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MIHICTEPCTBO OXOPOHHU 3TOPOB= VEPATHHIA 7
VICPATHC BRI ME IAYHAVEHEHTP CEPTUD AT

EMCE 00 Hccaef0BaHUH KOHCTPYKITUY

LUNICC.

TR039 :
Ne UA.TR.039.021/Hbis-13

Ipomsoaurens:  OGIECTBO € OrPAHUYEHHOI OTBETCTBEHHOCTHIO «Hayuno-
IpOM3BOACTBEHHOE 00beaHeHne «/InarnocTnyeckue cucreMbby

IOpuauueckuit yi1. Komunrepna, 1. 47, r. Huwkuauiit Hosropon, Pocceutickas ®enepanus, 603094

azpec:

Anpec yi. Sl6nonesas, o. 22, r. Huxuuit Hosropon, Poccutickas ®enepaius, 603093;

IIPOU3BOJICTRA: yi. Makcuma Toppkoro, a. 195, r. Hmxuwit Hosropoa, Poccuiickas
Deneparus, 603024;

ya. Aprensnas, 1. 22, r. Hwkauit Hosropon, Poccuiickas ®@eneparus, 603098

KoncTpykius MeanuuHCcKHe H3Aeaus 1S J1aGopaTOpPHOl AMATHOCTHKH in Vvitro
U371 (COrJ1acHO NMPHJIOKEHUIO)

COOTBGTCTByeT Tpe6OBaHI/IﬂM Texnuueckoro perilaMCHTa O MEJAULIMHCKUX U3AEITUIX

1J1s 1abopaToOpHOH AMArHOCTHKY in Vitro, yrBepkaenHoro IToctagosiennem KMY ot
16 nross 2008 r. Ne 641,

OcHoBanne: Pemienne o Bblgade cepriduKara 00 WCCIENOBAHMU KOHCTPYKIHH
Ne 021/Hbis-13 ot 05.11.2013.

JaHHBIA cepTU(HKAT ISHCTBUTENCH MPH YCIOBHH AEHCTBUS
Pewienng 06 ono6penny cUCTeMb! yNpaBieHHs KauecTBOM, BblaaHHbiM OOC FIT «YMLIC»

Hata perncrpamun  "05" nonops 2013 r.
Heticreuresnen 1o "04" nosiops 2018 r.
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Opran 1o oLeike COOTBL,TCTI?HH l‘I‘l’{eNM
01042, r. Kues, yi. Yuropua, 18, Ten, (045985 83 83
Hasnaden Ha nposeaenye paboT N0 OLEHKE COOTBETCTBIS TPEGOBAHHIM TEXHUYECKUX PETTAMEHTOB
(mpukas ot 08.12,2010 Ne 550 T'ocriotpeGeranaapra YKpanisl, HOMED Ha3HAYEHHOTO OPTaHa UA.TR.039)
AkkpeanTosannblit HAAY Ha cepTH(uKaumio MpOAYKUHA U CHCTEM YMPaBAEHMs KAYECTBOM
- (arrecrarsl akkpeantaunn- Ne 101011 No 80018),



IGAZOLAS | CERTIFICADO CERTIFIKAT [METOMOIHTIKO

INTYG  CERTIEICAT

CEPTU®IKAT CERTIFICATE ZERTIFIKAT  C ERT‘IF&CATO' CERTY:F.‘{KA’"I'

MIHICTEPCTBO OXOPOHU 310POBSI VKPAITHH
YKPATHCHKUH MEAMYHAW HEHTP CEPTHOIKAILH

? CEPTHU®IKAT
UMCE PO AOCHIIZKEHHA KOHCTPYKIGT

UA.TR.039 _
Ne UA.TR.039.021/Hbis-13

~ Bupo6uuk: ~ TosapucTso 3 06mMexenolo BianosiganbuicTio «HaykoBo-
BHpoOHnYe 00’ eqnanns «/diarnocTuyni cucremu»

IO0pumauna ByJ1. Kominrepna, 6. 47, m. Hukniit Hosropoz, Pociiichia Denepais, 603094

azmpeca: : :

Anpeca By SIGnounesa, 6. 22, M, Huxwii Hoaropon, Pociiiceka ®eneparis, 603093:

BUpOOHHITBA:  Bys. Makcuma I'opskoro, 6. 195, M. Huxuiit Hosropoa, Pocilicska (Dfmepamﬂ
603024;

ByJL. ApTenbHa, 0. 22, m. Huxaili Hosropon, Pociitceka ®enepanis, 603098

KoncTpyxkitist Mennani Bupo6un ana JaGopaTopHol AiarHocTHKy in vitro (3rigHo
BUPOOIB AOAATKY)

Binnosinae Bumoram TexHiunoro perjlaMeHTy IIOJ0 MeAWYHUX BUpobiB s
n1abopaTopHO!  HiarHOCTHUKM in  Vitro, 3aTBepkeHoro Ilocranosoro KMV
Bin 16 aumua 2008 p. Ne 641,

~ IligcraBa: Pimenus mpo Bﬂnaqy cepTudikaTa Mpo AOCIIKEHHS KOHCTPYKLIT

Ne 021/Hbis-13 Big 05.11.2013.

