IIpoToko. 00 HTOrax 3aKyna cnoco6oM 3ampoca HeHOBBIX npeaioKeHHH
Ha npuoGpeTeHHe TECT CHCTEM ISl OKAa3aHHs rapaHTHPOBAHHOIO oObema OecIIaTHOH
meaunanckoii nomomn B TKKII «O61acTHO# HEHTP KPOBH»

r.Akray

28.01.2019 roaa

B 14:00 yacos 23 suBaps 2019 roxa mpousseseHa npoLeaypa BCKPBITHS KOHBEPTOB ¢ 3assBKaMH

1o 3axyty obbsaBiaenHsM 16.01.2019 rona crocoGOM 3ampoca LEHOBBIX NPeIOKEeHHH npHoOpeTeHHE

TECT CHUCTEM MJId OKa3aHHA FapaHTHpOBaHHOFO obrema GecIuiaTHOM MCHHHI/IHCKOH MOMOIIH, I10

anpecy:

r.Akray, 34A MKp., 31aHH€ LIEHTP KPOBH.

1. KoHBepTHI B 3alie4aTaHHOM BH/E C LIEHOBBIMH MPEIONKEHUAMH HIDKECIIE MY FOLINX
[IOTEHIHAIBHBIX TIOCTABIIMKOB ObUIH NPeICTaBIeHbl CBOSBPEMEHHO, 110 HCTEHEHHA
OKOHYATEJIBHOTO CPOKa YKa3aHHbIE Ha BeO-caiTe NpeanpHATHs «ock.mangystau.kz»

KOHTPOJIb,

Ne3 - [ToBep. BupycCy renarura B
KadeCTBEHHBIH, KaIuOpaTopsl

Ne 4 - TIoBepXHOCTHBIH a/T BUPYCY
remnatuta B KOHTpOIH

Ne 5 - [ToBepx. BUpyCy rematuta B wit
KadecTBeHHBIH TecT , peareHT 100,

Ne 6 - BUU Kom60 kanubparop,

Ne 7 - BUU KoM00 KOHTpOJIb,

Ne 8 — BUY kom6Go peareHT 100 TecToB,
Ne 9 - Cudunuc xanuoparop ,

Ne 10 - Cudunuc KOHTPOIH,

Ne 11 — Cudwmc pearenT 100 TecToB,
Ne 12 - PactBop Tpurepa,

Ne 13- Pactsop IIpe-Tpurepa,

Ne 14 - TTpomsiBo4HBIH Oy dep,

Ne 15 - TIpenoxpaHUTe/IbHbIE KPBILIETKH
Septums

Ne | HaumeHOBaH Howmep J10Ta,HaMMEHOBaHHE TOBapa Opunudeckuii anpec Bpems
wn ue MOCTaBIIKKa NpeaCTaBIeHA
MoCTaBIIMKa 5 TI0
KypaHalry
1 TOO Ne 1 - AnTHTena K BUpycy remaruta C I'.AcTtaHa, 21.01.2019
«MenuuuHa- | Kanuoparop, y1.M.JKaHropKbI3bl, 14:00
OeMi» Ne2 - Aurutena k Bupycy renatuta C oM 21

2. Kpatkoe olycaHue H LieHa 3aKylaeMbIX TOBapoB, HX TOPTOBOC HaWMEHOBaHHME,
hapMaLEeBTHYECKHX YCITyT-TIPHIAraeTes MpOTOKOIY 00 urorax.

3. PaccMoOTpeB MpeaCTaBlIeHHbIE [IEHOBBIE NPEUIOXKCHUA TToCTaBIIKKOB,
PELIMJT:
3.1.TTo notam Ne 1, Ne2, Ne3, Ned, NeS, Ne6, Ne7, Ne8, Ne9, Ne10, Nell, Nel2, Ne13, Ne 14, Ne 15

— npusHathb nobeaurenem TOO «MeauIuHa-OneMi», Tak Kak ObLT IPe/ICTaBIeH KOHBEPT C

OJHHMM LIEHOBBIM MPEAJIOKCHHEM.

JMupextop I'KKII «O6.1acTHO# EHTP KPOBH
MaHrucTayckoro 06,1acTHOro

Yupas/ieHns 31paBOOXpaHEeHHS

72

, _Capcamanues P.B.

