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CEPTI'IOHKAT

flpousoo4urelt:

IOprzgr.ruecxuit
alpec:

A4pec
lpor.r3BoAcTBa:

Koncrpyrqur
uzAer,nit

yl. -fl6noneBas., A.22, r. Huxuuir
yn. Maxcuua loprxoro, A.
(De4epaqur, 603024;
yn. Aprellnas., [\. 22, r. Huxnufr

od nce;reAoBaHurr KoHcrpynqrrrl

J\& UA.TR.039.021/Hbis-13

O6lqecreo c orpaHurreHHoii orBercrBeHHocrbrc <<Hayvuo-
rr porr3BoAcTBeHHoe o6regu neu u e <<[narHocrn qecKue crrcreM bt>>

yn. KorrluurepHa, A. 47, r, HraNnrafi Hoeropo4, Poccrftcxas Oe4epaqzr,603094

Honropo4, Poccuficras (De4epaqur, 603093;
195, r. HrzNnrafi Honropo4, Poccuficrag

Honropo4, Poccuficrag (De4epaqnr, 603098

MeAurInucKHe r.r3Aefl[q 4lr .na6oparopnofi ArrarHocrrlrcu in vitro
(corracuo npu.noxeuurc)

CooreercrByer rpe6oBaHu.f,M TexHrrr{ecKoro pernaMeHTa o MeAHqzHcKr4x z3Aenr4flx
Anf, na6oparopHofi AI4arHocrrIKI4 in vitro, yrBepxAeHHoro llocraHoureHrreM KMY or
16 urolls 2008 r. J\rs 641.

Ocnonauze: PeureHIae o BbIAaqe ceprr.r$r{Kara 06 r4ccJreAoBaHukr KoHcrpyKrlrrr{
Ns 02 1/Hbis- 1 3 or 05. 1 1 .2013 .

,{aHHufi ceprndunar 4eficrezreleH rrpu ycJroBnr{ Aeitcryus
PeureHns o6 o4o6peHHla cvcreuu ynpaBneHHr KaqecrBoM, BbrAaHHbtivt OOC fll (yMUC)

lara perrrcrparlr{H rr05" noq6pa 2013 r.

leficrnureJreH Ao "04" uos6pn 2018 r.

lrepnoe rr3AaHrre PynonoqureJrb opraHa rro orreHKe

fleficrnue ceprNdurara MoxHo npoBepzrr a 6ase 4auH

B. B. 3axapeHrco

r (www.umcs.org.ua)

83 83
Hasrtaqeu Ha npoBeaenlre pa6or no oueHKe coorBercrBrl{ rpe6osaHnrv rexHuqecKxx perJraMeHToB

(npr.rna: or 08.12.2010 J\b 550 focnorpe6craHAapra VrpauHtr, HoMep Ha3HaqeHHoro opraua UA.TR.039)
Arrcpelnroaausrtft HAAV Ha cepru(lraxarrr4lo npoAyKur.rH h cxcreM yflpaBreHt,rr KaqecrBoM

(arrecrarsr axKpelrraqrlfi N lOl0l n Nr 8O018),
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CEPTHOIKAT BIAtrOBIAHOCTI
J\b UA.TR.039.021-13

Bupo6nvrx: TonapncrBo3o6rrlexeuoroni4uoniAa.nruicrro<<HayKoBo-
nupo6nu.re o6oeAHaHHr <[iaruocruqsi cr{creMrr>>

IOpz4zuua eyn. Korr,rirnepHa, 6. 47,v.Huxuifi Honropog, Pociftcr,na Oe4epaqir, 603094,

aApeca:

A4peca syn. -f,6noHer,a,6.22, rvr. Hnxnifi Honropog, Pocificsrca Oe4eparlil, 603093;
nupo6unqrra: eyl. Maxcuua foprxoro, 6. 195, rra. HraxHifi Honropo4, Pocifictxa @e4epaqi.a, 603024;

ryn. Aprelrua, 6. 22, n. HuNnifi Hoeropo4, Pocificsxa (De4epaqir, 603098

flpo4yr<qir Inryno$epnaentri Tecr-cucreMlz Anfl Bu-aBreHHr (ui4rnep4xenHx)
rraapxepin BIJI, renarr,rry B, rerrarrrry C ra rerrarr{ry fenrra B

cr4poBarrli a6o nna3Mi xpoei nroAr{Hrr;
iruyno S epMeHTHi Te cr- crIcreMI,I Anf, Br4{BJreHHfl 3araJrbHoro i siruuoro
npocrara-cueqzoiqHoro aHrl4reHy B crrpoBarrli a6o rna3Mi rpoei
JITOAIlHLI;

iuyHo$epMeHTHi Tecr-cl4creMr4 Anfl BLrf,BJreHHf, aururir Ao
Chlamydia trachomatis, Toxoplasma gondii, nipycy KpacHyxr4,
Irl,IroMeranonipycy

Bianoshae BIrMoraM Texui.ruoro perJIaMeHTy uloAo MeAurtHux nupo6in AJrfl
na6oparopuoi qiaruocrurcu in vitro, 3arBepArrceHoro rocraHoBoro Ka6iuery
MiHicrpin Vrcpaihn BrA 11.06.2008 Ns 641.

<I-{inxonrare sa6esreqeHHr srocri>>

PiruenHs Jllb 02113-13 nia 05.12.2013 p.

flara peecrpaqii "05" rpyAnr 2013 p.

