ITporokosa Ne 3 no o0baABAeHHIO NelS
00 urorax TeHzaepa no 3akymy mMeaumuHckux usnemuii KI'TI «Kocranaiickuii 061aCTHOM LIEHTP 110
npodunakruke u 6opsde co CITU» Y3AKO.

r. Koctanaii 25 mas 2022 1.

TennepHast KOMHUCCHS B CJIEyIOLIEM COCTaBE:

KysemGaes M.C. — riiaBHBIN Bpad, Ipeicenareis TeHAepHOH komuccny; Koimemvanos T.T. — u.o.
3aBEMYIOIIET0 JAUArHOCTHYECKOW TabopaTopHy, 4WieH TeHAepHoW komuccuy; Bopomkosa X —
Oyxranrep, CeKpeTaph TeHIEPHONH KOMUCCHUH.

YmwkkoB Anzapedl ['puropbeBuss — 3aMECTHUTENIb IJIABHOTO Bpaya, 4WIEH TEHAEPHOM KOMHCCHUM,
OTCYTCTBYET Ha OcHOBaHuM mpukaza Ne 214-JI ot 20.05.2022 r r. «O npenoCTaBIeHNM TPYAOBOTO
OTITyCKa»

3acemaHre TEHIEPHOM KOMHUCCHUM COCTOMTCSA U OyAET NMPOBOJUTCS HA YCJIOBUSX Y4acTUs HE MEHEE
IBYX TPETHUi OT 00I1ero yucia Ha ocHoBaHuM ImyHkTa 45 rinassl 8 IIIT PK 375 ot 04.06.2021r..
3aKa34rKOM U3MEHEHHS U JOTIOJTHEHNS B TEHIEPHYIO JOKYMEHTALUIO HE BHOCHIINCE.

B mporienype BCKPHITHSI KOHBEPTOB C TEHIEPHBIMH 3asBKaMH 3asBKaMH HE IPUCYTCTBOBAJIU
MPEICTABUTEH ITOTEHIMAIbHBIX TIOCTaBIIUKOB.

3aMeyaHWid, TPETCH3UM, NPEIJIOKECHUN I10 BEIEHUIO MPOLEAYPEl BCKPBITHUS KOHBEPTOB Y
MPUCYTCTBYIOIIUX HE OBLIO.

HanveHoBaHHe, [IeHA 32 eJUHUIY H CYMMA 3aKyNAaeMbIX MEAHIMHCKHX H3AE/IHA 110 JIOTaM:

Ne HaumenoBanmue Kou- |Cymma,
Jiota BO | TeHre
1 TecT-cucteMa MMMYHOQEpPMEHTHasl Uil ONpEAEICHHsS AaHTUTEN K BUPYCY
umMmyHonepunuradenoeka 1 tuma (BHUY-1, BUU-1 rpynner O) u 2 Tuna)
(BHUY-2), B CHIBOPOTKE WM IUIa3M€ KPOBH 4YeJIOBEKa B KOpoOke Ha 96
onpeneneHui, agantupoBanHas it noctaHoBku ¢ CKKK
2  [Tecr-cmcTeMa MMMYyHO(EepPMEHTHAs IS ONpEE]eHUs aHTUTEN K BUPYCY|
rernatura C (HCV) B CBIBOpPOTKE WM IU1a3Me KPOBH YejioBeka B kopoOke Hal 1 | 390000
480 ompenenenuii, agantuposanHas s noctaHoBku ¢ CKKK
3 [Tect-cuctema MMMyHO(EepMEHTHAs [Uis ONpeneNeHus auTuTen K Treponema
pallidum, B CBHIBOPOTKE WIM IUIa3Me€ KpOBM YeloBeka B Kopobke Ha 96 5 |390000
onpeneneHuil, agantuposanHas s nocraHoBky ¢ CKKK.
TenaepHylo 3asiBKY Ha y4acTHe B TeHepe NpeIcTaBU/IH cedylolye NOCTABIINKH:

