K 021:2015: 33690000-3 — «/TikapchbKi 3acoou pi3Hi»

Ne

HA3BA

Ojau.BUMIipY

K-c1B

BignoBigHicTh
3a/JaHUM
BHMOTaM

55983-ITporpombinoBwii uac (ITB) IVD, Habip,
aHaJli3 yTBOpeHHs 3TyCTKY

Pena Ymnactud. TpomborniacTuH (3
TOJIOBHOT'O MO3KY KpOJIMKa) J/1s1 BU3HauUeHHs
MpOTPOMOIHOBOTO Yacy.

8 mMs1 Ne 3 B KOMILIEKTI 3 KOHTPOJILHOKO
wia3moro. Ckyazi Habopy: TpPOMOOIIAaCTHH
MIY (1,1-1,2) 8 ma (1 ¢a. 40-80 Bu3H.) - 3
(hakoHy, 1y1a3Ma KOHTPOJIbHA, J1i0(hinbeHO
BUCYIIIeHa, 1 M - 1 duiakoH. 120-

240 BU3HaUeHb B KOMILJIEKTI 3 KOHTPOJIbHOIO
nasMorn. TM «PeHaY»

30

Ha6ip I'moko3a - @ 200 mn «Pimicit»

Hab

T'emorio6iH ( LiaHizHME 3 KanibpaTopom )
2000 M «DimiciT»

Hab

30

JiarHOCTMYHUI MOHOK/IOHA/ILHUM peareHT
aHTU-A 7151 BU3HaYeHHs TPYITU KPOBI JIFOAWHU
3a cucremoro ABO

AHTH-A ([iarHOCTUYHUI MOHOK/IOHAIBHUN
peareHT aHTU-A IgM, ¢sakoH 10 M, TepMiH
npuzaTHocTi 2 poku ) OfHe abo Kibka
aHTUTIJ, 3[aTHUX 3B'A3yBaTUCA 31
crieriiyHMMY aHTUT €HHUMH
JleTepMiHaHTaMU [1JIs1 aHa/li3yBaHHS
KJTiHIYHOTO 3pa3Ka, 100 BUSIBUTH
epuTpoLuTapHi aHturenu rpyrmu A [ABO001]
MeTO0M artoThHailii. 52532 TII1
I'pynorect

bn

25

JiarHOCTUYHWIT MOHOK/IOHA/ILHUM peareHT
aHTU-B 17151 BU3HaueHHs TPyNy KPOBi MIOJUHU
3a cucrtemoro ABO,

AnTH -B ([iarHoCTHYHMI MOHOKJ/IOHA/IEHUH
peareHT aHTU-B /1151 BU3HaueHHs Ipyny KpoBi
JIFOAUHY 3a cuctemMoro ABO(10mi1) TepMiH
npuzaTHocTi 2 poku ) OfHe abo Kibka
aHTUTLJ, 3[aTHUX 3B'A3yBaTUCS 31
crieLiyHMMM aHTUT €HHUMHU
JleTepMiHaHTaMU [1JIs1 aHa/li3yBaHHs
KJTiHIYHOTO 3pa3sKa, 100 BUSBUTH
epuTporuTapHi aHTurenu rpym B [ABO002]
MeTO/0M arjroThHaLil. 52538

III1 I'pynorect

25

JiarHOCTHUHWIT MOHOK/IOHA/ILHUM peareHT
aHTU-/] [/1 BU3HauUeHHs IPyNy KPOBI JIFOJVHU
3a cucremoro Rhesus,

AmnTtH [] (JiarHOCTUUHMI MOHOKJ/IOHATbHUH
peareHT aHTu-[I IgM, dnakon 10 mi, TepmiH
npuatHocTi 2 poku) OpHe abo Kinbka
aHTUTLJ, 3[aTHUX 3B'A3yBaTUCS 31
crieLuiyHUMY aHTUT€HHUMHU
JleTepMiHaHTaMU [1JIs1 aHa/li3yBaHHs
KJIiHIYHOTO 3pa3ka, o6 Buseutu Rh (D)
[RHOO01], epuTporiiTapHAX aHTUTEHIB 3
cucteMu rpym Kposi pesyc-gakrop (Rhesus),
MeTO/0M arJroThHaLil. 52647