V01HOMOY€EHHBIH NPeICTABHTEIb

OpraHu3aTopa 3aKylnokK,
Memnemxep no roc.3aKynKam

pat

Bapavibaesa H./L




Tpunoscenue k npomokony umozos om 23.01.2019

2.

Ne
J0Ta

HanmeHoBaHHE TOBapOB

OnucaHHe TOBapa

Ea.uzm

Koua-Bo

BbiaesienHas
cymMMma a8
3aKYIOK 32 el.

AHTHTENA K BUPYCY
renaruta C kanmubparop

Kami6patop ARCHITECT Anti-HCV
Calibrator ucnons3yercs s
kamm6poku cuctembl ARCHITECT i
System IpH KaueCTBEHHOM
OMNpe/IeNeHHH aHTHTEN K BUPYCY
renatuta C (auTu-HCV) B CBIBOPOTKE M
ia3me KpoBH dYesioBeka. 1 daxoH (4
mi) ¢ kanmubpatopom ARCHITECT Antid
HCV Calibrator B pexaIbIIMHHPOBAHHOH
1a3Me KPOBH YeNloBeKa
(MHaKTHBHPOBAHHOM ), PEAKTUBHOM Ha
aHTH-HCV. KoHcepBaHT: a3uz HaTpHs.
JIo MCTIONb30BaHKA NepeMelnaiTe
kamubparop ARCHITECT Anti-HCV,
aKKypaTHO IepeBopaurBas (GrakoH.

ymaKkoBKa

TOO
"MeaHUHHA-
Aaemi"”

57760

57760

AHTHTENA K BUPYCY
renaruTa C KOHTPOJIb

Koutpomu ARCHITECT Anti-HCV
Controls HCTIONB3YIOTCA /1S TPOBEPKH
xamn6Gposku cuctemsl ARCHITECT i
System rpu Ka4ECTBEHHOM
OTpE/IENIEHUH AHTHTEN K BUPYCY
renatuta C (autu-HCV) B CBIBOPOTKE H
T1a3Me KpOBH 4esioBeka. 2 ¢akoHa (8
M1 Kaxbii) kontponeii ARCHITECT
Anti-HCV B pexaIblIMHUPOBAHHOH
I1a3M€ KPOBH 4E0BEKa
(MHAKTUBUPOBAHHOM). [T0OXHUTETbHBIH
KOHTpOJIb peakTHBeH Ha aHTH-HCV.
Tlepen ynoTpebieHUEM KOHTPOIH
ARCHITECT Axtu-HCV Heobxonumo
nepeMelaTh, akKKypaTHO Bpaiuas
¢axonsl. KOHCEPBAHT: a3k HATPHUSL.

yrnakoBKa

82080

82080

IMoBep. BupyCy remarura
B xauecTBEHHBIH,
KanuOpaTopsl

Kamubparope: ARCHITECT HBsAg
Qualitative Calibrators npenHa3Ha49€HsI
s kanubposku cuctembl ARCHITECT
i System npH Ka4eCTBEHHOM
OIpe/IeNeHHH U MIOATBEPHKICHUH
HaJIHYHsi [TOBEPXHOCTHOTO AHTHT€HA
Bupyca renatuta B (HBsAg) B
CHIBOPOTKE H IUTa3Me KPOBH YEJIOBEKA C
HCTIO/Ib30BAHHEM TECT-CHCTEM
ARCHITECT HBsAg Qualitative. 2
(naxona (1o 4,0 M) kanmubpaTopos
ARCHITECT HBsAg Qualitative.
Kanubparop 1 conepxut
WHAKTUBHPOBAHHBIH OYHIIEHHbIA
HBsAg uenoeka (moarun ad) B
dochatHoM Gydepe ¢ Obrubeit 1
YEJI0BEYECKOM MIa3MOi KPOBH,
peaxtuBHOI Ha HBSAg u He
peaktuBHO#M Ha HIV-1 RNA umm HIV-1
Ag, autu-HIV-1/HIV-2 1 antu-HCV.
Kanu6parop 2 conepxut GocharHbiii
Gydep ¢ Obrubeif 1 yenIoBEUECKOH
U1a3MO¥ KPOBH, HE PEaKTUBHOH Ha
HBsAg, HIV-1 RNA wm HIV-1 Ag,
anTu-HIV-1/HIV-2 1 autu-HCV.
Koncepaautst: ProClin 300 u ProClin
950. B anamuse ARCHITECT HBsAg
Qualitative kamibpatopsi 1 1 2
HCTIONB3YIOTCS JUIS OLEHKH
NPaBHJIBHOCTH KaNMMOPOBKH U JUTs
pacyeTa MOporoBOro 3HaYEHHUs TECTa.