Hanwii ceprudyikar aie 3a yMOBM HHHHOCTI
Piulenns 100 cXBajieHHA CHCTEMU YTIpaB/IiHAS AKkicTio, sunanoro OOB I «YMIICy

Hata peecrpanii "05" aucronaaa 2013 p.
Y :
Hilicae g0 "04" nucronana 2018 p.
Tlepme Buganns Kepisuuk opramny 3 ouinku
BifOBiHOCT
: /;:p““q WA Regg

- IneHTudikauidnng g
KO 31450452 "’a

‘1‘ nn.:qal“"d
Oprau 3-0LLHKH BiArOBinHOCTI ,[[l'[ CYMHO e
Vil el 01042, w. Knils, Byn, ‘wropina, 18, Ten. (044) 285 83 83

i l'UMCC ﬂpnzﬂaqcunﬁ Ha NpoBeaeHHA polIT 2 OLIHKH BIANOBIAHOCT] RUMOTAM TEXHITHHX PErNaMeHTiB

(naKa3 sin 08:12.2010 No-550 chp:lccnmlmncmu;iapry Vnpamu uomep npusnaveHoro oprany UA.TR:039)
Aer.mrmBaHHﬁ HAAY na ceprudirauiio rllwll}'KLLIl Ta.CHCTEM-YNPABAIHHA AKICTIO (aTecTaTy akpemuTaLlii No 10101 7a Ne 80018).
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CEPTHU®DIKAT

SRTYFIKAT
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IMCC
A TR 039

BupobHux:

IOpunuuna
azpeca:

Anpecu

BUPOOHHMIITBA:

Hpomyxuis

B VIKPATEIN
‘E',Z THGHCATH

CEPTU®IKAT BIJAIIOBIAHOCTI
Ne UA.TR.039.021-13

ToBapucTBo 3 00MexkeHO010 BianosinaabHicTI0O «HaykoBo-
BHpoOHHYe 00'eqHaHHs «/liarHocTHYHI cucTeMmy

Bys1. KoMinTepHa, 6. 47, M. Hwxnili Hosropon, Pocitickka ®enepartis, 603094,

ByJ1. SI6nonesa, 6. 22, m. Hrxniit Hosropon, Pociticeka ®epepatiis, 603093;
ByJ. Makcuma 'opbkoro, 6. 195, m. Huxniit Hosropoa, Pociticeka @enepaliis, 603024,
BYJ. ApTesbHa, 0. 22, M. Hikniit Hosropoa, Pocilickka ®@enepaitis, 603098

IMyHOGEepMEeHTHI TecT-CUCTeMHU [UIsl BHSABIEHHS (TIATBEPIKEHHSN)
mapkepiB BlJI, remaruty B, remaruty C Ta rematuty JenabTa B
cupoBartili abo mna3Mi KpoBi JTIOAWHY,

IMyHO(EpPMEHTHI TeCT-CUCTEMH ISl BUSBIIEHHS 3arajibHOTO i BUILHOTO
npocTraTa-cnenn(iuHoro aHTUIeHYy B CHpOBATLi abo IUa3Mi KpOBi
JIOIVHH;

iMyHOGMEPMEHTHI  TECT-CUCTeMHU A/  BHABJIEHHS aQHTUTIN [0
Chlamydia trachomatis, Toxoplasma gondii, Bipycy KpacHyxH,
UHATOMETaJloBIpYyCY

Bignosinae Bumoram TexHiYHOro perjaMeHTy LIOA0 MeJAHYHHX BHPOGIB /a1
JadopaTopHOl AiarHOCTHKH in Vitro, 3aTBepaKeHOro IOCTAHOBOIO KaﬁmeTy
MinictpiB Ykpainu Bix 11.06.2008 Ne 641. :

Ipouenypa

IligcTaBa

«linkoBuTe 3a0e3ne4eHHs SKOCTi»

Pimrenns Ne 021/3-13 Big 05.12.2013 p.

Hdara peectpamii "05" rpyans 2013 p.

Hificne xo

UMCE.

\
‘-Inm-ncu cepTMd)xKaTa MO’KHA NEPEBIPUTH B §a3i LaHHX OPraHy’'3 o

"04" rpyans 2018 p.

Kepmﬂnwoprmxy 3 OLIHKH

B B. 3axapenko
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OpraH 3 OUiHKH BiANOoBiAHOCTI T Y

01042, m. Knis, By, Unropina, 18, ten> g&%ﬁ? s

Tpusnayenit Ha NpoBeACHHs POGIT 301t KK BiANOBIAHOCT] B?lmgraha ‘fé‘ﬂl q—mx pemameHTm
(nakas Bin 08.12:2010 Ne 550 llepmmo)imacrau,uapry Yipain, HOME) JE)B UA.TR.039)

Akpenntoannii HAAY Ha cepTudikauito mpoayKuii Ta CHCTEM YNPaB/iHHA AKICTIO (aTeCTaTu akpeanTauii Ne 10101 Ta Ne 80018).
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Ne UA.TR.039.021-13

Jmﬁdﬁfﬁéﬁmeﬂb Oo6mecTBO ¢ OrpaHN4YeHHOIi oTBeTcTBeHHOCTHIO «Hayuno-
NPOM3BOACTBEHHOE 00beaHHeHNe «/InarnocTnyeckue cucTeMbI»

IOpuanueckuii y1. KomuntepHa, a. 47, r. Huxnuid Hopropoa, Poccuiickas ®eneparus, 603094
azpec:

Anpec yn. Slononesas, a. 22, r. Huxunit Hosropona, Pocceniickas @enepanus, 603093;

