab6op peareHTtoB «Jlugnaé Amyp EB EA 1a0M» gnsa
KayeCTBEHHOro onpegesneHna MMMYHOINoo0y/iMHOB
knacca M (1gM) K paHHeEMY aHTUTEeHY BuUpyca
AnwTenHa-bapp (EBV EA) B CbiIBOPOTKeE 1 njia3me
KpoOBM YyesnioBeka MeTO40M UMMYHOXeMUrMUHecLe-
HTHoro aHanmnsa (MXJ1A) Ha aHann3aTope aBToMaTu-
4eCKOM MMMYHOXeMUNKMUHECUEHTHOM «Jlngnab
AMYyp>» ANS AnarHocTuku in vitro no TY 21.20.23-250-
65614693-2022

T

8r 1 Y Proclin 300

or [I” NN 0DO0O [ A 5 o] P

Ana npodeccrnoHaibHOro NpMeHeHns

000 «JINOKOP», Poccusa 620102, Ceepa/ioBckas 061acTb, ro. ropos W 05 06 2023

EkatepunHbypr, r. EkatepuHbypr, yn. NMocagckas, cTp. 23, ocduc 20A.

LOT 20230601 2 05.06.2024 REF C83009M
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Hab6op peareHTtoB «J/lugnaé Amyp EB EA 1gM» ans
KayeCTBEHHOro onpeaesieHNa MMMYHOT/100y/INHOB
knacca M (1a4M) K paHHeMy aHTUTeHy Bupyca
dnwTtenHa-bapp (EBV EA) B CbiIBOpPOTKE M njiaame
KPOBU yesioBeka MeToA0M UMMYHOXeMWUIOMUHEeCL,e-
HTHoro aHanmnsa (MXJ1A) Ha aHann3aTtope aBToMaTu-
4eCKOM UMMYHOXeMUNIOMUHECUEeHTHOM «Jlngnab
AMYp» ANA AnarHocTuUKK in vitro no TY 21.20.23-250-
65614693-2022

T

n rrvProeoua00

N (TR U

[nsa npodeccroHanbHOro NpUMeHeHns

000 «/IMOKOP». Poccust 620102, CeBepanoBckas 06nacTb, ro. ropoj, W O 5 06 2023

mJ EkatepuHOypr, . EKkatepuHoypr, yn. Nocaackas, cTp. 23, odmc 204.

LOT 20230601 05.06.2024 REF C88009M
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YTBEPXIAIO
000 "JIMLOAKOP"
E.JO. I'oxryr

«05» mions 2023 r.

POTOTPAPHYECKHE H30BPAXKEHHMI OBLIETIO BHAA MEJULIHHCKOI'O M3AEJIMA

«HaGop pearentos «JIugnaé AMyp EB EA IgM» pns kauecTBEHHOro onpeAeNeHHs HMMYyHornoOynuHoB knacca M (IgM) k
paHHEMY aHTHUIreHY Bupyca JnmrteiiHa-bapp (EBV EA) B CHBOPOTKe H IU1a3Me KPOBH 49e/I0BEKa METOAOM
HMMYHOXEMUMIOMHHECHIeHTHOTNO aHanu3a (MIXJIA) Ha aHanU3aTOpe aBTOMaTHYECKOM MMMYHOXEMHITIOMHHECLICHTHOM «Jluanab
AMyp» A AHarHOCTHKH in vitro no TY 21.20.23-250-65614693-2022»

2023
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KapTpungx (B coctaBe: PeareHT napamarHUTHbIX MuKpoydacTuy, (R1), 3,5 mn/yn., PeareHT MedeHblx aHTUTen (R2),

6,5 mn/yn., PeareHT gna passegeHnsa obpasyos (R3), 6,5 mna/lyn.)
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Kannopatop 1 (CALI), 1,0 mn/dnakoH
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Kannépartop 2 (CAL2), 1,0 mn/hnakoH
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Mapon3onsALMOHHbIE Koy iiku
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MNoTpebuTenbckas ynakoBka Ha 100 TecToB

nnanao

ﬂl/l,q]'la6 AmMyp CocTas nsgenus
EB EA 1AM 3.5 «e/va,. p(Mre*T MedWw «H dew»

Ha6op peareHToB Ha 100 TecToB ov), e SN, p s <Tane
ocpono O»fl>.e.5MA/yrO-3«ut
2 irimufiinir) (CALI).lOwwew oH
3 «Ar*»#ri*»3(CAL2). X»i

{rar'ro2fioao<nlobyY>B.aoa«.lapl csaaoiem |



MoTpebuTtenbckaa ynakoBka Ha 100 TectoB. Bug cboky

000 «NMNOKOP>»

wi Poccusi. 620102, Ceepa/ioBckas 06/1acTb, T. 0. ropog, ExkarepuHoypr,

r. EkarepuHOypr, yn. Mocaackasi, cTp. 23, ochrc 204.
TeneghoH; 8 800 500 7128. leadcore.ru

