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TypxecTanckoit 0671aCTH ,3aKa34HK ¥ OPraHU3aTOP BHICTYNAIOMIMI B OTHOM J

Haxoasmelics no aapecy: Typkecranckas o6nacts, Otpapckuii paitow, ¢.[layasaep I AnteGexosa Ne25 (1), 06bsBaseT 0 TIPOBE/ISHHH 3aKyTIa CIOCOBOM 3aMPOCOB LIEHOBBIX MPETOKEHH I
B COOTBETCTBHH nprKasom [Ipasutenscrea Pecmy6mmxn Kasaxcran ot 7 mionst 2023 roaa Ne 110 «O6 yTBep)kaeHHH IPABHT OPraHU3ALHH B nposeneﬂm 3aKyna 1eKapCTBEHHBIX CPEACTB, MEAULIMHCKHX H3EIHA 1

CTIeLHATH3HPOBAHHBIX Jie4eGHBIX MPOAYKTOB B PAMKaX rapaHTHPOBAHHOT0 00beMa GeCILIaTHOM MeMIMHCKOMH OMOIIH, JONOTHHTEIBHOTO 05beMa JU1s ML, p B C/IE/ICTBEHHBIX H30/IATOPAX U
YUPEXKICHUSX YTOTOBHO- TEIBHOH (e if) , 33 CUET GIO/UKETHBIX CPE/CTB H (WIH) B CHCTEME 0653aTeBHOrO rO ro CTp [0} THYECKHUX yCIyT» (nanee Tpasmuia)
2. Mex; D T JIEKAPCTBEHHBIX CPEICTB (TOProBOE HA3BAHME - B C/y4ae HHAMBHIYATHHOM P 0CTH), MU, tap HUYECKHY
YT, 00BeM 3aKyna, MECTO MOCTaBKH, CYMMY, BHUISTISHHYIO /UTsi 3aKyMa M0 KakAOMY TOBapy;
Ne nota| HanmeHoBanme Texuuveckas crennuKkanus Ex mwm. (CRoxmH )Tc'.":):':;:nmam\n K::- Iena Cymma Mecro nocTaBrE
KomnenTprpoBanmIi MoRmui é
S oo Tanchipsic GepyimiHiH eTiniMi
A!la.mmop S ouiien ‘uWac-mbp R i o PALIETOD GolfbIHIIa KbLT IIIH/E KeTicIM Typxecranckas o6nactb, OTpapckuif pation,
4 S i BAAUO, o e Bk Goifinma, o 3asBKe 3aKa3TnKa B 20 BI4%0 2684100 cIlaynsaep /. AnteinGexosa Ne25 (1)
(500 1) (BioSystems S.A. SA (I/Icmamu) oben 500 a1, t+15+30 C e ;-ona 10 Eoriaca p i
HCITAHWS Biosystems S.A.
(Mcnanus)) .
HaGop pacTBOpOB U1 OFHCTKY 7 5
M3 KOMILTEXTa AHATH3aTOp 3 - > = Tenssne bepyimmA Gmmnd
2 o 11a00p PACTROOB UK OYHCTRN B & Goitsiamma KbLT IIMIHAE KeTiciM Typkecranckas o6nacts, OTpapckuit patfon,
T BA400 (4| Typ BA400, Ba S.A (Hcnanus), ymak 10 34430 344 295 R
x 15 1) (BioSystems S.A. 4X15 e, 42430 C Gotinrama, [To 3asBke 3aKasanka B c.Iaynpaep /1. AntriaGekoBa Ne25 (1)
HCTIAHVIS Biosystems S.A. ; TEYEHHE IO/ia 110 CONIACOBAHMHIO
(Micnanns))
D1aKOH ¢ KHCIOTHBIM
UOMLIEO T psTsopout (20 Tancsipsic GepymiHiH eTiHIMI
MIT) 13 KOMITeKTa AHamH3aTop | ONaKoH C KHCIOTHBIM NPOMBIBOIHBIM PacTBOPOM (20 MT) H3 KOMILIEKTa Ax-ra:maa’rop e o
3 : e i-ryp pirseckuit BA200, ynax GolfBIHIIA XKELT IIiHAE KETiCiM 5 36 158 72315 Typxecranckas 061acTb, Oxpapcmi&_pa.noﬂ,
TypGumumeTpudeckuit BA200 S.A (Mcnanus), 4x20m1, +2 430 c Goltpina, [To 3asBke :akasqnga B c.Ilaynbaep 1 AnteiGexosa Ne25 (1)
