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TapMaKTbIq 5 rapuaKIIIacbIHbII{ }I(oHe "Teriu MeA}rrlrHaJrbrr( KeMexriq rceni.ngirc 6epi;lreH
no.nenai rueq6epinle xeHe (neuece) $ap*raqenruKaJrbr( nepcerilerin (rrsn{errepai MiH4erri

eneyuerriK MeArrIIrrHaJrbIK cal(TaHAbrpy xyfteciuAe lepilirc 3arrapAbr, MeAr.rqr,rHarbtK
6yftnIvrgapAbl rl(eHe MaMaHAaHAbrpbrJrraH eruAirc oniivrqep4i carbrrr aJryAbr yfrrrlr4acrurpy

xoHe erriry KarrrAaJraprr" (a:aKcraH Pecny6.turcacrr Yrinreriuiq 04.06.2021 xrrlru Nb375
(ay.nucunuq l0-rapayAbrrl lO5-rapnrarblubrr{ 4) raprvra4rrracbr nerisiHAe 6ip rcerqeu carbrrr

a.ny recilnreH MeArIquHaJIbIK MaKcarraru 6yfirruqapAbr carbrrr aJry rypaJrbt xarraMa

I(ocranaft 4.

Korr,ruccrEr Keneci $gpaMAa:
M.C. Kysena6aen 6ac 4epirep; T.T. I(oftunlaaHon
l,reqrepyruiciHiq u.a.; f. Y. Hypuarau6erona - 3ar{rep-r<eqecui;
KOMHCCI4'HbIH XATIIIbICbI.

I(aynu erri:
<KasaKcraH Pecny6nzrcacrt Yxirueriniq xefi6ip neuiiu4epiue esrepicrep eurisy rypanbr)

I(P Yxinaerinir{ 2016 xunrtr 29 xerrro(caH4aru J\} 908 l(aylucuuurl l0 rapayasru ll4
rapMa(TbII{ 5 rapnaa4nachlgblr{ xeue "TefiH rr,reAuquHanbr( xeuexriq xenin4ix 6epi;rren releui
rueq6epin4e xoHe (neuece) (papuaqeerr{KiurbrK repcerileriH KrBNaerrepai Miuaerri eleyrvrerrix
MeAITIII{HaJIbI( caKraHAblpy Nyftecinae aepinir 3arrapAbr, MeAr4rIr.rHaJruK 6yfirruAapAbr xoHe
MaMarIAaHAbIpbIJIraH erraAir eniira4ep4i carbrrr aJryAbr yfirrrvrgacTbrpy xoHe err<i:y 4aru4a,rapu"
I(asaKcraH Pecny6nvracn Yriuerinir{ 04.06 .2021 xtntru J\!375 l(aynlrcrmru l0-rapayrnra 105-
rapMa(ThII{ 4) TapMa(rlacbl ceflxec (con (apxbr xbrJrbr rayapnapAbrq, Sapvrauenrr4KaJ'rbrK
repcerilerin 4rrsuerrepaiu KocblMrIra roreruise KaNerrilix 6olrauAa (onAaHlrnaAu. Eyn perre
rayapra HeMece (papuaqenrl.rKanblK xepcerireriH (br3MerKe 6ara col Kapxbr xbrJrbr carbrn
aJrbrHFaH rayap,4brr{ ue (paprvraqeBrr4KaJrbr( xepcerilerin (ugnremir{ 6aracnuaH acnayra ruic. Con
6ip onirvr 6epyrui4en coJI (apxbr xbrJrbr oHbrMeH carbrrr any HeMece (paprr,raqeBTr4KaJrbr( 4rrsuerri
Kepceryre apHiulraH IIIapr xacaJIFaH xargaitga, xacffrraH rrrapr(a rzicri osrepicrep enrisireli
xese 3 NeHe 4-rapayJlapAhll{ rananrapblua ceftxec pacray raJrarr erinvreft4i. (Dapuaqenrr4KaJrbrK

