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Ha6op pearenron ,q.ru

BbICBIEHI.I-,I AHTHTEJI K

BHYluBHII 2n
anrrreHa BHY I (p24)

B CbIBOpOTTe IUU,I

rura3Me KpoBH
qeJIoBeKa AL

l.trrruynotfeplrexraoro
aHa.rusa Ha 480
onpe4ereuufi

Tecr-clrcr:eua in vitro auaruocrr.rqecxiur AJUI BbrrBJreHr.{, aHTr.rreJr rc BI,I9 1 u
t,l arm,rroHa BI4q I (p2a) s crrBoporxe r{Jr}r [Jra3Me xpoBr{ qeJroBeKa B

Mr{KporrJ[tHruerHotrl tpoprrrare (5 ruuxponnauurer sa 96 recroB, crpl,InoBar+rsrfi no 8
lyHor). Ir{urlamalrbHa, oflpeAenreMa, KoHrreHTpauvt p-24 aHTIrreHa taextxe 4,2
nr/ul. CneryrQuuuocrr Ha AoHopcRoM KoHTr,rHreHTe He Hr,D(e 99,95%.

Koor[t[r.urgenr Bapr{aryru (uexcepuftuaa Bocflpor.r3BoaxMocrr) ne 6oree 8,5%.
O6r,eu r,rocae4yeuoro o6pa.:qa, ne 6oree 80 rurn. CyrurtlapHoe BpeM, r.ruxy6aryru ue
6o,ree 2q. Kouorora'r-l aorxen 6n:rn roroB K rrpuMeHenuro. Ifneronax KoaxpoBr(a
peareHTor. Blnyaruuae u cnexrpor[oroMe, p[qecxa, nepufturaqax Bcox 3ranoB
lpoBeaeHr.rrr aHIUrrBa Ha BceM crrexTpe pH o6pasua. Cpor roaHocrra
npnroroBJroHnbrx poaroHToB: trptl Hiuuq[x roHrrorara-2, opoK roaHoorr, flprr
TeMfleparype 2-8oC ue uesee 4-x HeAen6; np]rroroBJreuHoro pacrBopa cy6crpara
npu xourraruofi reM[epar]?e 18 - 30" C He ueuee 6 qacos. Haruque r.rHcrpyxru.rn

no [pr,rMeHeHr{ro Ha Ka3ixcKoM r{ pyccKoM r3brKix.

Tecr-cucreua
r.urruyuoQepueurua.r

&'ur o^[HoBpeMeHHoro

BLI'BJIEHH' AHTI,ITEJI K

Br.pycilM
uuuyno4eSuqura

qeroBexa 1x2fl.rnos
(8I49-l u BH9-2),
BI,ItI-l rpynnu O u

aarurexa p24 BI4LI-I,
na6op

auaruocruqecrulfi,
(480 remon)

157 000 3 140 000,0

@opuarrecra - He MeHee 480 onpe4erenuil (96x5, ruraHrrrer noruc'rupolonnft
pa36opHrrfi ,(o crprrrroB r.r ,rlo iryHoK). OAuocraurfisnfi rfopr'rar recra
(o.quonpe:ueuuar unxy6aqru o6pa3qoB c pacrBopaMr.r KoHaroraroB 6es craAuu
nporr,rrrrrcn). Oaun qr,rrur [poMbrBoK rrJraHrrrera B xoae [ocrzlHoBK]r auaJrrBa.

I{nxy6aqrar c TME-cy6crparHrrM pacrBopoM npu xorr.traruofi rerr.rneparype. O6rev
BHeCeHrur crofl-peareHra B JryHKy paoouero ru]aHurera He MeHeg 150 rrrxr.
Koer[r[lrur.renr arl pacqera OII rprruuecxoro 0,25. KoalrqecrBo analru3r.rpyeMoro
o6pa3qa: He 6o:ree 70uxr. Bo:uoxnocrr pyrxoft r{ aBToMarr,rqecxofi rtocraHoBr<lt
Ha auilru{3aropax orxpbrroro runa. 9yncrnureJrbHocrb 100%. Cneu{$uqHocrb Ha

cJryqafiHofi ru6opxe AoHopoB (ue ueuee 5000 4ouopon) - r;,;.l.rl,e 99,9Yo.
I{yrcmuremuoorr ua6opa npil onpeaeneHur.r aHrr{roHa (p24) Bl,fq-l - l0nr/nor.
Bogruoxsocrr flpoBeAeHrlfl 480 (nrrr pa36opH6rx n:raurueror) orpeAeneHr.ril,
BKrrroqiur KoHTpoJrbHHe, rpe.[Ha3HaqeH AJIfl p] IHofi IIocraHoBKr.r c Bo3MoxHocTbro

Apo6Horo (uo oluorr.ry crpl,tfiy u [o oAHofi rryuxu) ucnomrorauru na6opa ilJfi4 Ntt
oAHoBpervreHHoft nocTaHoBKH 480 (96x5) onpe.[eneHufi Ha aBroMaTr{qecKrD(

aHaJllt3aropax aru uurrayHoQepMeHTHoro aHaJrr.Ba orKpbrroro runa. furrelruocB
atautu3a rre 6oree 85 nrr.rn. Yuer peynlraroB npu 4501620-680 nru. ,(orrycrr.rru yrer
pe3ynLra'loB flpu oguofi ,{Jrr.rue BoJrHbr - 450 HM. Bnyrpr.rcepuiluar
Boclpor.r3BoArrMocrr - xost[r[lrqrreHT Bapuaqr.ru se 6oree 870. Mexcepufiuar
Bocnpor{3BoAr.rMocrr - roar[Qru]reuT Bapnaru{u se 6olee 109i,. Cra6r,urrHocrr
[pr.IroroBJreHHoro pa6orero [poMrrBoqHoro pacrBopa He MeHeg 28 anefi npu
xpaHeHlrr{ npt.l reMreparype or +2C Ao +8C, npr.r reMfleparype or +18C Io +25C
He MeHee 14 cyrox. Cra6ulrsocrr apuroroBJreHHoro paOoqero pacrBopa
rourrcrata-l nocJre BcKpbrrrllr rrpl,t xpaHeHl,ru B 3iuquueHHoM or cBera Mecre rtpu
reMnepar,?e or +2C ao +8C - He MeHee 30 clroK, npu reMfleparype or +18C ao
+25C ue uesee 12 qacon. Cta6ulrHocrb [p[roroBJreHHoro pa6oqero pacrBopa
rogrrcrata-2 flocJle BcKpLrrr.r, IIpI,I xpaHeHr.II,I B 3atrImIeHHoM or cBera Mecre npu
reMrleparype or +2C Ao +8C - He uesee 14 clTo6, 11px reMfleparr?e or +l8C Ao
+25C ue MeHee 12 qacos. Cra6unrHoorb nplrroroBJregHoro pa6ouero paoTBopa

cy6crpauofi cMecr.r upu reMneparype or +18C gs +25C He MeHee 10 qacon.

TpaucnopruponaHr{e Ha6opoB aoJDrttro flpor.r3BoAlrrc, nptr reMneparype or +2C .qo

Ha6op

Ha6op peareuror 11nr

snrnaeHfi, HBs
aHTI,IreIIa B CLIBOpOTKe

ItJlu ma:lMe KpoBr,l
qejroBexa AL

ul.rrrlynot}epuenrnoro
ata.a:l.uzasa96
orlpeAeneHIltr

Tecr-cucrelra in vitro AuarHocrrlqecKar Alrr BhrrBJreHlr.f, HBs agurrega r
cbrBopor(e [JII{ [na3Me xpoBr,r rreroBeKa B Mr,rKponnaHrrrerHoM r[oprraare (l
MrlxpoflnaHrrrer Ha 96 recron, crpr.rnoBaHHbrfi no 8 rynox). 9yncrurelruocrr
MeHee 60 ur/uir. CneuntpnqHocrb Ha AoHopcKoM KoHTrrHreHTe ue :f.uxe 99,9o/o.

O6rem raocre4yeuoro o6pa:ua, se 6o:ree 100 nrxa. Cyulrapuoe npeur uuxy6auuu
He 6oaee 2 qacoB. lrerouar KoAr.rpoBKa peareHroB. Cocras Ha6opa:
Ml,rKponllaHrrrerbr crpr{floB:rrrurre - 1x96 mryr(; KogrlogTpr.rpoBilHHbrfi
npoMLlBon{Hsrfi pacrBop - 1x70 u.n; orpr.qarenLHBrtr r(oHTpoJrL - 2x2,5 utr;
noroxuTerbHlrfi r(ouTponb - 1x2,5 ua; pacrBop AJU pa3BeAeHr,r, rorrrcrara- lx8
Mn; I(oHarorar - 1x8 ur; cy6crparlrrrfi 6y$epuuft pacrBop lx60 ul; xpoMoreH -
2x5ur; cron-pearerrr - 1x28 run. Cpox ro4nocru roroBbrx peareHroD:
flpuroroBneHurrfi koHrrorar He MeHee 4-x se,(eru [pr.r reMneparype 2-8oC;
[pEroroBjreHHbrft pacrrop cy6crpara He MeHee 6 qacoB flpu reMleparype 18 - 30"
C. Haru.rae r,rHcrpyKr-tnr.r no npr{MeHeHr{ro rra Ka3axcr(oM r.r pyccKoM r3brKix.