Habop peareHToB «/lngnab Amyp EB EA tM» ans
KayeCTBEHHOr 0 onpeAeneHns MIMMYHOTT00yNMHOB
Knacca M (1gM) K paHHeMy aHTUreHy Bupyca
anwTeliHa-bapp (EBY EA) B CbIBOPOTKE M Nia3Me KPoBu
yefiloBeka METOAOM MMMYHOXEMUMIOMUHECLIEHTHOTO
aHanusa (MX/1A) Ha aHann3aTope aBToMaTU4EeCKOM
VUMMYHOXEMUTKOMUHECLIEHTHOM «J/Tnanab AMyp» ons
AnarHoctukm invitrono TY 21.20.23-250-65614693-
2022.Hab6op peareHTtoB Ha 100 TecToB. AHTUTENA K BY-
1.2n Bupycy renatnta C n HBsAg OTCyTCTBYIOT.
Homep n gata perncTpaunmoHHOro yaocToBepeHus
PY No XXXX/XXXX 0T XX.XX.XXXX
m | MecTo nponsBoacTBa:

000 «JINAKOP». Poccusa, 620033, Ceepanosckas

*o6nacTtb, r. EkatepunHbypr, yn. KpacHogapckas, 4. 15

1-n 000 «/INAKOP». Poccusa. 1A1981. MockoBckasi 061acTb.
~r.Ay6Ha, yn. Mpnbopoctpouteneii. 3a
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IHoTpebuTennckan ynakoska Ha 100 TecroB. Bua caaaun
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MNoTpebuTtenbckasn yrnakoska Ha 200 TeCcToB
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MNoTpebuTtenbckasa ynakoska Ha 200 TecToB. Bug cboky
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MNoTpebuTtenbckas ynakoska Ha 200 TecToB. Bug c3aam

"
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MoTpebuTtenbckasa ynakoska Ha 500 TecToB
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MoTpebuTenbckas ynakoBka Ha 500 TecToB. Bug c6oKy
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MoTpe6uTenbcKas ynakoBKa Ha 500 TecToB. Bug c3aaw

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



MoTpebuTtenbckasa ynakoBka Ha 1000 TecToB

n\ignao

NMuana6 Amyp OfFH  Cocrmmam
EBEAIgM

NN W(8)
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MNoTpebuTenbckaa ynakoska Ha 1000 TectoB. Bug c6oky
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MNoTpebuTenbckan ynakoska Ha 1000 TectoB. Bug c3aan
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O6wunin BU4 MeaULMHCKOro 13aenns

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



TpaHcnopTHasa ynakoBka Habop peareHToB Ha 100 TecToB

Habop peareHToB «/Ingnab Amyp EB EA JogM» ans

Ka4YeCTBEHHOIO OnpesieNieHns UMMYHOT06yIMHOB
~cca M(lgM) KpaHHeMy aHTUreHy Bupyca

AnwreliHa-bapp (EBV EA) B CbIBOPOTKE 1 Nia3me
» N1 YenoseKa METOAOM MMMYHOXEMUTIOMUHECHE

(MXNA) Ha aHanmn3aTo* QNN
4rOM VIMMYHOXEMUTIOMUHECLIEHTHOM «TTnnnll

656U 69" w«ron®’ 21.27.250-

# > WU

0572024 05.06.
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TpaHcnopTHasa ynakoBka Habop peareHToB Ha 200 TecToB

Ha6op peareHToB «/lngnab Amyp EB EA JoM» ans
Ka4eCTBEHHOTO OMpesesieH st UMMYHOT/106y/IMHOB
I 1"cca M(1oM) K paHHeMy aHTUreHy BUpyca
AnwreliHa-Bapp (EBV EA) B CbIBOPOTKE U riasve
1KpoBy YesioBeKa METOAOM UMMYHOXEMUITIOMUHECHE
aHammza (MXNA) Ha aHaaTop /™ w

vitrono Ty 2122 3-250-

n"et N )
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TpaHcnopTHas ynakoska Habop peareHToB Ha 500 TecToB

Habop pearenTos «/ngnab Amyp EB EA IiM» ans
KaueCTBEHHOIO ONpeAENeHnst UMMYHOT 0By NMHOB
Ncca M(JaM) KpaHHeMy aHTUreHy BUpYyeT
AnwreitHa-bapp {EBV EA) B CbIBOPOTKE 1 Nna3me
KPpOBYI Ye/ioBeKa METOIOM MMMYHOXEMMUTIOMUHECUE
(UXNA)HaaHaC3aToOp™N""®:
®CKOM VIMMYHOXEMWTFOMUHECLIEHTHOM «/Tnnnsin

Ty 21.2 3-250-
H I * 1]
n mVs« allp
_05.06.20?40f | H105-06.A20:
cl o®
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TpaHcrnopTHasi ynakoBka Habop peareHToB Ha 1000 TecToB

Hab6op peareHToB «J/lugnaé Amyp EB EA 1aM» gns
KayeCTBEHHOro onpejeneHNss UMMYHOTrno6ynnHOB
t"cca M (14M) K paHHEMY aHTUTeHY Bupyca
AnuwTeliHa-bapp (EBV EA) B cbiBOpOTKe U nnasme
KpOBW YenoBeka MeTOLOM UMMYHOXEMUIOMUHeCUE
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