25




III1 I'pynorect

A3sodenosn C (TprxoBaHa KpOB, 3a/THIIKH
MHIOUMX 3ac00iB, KUPOBi 3a0py/[HEHHST)

20

Cwmy»xku iHgukaTopHi Ctepuiaan 180/60
Ne1000

IngukaTop crepwiisauiii [y KOHTPOJIIO
rapameTpiB

Crepuii3allis rapssuuM I0BiTpsM

B opniit ynakosui- 1000 inavkaropiB

T

1000

Habip Tec-cMy>KOK z/1st piBHSI T/THOKO3u Ne50
1o I'mokometpa SensoLite Nova Plus

Hab

80

10

Tect-cmy»xku f1o rimrokomeTrpa Neo
TecT-cMy>XKH [/11 BU3SHAUeHHS [/II0OKO3U B
KpoBi Neo Ne50
1) 3aranbHi BUMOTH:

Cucrema NOBUMHHA Bi/ITIOBi/IaTh BUMOraM
cragzgapty EN ISO 15 197:2015 Ta noBuHHa
MaTH eXXeKTOp AJIs1 aBTOMAaTUYHOrO BU/Ia/IEHHS
CMYXXKH. TecT CMy>XKKH MaroTb OyTH
TIpU3HaveHi /11 BAKOPUCTaHHS 3 NIPU/IaJioM
JL/1s1 KiZIbKiCHOIO BUMIpPIOBAHHS PiBHS IJIFOKO3U
B CBDXKIiM KaminspHiM LinbHil KpoBi. Po3mip
3pa3Ka KpoBi MOBHUHEH OyTH He Oisibiiie HiX 0,8
MKJ1. TepMiH npyUaTHOCTI MiC/Is BiJKPUTTS
(bakoHy Mae CKIaJjaTy He MeHILe HiX 5
MicsniB. TecT cMmy»kKKa MOBUHHA MIiCTUTH
tepmeHT-peareHT ['TIOK0300KCHA3a, 1110
B3aEMOJ€ JIMLLIE 3 TJIFOKO3010 KPOBi, TO6TO €
TJIFOK030-crieudiuarM. TecT-cMyKKa
MOBUHHA MiCTUTHU: TJIIOKO30/eTijporeHasa <
25ME, megiatop < 300 mkr. d1akoH MOBUHEH
MIiCTUTH BOJIOrONoOr/IvMHay. JlianasoH
BUMIipIOBaHb Ma€ cKiazaru ot 1,1 no 33,3
MMOJIB/JI. YTIaKOBKa [IOBUHHA MICTUTH He
MeHIIIe 2 ¢JI1aKOHiB 10 25 TeCT CMY’KOK.

Hab

50

11

Tect A/ BusABAeHHA cudinicy, W34-C4P,
Nel «Guangzhou Wondfo Biotech Co., Ltd.»
3arajibHUM TepMiH NMPUJAaTHOCTI: He MeHIlle 24
Mmicsui. ITporeaypa TecTyBaHHS IPOBOUTHCS
nipu Temneparypi 10 — 30 C. Tecr-kacera,
3pa3ok Ta Oydep MatoTh OyTH JOBe/ieHi [0
BKas3aHOoI TemMIiepaTypu.

3pasok [1 aHasli3y: Lii/lbHa KPOB, CUPOBaTKa,
iasMa.

OtpumaHHs pe3sysibTaTis: 15 — 30 XxB.
UyTtnusicts: fopiBHoe 100,00%
Crnieriunictsb: He Hikue 98,00%
30epiraHHs: sK TIpU KiMHaTHil Temrieparypi,
TaK i B yMOBax 1100yTOBOr0 XOIOM/IbHUKA (t
Bif +2 mo +30° C)

TecT — cuctemu MaroTh hopMmar TeCT — KaceTu
Ta KO>KeH TecT Mae OyTH iHAUBiAyaabHO
YKOMITIEKTOBaHHH HEOOXiJHUMHU CK/TaZlOBUMU
[/l TIpOBe/leHHsI TeCTYBaHHS: OZJHOPa30BOk0
niinetkoto, 6ydepom abo HebyJ1010 3
peareHTOM y KOXKHOMY TecTi, cKapudikaTopom
Ta CIIMPTOBOIO CEPBETKOI0, IHCTPYKLIi€r0
YKPaiHCbKOI MOBOIO.