Aifiqre ao "04" rpygun 2018 p.

llpoqesypa

fliacrasa

,{aHnfi cepruQinar 4ie sa yvoon .liHrrocri Piuesus uloAo cxBMgHHt

B. B.3axapeHKo

/4-13 sir^05.12,2013

.org.ua)@ gueuicrs ceprr.r$ixara lrorrcua neperipu'rlr g 6a3i aaHHx opta"'u sloi
Oprar: ouiHxh sianosiauocri fi'fl i<

01042, ru. Knie,
flpusHaveuuii Ha npooeaeHHr po6i MeHris

(Hara: ni4 08.12.2010 Nr 550 !e 039)

T.]MCC

ArpearronaH r ii HAAV Ha cepruQircauirc npo4yrqii ra cucrev ynpaoniH Hr r ricrro (arecrarn arcpe4nrauii Nl I O I 0l ra Nl 8O0 I 8)
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UAliidfrdddrttrenr: O6rqecrno c orpaHu.reHHofi orBercrBeHHocrbro <HayvHo-

IOpra4nvecrzfi
aApec:

A4pec
nporr3BoAcTBa:

rrporr3BoAcrBeHHoe o6requHeu u e <<[ua rHocrn qecKrre crrcreM br>)

y:r. KouuHrepHa, A, 47, r. HaxHrlfi Hoeropo4, Poccrzftcxar @e4epaqus,603094

yr. -fl6noneBafl, I. 22, r. Hux:an fi Honropo4, Poccuficxar (De4epar1ut, 603093;
yl. Maxcuua foprrcoro, g. 195, r. Huxsrzfi Honropog, Poccnftcxa.{ (De4epaqu.a, 603024;
yn. AprenrHax, p,.22, r. Hlrxnrafi Houropo4, Poccufi.cxaq Oe4epaqur, 603098

[rlnrnayn o Q epMe HTH bre TECT-CIICTEMbI I.nfl BbI.SBIEHHfl

llpo4yxqux:

(no4rnepN4enux) MapKepoB BI4r{, rerrarura B, rerrarr4ra C w

rerrarr4Ta flenrra B cbrBoporKe r,rJrr4 rrJra3Me KpoBH rrenoBeKa;

rauuryHoSepMeHTHbre recr-crrcreMbr Anf, onpeAeneHr,rfl o6ulero vr

cno6o4noro npocrara-cnequQuvecroro aHTr4reHa B cbrBoporKe urru
rrJra3Me KpoBH qenoBeKa;

rzurraynosepMeHTHbre recr-cr4creMbr l.nfl onpeAeneHnr aHTr4TeJI K

Chlamydia trachomatis, Toxoplasma gondii, Bnpycy KpacHyxr4,
rIr4TOMefanoBr,rpycy

CooreercrByer rpe6oeauunu TexnuqecKoro perJraMeHTa o MeAHrIHHcKrrx
It3AeJIIrflx Arq .na6oparopnofi AnarHocrlrKu in vitro, yrBep?r(AeHHoro
flocrauoBJreHrreM KMy or 16 rrorq 2008 r. Nb 641.

llpoqe4yp a : <nTonHoe o6ecnerreHr4e Kar{ecrBa))

OcHosaHue: Feureur4e J\b A2Il3-12 or 05.12.2013.

{ara perrrcrparlurr "05" Aercadpn 2013 r.

[eficrnnreJreH Ao "04" 4erca6pn 2018 r.

IIo orIeHKe

Hsrii ceprnrpnrar aerlcruyer rrpH ycnoBut4 4eficron.R Peuteurl o6 oao6penl

. B.3axapeHno

Jle 021/4-13 sir 05,12.2013

" 
r,t,

leilcroue ceprntfnrara Mo)KHo npoBepurl g 6a3e AaHHbtx opraHa nd . umcs,org.ua)

Ha:Ha.{eu Ha npoBg.ueHtIe pa6or no oueHKe coorBercrunl rpe6oaauurM TexHHqecKux perJIaMeHToB
(nprra: or 08.12.2010 Ns 550 focno'rpe6crax4apra YrpanH6r, HoMep Ha3HaqeHHoro opraua UA.TR.039)

Attrpe4uroaaHuHi;i HAAY ua cepru(ruxaqurc npoayKulrH r.r chcreN{ ynpaBneHhr KaqecrBoM (a'rrecrarsr aKKpe.qtirauilH Ns l010l n Ns 80018)
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SiweHHfl t4od o cX6 a.A,eHHfl
cu cm e A,ru y np 4 a.xLtlrlrfl flKlcmrc

Ift 021/4-13

r 5 rpysnn 2013 to 4 rpy4un 2018 porcy

Iuyuo$epuenrni Tecr-crrcreMu Arq BuqBreHHn (niqrnepgxenun) uaprcepin
BIJI, rerrarrrry B, reuarury C ra re[arrrry [elrra B crrpoBarqi a6o n;ra:ui
nponi JrroArrHrr;
iuynoQepmeurHi Tecr-clrcreMr{ arfl Br.rflBJreHHq saramHoro i eiruHoro
rlpocrara-cuequ$ivuoro aHTrrreHy B cuponarqi a6o nrasN{i rcponi JrrcArrHr{;
ivryno$epueurni Tecr-crrcreMrr Arq BnqBreHHq anruril Ao Chlamydia
trachomatis, Toxoplasma gondii, nipycy KpacHyxu, rlrrroMeraJronipycy

TexHi.rHoro perJraMeHTy rrloAo MeAurrHux nupo6in Arq .na6oparopuoi
Aiarnocrurcu in vitro, 3arBepAlneHoro llocranoeoro KMY nia 16 ruuHq
2008 p. J\! 641

<Ilirnonure sadesuerreHHq sKocri>)

5

:
ti
I
J

uA. T'[-] .03 q

.':

:
:
a

:

