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A,(alrnsrq t(as
capbrcyBrHla HeMece

n:ra.:uacrrs,{a A}1TB I
xese AIUITB 2

anrH,[eseaepis xese
AraTB I @24)

asrl.rtenis aHEI(Tayf a
apuaarau 480

aHb(TaMara apHiuIFaH

peareHTrep xr,rHarbl

A,qau r<atturrtH caprrcybrHna HeMece rura3Macbrruta AII'I'B I xone AI4TB 2
anru.qeuenepiu xone AI4TB I (p24) anrr-rresis Mr.rKporurilHurerri rpopuarra
aHLlIqrayra apHaJrraH in vitro ,unarHocrr.rxaJrBrK Tecr-xyfieci ti96 recme 5
MuKpoIuaHrrrET, 8 'recixrcu crpr,rnlelreu). P-24 au'rurenuiq eH reuenri
{lulr(TarrarLrH KoHqeHTpaq}uctt 4,2 nr/ul-Aen KeM eMeo, AoHopnbr(
xourunrenrreri eperureriri 99,95o/o - l(aH roMeH euec. Bapaarylr xoooor.rrpresri
(cepu.naparu,r6 rafira euaipilyl) 8,5% - Aan acnaiilu. 3ep, releriu yariuirl xeneui
80 ux;r-aen acrralt4br. I4ury6aryr*rur1 xaJr[bl ya(HTbr 2 cararraH acflay6r Keper.
Konrrcrar - I SongaHyra 4aftun 6orryu xeper. Peareurrepai rycri xo.qray. Yrrisir{
pH 6apmx cuexrpirue ranaay xypriryair{ 6aprHx re:eu4epiH Br.ByarrArr xeHe
cuerrpor[ororrrerp]rrJrbr( rexcepy. [afiuu.qamau peareHrrepaiH xapaMAbrnu(
Mep3iMi: KoHbrorar 6omas )yailalua-z xapaMAbtnLr( Mop3iMi 2-8oC
reMreparypaAa 4 anraAas KeM eMec; .qafibrHAanFaH cy6crpar epiriruiciniq 6emue
reMrreparypacbrH,qa l8-30o C reu Aerexle 6 carar. Kasax xoxe opbrc riuepiHle
(olAany xosinleri uyc(aylu(ruH 6onybr.
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1 xoue 2 rNnri
a.[tlMHbII{

xMMyHTarIU.r 6rlrbrFbr

BtrpycrapHHa (AIITB-
I xoue AI4TB-2), O
'ro6usaaru AIITB-l
xeue AHTB-I p24

anruresiue
auruaeseirepai 6ip

Mesrinae aHbrKrayFa

apHiurFaH

nurrryuoQeplreHrrix
r:ect-xyfie,

AUarHOCTr,tKUrbrK

xHHa( (480 recr)

Tecr r[opuaru-480 aurrgauaAaH KeM eMec (96x5, ctpuu nen oftuqa Aefiin
xr{HaJrMaJrbr noJrucrr{pon ruranured). Tecrriu 6ip carsrln rpopuarsr (xyy carncrrr
KoHslorar epiriu.4inepirrreu ylni:repAi 6ip ya4Hrra unxy6aUrulay). TanAay (orc
6apucsrx.qa uranuerri xyyarrH 6ip uururi. Belue reuneparypacrr resirlqe TME-
cy6crpar epiriuaioineu r.rHry6aryunay. Crou-pearenrri xyurro n.ltauruerriq
oftbrrbrHa euri:y xeleui xeuiHAe 150 rrlu. Kpuruxalu4 OT ecenrey yruin
xosrl0r.rryreHr 0,25. Talaauarun ymiHiiu canu: 70 MKJr aprbr( eMec. Aruu( mmi
aHaJrr{3aropnapAa (onMeH xoHe aBroMarrbr rypAe (orc uylrxisairi, CesiMrarAu(
100%. flouopaapAH Kes.uefrcoIt ipirrev.(eri eperureair (reuinao 5000 aonop) -
99,9o/o - AaH xorapbr. (p2a) AIITB-I anrurenin aHbr(ray re3iH,[eri xnHaKr6rfl
ce:iurar,qrrru - l0nr/rur. EarrurayAur Koca aJrFaH.[A 480 ($ec xrrHturMilJrbr
rurauurer) aHrr(raMarrapALr xypri:y rr,ryumi+rairi xilHaKrbr Oo.rrurerren (6ip
crpr.r[reH xoxe 6ip oftuI(rau) nafiaaraxy MyMKiH.[iriMeH (oJrMeH (orora HeMece

auru( rurueri uuuyHoi[epnreurrix ralaayra apHaJlFaH aBroMarrrt auanrcarop,ua
480 (96x5) aHbrKraMaJrapaEr 6ip yariurra rqorcra apHarrraH. Tangal,ysaqrurr,r 85
MHHyrraH acnafi,ubr. HonaxelepAi ecenxe arry-450/620-680 uu xeriuAe. 450 nr'r 6ip
Tolr(Lrrr y3BrHAf,rFrrHAa HerrD(eJrepAi ecenxe arryra py4car eriloai. Cepr.rximidr
Kafiralanyu-napuarg.rr roar[rluuaenti 8Yo-tut acnafiAu. CepurapanHrq
(afiraraHyEr - Bapr{aqrut KogOQrUreHri l0%o - rcu acnaF4$t. ,{afinnqalran
xonrrcrar-l ,qMbrc epiriH.(icirdq rlpaqrunurbr arx(axHau KefiiH +2C-raH +8C-Ke

.qefiiuri rcrr,rueparypaAa xapu(raH (opriuraH xepAe - xeuiuae 30 reyaix, +l8C-res
+25C-re aefiiHri reMnepar,?aaa xeuir{ae 12 carar ca(ray Ke3iHre. AatrbrHAarFaH
xonrrcrar-2 rqurrc epirinaiciuiq rypar;rrunrrr arrrKaHHaH reftiH +2C-ran +8C-xe
gefiinri rcuneparypa,qa xapblKraH KopFirnFaH xepre - xeuis.qe 14 myirix, +l8C-rcn
+25C-Ke ,qefiinri reuneparr?ala reuisae 12 carar caxray xe3irue. Cy6crpar
I<ocnac6lu6rH Aafirrn(alran xyuuc epirin4iciniH rypaKrumrnu +I8C-ras +25C-(a
4efiiuri rcunepar:ypaAa xeuiItrqe l0 carar. Xuua6rap4u racbrManA&y +2c-ran +8C-
(a AefiiHri reMneparypaAa xyprisilvi rr.ric. (o:raany 6ofiusura 6exirilreu
rrycKayJrbrKTbrH 6an 6orrvn.
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96 anrr6rayra
apHrurFaH

urrruyuoSe prue urrir
ra,raay yurin aaaMHLrr{

I(aH capbrcybrHAa
HCMCCE N]I'l3MACLI}IAA

HBs asrurenis
aH6r(TayFa apHanFaH
peareHTrep xl,rHafLr.

MNxponnauurerrir rloprrrarra araMHbtrl (aH capbrcybrHra HoMece nra3MacrrHAa
HBs anruresin aubr(Taym apHaJrraH ar.raruocrr.rrzrauri in vitro recr-xyfieci (96
recrKe I Mr.rKporrJraHrxer, 8 ofiHrma.qaH crpunremeu). Ce:iura,r.usru 60 nr/ul-
AeH KeM. ,{oHopmr6 xorrrusresrreri epeKrueJriri 99,9o/o-rcn roMeH eMec.

3epmereriu yrriHiH KoneMi, 100 rr,txn aprH6 eMec. Hnry6auunrun xr.tbrHTbr(
ya(HTbI 2 cararran acnafiIbr. Peareurrepni rycri xoaray. Xurrsrbrlirru (ypaMLr:
crpr.rnrenreH Mr.rKporrJraHruerrep-Ix96 I(aHa; KoHrleHrpaqurJraHlaH xyy epirisaici
- 1x70 un; repic 6agrnay - 2x2,5 u,r; oq 6atqLuay - 1x2,5 rrla; KoHbrorarrbr
cyftulryna apuaman epiriuAi - lx8 MJr; r(oHtrorar - 1x8 un; cy6c,parrsr 6yrpeplix
epiritw lx60 ul; xpoMoreH - 2x5 run; cror-peareur - lx28 rul. ,(ailuu
peareurrep,{iH xapaMALrJrLr( uepsiui: AaftsrHAanFaH xosrronar 2-8oC reMneparJpa
xerixle 4 amAaH KeM eMec; Aafius{anras cy6crpar epiriqAici l8-30'C
reMflepar]?a xesiHle 6 cararrau KeM eMec. Kara( xone opr,rc riuepinae (on(auy
xoHiruteri rqc(aynHKrbtH 6ap 6orryn.
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96 anurrrayra
apHiInmH

r{MMyHOoepMeHTriK

raraay oaicirr,ren

a,{aMBbrH (aH
capLrcyBrH.qa HeMece

nlaguacunqa C
renaruri

BIIDVCLIHLIH

Mmponaauruerrir rfopuarra a,uaMrrrq r(an capucybrH.ua HeMeoe nra3MacbrHA&
BIC anrraaeuenep MeH aHTr{reHAi ansr6rayra apHanraH AlrllrHocrl,uiaulbl( in vitro
recr-xyfieci (96 recrxe 1 nrurponaanruer, 8 ofiu4uraaas crprmenren).