Ne HanmeHnoBanue nocraBuuka, agpec Jara u Bpems
MOAa4H 3asiBKU

1 | TOO «LabMedTech», r.Hyp-Cynran, paiton Ecwuns, xwmoit maccus | 20.05.2022roxa
[Ty6ap, Y. Kemek batsip, nom 5, BUH 200240024719 10 gacos 40 m.
ITpeanokeHHbIE MOTEHIHAJIBHBIMHE MOCTABIIMKAMHI [IEHOBbIE MPEIJIOKEHHS U COMOCTABJICHHS
TEeHAEPHBIX 3asIBOK:

1 312000

Kon- | 3agBnenna

No Ko Ob6mas BO s 00mas | HammeHoBan
n(_)Ta Haumenosanue UMH J- | cymMMaImo | momaH cymma ue
BO JIOTY HBIA | TMOCTaBINM | TOCTABINHKA

3a4BOK | Ka IO JIOTY

Ha6op peareHTOB IpeqHA3HAYECH IS
in vitro BBISIBICHUS aHTUTEN K BUPYCY
AMMyHOneunuTa yenoBeka 1 Tuma
(BHUY-1, BUY-1 rpymmer O) u 2 Tuna

(BUY-2) B CBIBOPOTKE H ILIA3ME TOO
1 KPOBH JeI0BeKa Mmerozom | 1 312000 1 312000 | «LabMedTec
UMMYHODEPMEHTHOTO aHaNM3a. hy

CocraB Habopa: 1. Ilnammer ¢ 96
JyHKaMH, TTOKPBITBIE CHHTETHYCCKUM
MENTHAOM (BUY-0) u
pexoMOuHaHTHEIME Oenkamu BHY-1
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u BUU -2 ENV u BUU-1 GAG
QHTUIeHOM, | WM 5 IJIaHIIETOB; 2.
PazbaButens ofpasma -  3eneHo-
KOpHYHEBas XKUIKOCTh, COCTOSIIAS U3
Oydepa, nereprenra, 1 ¢uakon 36 mi;
3. Konsrorar, IHOQUIH3NPOBAHHEIH,
COLEPIKUT AQHTUTEH B4
KOHBIOTHPOBAHHEIA € MEPOKCHIA30M,
1 mmm 2 ¢Qnakona; 4. PasGasurens
KOHBIOTaTa,  JKHUAKOCTH  JKEITOrO
usera, 1 umm 2 ¢uakona mo 18 mi; 5.

ITonoxutenpHas KOHTpOJIbHAS
CBIBOpOTKA aHTH-BUU-1, 1 dnakon mo
1,7 MIT; 6. ITonoxurenpHAas

KOHTPOJIbHAS CBIBOPOTKA aHTU-BHU-
2, 1 ¢makor mo 1,7 wmm 7.
OrprnarenpHblil KOHTPONb 1 (iiakon
2,5 mim; 8. PasbaButens cy6Gerpara,
OecuBeTHas JKUAKOCTH, 1 (UIakoH Mo
35 mni; 9. Konuentpar cy6erpara, 1
¢nakon no 35 mu; 10. [IpoMeIBOYHAS
KAOKOCTh 1 rmaxoH mwmm 2 ¢iakona
no 125 mun. OnobpeH K MPUMEHEHHIO
HupextuBoii EBponeiickoro Corosa

In-vitro JUArHOCTHUKH VD).
JlnarsocTr4eckasi 4yBCTBHTEIHHOCTE
- HE MEHEE 100.0%, a

PE3YNBETUPYIOIIAs CHENU(DUIHOCTE HE
Meree 99.91% O6veM ouimoeHTa Ay
obpasa He Gomee 50 MKi, 0O6BEM
obpasma He Gomee 50 MKIL
ITocTanoBka aHAH3a 6e3
MIPEABAPUTEIBHON MIPOMBIBKH JTYHOK.
J1Ba IpPOMBIBOYHBIX STaIa, KAXKIBIA [0
5 mpoMeBOK. Kaxnmas mpomsiBka ¢
HCIIOJIE30BaHUEM 500 MKJI
IIPOMBIBOYHOH JKAIKOCTH.
KomnaectBo mukyOGanmii: - mepsas -
30 mun, 370C - BrOpas - 30 MmuH,
370C - Ttperbs - 30 wmmH, 370C
JlaHHBIE ~ BHYTPEHHETO  KOHTPOJIS:
Cpennee 3HaYeHWE OTPHUIATENHHOTO
kouTposis OIN(K-) -momkHO GBITH
menee 0.3. 3HaueHWe ONTHYECKOM
IUIOTHOCTH IIOJIOKUTENEHOTO
koutpons OII(K+) nomkHa GBITH
Gomeme 3Hagenus OII(K-) mHa 0.8.
LiBeTHAas MHAWKATOpPHAS CUCTEMA IS
KOHTPOJIsI BCEX JTallOB IOCTAHOBKH
peakIuy.