175 000 2 625 000,0

Ha6op peanenron

utl
o,4HOBpeMeHHOIO

BbI.,IBJ]EHTI,,I TIHTI'.

BfC aurrrea u
aHTrrfeHa Brrpyca

rerratura C e

Tecr-cucreua in vitro,quarHocrlrqecxa, lLfifl BbrrBJreHH, aHTr,rreJr n aHTLIreHa BfC
B cbrBoporKe r.rJru rrJra3Me KpoBu qeJroBeKa B Mr.rxpo[naHrrrerHoM $opuare (l
Ml,rKpo[JriiHrrrer Ha 96 TecroB, crplrnonanuufi rlo 8 nyHoK). ,[uanrooruuecxar
qyBc'rBfirenbHocrE He MeHee 100%. .{ua[rocrr.rrrecKa, cneul4(bnqHocrl He HIDI(e

99,9Yo. O6reu uccJreayeMoro o6pa3ua, ue 6oree 50 ux.n. Bpeue peaxquu - ue
6oree 2,5 qacoe o6uero BpeMeHu unxy6aquu. Konuonaru J\!l r,r Ns2 aoJDKHrr
6urr rorrlsH K [pr.rMeueHr,rro. Cocrar na6opa: MxrpoflrrurmerH crpI.InoBaHHHe -
lx96 m:ryx; KoHqeHTp[poBaHHLrfi [poMHBoqHLr[ pacrBop - lx70
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nna3Me KpoEL
qeJloBeKa MeTOnoM

HMMyHooepMeHrHor

o aHanrca Ha 96
onpeaeneHnfi

orpHuarenbHbtfi KoHrpo,t; - 2xI ;;-)noxnrelrbHbtft KoHrrxl,) Mn; noro)r(ITeJl6HLtfi KOHTpOJTb Ha aHTHreH - lxl
pa3BeaeHu, aHTilreHa - lxl un; KoHr,tor.ar J,,l!l - lxl5 u,r; r

y.fi"cl6-cqarHbrft 6y0epHr,rfi pasrBop Ix60 un; *poro.rr-- t
I x28 rua.. Cpox roaHocra .dr; 6u.;;;;;'ililr""
KOHTpOJtb aHTr4reHa He MeHee 4-x HeaeJ'rb npH

lplil^o]oBneHHbrfi 
pacraop cy6c.rpara He MeHee 6 racon npn

L. HaJlliqile uHcTpyKuHil no npuMeHeHilro Ha Ka3axcKoM H py

Hauil,reHoaau tre nocraBurHKa, aapec

TOO (BHTEHA>, r. Aluarrr, ytr.Vcaeea, 159 0l Hor6pr 2023r:
l0 qacos 30 r"taHy

TOO <Halyk Medical Company>, r. A.luarsr, yn. fypuneaa, AoM l064

TOO <TpnMeauxan, r. Aauaru, ya. Turrraprsea4.{on },&42115, o$uc l/l t40940011907 0l uor6pr 2023n
l6 .racoa 06 uuHv

!uarHocrutecxar
uuuyHo$epueur
Ha, TecT-clrcTeMa

Genscreen
ULTRA HIV Ag-
Ab (.(Nexcr<pr.rH

Vrrrpa Bl,ltl Ar-
Ar) ua 480

onpeneneHHfi B

KOMnr'lgKTe

peareHToB .ul, BbrqBneHH, aHTilTeJr x BI4g I r-
KpoBH qeroBeKa a.nr unrr.rynoQepMeHTHoro aHzLnH3a na 4g0 r
r.runryHoSepueHrHtu recr-clrcreMa Genscreen ULTRA HIV
onpe.aeneHuft B KoM[JreKre. IlpolllsoaHTear, crpaHa: <Bio-Rad>,
MT-5Ng003853 or26.09.201ir. KonH.{ecrso: Zb nuOop* COAI

I (p24) a csrsoporxe uil niaaE
Toproaoe HrBBaHfle: .(naruocruvecxar

(.(xeHcxpun Yasrpa BHtl Ar-Ar) na 4g0
PerNcrpauuonuoe yrocroaepeaue: pK-
i HASOPA. Bce peareHr:rr rrloryr 6rrrr

3 300 000,0

Muxponlauuer
(Microplate)

Microplate (Mr.rxpoff
coated with monoctonal
(mouse) and purified HtV

SpeciJic ID number = 53 (l
cop6upoaaxHrril cuecrrc

p24 BVg.l (urruuusrllr)

l2 strips of 8 wells
to p24 HIV-l

I and HIV-2 antigens
crpnnoB no 8 lyxox,

orrlruleHHlrx BHgl u

KoHuenrpupooaHurrft
npouurouHufi pacrBop

(20x)
(Concentrated

washing solution

Concentrated
(Kon qeHrpuposaHusrfi

Orpuuarelunuril
xourpoltnurft o6pa:e11

(Negative controt)

o6pa:eu (K-); Ilna:rnra
HHaKTT4BHpOBaHH.UI

HBs anrureurr, BHII

I-loloxurerussrft ua
BHt{ anrureaa

KOHrponbHLrE o6pa3eu
(HIV Ab positive

control)

lV Ab positive control

llrarrrra rpoau qeno;eKa,
HafpeBaHt.|eM, CoAepxauafl i

coAepxaulzu BI,lg u HBs
AHTI4'ITJIA, P43BCAEHHE B

I anrurela u ge

pacrBopHrene

lloloxrrelrsstfi ua
BH9 aHrureurr

rourpoluuufi o6pa:eq
(HIV Ag positive

control)

HI!' Ag positive cc,ntrol

OqilrqerHtrfi B14gl

uuaxruatpoaaHHtrii

KoHrrorar I

(Coniugate I )

biotinylated polyclonal
coloured yellow - green

NOJ'IH KJ'IOHAJ'IbHbIE AHTI4TCJIA

)t(eJl'l'o-3ereH0 f o uBeTa.

to p24 HIV I (sheep)

p24BVg. I (oaerru)

Lyophilised peroxidase
purified HIV I and HIV 2
.nuo(u,rn:upoaaHurre

KOHl,torHpoBaHHbte c

Streptavidin and
(oquueHH6te H

BU9-l nBVH-2,

2. cyuua, BbrreJIeHHa, .urff 3axyna I l 065 000,0 (o.[uuHarqarr MHrrrrHoHoB uecr'aoorr rrflrb v) reure 00 rurrs.
3.C 6rr,ru

4. rIpeAnox(eHH6re rroreHunaJr6HblMt,t nocraBrrlgKaMil ueHoBbre npe.aJIoxeHHr.d,l. TOO (BIITEHA>, r. Anuarbr. vn. l,Icsene^ t{g

Iql ffi,s')

HA R

,\lb

EHH (UUH) Bperus r Aara
perncTDauulr RoHBenre

I

0803400 I 9868
2

t70340032s67 0l uofipt 2023r.
l6 qacon 05 urswJ

Kourrorar 2
(Conjugate 2)



TECTA:censcreenULTRAHIVAg.Ab-Ha6opAn,Ka,@HoroaHaJIrua
A,'rn BbrrBJIeHur BHH anrurena p-24 u aurmu r BI4Y-I (ax,rrcuar rpyrrnur M u O) u BHrl-2 s ,{e,rogeqecxoft
cr,rBoporKe HJrn njra3Me. Ha6op uoxer 6rrrs r{cnolr3osaH KaK a,,t, cKpuHllHra no BI4q aHTHreHy, rax u auru-Bl4g
aHTHTeJ'raM H B auarHocrl.rqecKux ueJlqx. Auaauruqecrar qyBcrBtirerbHocrr: Asaaurlrqecxa, qyBcrBt rerbHocrl Ha
naueru BBI 801 (craHaapr ApnoHa npH onpeaeneH1414 KoHueH.rpauNn Af), MuHHManbHeu onpaerreMiu
KoHqeHTpauHt p24 aururena npu 3t(crpanonrqfirl pe3ynbraroB Ha lroft naHeru.r cocraBl.l na 4,2 nrlut. Heiasuculmre
Hccne.[oBaHl{fl c HcnoJlb3oBaHueM IueroAa auHef,soft perpeccr4r4 pe3ynbTaroB TecrupoBaHfifl ua6opa crau4aproa u:
KoMMepqecKofi naxelr "Ag HIV SFTS 1998" (oQuuualrnar BHtl Af naue,u 0panuy:cxoro o6urecrsa
rpanc$y:nonoroa) npoaerrloucrpr4poBaJrlr pe3ynbrar 13,6 nr/ru,q. IIpeAe, qyscrBlrreJlbHocru Tecra npu
HHTepnoJIruHH xpnaofi pery,rsraroB, nonyqeHHLrx Ha nocJreaoBareJrbHo pa3BeaeHH6rx o6pguax craHAapra
AFFSAPS (Hara,rluar KoHueHrpaunfl 100 nr/r.,ln). Bersqrsa npeaeainofi rouueurpawru <25 nr/r*,r.t{yrcraurelruocrt na BHtl Af no,lolrnre,rrHrrx o6pa:qax: 6ruo uccaeaoBaHo 56 o6pa3qoB, us roroprrx 53
o6pa3ua coaepxaJltl aHTfireH B KoHueHTpaurfi He MeHee 25 nr/lrn u onpeaenflnncb KaK noro)r(HTerlHrre. B 3-x
ocraBullrx o6pa:uax aHrureH npuc)'rcrBoBilfl B KoHueHTpauuu 13, l6 u l9 nr/ul coorBercrBeHHo. Koa$SuuueHr
peaKrHBHocrH Alfl 3rllx o6pa3uoB (OI1/On xprlr.) uaxolr.uc,r B npelenax 0,9 - 1,00. r{yacraureltxocru Ha
cynepHaraHTe KJIeroqHLlx Kyntryp: 6ul,ro HccreAosano 83 o6pasua cynepHaraxTa KJreroqHbrx Kynbryp Br4pycoB,
cneayrcuHxcy6runoa:T6orHocnancrKrpynneM(BHr{l)-cy6rrnur16A,16B,llc,7D,13E,4F,4G,jH,2
J;4 xylrryprr corepxanx eupycur BH{l rpynnur O, oaHa Kynbrypa - B}rpyc BHql rpynnsr N H ABe Kynbrypbr
vupyca BH9.2, Bce Hcc.[eaoeaHHue o6pa:qrr 6ruu onperereHbr KaK nolroxfiTeJrbHrle 3a rcxJroqeH[eM o.qHoro
o6parua rpynnur 0 c coaepx<aHlieM aHTureHa 29 nrlut. Kor0SuqueHr peaKrr4BHocru (OIVon rpur.) s 3ToM cJryqae
6ut,r paoeu 0,6. Ilpnnun meroAa: Genscreen ULTRA HIV Ag-Ab - xaqecraeHHrrfi ,*ryro$.prerrxrrfi ua6op,
ocHoBaHHblft Ha npliHultne (cSH.tIBHq) Meroaa, ,uJlr Bbr.[BJreHn, BHg anrureua 14 pil3ruqHbtx aHTHTer, cBn3aHHbrx c
BV9.l ulnnu Bh9-2 aupycaur4 B qeJloBeqecKoft cbrBoporxe uru nJra3Me. Trepaar Qa:a Censcreen ULTRA HIV
Ag-Ab norpurra: ' MoHoKloHarnbHbrMn aHTureJraMu nporlrB p-24 BHrl-l axrr.eua; 