(BlOSVSlemS S.A. UCTIAHUST TEYEHHE rofa no COD'IBCOB&!?HIO
BioSystems S.A. (Mcnanus))
Peaxumonnsiit porop (10) u3
KOMILIeKTa AHATH3aTOp Peaxiuonniit potop (10) u3 KOMIUICKTa aHATH3ATOP GHOXHMHYECKit Tancwipsic GepyiminiK 6TiHiMI
4 Typ precknit BA400, Ba Bi S.A, Hcnanus, T Golbiiita KBUT iHIIH/eE KeTiciM 2 4739 94791 Typxecranckas o6nacts, Otpapekuif paton,
TypGuaIMeTpreckuit BA400 METAaKPWIATHBIH TEpMOCTaTHpYEMBIH POTOP, ¢ ONTHISCKHM KaqeCcTBOM, 130 Goitstama, I1o 3asBKe 3aka3unka B c.Ilayasaep 1 AnreiGexoBa Ne25 (1)
(BioSystems S.A. UCTIAHHSA PEaKIMOHHBIX ST€eK, JUIMHA ONTHIECKOTO MyTH 6 MM, 10 INTyK B ynakoBke TedeHHe TO/1a MO COrMIACOBaHHIO
Biosystems S.A. (Hcnanns))
Krosets 15 0Gpasiios (1000)
M XOMIICK SRR sarop ; Tanchipic Gepyminiy eTiHIMI
Guoxmmugeckuii- KroBeTs! 1115 06Pa3LOB H3 KOMIUICKTa AHATH3ATOP Gnoxgumecxun Gofiinnieidan -imu-me St ; Typiecratickas o6tacTs, Opapekti patio,
5 T{fm%ﬁ;l;zﬂmlzgzm wpﬁmumerpuqecm;tl ngfllgggﬂ;l;ii ;:1:2::::“ BioSystems S.A, YUK | Goftpnma, Io 3asBKe 3aKa3uHKa B 3 45,000 105172 c.Ilayaep JT Anrembexosa Ne25 (1)
WCITAHMS Biosystems S‘. A‘ ’ TedeHHe [0/1a 110 COrTacOBAHMIO
(Micnanus))
BUOXUMHYECKHA BUOXMMWYECKUI KAJIMBPATOP (Human) Ha6op GHOXUMHYECKHX PEareHTOB U3
KAJIMBPATOP (Human) #3 | koMIUTexTa A P BA400, p Ba
KOMILIEKTa A P Bi SA (I/Icnam) napamerpsr: ACE, xucnas ocgarasa, Tanceipeic GepyimiHiH eTiHIMI
6 [ 6 b AJIT, ACT, , aMHTIa3a qeckas, B- i GolfbInIIa KbUT IIIIHAE KETICIM 1 55547 55547 Typxecranckas oGnacts, Otpapekuit pation,
VP BA400 (5|r VTHpAT, oGumﬁ ¥ npsivolt GuHpy6HH, xmunﬁ XJIOpHBL, Xonectepun, HDL I Goitwma, I'To 3asBKe 3aKa3duka B cIlMayaszaep JT. Arrsintexosa Ne25 (1)
x5 M) (Bi SA. LDL. CK, , rmoko3a, ITT, keneso, TeYeHHe NO/1a 110 COTIACOBAHUIO
VICTIAHHS Biosystems S.A. | JI[IT, naktar, mmasa, namuﬂ docdop, xamit, oﬁnnm Ges10K, HaTpHif, TPHTIANEPHIIB],
(Hcnanns)) ModeBHHa, Mogesas kuciora, UIBC, muuK, dacoBka, Sx5mi,t +2 48 C
BHOXVIMHUYECKAST BUOXUMUYECKAS KOHTPOJIbHASI CBIBOPOTKA (HUMAN) YPOBEHE |
KOHTPOJIBHAS Habop GHOXHMIIECKHX PEAreHTOB U3 KOMILIEKTa AHATH3ATOp GHOXHMUHeCKHUH-
CBIBOPOTKA (HUMAN) BA400, Ba i S.A (Micnanus), % o S
YPOBEHB I 13 komiiexTa napamerpu ACE, kucnast docdarasa, mﬁymnﬂ meztowtas ¢ocdarasa, AJIT, ACT, a- ;:;WPHL 5"’”“.‘”“‘ on T 618 bl
7 AHTH3aTOp GHOXHMHIECKHIE- aMHTa38, aMIIa3a NaHKpeaTHIeckas, B-riApokcHOyTHpaT, oGt 1 mpsMolt ynak e I RN 3 55547 166 640 wﬁxﬂamku e grp ch’:;sp D