Ilfepuiudit

\'
y Ipo0))Kuln

Eidnoaidae

01144024-\t

ltpogedlpa

cBupoFuut

lTidcmaea

TOB <<Hayrco no-nupo6uuqe o 6' eAuaHHq <<[iarnocruqui cncreMrr))
eyr. KouiHrepHa, 6. 47, v.Huxuifi Hoeropo4, Pociftcu<a Oe4epaqi.r, 603094,
A4pecrz uupo6Huqrea:
ayn. -fl6ronena, 6. 22, u. Huxuifi Houropo4, Pocifictra Oegepaqir, 603 093 ;
eyr. Marcutra foptrcoro, 6. 195, u. Huxnifi Honropo4, Pocifictrca Oe4epaqir, 603024;
nyl. Aprensna,6.22, nr. HrzxHifi Honropo4, Pocificsrca @e4epaqir, 603098

Piruenrrs l\b 021/3-13 eia 05.12.2013.

:
?,

1;

'r ,t> qlrM HaAa€rbcq Aoseir Ha BHKopr4craHHq iLj

-:: i4ernrlQir<auifinoro HoMepy (UA.TR.039) OOB AII (yMUC, i
;, l1.)",''-, Tn-_-!- :KepinHurc opraHy 3 ouiHr{r{r\Epr|Jtrnr( upr aHy 3 (,utHKtl
.- Brtr[oB]trt.rocTl.

t ., j . B.3axapeHKo ,
' J i *J\lltt)f/li{{'''ti;-''
l' grrndic'ru PirueHttq illoao cxBareHHI cncreMn ynpaarirtH-r rricrrc nolrua nepesi sinnosraHocrr (www umcs org.ua) ..:- 

-
? /fToprn'a/ffToprn 

..

ii!l;il, I ".,,i, ,
€ UMCC -,,^(;r.1ynia08l22010Ng5 n 03e) :
: 

wrrrvv AKperhroBarrHI'i HAAV ua cepru$ircaqiro npoAyKun ra cucreM yrpaBnrHHr rKrcrrc (arecrarlr axpe4nraqriNl lOl0l raNt 8O018),
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fla 021/4-13

c 5 Aerca6ps 2013 Ao 4 AeKa6pn 2018 ro4a

I{uruyuo$epMeHTHr,re recr-crrcreNrbr Ars Br}rqBreHus (uo4rnepxgeHfls)
MapKepoB BI4q, rerlarlrra B, renarura C u rerrarrrra {enrra B cbrBoporxe
vrtr rrJra3Me KpoBrr qeJroBeKa; r{MMyHoQepMeHTHbre recr-crrcreMbr Arq
orlpeAeJleHlrfl o6lrlero LI cBo6oAHoro llpocTara-clleuuQnqecKoro aHTrrreHa B

cbrBoporKe rrJrr{ rrJra3Nte KpoBlr qeroBeKa; rrMMyHooepMeHTHbre recr-
cI'IcreMI'I AJIfl orlpeAeJreHlrl aHTrITeJr n Chlamydia trachomatis, Toxoplasma
gondii, Brrpyca Kpacryxu, qrrroMeraJroBr{pyca

Texrru.IecKoro perJrarlleHTa o N{eArrrluHcKrrx rr3Ae,'rrrrx glr .rra6oparopuorl

Allaruocrttxu in vitro, yrBepll(AeHuoro flocraHoBJreHrrervr KMY or 16 rrroJrrr

2008 r. J\b 641

<<flonrroe o6ecue.reHrre KarrecrBa))

OO O <<Hayvuo-npon3BogcrBeHrroe o6reqlruenue <{uaruocrrrqecxr.re
CIICTEM[,I)
yn" ItoulllurepHa, A. 47, r. Hwx<wul"r Hoeropo4, Poccr,rftcrcar Oe4epaqur., 603094,
A4pec npor43BoAcrBa:
yn. fl6noueBafl, A.22, r.Hnxnnfi Honropo4, Poccuficrar (De4epaqnx, 603093;
yr. Marcuua loptxoro, 4. 195, r. Huxrurzft Hoeropo4, PoccHilcrca.s Oe4epaqul, 603024;
yl. Aprelrnax, p,.22, r. Hux<unfi Hoaropog, Poccnficnag @egepaqra.a, 603098

Peurerrne J\b 021/3-13 or 05.12.2013.

TBercrBlll rpe6ouaHurv rexHhqecKlax perJraMeHToB i
I tnprtrca: or 08, 12 2010 J$ 550 focnorpe6crar4apra VrparrHrr, HoNrep Ha3HaqeHHofo opraHa UA.TR.039) ..
<, AKKpearlroBallHblii HAAy Ha ceprH$nxaunFo npoayKuuri !r chcreNr ynpao,re Hur Kaqecraol\, (arrecra'rur aKKpeanraut46 Ns I Ol0l 1 Ns 80018). .,:

,''i"rrrvvl V!"tr,v.r\M^^,\\,\/\/r,\r.;'u.v\,.r^rr"^AzW.vVv\A,n7r1ry.u1.u1*\\,\,^v\\&^,/,,^vv!^,./,"^/,^/V\^./v ,\.\V,,Vvw,nr ..{A ,

fVfi [fiXl,i "i1'q,t,lot'."i !i(] ()){"{}lf'{ }jlli[,il :j,iq()P(.]f:]'o;,F, V lt/"{l/\l|]ili!,j

\/i/,fl,,{, $iX('1,[,('p;it i t\/f,[,,]ll,il,i'ltXlzifX lqUiXll ['t] t''l:,1\\'it:W(t]{l{AIq[ii.