IPOM3BOJCTBA: yi1. Makcuma ['opekoro, a. 195, r. Hwkauit Horopos, Poccuiickas ®enepanus, 603024;
yi1. AptenbHas, 1. 22, r. Hiwkauit HoBropon, Poccuiickas @enepauus, 603098
NmvmmyHODEpMEHTHBIE TECT-CHCTEMbI JU1s1 BbISIBJIICHUS
(monTBepxkaeHus) MapkepoB BUY, remarmra B, rematuta C u
rerraTuTa I[CJ'IBTa B CBIBOPOTKE WJIH IJ1Ia3M€ KPOBH YCIOBECKA,
I/IMMYHO(l)epMeHTHBIe TECT-CUCTEMbI I  OIIPECHCIICHUA O6IH€FO 341

HpOI[}’KIlI/IHI CBO60,ZIHOFO HpOCTaTa-CHeHI/ICbI/I‘IeCKOFO AHTHUTCHA B CBIBOpOTKe' HiIn
IJ1a3Me KpPpOBH YCJIOBEKA,
I/IMMYHO(bepMeHTHBIe TECT-CUCTEMbI JJIs1 OIIPCOCIICHUS aHTHUTEI K
Chlamydia trachomatis, Toxoplasma gondii, Bupycy kpacHyxH,
LUTOMETAIOBUPYCY

CoorBercTByeT TpeGoBaHHSIM TeXHHUYECKOr0 perjaMeHTa 0 MeIHIHHCKHX
H3eJusX i 1ab0paTOpHOM  AMArHOCTHKM in  vitro, YyTBep:KIEHHOrO
IlocranoBiaeanem KMY ot 16 niogs 2008 r. Ne 641.

Iponenypa: «IloaHoe obecriedueHme kKauecTBa

OcnoBanue: Pemenne Ne 021/3-12 ot 05.12.2013.

Hata pernerpamun "'05" nexaGpst 2013 r.
HeiicrButenen no  '"'04" nexaGpst 2018 r.
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Opraun no ougHke coorseTcTams [T «V'\/ﬂ_l(;»
01042, r. Kues, yi. Yuropusa, 18, ten, (044) 285" i
Hasnauen Ha mposeneHue pa60T T10_OLICHKE COOTBETCTBHA TPEOOBAHUAM TEXHUUECKMX PETJIAMEHTOR
(npukas ot 08.12.2010 Ne 550 FocnotpeberanaiapTa Yipantel, HOMEp HasHaueHHoro oprana UA.TR.039)
Axxpeurosanubtit HAAY Ha cepTHUKALHIO NPOAYKUMM M CHCTEM YIPABIEHMs KAYECTBOM (aTTCCTATb! axkpenaramu Ne 10101 1 Ne 8§0018).
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JTpodyKuis ImynodepmenTHi TecT-ccTeMu 151 BHABJICHHS (MiATBePI/KEHHs) MapKepiB ‘
BLJI, remaruty B, remaruty C Ta renatury /lejibTa B cupoBaTiii a6o miasmi
KPOBI JIIOIHHH;
iMmyHodepMeHTHI TecT-cMcTeMH /I BHSABIIEHHS 3arajbHOr0 i BiLILHOIO
npocraTa-cuenuQivaHoro aHTUreHy B CHpoBaTIli a00 miasMi KpoBi JIIOAMHM;
imyHodepmenTHI TecT-cmcTeMHu AJdA BHsBJAeHHA aHTUTiE ao Chlamydia
trachomatis, Toxoplasma gondii, Bipycy kpacHyxu, muromeranosipycy

A

AR,

AN,

AP AAA A AN

Bidnosidac TexniyHOro periiaMeHTy 1040 MeIHYHHX BHPOOIB 1ias JaGopaTopHoi

BUMOZAM AiarHocTUKM in vitro, 3aTBepaxkenoro Ilocramosoro KMY Bin 16 jaunus
2008 p. Ne 641

JTpouedypa «llinkoBuTe 326€3MEeYEHHS TKOCTI»

Bupobruux,  TOB «HaykoBo-Bupo6uHYe 06’ eqnanHs «iarHocTHYHI CHCTeME <
By, Komintepna, 6. 47, m. Huxniit Hosropopn, Pociiicbka ®enepauis, 603094,
Anpecy BUPOOHHITEA:
ByJ1. SI6n0HeBa, 6. 22, M. Huxnilt Hoeropoa, Pociiicbka ®enepauis, 603093;
ByJ1. Makcuma ["opbkoro, 6. 195, v. Huxwiit HoBropox, Pociticbka ®enepauis, 603024;
BYJ1. AptenbHa, 6. 22, M. Hiknilt Hosropoa, Pociiiceka @eaepatis, 603098

NAVAVAVAVAVAVEVAVAVAVGVAVAVAVAVIV A AV ARV AVAVAVA L AR A ATATARATAT AV AVAT AV AVARATAPATAF STRTATY
A,

Jlidcmasa Pimmenns Ne 021/3-13 Big 05.12.2013.