500

12

Tect gns BusaeneHHs Fenatury C (HCV),
WO005-C,
HK 024:2019 30829

1000




Tect ansa BusapieHHa 'enatury C (HCV),
W005-C, Nel
«Guangzhou Wondfoe Biotech Co., Ltd.»

3arasbHUM TepMiH MPUJATHOCTI: He MeHIle 24
Mic

Ipoueaypa TecTyBaHHS IPOBOAUTHCS MIPU
temmneparypi 10 — 30 C. Tecr-kaceTa, 3pa3ok
Ta Oycdep mMaroTh OyTH 0Be/IeHi 10 BKa3aHOI
TeMIlepaTypH.

3pasokK AJid aHasi3y: LiiJibHa BeHO3Ha KpPOB,
KarliJisipHa KpOB, CUPOBATKa, Tj1a3Ma.

OtpumanHs pesysbTaris: 15 — 30 xB.
UyTtnusictb: He HWK4e 99,00%
Crnetudiunicte: He HKue 99,00%

36epiranHs: sk NPy KiMHATHIN TemriepaTypi,
TaK i B yMoBax 1106yTOBOro X010 fU/IbHUKA (t
Big +2 10 +30° C)

TecT — cucteMu MaroTh (popMar TecT — KaceTu
Ta KOXKeH TeCT Mae OyTH iHAUBiAyaIbHO
YKOMITIEKTOBaHHH HeoOXiJHUMH CK/TaZloBUMU
JI7151 TIPOBE/IeHHS TeCTYBaHHS: OIHOPa30BOI0
rninetkoto, 6ydepom abo HebyJ1010 3
peareHTOM y KO>KHOMY TecCTi, ckapuikaTopoM
Ta CIIUPTOBOIO CEPBETKOI0 IHCTPYKILIi€0
YKPaiHCbKOI MOBOIO.

13

Tect pns BusaeneHHs lenatuty B (HBsAg),
WO003-C, HK 024:2019 30830

Tect ansa BusapiieHHa ['enatury B (HBsAg),
W003-C, Nel

«Guangzhou Wondfoe Biotech Co., Ltd.»

3arajJibHUM TepMiH NPUJAaTHOCTI: He MeHIlle 24
Mic

Iporjesypa TecTyBaHHS MPOBOAUTHCS TIPU
Temrieparypi 10 — 30 C. Tecr-Kacera,
3pa3okK Ta Oydep MaroTh OyTH JOBe/ieHi [0
BKas3aHOoI TemMIiepaTypu.

3pas3oK AJis aHasi3y: LiiJibHa BEHO3HA KPOB,
KarisisipHa KpoB, CUpOBarTKa, Tjia3ma.

OtpumaHHs pe3sysibTaTis: 15 — 30 xB.
UyTtnusictb: He HWKUe 99,00%
Cneuudiunicts: He HKue 99,00%

36epiranHs: sk NPy KiMHATHIN TemriepaTypi,
TaK i B yMOBax 1100yTOBOr0 XOIOAMIbHHKA (t
Big +2 10 +30° C)

TecT — cuctemMu MarOTh hopMar TeCT — KaceTu

T

1000




Ta KO)KeH TecT Mae OyTu iHuBiflyansHO
YKOMTIJIEKTOBAHUM HEOOXiTHUMU CK/1aJOBUMU
/151 TIpOBe/leHHsI TeCTYBaHHS: OZJHOPa30BOI0
niinetkoto, 6ydepom abo HebyJ1010 3
peareHTOM y KOXKHOMY TecTi, CKapudikaTopom
Ta CIIMPTOBOKO CEPBETKOIO, IHCTPYKLIi€r0
YKPaiHCbKOK MOBOIO.

14

KomM0iHoOBaHMI TeCT [/isi BUSAB/IeHHS
B1/11/2, renarury C, renatuty B (HBsAg),
renatuty B (HBsAb), cudinicy, W027-C
Koa HK 024:2019

62052

Kom0iHoBaHM TECT /I BUSIB/ICHHSA
B1/11/2, renatury C, renaruty B (HBsAg),
renatury B (HBsAb), cudinicy, W027-C.,
Nel

«Guangzhou Wondfo Biotech Co., Ltd.»