-. 
oquueuHuuu aHTr{reHaMlr:

gpl60 pexom6unautuurrrl 6elrou, cHHTeruqecKHM nenril,{oM noJrHocrbro HcxyccrBeHHofi urrluraryrefi
(r.e.cuxre:upoaaHHblfi HecyqecrByrou.ll'rM u.rpycou) O-cneuu$uvecxoro rnrrona Bilpyca rpynn6r BHH-l u
nenrilAa, BocnporuBoarulero l4MyHoaoMl.rHaHrHbte gnuroflbr 6erxos o6o,'roqxu BHg-2. Konlrcrarrr Genscreen
ULTRA HIV Ag'Ab ocHoBaHbt Ha ucnoJ'rrcoBaHnu: ' Snorlrsulr.rpoBaHHbrx noJrrKJroHrrlrbHlrx aHrr.rreJr x Af BHH
(xourrcrar l); C1Penrastatut v BHtl aurureuu - nepoKcHAa3Hsre KoHbrorarbr (gp4l u gp36 nenruau,
BOCnpO[3BOArl]rue ]lMMyHoAoMHHaHTHble 3nuronbr rnHKonporel.|aoB o60noqKfi BHt{-l u BklH-2,u roto xe
caMoro cuHTerurrecKoro nenraAa, lrMurnpytouero O- cnerlu0lrvurrft rnuron BH{_1, Koropbtii ficnonb3yerc,
tutfl TBeprofi Qa:sr) (xoxtrorr 2); Ilpoueaypa aHaulr43a Brurroqaer cneAytouue ruarn: l. KoHrrcrar I
(6noruuu,rnporaHHble norHKJ'toHaJ'lbHble aHrilre;ra x p-24 BHg-l Af ) rHoiurcr B JTyHKH nlauurerrr. 2.
HccreAyeuute cblBoporKH H KoH-IpoJrbHble o6parurr pacKanblBalorc, B nyHKh. . [Ipn ualu.Ilrz BH9 axrurena s
Itccle.{yeuoii cblBoporKe npoHcxoallr cBt3brBaHHe ero c aHTureJ'lauu, cop6npoaaHHbrMH Ha nJraHulere r.t

npficyrcrBytotUHMl'l B KoHblorare l. tlpu Har[qHLt Bl4t]-l nlnnu Bnq, aHrure, B uccneAyeMofi
cbrBoporre npollcxoAl{r cBt3blEaHre ux c aHrnreHaMn Bl49-1, Bhg-l rpynnu 0, BVq-2, cop6rpoaaHruur Ha
nraHuere. CslgrrsaHue KoHbrcrara I u anturenalaHTr.rreJ,r B HccneayeMofi cbrBoporre onpeAerflercn qepe3
H3MeHeHne uBera, 0T xenro-3eJreHoto .qo cuHero. 3. Iloc,re uuxy6aquu npu 37oC u nocneAyrcueft npouuraru
ao6aBnfllor KoHblorar 2: Crpemaauar.rH pearupyer c ouoruualupouarHsruru KoMnJreKcaMH AT-A-[--AT
MeqesHue neporcu.[asoft, oquuleHHbre BHg-l u BHq-2 Af cBr36rBarcrc, rto oqepeau c AT IgG, IgM u,ru IgA,
cop6uporanHurun Ha ruaHuere.4. flocne uuxy6auuu npu l8-30 oC Hecas3aHHrre Qpaxuu *oulro.a.a 2 yaarrlo;c.fl
n)'reM npoMblBKt't. flocae uury6auaa B npHc)T crBar.r cy6crpa'ra npH KoMHarHoft reMneparype (18-3Oi) Hargqfle
KoMnreKca KoHLrcrara c asrures/aurureraMil onpeAenrercr no H3MeHeH[rc uBcra. 5. Peaxuur ocraHaBJrilBaerc,
cron-pearcHroM, u onTuqecKa, njlorHocrb rcMepqercf, Ha cnerrpoQoroMgrpe rIpH &rilrHe BonHbr 4501620 - 700 Hu.
OnrHqecxa, nJ'torHocrb, H3MepreMzut e o6pa:ue, onpeAenrer HaJruqHe nJrH orc)TcrBHg Af BHq, hJrH aHTilTeJr K
BHtll u I uttu BA9.2. yCJIOBI4, xPAHEHH.fl. CPOK |OAHOCTH. Ha6op cneay., xpaHurb npn +2-8C. IIpu
co6nrcaeHuH .[aHHoro reMneparypHoro pexnMa rro6ofi peareHr, coaepxauuficc B H;6ope Genscreen ULTRA HiV
Ag-Ab rr,loxer 6urrs fi9no,rrsosaH ao aarbr, yxa:aHHofi Ha ynaxoBKe (npN yc,roruu, ecJru He yxa3ago uuoe). flocne
BcKpbrn r ri B cnyqae orcyrcrBr.rr 3arpfl3HeHur, peat-eH.rbr R2, R3, R4, R6, R7, Rg, Rg u Rl0, xpaHrlBruuec, nplt
TeMnepaType +2-8C, ruoryr 6brTb ucnoJ.rb3oBaHbr Ao.rlaTbr, yKa3aHHofi Ha ynaKoBKe. He npuueumr nocJre r.rcrer{eHu,t

roauoc'rn!

Pacrrop .u,rrr pa3BeAeHHfl

xouuorara 2
(Conjugate 2 diluent)

Conjugate 2 Oituent (pacraop Aiqr pa3BeaeHr,
xourrcrara 2); O6esxupenriroe uoloxo ua r[ocQarHorrl

6yQefnou
pacTBope c KpacuTe,leM KpacHofo uBsra,

Koucepeaxr: ProClinrM 300 (0.5%)
Substrate UuffeilcyOcrparHun pacraop;;

Pacraop ut4rpara k auerara Harpu pH 4.0,
colepxaqufi nepeKHcb BoAopoaa H2O2 (0,015%) u

Xporuoren: pacrBop
TME (Chromogen: TMB

solution (l lX))

Chromogen: TMB solution (l lx) (xpouoreu pacrBop
TME); pacraop, coaepr(aqnfi 3.3',
5.5'rcrparr.retr.rn6eHsn4nr (TME);

Stopping solution (cron-peareur)
lN sulphuric acid solution (lN pac.raop cepnofi

xnclorrr)

tMernrY



!narHocruuecrar
uvrr.rynoSeprue nr
HfuI TECT.CHCTCMA

.urr ofipeaengHHfl
noBepxHocTHOrO

aHTlrreHa BHpyca
|.CNATUTA B B

cbtBopoTKe
(nrarue) xpoau

qeJloBeka

Monolisa HBs Ag
Ultra (MoHonH3a
HBs Ag Ultra) na

96 recroa

NAOOP PEATCHTOB JL[lt BBIltBJICHar HB

HTfJ"XHIX'ffiTffiXH:l#'"31":lm*::*;,31":1:: y:",*, A;;;;;*..*. ,,,y,oQep^,eur,arrecr-c'creMa lJIx onpeaeneHufl noBepxHocrHoro aHr,reHa Br,pyca renarrra 
" 

, .ri"#.i#i;r'ffio.Tt:#ffqeroBeKa Monorisa HBs Ap Urtra (MoHonnsa 
[BgAg uitrul n#o r.r*r"np*rroirr.rr, crpara: <Bio-Rad>,