L{iM HanaeTbes 103811 HA BUKOPUCTaHHS!
inentTudikaninoro Homepy «UA.TR.039» OOB M1 «YMIIC»
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< /. [pusnaueniit Ha NpoBEAEHHS POBIT 3 OWIHKM BIANORIAHOCTT wcﬁ‘&m *nexgggﬁ pernaMeHTiB <
s UMCC (Haka3 Bin 08.12.2010 Ne 550 JlepienoxuBeTaHAAPTY Yi-:paun“r“‘ﬁmep UATR.039). =
2 S Axpenutosainii HAAY ua ceptudiraliiio npoaykui Ta cvicTeM yupaeninHa AkicTio (atecTaty akpeantaltii Ne 10101 1a No 80018). s
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: Pewenue ob odobpenuu
Cucmemhunl ynpaejteuuﬂ Kauecmeom
N‘_’ 021 / 4 - 1 3 2
2 Cpox deiicmeun ¢ 5 gexabps 2013 10 4 nexaGps 2018 roaa S
JIpodyKuus HNvmynodepMenTHBIE TECT-CHCTEMBI /15l  BBISIBJIEHUN (IIOXATBEPKICHMS)
= - : <
s mapkepos BUY, renaruta B, renatura C u renatura Jeqbra B CHIBOPOTKE
/ HIH IUIa3Me KpOBH YeJI0BEKa; HMMYHO(epMEHTHbIE TECT-CHCTEMbI /I
2 omnpeaejieAus 00mero U cBo0OAHOI0 MpocTaTa-cNenn(PpUIECKOr0 AHTHIEHA B
ChIBOPOTKEe WJIM ILIa3Me KPOBHM Ye10BEKa; HMMYHO(epMeHTHbIC TecT-
CHCTeMBI Uit onpeaenennst anruresa kK Chlamydia trachomatis, Toxoplasma s
; gondii, BUpyca KpacHyXH, IHTOMErajloBUpyca (
Coomeemcmeyem TeXHHYECKOT0 perJaMeHTa 0 MEAHIUHCKAX H3AeJTUsX IS JabopaTopHoii
mpebosanuam JAMATrHOCTHKH In Vitro, yreepaaeHHoro Ilocranosiaennem KMY or 16 uiouast S
2008 r. Ne 641 s
Jlpouedypa «llonoe obecreyeHne Ka4eCTBAY
Jtpouseodumers OO0 «Hayuno-npoussoacTBennoe o6beaunenne «IuarnocTuaecKmne 5.:
CHCTEMbD» _ 2
yn. Komuntepna, a. 47, r. Huwkauit Hosropoa, Poceuiickas @eneparus, 603094,
s AJpec NpoU3BOACTEA; 2
yi. Si6nonesas, a. 22, r. Huwkunii Hosropon, Pocceutickast Denepans, 603093,
\ yi. Makcuma T'opekoro, a. 195, r. Hwxanit Horopon, Poccuiickas ®enepauus, 603024, Z
2 ya. AprenbHas, 1. 22, r. Hwxnnii Hosropon, Poccuiickas ®enepanus, 603098
2
s OcHosanue Pemerne Ne 021/3-13 ot 05.12.2013.
2 OTHUM NPENOCTABNAETCS paspeLieHye Ha UCMONE30BaHNE <
3 unenTndukagroHtoro Homepa «UA, TR.039» OOC LTI « YMLC»
< P}’KOBOIIHTQJIB Opralla o olleHKe 2
s
< ’ B. B. 3axapenko
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» ! : UMCC 01042 r. Kues, yn. Unropuua, 18, tem, (044) 235%3‘"83
< Hazdaden na nposeaciie pabot no oUEHKE COOTBETCTBHUSA TPEGOBAHMAM TEXHUUECKHUX PErIAMEHTOR =
(/ (npukas 0T 08,12:2010 Ne 550 CocnotpeGeTanaapta YKpauHel, HoMep HaznauenHoro oprana UA.TR.039)
< AKKpeaAnTOBarHbIT HAAY Ha cepTu(HKaunio NPOAYKLIMH 1 CHCTEM YTIPABAEHMs KaueCTBOM (ATTECTATH! akkpeaiTauny Ne JO101 1 Ne 80018). x
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CERTIFICADO CE

CERTIFICAT IGAZOLBS

INTYG

CERTYFIKAT

CERTIFICATO

ZERTIFIKAT

CERTIFICATE

CEPTUDIKAT

JOIJATOK

A0 ceprT(ikaTa IpPo JOCTIKeHHA KOHCTPYKITl

Big «05» gucromaga 2013 Ne UA,TR.039.021/Hbis -13

HaGopu peareHTiB ayis iarHOCTUKH in Vitro

Ne HazBa Mean4HOTO BHpPOOY Hasa meauunoro BHpoOy pocifichkoro
3/m YKPaTHCHKOIO MOBOIO MOBOIO
1 2 3

1 | Habip pearentis «JIC-I®A-HBsAg» Tect-
cucreMa iMyHOGhepMeHTHA AT BUABJICHHS
4H OiATBEPKEHHS OBEPXHEBOTO AHTUTEHY
Bipycy renarury B

Ha6op pearentoB «JC-UDA-HBsAgy
TecT-cucrema HMMyHOGhEPMEHTHAS LS BBISBICHHUS
WIH MIOATBEPAKACHIA [IOBEPXHOCTHOTO aHTHUTEHA
BHpYca renarura B

2 | Habip pearentie «IC-I®A-HBsAg-0,01»
Tecr-cucrema imyHObepMeHTHa st
BUABJICHHS YN i ITBEPIKEHHS
MOBEPXHEBOTO aHTHUTEHY BipyCy renaTury
B, Habip aiarHocTHUHMI

Ha6op pearenros «JC-UDA-HBsAg-0,01»
TecT-cncteMa UMMYHOGbEpPMEHTHAA TS BBISBJICHUS
HJIA NOATBEPXKACHHA TOBEPXHOCTHOTO aHTUTeHA
BUpYca renaTtuta B, Habop auarHocTudeckuit

