33690000-3 Jlikapcbki 3aco0u pizHi (JIabopaTopHi peakTUBH 1J151 00CTEKEHHS
MALIEHTIB i3 3aXBOPIOBAHHAMHU HUPOK, 2 JIOTH)

1. OOrpyHTYBAHHA TeXHIYHHUX Ta SAKICHUX XAPAKTEPHCTHK NpeaMera
3AKVIIIBJI* *;

Jlotr 1 - 33696500-0 JlabopaTopHi peakTuBM - PeakTuBH A8 OUIHKH BMicTy 3aii3a
KPOBI - 5 HaliMeHYBaHb:

HalimenyBaHHs 1 - ®eputnn 2 CP, abo exBiBaneHT (53718 ®eputun IVD (miarHoctuka in
vitro), HaGip, HedenomeTpuaHni/ TypOiAMMETpUYHNN aHami3) - 64 wT.

Cneuyianvhi sumoeu.:

Pearent noBuHeH OyTH rOTOBUH 10 BUKOPHUCTaHHS.

o cknagy mae Bxoautu: R1: riinunoBuii 6ydep; R2: cycnensis natekcy. O0’eM peareHry:
R1-14 ma, R2 — 10 ML

[ToBunH1 OyTH amanrtoBaHi ajisg poOOTHM Ha OioximiuHOoMy aHaimizatopi Pentra C400, a6o
€KBIBaJICHT.

HaiimenyBanHs 2 - 3amizo CP, a6o exBiBaneHT (54758 3amnizo IVD (miarmoctuka in vitro),
HaOIp, ceKTpodOTOMETPUIHHUN aHami3) - 24 1IT.

Cneuianvhi sumoau.

PearenT moBuHeH OyTH IOTOBUIA 0 BUKOPUCTAHHS.

Ho cknagy mae Bxoguth: R1: TioceuoBuna - 120 mmounb/i; R2: TiocedoBuna - 120 MMOB/I1.
0O6’em pearenty: R1 — 60 mi., R2 — 20 M.

[ToBunH1 OyTH ajganToBaHi [uii poOoTH Ha OloxiMiuHOMY aHamizatopi Pentra C400, a6o
€KBIBaJICHT.

HalimenyBaHHs 3 - Tpaunchepun CP, a6o eksiBanent (59041 Tpaucdhepun [VD (miarHoctrka
in vitro), HaOip, HedeToMeTpUUHUI/ TYypOIAMMETPUYHMN aHaMi3) - 64 mT.

CneuianvHi eumoau.

PeareHt nmoBuHeH OyTH TOTOBUIl 10 BUKOPUCTAHHS.

Ho cxmany mae Bxogutu: R1: NaCl - 180 mmomns/m; R2: NaCl - 300 mmonbe/n. O6’em
pearenty: R1 —28 mi, R2 — 6 mu.

IToBuHH1 OyTH amanrtoBaHi /s poOoTH Ha OloxiMiyHOMY aHamizatopi Pentra C400, abo
€KBIBaJICHT.

HaliMenyBaHHsa 4 - Kamibpatop SP, a6o ekBiBaneHT (54977 IMmyHornoOymiH A, aHTHTIIA
(anTu-IgA) IVD (miarHoctuka in vitro ), kamiOpartop) - 2 Habopwu.

Cneyianvbhi eumocu.

Pearent noBuHeH OyTu roTOBHI 10 BUKOPUCTaHHSL.

Ha0ip moBuHeH ckiaaaTuch 3 S5 (yakoHiB mo 1 mul.

KoxeH ¢1akoH TOBUHEH MaTH Pi3HY KOHIIEHTPALIIIO.

IToBuHHI OyTHM ajanToBaHi Ui poboTH Ha OloxiMiyHOMYy aHaimizaTopi Pentra, a0o
€KBiBaJICHT.



HaliMenyBaHHa 5 -  KamiOpatop ®eputun, abo ekBiBaneHTt (41927 ®eputun VD
(miarHocTuka in vitro ), kanibpartop) - 2 Habopu.

Cneyianvhi eumocu.

Pearent noBuHeH OyTH rOTOBHI 10 BUKOPUCTAHHSL.

Ha0ip moBuHeH ckiaaaTuch 3 4 (yakoHiB mo 1 mul.

IToBuHHI OyTH amanToBaHi Jyisi pOOOTH Ha aBTOMAaTHYHOMY O10XiIMIYHOMY aHaji3aTopi cepil
Pentra, abo exBiBaJIeHT.