3s3,ffi ,i'dffiB1ffiJ;ln';;rlxfi:,#;l1i-j*g,",J:q":r'ffitirifii il-,qecrgo: ,5 xaoopoe

;,?;lH,r,.".i;1:,H;,1:.HH*l*:1;ltI*"fJ*::*y::::i.i!iluli,ll-ffiT.,1j,;?i,H:;

AHAJIH3OM B (C3HABfiq) 
QOPUATC A'I'I BbI'BIEHI,I' IIOBEPXHOCTHOI'O- AHTHTCHA 

"PY'U 
..'#}iUHfifi:T|fi"-

iliXT:ffi flTffrifiTii] #lllif ;l]!]1^' Ijlyl|r.5,a, n;;;";;;;Mono,isa HBs Ag Urtra

BHeceHHr o6pa:uoa raror(e Moxer Ko-Hrpon,poBarr,c, Ha 3ToM srane aBroMar,r..*, ";;!I;.-fr#ffi;#ff;nlornocru na 2- 
reqeHue 1,5 uacoo. vaaaeurze iLe

[";1;Affi#,ri:X,_,# oaHosranHb,n ,oa, ocnouii'il,"i'lJ;Jii,ii,XX"..Tff [:T,fl#;*r#l:i,,r,,
uos.ax,,re,a,-r;;d;;;#;#J,T;ffi x?,:ffi;iilffi J*ffi ffi 

.ffil;ffi*m*::3f#H
B. hr.rrr,ryHocop6eur Monoliia HBs Ag urt* 

"p.i.i"rL# cooor par6op";;;;;;a.nr cop6uun Hcnorrb3yrorc,MbIlIJllHbIe MoHoKJIoHaJIbH'Ie aHTHTera' Kour,rorar B cocraBe nabopa Monolisa Hns ag ultra npeAcraBnrer co6oftcMecb Mb,rrrH'rx MoHoKrroHrurf,H'lx aHr,rer,r Ko36ux norr-or.inii;;;^;;';p"rrs HBs axure,a. ?.,aHTHTeJIa cBfl3aHbt c nepoxcr,raa3oft. MeroArara cocror_tr r.r3 cneayrourr4x otanos: BHeceHHe KoHTpoJrbHbrx auccne.qyeMbrx o6paguos B nyHKrl uaHuera. llpouecc BHeceHH, o6parqoo Moxer KoHTponrrpoBarrc, BrcyanbHo noil3MeHeHHrc oKpacKH: CyuecrByer flBHOe uBel0Boe pa3nuqHe Me)KAy nycrblMn u sanonra""r,rru ,ryuralru. MoxxoocyqecrBn'Tb aBToMarHqecKufi KoHTponb, perucrpupy, onru'JecKyro nr,rorHocrb npu 4901620-700 nr*r. .(o6aueuuepacrBopa KoHbrcrara' o*paueHHoro a rpacuutii u,et,-a ly"t<, MllKporraHulera. .(o6aaneuue pacrBopa KoHbrcraraTan,,(e Mo)Ker 6strr npoxonrponlpoBaHo Bl3yanbHo: nocne ao6as,reHm prarrofr-*orr,oauru B JTyHKH nJraHu,erauBer coaepr(l'lMoro JIyHKll craHoBHTc' KpacHblM. MoNHo ocyulecrBJrflTb aBToMar,qecxuri KoHrponb BHeceHH,

ffgflffi,;:l"Jj;trj,;l3lJ:13:^:,::i:,11 :: ,::;,;* ;;;";6iiaaoqo Hu rlpaara,Hocrr

Maprupoara na
]THKCTKE Onucauue

Bapraurul rcnonserilR/creneHs
TOTOBHOCTII

RI Muxponaauruer:
(Microplate)

72346 72348
rvlHKponraHuler (M icroplate):

I2 crpranoa no 8 .nyuox, Kor(Atur H3
KOTOpLIX nxpLtTbtx MoHOKJIOHaTbHbtMH
aHTHTeJraM u aura- HBs. Cnequal*orrtr
naeurutbuxaur.rosr.mril (lD) HoMep = 5l

I n.nanurer
foros x

HCnOnb30BaHfirc

5 nraHuretos
foroa x

NCNOJIb30BAHHlo

R2

KoHqernpupoaai
mrfi

npoM6rBortHLIft
pacraop (20x)
(Concentrated

washing solution)
(20x)

KoHqenrpuposauuuft npourrao,rHrrft
pacrBop (20x) (Concentrated washing

solution) (20X):

.Tpnc-NaCI 6yQepusrfi p-p, pH 7.4
KoHcepBaHr: ProCIinru 300 (0,04%)

I Qaaxon 70 rrrn
Tpe6yer

pa3BeAeHH'

I Q,raron
235 ma

Tpe6yer
pa3Be.qeHH'

R3

Orpr.rqare.nrurrfi
xornpolrutrfi

o6pareq
(Negative control)

Jhqa r cJlbHbrH KoHTporsHblfi oOpa3eu
(Negative control):

Tpuc-NaCl 6yQepuurfi p-p,
colepNaulufi BCA (6rr,ruft
crraoporotuufi alr6ymrH)

KoHceosaHr: Proclin 1n0 /n lol^\

2 $mroua2x2,5
MJI

loros r
HCIlOJl530BaHr,trc

2 SnaxoHa
2x2,5 utr
loros x

IlCNOJIb3OBAl{HIO

R4

floloxrrear
H6tf,

xonrpoarHrrfi
o6pareu (Popitive

control)

noloxlrrersurrfi r6EoarHrr il
o6pa:eu (qenosereoxnft ) (positive

control (human))
Crvecu cy6unoe ad u ay HBs aHT[reHa

c ECA s Tpuc-HCl 6ygepe
HHarruoupoaax

KoncepsaHr: ProClinrM 300 (0,1%)

I rplaron
2,5 un

foroa x
HCNOIb30BAHHIO

I Qnarorr
2,5 un

foros r
HCNOJ'I53OBAHHrc

R6

Pacroop &rr
pa3Be^[eHuI

roHttoraTa
(Conjugate

diluent)

raslaop AJrf pa3BeaeHfif KOHbOraTa
(Conjugate diluent):

Tpuc-HCl 6yQep (pH 7.a),
colepxauufi 6CA, TsnH 20, 6rr.un u

MbnIII.lHbte uuuyrorao6yanHrr c
ao6agreHHer.l t4HAr{Karopa.

Koucepraurrr: ProClin rM 300 (0. l%),
I-{unpo$noxcauun ( I 0 nrxr/rur)

I $naxon
8 rul

Tpe6yor
BOCCTAHOBJICHU'

2 Qaarona
2xl8 rua

Tpe6yror
BOCCTAHOBIEHtl'

R7 [(oHr,nrar
(Conjugate)

KoHrtorar (Conjugate):
Mouoxlona.nruure (ivrrurtxsre) u

norHKJroHalJr6H6re (xotru) auru-HBs
aHTilTeJra" cBr3aHHble c nepoxcrjAasoft.

JluoQluusupoaaauufi.

I Qlaron
sqf 8 rrrn
Tpe6yror

BOCCTAHOBJIEHI,I'

2 Qnaxona
sqf2xl8 rrll

Tpe6yror
BOCSTAHOBJIEHU'

R8
Cy6crpar:xrrfi

6yQep (substrate

buffer)

Uy6crparHbrfi 6yQep (substrate buffer):
EyQepnlrft pacrBop ur.rrpara t,l auerara
Harpar (pH 4.0), coaepxaruufrH2O2

(0,015%) r DMSO (4%)

I Qnaron
60 ul

Tpe6yror

2 Qlaxora
2x60 nrir

Tpe6yror
BOCCTAHOBIEHUC

R9

XpouoreH:
pacruop TME
(Chromogen:

TMB solution)
0lx)

Xporrloreu: pacrBop TME (Chromogen :

TMB solution) (l lX) pacraop,
co.qepxaurufi TETpaMerlrJt 6ensaaux

(TME)

I Qnaxou
5 nrn

Tpe6yror
BOCCTAHOBJIEHU'

2 $naxoHa
2x5 ua

Tpe6yror
BOCCTAHOBIEHl,l'

R10
Cron-pearexr

(Stopping
solution)

Cron-pearenr (Stopping solution)
Pacrrop cepxoft xtclmu lH

(H2SO4lN)

I Qnaxon
28 ursr

Tpe6yror

3 Qaaxoxa
3x28 ua
Tpe6yor

BOCCTAHOBJIEHtl'