3 | Habip pearenris «I®A-HBsAg-
niaTBEpIKYIOUnit TecT» TecT mis

Hi ITBEPIHKEHHA CIeNhiYHOCTI BUABJIEHHS
HBsAg iMmyHO®bepMEHTHIM aHaJli3oM

HaGop pearentos « UMD A-HBsAg-moaTBepX HAKO LA
TecT» TecT AN moaTBep K AeHHUS CeUUPUIHOCTH
BbIABJICHUA HBSAg nMMyHOGEepMEHTHBIM aHATH30M

4 | HaGip pearentiB « IC-EPUTPO-HBsAg»
IMyHOAiarHOCTHKYM epUTPOUNTAPHUIN AJIs
BHUABJICHHS IOBEPXHEBOI0 aHTUTEHY BipyCy
renatuty B, miodinizosanuit

HaGop pearentos «JC-OPUTPO-HBsAg»
HMMMyHOOMAarHOCTUKYM 3pUTPOLUTAPHBINA 415
BBIABJICHHS [IOBEPXHOCTHOTO aHTHI€Ha BUpYCa
renarura B, 1H0Quan3HpoBaHHbIH

5 | Habip pearenriB «IC-IOA-AHTHU-HBc»
Tect-cucrema imyHoepMeHTHa ANs
BUSIBJIEHHS aHTHTIN IO COre-aHTUreHy
Bipycy renmatuty B

HaGop pearenros «JC-UPA-AHTHU-HBc»
Tecr-cucrema UMMyHOGEPMEHTHAA JULS BHIABICHUS
QHTHUTE]l K COre-aHTUIeHY BUpYyca renatuta B

6 | HaGip pearenriB «I®A-AHTHU-HBc-M-
CKPIH» Tecr-cuctema imyHodepmeHTHa
JJ1s BUABJIEHHA aHTUTLN Kiacy IgM 1o
core-aHTHUTEeHY Bipycy rematury B

Habop pearenros « MO A-AHTU-HBc-M-CKPHUH»
Tecr-cucremMa UMMyHOGEPMEHTHAS UL BBISIBJICHHUS
antuTe Kiacca IgM k core-aHTureny Bupyca
renatura B

7 | Habip pearenrtis «/IC-I®A-AHTHU-HBe»
TecT-cucteMa iMmyHobepMeHTHa AT
BUSIBIICHHS aHTHUTIN Kiacy [gG mo e-
aHTUreHy Bipycy rematuty B (HBeAg)

Habop pearentos «JIC-UDA-AHTHU-HBe»
TecT-crcTeMa UMMYHObEPMEHTHAS /IS BBISBICHMA

anTuTen kjacca IgG k e-aHTUreHy BUpyca renatura
B (HBeAg)
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8 | Habip pearentiB «IC-I®A-HBeAg» Tect-
cucTeMa iMyHOGEepMEHTHA AT BUABJICHHS
e-aHTHreHy Bipycy renatury B (HBeAg)

Habop pearenroB «JIC-UDPA-HBeAg»
TecT-cucTeMa HIMMyHOGdEpMEHTHas ISt BBISBIIEHHS
e-aHTUreHa Bupyca renatuta B (HBeAg)

9 KoHTponbHUH 3pa3ok 11 BHY TPilIHBO-
m1a60paTOPHOTO KOHTPOIIIO SKOCTI
JOCIiIXeHb Ha HassBHICTh MOBEPXHEBOTO
aHTHUreHy Bipycy renatury B «[IC-BJIK-
HBsAg»

KonTponbHblii 00pasew i BHY TpUIa00paTOPHOTO
KOHTPOJIs Ka4eCTBa HUcClieI0BaHUN Ha HanHuue
HOBEPXHOCTHOTO aHTUreHa BUpyca rematuta B «JIC-
BJIK-HBsAg»

10 | Habip pearentis «IC-CO-HBeAg»
CranpaptHuii 6ioJoridHUi MaTepia, o
MIiCTUTB €-aHTWT€H Bipycy remaruty B

Ha6op pearenros «1C-CO-HBeAg» CtanaapTHbIi
OuoNorH4ecKuit MaTepua, conepkaliuil e-aHTUTeH
BHpYyca renatura B

11 | Habip pearentis «[IC-CO-AHTH-HBc»
CranznapTHUii 6iooriunuii MaTepian, o
Mmictuth antutina kiacy G no HBcAg
Bipycy rematuty B

Hab6op pearentos «/IC-CO-AHTHU-HBc»
CraHpapTHbIN OMonorudeckuii MaTepual,
colepxawmii antutena kiacca G k HBcAg Bupyca
renarura B

12 | Habip pearentis «JJC-CO-AHTHU-HBcM»
Crangaptauii 6ionoriunuit Marepia, mo
Mmictuth aHTuUTINA Kiacy M no HBcAg
Bipycy rematuty B

Habop pearenros «JIC-CO-AHTU-HBcM»
CraHgapTHBIH GHONOrMYeCKU MaTepHal,
conepxxamuii anTurena knacca M k HBcAg supyca
renarura B

13 | HaGip pearenris «I®A-AHTHU-HCV»
Tect-cuctema iMmyHodepMeHTHa A1s
BUSBJIEHHS aHTHTIJ 0 Bipycy rematury C

Ha6op pearenroB « MDA-AHTHU-HCV»
Tecr-cucTema MIMMyHOGEPMEHTHAS ISl BbISBICHUS
aHTHTEJ K BUpyCy rematura C