yrakoBKa

82080

82080




INoBepXHOCTHBIH a/T
BHpYyCy rematuta B
KOHTPOJIH

Kontpou ARCHITECT HBsAg
Qualitative Controls mpeiHa3HaueHbI
JUISL OLIEHKH BOCITPOH3BOJIHMOCTH TECTA
H BBISBJICHUS CHCTEMHBIX
AHATMTHIECKHX OTKJIOHEHUH
anaym3satopa ARCHITECT i System
TIPH Ka4ECTBEHHOM ONpENENCHHH H
TONTBEPXKICHUH HAJTHYHs
MOBEPXHOCTHOIO AHTHI€Ha BUPYCa
renatuta B (HBsAg) B CbIBOpOTKE H
I1a3Me KPOBH 4eJIoBeKa C
HCIIONIE30BAHHEM TECT-CHCTEM
ARCHITECT HBsAg Qualitative. 2
(naxoHa (o 8,0 M KaXbIH)
konTpone#t ARCHITECT HBsAg
Qualitative: OTpHIIaTEbHBIN KOHTPOTH
4 [ToNI0XKHUTENBHBIH KOHTPOJB).
OTpHLaTeNbHBIH KOHTPOb
TIPUTOTOBJIEH B PEKATBLIMHHPOBAHHOM
TTa3Me KPOBH Ue/I0BEKa; He PEaKTHBEH
Ha HBsAg. TTonoxuTebHbIHi KOHTPOMb
CONEPKUT HHAKTMBUPOBAHHBIN
ounineHHbI HBsAg dyenoseka
(moxunsl ad/ay) B pocdaTHoM Oydepe
¢ GbIdbelf H YEI0BEYECKOH MIa3MOi
KpoBH, peakTHBHOM Ha HBsAg.
KoncepsanTsr: ProClin 300 1 ProClin
950.

yMakoBKa

82080

82080

IMoBepx. BUpycCy remarura
B juis xauecTBEHHBIN
TecT , peareHt 100

Anamu3 ARCHITECT HBsAg
Qualitative sBsteTcs
XEMHITIOMHHECIIEHTHBIM
HMMMYHOHAJIH30M Ha MHKPOYaCTHIIAX
(XHAM) st Ka4eCTBEHHOTO
OINpe/IeIeHUs TOBEPXHOCTHOTO
aHTHreHa Bupyca renatuta B (HBsAg) B
CHIBOPOTKE M TIa3Me KPOBH YeJIOBeKa.
MukpouacTuusr: 1 wiu 4 dnakona (no
6,6 mn1 ¢maxon st 100 TecTos/27,0 M
¢naxon 1 500 TeCTOB) MHKPOYACTHII,
CEeHCHOMTH3MPOBAHHBIX AHTUTEIAMH K
HBs (MbIIMHbIE, MOHOKJIOHAIBHBIE,
IgM, IgG) B8 MEC 6ydepe ¢
MIPOTEHHOBBIMH CTAOHITH3ATOPAMH.
MunumansHas koHUeHTpaims: 0,0675%
TBepabIX BeinecTs. KoHcepsanT: ProClin
300. Konsrorat: 1 wmu 4 dnakona (5,9
i Ha 100 TecTo/26,3 mn Ha 500
TECTOB) KOHbIOraTa: aHTH-HBs (K03bH,
IgG) aKpHAHH-MEUeHBIH KOHBIOTAT B
MEC 6y¢epe ¢ mpOTEHHOBBIMU
cTabummzaTtopamu (ObIYBHMH WIIH H3
I1a3Mbl KPOBH 4€JIOBEKa, HE
peakTuBHO# Ha HBsAg, HIV-1 RNA
i HIV-1 Ag, antu-HIV-1/HIV-2 u
autH-HCV). MunnmansHas
KOHUeHTpaust: 0,25 MKr/miL.
Koncepsant: ProClin 300. Pa36asutens
obpasua: 1 dmakos (100 M) pyusoro
pas6asutenss ARCHITECT HBsAg
Manual Diluent, conepxatero
PeKaIbLIMHUPOBAHHYIO IU1a3My KPOBH
4e/IoBeKa, He peakTHBHYI0 Ha HBsAg,