4u:uemepAi Kopceryre apHanraH uraprra Ko3AeJrreH, (bapMaqesrr.rKanbr4 Kbr3Mer KocbrMUJa
r<epceriler:iu rayapnapAbll{ caHbru ynraftry aen Qaprr,rarleBTr4KaJ.rblx xopceri,reriu KrrsNaerrep,tirt
KocbMIIra xeleui 4en ryciHineAi (6aracbr, cayAaJrbr( araybr, Ao3acbr xoHe carracbr o3repMefrriu
res.qe). <AUM+> XilIC-nen 2021x. 09.03. xaciulfaH Ns8 ruapr4a etrepicrep eurisy, carbrn
aJIbIHarbIH TayapnapAblr{ xererrainAe 4aNerrinircriq ynrarobrHa 6aftlaurrcru MeAr4qr{HaJrbrK
6$rnu4ap4bl carblrl a.ny 6ofirrrtna6araycbrHbrcrapbrH cypary orxisy recimr,ren carhrn aJry.
1. <AUM+> XIIIC MeAI4IILIHzInTT 6arrnrarrr 6yftuMAapAbr carbrrr any yruiu xeneci 6ara
vbrtrblula HIbI:
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COBAS 48OO

fITP
aHanrBaropbrH

Aa AI4TB-1
PHr(
aHbrI(Tayfa
apHanFaH TecT
}Ifl{bIHTbITbI,

120
aHbrKTaMaAaH

KeM eMec.

COBAS 48OO AI4TB IITP
aHiurlnaropu yuriu KeM AereHAe
120 aHu4ray yruiu AI,ITB-1 P}II(
aHbI(Tay ylriu recrrep lIfl,rbrHTbrrbr.

MMX R1 (cobas mastermix 1

peax'runi) MapraHerl arlerarbr,
xalufi ru4ponclrgi, <O,lYo narpvft
asz4u.Kolerr.r4eri rvrelurepi KeM

AercHIe 10x1,75 rr,u. AI4B-1 MMX
R2 (cobas Hry-1 mastermix
pearnrni 2) rpIaIuu 6yQepi, xaluft
aqerarbr, KeM AereHIe 18%
.qr4Merr{ncyalQoxcug, fnuqepr,rH,
<0,7Yo Tween 20, EDTA, <0,l2Yo
dATP, dCTP, dGTP, dUTP, <O,OI

% BZll-npaftlreplepi, <0.}loh
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caHAbr( cTaHAapT yrxlH iIJrFa )r(eHe

Kepi rpafiMeprrep, <0.010 AI4B
xeHe caHAbr( craHAapr yuriu
oJrrlroHyKrreorlrA 3oHArapbr 6ap

Qnyopecqeurri 6oxruul, <0,0IoA
oJrr4rorryKJreoTr4A anralrepi,
<0,07Yo Z05D IHl(-nonrauepasa
(6axrepr.ra-rrgu), <0,01% Qepueur
AmpErase (ypaqur-N-
uurosulasa) (6axrepua,r4sr),
<0,7yo uarpuit asv4u.
XzrrHruKtarrr uorlrepi
10x0,5rral-AeH KeM euec. PIII( QS
(cobas@ caHAbrr( craHAaprrbr Pfil()
Tris 6yQepi, <0,059/0 EDTA,
<0,00IY;o Blftl-neu (oprarrMamH
iurxi 6a6ruay PHI(, (ypaMbrHAa
apuafiu npaftuep x{eHe 3oHA

KoHarbrH yracrcenepi (MS2
6axrepzo$arrua CHTEH

uu$exqualbrK eMec PI(), <0, Io
uutpuit a3r44tr. Xurrnru4rartr
uomnepi 10x1,75 MJr-AeH KeM

eMec. COBAS 4800 IITP
aHiurrBaTopbrHa apHaIrFaH rrrbrfbrH
MaTepr4anAapbr.
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COBAS 48OO

aHilrrBaTopbrH
a IITP-ra 50
MJI-ACH KCM

eMec
peareurrix
pe3epByap

cobasx 480-ae cbrHaMa Aaf4brH1ay
re:irqe (orrAaHy yniu
peareHrTepre apHanFaH
IIIIaCTLIKtIJIbI( rr,rOn4ip

pe3epByapJrap, rolerr,ri 50 u,r-4eH
acnafisu. COBAS 4800 IITP
aHanr8aTopbrHa apHaJrfaH rrrbrfbrc
MaTepr4 aJrAapbr.
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Aril( / PFII(
6orryre
apHanfaH
IIJIAIIIKA.