AHAJIH3OM
Monollsa Htss Ag Ultra ro:rflerc, oAHogTannrru unr

2 490 000,0

,r{\



nycr6lx nyHoK or nyHoK c po3oBblM pacrBopoM cy6cr:para. Arrouarnqeoxail-xonrpoJrb Moxer ocyuecrBnrrbcfl npr4perHcrpaul'rH onruqecroft nJrorHocrH na 490 nrvr. Hnxy6aqur B TeqeHHe 30 unHy,r B TeMHore 11p!r KoMHarHoftreMneparype (18'30'c)' Haanque B nyHKe cBr3aHHoro KoH'rorara orpaxaercr B r,.MeHeHur oKpacKH. .(o6an,reuuecron'peareHTa .(o6aaleuue cron-peat"eHTa MoxHo KoHTpoJl.rpoBarb Bl.r3yaJrbHo. pacroop cy6crpara, xoroprrfiLIMeer H3Haqrurbuo posoosrft qBer, craHoBnrcr 6ecuseruur[.r npu orc],rcrBr.ll.{ pear(qufi. JIyHTN i noro*rr"ririwo6pa3uaMil oKparu[Ba]orc' u roryOofi uBer, Koroprrfi nepexoaHr s Ns,,rrrrfi. hsuepeuue onrflqecror nJrorHoc,.]npn 450/620'700 ur'r n r'rnrepnperaur4, pe3yrrbraroa. vcJIoBh, XPAHEHH.B. vor,iun, ri cpoK xpaHeHiln paooq,xp0arcHr0B' tlaOop cleayer xpaHilTb- npu.+2'8 oc. I'lpu coonrcreHrr, ,[aHHoro *rn.purypro.o pexurua ,rro6oilpeareHr, coaepxauufics a ua60pe Monorisa HBs Ag Ultra uoxer 6rrm ucno,,,isoru" oo ourr,, yKa3anHofi HaynaKoBKe (sa ucxlroueHleN'{ yKBaHHblx pearenroa). flJcae acxpsrra, H npfl orcrrcrBur,r 3arpa3HeHrja, pearermur R2,R3, R4, R6. Il7, R8, R9 n Rl0 xpasrurnec, npfi reMneparype i2-g "C, ,ory, ,.norrroBargcfl,(o.[ar6t, yKa3aHHofiHA 9TUKETKC.

cBfl3aBueroc, KoHBrOraTa B npouecce or"",r*
peaKuHt'l' .(o6aaleuue cy6crpara MoxHo KoHTponfipoBarb B,3yiurbHo uru aBToMar[qecKH: ,BHoe ornuqfie uBera

llocre acrprIr
_ npu xqqHeHr4r4 B aKKyparHo 3aneqaraHHoM naKere npu reMneparype +2-g "C.
ra3BeaeHHLr[ npoMbrBo,{Hbrfi pacrBop voxer HcnonrsoBarscf, B reqeine z-x nEffiliF[-

xpaHeH,r4 npu +2-30 0c. KouueHrpar npoMbrBoqHoro pacrropa (R2) 
"or*., 

*purr.i., ipu +2-30oC 
Ao oxoHqasur cpori ro,quocu.

rlocre npuroroolenur peareHr, xparuuqnftcr npu+2-g "ffi
uecrua. rlp]r xpaHeHru npu rouHaruoft reMneparype (rg-30.c) MoxHo HcnoJrb3ori., , r"r.rra
flocne npuromoae

6 qacos npr.t xoMHarHo[ reruneparype (lg-30 oC

Ha6op pearexroa

AJIfl

OAHOBPEMCHHOTO

BbI'BJICHH,I AHT}I.
BIC aHrrrea u

aHTHreHa Bnpyca
renarflra C a

cbrBopoTXe l,lnH

nna3M0 KpoBH
t{eIoBeKa

MSTOAOM

ulruyHorleprr,renr
HOfO aH{InH3a

Monolisa HCV
Ag-Ab ULTRA

Y2 aa96
onpeaeleuuft

I{a6op peareHrou aa" oaroi'peueHHoro BLr.[BneHar an.ru- *oporKe
I*i"1fy:X"j:":.j:.:::^y:Tloru urrruyHoQepMeHrHoro aHarrrzra aa 96 onpeaereHufi. roproBoe rta3BaHge:t{a6op pearexroB rn, oaHoBpeMe,Horo BbrrBrreH* u*r-B'iCu;;;;;"r1i.r1*#ffi;,,iilffrriffi:T"jJfffii;;
uril nrla3Me KpoBil qerloBeKa MEroaoM uruvyHorpeprueurHoro aHarrrr3a Monolisa HCV Ag-Ab ULTRA vz ii ssonpeag'eHuil rlpoNaaoaure'rr' crpaHa: <Bio-Rad>, opanqur. Perucrpaunouuoe yaocroBepeHue: pK-MT-
5Nc016588 or 03.05.2017r. Korr.rqeciao: l5 na6opoa
Cocras li onucalue u3/Letufl

I 680 000,0

MurponlaHuret
l2 crprlnoa no 8,rynox, B Koroplrx Qnrcnporaun

MoHoMoHaJrbHbre aHTurena K KancxAHoMy aurureuy BfC,
oqtiuleHH6le pexou6uuauruue aHTt,treHbr nupyca renarura C

(NS3, NS4) u xancuasuil nenrr.r,rBfc.

KoHuexrpuporaHHblil npoMbrBoqnsrft pacrnop (20X)
Tpnc NaCl 6yQep pH 7,4

Koucepnaur: proClin 300 (0,04%)

Orpuqareaunuft xoHrpoarHrrfi o6pareu
Tpnc HCI 6yr[ep, ECA (6uunfi cuaoporovnufi anr6yrrrux);

KoHcepraur: proClin 300 (0,1%)

Hrarruruposau Soroxuu uuecrnu cnoco6orrl.
KoncepsaHr: proClin300 (0. l%)

fIonoxnrenr*rs@
r{erogegecxa, cbtBoporKa, coaepxau,u aHrr.rre,ra r BfC,
orpr4uare,'rbHa, no HBsAr H aHrurenaM x BHgl n Bhrl2,

pacrBopeHHu e TpHc HCI 6y$epe, coaepxauerrl ECA.

_ Korrpolrurrft o6paseu aHTHreHa
Cunrernqecrnfi xoHrpoarnuft o6pa:eq aurrlreH4 coAepxaqilfi

lao{alnsuporansurfi xancxaHufi ncmuA.

Pacrnop,4[, pa3BeAeHu, R5a
!ucrumupoaanHtur BoAa, co.(epxar{uu KoHcepBaHT: proClin 300

(0,5 %)

Mstutuuue 6nornuu,rnsnpoBaHHble MoHox,rloHaJrbHbtg aHTHTena
K KancltAHoMy 6elxy BfC.

Eopaoaoro uaera. Koucepeanr: fuuA Harpnr (< 0,1%), Cosmocil

ProClin 300 (0,5 %

Mnurunue aHTnrena nporr,tB qelroBeqecxlrx IgG/nepoxcnaasa u
KOMTTJIeKC fiperraBlraliH-nepoKclr,rla3a.

3ereHoro uscra.

Cy6crparxrrft
6yQepnuft pacrBop
(Substrate buffer)

Cybcrparn-rii 6y6ffiffi .uop
Pacraop nuMoHHofi KlcJtorbr fi auerara Harpur, pH 4,0,

coaepxauril H2O2 (0,015%) lr AuMerurr cyrrsoxora (,[,MCO)