TypomTMeTpHeciat BAOO (5|  Gummpy6ms, KaTsl, xoprIsL, pig, HDL LDL. Golirnua, Io 3asBKe 3aka3uka B cIlaynpaep I AnToiaGexoBa (€]
X 5 M) (BioSystems S.A. xomunectepasa, CK xpeatunun, rmokosa, [TT, wexneso, JIIT, naxrar, ?mnaza, Marumif, A CHHCAORA QI COTIRCOBALIID)
HCTIAHUS Biosystems S.A. ocop, kamnit, obumit Gestok, HaTPHH, TPHIHIIEPHAE, MOYEBHHA, MOYEBas KHCTIOTa, 2
(Mcnanus)) UIBC, mmux, ¢acoBka 5x5mi, t+2+8 C
BHOXUMHYECKAS BUOXUMHYECKASI KOHTPOJIbHASI CBIBOPOTKA (HUMAN) YPOBEHB | | -
KOHTPOJIBHAS Habop GHOXUMHYECKHX PEareHTOB 3 KOMILIEKTa AHATH3ATOP GHOXHMEYECKHii-
CBIBOPOTKA (HUMAN) T T BAAO(), i Ba Bi S.A (Mcnanus), Tancapsic Gepyimimn erimin
YROBEHL 2w ¥ominieera nap SRS o 53 oot A hache Golibtna K01 it Kerticiat Typxecranckas o6nacts, OTpapekiit patton.
8 Amnanusarop Guoxumigeckuii- aMmIasa, aMHIasa nankpea'rmecxu, ﬁmpokcnﬁy-mpar obmmit u mpsmoit ymak T < 3 55547 166 640 » I R % e ch © s 1 3
TypOmmnMerpaieckiit BA400 (5| GuaupyGum, kasimlt, Xiopuas, T LDL-X Goltbrrma, Ilo 3asBKke 3aka3auka B cIllayasnep [ AntainGexosa Ne25 (1)
x 5 ) (Bi SA. CK kpearnnun, rmoko3sa, I'TT, keneso, JIIT, naxrar, imnasa, Marumit, IESCHRS PN TIO COrImapRnino
HCIIAHVS Biosystems S.A. | ocdop, kamif, o6t Genok, Hatpui, TPHITHICPHIB, MOYEBHHE, MOYEBas KHCIOTa,
(Mcnanns)) UIBC, murK, acoska 5x5m1, t+2 +8C
A}IAHPD{AMHHOTPAHC(DEPAT&A Habop u3
P BA400 p
KOMITAHHH onSvstcms SA (chamm) Har9He 6apKo/ia Ha KakIoM ¢uIakoHe,
TIe Tpodus; 2- pat/L-anannH, KHHETHKA; XUAKKIt GUpeareHT.
ﬁgmgzﬁizﬁg Cocras: PearentA. Tpuc 150 Mmons/1, L-ananun 750 Mymons/1, JIaKTaTAETHAPOreHasa o
e >1350 Ea/n, pH 7.3. Pearent B. NADH 1.9 MMOI5/1, 2-OKCHITIIOTapaT 75 MMOMB/1, Tancripsic &pym_mm eriniM
9 Gimerpirieckai BA400 (8 THADPOKCHA HaTpHs 148 MMoms/a, asun Hatpus 9.5 r/1. MeTponorudeckue ':'n i GolfbIELIa XKbL1 IIIIHAE KeTiciM 10 76 808 268 075 Typxecranckas oGiacth, Otpapckuit pation,
[YRIE éoﬂp SRS XapakTepucTuku: [loporosas wyBCTBHTEBHOCTS: 8.5 Ex/n = 0.14 mxxar/n. [Tpenenst ¢ Goltsiaua, [To 3aseKe 3akasqnka B c.Ilaymssep I AnteiaGexosa Ne25 (1)
(Blo;vste:l:z s. Aj\HCl:‘I‘:\)l-ﬂdﬂ amHettnocr: 500 Ea/n = 8.33 mkkat/n. Tourocts: Cpeanss konnenTpanus 40.2 Ex/n = . TeYeHHE TO/1a 1O COrTACOBAHHIO
Blosy.'stems S.A. (Monamns) 0.67 mxxar/n: [Tosroprocts (CV) - 3.9 %, BuyrpruiaGoparopssiit nokasarens (CV)- 5.0
%; Cpenusia xonnentpams: 133 Ex/n = 2.21 mxxar/a. IToroprocts (CV) -1,2 %,