geweHue oF odoFptHuu
c u cffr e.tuJbr ) np a a A,e Hufl ltdrr e c m a o tuJ

I ji\rl( .t ,

ii ll\" ll li.l {ii{,1

Cpoqdeilcmaua

ltpodlqqua

Qoomaemcmalem

mpe6oaauua.u

llporyedlpa

lfpoueaodument

Ocuoaauue

3rrzlr npeAocraBJl rercr pa3pe ureHt{e Ha r4c noJrb3oBaHHe
rqeurr0uraunoHHoro HoMepa (UA.TR.039) OOC fII (yMUC)

opfarra no oueHKe

$

i ,_ B. B.3axapeHKo .,
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Ha6opu peareurie An.f, AiarHocrr.rKlr in vitro
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Hassa MeAr.rqHoro nupo6y

vroaincrroro MoBoro
Hagea MeAr.rrrHoro nupo6y pocificrxoro

MOBOIO

2 J
Ha6ip peareurin <[C-I@A-HBsAg> Tecr-
clrcreMa irrayuoQeprr,reHTHa .4[fl BrrrrBJreHHt

vlr uigrnep4xeHH-rr rroBepxHeBoro aHTureHy
nipycy renarnry B

Ha6op peareHroB (AC-I4@A-HBsAg>
Tecr-cracreua nrr,rrr,ryuoSepMeHTHar AJu BbrrBJreHurr

r{Jrr{ rroATBepxAeHLUr rroBepxHocTHoro aHTr{reHa

Br{pyca rerarura B

2 Ha6ip pearenrin <IC-IOA-HBsAg-O,01 >

Tecr-cncrerr.ra inynoQeprvreHrHa AJrr
Br,r-fl BJreHHf, ur.r ni4rnep4NeHnx
noBepxHeBofo aHrhreHy eipycy rerrarnry
B, sa6ip Aiarurocruqnuft

Ha6op peareHroB (AC-I4OA-HBsAg-0,0 I >

Tecr-cucreua nuuyuo$epMeHTHar AJrr BbrrBJreHr4.{

I,IJrr,I nOATBepXAeHr4r noBepxHocTHoro aHTr4reHa
Bnpyca fenarrrra B, ua6op 4narnocruvecxufi

3 Ha6ip pearenrin <IOA-HBsAg-
ni4rnep4xyroqlrft recr> Tecr Anr
nigrnep4NeHH.a cneq[Qiqnocri sussreuHt
HB sAe iuvuodeoueHrHr,rM anarisoM

Ha6op peareHroB <I4OA-HBsAg-rroArBepxAaroullrfi
recr> Tecr An{ noArBepxAeHr.r.rr cneuuSuvuocru
Bbr{BJreHr4Jr HB sAg rarr.rvynoQeprr,reHTrrbrM aHaJrr{3oM

4 Ha6ip peareurin <[C-EPZTPO-HBsAg>
Iuyno4iaruocrr,rKyM epnrpour{rap aufi Nts
Br,rr BJleHHr noBepxHeBoro aHTnreHy aipycy
rerrarrrry B. niodinisosaHrafi

Ha6op peafeHroB (AC-SPATPO-HBsAg>
ZlruyHo4narHocrr{KyM opr4rpour.rrapHrrfi Alr
Bblf,BJreHlrr uoBepxHocTHoro aHTlrreHa Br,rpyca

ferrarr{Ta B. rraorbmr,rslloosaHHbrfi

5 Ha6ip pearenrin <IC-IOA-AHTI4-HBc>
Tecr-cracrelra iruynoQepueHTHa AJrf,
BI4rBJreHH.rr aHruril Ao core-aHTr4feHy
aipvcv renarrarv B

Ha6op peareHroB (AC-LI@A-AHTI4-HBc>
Tecr-crzcreua rurrr,ryno$epMeHTHar AJrr Bbrf,BJreHr{rr

aHTr{TeJr K Core-aHTr,rreny Br4pyca renarura B

6 Ha6ip pearenris (IOA-AHTH-HBc-M-
CKPIH) Tecr-cucrelra iruyuoQepnaenrna

AJrfl Br{rrBJreHns aHuarir x.nacy IgM 4o
core-aHrr.rreHy nipycy renarury B

Ha6op peareHroB (I4OA-AHTI4-HBc-M-CKPIIH>
Tecr-cucreua uulryuoSepMeHTHa.fl AJn BbrrBJreHrrur

aHTr4TeJr KJracca IgM r core-aHTr4rer{y Br{pyca
renarrara B

7 Ha6ip peareHrin <,{C-IOA-AHTh-HBe>
Tecr-cucreua iruyHo$eprueHrHa Ant
Br{rBJreHHr anrlrril xnacy IgG ,uo e-
aHrr4feHy nipycy renarr4ry B (HBeAg)

Ha6op peareHroB (AC-HOA-AHTLI-HBe>
Tecr-cucreua unruyno$epMeHTHar AJrr BbrrBJreHr{rr

aHTlrreJr KJIacca IgG r e-aurureny Br4pyca rerrarr,rra
B (HBeAg)

epiBHuK oprarry 3 orIiHKu ehuosiAHocri

Oprau s ouiHrn siaflos:

', 1

4NH

ffiu-[Ti*6p-'

*gffi'oe/,

A.TR.039)

ulu4z, M. Kr.ilB, Byn. LlafoptHa, lu, Tefl
flpr.r:Haveuufi Ha npoBeAeHHr po6ir r ouiHrr.r siA[osiaHocri i\&