yMakoBKa

50

72960

72960




BHY Kom6o xamubparop

Kami6parop ARCHITECT HIV Ag/Ab
Combo npenHa3HayeH Ui KaTHOPOBKH
cucrembl ARCHITECT i npu
OJIHOBPEMEHHOM Ka4EeCTBEHHOM
onpenenenuy anTHreHa HIV p24 u
AHTHTEN K BUPYCY HMMyHOAEHIMTA
genoBeka THnoB 1 wwm 2 (HIV-1/HIV-
2) B CBIBOPOTKE WJIH TLIa3Me KPOBH
yenoBeka. J{OnoHUTEbHAS
HH(OPMAaLHs HAXOIUTCS BO BKJIAbIIIE
k pearenTy ARCHITECT HIV Ag/Ab
Combo. 1 pnakon (4 M) kanubpatopa
1 ARCHITECT HIV Ag/Ab Combo:
oumeHHbIH HIV BUpyCHBIH H3aT B
TPHC 6ydepe (Ha ocHOBe
(u3pacTBOpa) C MPOTEHHOBBIM
(6brabHM) cTAOHITH3ATOPOM.
KoucepsaHT: asux Hatpus. s
obecneueHus He0OX0 MmO
YyBCTBHUTEIBHOCTH K aHTHreHy HIV-1
p24 Ha ypoBHe < 50 nr/ma
KOHIIeHTpals anTurena HIV-1 p24 B
kxamubparope ARCHITECT HIV Ag/Ab
Combo COOTHECEHa C MEX/TyHaPOAHON
CTaHJapPTHOM NaHensio Agence
francaise de securite sanitaire des
produits de sante (AFSSAPS).

yrnakoBKa

82080

82080

BHY Kom60 koHTpOIH

Kortpomt ARCHITECT HIV Ag/Ab
Combo npenHa3HaY€Hs! JUIS OLEHKH
BOCTIPOM3BOIMMOCTH TeCTa H
BbIABJICHHS CHCTEMATHYECKHX
AHATMTHYECKHX OTKJIOHEHHH CHCTEMbI
ARCHITECT i npu 0/IHOBpeMEHHOM
KaueCTBEHHOM ONPE/E/ICHHH aHTHI€Ha
HIV p24 u anTHTEN K BUpPYCY
MMMYHO/IeQHIIMTA YeIoBeKa THIIOB |
w/wm 2 (HIV-1/HIV-2) B ChIBOPOTKE K
na3mMe KpoBH YesoBeka. 4 pakoHa (mo
8 mu1) kouTponeit ARCHITECT HIV
Ag/Ab Combo: HeraTuBHsI# KOHTPOIB,
IMo3uTHBHBIN KOHTPOS | U
TTo3UTHBHBIH KOHTPOJIB 2
TIPHTOTOBJIEHBI B PEKAJIBLIMHUPOBAHHOMH
na3Me KpoBH uenoBeka. HeraTusHbiit
KOHTpOJb He peakTBeH Ha HBsAg, HIV:
1 Ag wm HIV-1 RNA, ant-HCV 1
anTu-HIV-1/HIV-2. [To3uTHBHbIH
KOHTpOJb 1 (WHaKTHBHPOBAHHBINH)
peakTHBeH Ha aHTH-HIV-1 u He
peaxtuBeH Ha HBsAg, HIV-1 Ag umu
HIV-1 RNA u autu-HCV. TTo3uTuBHbIH
KOHTPOJIb 2 (MHaKTHBHPOBAHHBII)
peaxTHBeH Ha aHTH-HIV-2 u He
peaxTuBeH Ha HBsAg, HIV-1 Ag unu
HIV-1 RNA u autu-HCV. TTo3utusHbIi
KOHTPOJIb 3 SABJIAETCS OYMILIEHHBIM
BHUPYCHBIM Jtu3aToM HIV,
MIPHIOTOBJIEHHBIM B pacTBope TPHUC
6ydepa Ha ocHOBe duspacTBOpa ¢
MIPOTEHHOBBIM (OBITBUM)
crabumisatopom. KoHcepsaHT s Beex