,{uanrocrura:rnK cesiMranu,trrr 1o0ozi,-Aan reu. .(narHoorru(aflLrK epeKrxeniri
99,9oh-ms roMeH eMec. 3eprrenedn ymisiH reaeui, 50 uu aprul euec. Peanu,
ya(Brrf,r - r.ruxy6a4arrruH xaJrnrr ya(f,rrbrHrrr{ 2,5 cararuuau acflafiaf,r. Nsl xoHe
Ns2 l(oHrlorarrap (onaaryra AafiHH 6orryrr ruic. Xuunru(ruq
(ypaMbr:crpr.rnreJrrcH Mrlxporurauurerrep-1x96 ,[aHa;KoHueHrpau[rnaHrau x].7
epirirydci-lx70 Mn;repic 6arqruay-2xl Mn; aHrrrAeHenepre oq 6,arqunay-lxl,5

xI4Ha( l5 120 000 I 800 000,0

at,th



aH'r'r.raeHenepi MeH

AHTIITCHiH AHTI,I-

BfC 6ip rr{esrirAe
aHbr(rayFa apHarrFaH
peareHTTep xuHitFEr.

MJr;aHrr.rreHre oE 6a(buray-1xl u.U arrureuAi cyfiurryra apHanraH epiriuAi-lxl
Mn; ],,lbl roHcrcrar'lxl5 Mrr; Il!2 Korrsrcrar - 1xl5 rul; cy6crparrn 6y0eplix
epiriuni 1x60 nrn; xpoMoreH - 1x5 ru,r; crou-peiu-eur - 1x28 rr,rrI. ,(afisrn
peareHrrop.[iH xapaMlbrJrbrK Mop3iMi: arrrr.reHJli aafibtH,uAFaH oU 6arruay 2-8oC
reMreparlpa ke3irue 4 anraAaH r(eM eMec; AafiHHAanFaH oy6crpar epiduaici 18-

30oC rertrneparypa x$iHAe 6 cararras reM eMec. (ara( None opuc rinaepiuae
(onlaHy xeHiHleri rryc(aynHKr6rq 6ap oolryH.

2. Catrn aJryra 6oniHreH coMa 1l 065 000,0 (ou 6ip r'tlrmuou aJrrbrc 6ec MbrH) reHrc 00 ruus

kejrecl

J\t Ouiu 6epyuriuiq rrayBr, uexesxNfru ECH ()I(CH) Kouneprri ripxey
veKEn'Er xeue rvni

I <BHTEHA) XIIIC, Aruaru ti., Hcaes xoru., 159 0803400 19868
01 rapaura2023x.
10 carar 30 uuslr

2 <Halyk Medical Company> XIIIC, Aruaru rr., fyprres reu., l064 yfi t70340032567
0l r<apaura 2023x.
16 carar 05 urarryr

J <Tpr.rMe4rxo XIIIC, A.ruar:sr q., Turrurpmen xour., Ns42/15 y[, 1/1 xeuce 1409400 l 1907
0 I rapaura 2023N.
16 carar 06 unuyr'

4. Oreyerri ouilr 6epyurirep ycbrHrau 6ara ycuuuorapu.
A.nuarrr K., I{coeB ls9

AaaunuH KaH capbroyrrHAa HeMece [JriBMacHHAa I xene AIITB 2 asu.raesenepis xose AI4TB I (p24)
aurureuiu aubrKrayFa apHarrraH 480 auurrauara apHaJrFaH peareuTrep xI,lHaFbI. CayAa arayu: Genscreen ULTRA
HIV Ag-Ab (,(xeucnpr.ru Yrurpa AIITB Ar-Ar) 4rlamocrrixaJrbrtq r.rr'rr*lyuor[eprrreHrri recr-xyfteci 480 auuKrayra
apHarrraH xnbrlrrbr(ra. Ouaipyui, er: (BiGRad)), Opanuu. Tiprey ryoniri: KP-MT-5Ns003853 26.09.201'7x.
Casu:20 rex in vitt.o auarHocrr.rKa yrxiH flaftaanaHybr MyMKi

3 300 000,0

Cienscreen
ULTRA HIV Ag.
Ab (.(xeucxpun
YrurpaAIITB

Ar-Ar)
IIIATHOCTIIKAJIbIK

lururuyHoQepuenr

ri recr-xyfteci
480 auurrayra

apHaJrraH

XI.IbIHTbIKTA

Microplate (Murponnanurer): 12 strips of 8 wells
coated with monoclonal antibodies to p24 HIV-I
(mouse) and purifred HIV-I and HIV-2 antigens
Specific ID number = 5i p24 AHTBl-re (tumxau)
uosoxrosalrai aurnaeue.nepi xtHe ra3aprbrJrraH
AI4TBI ueu AIITB2 asrureH,[epi Koc[acbtMeH
cop6npreureu 8 ofimquragau 12 crpun;

Muxp,0ru1il111191
(Mioroplate)

Kouqeurpaqlulauran
IIIafirHru epiriuli

(20x)
(Concentrated

washirrg solution

Concentrated washing solution (20X)
(KoHueHrpaqxrranras uaftruur epirinai (20X));

Tpuc NaCl 6y{eprir epirinai H 7,4

Koucepsaur: ProclinrM 300 0,04%

Negative control (repic 6aauray yrrici (E);
I(urgupyrrrer 6enceHailriri xoftErrraH aAaM (auLmbrr{

rJra3MacH, rqpauurqp HBs anrureHaep, AI,ITI)
aHrr.rtHAep, auru-AI,ITB 1, amu-AlITB2 xoHe aHrrr-

HCV armuleuelep xort

Tepic 6arquray yrrici
(Negative control)

HIV Ab positive control (AIITB-re ou 6a4rrlay
epirisaici);

I(.urr4srpyruen 6encenqiriri xofiulran aA&M (aHbrHElH

rrJrrilMacrr, rypaMbruAa aurn- AHTBI 6ap xeue AHTB
rrren HBs aHrr.rreHAep xoHe autu-BfC aETuleuenep

xo(, cr,rHTerr,rr(aJrnl epitriurre cyfiultunran

Earuray larici (HMb
positive control) AI4TB

anrugeuerepine oq

Ba4ruay l.urici (HMg
positive control) AHTB

aurureugepine oq

Ag positive control (AI{TB-re ou
epidnaici);

Ta:aprrrraH AHTB I axrurex, crrHTerlxaJrbrK
epirxirure .qerepreHT[eH orlneJlreu xaHo xaorponrst

arcHr[eH 6ercexainiri xofi brlrrnu

Conjugate I (Kourrcrar l):
biotinylated polyclonal antibodies to p24 Hw I (sheep)

coloured yellow - green (p24AlITB l-re (rofi.uiriue)
6uorrHnnrexres no.nuxlosaru.li capruu-xacrrl ryc'ri

Lyophilised peroxidase labelled Streptavidin and
purified HIV I and HIV 2 antigens (raraprulrau xaue

ruor[nausargrraHraH AHTB-I xeHe A]ITB-2
aurureulepi, [epoKcr,rAa3aMeH xoHe crperlraBUrr{HMeH

KOHtrOrauurJraHFaH, KoHcepBaHr: ProclinN 300 <

KoHrrorar 2

(Conjugate 2)