(Haxas ei.q 08. I 2.20 I 0 .fl! 5 50 .{epxcnoxn BcraHAapry VxpaiHu, uoruep

peHKo

Arpe4uroaauuft HAAY ea ceprr.rQixauirc npo4yxuil ra cucrev ynpaeliuH.{ sricrro (arecrarn arpe4uraqii Ns 1O101 ra Ne 8O0l 8)
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llpo4orxteHHn AoAarKa Ao ceprr.rQixara Aoe"rriArceHHff r(oHcrpyKrrii
ni4 <o5> Jrrrcrorra4a eol3 Ne UA.TR.og9.o?1/Hbis -18

peHKo

OpraH: ouiHrcr.r eianosiAHocri ,(fl (yMI]CD
01042,u. Kuia, eyn. 9uropiHa, 18, rer. (044) 285 83 83

flpusuaveHafi Ha npoBeAeHHr po6i'r s oqiHru sianosiaHoc'ri Bt,tMoraM rexHi.]nr4x pemaveHrir
(uarca: ni4 08.12.2010 Ns 550 ,{epNcnoxuBcraHAapry VrpaiHu, HoMep nprcHaqeHoro opmHy UA.TR.039)

ArpegurooaHufi HAAV Ha ceptaQixauio npo4yrrlii ra cncren,r ynpaelinH.r rxicno (arecraru arpear.nauii J\b lOl01 ra Nl 8O018).

I 2 3

8 Ha6ip pearenriu <,{C-I@A-HBeAg> Tecr-
cr,rcTeMa irraynoQeprr.reHTHa AJrf, BlrrBJreHHfl

e-aHrr4fer{y Bipycy rerrarlrry B (HBeAe)

Ha6op peareHroB (AC-LIOA-HBeAg>
Tecr-cncrerua r,rMMyHoQepMeHTHaq AJrf, Bbr.rrBJreHr4t

E-AHTIIIEHA BI{PYCA IEIIATI{TA B (HBEAE)

9 KoHrpomHufi rpasor AJrf, BHyrpiruHbo-
ra6oparopHoro KoHrpoJrro rKocri
AocniAxeHb Ha HarrBHicrb noBepxHeBoro
aHrr4reHy nipycy rerraTr,rry B (AC-BJIK-
HBsAs)

Konrpomnrrfi o6pa:eu AJrr BHyrpr4na6oparopnoro
KoHTpoJrs KaqecrBa r{ccJreAoBaHrrit wa uwtwqne
[oBepxHocrHoro aHTr4reHa Br,rpyca renarr4Ta B (AC-
BJIK-HBsAg>

10 Ha6ip peareHrin <,{C-CO-HBeAg>
Cran4aptrnfi 6iororiqsufi ruarepian, u1o

Micrr4Tb e-aHTr,IreH aiovcv renarI,ITV B

Ha6op peafeHroB (AC-CO-HBeAg> Crau4aprnufi
6zoloruqecxuft nrarepnal, coAepxaulrrfi e-agrureH
BI4DVCA IENATI{TA B

t1 Ha6ip pearenrin <[C-CO-AHTH-HBc>
CraHgaprrurfi 6ionoriqunft Marepian, tt1o

Micrr.rrb anrurira KJracy G.uo HBcAg
siPYcY fenaTI,ITy B

Ha6op peareHroB (AC-CO-AHTI,I-HBc>
Crangapruufi 6uonorlr.{ecxr{fi Marepr{an,
coAepNaunfi aHrlrreJra KJracca G r HBcAg Br,rpyca

renarr4Ta B

t2 Ha6ip peareHrio <[C-CO-AHTH-HBcM>
Crangaprnufi 6ionori.rn[ft uarepiar, qo
ruicrurr anrnrira rnacy M lo HBcAg
siovcv rerarurv B

Ha6op peareHroB (AC-CO-AHTZ-HBcM>
Cran4aprnuft 6uonorn recxlrft lrarepual,
coAepNaulnft aHr[reJra KJracca M x HBcAg Br4pyca

renarnra B
t3 Ha6ip peareurin <I@A-AHTI4-HCVD

Tecr-cucrerr,ra ivynoQeprueHrHa Arq
Brr.flBJreHHf, anruril ao nipycy renarury C

Ha6op peafeHroB (hOA-AHTI,I-HCV)
Tecr-clrcreua nrr.rrr,ryHo$epMeHTHar AJrr Bbrf,BJreHr,rf,

aHTr{TeJr K Br4Dycy rerarura C

t4 Ha6ip peareHrio <IC-IOA-AHIu-HCV-
ABIIHICTb> Tecr-cucreua
iuyuor[epveHrHa AJrr Br43HarreHHr iu4ercy
asiAHocri anrnril .qo uipycy reuarury C,
ua6ip .qiarsocrn {Hufi

Ha6op peareHroB (AC-HOA-Anrra-HCV-
ABI4AHOCTb> Tecr-cvcreua ruuyuor[epMeHrHarr
AJIf, OIPEAEJIEHI4fl I4HAEKCA ABIIAHOCTI'I AHTI4TEJI K

BI,Ipycy renarr4Ta C, ua6op 4uarnocrr,ruecxuft

l5 Ha6ip pearenris (IOA-AHTZ-HCVc-M>
Tecr-cucreua iuyHoQeplreHTHa AJrt
Br.urBJreHHr anruril uacy IgM Ao core-
aHTr{feHv siovcv renarnrv C

Ha6op peareHroB (LIOA-AHTH-HCVc-M> Tecr-
CI4CTEMA IAUUYNOQCPTTAEHTHA' AJI' BbI'IBJICHI,I'I

aHrr.rreJr KJracca lgM x core-aHrr4reuy Brrpyca
relarrara C

t6 Ha6ip pearenrin <I@A-AHTI4-HCV-
CIIEKTPD Tecr-cucreua
iruyno Qeprr.renTHa An.rr BlrJrBJre HHr cneKTpa
aHrurir,uo nipycy renarury C
((IOA-AHTI4-HCV-CIEKTP-G),
(IOA-AHTII-HCV-CnEKTP-M))