Baytp (CV)- 1,4%. K 'BO MccleloBanuif - 1800.
®acoka 8x60M1+8x15Mi, TeMnepatypa XpaHeHus +2 +8 °C. PeareHTH J0MKHb GITH
S P X pos BA200/BA400.
ACHAPTATMPH{OTPAHCG)EPABA HaGop 6uomm'§ckm( PeareHTOB 3 KOMILIEKTa K
e BA400, mp Ba
BioSystems S.A (Mcnanus), Hamrdre 6apxosia Ha KaxaoM (naxone, INeverouniit
TIpO(HIIB; 2-OKCHITIOTAPAT/L-aCTIapTaT, KHHETHKA, KHIKHIH Snpcarem‘ Cocras: Pearent
ACIIAPTATMHMHOTPAHCOE | A. Tpuc 121 mmoms/n, L-acniaprar 362 MMons/n, Manataernaporenasa>460 Ex/n,
PAB3A u3 xommnexra Jakrarersaporenasa > 660 Ex/n pH 7.8. Pearent B. NADH 1.9 mmoms/a, 2- S e
A D paT 75 MMOIIB/:1, HADOKCH HATPHS 148 MMOTB/1, a3 HaTpHs 9.5 /1 ;‘::;:&:;é::‘l’z::;: i:v::x‘r.‘: Typkecrarckas o6nacts, OTpapexiif patios.
10 |rypGumamerpuueckuit BA400 (8| Merponoruueckute xapaxrepuctaku: [loporosas uysceutensaocts: 7.15 Exn=0.119 T e e tn 10 76 808 768 075 . Maymaep I L Gexona Ne25 (1) £
X 60 M +8 x 15 M) Mxkar/n. [penens: munetinocta: 500 Ex/n = 8.33 mxkar/n. Tounoers: Cpennss £ i z
(BioSystems S.A. MCTTAHVIS] KouenTpawns 41.5 Ex/n = 0.69 mxar/a. Tlostoproets (CV) - 2.6 %, Rl L
Biosystems S.A. (Menanns)) | BryrpunaGopatopubiit nokasarens (CV)- 5.8%; Cpeansis xonnentpamwst: 154 Ex/a =
2.55 mxxar/n. TTosroprocts (CV) 1.0 %, BuyrpunaGoparopretit noxasarens (CV)- 2.7
%. Komraectso necyenonanuli - 1800 (acoska 8X60Mn+8X15Mi1, t+2 +8 C . PearenTsi
JOMKHEI GBITh j
BAZOO/BA400.
AJIbBYMUH HaG0p GHOXHMHHECKHX PEAreHTOB M3 KOMILIEKTa AHATH3ATOp
6rox Ba Bi
S.A (Mcnanns), Hamane Gapkojia Ha KaxIoM (rIaKkoHe, edeHOYHbIH, IoueuHEIH
= TipodmIIs; 6p 3eneHniit, TOUKa; KUIKHIE ) pearent. Cocras:
Pearent A. Aueratusilt Gygep 100 MyMOIB/, GPOMKPe3ONOBHLt 3enenslit 0.27 MMOIB/T, Tancwipbic GepymiHiH eTiHIMI
. ¢ Aereprert, pH 4.1 Merposorudeckue xXapa; UCTHKH: [TopOroBas 4yBCTBHTEILHOCTE:! GolfBIHINa %bia 1MIHIE KeTiciM - Typxecranckas oGaacts, Otpapckuif patfon,
W jemierprcaontBAG00 (103 : 1.21 /. Tlpenenst mineiinocty: 70r/1 Tc;r:gcn,: Cpemnsst koHUeHTpauns 38.4 1/n = Ygun Golfbinma, To 3asBke 3aka3qnKa B L TR e ¢ Ilaynsaep 1T ArrsinGekosa Ne25 (1)
TloBtop 5 (CV) - 0.8 %, Buyt (CV)-1.2%:; Cpexm TeYeHHUe N0/1a 1O COITIacOBAHUIO
KoHueHTpanus: 57.1 r/a. I b (CV) 0 7 %, Buyrpus
(CV)- 1,1%. Komngectso necaenosannit - 1800. dacopka lOAéOm TeMIneparypa
Xpanenus +2 +8 °C. PeareHTh! T0MKHbI GHITH PEKOMEHIOBAHB! K MCTIONE30BAHMIO
& TPOM3BOIATETEM aHaTH3aTOpoB BA200/BA400.