14 | HaGip pearenriB «JIC-I®A-ArTH-HCV-
ABITHICTB» TecT-cucrema
iMyHOdepMeHTHA [U1s BUSHAYEHHS iHACKCY
aBinHoCTi aHTHTIN Ko Bipycy rematury C,
Habip XiarHOCTHIHMIA

HaGop pearentos «JIC-UDPA-Autu-HCV-
ABHUJHOCTD» Tect-cuctemMa nMMyHohepMeHTHas
IS OnpeIe/IEHNs NHAEKCa aBUAHOCTH aHTHUTeI K
BUpycCy renatuta C, HaOOp AHArHOCTUYECKMHA

15 | Habip pearentiB «I®PA-AHTHU-HCVc-M»
Tecr-cucrema imyHodepMeHTHa st
BUSBJICHHS aHTUTIN Kiacy IgM mo core-
aHTHIeHY Bipycy rematuty C

Habop pearentoB « UDA-AHTU-HCVc-M» Tecr-
CHCTEMa MMMYHO(EPMEHTHASA AJIA BbIABICHUS
a"THTes KiIacca IgM k core-aHTUIeHy BHUpYca
renaruta C

16 | Habip pearentiB «IOA-AHTU-HCV-
CIIEKTP» Tect-cucrema
iMyHOdepMeHTHa A BUABJICHHS CIIEKTpa
aHTUTIN 00 Bipycy renatuty C
(«1DA-AHTU-HCV-CIIEKTP-G»,
«IDPA-AHTU-HCV-CIIEKTP-M»)

Hab6op pearentos « IPA-AHTHU-HCV-CITEKTP»
TecT-cricTeMa UIMMYHOGbEPMEHTHAS IJTA BEISABJICHHS
CIIEKTpa aHTUTEJN K BUpYCY TemaTtuta C
(«MDPA-AHTHU-HCV-CIIEKTP-G,
«MDA-AHTU-HCV-CIIEKTP-M»)

17 | Habip pearentiB « IC-I®PA-AHTHU-HCV-
CIIEKTP-GM» Tect-cuctema
iMmyHodepMeHTHa AT BUABICHHS ClIeKTpa
aHTHTiN Knacy 1gG Ta IgM no Bipycy
renatuty C Ta miaTBepKeHHS
pe3yneTaTiB aHTH-HCV cxpiHiHTY

Habop pearenros «JC-UDPA-AHTHU-HCV-
CITEKTP-GM» Tect-cucteMa UMMYHO(MepMeHTHAs
A1l BBIABJICHUSA CIIEKTpa aHTUTeN Kinacea IgG u [gM
K BUpYCY renaTnTa C M MOATBEPXKIOECHHS Pe3yIbTaTOB
aHtu-HCV ckpuHuHra

18 | Habip pearenrtis «[IC-I®A-HCV-ATAT»
Tect-cucrema iMmyHodepMeHTHa st
OJHOYACHOTO BHABJICHHS aHTHTEHY Ta
aHTUTIN g0 Bipycy rematuty C, HaGip
AiarHOCTUYHUH

Ha6op pearenros «JIC-UPA-HCV-AT'AT» Tect-
CHCTEMa MMMYHOdepMeHTHas OJI8 OXHOBPEMEHHOIO
BBIABICHUA aHTUI'€HA M AHTHUTEJI K BUPYCY remaThTa
C, Habop IMarHoCTUYECKMIA

KepiBHHK oprany 3 omiHk# BiqmoBiaHoCTi
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19 | Ha6ip pearenris «JC-I®A-HCV-AD'»
Tect-cuctemMa iMmyHOdepMeHTHa 115
BUABJIEHHS aHTHTeHY Bipycy renatuty C,
Halip AiarHOCTUYHUIH

Ha6op pearenros «JIC-UDPA-HCV-AI Tect-
cucTeMa MIMMYHO(DEpMEHTHas 1S BbIABJIEHHUA
aHTUTeHa BUpyca renatura C, HaGop
JUAarHOCTHYECKU I

20 | KonrponbHuii 3pa3ok ans BHY TpilllHbO-
N1aGopaTOPHOTO KOHTPOJIO AKOCTI
JOCTiKeHb Ha HAasBHICTh aHTUTIN RO
Bipycy rematury C («AC-BJIK-anTH-
HCV»)

KonTponsHsIii 06pa3en ms BHY TpHIabopaTopHOTo
KOHTpOJA Ka4eCTBa UCCIEeI0BAHUIH HA HATMYHE
aHTHTeN K BUpycy renatuta C («IC-BJIK-anTn-
HCV»)

21 | Habip pearentiB «JIC-CrangapTHa
nanenb-anTi-HCV» CTanzapTHa naHe b
CHPOBATOK, 10 MiCTATH i HE MiCTATH
aHTHTiNA a0 Bipycy renatuty C

Ha6op pearentos «JC-CtannapTHas NaHelb-aHTH-
HCV» CtanmapTHas naHeab CHIBOPOTOK,
COZIEpIKAaLLMX U HE COAEPKALLUX aHTUTEJIA K BUPYCY
renatuta C

22 | HaGip pearenriB «IPA-AHTH-HDV»
Tect-cucremMa iMyHO(epMeHTHA 1715
BUSIBJIEHHS] @HTUTI JI0 BipycCy remarury
Henbra

Habop pearenroB «MOA-AHTHU-HDV»
TecT-cucrema IMMYHOGEpPMEHTHAS A4 BHISABICHASL
aHTHUTes K BUpYycy renarura Jlenbra