Cobas 4800
IITP
aHaJrr,BaTopbrH

a apHilJrraH

IIIbIIbIC
MaTepuaJrAapbr

COBAS 4800 4ypumu*msa PHI(
6ory xesiu4e naftga;rany yuriu
nereui xelriuge 2,0 MJr

cyfru4rrr4rapra apHrMFaH reper{
ofiruuK rlrtaHrueri.
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IlTP-nnauma.
Cobas 4800
IITP
aHanLI3aTOpbIH

a apHanraH
IIIbIFbIC

MaTepr.rilrr,4apbr

COBAS 4800 IITP - Nyfteci yuriu
xelenri xeuiu4e 0.3 Mrr
ruracrr{KaJrbrr ar |ITP-rrJrarrrraJrap,
PI{I{ ruurapy xe:iu4e ylri"uep ueH
6a4ruaygu (ocy yuriH
(onAaHbrnaAbr.
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Eip perrin
pesepryap 200
MJr. IITP
aHilnr{3aTopbrH

a apHiurFaH

IIIbIIbIC
MaTeprranAapbr

Cobas 4800

cobasx 4800 - /Ie cbrHaMa
gairctugay nes iuge naft4a.nanruran
Ke3Ae peafeHTreprc apnanrau 6ip
peT (onAaHbrJraTbrH rrJracTr4KilJrbr(

nor4ip pe3epByapJrap, xolerr,ri 200
I!fi-AeH acnafiAu. COBAS 4800
aHanrnarop IITP yruiu rrrbrFbrc

MaTepr4aJrAapbr.
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Ynru4rap.
Cobas 4800
IITP
aHaJrr.I3aTopbrH

a apHanfaH
IIIbIFbIC

MaTepr4anAapbr

Aen MonrrepJrey yruin
iurMacrbrpbrluafttsru, xonerr,ri I 000
MKJr-AeH KeM eMec cy:rici 6ap
yllrrbrlqTap, oJr rurarusreri
uunporyftiHgepai 96 AaHaAaH KeM

eMec MonrrepJreyAi Neqil4ere4i,
COBAS 4800 aHarrrcarop IITP
yruiH lrrruc Marepr4anAapbr.
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Jluszpreyuri peareur xuuHrtrrrr P
2 (nporeua 2) rpr4c 6y$ep,
0,05Yo 3ATA, Halrquft xlopu4i,
ranrqzft artrerarbr, 8% (nalo)
nporeasa.XprbrHTrrr(Tarbr caHbr
10x1,0 MJr. Enimui nusupneyuri
peareHr 43% (rrl/u )ryauuguH
Trrorlr4aHarbr, 5oA (na/o)
noJrr{AoKaHoJr, 2% (lr/o)
At4Trdorper4Ton, marpufr. rlr4Tparbr

Ar4rr,rAparbr. XnrrHrtryrarbr caHbr
nenaiu4e 10x27 rr,rn, COBAS 4800
aHalv3aropbrHlrr{ |ITP yuliH
rnblrbrc MaTepHaIAapbr.
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IITP ylrilepin
4afirugayra
apHilrfaH
(ocIIa

Manuarri rrrbrHbr 6onuexrepi
pearenrineH 2 (MGP 2), rpr4c
6yQepiueu, 0,1o rvterul-4-
frra4p oxcl.r- 6 eH3o arraH,
uarpuir a:u4iueH TyparbrH
yrrhepgi cbrHaMa gafiatngayra
apHaJrfaH peareHTrep
xrlblHTbrrbr.XzttnmrKraru caHbl
xeuiuge 10x8 MJr. Slroqurra
apHanraH 6y0ep (EB 2) rpr{c
6y0ep, 0,2%o rterwr-4-ru4poncu -
6eHsoar. Xrauu'ru4raru caHbr
xeuiuAe 10x17 run. COBAS 4800
aHaJrrtaropbrHbr{ IITP yuliH
IIIbIFbIC MATEPPIAJIAAPbI,
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Xyy 6ySepi 240 aHrr4raMara uarpuir rlr4rparbr
At4ruAparbrHaH, 0,05Yo N-
Merr{Jru3orr.ra3oJroH HCI TyparbrH
xryy 6y$epiHirl xr4brHrbrbr.
Xtzrrrmr4rartr caHbr nelriule
10x55nar, COBAS 4800
TtuAarbrrxbrurry IITP yurin lrururc
MaTepr4aJrAapbr.
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BfCiBfB/AI4
TB yrriH
6aqrrrayrap

Teuen rvrpalxAbr orl
6a4uray<0,001% cr.rHTerr,rKaJrbr4

(xopraman) MS2 6ar<repuo$arrnq
4a6u4uamr aKybr3brHAa M
ro6uurq AI{TB-1 PHI(, AI{I( <
0,0 0 | %io cI4HTerI,IKaJIu4 ( rurasrvrla4ri )
JISN46aa 6axrepuoSarruq
4a6u4uramr a(ybr3brHAa BTB
Ar{r(,
(4opraman) MS2 6anrepuo$arrurl
(adu(ruzuru ag/br3brHAa PI{I(,
AVTB-I 12 aHrr4leHerrepiHe, BfC,
HBsAg anrugeuerepiue, I{Bc
aHnE4euelepiue Jrr4rleH3r4.flJraHraH

recrirepge peaxrzeri enaec, IITP
eliciuen recrirey negirqe PHK
AI4TB-1, PHI( AI{TB-2, PFIK BfC
)r(eHe AIil( BfB uerarnsri
(iurbrrrrbr aAaM rrJra3Macu. KeuiH4e
0,1% ProClin 300 KoHcepBaHrbr.