tfl{ M qh/t,4,4



TECTIH Ma(carf,I: Genscreen ULTRA HIV Ag-Ab - a,[ruHtrrH caprrcyhrHau HeMece rrJr:ti]MacbrHau AI4TB
aurureuli p-24 xone AIITB-l-ne aHrrr,(eHenep,ai M xese O romaprnr (oca) xeHe AHTB 2-si anHrgray yutirr
carIiL,ILI TanaiMilFa apHaJrFaH xI.IHa(. Xuua( AI4TB aurtren xosiuAe Ae xeHe anrr.r-AI4TB aHTrrAeHeJrep cxpuur,ruri
yuriu ge xeHe Ar.rarHocrr.rxalbr( MaI(carra aa naliraraHurryrr uyrurcix. Ta.nlaualut( cesiura4Drru: BBI 801
naueliu4eri T:uIAaMaJI6I( ce:iu'ral4pI4 (Af xonuesrparurrcbrH ar{br(TayAaru [rcnou crau4aprrr), ocu nauear4eri
usrlDxerepAi sKcrparloJlrqwuay xesiuge an'ranenniH p24 uunnnranglr aHbxraJtarbrH KoHrleH-rpaqrutcu 4,2 nr/ul
6orcr. Toyercir 3eprreynep (Ag HIV SFTS 1998) KoMMeplprrnbrr1 rHeJrraeH (Spanuys
rpaHcQ)tuonomapblH[IH royeJlci3 (oraM6r AL'lTB-aHrureH pecuu uaNe.uixen) annurax craH^rlaprrap xugarbrg
recriley ueruxeaepiu xenirir perpeccuraay rociriu nafiaarauyrueH 13,6 nr/ul uoruxeoiu xopcerri. Tecr
cegiu'ra.nAnrrtsr,tH IIIeri AFFS.APS A}ITB-anrureu4ep p24 craHAaprraprrHbrq perri cyfirrnurrynapbrHla irrr[rHFaH
(6aomnxu KoHueHrpauucu 100 nr /rr.r:r) rq[cH( uouoxerepiu rnrepfloJuur{flnay Ke3iH.[e ecenrea,qi. IlJerrir
Kolulernpauutchrlrbrq ruruircrr < 25 nr / un. Oq y.rrrinep.{eri AllTB-asrlrreHre cegiuralAur(: onapALrH 53-Hiq
(ypaMEIHAarBr aHTr.rreH KoHrleHTpaq[cbr 25 nr/ul-Ies as eruec 56 ynri reprreaai xoue oH periuAe aHLrKriur.{6t.
I(a.rrau 3 yrri.qe aHrureH 13, 16 xose ruiciuute 19 nr/vn KoHuerrrparlurcuuAa 6o,rAu. Eyn ynrinep
pearrurriririHiu roo$rlr.rryIeHri (OT/OI nexrir.) 0,9-1,00 ueriuAe 6olrgu. XacyrlanuK ecriu4ep
cylepHaraHrHHAz[H cegir,Irar.ElrLt: xerer:i cy6runrep Br-rpyc6rH6rH xacyuranbtl( ecriu4epi cynepHaranrutuq 83
y,rrici seprreqi: 76+uM(AI4TB-I)-16A, 16B, llC,7D, 13E,4F,4c,3H,2J ro6uuaxarru; -4
ocrissiu KypaMbrg.rra O ro6usuH AUTB-I Br.rpycrt, 6ip ocrinae - N ro6uuul{ A}ITB-I Br.tpycrl xoHe
AI4TB-2 BrrpycbrHbrH eri ecrini 6olau. I(ypartmru4a 29 nrlxl ilrrrnren 6ap O ro6nuuu 6ip ylriciH
(ocllara]ula 6apnrrx 3eprreJtlreH ynrilep orl poriH.(e aHbr(raJr,rtLr. Pearusriair xosr[tprluuenri ( O T /Or
mextir) 6Yl xaraaftaa 0,6-ra. reu. O4ic npunqr.rni: Genscreen ULTRA HIV Ag-Ab-aaaM caplrcyrrHAa
HeMece rJra3MacbrHAa AI4TB aHrnreu.(i xoHe AI,ITB-I anruresiu Neue Al{TB-l-rrlen
xose/ueuece ALITB-2 BLIpycrapMeH 6afirauuc6au oprypni aHrr.rAeHenepAi an6r(ray yruiu <csugrav) recini
upuuqunine nerisAelren 0anaJIbI tturuyno$eprrreurri xr.rHa(. Genscreen ULTRA HIV Ag-Ab-nuH KalTLr
Qaeacu: ' p-24 AHTII-I armrreHiHe (apcbr MoHoKJroHarnai arrnAeserepMeH; ' ra3aprf,rJrFaH aHrrrreHAep: gpl60
perolr6r,uranrru a(ybr36eH, rolrut(rafi xacaH.rllt uMMr.rraqrg:Ibr cr{HTerrrKaJlrt( (rrlru xo4 BupycleH cuurer4eareu)
IIe[rI4.urIeH, AI4TB-1 ro6nu.uaru O-cueutQurann 3ru.rrorrrbrlt xene AI,ITB-2 Ka6r(uracu aKy6r3Aap6rg6tH
HMMyHoAoMI{HaHT'rbI 3nI{rorITapHH (afiaa xarblprarblH ueuruAriH BrrpycbrMeH xaouHAalras. Genscreen ULTRA
HIV Ag-Ab KoHblorarrap: Af AlIl'B-re 6r.rotrsalaenreH roJrr{K;roHaJrbai armlaenenepai (xonrrorat l)
flafi,qanaHyraHenislerreu;'Crpenraalr.quu ues AIITB aHrr.rreHnep -. [epoKcr.rAa3aJrbr KoHLorarrap (gp4l xoue
gp36 nernu,urep, onap AI4'IB-I xeHe AIITB-2 Ka6rrKrracu urnKonporefi,{repiuiu uruuyuoaoMr.rHaHTrbr
snllronrapHH (afira xaHrrrpla,(Lt xoHe (arrbr 0a3a yuriH ual4lalrurruarbrH (xourrcnar 2) con AIITB-I O-
cnequQuxa:tu 3nllrofibtH uMMl,ttauurrafi,q6r); Tanuarrra eMuapacbr Keneci KaAaM.uap.[br KnMTr.rIbr: l. Konrrorar I
0-24 AI4TB-I Al-se OuorunmAeHreu florrlrKrroHalsAi auruAeseaep) ulauurer ofiH$rra,'rapbrHa enrigileai. 2.
3eprrereriH capHcyrap uen 6arquaay y,rri,repi ofturuualapra raMbr3bura,ubr. 3eprreleriu capbrcyaa AI4TB
armremtiH 6olryuuaa oHbtH [JIaHIIIerre cop6upreureu xoHo Karrrbrorar l-.ue 6olamrs aH[rnoHenepMeH 6aliaaurrcy,u
xYpeAi. '3eprrelerin capblcyaa AIITB-I xane/xeuece A*LTB-2 anrugeHerepaiH 6ony,uu4aolap.quuAl11'B-1,
rJraHurerre cop6up.neureu 0 ro6usnH AHTB-2-Hiq AI4TB-I aHrlrreg,rlepMeH 6afiaaHucyrr xypeai. 3eprre:reriu
caprrcyAa KoHbrorar I xeHe asruren/asrnAegeJrepAiH 6afilauucyn rycisiq caprurur-xacf,urAag xexxe Aefiis
osrepyirueu aHblKraJla,[bt. 3. 3il'C-ae unxy6aryu:rayaaH xeHe aprbrHar{ xyyaan xefiiH KoHbrorar 2-si Koca$r: .

Crpenrarr.rAun AT-AF-AT 6uotuuulaenreH KeureHAepMeH psarqfirm ryceai. . flepoxo.rgararrreu raq6alanun,
ra3aprblrlFaH AI'ITB-1 xone AIITB-2 AI uaasuerre cop6upnenren AT IgG, IgM ueuece IgA-rrren reser
6ofinuma baftlauuca.qu. 4. 18-30"C-.ue I-IHKyOaIIrrflnayAau refiis xouuorar 2-Hir{ 6afinaHrrcraFarr rlpaxryu:rapu
xyy xoJrErMeH aJrbrHlr[ racrarra{Dr.Cy6crparruq 6oayuxla 6erue (18-300C) reMneparypacrrH,qa }trry6aqn rayaaH
reftiu arrulren/aHru.(oHeJrep 6ap ronrrcnar Ker[eHiHiH 6oryu rycirriu o3repyiMeu aHbr(ranaAbr. 5. pearru.u crou-
peareHrrleg To(rarEIJIa.UbI xoHe o[TI.IKaJIbrI( TbIrbI3AbrFbr 4501620 - 700 nru ronKErH y3brH.lbtnbr Ke3iH.[eri
cnexrporlorouerpai nafiaaaanyueu olrueueai. yarire oarueueriu ornrxaaux rrrrbr3nblrbr AI4TBI xaue / ueuece
AI4TB2-re AI AI4TB-niu HeMece aHrr.raoHeJrepaiH 6o.rryuu ueuece 6orMaybrH aHbr(raii.(br. CA(TAy
IIIAPTTAPbI. XAPu\M[blJIbIK MEP3IMI. Xusartru +2-8oc-ae ca4ray Kepex. Bepirren reMneparypanbrK
pexurn4i ca(TaFaHAa Genscreon ULTRA HIV Ag-Ab xr.rHilrbrH6r[( (gpruf,rrrAalf,r r(e3-r(eJrneH peareHT (erep
6acxaqaft xopcedmrlerea xaraafiaa) (arrraMacbrHra xepcerimex xyHiHe .qefiix xapaMAbr 6olaau. Amulrannan
xefiis xaue JlacraHybl 6olrr,rarau xesle t2-8o reMreparypaAa caKrarrFaH R2, R3, R4, R6, R7, R8, R9 xeue R10
pearenrrepi (iuITaMachIH.[a repceri.rreH KyHiHe .qetriH (onqaHbua arra.qu. XapauAuluK uep:irr.li af(TanFaHHaH
xefi is Konaanyra 6o.rruafiau !

Conjugate 2 Diluent (xouuora.r 2-ni cyfirurryra
apHanFaH epiriaai); Ku:rul'rycri 6oxruruu 6ap
rf ocr[arru 6yQep,ue Mafi obr3AaH,ry,rpburaH cyr,

Koucepranr: ProclinrM 300 (0.50lo);

Substate buffer (cy6crparru epirisai);
I-lmparruq None Harprrft aueraruHbrx pl{ 4.0

epiriHaici, rqpaMbrruIa cyreriHiq ac(brH rorbrrlr, H2O2

(0,0 I 570) xaHe .[uMerr.r,'rcym0oxcu (roUCO) (4%)

Chromogen: TMB solution (l lx) (TME xponroren
epiriH.qici); rqpanruu4a 3.3', 5.5'rerparr.retul6eusuAlrs

(TME) 6ap epirinur;

Stopping solution (cron-pearenr) lN sulphuric acid
solution (lN ryxipr xuurxufttrrn epiriHrici);

w U #fi,t/</



3

AAausuH rcu
cap6rcybrHaH

(ua:ruacunan) B
renarlrri

Br4pycbtHbrH

6erxe[lix
aHrarenin
aHbrKTayFa

apuarran,96
recrilrix Monolisa

HBs Ag Ultra
(Mouonr.roa HBs

Ag Ultra)
AI.IATHOCTI,IKTUILK

r.rruuyHot[eplrenrr
ir recr-xyfteoi.