Jlor 2 - 33696500-0 Jlagopatopni peakTuBuH - PeakTuBHM /i1 TpPOBeJeHHs
iMYHOJIOTiYHMX T0CJIiI2KeHD - 7 HAlIMEeHYBaHb:

HaiimenyBanHsa | - Tecr-kacera ans BusHaueHHs cudimicy (51788 Treponema pallidum,
anturenu [VD (niarHoctuka in vitro), HaGip, iMyHoxpomatorpadiunuii tect (1XT)) - 54 Habopis.

CneuianvHi eumoau.

Cxman Habopy: 30 okpeMoO yrmakoBaHUX TECTiB, OJHOPa30Bi mineTku; 2 Quakonu O0ydepy,
noctatHbo i 30 TectiB, 1 BKJIAIUII 1HCTPYKIII.

[loBuHeHn OyTH mNpU3HAYEHMM IS IIBUJKOIO XpoOMaTOrpa(iuHOro iMyHOaHami3y U
sxicHoro Bu3HaueHHs aHTUTUI (IgG Ta IgM) no Treponema pallidum y 3pa3kax wLiIbHOI KpOBI,
CHPOBATKH Ta IJIa3MH.

BinHocHa TOYHICTH KaceTu IJis BU3HAYCHHs cu(imicy (IibHA KpPOB/ CHpOBaTKa/IIa3Ma)
MOBUHHA CTAHOBUTH > 99.9 %, BimHOCHA 4y TIUBICTh: > 99.9%, BigHOCHA crienudiuHicTh: > 99.7%,
TOYHICTB: > 99.8%.

HaliMeHyBaHHA 2 - Habip must BusHauenHs renatuty B, HBs antureny (48319 Bipyc
renatuty B, moBepxHeBuii anturen [VD (miarnoctuka in vitro), HaOip, iMyHO(epMeHTHUN aHaIi3
(I®A)) - 35 nabopis.

CneyianvbHi sumozu.

Habip moBuHeH OyTH mNpHU3HAYEHUN [UIsI OJHOETAITHOTO BHU3HAYCHHS ITOBEPXHEBOTO
aHTureHa renatuty B a6o HBsAg y nna3mi Ta cupoBaTiii JitoquHu MeTofoM [DA.

[IpusHaueHuit 1as CKPUHIHTY, 31aTHUI BUABIATH MyTanii HBsAg.

Kinbkicte Tecri: 96.

Cknag Habopy:

1. Mikporutanmrer: 12 cMyXok 1o 8 IyHOK, HokpuTux aHTru-HBsAg, adinHo ounimeHumu
MUIIAYUMH MOHOKJIOHAJTbHUMHU aHTHTUIAMH, crieNuDIdHUME U1 AeTepMiHaHT “a”, “y” ta “d”, i
3areyaTaHi y MillI€4OK 3 OCYIIyBadeM.

2. HeratuBHuii KOHTpOJb: 1x2 M1/ yiakoH.

3. [To3utuBHUN KOHTPOJB: 1X2 M/ dIakoH.

4. Kanibpatop: 1 ¢nakon (aiodinizoBaHuit).

5. Konnentpar Oydepy ans mpomuBanus: 1x60 mu/musimky. 20-KpaTHHI KOHIICHTPOBAHHI
PO3YHH.

6. PozunnHuk ¢epmeHTHOro Kou’torary: 1x16 mur)/daakoH. ['oToBHil 10 BUKOPHUCTaHHS
PO3YUH POKEBO-YEPBOHOT'O KOJIHOPY.

7. ®epmenTHHi KoH roraT: 1x0,8 mi/daakoH. 20X KOHIIECHTPOBAHHUI pearcHT.

8. Xpomoren/cyocrpat: 1 x 25 Ma/nasmiky.

9. Cipuana kucnora: 1x15 mu/mismka. Mictuts 0,3 M po3unn H2SO4.

10. YurineHioBanpHa (onbra 1Js TUlaHmera X 2 IiT.

AmnanitnyHa yyTnuBicTh: He ripmre sk 0,1 BOO3 MO/mn HBsAg.



Hiarnoctuyna crenudivHicTs: He ripme sk 100%.

HaiimenyBanHs 3 - HalGip mis BusHadenHs antutin renatut C (48365 Bipyc rematuty C,
3aranpHi aHTuTIa VD (miarHocTtka in vitro), Habip, imyHodepmenTHuit anamiz (I®A)) - 35
Ha0OopiB.

Cneuianvhi gumocu.:

Habip nmoBuHeH OyTu mpHU3HAYEHHUN I BU3HAUCHHS aHTHUTLI 10 BipycHoro rematuty C y
MJ1a3Mi Ta CUpOBaTIIi JIOAMHU MeTooM [DA.