Ha6op peafeHroB (I4OA-AHTI4-HCV-CIIEKTP)
Tecr-crcreua ruuyuoQepMeHrHafl Ars BbrflBreHr.rq

crreKTpa aHTr,rTeJr K Brlpycy renarura c
(( AOA-AHTI4-HCV - CfIEKTP-G )),
( I4OA-AHTI4-HCV-CIIE KTP-M) )

t7 Ha6ip peareurir <[C-I@A-AHTII-HCV-
CIEKTP-GM) Tecr-cr.rcreMa
iuyuoQepuenrHa AJrr Br{rrBJreHHr cnexrpa
anrnrir xnacy IgG ra IgM 4o nipycy
renarr.rry C ra ni4rnepAxeHHt
pervmraris anrra-HCV crpiniHrv

Ha6op peareHroB (AC-I4OA-AHTI,I-HCV-
CIIEKTP-GM> Tecr-cucrerr,ra rauuyHoQepMeHrHa{
AJrr BbrrBJreHr4r cneKrpa aHrr4reJr KJracca IgG u IgM
K Br.rpycy renarr.rra C ra no4rnepNAeHr.rfl pe3yJrbraroB
asrn-HCV cxpr4HlrHra

18 Ha6ip peareurin <[C-IOA-HCV-A| AT)
Tecr-cucrerua iuyuoSeprueHrHa AJrt
OAHOTIaCHOTO BI{_f,BJIeHHt aHTI4reIIy Ta

anrurir Ao Bipycy renarr.rry C, na6ip
.uiarnocruqHufi

Ha6op peafeHroB (AC-I4OA-HCV-AfAT> Tecr-
cr,rcreMa rauuynoQeprraeHrHar AJrr oAHoBpeMeHHoro
BbrrBJreHr,nr aHTr,rreHa r{ aHTr4TeJr K Br{pycy re[aTrrTa
C, na6op 4raarnocurvecrufi

1 -1.1f-'^^--

KepinHun opraHy 3 orIiHKu siAnoniAHocri .)
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Kepinnurc opraHy s oqiursr niAuosigHocri

OpnaH : oqiHrch sianosiaHoc'ri
01042, v. Kr.rio, ey,r.9uropiHa, 18,

B. B.3axapeHKo

IIpurHaveur.rft Ha npoBeAeHHr po6ir: ouixrr.r siAnosiaHocri bH\.r HI'.{4il>{.peuaveHrie
(Hara: nia 08.12.2010 Ns 550 .{epxcnoxr.rBcraHAapry YxpaiHu, Hovep e}ioro oprauy UA.TR.039)

Ha6op peareHroB (AC-I4OA-HCV-Af> Tecr-
cr4cTeMa rarvfi"ryno Qepv eHTHafl AJrfl Bbrf, BJreHrrt

aHTr4reHa Brlpyca rerrarrrra C, na6op
.uuamocrlr.recxnff

Ha6ip pearenrie <[C-I<DA-HCV-Af D

Tecr-cncrelra irr,ryHoQepueHrga AJIS

Br4JrBJreHHf, aHrrrreHy nipycy renarnty C,

Haolp .tllafHocrr4qHI4I4

Konrpolurlrfi spa:or 4ra nuyrpiurnro-
na6oparopnoro KoHTpoJrro sxocri
AocriAxeHr na narnuicrr anrurir ao
nipycy renarr{ry C ((AC-BnK -arrtt-

Konrporuruft o6pa:eq AJrq Bnyrpr4na6oparopuoro
KoHTpors KaqecrBa r,rccJreAoB aHnft na narr{r,re
aHrr,rreJr K Br{pycy rerarura C ((AC-BJIK-aHrr4-
HCV)))

Ha6op peareHroB <,{C-Cran4aprHas naHeJIb-aHrI4-

HCV>I CraHAaprHas rraHeJrb cbrBoporoK,

coAepxaqux rr He coAepxaulrx aHrrlrena K Bl4pycy

rerarura C

Ha6ip pearenrin <[C-CraHAaprHa
rraHeJrb-aHrr{-Hcv) CrauAaprua rIaHeJIl

cr,rpoBaroK, llo vricrru i He uicrrrr

Ha6ip peareHrin <I@A-AHTI4-HDV)
Tecr-cracreua iruynoQepueHrHa AJIf,

BrurBJreHHr anruril 4o nipycy rerrarl4ry

Ha6op peareHroB (I4OA-AHTI4-HDV)
Tecr-cncreua nvruyHoQepMeHrHa{ AJII BbItBJIeHI4t

aHTr{TeJr K Br4pycy renarr4Ta,{emra

Ha6ip pearenris (IOA-AHTI4-HDV-M)
Tecr-cracreua iuynoQepueHrHa AJII
Brrf,BJreHHf, anrnril xnacy IgM go aipycy

ra, Ha6ip Aiarnocruqsufi

Ha6op peareHroB (I4OA-AHTII-HDV-M> Tecr-
CI,ICTEMA NTT,TT'TYHOQCPTT EHTHA' AJI' BbIfl BJIEHWI

aHrr4reJr KJracca IgM x rupycy relarlrra,{emra,

Ha6ip peareurir <,{C-I@A-anrn-BIJI-
Vnn$> Tecr-cncreua iuynoQepuenrHa
AJrf, Br,nrBJreHnf, aHrnrir go oipycin
iMyno.ueSiqury nroAr4Hr{ 1 ra2 runin,

idirosaHa. ua6ip .uiarnoctuqnufi

Ha6op peareHroB <[C-ZOA-anrn-BH9-VnnQ>
Tecr-cracreua rauuyuoQepMeHTHar AJr{ Bbrf,BJreHrrt

aHTlrTeJr K Br{pycaM rurrraynoleQuqura.reroseKa I u
2 :ruttoy, ynnQuqupoaaunaa, na6op
.ntlarnocrlr.IecxI,tI