96 atruKtalra apHaJIraH uutrryuor[epnrerrrir rauay yruiu 44auuuq (aH capbrcybrHAa Her{ece rura3Macbrnra HBs
aurureuin iiHbr(Tayra apHanFaH poareHTrep xr,lHaFbr. Cayaa araysr: Anauuur{ l(aH caplrcybrHaH (ua:uacunan) B
renarud BllpycbtHblu 6erreflrir asurexis aubrKrayra apHurraH, 96 rccrilix Monolisa HBs Ag Ultra (Monolura
HBs Ag Ultra) auarnocruxaJrrl( HMMyHo$epr'reurrirrecr-Nyfieoi. OHaipyuri, el: <Bio-Rad>, <DpaHur.u. Tiprey
xycairi: I(P-MT-5Ng016878 21.07.2017x.. Casu: 15 Nunar<. EYftbtMHblH KypAMbt MEH CI,IIIATTAMACbi:
Monolisa FIBs Ag Ultra )tr0{tIAFLIHbIH KYPAMbIH,{A. Eapru( pearenmepai rer in vitro auarnocruxa yruiH

KOnAAHbnny Ag Ultra recr-xyfieci aaarr.r (aHbtHbrH capbrcybrHaH HeMece rrJra3MacbrHaH
B nenarlrri l.FIBs Ar) rupycuunH 6etxefirix arnuresiH aHrrr$ayra apHaJrFaH (cgH.uBrrq> rfopruaruu,qaru 6ip carumr
nruuyHo$eprrlenrrir raa.qay 6oftrn ra6ula,n'tr. (OJIIAHY TOCIJII: Monolisa HBs Ag Ultra recdHirl npuHryrni.
Monolisa FitBs Ag Ltltra - 6yr (o3H,qBHq) npuuryrniue uerisaelreH 6ip caruau I,l@T, oHaa ooaepiuiu HBs
arturesiuitt; ,(CY anunraran 'ryp.ni cy6run'repiu 6afi;rauucrnpyra xa6inemi xese B renarnri rHpycuusrq rypli
rrrftMAapbrn.brH ronuriairiu cunarrafirnu uouououalrd xaHe noJruKlroHaar,4i auru,ueHenep flalrranaHbma^Lr.
Monolisa tIBs Ag Ultra uunyuocop6euri 6orurexreneris rrJraHurer 6o:rrn ra6ulaabr, oHbr cinaipy yuriH
Tbl[rKaHHbI[( uouorurona.DAi aHrugexerepi [atrIaraHburar\Fr. Monolisa tIBs Ag Ultra xusaruxuq tqpaMbrHAarbr
xoHbrcrar 'HBs anrlrreuiHe Kapcbt 16rurKaHHbrH uououonarrai auruaeHe.nepi ueu eurxiuiH nolNx.lroHarsAi
auru.qene,repiuill Kocnacbl 6olstn ra6uraArr. Ey.n auruaeuenep nepoKcr.Ia3aMeH 6afuraHbrc(aH. e.(icreMe Kereci
car6uap.[aH rypallr: fhauuer ofirrKrxarapLrga 6a6ruay ynrinepi MeH 3eprrereriu ynrinopni eHrisy. Yari.rrepAi
euri3y YAepiciH tycixiu esrepyiHe Kapafi Ko36eH (apafl 6a6rurayra 6ora&r: 6oc xsue ronrbrplrJrrau ofiu(ruarap
ryctepiniu apacBlx.ua 4fi4uu aiiuprrrauuaut( 6ap. 4901620-700 HM xesiH,4eri omnKiurLr( rurug.uurus riprefi
orbtpbln, aBroMarrH rypAe 6a$uayA6r xylere acupyFa 6oraAu. Mnxponaaxurer ofiu4roarapuna (br3brn-rycxe
6ornran KoHblorar epiriuaiciu l(ocy. KoHborar epirinaiciniu t<ocbrrybrH xor6en (apan 6ar(urayra aa 6&laatr:

6oragu. Kocibu

3rrrat|6rcunAaru
raq6e.nepu Cnntrrluacu

Opunae.ny uyc6r.mpu/aaf, brrrAr,rlq

Aopexeci
72346 72348

RI

Murponlauuer
(Microplate)

Mr.rxponlauruer (Microplate) :

8 ofiu4uaau 12 crpun,
ofi u4urarapuunq epKafi cucu aurn-

HBs uonoxroHam.qi aHruqeHeaepuerr
(ANTAJIFAH

Apuafi u ugenru{nxaqlulay (ID)
nouipi = 5l

I uamuet
IIafi4a:raryyra

aafius

5 umruuEr
flailAalaHyra

aafiun

R2

Kouqenrparyr.rna
HFaH uafiruru
epirirqi (20x)
(Concentrated

,,vashing solution)
(20x):

KoHqeurpaqruaasrau uraftrnrru epiriHai
(20x) (Concentrated washing solution)

(20x):
Tpuc-NaCl 6y$epnir epiriuaici, pH 7.4
K ucepranr: ProClinrM300 (0,04%)

I rqru 70 rran

Cyfiurrygrr
(axer ere.(i

I rqru
235 utr

Cgnnry.ur
Kaxer ereAi

R3

Tepic 6a4uray
yrrici (Negative

control)

Tepic 6arlr,rray ynrici (Negative
control):

(ypauunaa ECA (6yxanuq caphrcynbr(
am6yru.lri) 6ap Tpuc-NaCl 6yQeplix

epidrrici
Kouceprarn: ProClin 300 (0,1%)

2 rcyrrr 2x2,5 rur
flaftaararyra

aaiiuH

2 rqrbr
2x2,5 utr

llafualaryra
Aaitun

R4

On 6ariuuay
ymici (Positive

control)

Ou 6axunay ymici (aaauuuu) (Positive

control (human))

HBs anrureui ad xone ay
cy6runrrpiuiq Tpuc-HCl 6yQepaeri

ECA-ues xocnacu
Eercenaiairi xoftulras

KoncepsaHr: ProClinrM 300 (0.17o)

l rqru
2,5 urr

IlalEarasyra
.qafiLlH

I ryru
2,5 utr

Ilafiluaryra
Aafiuu

R6

Konrrorarrrt
cyllruryra

apnaman epirixai
(Conjugate

diluent)

Konrrorarru cyfiurryra apnarrau
epiriuai (Conjugate diluent):

Tpr.rc-HCl 6y$ep (pH 7.4), rqpanrurua
ECd Tnuu 20, 6yxa rr.reu rumttaHrrbrH

UHAHr(arop KocbrnFaH
r.il'ftiyxorao6yluuAepi 6ap.

Koucepnanrrap: ProClin rM 300 (0.1%),
I-{r.rnpor[noxcaqus (10 rurr/r'lr).

I rcyru
8ua

Karuuna
xerripyai xaxer

gr€ai

2 xyru
2xl8 run

Ka:rnuua
xeinipyai raxer

e're,4i

R7

Kouuorar
(Conjugate)

Konrronar (Conjugate):
flepoxcugasaueu 6aftaanucrqau

rr,roxoraonanrAi (ruurqar*ruq) xeue
uoruxlosamAi (eurriuiq) antr.r-HBs

aHrr.rAeHenep. Jlnor[u.nusaryulaarau.