yIaKkoBKa

82080

82080




BPFIKOMﬁopemeHTlOO
TECTOB

ARCHITECT HIV Ag/Ab Combo —
XEMUTIOMHHECLIEHTHBIA
HMMMYHHOAQHAJTH3 Ha MUKPOYaCTHLIAX
(XUAM) st Ka4ECTBEHHOTO
onpenenenus anturena HIV p24 u
AHTHTEN K BUPYCY HMMYHHONE(ULIMTA
genoseka Tuna 1 wum 2 (HIV-1/HIV-
2) B CHIBOPOTKE WJIH [/1a3Me KPOBH
uenoseka. ARCHITECT HIV Ag/Ab
Combo MOXET MPUMEHSTHCS KaK
BCTIOMOTATE/BHbIH METON MPH
NOCTaHOBKe AuarHo3a nudexiu HIV-
1/HIV-2 u xak metoz BoisBnenus HIV
IIpH IPOBEPKE KPOBH M ILIa3MbI
nonopos. ARCHITECT HIV Ag/Ab
Combo He N03BONIAET YTOYHUTE, KaKOH
U3 TIEPEUHCIEHHBIX MaPKEPOB BbISBJIEH:
anTHreH p24 wm antuTena k HIV-1 wm
HIV-2. MukpoyacTuis!: 1 wiu 4
¢nakona (6,6 M1 Bo (naxore Ha 100
anamu308/27 M1 Bo ¢akore Ha 500
aHAJM30B) MHUKPOYACTHIL
MHKpO9aCTHIIBI,
CEeHCHOUTM3MPOBAHHBIC AHTHICHOM
BUU-1/BUY-2 (pexOMOHHAHTHBIM) H
AHTUTENaMHM K aHTUreHY p24 (MBIIIHHbIE
MOHOKJIOHAJIbHBIE), B 3a0y(epeHHOM
¢uspactsope ¢ TRIS. MunnmanbHas
koHueHTpaims: 0,07%. KoHcepBaHT:
a3un Hatpust. Kowsiorat: | wm 4
¢naxona (5,9 w1 Bo dnakone Ha 100
aHam308/26,3 M1 Bo ¢nakoHe Ha 500
aHATM30B) KOHbIOrata: MeueHsie
akpumuHOM aHTHreHsl BUU-1

30

105640

105640

Cudunuc xamubparop

Kami6patop ARCHITECTO Syphilis
TP npesHa3sHadeH /Ut KaTHOPOBKM
cuctemsl ARCHITECT i ripu ee
HCTO/B30BAHHH I KaUECTBEHHOTO
onpenenenus anturen k Treponema
pallidum (TP) B CbIBOPOTKE WM I1a3Me
KpoBH YesioBeka. 1 drakoH (4 M)
xanu6paropa ARCHITECT Syphilis TP,
MPUrOTOBJICHHOIO Ha OCHOBE
peKabLIHQUIHPOBAHHOM [U1a3MbI KPOBH
4enoBeKa (MHAKTHBHPOBAHHOM ),
PEaKTHBHO! Ha aHTH-TP
HepeakTHBHOM Ha anTH-HCV, HBsAg,
PHK BHUY umm antured BUU-1 u
antutena k BUU-1/BUY-2.
KoHcepBaHThI: a3u/l HATPHS U Apyrye
MPOTHBOMHMKPOOHBIE BELIECTBA.