Habop peareHTOB mpeqHasHaueH s
in vitro BEIIBIEHHS CyMMAapHBIX
aHTUTeN K BUpycy remartura C (HCV)
B CHIBODOTKE MIIM IUIa3ME€ KpPOBH
YeJI0BEeKa METOIOM
HMMYHO(EPMEHTHOTO aHaimsa.
CocraB Habopa: 1.Ilmammer ¢ 96
JIYyHKaMH, IIOKDBITBIE OYHIIEHHBIMH
AHTUTCHAMU HCV, a TaKxke
pexomMOuHaHTHEIM Genkamu 7F51, 06
u 07, 1 wm 5 miaHmeros. 2.
PasbaButens  obpasua  —  6ydep,

390000

390 000

, TOO
«LabMedTec
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munyent, 1 ¢makon 20 M. (7F51-06)
w1 ¢maxon 100 m. (7F51-07). 3.
OTpuaTensHbIHd KOHTpOJIb =
HOpMaJIbHasi CHIBOPOTKA YEIOBEKa; 1
¢nakon 0,8 mi. 4. ITonOXHUTETBHBIH
KOHTPOJb  —  HHAKTMBUPOBAaHHASA
CBHIBOPOTKA 9eNoBeKa, 1 (uakoH IO
0,6 mi. 5. Pa30aBuTeNb KOHBIOraTa -
KHAIKOCTb KpacHOro I[BETA,
nereprentsl, 1 ¢maxon (7F51-06) win
Tpu (prakona (7F51-07) comepxur 20
Mmin  Oydepa, cocTodmero  u3
HEOPraHWYeCKWX coneil U OBIYBEro
Genka ¢ 0,05%  KOHCEpPBAHTOM
Bronidox®. 6.  Konbrorar- omuH
dnaxon (7F51-06) wmu tpu (riakoHa
(7F51-07), xaxnmpli #3 KOTOPBIX
CONEPYKAT JIOCTATOYHOE KOIMIECTBO
CyONMMMUPOBAaHHBIX  HEPOKCHAA3HO-
MeueHbIx MBIIIAHBIX
MOHOKJIOHABbHBIX aHTUTEN K IgG
yeJI0BeKa B Obrubell OEIKOBOM OCHOBE.
7. PasbaButens  cyOcTpara -
GecuBeTHAs KUIKOCTh, COCTOSAIIAS U3
HATPUEBOM COJM JIMMOHHOM KHCIIOTBI
M TIEpEeKUCH BOXOpOna; 1 ¢aaxoH mo
35 . 8. Konmentpar cyGcrpara -
3,3,5,5°- TETPaMETHIOECH3UANH,
cTabunmzaTopsr; 1 ¢uakoH mo 35 Mil.
9. TIIpoMbIBOYHas  JKHUAKOCTH 1
tmaxou(7F51-06) 1503051 2
¢naxona(7F51-07), comepxamme 125
ma  rmmnuHa  comepxkut  0,2%
koHcepBanTa Bronidox® KomnuecTtBo
WHKyOarmit: - nepsas - 60 MuH, 37°C -
BTopas - 30 MuH, 37°C - tpetss - 30
MUH, 37°C J1Ba IpOMBIBOYHBIX JTalla,
KQX[IBIit 5Tall COCTOUT U3 5 IPOMBIBOK
1 ucmojgedyer mo 500 MKa
IIPOMBIBOYHOHI KUAOKOCTH.
JlnarHocTHYecKkas 4yBCTBHTEIBHOCTE
- HE MEHEE 100.0%, a
pe3yibTHpyomas  cuenuuIHOCTb -
>99,95%. O6vem pazbaBuTens IS
obpasua He Oonee 50 MKia, 00BEM
obpasua - He Gomee 50 M. JlaHHBEIE
BHYTpeHHETro KOHTpomsi: - CpenHee
3HAYECHHWE OTPULATENHFHOTO KOHTPOIL
Ollk, -momxHO OBITH MeHee 0.25 -
3HaUYeHWE ONTHYECKOH IUIOTHOCTH
HOJNIOKUTENBHOTO  KOHTPOIT  OIlk+
IOJDKHA OBITh  OONBINE  3HAYECHU
Ollg, Ha 0.8 Kmeerca uBeTHas
WHIMKATOPHAS CUCTEMA JUI KOHTPOJIA
BCEX OTAIlOB IIOCTAHOBKH PEAKLUH U
IUsl KOHTponst nobaBneHus obpasia
(SAM).