Kinbkicts TectiB: 96.

Cxuman Habopy:

1. Mikponnanmier: 12 cTpunis 1o 8§ JIyHOK.

2. HeraTuBHMI KOHTPOJb: 1X2 M/ prakoH.

3. Ilo3uTHBHUHA KOHTPOJb: 1X2 M/ (nakoH.

4. KamiGpatop: 1 dnakoH (J1iodis1i30BaHMi).

5. Konnenrpat Oydepy st mpomuBanHs: 1xX60 mur/uismky. 20-KpaTHHE KOHIICHTPOBAHHM
PO3YUH.

6. ®depmenTHMi KoH’toraT: 1x16 mi/¢makoH. ['oTOBHMH 110 BHMKOpPHCTaHHSI pPEareHT 3
MapKyBaHHSIM PO’KEBOI0/4EPBOHOI0 KOJIbOPY.

7. Xpomoren/cyoctpat: 1x16 mur/paakon. ['oToBHit 10 BUKOPUCTAHHS KOMIIOHEHT. M

8. PozunHHuK ns anamizy: 1x8 mur/duakoH.

9. Cipuana kucnota: 1x15 mu/msmky. Mictuts 0,3 M pozunn H2SO4.

10. Po3unHHUK 1715 3pas3kiB: 1x50 Mu/muisiky.

11. I[ToxkpuBHa (honpra 1s miianmera X 2 miT.

TounicTh NOBMHHA OYyTH PO3paxOBaHa HE MEHII SIK Ha JIBOX 3pa3KaX, OJIHOMY HEraTUBHOMY
Ta OJIHOMY HU3bKOIO3UTUBHOMY, AOCIIIKEHUX Y 16 MOBTOpax y TphOX OKPEMHX 3aIyCKax.

Mexa BHSBICHHS aHali3y MOBMHHA OyTH po3paxoBaHa 3a JOMNOMOrolo bpuTaHCHKOTO
pobouoro cranaapty st antu-BI'C, kox NIBSC 99/588-003-WI.

HaliMeHyBaHHA 4 - HaGip peareHTiB /J1s1 BA3HAUEHHS [1apaTHPEOiJHOr0 TOPMOHY 1IHTAaKTHOT O
(54279 IntaktHuil napatupeoiguuii ropmon [VD (aiarnocTtuka in vitro), Habip, iMyHO(hepMEeHTHUN
anani3 (I®A)) - 70 mabopis.

Cneuyianvhi sumoeu.:

Habip nmoBuHeHn OyTu mnpu3HAaueHWi A BHU3HAuY€HHS KOHUeHTpauii iHTaktHoro IITI B
CHpOBaTLi a00 Miia3Mi JIIOJAUHHU 32 JOMOMOTOI0 MIKPOIJIAHIIETHOrO (PEPMEHTHOr0 IMYHOAHaNI3y,
KOJIOPMMETPUUYHOTO.

Kinpkictp TecTiB: 96.

Cknan Habopy:

1. Kami6paropu IITT - 1 mun/dnakon (modinizoBani). 6 ¢guakoHiB pedepeHCHOro MaTepiany
s T 3 piBasimu 0 (A), 15 (B), 75 (C), 150 (D), 500 (E) 1 1000 (F) nr/mun. Kamibpatopu Ha
OCHOBI JIIOJICBKOI CHPOBATKH, 110 IPOCTEXYIOThCS 3a 1-M crangaprom BOO3 IS 95/646.

2. Kourpom IITT - 1 ma (ml)/pnakon (miodimizoBani). JBa ¢iakoHu pedepeHCHUX
koHTpoiB s [ITT.

3. ®epmentruii pearent I1TI 2-o0i ['enepartii - 6 M1/ piakoH.

4. Ilnanmter 3 HaneceHuM aHTUTUIOM IITI - 96 nyHoK. OuH 96-1TyHKOBUI MIKPOIUIAHILET,
nokputuit antutisiom x-I1TT.

5. Konnentpat pozuuny st npomuBanus (20X) - 20 mi/daakoH.



6. Pearent cyocrpary - 12 mu/dnakod. Oaun diakoH, o Mictuth TMb Ta nepekuc BoaHo
B Oydepi.

7. Cromn-po3uuH - 8 Mut/pakon. OnuH (HrakoH, I0 MICTUTh cuiibHY Kucioty (H2SO4).

Oparmentu IITD 1-34, 1-44 ta 7-34 y xonuentpauii 100 000 nr/mu noBuHHI OyTH
MIPOTECTOBAHI 1 BUSBJICHI HE PEAKTHBHUMU.