3arayibHUM TepMiH MMPUJATHOCTI: He MeHIe 24
Mic

IIponenypa TecTyBaHHS IPOBOAUTHCS MPU
Temmneparypi 15-30 C.

TecT-KaceTa, 3pa3ok Ta Oydep MaroTh 6yTH
JlOBeJleHi 10 BKa3aHol TemrieparypH.

3pa3oK /i aHasli3y: LiijibHa KPOB, CUPOBAaTKa,
1asMa

OtpumaHHs pe3ysibTaTiB: 15 — 30 xB.

UytnmusocTs TecTy Ha BIJ11/2 nopisaroe 100%
Cnerudiunocts Tecty Ha BIJI nopiBHroe 100%
Uyrmusocts Tecty Ha HCV nopisaroe 100%,
CneuudiuHocts TecTy Ha HCV He Hikue
99,90 %

UyTtauBicTb TecTy Ha renatutT B (HBsAg)
nopiBHioe 100%

Crnierudiunicts Tecti Ha reratut B(HBsAg)
He HKYe 99,90%

Yytmusicts Tecty Ha reratut B (HBsAb) He
Hikue 97,30%

Crnerdiunicts Tecty Ha rematut B(HBsAb)
He HKUe 99,20%

UyTauBiCTb TeCTy JJis1 BUSIBIEeHHS cudinicy
nopieHioe 100,00%

CrieriuHiCTb TECTy [/l BUSIBIEHHS
cudinicy He HIpKue 98,00%

36epiranHs: sIK MMpY KiMHATHIl TemriepaTypi,
TaK i B yMOBax 1oOyTOBOr0 XOIOJUIbHUKA (t
Bij +2 10 +30° C)

TecT — cucremu MarOThb popMar TecT — KaceTu
Ta IHAMBiAyaNbHO YKOMILJIEKTOBaHI
HeoOXiZIHMMH CK/IaJOBUMH /151 TIPOBEIeHHS
TeCTYBaHHS: OZHOPa30BOI0 MiMeTKOIo,
PO3UMHHUKOM Yy O6ydepi abo y HebyJi y
KO)KHOMY callle pa3oM 3 TECTOM;

JIBOMa aBTOMaTUYHUMHU JIaHL|eTaMH Ta IBoMa
CIIMPTOBUMMU CepBeTKaMH, IHCTPYKLIi€t0
YKpPaiHCbKOI MOBOIO.

15

Kom0inoBaHnui Tect A/ia BusB/aeHHs BIJT
(HIV), renaruty C (HCV), renaruty B
(HBsAg), renatury B (HBcAb) Ta cudimicy

T




(Syphilis),

MI-W45,

Kopg HK 024:2019

62052

Kom0inoBanuii Tect A BusBaeHHs BIJT
(HIV), renarury C (HCV), renarury B
(HBsAg), renatuty B (HBcAb) Ta cudinicy
(Syphilis), MI-W45,

Assure Tech. (Hangzhou) Co., Ltd.

3arayibHUM TepMiH MPUJATHOCTI: He MeHIlle 24
Mic

ITpoueaypa TecTyBaHHS ITPOBOAUTHCS TIPU
temmneparypi 15-30 C.

TecT-KaceTa, 3pa3ok Ta Oydep MaroTh 6yTH
JlOBeJleHi 10 BKa3aHol TemriepaTypHu.

3pa3oK i aHasli3y: LiiJibHa KPOB, CUPOBAaTKa,
nasma

OLiHUTH pe3y/bTar TecTy uepe3 15 XBUIKH.

UytmmsocTe TecTy Ha BIJI1/2 nopieHioe 100%
CrnierudiunocTs Tecty Ha BIJI mopiBHioe
99,9%

Uytmusocts Tecty Ha HCV popisHroe 99,80%,
Crnierdiunocts TecTy Ha HCV He Hikue
99,90 %