Habop peareHTOB IpeaHa3HA4YeH AN

in vitro BBIBIEHHS CYyMMapHBIX TOO
antuten k Treponema pallidum B 390000 1 390 000 | «LabMedTec
CBIBOPOTKE ¥ IUIa3Me KPOBU YeJIOBEKA hy
METOJIOM MMMyHO(EpPMEHTHOTO
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ananu3a. CocraB Habopa: 1.IlmaHmer
¢ 96 myHKaMHu, TOKPHITHIE AHTUTEIAMH
IgG u IgM, a TaKxke
pexoMOuHaHTHEIM Oenmkamu TpN1S5,
17 u 47, 1 wixg 5 mIaHmeToB. 2.
Pasbasutens oOpasma — Oydep,
nereprerr, 1 ¢uakoH 36 ™I 3.
Komnrrorar, 0P UITU3APOBAHHBIH
PEKOMOMHAHTHBIH IIPOTENH
T.pallidum, KOHBIOTMPOBaHHBIA C
mepokcupasod, 1  ¢umakoH. 4.
Pa3baBuTens KOHBIOTATa - JKUIKOCTD
KpacHOro IBeTa, HETepPreHTsl, 1
¢makoH mo 7 mn wid 36 mi. 5.
ITonoXUTENEHBLH KOHTPOJIb -

HWHAKTUBHPOBAHHAS CBIBOPOTKA
gengoBeka, 1 ¢makor mo 1,5 mi. 6.
OTpunaTensHbIH KOHTPOITH -

HOpMAaJIbHAsI CBIBOPOTKA YENOBeKa; 1
dmakon 2,5 wmi. 7. PasbaBurtens
cybctpara - OeclBeTHas HUIKOCTB,
CcOCTOsIAs W3  HATpPUEBOH  couu
JIUMOHHOA KHUCIIOTBL M IIEPEKUCH
Bomopona; 1 ¢umakon mo 35 mi. 8.
Konnentpar cyberpara - 3,3°,5,5°-
TETPaMETHIOCH3UINH,

crabwmmsatopsl; 1 ¢akoH mo 35 MiL.
9. ITpoMbIBOYHAS KUIKOCTE 1 (IakoH
wm 2 ¢umakora mwo 125 wi
KonmuectBo wHKybaumii: -  mepBas -
30 mun, 37°C - BTOpas - 60 muH, 37°C
- Tpetest - 30 wmum, 37°C [lpa
MIPOMBIBOYHBIX JTama, KB 3Tal
COCTOMT M3 5 IpPOMBIBOK U

HCIIOJIB3YET 10 500 MKJT
TIPOMBIBOYHO JKHAIKOCTH.
JmarHocThiecKass IyBCTBHUTEIBEHOCTD
- HE MEHEe 100.0%, a

PE3YJIBTUPYIOIIAsT CIENU(PUIHOCT -
>99,95%. O6bem pazbaBuTens I
obpasma He Oomee 50 MK, O0OBEM
obpazua - e Oonee 50 Mk JlaHHEIE
BHYTPEHHETO KOHTpoisi: - Cpennee
3HAYEHHE OTPHULATEIHEHOTO KOHTPOJS
OlIlk.) -momxHO ObITH MeHee 0.15 -
3HaueHHE ONTHYECKOW TIOTHOCTH
OJIOKUTENFHOr0  KOHTpons  Ollk+
JOlkHA OBITH  OONBIE 3HAYECHHS
Ollg, ma 0.8. Kmeercs uBeTHas
HMHIUKATOPHAS CHCTEMA ISl KOHTPOJIS
BCEX JTANOB IIOCTAHOBKH PEAKIUH U
UL KOHTpons foGaBneHus obpasia
(SAM).