HaiimenyBanHs1 5 - Ilpecitrect Po3unn ABX Pentra (58048 Posuun nns xamiOpyBanHs/
nepeBipsHHA oNnTUYHOro iHcTpyMeHTy VD (niarHoctuka in vitro)) - 3 mHabopu.
Cneuyianvhi eumoacu.
[ToBUHEH MICTUTH KOHTPOJILHUI PO3YUH.
O06’em pearenTy: 15 mi.
[loBunH1 OyTm ajmanToBaHi [uisi podoT Ha OloxiMiuHOMYy aHamizatopi Pentra C400, abo
€KBIBAJICHT.

HaliMenyBaHHs 6 - Kimin-Uem 99 CP ABX Pentra (59058 Muiinuii/o4uinyBagbHHN PO3UYHH
IVD (miarHocTuka in vitro) /it aBTOMaTH30BaHUX/ HAIliIBABTOMAaTH30BaHUX CUCTEM) - 5 HAOOPIB.
Cneyianvui eumozu.
Po3unH noBuHeH OyTH rOTOBUH 10 BUKOPUCTaHHS.
Jlo cknany mae BXonuTu: HaTpito riapokeun < 2%. O6’em peareHTy: 4x99 mi.
[ToBuHHI OyTHM ajmanToBaHi i poOoTH Ha OioxiMiuHOMy aHnamizatopi Pentra C400, a6o
€KBIBaJICHT.

HaiimenyBanus 7 - [lenporeinizatop CP ABX Pentra (59058 Muitnuit/ounnryBanbHuit
po3uuH IVD (miarHocTHka in vitro) ajsi aBTOMAaTM30BAaHMUX/ HaliBaBTOMAaTH30BaHUX cUCTEM) - 7
Ha0opiB.

Cneyianvhi sumozau:

Pearent moBuHEeH OyTH TOTOBH 1O BUKOPUCTAHHSI.

Jlo cknmany Mae BXOAUTH: Tigpokcua HaTpito < 0,5% O06’em peareHTy — 29 M.

[ToBunHi OyTH anamrToBaHi s poOoTH Ha OioxiMiuHOMY aHamizatopi Pentra C400, ab6o
€KBIBaJICHT.

3acanvni sumoau:

1. Meauuni BuUpoOU MOBUHHI OyTH BBEIEHI B 00Ir B YKpaiHi 3riIHO BUMOI YMHHOTO
3aKOHOJAaBCTBA YKpaiHu. 1 MiATBEPIKEHHS YyYaCHUK HAJIa€ KO0 BIANOBIAHOIO JOKYMEHTY (4u
JIUCT-PO3’ICHEHHST 100 WOro BiJICYTHOCTI) CTOCOBHO BIJIMOBIJHOCTI BHUMOTaMm TeXHIYHOTrO
pErJiaMeHTy 00 MEIUYHUX BHPOOiB, a00 TeXHIYHOro perjaMeHTy MO0 MEAUYHUX BUPOOIB s
JTIarHOCTHKHM 1N Vitro, a0o TexHIYHOro perjaMeHTy INOA0 AaKTHMBHHX MEIWYHUX BHUPOOIB, sKi
IMIUIAHTYIOTb.

2. MenuyHi BUpoOU NMOBUHHI MaTH THCTPYKIIO 13 3aCTOCYBaHHS YKpPaiHChbKOIO MOBOIO. Jlis
MIATBEPPKEHHS YYaCHUK HaJa€ KOMII0 IHCTPYKLIT 3 3aCTOCYBaHHS MEIUYHUX BUPOOIB.

3. TepMiH TpUAATHOCTI MEAWMYHHX BUPOOIB HA MOMEHT IOCTaBKH MOBUHEH CTAHOBUTH HE
MmeHmie 75% abo He MeHme 12 MiCSIiB BiJ 3arajJibHOr0 TEPMIiHY MPHAATHOCTI, BCTAHOBJIECHOTO
IHCTPYKIIIEF0 13 3aCTOCYBaHHS MEIUYHUX BUPOOIB. JII9 MIATBEp/)KCHHS YYaCHHK HaJae
rapaHTIHUHI JUCT 11010 TEPMIHY IPUJATHOCTI MEAUYHUX BUPOOIB.

4. CTpoK MOCTaBKM MEIUYHUX BUPOOIB MOBMHEH CTaHOBUTU He Oinbiie 10 mHiB 3 matu
OTPUMAaHHS TUCbMOBOI 3asBKM 3aMOBHUKA. /17151 miATBEP/PKEHHSI YYaCHUK HaJa€ rapaHTIMHUMA nucT
II0JI0 CTPOKY MOCTaBKH MEIUYHUX BUPOOIB.