UytmuBictb TecTy Ha renatuT B (HBsAg)
JopiBHoe 99,90%

Crnierdiunicts Tecti Ha rermatut B(HBsAg)
He HIDKYe 99,90%

UytmmeicTh TecTy Ha renatut B (HBcAb) He
HIKue 96,40%

Crnieriunictsb Tecty Ha renatut B(HBcADb)
He HKue 97,00%

UyTauBiCTb TeCTy JJisl BUSIBIEeHHs cudimicy
JopiBHtoe 99,60%

CrierpiuHiCTb TECTY AJI BUSIBIIEHHS
cudinicy e Hrokue 99,10%

306epiraHHs: sK TIpU KiMHaTHil Temreparypi,
TaK i B yMoBax 1106yTOBOro X0I0fU/IbHUKA (t
Bif +2 1o +30° C)

TecT — cucremu MarOTh popMar TecT — KaceTu
Ta IHAMBiAyasbHO YKOMITJIEKTOBaHI
HeoOXiZIHMMH CK/IaJOBUMH /1S IPOBe/IeHHS
TeCTyBaHHS: OJHOPA30BOI0 MiMeTKO,
PO3UMHHUKOM Y Gydepi abo y Hebyi y
KO>KHOMY callle pa3oM 3 TeCTOM;

JiBOMa aBTOMaTUYHUMHU JIaHL|eTaMU Ta JBoMa
CIIMPTOBUMM CepBeTKaMH, iHCTPYKIIi€to
YKPaiHCBKOI MOBOIO.

OuikyBaHa BapTicTb 215 000,00

MEJUKO-TEXHIYHI BUMOI'A
ToBap MOBHHEH BifNOBiZIaTH MeJUKO - TeXHIYHUM BUMOTaM BKa3aHUM B JlaHill JoKyMeHTallii.

ToBap noBrHeH OyTH HOBUM, Oe3 30BHILIHIX MOIMIKO/KeHb. [Ipy nocTaBLi MOBUHHA [J0/€pP)KyBaTHCh
Li/TiCHICTb OpUTiHA/IBHOT YITaKOBKY 3 HEOOXiIHUMU peKBi3uTaMy BUPOOHHUKA.



Beck ToBap MOBMHEH MaTH iHCTPYKIit0 3 HOro BUKOPUCTAHHS, BUK/IA/IeHy YKPaiHChKOIO MOBOKO Ta
3aTBep/PKeHY HaJle)KHUM YMHOM - yUaCHUK HaJla€ OKYMEHT B CKJIafli TeH/[ePHOI TIPOTO3HIIii

TepMiH rocTauaHHs TOBapy cK/azae He OifbIie, HiXK 5 poOoUMX [HIB 3 HS OTPUMAaHHS 3asiBKU
3aMOBHHKa -yYaCHUK HaJla€ JOKyMEHT B CK/aZi TeHAEPHOI MMPOIMO3HULIii

Bci Bupo6Ow, 1110 MPOMOHYIOTHCS, TIOBUHHI MaTH BifNOBiHI cepTudikaTu sikocTi abo cepTrdikath
Bi/ITIOBiTHOCTI ZiepKaBHOI CUCTeMH cepTHdiKaIlil - yJaCHHUK Ha/la€ JOKYMEHT B CK/IaJi TeHJepHOi
riporo3utiii i (cepTudikaTyl MOBUHHI HaZABATHCS TP TIOCTABLi TOBapy).

IMTocTauajLHUK Ma€ HAZIaTH Tab/MIIIO BiIMOBiTHOCTI MeIMKO-TeXHIYHMM BUMOTaM 3alipOITOHOBAHOTO
TOBapy.

3amnporoHoBaHUi TOBap Mae OyTH /103BOJIEHMH [0 3aCTOCYBaHHS B MeJWUHiM MpakKTHLi Ta 06iry B
YkpaiHi (HagaTy 3aBipeHi Ha/Je)XHUM YMHOM KOTIIii JOKyMEHTIB, fIKi MOCBiAUYIOTH peecTpaLlilo Ta SKiCTh
ToBapy (ceprudikary sikocti, BucHoBKM CEC, CBiJIOLITBO PO ZiepKaBHY PeECTpaIiito TOII0).

YyacHUK BHU3HAUae L[iHA Ha TOBAapW, sIKi BiH MPOMNOHY€E NOCTaBUTH 3a JJoroBopoM, 3 ypaxyBaHHSIM YCiX
CBOIX BUTpAT Ha /IOCTaBKY, CTpaxyBaHHs TOBapy, MoJaTKiB i 300piB, 110 cruiauyoThcst abo MarTh OyTH
CI/IaueHi, yCixX iHIUX BUTpaT.