4

I <!,rar<oH

|5 run

foron x
,rcnor'tb30BaHilro



I4MMyHoOepMeHTHoro aHaJrH3a, no3BoJrrrouero BbrrBHTb KancuaHbrii aHTHreH 
" 
r't 

"rrrlgiC;#;;npl,lc]TcrBylourHe y 6oluuutx renarrToM C o cstaoporxe HJru nJ,ra3Me xpoau. ,IlaHurrft Tecr Ha HaJrHqHe rr:narura CMoxeT noAxoAHTb AJrfl rcnoJrb3oButHr,t.fl B AuarHocTHqecxux aaooparopurx u 6auxax KpoBll B ToM rtHcJre KaKcKpuHHHroBrrF. flpuxqun MsroAa ficcne.(oaaHur. flprlHuan aeficrBr.r, Monolisa HCV Ag-Ab UL,TRA t,ocHoBsrBaercfl Ha ucnonb3oBaHHIl HMMyHocop6eura c HaHeceHHbrMLi Ha Heto orllureHHLrMH aH[ilreHaMHcrenylorrlHx rr{noB: aBa pexov6rnaHrnsrx 6erra }r3 HecrpyKTypHoro yqacrKa (NS3 u NS4) u nr*r, ,,crpyKrypHoro yqacrKa (xancnaa) Bnpyca renarxra C, a raxxe Monor,rorturbHbre aHrureJra K Kaficuay BypycarenarHra c xuarar Qa:a cocrour m nByx KoH1,rcra'ros. llepauft KoH]rcrar (R6) cocrorr us ouoruuurupoaaHuurx
MoHoKJIoHaIIbHblx MbllIlHHLlx aHTHTe,l I( KancHAy Bl4pyca renarHTa C. ?ru uonornoHarbHbro aHTHTeJIa He BcrynarcT
B peaKqHlo c trloAt'tonUuposaHHblM KancuIHLtM nenrlt,[oM HruuyHocop6eura. Bropofi KoHbrar (R7) npelcraarrer
co60ft ouecr MHUlrHbrx aHTUTe,l X qerogeqecKoMy lgG, rourrorrporunro,* J naponoro*ofi tr KoMnTgKCOM
crpenraB[.4]{H'nepokcl{aa3a. flpoue,4ypa aH{utt't3a BK,Iloqaer creryrculne oranrr: l) konttora1 l, 1rcc.qeayer,rgenpo6n u KoHTpoJIbHLIe o6parUrr cbrBopoTxu noMeularcTc, B nyHKu MnxponraHulsra. flpr ua,ruvuu aHrl.ren r BfC
oHH cBt3blBartDTcr c QuxcupoaauH6lMu Ha'raepaofi $a:e axrnieuarur. rip, naau,rn,r Kancr.raHbrx aHTrroHoB Brrpycarenarr'rra c onu 6yayr cBr3brBarbc, c MoHOKrrOHrUrbHbrM, aHT[r€JlaMH, n.KpbrBarouII4M, n.BepxHocrbItl'tuyuocop6eura' a raKxe c 6uornnulupoBaHHsrMH MoHox,roH,urtHbrMn aHTLrreJlaMU K KancnaHoMy aHTlreHyrenar,ra c (xoHrrorar l).2) flocne uuxy6aquu npr.r reMneparype 37 0c B TeqeH[e g0 unn1"r, npou.ffinpoMblBKtt, B Ku(Ayro nyHKy MHKponnaHu:era Aooasrrerc, KOHbOTaT 2, xOropufi BKnoqaeT s ce6c- MeqeHsre
nepoKcl4Aa3ofi aHTurejra K qeroBeqecKo.\ry IgG u crpenraB[AuH_nepoKo{Aa3H6rfi KoMnJreKc. flpu nanuunu IgG,KoHbrcrar aHTHT0JI K qeJ'loBe'recKoMy lgG, npopearupoBaB c rnepaofi r[asofi, cor:uraercfl c qeroBeqecKuMu
aHTureJraMH. KoHrrcrar crpenraouaur/nepor{cuAa3br B3ar{Mo.[efiaTByer c 6uoruHnaupoaauHsrlll
IltoHoMoHaJrbHbrMH aHT[TeraMH r(oHr,rcrara I npu xa,ruvnt KancaAHbtx aHTHreHoB BIC a raccleayero, oOpa:ua.3) flocae uuxy6aquu npfi reMngparype 376C B TeqeHile 30 rrluny"r HecBr3aHHbrF KoH]rcrar ),aaJrrerc,npoMbrBaHHeM' a KOMnr'reKc aHTHreH-aHTrrrero Bl,rrBrrerc, B pe3yJrLTare Qepueurnofi peaKqHH nocre ao6asreH,.rrcy6crpara. flocle uHry6auuu B relteHfle 30 *l.ruyr npu xouuarHofi r.*nrparype (lg - 3b"c) H ocraHoBKH p;;^u;;,onrilqecKa, nJlorHocrb onpe,[eJlr9rc, [pr4 rroMoulll cnerrpoQororuerpa Ha sorne 4501620:700 nr. roro'orura",nomoueHilr' t'l:tuepreuuft B JIyHKe, no3Borrer BbtrBnrb H&nfique Hnr{ orcfrcrBue aHTHTeJT r BI-C r/nnu *incran,x
aHTHreHoB BHpyca renarHTa c s o6pa3ue. HHreHcusHocrr oKpIIIUHBaHHfl nponopuiloHalbHa KoJrlrqecrBy aHTrITeJr KBfC ulu aHrHreHoB. Yc.nosuc xpaHeH[, H Hcno,rb3oBaHn-{. Haoop pearenror rriffi *pururb npr4 reMneparype or+2 ao 8oC. Kaxarrfi tl3 KoMnoHeHroB, npu ycnoBurl xpaHeHflfl npil TeMneparype or +2 Ao +goc, Moxer 6blrbHcnorb3oBaH Ao '(arLl oKoHqaHil, cpoKa lo,AHocrt''|, yKa3aHHofi ra ynano.*e-(ecJru He yKa3ago uHoe). flocle
ECXpbrTl.t, ynaKoBKH U npfi OTc)'rcTBl.tH KOHraMuHauHr., coaepxHMoro, peareHTbr R2, R3, R4, R5, R7, Rg, tis, Rto

HauMeuosaHne ,!rq'rr!!wnuocdne n ruuaPHbIH 3Har( opraHH3auflH'npou3BonuTen, Bio-Rad (QpanUnr). 06,racrr IpHMeHgHLIfl
llrluaruocruxH HH(bnuup0BaHu,l Br'rpycoM renarltTa c (Brc) a no"o*rro Henp,rMoro Ka,re,]rBeHHoro

Mor)T Hcnonb3oBarbcfl Ao Aarbl oKoHqaHfi, cpoKa roAHocru, yrasanxofi Ha ynal(oBxe, npl.t ycnoB]r1 xpaHeH]rfl npurerneparype or +2 ao +8oc.

nocJre HcTeqeH!.r, TO.IIHOCTHHen

solution) (l lX)
_ XpoMoreH: paoraop TME
Pacroop, coaepxaurnft 3.3', 5. 5' rerpauerna6ensraaun (TME)

Cron-peareHr
Pacraop cepuoil xuclmu (H2SO4 lN)

floc,re ocxprrrnr naiyllll,oR ynaKoBKr4, crplrnbl uux@
TeMneparype or +2 ro +8'C r oprruua.nsuofi ynaxoBKe, SaKneeHHoft rlreftxofi ,qeatofi, uorlr

Pa:seaeHHrrftnpo;;;@m
reqeH,e 2 seaelr. KonqeHrpnpoaaunurfi npouiraouHuft pacrsop (R2) ubxcrxpanr.r* np,

or +2 Ao +30oC.

R5a + R5b

rlocre npuroroa,,rerfficrnop noloNure,ruuoiffi
lp*X}r"t:].y1 | 

ulcrua npu-reMneparype or +2 ao +8oC , u 2 ueinuanpn reMreparype
-20oC (ao 5 q,xaos arvopaxuaaur.u/purropur*rrur* no.rr.urlp*r;il il;;;;ffi;ry;
fIoclenptlrorouerrrlipeareuru,npuycJIoBHHxpaHeHH,ffi

reqernue 6 qacou npu roruuanroft reuneparype ( I g-30"i).

llledical r, .1. F, I
Ne

J,IOTA

HaurrteHosaxle
TOBapa CVMMA

2 nc-hoA-BHr{-
ATAT-CKP14H

oa,,ocraaurHsr, oop,a. #ij'ffi'ffill,ll'#';Xil',##H'#l['.',X.:H:"r:lllr*",##::,#:xrm
npoustaxu). OAun unxl npoMblBox nJlaHurera B xoAe nocraHoBxlr aHaJlrca. O6Uee ro,ruqecTBo npoMbrBoKnraHusra He 6o"Iee 4 Hnxy6a(ur c TME-cy6crparHUM pasrBopoM npu xor,ruarHofi reMfleparype. o6reu auecesu.R
cron-peareHTa B ryHry pa6ouero nJ'raHurera lre MeHee 150 nrx.n. Kor00nulenr an, pacre_i Ofl xpuruuecroro 0,25.Ko,Ifiqecrso aHaJM3upyeMoro o6pa:qa: se 6oaee 70lrx.tt. Bosl,roNro*r pyr"o[-, Irrorurrrra*or noc.r?HoBKr, HaaH'rn,3arop'x or*pbtroro rnna. YyacraurerlHocr' 100%. Cne_qur[rz*Hoiru Ha cryqafiHofi au6opre aouopor (r.reuesee 5000 aoHopoa) - strwe 99,9yo. Hyroraureruuocrr ua6opa np, onp.oarrrm urrrrrnu (p2a) BI4g-l _l0nr/ul Bo:tr'loxsocrr npoBeaeHufl 480 (nmr pa:6opuurx n,raHureron) onpeaeneHilR, BKlrroqiu KoHTpoJrgHlre,
npeaH,BHaqeH .Dnc py'rHoil nocraHoBKu c Bio3MoxHocrblo apooHoro (no oauorr,|y crpuny u no o.[Hofi ryHKH)Hcnorb3oBaHn, ua6opa u,ru ,urlc o.qHoBpeMeHHoii nocraHoBxu 4g0 (96x5) onpeae.,reHrafi Ha aBroMaruqecKux
aHaril3aropax a,nr uuuynoQepMeHTHol'o aHaJIH3a orKpbrroro 1xna. .(rure,rrHocrb'agzurlr3a He 6oree 85 [rHH. yqer
pe3ynbraroB npu 450/620'680 uv. lonyr;rttM yqer pe3ynbraroB npu oanofi arrlHe Bo,rHbr - 450 Hrrr.BulrpucepuhHar BocnpoH3Boar-rMomr - xo:Srpr.rur.rr rupru,lr, se 6o,ree g%. MeNcepufiHlu BocnpoH3BoaHMoqrb
'roa0tbnuuenr BapHauIIH He 6onge l0%. Cra6urrsoc'rb nprrroroBJreuHoro pa6ouero npoMbrBoqHoro pacrBopa He
uenee 28 aHefi npl xpaHeHHrl nplt reMnepaD/pe or +2C ro+8C, np, r"rn.purype or +l8C to +25C He ueuee 14c)rox. Cra6ulrHocrb npfiroroB;IeHHoro pa6ouero pacrBopa rourrcrara-i ,oiae ,r^pur* np4 xpaHeHHH B
3aUHUeHHoM or cBeTa Mecre npfi TeMneparype or +2C ,t1o +8C - He rueHee 30 c).roK, nplt reMnepaType or + I gC Ao+25c xe ,*'reHee l2 qacos. cra6,rrHocri npllrorosreuHoro pa6oqero pacrsopu'*onoroluru-z;.;;;;;,.;A-r;;