I rqrn
sqf8 un
I(a;ruuua

xemipyai xaxer
ereai

2 rqru
sqf2xlS ul
I(amuna

remipy.ui xaxer
ereai

R8

Cy6crparrur
6yrpep (substrate

buffer)

Cy6crparrur 6yrlep(substrate buffer):
Harprfi uurparu ruen aqerarnuuq (pI{
4.0),6ypaunnua H2O2 (0,0I5%) xoue
DMSO (4%) 6ap 6ySepnir epiriHaici

I rgru
60 ua

I(annuna
xenripyAi Kaxer

ercai

2 rqrsr
2x60 ul
I(a.unnra

rcerdpy,qi rqaxe'r

CTEAi

R9

Xpouoreu: TME
epiriuaici

(Chromogen:
TMB solution)

('l!x\

Xporrroreu: TME epirisaici
(Chromogen: TMB solution) (1lX)
I(yparuuHla rgpalrerrur 6eHstl4rln

(TMB) 6ap epiriu4i

I ryrn
5un

I(annuna
remlpyar xaxcr

ereri

2 nyrrr
2x5 rr.r.rI

I(annrrHa
xe.rripyai raNer

ereni

Rl0

Cron-pearenr
(Stopping
solution)

Crou-pearenr (Stopping solution)
Kyxipr KHmrurunurl epirin4ici lH

(H2S04lN)

I xyrrr
28 ul

(,aruuua
xeirdpy,ui raxcr

gre.ni

3 rYrrr
3x28 ral
Karnuua

xemipyai xaxer
ercai

CAJLA.CbI: Monolisa HBs

2 490 000,0

ldt AlJ,n,^



KourrcnarrrrH eurisirryin ro:r6rtuuuq 2 yluunu*rula.'l"t 4901620-700 su onr[r(zlJrLrK rLrFLrsguruu ripxefi orbrp6rn,
aBroMarrbl rypge 6arqHaay,[Bl xY3ere acElpyra 6onaAn. Y:rrilepAiq ,rypuc enrisilrenairin ^ue ocbl carblAa
aBroMarrbr ryp.ue, ronKbrHunH 2 ysHH.qrrFbrHnarrr 4901620-700 HM o[ruxaJrbrr( rblrbr3aErFLrH riprefi orrrprm
6a4sllayla 6olaAst. 37'C-ae 1,5 carar 6ofisr uHrcy6aryraray. Illalo yAepiciHle 6afilasucuaras KoH1romrr6r
Ix[IFapbI[ 'racray. OepMgHtarr.lsrir peat<l1ruIFa apHaJrFaH cy6crpar epiriuaicin (ooy. Cy6crparrbrq r(oobrnybrH

rcos6eH (apau HeMeco aBroMarrbl Typrg 6aK6urayra 6oraau: 6oc ofiurlmanapauu ryci r(br3rbrJrr rycri cy6crpar
epidu.qici tiap ofiurunarap^uaH aft6rrH esreErereHe.ui. Asrouarru rypae 6arurnay;lE! 490 xrr.r resix.(eri onruxa,rffi
rblrH3AbtrbltH ripKefl orbrpbrr xFerc acbrpyra 6ora,$r. 30 r'runfr 6oilu 6omrle rgMrrgparypacbrHlA (18.30'C)
(apallrblAa nuxy6a4uray. Oftblnrtaaa 6afiransrcKaN KoHbrorarrbrH 6orryu ryciniu esrtpyineu xepiHe4i. Cron-
peareurri Kocy. C'ron-pearenrri rocyarr Kos6eH Kapan 6arrurayra 6oraau. Cy6crpar epirinaioi 6acranxuaa
Kbl3rllrrr rlrcri oorlblrl, peax4r, 6o,ruaralr xaraafiaa rycci:re aftHanaabr. Ou ylrirepi 6ap oftuxuranap xerinaip
rycre 6o.rrtagu, on caprl rycxe errepeai . 450/620-700 ulr xesiHAe onrflr(aJrrrK r6rFLr3a6rr6rg eJruey xeHe
ne'ruxelepai HHreprpslawrrray. CAI(TAY LUAPTTAPLI. Xyulrc pearenrrepiu ca6ray uaprrapbt uen nep:il'ri.
Xunartrrt r-2-8 oC-as oa(ray KepeK. Araarau roMnoparypa peNuui caxrarrau xarAafir4 Monolisa HBs Ag Ultra
xHHaFHHAaTH Ke3 KeJrreH peareurri (anraMaolrHAa xopcerimeu xynre.qefiin flafi,(anaHyra 6ona4u (repcerinren
peareHTrep,[eH 6acxarapHu). Aurmraunas xefiiH xoue lacrau6arau 6oaca, +2-8 oC reuneparypa.ua ca(talran R2,
R3, R4, R6, R7, R8, R9 xoHe RlO peareurcpiu rarraq6acuu4a xopcerimeu xynre aefiiu uafiaa.nauyra 6olagu.

Baxylrru4m6 (aflraMacbrH aru4annan xefiin, uyt{rrr Neaiu.ueHreH flaKerre +:

ca(TauraH xaFAallAa, crpr.rfirepAi 1 afi 6ofiu
CyfiulrruraH maftruru epitin4ini +2-30 'C-ae ca(raJrFaH xaraaill4. 2 ama dofrhr nafiAaraHyra

6o,raAu. uafirbru epirinainiu xoHqeHrparbrH (R2) +2-30 oC-[e xapauArmux nrepsinai

AafiuHAaraHsas Kefiiu, +2-8 oC-,ue ca(ralrau peareur:ri I afi 6o[u flafiAanalryra 6ona^u. Eolue
l8-30'C) car$aJrl'aH xaxaafi.qa 8 carar iuix,qe

,(afiunlaranuau xefiiH,4aparlru xepAe ca(raJrran peareurrepli 6enue reuueparypacuxaa (18-30

CapncyAarn
HeMece aaaMHbrH

KiIH
IIJIA3MACbIH,UATLI

aurlr-CfB
alflnueHeJrepAi

xose C renaruri
BrrpycbrHbrH

anrureirin
uuuynot[eprvenrr

ir ranaay
raciriruen 6ip

uesrinne
aHLrKrayra
apHUrraH

peareHrTep

xI{Hafbl
Monolisa HCV
Ag-Ab ULTRA
V2 96 aurxray

yuria

Ailrtil HeMece aAaMHLIq (aH nna3Mac6rHAaru anu-CfB auru.qeuelep,qi xase C renarud BlrpycbtHbl4
aHTlireHiu r.rnrrr.ryuo$epuearrix raraay raciriueu 6ip rlrerri.rrae aHsrKrayFa apHaflrau peareHTrep xauaru 96
aHbxray yuiH. CayIa arayu: Oapucy4aru HeMoce a.qaMHblH t<aH nna3MacbrHlarH anrrr-CfB aHruleuelepAi xose C
renarnri BI{pycbtHBIH axrureuix uuuyuot[epuearrir ra.uay rociriruen 6ip uesril4e aHbr(rayra apHaJrraH
peareHrrep xI{HaFbr Monolisa HCV Ag-.Ab LILTRA V2 96 auuxray yruiu. Ouaipyui, ea: <Bio-Rad>, Oparqr.u.
Tiprey xyo:riri: (P-MT-5No016588 03.05.2017x. Casu: 15 xauax.

IvleH CI{[aTTaMaCbI

l 680 000,0

3arrarl6nAaru rau6acbr

Mnxporuraumer
8 ofir,r4ura4an ryparuu 12 crprrn, onapAa Kancuari CI-B

aumrenine uouox.nonalrai auTflaeHenep, C renaruri nupyc
(NS3, NS4) fiBaprrrnran pexou6snasrru anrrrergepi xeue

KancruIri BIC ueurur 6ereuremen

KoHqeurpaqluranraH maftrruu epidu.qi
Tpuc NaCl 6yQep pH 7,4

KoucepnaHr: ProClin 300 (0,04%)

Tpuc HCI 6ySep, OCA (eritaiu capucynr,rK ar66yMr.rHi)'
Koucepnaur: ProClin 300 (0,1 %)

I(yparr.ruHrta ECA 6oratus Tpuc HCI 6yQep,qe epirhreu CfB-
ua, FIBSAT 6ofiusrua xoHe AIITBI ueu AI4TB2

aHruAeHerepre repic anu.r4enelep 6ap aaau capLrcyrl.
<Do'roxuuur.rru( xoJrMeH 6ercenaidri xoFcr,rraH

: ProclinrM 300 (0,1

Anrureu 6a4rrnay ynrici
AHrures cuxrernraruK 6a6uray yrrici,

,{ucrulrxqlrxranras epirixai, rq:paMbtrra KoHcepnanr 6ap:

Kourrorar I
CfB rancugri a(yEr3brHa rbrrn(anHlu{ 6uoruH[nreHrcH

MOHOrsrOHanb.(i aHTH.UeHenepi.

Klpeu xusun rycd
Koucepnaur: Ha4ufi arrui (<0,10l"),

Koslrcrar 2
Aaaunuu IgG/nepoKcr.rna3acblua xeHo

crpenra&r4ur/uepoKcr{.[a3a Ke[reniue Kapou'rbrruKaH

nJIaHuIer ot[H$xanapHHa KoHLrorar epidulicin Koc(aHHaH refiiu, ofirr(ma iuiuericixirr ryci Kbr3buFa



yfibrMHbrH araybr xoHe 'rayapnbr( 6emici. Bio-Rad ( calacr,r. C renaruri
Br.rpycbrMeH (CfB) raHQexurarranyau C renarr4riMeH Hay(aorap,qa r(aH oapLlcybrHla HeMece [JIa3MaIa 6olarrtu
rancu.('ri aHrr.rreHAi xoHe aHtu{fB aulugeuerep.qi aHlrxrayFa uyuxiH.qix 6eperin rireneft euec cana.nux
uuuyHorpeprueurrir raaaay xoueriueu ill.iarHocrr{Kanayra apHanFaH. C renaru'riniq 6ap ereuin aHu4rafiruu 6yn
recr Ar,rarH,ocrr,rKaJrbr( 3epfiaHiurapAa xaHo (aH 6aHKTepiHAe, ouufl iruinAe cxpuHuurrix perisae uafiaaranyra
xapafiasr. 3eprrey mciniuiq npuHru.trri. Monolisa HCV Ag-Ab ULTRA V2 spexer ery npuuquni r.rrr.ruyuocop6eurri
naftIanalryla HerisAeJreAi, oran uuua4afi runrepAeri ra3aprLrJrFaH aHrr,rreHAep (ocLUraALI: C renaruri BupycLIHbIH