PrtuMerprdecknii BA400 (2 x 6(

AJIbOA-AMIJIA3A EPS HaGop GHOXMMHMECKEX PEAreHTOB H3 KOMILIEKTa
Ananusatop GuoxuMieckt -TypGumamerpieckuit BA400, nponssozicTsa
xommanuu BioSystems S.A (Mcnanns), Hamudne GapKo/ia Ha Kak10M rIaKoHe,
TlankpeaTHaecKuif NPOQRITE; STIIMICH cyberpar, ; KAIKAL
Gupearent. Cocras: Pearent A. HEPES 50 MmO/, XiToprA Kb 0.075 MMoas/1,
XJIOPH MarHHS 13 MMONB/T, a—TmoKo3raasa > 4 Ex/s, pH 7.1. Pearent B. HEPES 50

MMOTTB/, 4-HHTPO(EHAT-MATBTOreNaTo3uA->THieH 18 MMob/, pH 7.1.
HICCKH wkn: [loporosas 4yBCTBHTEIBHOCTS: 5.6 Exn = 0.094
\axxx'r/:l Tpenens: murettrocrn: 1300 Ex/n = 21.6 Mxxar/n. Towocts: CoiBopoTka.
Cpemss xornenTpanus 100 Ea/n = 1.67 Mxxat/1. Tlosropsocts (CV) - 1.5 %,
Bryrpriaboparopuiii mokasarers (CV)- 1.9 %; Cpeliss KOHUCHTpalHs: 203En/n=
3 4 axxar/a. TosTop (CV) 2.1 %, Buytp (CV)-23%.
TounocTs: Moua. Cpeansist konnenTpanus 103 Ex/n= 1 71 mkkar/n . [ToBTopHOCTH
(CV) - 2.2 %, BayrpunaGoparopHEiit nokasarens (CV)- 2. 7 %;, Cpensist KOHUEHTPaLHs:
206 Ex/a = 3.42 axxat/n. I 5 (CV) 2.8 %, Buytp
(CV)- 3.1 %. KomuecTso ecienoBanuit - 450, dacoska 2x60m+2x1 Sm, t+2 48 C.
PeareHTH JOMKHE! GHITS P 13
anamusatropos BA200/BA400.