Tecr-cprcreva iruyuoQepueHrHa AJrt
BlrrBJreHHf, (ui4rrep,uNenna) aurureny
p24 nipycy iruyHogeQiurry nro4uuu I
rnry @IJI-l), na6op Aiarnocrrqnnfi <[C-
IOA-BIJI-Af-cKpr{H)

Tecr-cucrelra zrurr,rynoQepMeHTHar AJrr Bbrfl BJreHr4t

(no4rnepx4enu.r) anrurena p24 uupy ca
nuuynoae$urlr4ra qeroBeKa I runa (BKII-1), na6op

Ar4arnocrr.rqecxuit<[C-VIOA-BI4[I-A| -cKprrn)

Ha6ip peareurin <[C-I@A-BIJI-A| AT-
CKPI,IH) Tecr-cucreua iuynoQeprraeurna

Arr oAHoqacHofo Br{{BJreHns aHrurir Ao
ripycin irrayno.qeQiqury ntogunu I ra2
rrauin (BIJI-1 i BIJI-2), BIJI-I rpynu O i
aHrr{reHy p24 BIII-1 , ua6ip
riarnocruqnuft

Ha6op peareHroB (AC-HOA-BHq-A| AT-CKPI4H)
Tecr-cncrerr,ra rauuyuoQepMeHrna{ AJr.rr

OAHOBpeMeHHOTO BbrrBJreHVfl AHTVTe I K Br,rpy0aM

nunyno4eQnuuraqeroBeKaI u2 rnnon (BI49-l n
Bl{r{-2), BI4q-l rpyrrrbr O lr anrnrena p24BWl-l,
na6op ruarnocrnrecxuft

Tecr-cucrerrla iuyuoQepueHrHa Arq
BLrrrBJreHHf, cyMapHrrx anrurir Ao oKpeMr{x

6inxin BIJI-1,2 i anurreny p24BIII-1wa
ocHosi pexou6iuaurnrx anrurenis ra
MoHoKJroH€Lrnunx aHrnrir Ha6ip

AiarHocrr.rHnft <,IIC-IOA-BIJI-AT/A| -
CIIEKTP)

Tecr-cucrervra uuuyuoQepMenrHa{ AJrf, Bbrf, BJreHlr.fl

cyMMapHlIX aHrl4reJr K orAeJrbHbrM 6elxau BVl{-1,2
r{ aHrr,rreHa p24BVH-I Ha ocHoBe perorrr6unanruux
aHTrlreHoB I{ MoHoKJIo HtuIbHbIX aHTI,ITel, ua6op
.ur4arHo crrrr e cxuit <[C -II{OA -B I,ILI - AT/A| -
CIIEKTPD

Ha6ip pearenrin <[C-I@A-BIJI-A| +AT))
Tecr clrcreva iuyuoQepueHrHa AJrr
orHoqacHoro Br4rBJreHrur anrnrir .uo

nipycy irvryno4eQiqury nogunn I ra2
rr.ruin (BIJI-l i BIJI-2), BIJI-l rpynn O ra
aHrr,rreHy BIn-l (p24)

Ha6op peafeHroB (AC-I4OA-BZI{-A|+AT> Tecr
crzcreMa lnrrvryuo$epueHTHar Anr oAHoBpeMeHHoro
BbrrBJreHr.ur aHrr.rreJr K B rrpycy uuuyuo4e Qlrqura
qeJroBeKa I u2runos (BI4t{-l UBLIH-2), BI,I[I-l
rpyrrrbr O n anrnreua B\a9-l(p 2a)

Arpe4llroranuft HAAY Ha cepratfir<auin npo4yxqii ra cactev ynpaeriuH-s qKicrlo (arecraru anpeaurauii No lOl01 ra Jllb 8O01 8).
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flpo4onxcerrHfl lloAarKa Ao ceprkQinara Aoc{iAx(eHH.fl noHcrpyxrlii
BiA <<oS)> Jrr.rsrorra^a ao13 Ns UA.TR.o39.oar/Hbis -rg

Kepinuun opraHy 3 orliHKr.r siAuoniAHocri B. B.3axapeHKo

Ilpnrua.renrfi Ha npoBeaeHHr po6ir: oqiHr<r.r giAnoeiaHocri BuMoraM iexHiqHux peuaueHrie
(raxar nil 08.12.2010 Ne 550 .{epNcnoltuBcraHAapry VrpaiHr.r, HoMep npr3HaqeHoro opraHy UA.TR.039)

Axpe4uronauuft HAAY na ceprr.rQixaqiro npoayxqii ra cncreu ynpaariunq qKicrlo (arecraru arpe4urauii Jll! lOl01 ra Nl 8O018).