(ypbrJrbrM.[r,r( enaec 6eririxeu eri pexou6uuaxrrbr a(ybr3 (NS3 xoxe NS4) xoue rqpbrJrbrMAlr( 6eririnen
(rancuareu) nenrrd,u, coH.uafi-aK C renarliri Br4pycbrHbrH Kancu,uiHg MoHoKrroHaJrb,[i aHTr.r,reHenep. Cyfiux Qa:a exi
KoHbrofarraH Tlpa,ltrr. Eipinuri Korarorar (R6) C renaruri BnpycbrHbrH xancnaise uoxouoxanrAi 6uornsHraeureH
Tbrrx(aH aurugeuelepiueH Typa,&r. Eyr uouoxaoHalB,[i aHTrr,ueHerep uurrryrocop6enrriu ruoAuourauIrJlaHFalH

rancxAri n.enruAiuen peaxq.rrFa rycnefiai. Exiuuri xosrrorar (R7) a,(aMHbrrl lgG-re nepoxcu.uit3aMeH xeHe
crpe[TaB[,lr4H-nepox0r{aa3a xeureHiuen KoH}K}rau}uJlaHraH Tbllrt(aH aHTr-rreHenepiHiH t(ocnacbr 6onun ra6ulaau.
Ta.ngay icruapacbr MbrHa,{afi KBerLAepAi (aMrr.rAbr: 1) Koutrcrar 1, seprrereriu cusaualap xoHe
capErcy.q6rq 6axunay yrrinepi Mnr(po[.,raHurerriH oftu(marapuua euri:ireai. CfB-re aHruaeHeJrep

6olrasla onap (arrbl Qasaaa 6erceruaeJrreH aHTr.Ir€HAepMeH 6allnaHHcaAu. C renarr,i BlrpycsrHa rano.uri
aHTnaeHeJrep 6onrarua onap r,rMruynocop6earriq 6erin xanxaH lroxoxronanrai aHTHAeHenepMen, colraafi-a( C
renaruri Br,rpycbrna rancuari aHflrreHre uosox.noHars,qi 6norruuraenreH arrrr{aeHeJropMoH (xoHarorar 1)

6afiraxsIcalu. 2) 37"C reMleparypaaa 90 ulrxyr 6 o ft rr n nxy6aqurrayaaH xoHe rrraro icurapacuxaa refiin
Mr.rKpoflJraHrrrerriu ap6ip ofiBr(uracHHa a,[aM Igc-re neporcrrJla3aMeH TaH6anaHFaH anrNleuerepai xone
crpenraBll.(I.IH- [epoxcl{,(a3an6r( renreHAi KaMrr{rbrH KoHarorar 2 (ocruraAn. IgG 6oman xarAafira, aAaM IgG-[e
aHTr.ueHeJrep KoHlrorarbr l(arrbr oa3aMeH peaKrlr.uFa rycin, a.4arrr auru.qeuerepiueu 6afiranucaau. crpemaru4r.rn-
nepoKcr.IAIBa KoHtrorarLr rcprrereriu ynriAe CfB KancuAri anrureugepi 6ap 6onraH xarAafiAa rosrrcrar l-AiH
6lrorunurlqr:HreH MoHoluronairb,4i arrrrleuerrepiuen e:apa eperorrecegi. 3) 37'C reMneparypaAa 30 urrryr 6ofiu
unxy6aryrrlayAaH xefiiH 6afi,rasucnarau Korrrrorar rxaro ap(6rnbr iuacrluraAf,r, atr aHTHreH-aHruAeHe xeueui
cy6crpar'rqocKaxHaH reftiHri r[eprraeHrrix peaxwu nanrxecinae xepiuic 6epeai. 4) Eenue reMreparypacbrHAa (18 -
30'C) 30 uanyr 6ofir,r uumybaqurrayAau xeHe pearqxflHrr roKrar(ilrHaH xeftiu, onrr.maru( rbrrLr3.[brr6r 4501620-
700 Hu ro;t(us,qa cnerrpor[ororuerpaiH KeMeriMeH aubrr$anaqbr. Ofinruna.qa erureuerin )rqrbrJry xosr[r[lruuenri
ynriae Cll3-re auru,qene.nep,uiq xase/ueuec;e C renaruri Br.rpyorrHa ranculri aHflrreH,uepliu 6ap-xorrrH
aHbrKrayra MyMKiHIiK 6epeai. Eorrry (apKbrrr.qElnbrFbr CfB-re anruAeHeJrepAiH BeMece aHrnreH.rlepAiH caH6rHa

npo[opquoHrlJl CaKray xoHe nafiAanaHy maprrapu.PeareHrrep xtrHarbrH +2-Aen 8oC-re ,{efiiHri reMneparypala
ca(ray kep,e(. KourroneurrepiHiH op(aficbrc.brH, +2-IeH 8oC-re aeftirri reMfleparypaAa ca(raraH xarAafiAa,
I(a[raMa0bil{Ia ropceriareu xapaM,4brJrbr( uep:iui aerrararuH rqHro AofiiH flalr.Uananyra 6onaAf,r (erep 6aoXa[ra
xepcer:inr,le,ce). I(amauacuH aflr(ruruau refiis xone irui4qerici KoHraMnHaqr.rflra yurbrpaMaFaH 6oacA R2, R3, R4,

R5, R7, R8, R9 xone RlO pearenrrepin +2-aes +8oC-re AefiiHri reMneparypaAa ca(raraH xaf,Aatrr,qa, (arrraMacHH,qa

ropcerimerr xapaMAbrnrr( rrrepsiui arryralarr,rH xyure nefiiu flafiAanaryra 6o.nagn.

Cy6crparru 6yQepri epirin.4i
llnr,ros lquuIqruu xsue narpufi auerar epiriHAici, pH 4,0,

(ypaMf,rnAa H2A Q,015%) xeue AuMerr.rrr cyarQoxcll4

I(ypaurrula rcrpauerulbeusuru.rs 3.3', 5.5' (TME) 6ap epiriuai
Xpouorex: '[ME

epiriHgici (Chromogen:
TMll solution) (llX)

Cron-peanern
Kyxipr 6uru6unbrHHu epiriHAici (HrSO4 ll.f)

I xyru
28 ua

Ilafiaarauyra
Aafius

Kr[rraMaHbr ill]r(aHHaH reftin, uurponranurerriq crpuurepiu, xa6src(a( JroHTaMeH

xeriu,4ernen ryfl]rycKa (a[raMacLrHAa +2 -AeH +8oC-rE Aefiiuri reuneparypa.{a caKriurFaH
xar,qafiaa I afiauu iminae

(anraMacLrHAa +2 -aen +30oC-re

2 anra 6ofiu ca(Tayra 6ola.{u. Kouuesrparyr-sranrau urafirnut
+2 -aen +30oC-re aefiinri

Aaftunuanrassas reiiis, oH 6axuray ymici epidnaicin (R5) +2 -aen +8oC-re aefiinri
reMreparypa,ua I afi 6oltrl xoue -20oC reMreparypa.[a (-200C relrneparyparypua

My3Aarbrr-r(arbrpFaHHaH refiin ruys.qarun-rarupy/epiry.uin 5 urr.nixe nefiin) 2 afi

Aafiunaa.nrausan xefiiu, peareurrep4i, KapaqFrr xepAe caKraras xaFAaliaa,6orMe

4.2, <<L Medical )> A.rmlru 06A

N
,'IOTA

Tayapauru
araybr

I(uc4aura crrrrarraMacLr Coulcsr

2 ,(c-I4oA-AHTB-
AfAT-CKPHH

Tecr $opurlrsr-480 asuKrarrraaas KeM eMec (96x5, crpuu nes oiluKKa.uefiix xHsamuan6r nonucrr{pon nranmed),
Tecrriu 6ip caruan rloprrlaru (xo7y carucn3 Korrurorar epiringirepiueu ynrinepat 6ip yaxurra uury6auurlay),
Ta.raay xom 6apr,rcuuga uanurerri )rryyArrH {5ip urax.ni. fLnanurerri xyyAUrI xaJI[bI caHbr 4 ,(as acnafi.{u. Eelue
reMneparlpacH resiHre TME-cy6crpar epiriH4iciruen unxy6aqr.ruay. Cron-pearenrri xyMr,tc naamucrril{
ofir,rrbrHa errrisy xereui xeuinAe 150 ux.n. Kpurrxa:ru4 OT ecenrey yruiu xoe<[r[u4.reur 0,25. Ta.n4anaruu ymiuirl
casu: 70 r{K,r aprbrr( euec. Aruu( rund armlusaropJrapAa r(onMeH xoHe aBToMarrsr rypae KoIo ruyrrmingiri.
Cesir'.rm:r4rr4 1007o. ,{ouoprapA,u rceaAefico( ipirreyaeri epexmerix (xerrrinae 5000 ,uonop) - 99,90/" - ,qaH xorapbl
(p24) AIAT.B-I anurreuin aHbrKray nerinAeri xr.rHa(rblH ceriurarAurn - l0nr/ua. Earulayau roca a.nrax.qa, 480
(6ec xuHa;urraan nnauuer) aHbl6raMaJrapAbr nolpriey uyr'.rxiudri xuHaKrbr 6omuerren (6ip crpurneu xoue 6ip
ofirrKraH) nrafi.qa[afiy ruyrurinqiriMex KorrMeH (oroFa HeMece atrrbr( ruureri uuuyxor[epruenrrir ruulayFa apHaflran

aBroMarrbr aHann3aropra 480 (96x5) aHbrKraManapAf,r 6ip yaxrrrra (orcra apnamaH. Tanaay ysarrutrn 85