82080

82080




Cu¢mnuc KOHTPOIU

Kontpomu ARCHITECTO Syphilis TP
Tpe/iHa3HaYeHbI JUIs Bepu(HKaLmH
xanmu6posky cuctembl ARCHITECT i
TPH €€ UCTIONb30BAHHMH JUTS
Ka4YeCTBEHHOTO ONpE/E/ICHHUS aHTHTEN K
Treponema pallidum (TP) B chiBOpOTKE
MM TUIa3Me KPOBH YenoBeka. 2 rakoHa
(ro 6 mn1) konTpone#t ARCHITECT
Syphilis TP. KOHTPO/IH MPHrOTOBIEHBI
Ha OCHOBE PEKaJIbIH(HUIIMPOBAHHON
I1a3MBI KDOBH UEIOBEKA
(MHAKTUBUPOBAHHOM). OTpHIIATETLHBIA
KOHTPOJIb HEPEAKTHBEH Ha aHTH-TP,
antu-HCV, HBsAg, PHK BUY win
antured BUU-1 u anturena k BUY-
1/BAY-2. [T0oN0XKUTETbHBIHA KOHTPOJB
PEaKTHBEH Ha aHTH-TP ¥ HEpeaKTHBEH
na antu-HCV, HBsAg, PHK BUY wm
antured BUU-1 u antutena k BUU-
1/BHU-2. KOHCepBaHTHI: a3k HATPHs H
JpyrHe IPOTHBOMHKPOOHBIE BEIIECTBA.

yIakoBKa

82080

82080

11

Cucunuc pearent 100
TECTOB

ARCHITECT Syphilis TP npenctasaser
coboit TecT-cHCTEMY IS
Ka4ueCTBEHHOTO OMNPENIE/ICHUS aHTUTEN K
Treponema pallidum (TP) B ceiBOpOTKE
WM TJIa3Me KPOBH YeJIoBEKa METOLOM
XEMUJTIOMHHHCIIEHTHOrO
HMMYHOAQHA/IH3a HA MHKPOYaCTHLIAX
(XUAM). [TaHHbIH TECT MpeAHA3HAYEH
JUIsL JMArHOCTHKH CHHmca.
YyBCTBUTENBHOCT aHAM3a
ARCHITECT Syphilis TP cocTasuna
>99,0% nipu aHanu3e 00pa3LoB.
Crnemmduunocts anamza ARCHITECT
Syphilis TP coctasmna 299,0% mis
06pa3IioB CHIBOPOTKH H IU1a3MbI KPOBH.
BoCnpou3BOAMMOCTb PE3ybTATOB
ananmusa ARCHITECT Syphilis TP
TIONIOKUTETBHOTO KOHTPOJIS COCTABISAET
£15%. MUHHMaIbHAs KOHLIEHTPALMS
mukpodactuil: 0,08% mo cyxomy
ocTaTKy. MHHHMAaJIbHAs KOHLIEHTPALHMS
KOHBIOraT: aHTU-1gG — 26,6 Hr/MJ1, aHTH-
IgM — 1,34 ur/mn.

yraKkoBKa

30

139 080

139080

12

PacrBop Tpurepa

TpenHa3sHaueH /Ui HHALMALHH
PpeaKIMy XeMHTIIOMHHECLIEHLIMH
MOJIEKYJION aKpHAuHHyMa. PcTBOp
Tpurrepa COCTOMT U3
6unucTIMpoaHHoH Bok! (99,6%),
COZIEPXKALIEH MMIPOKCH/I HATPHSA B
koHueHTpauwmH 1,4% ( o macce).

yrakoBKa

32680

32680

13

Pacrsop I1pe-Tpurepa

ITpenHa3HaveH Uist OTIICTUICHUS
aKpUIMHOBOW METKH OT KOMILIEKCa
aHTHreH-aHTHTENO. PacTBop mpe-
TPUITEPA COCTOMT U3
6umMCTHILTHpOBaHHOM BBl (99,88%),

caner neii ner ROIONDOIA B

yIakoBKa

72200

72200

14

ITpombIBOuHBIH Oydep

TpomsiBatoimmit Gydep (Wash Buffer
(1Lx4) for 920 test) [IpennasnageH s
MPOMBIBKH PabOYMX EMKOCTEH, S4EEK H
COeIMHHUTENBHBIX TPYOOK aHamM3aTOpa.
TpomsiBatounii 6yep npenctasiset
co6o#t conesoit pacTBop pochaTHOro
6ydepa. KoHCepBaHTHI aHTHMHKPOOHBIE
areHThl. XPaHUTb [P TEMITEpaType 2-
8C

ynakoBKa

31920

31920




IIpe0XpaHHTENbHBIE Pacxozmelii Matepuan (Septums) YNaKoBKa 2 30400

KpHIIedKH Septums TIPE/IOXPAHHTENBHBIE KPILICUKH
Septums B kopo6ke 200 wrt. Kpbiky

30400

JlupexTop )77 Capcamaunes P.B.