23 | Ha6ip pearenrtiB «I®A-AHTH-HDV-M»
Tect-cucrema iMyHodepMeHTHA A1
BISIBIICHHs aHTUTLN Kiacy IgM mo Bipycy
renatuty denbTa, Habip AiarHOCTHIHUH

Hab6op pearentoB «MPA-AHTHU-HDV-M» Tect-
cucTeMa MMMYHO(EpMEHTHAs A1 BbLABICHHUA
aHTuTeN Kiacca IgM k Bupycy renarura HenbTa,
Habop AuarHocTHYeCKUi

24 | Habip pearenrtis «IC-IDA-anTu-BIJI-
Vuud» Tecr-cucreMa iMyHOpepMeHTHA
IJIs1 BUSIBJIEHHS aHTHUTLI O BipyciB
imynomedimury xroauuu 1 Ta 2 THHIB,
yHidikoBaHa, HaGip AiarHOCTHIHMI

Ha6op pearentos «JIC-UDA-autu-BUY-Y HUbD»
TecT-cucreMa UMMYHO(EepMeEHTHAs UL BBISBJICHUA
AHTHUTE] K BUpYcaM UMMYHoAedHLIUTa YenoBeka | 1
2 TunoB, yHuQUIUpoBaHHAA, HAGOP
JUarHOCTUYECKUM

25 | Tecr-cucrema iMmyHO(hepMEHTHA AT
BUSIBJICHHS (TIiATBEPKEHHs) aHTUT€HY
p24 Bipycy imyHoaediuuTy moauxu 1
tumy (BUI-1), Habop miarHoctuyHuit «1C-
I®A-BII-AT'-ckpuH»

Tecr-cucreMa IMMyHO(bepMeHTHAasA AT BBISABIIEHHA
(moaTBEpXKACHUA) aHTUT'€Ha p24 BUpyca
ummyHonedunura yenoseka 1 Tuna (BUU-1), HaGop
auardoctuueckuit «JC-UDA-BUU-AT-ckpun»

26 | Ha6ip pearentiB «IC-IDA-BIJI-ATAT-
CKPHH» Tecr-cucteMa iMyHodepMeHTHA
IJ1s OTHOYACHOTO BUSIBJIEHHA AHTUTIN JO
BipyciB iMyHoznedinuty monunu 1 1a 2
tuniB (BUI-1 i BIJI-2), BUI-1 rpynu O i
anturedy p24 BIJI-1, zabip
JiarHOCTHYHHUM

Habop pearentos «IC-UDA-BUU-AT AT-CKPHUH»
Tect-cuctema uMMyHOGEpMEHTHAS 11
OJHOBPEMEHHOTO BBIABICHUS aHTUTEN K BUPYCaM
nMMmyHonedunuTa yenoseka 1 1 2 Tunos (BUU-1 u
BHY-2), BUY-1 rpynmst O u anTuresa p24 BUY-1,
HaboOp ANAarHOCTUYECKHH

27 | Tect-cucrema imyHOohepMeHTHA [ns
BUSBJICHHS CyMapHHX aHTHUTLJ 1O OKpeMHX
6inkis BUI-1,2 i antureny p24 BIJI-1 Ha
OCHOBI peKOMOIHAHTHUX AHTHUTEHIB Ta
MOHOKJIOHJIBHUX aHTHUTLI Habip
niarsoctuanuit « 1C-IOA-BIJI-AT/AT -
CIIEKTP»

TecT-crcTeMa UMMyHO(hEpMEHTHAs ST BBISBIIECHS
CYMMAapHBIX aHTHUTEN K OTIeNbHBIM Oeakam BUY-1,2
u aHtureHa p24 BHUY-1 Ha ocHOBe peKOMOWHAHTHBIX
AHTUI€HOB ¥ MOHOKJIOHAJIbHBIX aHTUTEN, Habop
muarHocTrueckuit « JC-NPA-BUY-AT/AT -
CIIEKTP»

28 | Habip pearentis «/IC-IOA-BUI-AT+AT»
Tect cucrema iMyHOepMeHTHA IS
OJHOYACHOTO BUABIEHHA aHTHUTIN JO
Bipycy iMmyHomedinuty nromunu 1 ta 2
tunis (BUJI-1 i BIJI-2), BUI-1 rpynu O Ta
antureny BIJI-1 (p24)

Hab6op pearenros «IC-UDA-BUYU-AT+AT» Tect
cHcTeMa MMMyHO(epMeHTHas I711 ODHOBPEMEHHOT0
BBIABJIEHHA aHTUTEIN K BUPYCY UMMyHOAeQHIITA
gyenoBeka | u 2 Tumos (BUY-1 u BHY-2), BUU-1
rpynmel O u auturesa BUY-1(p 24)

KepiBHuk oprany 3 oniHku BianoBizHocTi
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29 | Ha6ip pearenris «MinaJla6-I®A-BLII-
AT'AT» TecT-cucTeMa iMyHOepMeHTHA
IJ1s. BUABJIEHHS aHTHTIN 10 BipyciB
iMmyHonedinuty mroxunu 1 i 2 tunis (BUJI-
1 i BIJI-2), BIJI-1 rpynu O Ta aHTUTreHY
BUI-1 (p-24), Habip miarHOCTUYHUIH

Habop pearentos «Munallab-UDA-BUY-AT AT»
TecT-cuctemMa IMMyHOGbEPMEHTHAS 1A BBISBJICHUA
QHTHUTE] K BUpycaM HMMYHOZAeHIHTa HesioBeka 1 U
2 tunos (BU4-1 u BUY-2), BUU-1 rpymnme! O u
anturena p24 BUY-1, HaGop nuarHoctudeckuit