Mrrrryrrau acnailAu. HaruxelepAi ecenxe arry-4501620-680 uu xesiuge. 450 xu 6ip rol(uu I3!4!ILIF6FAII

3 120 000,0

tufr nilz,t^



HorrD(enepAi ecerre arryFa py(car Erireai. Cepu.riuinix qafim,raxyu-napuauur xosifrfuqraenri 8%-.qaH ac[afi.ulr.
Cepurapaanx (aftralauyn - Bap[aq[s xosrlr[uUr.reuri 10%o - mH acnaii.qH. Aafiuu,UanraH xourrcrar-l lrgunc
epiriuaicixiu rypaKrErnrrFrr arx(auuaH reftiu +2C-ms +8C-re aefiinri reMrreparypaAa xapbr$aH (opFaJrFaH xep.ue -
xeuis.4e 30 royrir, +l8c-reH +25C-Ke ,[efiiHri reMfleparypaaa xeuisae 12 carar ca(ray xegiHAe. Aafiuuaanran
xourrcrar-2 xyunc epirin.qiciHiq ryparrsurbrFs! arrrKarrHan refiin +2C-raH +8C-xe aeiliuri reuneparypa4a
xapBl(raH (opFanFaH xepAe - reuinle 14 rsynir, +l8C-ren +25C-Ke.4efiiHri reMnepfftpura xerrrirue 12 carar
caruay resiHAe. Cy6crpar (ocflacbrlrHr{ gafirurgamau xyMHc epiriHJticiHiH ryparflblnrtru +l8C-rau +25c-xa

AefiiHri reMneparypaaa xeuinAe l0 carar. Tecr-NyfieHiu xapaM.[brn6rK rtreprirr.ri rertrinue 24 afi. Xuuaxrapau
racrrMiulay +2C-ran +8C-xa AeftiHri reMroparypaaa xyprioirryre rr.ric, 9C-Aau 25C-xe lefiiuri reMilgparypaAa KsM

qereHAe 10 reynir, 26C-rcx 30C-ra 4efiixri reMneparypaaa reuiaAe 5 raynir. Ko.rrgany 6ofirrHrua 6erir:inren
rryc(aynrrKrrrr{ 6ap 6orryu. XusaKrrrH rqpaMrrHa KiperiH (ocLrMura KepeK-xapaKrap: 6) nolucrupol 96 oftuxrn
lJraHrrrerKe apHanFaH Ka(na(Tap reuinue 5 mta.7) I4@A-nranurerrepre apuanrax KopraHbrrx naeBKanapbr xeuis.qe
10 aana. 8) 6ip perrir yrrrrr(rap xeuisne 80 aasa. 9) cyfirx pearerrrrepne apHanFan ruracfl.l(ilJrrrK BaHnanap

relris,qe l0 .qaHa. l0) Zip-Lock rcy,rnsr 6ap noJrH3T[JreH naxerrep reuisae 3 aasa. Tecr-xr,rHa4rap,ulr caKTayla
apHanFaH Koftr*ranuH 6orryu. TayapanH reuiH.[e 50 xrnarnsur{ 6orryu xeue recr-xr.rHaKTapnLr raJrar erilreure
4e[iH xayanru camayAa (anAbrpy ruyrurciuliri. "Cyu4 rirOerri" caIirafi orrrpbrrr xerxioy. (P ripxey xyeririuiu
6olyu. CE cepruduraruHuH 6orryn. Koraary 6ofiuurua 6eririnreg lrycKaynur(rbtH 6oJryH.

(( MeaIIKa)) ArMarbr Kour.,.ll's42/15 yfi, l/l Kel|ce

"[or
J\}

Tayapaurl arayu (ucqrrua cfirrarrtuacbr Courcsr

2

I Nouo 2 mnri aaausuH
r,rMMyHTanIIrbIJrbIF6t

aupycmpnua (A-[ITB-l
xaue AHTB-2), O

ro6nuraru AI4TB-I xexe
AI4TB-1 p24 aHrnreuiue

aHruaere.rrep4i 6ip
uetri:rae aHbtKTayFa

aplralrFalr
uuuyuoQepueHrrix recr-
xyfie, ,4ranrocruxaru4

rcruax (480 recr)

Tecr: Qopuarsr-480 anrIIqtaua,4au KeM eMec (96x5, crpun neH ofif,rK(a lefiiu xuua.ruarrr flonlrcrr.rpon
naanureri). I'ecrriq 6ip carruu rpopuaru (xyy carucus rourrcrar epiriu,ui.rrepiuen yarinepai 6ip yarorrra
uuxy6aqr.unay). Tanaay rqolo bapucrnraa nnanuerri )q/yabrq 6ip uaxli. fkaruuerri xyyALrH xalrru caHlr
4 Las acnafrw. Eernre reMreparypac6r xe:inae TME-cy6crpar epidn.qicimex uxxy6aq.ra.ray'. Cron-
pearenrri xqMsrc ruragrrrerriq oftrrruna euri:y xereui xeuis.(e 150 urrt. Kpururcalu4 OT ecenrey yuia
rost[Qr.rur.reur 0,25. Ta.uanarun ynriniu cann: 70 MKJr aprbr( eMec. Auutq ryruri aHanrBaropnapla (oJrMeH

xego aBroMarrbl rypre xoro rrayuriugiri. Cerirr.rrarurx 100%. [ouopnap,4rr Ke.(eficox ipirreyaeri
eperue.uix (xeruinae 5000 .uonop) - 99,9% - aaH xoFapbr. (p24) AHTB-I asrsrenin aHbrxray neringeri
x[Ha(rbrH cegiura,r.(uru - l0nr/rrr.rr. EarunayAu (oca anragAq 480 (6ec xuuarrMaJrsr nnanurer)
aHbII$aMUIapAEr xypri:y rtryrtminairi xr.rHa(rbr 6ermrexren (6ip crpunreu xene 6ip ofiurrau) naliAarasy
ruyurinliriueH (oJrMeH (orcFa HeMecc ilurbrK runreri uuuynoQeprrreurrir ran{ayra apHanrau aB'roMarrbr
auirJrr.faropAa a80 (96x5) aHbrKraMaJrapAbr 6ip yartrrrra (orona apHanFaH. Taraay y3ar$LrF6I 85 rrlusyrran
acnafi,[,6r. Hanrxenepai ecenre arry-4501620-680 nu rerisAe. 450 uu 6ip rorxuu l3brHAbrrbrHAa
xorrxenepAi eceflKe aryra pyxcar e'rireai. Cepuriuririr (aftraranyLr-Bapuaqur xoaQQuryresri 87o-aan
acflafi.[br. Cepnrapanur (aftraflaHybr - Bapila]J/Ils xoeQrpnulenri 10%o - ms acnajl.qu. AafinH.qarran
xonr,rcrat-l rquuc epirinticiHin ryparrururbr aurKaHHaH xeilin +2C-ran +8C-re aefiinri reMneparypara
xapLr(raH (oprarrraH xep.qe - reuiH,(e 30 roynix, +l8C-ren +25C-Ke aeftiHri reuneparypaaa xeuinae 12

carar caKray rerisAe. [afiHrqaarau rostrorar-2 rqruuc epiriHliciHiu ryparrrrruru amKarurau xefiin
+2C-ras +8C-re aefiinri rtMneparypala xapf,r(rng (opFaaraH xepAe - reuisAe 14 roy.rir, +l8c-reH
+25C-Ke ,uefiiuni renrneparypal(a KeMiHAe 12 oarar caxray xesiHAe. Cy6ctpar (oonacbrHbrH.[atrblrrAanraH

xyruuc epirirqiciuilt qparqrururu *l8C-ras +25C-(a gefiiuri reuneparypaAa xeuinge 10 carar. Tecr-
xyfteniu xapaMArrJrbr( ruepsirrri rerrrig,qe 24 afi. Xunaxrap,{br racbrMaurAay +2C-raH +8C-xa .qefiinri
reMrreparypaAa xypriairyre rnic, 9C-lan 25C-xo,qeftiuri reMreparypaAa xeM AereHAo 10 reynix, 26C-rcu
30C-ra aeftinri reMneparypara neuin.ue 5 roylrix. I(onaany 6ofiuruua 6exidlres rryc6aylurruu 6ap
6or),u. XulrarruH rqpaMnua xiperiu Koculrlura KepeK-xaparoap: 6) nonucrupoa 96 ofturcru [JragrrrerKe
apHaJIFaH Ka(ra$ap reuirlqe 5 aana. 7) HOA-nnanruerrepr€ apHauraH Kopraflbrrx rureHKanaplr xer,rixae l0
aaua. 8) 6ip perrir ylxrblKrap xeuiu,ue 80 aana. 9) cyitux peareHTrepre apHarrraH rJracrr.rr(alrrr( BaHHanap
KeIuiHAe l0 .saga. l0) Zip-Lock xynuu 6ap noJlugrr.rJreH raKerrep xeuixAe 3 aaua. Tecr-xr.rgaKrapAbr
caKrayla apualrraH (ofiMaHbrH 6oayn. Tayap,uuH reuirue 50 Nrauaruuru 6orryu xoue recr-xr.rHaKrapAr,r
ra,tan erirresre .qeftiu xayanrsr caKrayAa Xalubrpy ruyr'rringiri. "Cyr,r6 rit6exri" caKraft or[rpbrn :xvrxisy.
(P riprey ryoririniu 6oryu. CE ceprut[uxaruuuq 6orryrr. Kouany 6ofiunua 6exidnren ]qc(aylrbr(rhrq
6oryu.