3 120 000,0
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)



xpaHeHfifi B 3at{uueHHoM OTCBeTa MecTe rrp}r Te

:lJJ"t":i"".1T.. ff#,:: ,?,iX"::.li91lrT:*:-llii"pBrreHHoro pa6o.rero pu.r.opu cy6c.rpar'on cMecn npHreMneparype or +l8c ao +25c He MeHee l0 qacos. cpo* .oarocru ,e*-il;;; ilffiffi",,".#JJTpaHcnoprrpoaauue ua6opoa.(oJrxHo npou3BoAurc, npn-reMneparype or +2C Io +gC. npr{ TeMneparype or 9,(o
]5'lc ue n'rexee l0 cyroK npr reMneparyp' or 26 ao 30lc He ,i,".i s .no" alior-rirrrrrr,. np,H^Ene,*Hocr,,Bxoa'l{He B cocraB na6opa: 6) KpbrrxKu K nrortlcruporroBrru 96-ryHovHu;; ;r;fi;;;;'re ruenee 5 uryx. 7) nngHxu3aulllrHble rJL l4oA'nnasruemB He Merce l0 urryi. 8) HaxonerHr.rxlr orHopa3oBLre He MeHee g0 ruryx. 9) aaHHovr<unracrHKoBbre 

'llrf, xl'laKHx pearelrroB He MeHee l0 urryr. l0) naxerur noafierureHosure c 3aMKoM Zi;.Lo;kna ,iria3 urryr' Ha'nuvue cK,laaa,lufl xpaHeHnr reor'Ha6opos. Harfi.rue roBapa He uenee 50 HaoopoB Lr Bo3Moxpocrb rocr- uaooprt ocraBrsrb Ha oTBgrcrBeHHoM xpaHeHult Io aocrpe6orauur. flocrarxa c co6,,rrcae]rHeM <XoroaosofiuenuD. Haaa.rne per,crpau,oHHor-o y.qocroBepeara pK. H'aauque ;rfio;; 6i ;ffi#;il;ffiffi;
l4HCTpyKtIHl.t no npHMeHeHHrO

IOO <TpuMeaHKa). r, Noll) ll
I&

floTa
Hauuerooauue roaapa Kparrcaa xapar$epncrtlKB cyMMa

2

Tecr-clrmeua
H rr.r rr.ryHoQepruexruil anr

o.qHoBpeMeHHOrO

B6I'BJIEHH'I TIHTHTEJI K

BxpycaM
l.r rr,t rr,r yHoaeQuuura

qeJ'roBeKa I u2rrnoa
(BHtl-l u BHt{-2), BHq-l
rpynnrr O u auturetap24

BHg-I, na6op
auaruocrurecxuil, (480

recroa)

I :^",:.i.:^]"','':-_ ]^t-I"]": 
z+6u onpeaeneHHfi (96x5, nraHuer norucrlrpolloBbrf par6opnrrf ao orpgnon H

I ll.,"ill^.j]^ .?::-.]*rnnHft rfoprrrar recra (oanoepeueuuar uNry6aqn, o6pu.uo, c pacrBopaMlr

I :::::^lTt 0-el3 craxHll npoustaxu). oaus utlxtt npoMrlBoK rraHurera B xoae nosraHoBxu aHaau:ra. oouree
I :::.T.::::r""_^:l_"I-T"l nnaHrera ue 6oaee 4. Vnxy6a4ut c TM6_cy6crparHbrM pacrBopoM nprl
I i:t^TiTT-i *"neparype. o6tcll gHeceHil, cron-pearcHra B nyHKy pa6overo nraHuera He MeHee 150 rrrx,r.

I |f3-A'y^Tl.y,1-!*r.ru Ofr xpuruuecroro 0,25. Koan.recrBo aHorn3npyeMoro o6parua: He 60ree| /UMKJI' so3MoxHocr6 pyqHoft H astoluarnqecxoli nocraHoBKr Ha aHang3aropax orKpbrrc,ro r,na.
I lJ::.tXly"T:,-,:0-"4::^CreuaQuuuocrr Ha cryvafiuofi nrr6opxe AoHopoB tr. ,.rr. 5000 aoHopoa) -

I l"lll^. ]I:l]:. 
yyBcrBurenbxocrr uaoopa npli orpeaeneHuu aHrr.,.sHa (p2a) BI{{-l _ l0nr/ur.

I :::y.T::.T: ll_o,r..r:":, 480 (rrrrr pa:6oprux n,raHueroa) onpr^qer.rrii, ,*rrr* xoHrpolbHbre,

I :fi:::::::j:l]-1r:! r*raHoBxu c Bo3MoxHocrbro.apo6n-oro (no olHoruy crpuny H no o4uofi ryHxu)
I :.:1':j^r':r|1-1, 

Haoopa uill rJtfl oaHoBpeMeHHofi nocraHoBKu 4g0 (g6x5) onpeaereunfi rruur-"u.r*1.*ri
L:.T111:p* *r uuuyno0epru:_!|n919 aHar,n3a orKpsrroro rr.rna. fur.rreirnocrb aHaJ'u4a ne 6onee g5
MHH. tyqer pe3ynbraroB npn 450/620-690 Hrrl. ,(onycruu yqer peyrLTaror npu o4Hoft .LnNHe ao,ruu _ 450au' BuyrpncepxftHa, BocnpoH3Bo.[HMocrb - roeooilqueHT Bapuaunrt rre 6o,ree g%. MeNcepnftnarBocnpol'l3Boa, Mocrr - rolrf$uuileHT Bap[aqHH xe 6oree l0%. Cri6nruHocrb flp[roroBneHnoro pa6oreronpoMbrBoqHoro paorBopa Hj,- IeHee 28 mefr npu xpaHeHun nplr reMneparype or +2C ao 11g6, no,reMneparype or +l8C no +25c He MeHee 14 cyrox. Cra6unsnocru npr.ororr.'nr*t pa6orero pacrBopaxoHr,rcrara-l nocre BcKpbtrlt, npH :,(paHeHHfi B 3auI4ueHHoM or cBera Mecre npH TeMneparype o,r +2C ao+8C - He MeHee 30 cyror, npu reMneparype or +lgc Ao +25C He MeHee 12 qacos. Cra6uassocrrnpuroroBneHHoro pa6ouero pac'TBopa xourorara-2 nocns BcrpbtrHr npn xpaHgHl.l4 I 3arrll4ueHHoM orcBera Mecre npu reMneparype or +2c Ao +gc - He MeHee 14 cyror, np,,."n.pu.ype or +rgc 40 +25c neueuee 12 qacor' cra6ruBHocrb npnroroBrleHHoro pa6overo- pu.ruopu'.y6[rparHoft cMec,o np,TeMneparype or +l8C ao +25C He MeHee l0 qacoa. Cpox roaHocru resr-crcreMbr He MeHee 24 MeccueB.TpaHcnoprr-rp^oeaHue Ha60poa aoJIxHo npoil3BoAfiTo' npH TeMneparype or +2C .{o +gc. npH reMreparypeor 9 ao 25uC He MeHee l0 c),ror npu reMneparype or26 ao :ti[i'He ;.r;;t;r;*. .{ono,rHrrrerrHrrenplHa&fleil(HocrH, Bxoa'ulue B cocraB Ha6opa: 6) KpbltxKn I( nonficrrlponoarlm g6-rynoq[6rM nJraHueraMHe MeHee 5 u:ryx 7) nnexxrz 3a[lnTHbte alr h<DA-n,rauueroB He ruesee l0 uryx. g) HaKoHeqHr4KHoaHopa3oBLre He MeHee 80 ruryx, 9) aaHHouxH flJ,racrr.t(oBbte an, xrraxux peareHToB ui ,enee l0 urryr. l0)naKerbt norll3T[reHoBbre c 3aMKoM Zip-Lock He MeHee 3 urryx. Ha,ruque cKna[a Arfl xpaHeHHr recr-Ha6opon Haafi'lne roBapa He Me,Heo 50 uabopoa [i Bo3MoxHocrb tecr - xa6opu ocraBJrrrb HaorBercrBeHHOM xpaHeHHH AO sOC'Tre60sauur. ,(ocraaxa c co6rrcAeHreu nxoroaou-# u.;;;.;;;r;; 

]perrrcrpauuoHHoro yrocroBepeHuc pK. Haauqne cepru0raxara CE. Ha.nuqne yrsepnueHHof ,n"rpy*,-,r, 
Ino nofiMeHeHUm

3 140 000,0

i )THTb CnOAyKlllIHe ToH,[epHbre 3arBKr,t Nn yqacTuA B TeH.(epe:> TOO (BI{TEHAD, r. A.nuaru, y.n. }Icaeaa, I59
: I99 <Halyk Medical Company>, r. A.ruaru, yn. l-ypu,nera, aonr l06A> TOO <<TpuMeanra>, r. A.tuarlr, y,,. Ttrnufnreea,4om Nc42/lS, oeuc l/l

5,1. TOO (BI,ITEHA), r, A.nuarur, y.n. llcaeaa, 159
AHaaas reuaepHoft 3a'BKH noKa3an' qro lloreHul.aJlrHrtfi noctasu,n,. npeAocraBlrl no.ngufi naKer .[oKyMer{ToB, noATBepxAaIorIrHx ero coorBercrB,e
flEnrercg naarexecnoco6HbrM, He HMeeT Haaorogofi 3a.UoJIxeHHoqrr.r,3a,[onxeHHoc,4 no o6rsareJtri,, nrraronrr,, B3HocaM, oo*ar€nbH6rM npoQeccuouaarHlr,r
npouenype 6aHrporcrea H rHKBuAaUlH. TOO (BHTEHA) r.rMeer pa3peueune rropofi Kar€ropHu yBeAoMneHue o HaqaJre ocyuecrBneHnr Aexrer6Hocrl.r no onroBofipetln,3auh, MeaHuHHcKHx rcaenrfi' Meauunncrue u3ae*ts' npeanaraeMLre Too (BHTEHAT;;;;;;ry.irfroorur-* nynrry ll lpaom, )TBepxqeHHbrxllpura:oru Milnucrpa gapagooxpaHeH,' Pecny6nr-rxt Ka:axcran or 7 uwut 2023 roaa Ns I I 0 u ronaepnoft aoKyMeHTaU[H.