Xnrrrrrrr4raru caHbr xeuiuge
10x0,75 rr,nr;Xorapu rr.rrpilKAbr orl
6a4ulay <0,001Yo cr4Hrerr4KanbrK
(4opramau) MS2 6axrepuoSarrrnl
(a6rr(uramr axybr3brHAa M
ro6uuuq AI4TB-1 PI{K, II{I{ <
0,001qi 0 crrHTerllKuulrr4 (nnaslrragri)
IIsu6ta 6arrepuoQarrutl
4a6u4ruamr a\ybr3brHAa BTB
,ryII(,
(4opramaH) MS2 6axrepuo$armrrl
5a6u4na:ru a(ybr3brHAa PHK,
AVITB-I 12 aHrr.rAeHerrepiue, BfC,
FIBsAg anrra.4enenepine, HBc
aurugenerepiHe Jrr4rleH3r4-flJraHfaH

recrirepAe pearrunri euec, IITP
eAicinaeu recrirey nesiuge PI{K
AI4TB-1, PHK AI4TB-2, PI{I( BfC
)KoHe Afil( BfB uerarueri
(€urbrrrrbr aAaM rrna3Macbr. 0,1%
ProClin 300 KoHcepBaHrbr.

Xuuurrr4rarrr caHbr neuiu4e
10x0,75 Mrr; BfC/BfB/AI4TB
yuin 6arlunay ylrinepiuiq
xr.rbrrrrbrrbr . AVITB - | I 2
anru4euerepiHe, BfC, lIBsAg
anrugeHelepiue, HBc
aHrra4euerepiue Jrr4rleH3rz{JraHraH

TecrrepAe peanmeri eMec

KaJrbrrrrbr aAaM nJltBMacnmlrl repic
6a4nnay; IITP e4icirr,ren recriley
negiuAe PI{K AI,ITB-1, PHI(
AYITB-Z, PI{I( BfC xene BfB
.{Iil{ 6ofirmrua uerarunri. 0,1o/o

ProClin KoHcepBaHrbr 300.
XnuHrurqrarlr caHbr xerraiHge

10x0,75 Mr, COBAS 4800
aHanrcaropbrHbrr{ IITP yruiu
IIIbIf bIH MATEPI4AJI,IIAObI,
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,{ruroerrrep
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Tpuc 6y$ep, 0,1Yo naerul-4-
nqporcn-6effioar, < o,lYo uarpufi
asvry ynrirep4i cgurryra
apHaJIraH (yrriui c@urr4rru)
AT,TJIIOeIITTep XC,rbIHTbrFbI.

Xr.mmru4 240 aubr(TaMara.
Xuunrrr4rarbr caHbr xervrinle I 0x8
Mrr, COBAS 4800
aHaJII,BaropbII{brr{ IITP \.ruiH
IIIbrf brc MaTeplliurAapbr.

)KI,IHA

K
I 420

0s8
420 058

15

nynris
6enix
KYll

2. Bip Ke3AeH carbm aJry rociniMen carbrrr any 6oftuurna KopbrrbrHAbrHhr xyprisy resiu4e
KoMt4ccr4t ruertrTi:
- Alllaru o6lrrcn, I(apacaft ayAarrhr, A6ari aybrJrbr, Osip6aen Kerueci 4 <AUM+> XlllC oHirr,r

6epyuigen MeAr.rqr.rnnrrru( 6arrrmaru dyfirnaAapAbr carbrrr any.
I0.1I.2021N. Aefiin 09.$.2A21x. Ns8 ruaprr(a " AUM+" XlllC-rrren KocbrMrxa renicirvr xacaJrcbrH
XIIJIIIbI COMACbI 43 170 539100 (rquptrrq yut Murrnon lrcy3 xe'rnic msu 6ec )r(y3 orbt3
rorrn) rer{re 00 rurura }Kacay.
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T.T. KofirubrManoB
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