TepmiH NpUAATHOCTI Ha MOMEHT IIOCTaBKU IIOBHMHEeH CKlajatu He MeHile 80% Bif 3arajsHOro
TepMiHy NIPUJAaTHOCTi, BU3HAUEHOTO BUPOOHUKOM.

YuacHuK 3000B’s13aHUM 3a0e3MeUnTH MOCTAaBKY (ZOCTAaBKY) A0 ABepeli 3aMOBHUKA 3TiIHO 3asBKU.

SIKicTb TOBapiB MOBMHHA Bi/MOBiATH BUMOTraM, BCTAHOB/IEHUM /IO HHOTO 3arajbHOOOO0RB’I3KOBUMH Ha
TepuTopii YKpaiHW HOpPMaMU i TIpaBU/IAMH, i THATBEPAKYBaTUCS CepTH(]iKaTOM SIKOCTi, BiJITOBiAHOCTI,
BUCHOBKOM CaHITapHO-TITi€HIUHOI eKCrepTU3H, TOIIO.

YuacHUK y CKafii TeHAepHOI MpPOMo3ullii MOBMHEH HaJaTH [JOBiAKY MPO TEXHIiuHi, SKICHI Ta iHILI
XapaKTepUCTUKY, CKJIafleHy y [JOBifbHIA ¢opmi (3a BMacHUM MiANMCOM i TeyaTkoro), 10 TOBMHHA
MICTUTHM BHWYEpIHI BiZIOMOCTI WIOLO TeXHIYHMX, fAKICHMX Ta IHIIMM BUMOI [0 TIpeAMeTa 3aKyIliBIi,
BCTaHOB/IEHUM 3aMOBHMKOM, i3 3a3HaueHHSIM Ta HaJ@aHHS y CKJIaJAi TPOMO3ULlii [OKYMEeHTIB, sKi
MiATBEPAKYIOTh Li BUMOTH.

[NocTayaspHUK He Mae rpaBa MocTaBasSTh ToBap 3 HassBHICTIO /leheKTiB Ta Mic/s 3aKiHUeHHsI TePMiHy
JepKaBHOI ~ peecTpalfii. YdYacHWK TIOBMHeH 3a0e3reuyBaTd Ha/leXKHi yMoBM 30epiraHHs Ta
TpaHcropTyBaHHs ToBapy. ToBap, OTpMMaHWI B HeHa/leXHil yIakoBili, Mae OyTH 3aMiHeHUM
MOCTaYaIbHUKOM 3a B/IaCHUM PaXyHOK BIPOJOBX 3-X poOOUMX /HIB 3 aTH MOCTaYaHHsI.

Ha BuMory 3amMoBHHMKa yuaCHUK-KaHAWZAT Ha MEPEMOry TOBHWHeH 0e3KOIITOBHO HA/IaTH 3pa3Ku
3alIpOTIOHOBAHUX TOBApIB J/Is1 MOK/IMBOCTI OL[iHKM X SIKOCTi. Y pasi BUsIBJIEHHS He3a/JOBLIbHOI SIKOCTi
TOBApIB, NPOIO3ULIiSl yYaCHUKA BiAXUIAETHCS.

BpaxoByroun 0cOOMMBICTE [isVTBHOCTI Ta CTAaTyCy 3aMOBHHKA TOPTiB:

[ocraBka 3amMOBJIeHOI NPOAYKLiI NPOBOAUTHCS MalUMM MapTisIMU 3a aJpecor0 3aMOBHMKAa TOPTiB
(mepemaHHsT B PYKM YIOBHOBa)KeHiH 0co0i 3akmany) crelianbHO 00/1aZHAHUM — TPaHCIIOPTOM
[MTocTravyanbHUKA 3 JOTPUMAHHSM CaHITapHO-Tiri€HiYHUX YMOB 30epiraHHs.

[MTocTauaHHS 3aMOBJIEHOT MPOAYKIIil 3/[IICHIOETHCS MPOTAToM 1-3 poboUrX JHIB Bifl Yacy HaZXO/KEHHS
3asIBKM M0CTavYaIbHUKY 3ac00aMu MiChKOTO TesiepOHHOTO ((haKCUMITBHOTO) 3B 3Ky