5. YuacHUK HajJae OpuriHaj rapaHTifHOro jMcra, HaJaHoro Oe3nocepeHbO BUPOOHHUKOM
ab0 Moro yrnmoBHOBa)KEHUM IPEICTABHUKOM B YKpaiHi (SKIIO YYaCHUK HE € BUPOOHUKOM TOBapy),
0 MIATBEPIKYE MOXIMBICTH IOCTaBKU TOBAapy, SIKUH € MPEAMETOM 3aKyIiBii, Yy HEOOXiaHiH
KUIBKOCTI, SIKOCTI Ta Y TEpMIHU, BUBHAYEH1 JOKYMEHTALII€IO.

6. 3amponoHOBaHWK TOBap MOBWHEH BIJAIMOBIJATH TEXHIYHUM, SKICHUM Ta KUIbKICHUM
XapaKTepUCTUKaMHU, BHU3HAYCHHM B JIOKYMeEHTamii. [ miaTBepIkKeHHS BiIMOBIIHOCTI Y4aCHUK
HaJa€ TIOPIBHSUIbHY Ta0JIHUIIO, 3 IOCUIAHHSAM Ha CTOPIHKY TE€XHIYHOI JOKYMEHTaIlii BUpoOHUKA, HA
SKIM MIATBEPIKYEThCA 3HAUEHHS TOKAa3HMKA 3TiHO BUMOI 3aMOBHUKA (IHCTPYKIIi 3 eKcIlyaTamii
abo mociOHMKa KopucTyBada, abo MpOCHEKTy, a0 TEXHIYHOTro OmUcy, a0 TEXHIYHUX yMOB, a0o
IHIIIOT' 0 TEXHIYHOTO IOKYMEHTY BUPOOHHKA 3 TIEPEKIIa0M Ha YKPaiHChKY MOBY).

7. Y4YacHUK IOBMHEH HaJaTH 3aloOBHEHY (OpMy TEHIEpHOI MPOMO3ULIl 3a MIANHCOM
KepiBHUKA a00 yIOBHOBaKEHOI'O MPEJCTABHUKA MIIPUEMCTBA, OpraHizallli, yCTAHOBU Ta 3aBIpEHY
nevyaTkoro (y pasi HasiBHOCTI) 3a GOpMOIo 2.

®opma 2
dopma TeHAEPHOI MTPOTO3HIIiT
(Ha3Ba mporeaypy 3aKyIiBIi)
Ne HaiimenyBanHs mpeamMera TopriBenbHa Ha3Ba BupobHuk, kpaina OnunuIs KinbkicTs,
nory/ 3aKyIIiBJIi/TOBapy TOBapy BUMIpY oIl
3/m
1ocajia yroBHOBaXEHOT 0cO0U M.IL * miamnuc TIpi3BHIIIE, 1HII[IATH

y4aCHUKa

* BuMora 1o/10 me4aTky He CTOCYEThCS YYACHHUKIB, SKi 31HCHIOIOTh JAisTIbHICTh 0€3 TIeUaTKHU 3TiHO 3 YHHHUM
3aKOHOJABCTBOM.

** Y pasi HasIBHOCTI B TEXHIYHIW YaCTHHI IMOCWUJIaHHS Ha KOHKPETHY TOPTiBEJIbHY MapKy 4u (ipmy, Jxepeno
MOXO/KEHHsI a00 BUPOOHHMKA — YUTATH 3 BUPA30M “ab0 eKBiBaJICHT .

2. Po3mip O010JKEeTHOr0 NPH3HAUYEHHS 33 KOINTOPHUCOM 200 odYiKkyBaHa
BAPTICTH MpeAMeTa 3aKYIiBJIi:

3 221 797,76 rpu (Tpu MUIBMOHM JBICTI ABAAISATH OJHA THUCSYA CIMCOT
JIEB'THOCTO CIM TpUBEHB 76 Komiiiok), 3 I1/IB, 30xpema:

gotr 1 -1 874 058,36 rpu (OnuH MUIBHOH BICIMCOT CIMJECST YOTHUPHU THUCSU1
I'ITIECAT BICIM TPUBEHb 36 KOMIHOK);

ot 2 - 1 347 739,40 rpu (OauH MIJBHOH TpUCTA COPOK CIM THUCAY CIMCOT
TPUAIATH IEB'SITh TpUBeHb 40 KOIIHOK).