3 140 000,0

4.3. )I(IIIc,

4arrrcy yurin xeneci reugepnix orininr4epre xol 6epyre ueruirrr (a66rnAaAbr:
> (BI,ITEHA> XIIIC, A.nnrarrr rq., llclen xout., 159.
! <Halyk Medical Companp XItrC, A.nuaru 6., fypu.ncB Korr,, 106A yfi
l <TpnMeauxa> XIIIC, A.nuarsr rq., Tuuuprlen xou., Nt42ll5 yil,1/1 re(ce

5.1. dI{TEIIA> XIIIC, Aluaru 6., I{clen rour., 159

6yfipnmtueu xane reugeprir rqxarraMaMeH 6eririnren I(anr.qarapalra I I -r'apnraruauq rananrapbrHa cofixec xeae,ui.
Ycusrmarrrr rayap,EbrH Texf[KaJrbrK eperrueliri renaeplir rq]r@TraMaAa xopce.riareu epexurelirxe cofxec re.neai. Ycuurrnaruu rayap l(asar<cr:aH
Pecny6rznacrru.qa ripxelreu.
Ycuuu:raruu rayapnap,urlu IqHbI oaruu arry yurin 6olinren coMa,qau acnalillr (araylap 6oninioinae).
Keui:raixri (ruTaMacbr3 ery renqeplirc rqxarrarrlaHuH rananrapbrna caftrec eurisil.qi.

5.2. <Halyk Medicrl Company> XIIIC, A;rrurrbr r(., fyprneB neur., 106A yf,

aneyMerriK Melr{unHanrr( caKraruIbrpypa ayAapuMlap xeHe (HeMece) xapHanap 6ofiusura 6epemeriuiu 6oruayu, 6aurporrsr4 He raparblJry pocitrliue xarnafabl
<Halyk Medical Company> XIIIC ue.qnrllualu6 6yfir,ru.qapAf,r r(erepMe cary 6ofiHHua 6uruerri xy3ere acsrpyABrH 6acranFAHH TypanLI eKiulrri caHarratbl

,lt.ll.1" - ^,,WtYoM,ttdl 1[t,}



Ycusrrrarrm rayaparrH rexHrrraJrbrK eperuxeniri reH,qepnik rgrtafiaMaaa KopoerinreH epexrrreniru(o cefiKoc Kene.ui. YcnHrrlarnH rayap l(araroran
Pecrry6,ruxacrru.4a ripxerreu.
Ycsrnrrrarns rayapnap.rlErH rqnrr carrrn arry ymiu 6eainres coMarau acnafinu (arayaap 6eriniciHae).
KenilAixri (aurarr.racu3 ery reHAepair rprarrauan6rq rrflanraprrHa cofiKec eHri3irAi.

53. <TpnMeauKa) ltrflIlc, AnMrru q., Tunup$eB rou., J{e42l15 y[' 1/1 rence

6yfiprrrsruex xoue reu.qeplix rp(arraMaMeu 6exiri.rrreu I(aru.{alapAHH l1-rapMarrrHLrr{ raJranraprlHa cgfiKec KeJIe.(i.

YcsHrrlarun rayap.&rH TexHnKaJrrrK eperuueniri renaepnir rgrmrraMa,[a xepcerimeir epexurelirre cefrec xeleri. Ycruuuatus rayap I(a:arcran
Pecny6.ruracuu4a ripxemeu.
Ycuruuratux rayapnap,[DrH rqHbr carun arry yurin 6erinren coMaAaH aclafrAbr (arayrap 6erixiciuae).
KenirAirri (aMraIvacbB ery rexaepnir xyxarraMaublq Tananrapr,IHa cefxec eHrisin{i.

6. cefixecriris

"lIor
)$ Tayapauu alayu

Jlor
6of,unurl
6e.rirren

coMt

Jlorrap 6oilsnrua ureyerri euiu 6epyuri.repailt couacu

(BItrTf,,IIA)
}ICIuC

<Halyk Medical
Company> XIIIC

<TprMeauxr>
XIIIc

I
AAaruxuH KaH capbrcyrrH.qa HeMece [Jra3MacbrH.qa AI4TB I xoxe AI4TB
2 anrlrAeneaepin xone AIITB I (p24) aurureuin aun6rayra apua.nrau

480 auuxrauara apHanraH DeareHrrep xl.IHarbl
3 500 000,0 3 300 000,0

)

I Noue 2 rnnri aqaunrrH r.rMMyHranrubrJrbrrbr Br.rpycrapbrHa (AlIl-B-1
xoue AI4TB-2), O ro6uxnaru AI4TB-I xone AI4TB-1 p24 aurranenine
aHru4ene:repAi 6ip MesrinAe aHbII$ayFa apHaJIFaH HMMyHoQeprueurrir

recr-xvile. fl.rarHocrrrKaJrbrx xr{HaK (480 reor)

3 140 000,0 3 120 000,0 3 140 000,0

3

96 anurrayra apHaJrFaH r{MMyHo$epuenrrir raraay yuriH a,rauuuH Kas
capbrcybrHAa HeMece [ra3MacbrHra HBs anrurenin aHbr(rayFa apHaurFilH

nerrcHmen xqHarEI
2 625 000,0 2 490 000,0

4

96 aurrrqrayra apHarrraH rarunryuoQepmenrrirra:uay eAicirr,ten

araMHbrH xaH capbrcybrH.qa HeMece maruacuuaa C renaruti
Br.rpycbrHbrH anrrqexe.nepi ues anrurexis anru-BfC 6ip rr.rerlinae

iIHHXTAVFA ADHAJITAH DCATEHTTED X(I.IH'U6I.

I 800 000,0 I 680 000,0

Ka:axcran Pecrry6auxacu ,(encayarui cargay Mr.rxucrpitriu^2023 xrurur 7 MaycbrM,(af,br Ne 110 6yfipuruuen 6eririmeu I(aEr.r.uana

4-uaparpaQruq 66-rapuaruuuq nerisiu,qe reHAeprir rorunccur rue.qr.rqxualurq 6yft6lMAap MeH peareHTrepAi carun ury xeuiuAeri l
ueuiu Ka6uraa.qu:

F JYllJl ror - ECH 080340019868 (BIITEIIA) XIIIC, A.rmaru (., Ilcaea reru., 159.
> Nr2 ,'ror - ECH 170340032567 <Halyk Medicel Company> XIIIC, A.nnraru 4., fypx.ren nonr., 106A yil

3) l) (OOACE <I(ocranafi o6aucru( )IOITC a:raun arry xoHe oHbrMeH rypecy xouiuaeri> KMK ueurexgrrix carbrn ary
(opbrrbrHrbrcbr rubrFapbrnraH xyuueH 6acran 5 ryHrir6erix xyn inrinae r(or KofiLUrraH ruapr: ECH 0E034001986E (l
170340032567 <Halyk Medical Company> XIIIC xi6epcin.

4) KOOACE (KocraHafi o6.nucru( XI{TC a,unu arry xoHe oHbrMeH xypecy Nenix.qeri> KMK uerrrrexerrir carbrn arry.rlbl

6epyuriuiH r.rHrepHer-pecypcbrlrAa reHAep rociniMeH erxisirr€u ueunexerrix carbrfl arry (opLrrf,ruAErnapbr rypanbr a$rapa

Eyr ureuiure,qayuc 6ep,ui:
*-ocrr euec - 3 4ayuc (9lxron A.f., Xapac6aen P.X., (,oftrusruaHor T.T.);

pou - 0 aayuc

TsHAeprix KoMHccr{, Toparacbr

Teuaep,rir KoMlrcour reparacbrHbrE oprrH6acapn

Korrnloour ruyureci

f.

, P.X,

ron'f ,T.

2-6enirltriH 2-rapayuHurl
IiH xeHiunaru Aen ralrym

yilLrMAacrbrpyubrcbr reHAep
IEHA> XIIIC xane ECH

rM.(acrbrpyrlrbrcbr Tancnpuc
opHanacrErpcbrH.

&ocrt

u4
'ISNHu FI.M.Tesaeplix KoMHccE xarlrlrlcbl