I 2 3

29 Ha6ip pearenris (MiraJIa6-IOA-BIJI-
AfAT) recr-cr.IcreMa iuyuo$eprvreurna
AJrf, Br{.rrBJreHHq aHrr,rriJr Ao BipyciB
iNryuo4eQiqury JrroAr4Hr4 1 i 2 runin (BIJI-
I i BIJI-2), BIJI-I rpynu O ra an'rureny
BIn-1 (p-24), Ha6ip aiaruocrnqHnfi

Ha6op peareHroB <<MutaIla6 -LIOA-BHq-Af AT)
Tecr-cucreua urr,ruyuoQepMeHTHar AJrf Bbr.rrBJIeHlrJr

aHrr.rreJr K Br.lpycaM nuuynoaeQ[uura qeroBeKa 1 u
2runos (BHrI-1 uBkIl-2), BAq-l rpynnn O u
aHrrrreHa p24 BVH-I, Ha6op 4uarnocruvecruft

30 Ha6ip pearenrin <MinaJIa6-IOA-BIJI-
A|+AT) Tecr-cucrerraa irrayuorlepuernna

Ans oAHoqacHofo BrrrBJreHns aHu,rrir Ao
nipycin irrayno4e$iqrary rr'oyunn I i2
runin (BIJI-lra BIJI-2) BIJI-I rpynn O ra
aHrrrfeuy BIn-l (p 24),wa6ip
.uiarnocruqnnfi

Ha6op peareHroB <<Mu mJ[a6-VOA-BI,ILI-Af +AT)
Tecr-cucrelra uruuyuoSepMeHrHar AJrt
oAHOBpeMeHHOTO BbrrBJr€Hr{f, aHTLrTeJr K Br.rpycaM

nvrrrayno,UeQr.rlll4ra qeroBeKa I u2 rr.rnon (BI4V-l rz

BVI{-2), BI,ILI-1 rpynnbr O u anrnrena 8149-l
(p 24), ua6op auaruocrn{ecxrft

31 Kourponrnufi rparox 4nr nnytpiruHro-
la6oparopnoro roHrporrc rrocri
AocriAxenr na nassHicrr aurwrevy p24
ripycy iuyuo4eQiqrzry JrIoAr4Hr.r I urna
GIn- I ) (trC-BJIK-BUI-Ae(p24))

Kourpomnuft o6paseu AJrf, Bnyrpr.{Jra6oparopuoro
KoHTpoJrf, KaqecrBa rrccJreAoBaHlr[ na naauque
aHrI,IreHa p24 nupy ca uuruyno4e$raqura .relonexa I
runa (BI49- I ) (AC-BnK-BZ9-Ag(p24)>

JZ Kourpomuufi rpaoox 4lr nHyrpiurnro-
la6oparopuo ro r(o HrpoJfto r xocri
AocriAxegb na nassHicrr asrlrril no
nipycy iruyno4eQiunry nroAr4Hr.r I rnna
(BIn- I ) <AC-BJIK-auIu-BIJI- I >

KourpomnuI o6paseu AJr{ Br{yrpr,ura6oparopuoro
KoHTpont KarrecrBa r,rccJreAoBaHr4[ na Halrlvue
aHrr.rreJr K Br{pycy rauuyno4eQuqura uenonexa 1

runa (BHII-1) ((AC-BJIK-anrra-Bh9-1 >

aa
JJ Ha6ip pearenrin <Crau4apr BIJI-l AT(+))

Cran4aprna rraHeJrb cr4poBaroK, Iuo
naicrsrl anrurila Ao Bipycy
irvryno4eQiqu'ry rrroAr{Hl{ 1 rrnny (BIn-1) u
pi:nux KoHueHTpauisx

Ha6op peareHroB <CrauAapr BI4r{-l AT(+))
CranAaprsas naHeJlb cbrBoporoK, coAepxarutrx
aHrr.rreJra K Br{pycy l.rlrruyuoAeQraqnra velonexa I
runa (BI4V-I) n pa:nntrrux KoHueH'rpaqr,rrx

34 Ha6ip peareurin <Crau4apr BIJI-2 AT(+))
Crau4aprna rraHeJrb clrpoBaroK, ruo
uicrsrr aurrarina 4o nipycy
irrayno,uediqury JrroArrHr4 2 rwry GIn-2)

Ha6op pearenroB <Cran4apr BVITI-2 AT(+))
Cran4aprnar [aHeJrb cbrBoporoK, coAepxau[x
aHrr4reJra K Br.rpycy urr,rvyuo4eQraqura qenonera 2
runa (BI49-2)

35 Ha6ip pearenrin <Cran4aprnuft
6ionoriqnuft rrlarepial, rrlo Micrr.rrb
aHrr{reH p24 yipy cy iruyuo4eQiqrary
JrroAr,rHrr I runy (BIn-l) <Cran,uapr BIJI-l
Af o24(+)>

Ha6op pearenroB <Cran4aprnrrft 6llonorlr.recxuft
Marepr,r€rJr, coAepxauvfi aHrr4reH p24 nnpyca
uurrryHo4eSr.rrrr4ra qeJroBex a I runa (BI4q - 1 )
<Cran4apr BI4r{-l Af p24(+)>

36 Ha6ip pearenrin <CrauAapr BIJI-1,2
AT(-), BIJI-l Af p24(-)> Cran4aprua
rraHeJrb cr4poBaroK. ruo He MicrflTb
aururira Ao Bipycy irr,ryuo4e$iumy
JrroAr{Hr{ | ra2rur'in @In-l i BIn-2) i
aHrr4reH o24 BIJI-I

Ha6op peareHroB <Cran4apr BVII-L,2 AT(-), BI,Itl-
1 Af p24 (-)> CraHlaprHa{ raHeJrb cbrBoporox, He

coAepxarur{x aHrr.rreJra K Br{pycaM ravuyHoAeQnqura
qeJroBeKa I n 2 runos (BI4q-l rBWI-2\ 14 aHrr,rreH
p24BVH-I

an
JI Ha6ip pearenrin <,{C-CO-HBsAg>

Cras Aapruuir 3prBoK noBepxHeB oro
aHrr{reHy sipycy reuarury B

Ha6op peareHroB (AC-CO-HBsAg> Cranaaprnufi
o6pareq rroBepxHocrHoro aHTr4feHa Br,rpyca re[arura
B