3( | HaGip pearenriB «MinaJla6-I®A-BIJI-
AT+AT» Tect-cucteMa iMmyHodepMeHTHA
JJ1s1 OTHOYACHOTO BUABJIEHHA aHTHTIN JO
BipyciB iMyHoxeditmTy mronusu 1 i 2
tamiB (BIJI-1ta BIJI-2) BIJI-1 rpynu O Ta
antureny BLIJI-1 (p 24), Habip
IiarHOCTUYHU

Hab6op pearenroB «MunaJla6-UDA-BUU-AT+AT»
Tecr-cucTeMa IMMyHOepMEHTHAS IS
OHOBPEMEHHOTO BBISIBIICHHUs aHTHUTEJ K BUPycaM
nMMyHozeduiuTa yenoseka 1 u 2 Tunos (BUU-1 u
B1Y-2), BUY-1 rpynmsr O u anturena BUY-1

(p 24), Habop TUATHOCTHYECKUMN

31 | KoHrponbHuit 3pa3ok A1 BHY TPIlIHBO-
J1a60paTOPHOTO KOHTPOIO SKOCTI
JOCTiP)keHb Ha HAasABHICTh aHTHUIreHy p24
Bipycy iMyHOAeiumTy yroanHu 1 THIA
(BUI-1) «[IC-BJIK-BLJI-Ag(p24)»

KonrtposnsHslii o06pasew 1y BHY TpHIIadopaTOPHOTO
KOHTPOJIS Ka4eCTBa UCCIIENOBAHUI HA HATUYHE
aHTUTeHa p24 BUpyca MMMyHOIe(UIMTa YemoBeka |
tuna (BUY-1) « AC-BJIK-BUY-Ag(p24)»

32 | Konrpombuuit 3pa3ok Ojs BHYTPiLUHbO-
J1abOpaTOPHOTO KOHTPOJEO SIKOCTi
JOCIiIKEeHb Ha HAABHICTh aHTHUTIJ 10
Bipycy iMyHonedinuty moanHu 1 THA
(BUI-1) « 1C-BJIK-autu-B1JI-1»

KonTtponsHslil 00paseL; i BHY TpHUIa00paTOpPHOTO
KOHTPOJIA KauecTBa HCCIeI0BaHU Ha HaTudue
aHTUTEJ K BUPYCY MMMYHoOeduuTa yejoBeka |
tuna (BUU-1) «JIC-BJIK-autu-BHUY-1»

33 | Habip pearentis «Ctanmapt BUI-1 AT(+)»
CraHgapTHa NMaHeNb CHPOBATOK, IO
MICTATB aHTHTIJIA 10 BipycCy
imynopedinury mroannu 1 tumy (BIJI-1) B
pi3HUX KOHLIEHTPAILifX

HaGop pearentos «Ctanmapr BUY-1 AT(+)»
CranpapTHas NaHeNb CHIBOPOTOK, COASPIKAIIMX
aHTUTEJIA K BUPYCY MMMYHOAeQUIINTA YEIOBEKa |
tHna (BUY-1) B pa3iMaHbIX KOHIEHTPALHUAX

34 | Habip pearenris «Ctanmapt BIJI-2 AT(+)»
CraHgapTHa MaHeslb CUPOBATOK, MO0
MICTSTh aHTHTiNIa IO Bipycy
iMmyHonedinuTy siroauay 2 THIy (BLUI-2)

Hab6op pearentor «Ctangapt BUY-2 AT(+)»
CTaBgapTHas IaHeJb CHIBOPOTOK, COASPKAIIMX
aHTUTENa K BUPYCY MMMYHOOeQuUIITa YeIoBeka 2
tuna (BUY-2)

35 | Habip pearenTtis «CranpapTHUI
OioJoriuHuii MaTepian, mo MiCTHTL
aHTUTeH p24 Bipycy iMmyHozedinuty
moauuy 1 Tuny (BLJI-1) «Crarmapt BIJI-1
AL p24(+»

Habop pearentoB «CtaHgapTHBIM GHOOrHUECKUi
Matepua, CoaepXalnii auTUreH p24 Bupyca
ummyHoneduLmTa yenoreka 1 tuma (BUY-1)
«Crangapt BUU-1 AT p24(+)»

36 | Habip pearenris «Crannapt BUI-1,2
AT(-), BUI-1 AT p24(-)» CtannapTHa
NIaHEIb CUPOBATOK, L0 HE MICTATh
aHTHUTINA T0 Bipycy iMyHOnedinuTy
monuuu | Ta 2 tumis (BIJI-1 i BUJI-2) i
aHTHred p24 BlJI-1

Habop pearenros «Cranmapt BUU-1,2 AT(-), BUU-
1 AT p24 (-)» CraHzapTHas HaHeJb CHIBOPOTOK, HE
COZIEPALLKMX AHTUTENIA K BUPYCaM UMMYHOIEQUIIMTA
yenoseka 1 n 2 Tunos (BUY-1 u BUY-2) u auTHrey
p24 BUY-1

37 | Habip pearenris «IC-CO-HBsAg»
CraHgapTHUi 3pa30K OBEPXHEBOIO
AHTUTEHY Bipycy rematury B

HaGop pearenros «IC-CO-HBsAg» CranmapTHelii

o6pasell IOBEPXHOCTHOTO aHTUI'€Ha BUPYCa relaTHTa
B

KepiBuuk oprany 3 ouiHku BignoBizHocTi
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