Ilpy moxBeneHMM UTOrOB  TEHAEpa TEHAEPHAas KOMHCCUS  PYKOBOACTBOBAIACKH
nocraHoBneHueM IlpaBurensctBa Pecry6muku Kasaxcran 04.06.2021roma Ne375  «IIpaBuna
OpraHW3alMd M IPOBEACHMS 3aKyla JIEKAPCTBEHHBIX CPEICTB, MEIULMHCKAX W3LEIUA U
CTICIMATM3UPOBAHHEIX JIEYEOHBIX TPOAYKTOB B paMKax TrapaHTHMHOrO0 o0beMa OecIiaTHOMH
MEUIMHCKOM MOMOINM U (WIM) B CUCTEME 00S3aTeNBHOTO COLMATFHOTO MEIULMHCKOTO CTPaXOBaHMs




(apmaneBTHUECKHX yCIIyr» ganee - IIpaBuna), a Takke yTBepxkIeHHOM TeHmepHOM mMOKyMeHTamen
KTI'TI «KocTanaiickuii o61acTHOM LeHTp o npodunakrrke u 6opsde co CITHy.

ITo pesynbTaTaM ONEHKHM H CONOCTABJICHHSl MPEICTABJICHHBIX TEHAEPHBLIX 3asIBOK
TennepHasi koMuccus pemuia:

ITo moram Nel, Ne2, Ne3 - mpu3HaTh TeHAEP COCTOSIBIIMMCSI HA OCHOBAHMHM MNYyHKTA 74
IMaparpajga 4 msacrosmmx IIpasua (IloGeauTenr TeHaepa ompeaessieTcsi  Cpeau
NOTEHIHAJIbHBIX IOCTABIIHKOB, TEHJAEPHbIe 3aBKH KOTOPHIX NPH3HAHBI TEHIEPHOI
KOMHCCHEN COOTBETCTBYIOIIMMH yCJOBHSM 00bsiBJieHHs] H TpeGoBaHuAM HacTosiux IIpaBu,
HA OCHOBE HAMMEHBLIIEI0 LEHOBOI0 Mpeaio:KkeHHs. B oTcyTcTBHE KOHKYPEHUHH MO JIOTY MJIH
NpH OTKJIOHEHHH TEHJEPHBIX 3asiBOK KOHKYPEHTOB IO JIOTY NOGeAuTe/IeM TeHepa NMPU3HAETCS
NOTEHUHAJbLHBIA IOCTABIIMK, 4Ybs TEHACPHas 3asBKa MNPH3HAHA TEHJIEPHON KOMHCCHEN
€IHHCTBEHHOH COOTBETCTBYIOIIEH YCJOBHSIM OOBSIBJIEHHST W TpPeOOBAHHMSIM HACTOSIIIMX
IIpaBui).

3aK/11049HTh J0r0BOPA €O CJIEAYIOIIHM NOTEHIHAIbHBIMH MOCTABIIMKAMH:

1) TOO «LabMedTech», r.Hyp-Cynran, paiton Ecus, sxunoit maccus Illy6ap, V. Kemek
bareip, nom 5, BH 200240024719 no moram Nel, Ne2, Ne3 na o6uyro cymmy 1 092 000,00 Tenre
(0aQHMH MHJIJIHOH JeBSIHOCTO JIBe Thic4H) TeHre, 00 THbIH;

IIporokos 06 uTorax TeHAepa 1o 3aKyIlly MeJUIMHCKUX M3AENUN Pa3MECTHTh HAa HHTEPHET-
pecypce opraHu3aTopa 3aKyrma.

OKCHEPTHl HE MPUBJICKAJIHCE.
«3A» —2 (mBa) ronoca; «ITPOTHB» - 0 ronocos; «BO3IEPHKAJICS - 0 roocos.

IIpencenareis TeHIEPHONM KOMUCCUU
e P Kyzembaer M.C.

UneHsl TeHAEPHO KOMUCCHM:

Koitmeivanos T.T.

Cexperaps TEHAEPHOMU KOMUCCHU:

WM Boponkosa XK. [I.