Tanchipsic GepyminiH oTiHiMi
GoltbIHIIa HELT IIHE KeTCiM
Golteinma, TIo 3asBKe 3aKa39HKa B
TedeHHe N0/ 110 COTIACOBAHKIO

172 406

Typxecranckas o61acts, OTpapekuit paoH,
cIlayasnep I AnremGexona Ne25 (1)

brpureckuit BA4® (1 x 40 M1 +

OEPPUTUH naGop GHOXHMUYECKHX PEareHTOB H3 KOMILICKTa Ananﬂmop
E BA400, mp
SA (I/Icnaw) nanmue Gapkozia Ha Kau/IOM (riaxone, HHEKITHOHHBIH,
atf npodus; AaTexcar uTena K peppuTHHY
DHKCHPOBAHHOE BPEMSE, XHIKHI ancanezrr Cocras: Pearent A. I'uiiHoBbI 6vq)cp
170 s/, X10PHA HATPIB- 100 /n, asn Batpus 0.95 /i, pH 8.2. Pearent B.
CyCnieH3Hs TaTEKCHEIX H2CTI SHTHTENMH K (PEPPHTHEY YE/I0BEKa, 31
marpus 0.95 r/1. Metp uku: [Top SYBCTBHTEJIBHOCTD:
5.4 mxr/n. MHTepBAT H3MEPEHUS: 54 500 M!G‘/Jl Tounocts: Cpe/Hsist KORIEHTpamus 53
Mxr/1. TlosroprOCTh (CV) - 3. 0%, Bayrp patopHsili mokasarens (CV)- 3.9 %;
Cpemsia xonerTpamus 121 Mxr/z. Tlosrop! (CV) -1.6 % . BayrpriaGopaTopHBbiit
noxasarems (CV)- 2.6 %. KomtecTso necnenosanuif - 180. dacopka 1x40Mu+1x20
M, TeMIepaTypa Xparenus +2 +8 °C. PeareHTH! A0TKHBE GHITH PEKOMEHIOBAHEI K
p TeseM BA200/BA400.

Tanchipsic SepyIIiHIK OTIHIMI
GoifBIa bl iR Kemicin
Goiltirma, [To 3asBKe 3axasqnka B
TeueHHe ro/ia 110 COMIACOBAHHIO

257339

Typkecranckas o6nacts, Otpapekuit paifon,
cIlaynsaep [l AnraimGekosa Ne25 (1)

BEJIOK (MO‘IA+C1'II/H—I1—IOMO31‘OBAH )KI/U.H(OCTb) HaGOp GHOXHMHYECKHX
EareHToB H3 ) = P BA400,
'Ba. i S.A (Mcnanns), xa:m\me Gapxo/ia Ha KaxJIoM
d)nakone Cocras: Pearent: Kpachtif maporaiion 60 MKMOIs/i1, MoTHOAaT Hatps 40

MKMOB/1T, cyKimsHaT 50 MMob/1, pH 2.3, feteprent. Metposiornieckue

nxur: TToporosas TyBCTBATENbHOCT: 26.0 Mr/i.TIpeelst TuHeHHOCTH:
Cpe}mﬂx KOHUeHTpamust- 696 Mr/a. [Tosrop b (CV) -0.5 %. Bayrp it
noxasatens (CV)- 2.4 %; Cpeansis KorueHTpanws- 1427 mr/x. IlosroprocTs (CV) -0.7
%. BuyrprnaGopatopHiit noxasaterts (CV)- 1.9 %; Komriectso necieopariii - 240,
bacoska 4x20M1, t +15 +30°C. PearenTsl 0MKHBL GBITH PEKOMEHIOBAHE K
p BA200/BA400.

Tanchipsic GepylIiHiK eTiHiMI
GOHBIHIIA KEUT {IIH/IE KETICIM
Golfpinuia, [To 3asBKe 3aKa3IHKa B
TedeHHe Fo/1a 110 COIIACOBAHUIO

7514

Typkecrasckas 061acTs, OTpapekiif paitos,
cIllaymsaep I AreinGexosa Ne25 (1)