]"t#iffiilJJ:T*ffielffi",ilt#:T"oto -tupu coorBercrBver cneqntpuraqun, vKa3aHHofi B rEHAepHofi aoKyMeHrar{ul,t. rrpeffaraemurfi roaap
croHtlocrr npea'[araeMblx roBapoB He fipeBbruaer cyMMy,-BbraeJreHHyro.4nx sar<yna (a pa3pe3e HzMMeHoBaHflft).,-apaHrrftHoe o6ecneseHue BHeceHo B coorBersrBurr'r rpi6or"rnrrn'r.*.p*ii iilivir.r*urn.
5.2. TOO <Halyk Medical Company>, r. AnMarH, y,n. Iypu.nena, gou 106.{

6onee I rora, flBrrrercfl n.narexecnoco6ruuj rre uMeer HaJroroBof :arorxeHuocru, 3a.uorxeHHocnr no o6rsirearxurM fgHo.{onHblM B3HocaM, o6surelrssrrrl
no'llJler(Hr npoueaype 6axrporcraa u JII'lKBf,rauHll. Too <Halyk Medical company> HM.ET pa3peueHue arpof Kareropxu yBe.[oMneHue o Haq,ure ocyuleqrBneH[,Ae'reJrbHocr, no onrosofi pgaJIISau[H MoAI'ruI'lHcKt'lx lns.lenufi' Meauurnc*ri u3re,,ux, npeaJraraeMbre Too <Halyk Medical company> coorBerqrByrorrpe6ooauuaiu nyrrry ll flpaarl, frBepr(AeHHbrx flpura:ou MuHnsrpa ropuroo*pu-r""rr'peiny6nrrn Xa:axcran or 7 srcxr 2023 romNs Il0 Lr reHnepHofiaoKyMeHTaUrrH.
TexHnqecxat cneuu$uraqu.r, 

_npeanataeMoro roBapa coorBercrByer cneuuOuxaqnu, yKa3aHHoil B TeH,[epHofi roKyMeHTa[ilu.3aperHcrpHpoBau a Pecny6,rnxe Ka:axcraH.
Crounocru npeanaruerri* roBapoB He npeBbrlaer cyMMy, BbrAeneHHyro alrfl 3aKyna (r pa:rpe:e Hauuenooanrfi).

m fuim?,rl



l-aparITliixoe o6ecneqeHue BHeceHo B coorBcrcrBHu c rpeoouauuruu Tenaepnofi,(oryr!renmuuu.

5.3. TOO <TpuMeaura>, r. Alruaru, y.r, Tnntrprueaa, aou Nl42/lS, orluc l/lAHalus reH,[epnoft gararu [oKa3an, .rro rroreHultanrusrfi nocraaulr* npaao*u"rl nolHsrf naKer aoKyMeHToB, noarBeprqarqr.rx ero coorBercrBuexaanHQ,rxaqnoHHrttt rpe.ooanurru: Too nrpnr,rear,iar,-o6raaasr rpi;#6;;Jrio, ,rr"" onrn pa6mu Ha 6apuaqesr,qec*oM p'rHxe Ka:axcraHa 6o,ree r
foaa' 

'BJLerc' 
nlarexecnoco.r'lM' He l.IMeer HaJloroBoft saro,rxeH'orrr,-ruror*aHHocr[ no o6rsareaiHulM [eHcroHHbrM B3HocaM, o6rgare*gr*t

nolrexur np,ueaype 6aHxporcrBa r rl]rl(Bt{rauuu' Too <TpuM.or*r, ,r..r i;;;;;r. ::rf Iar€rgpnri yBeAoMneHre o Harr4ne ocyuecrBneHu, rerrer'Hocr,
rrBepxaeHHbrx [lpuxarou Munucrpa rapaoooxpaHeHur Pecnyoruxu xaauirri" oii ,"Hr 2023 roaa Ne I l0 u reuaepnofi aokyMe*raqlrH.

1.ffiffiil*:TrtffiHh,iit#ilT.d 
;;il;- coorBercrBver cneuurpuxaqun, vxaranuofi r rc,aei,or ao*yMq,rauxu. rrpeararaevrrft rorap

LroHMocrb npe&raraeMblx roBapoB He rlpeBHuaer cyMMy' BbIAeneHHyro ans :aryna (B pa3pe3e ualurrenoeaurfi).l-apaurlrfiuoe o6ecneqeHne BHeceHo B coorBercrBr{t-l a,pa'6orurrr*r TeHaepuoft ,(oryueHrauur.
6.7

3a aaHHoe pe[reHHe nporoJtocoBanH:
3A - 3 roroca (t{rxror A.f., Xapac6aes p.X., KofturrMaHoo .t.T.);
flporua - 0 ro,rocoa

llpeacenareru reHrepHofi KoM14ccail

3avecrure,ru npe.4ceaarenfl reu4epuoli KoMt_rccHu

H,reH xounco.ul

Cexperaps reu4epuoii KoMlrcct4l.l

roaa Ng I I 0 rt,aeprar KoN,l,'cc,' peullna nplr3Harb nooeaureaeu reHAepa no 3a*yny MoauuHHcKHx H3.[enn[ H pearer{roB:I {:: *1,3f..,6.111g19:lgglrjlElg-o urfrreua,, r. A,ruarrr, yn. r,rcaeBa, rse.F rror j\ir2 - 6rrH r 70340032s67 roo ,,n.rv[ nr.ai.ria;ilil;;.rffi;ffi;:":?;puneea, 
aoM 106A.

l) OpraHuuropy rocy.[apcrBeHHbrx 3alrynof Kffl <Kocranaficxnft oolacruofi ueHrp no npoQH.rramure u 6opu6e oo CIIH{> y3aKo g reqeHHu 5KafleHAapHblx aHefi co aHs noaBe'qeHuq uroroB reHAepa HarpaBrmb noanr4caHHbrtr aoiorbp: BIIH 0g03400lgE6g roo (BIITEHAD a 6lIH170340032567 TOO <Hatyk Medical Company>.2) Opranu:aropy rocyaapcrBeHHbrx 3arynor 
-KI-II 

<Kocranaficxufi o6aacrnofi uesrp no npoQularrrxe u 6opr6e co CI_|H,{> V3aKo pa:vecrurruuooprr'rauurc o6 urorax [poBe.[eH'6lx rccyrapcrBeHHbrx 3aKy[o* cnoco6oru r€H.qepa Ha rrnTcp*er - pecypce 3axa:rura.

@
,9lkr^4t

W

t

tlHxr<og A.l.

Xapac6aea P.X.

Koftutrruanos T.T.

Trxr.lr H.M.4

.\!
IOTA HauueHooaune roaapa

t4x Te

Buue.neuHas
cyMMa [O

noTy

Cyruma noreu qrr&tEH Ltx nocraBultl KoB no Jror.aM

TOO (BtrtTEHA)
TOO <Halyk

Medical
Comoanv>r

TOO
<TpllMeaurg)

I

y,e,ytt\vD ptu DDrnDJrEnn, dHlHrEJt K Eryly I h Bl/lY.Z A aHTUfeHA
Bl,l9 I (p24) B cbtBoporr(e fijrh urruMe KpoBr4 qeroBexa II,

t'ttrluyHodeOueHTHoro aHanura ua /Ro nnnara..,,,,x
3 500 000,0 3 300 000,0

2

IM'uynuwsPMcH t HaD, IIA oAHoBpeMeHHOrO Bbtfl Br,leHI4'un.rY-I 9lrr.au uutrlyHoAeouuHra qerroBeKa I u2runoa (BI4g_l u
BVq-2), BHtl-l rpynnrr O u aurxreua p24 BI4g-1, na6op

AltarHocTHqeckuil (4f,0 rccm"\
3 140 000,0 3 r20 000,0 3 140 000,0

.,
, i*vvr pvs, wrrrvD Nt^ obt^EJtonnx nt's aHTufeHa B cblBopoTKg HnH
nna3Me KpoBl.t qeJroBeKa a.lr.q nruruynoQeprr,renrnoro aHanrsa ua 96

onDereneHafi
2 625 000,0 2 490 000,0

4
u p, vAnvDpeMennut u BblflBJIeHfi, aHTll-Bl U aHTLITeJI

il aHTHreHa Br.tpyca renaruTa C a cuaoporxe lrru nra:Me KpoBHqerogera lMeroaorr, l.tMrr.tyHo(bepMeHrHOro aHarH:a Ha g6 onpeAeneHufi
I 800 000,0 I 680 000,0

u


