KomynanbHe HexoMepuiiine nignpuemcTeo «KuiBcbKka michKka KkiiHiuHa jikapus Nel0» BuKoHaBUOr0
oprany Knircrkoi mickkoi paau (KniBchkoi MickKkol nepskaBHoi aaMinicTpanii)

IMPOTOKO.1
OOIpYHTYBAHHS TeXHIYMHMX, AKICHHX, KIIbKICHUX XapaKTePHCTHK, o4iKyBaHol BapTOCTi
MpeMeTa 3aKyNiBJi T2 32CTOCYBAHHS NPOLeAYPH 3aKyNiBJIi BiIKPHTI TOPrH 3 0CO0TMBOCTSIMH.

M. Kuis 12.03.2026 p. Ne 01/26-aBTn

Haiimenyeannsa: KomyHanbHe HekomepuiliHe migmpuemctBo «KuiBchka Mickka KiminiuHa mikapus NelO»
BHKOHaBYOro oprany Kuischkoi Micskoi pann (KuiBcbkoi Mickkoi iepikaBHOT aaMiHicTpaitii)

Micuesnaxomxenns: 03039, m. Kuie, npocn. ['onociisebkuid, 59-b.

Inentudikaumiiinuii Kox 3aMOBHMKA B €IMHOMY /ep:KABHOMY peccTpi IOPUAMYHHX 0cCif, Qizuynnx ocid-
mignpuemiie Ta rpomaacskux gpopmysans: 01993931

Mpeamer 3akynisai: Peaxmueu nabopamopni K 021:2015:33690000-3 Jlikapcvki 3acobu pisni

Buj 3akymiBJi: BiKpHTi TOPTH 3 0COOIMBOCTAMH

OpienToBHMI MO4aTOK MpoBeaeHHs: ot 2026 poky

KinbkicTs ToBapy: 3a3Ha4eHa B Ta0n.1

Micue nocrasku Tosapy: 03039, m. Kuis, npocn. Ionociiscekuii, 59-b

Ctpoku nmocraBku Toeapis: npotarom 2026 poky

OOIpyHTYBaHHA 32CTOCYBAHHS NPOLENYPH 3aKyMiBJIi:

Iponenypa 3akymiBii BusHaueHa signoeigxo no 3Y «lIpo myGmiuni saxymismi», mocranosn Kabinery
Minictpie Ykpainu «IIpo 3aTBepmkenHs ocobnuBoCTei 3/1iiicHeH s Ny6IiYHNX 3aKyniBeIb TOBApiB, podiT i mocmyr
15 3aMOBHHMKIB, nependaveHnx 3akoHoM Ykpainu “TIpo my6niuni 3akymisni”, Ha nepioj Aii NPaBOBOro pexKUMy
BOEHHOTO CTaHy B YKpaiHi Ta mpotsrom 90 anis 3 1us iforo npunuHenHs abo ckacysanHs» Bin 12.10.2022 Ne 1178.
OOrpyuTyBaHHA AOIINBHOCTI 3aKyNiBJIi:

Ha migcrai mamasoi motpe6u 3agiayrouoi Kniniko-miarmoctuunoi naGoparopii Cemuenxo O.M. ans
CBOEYACHOTO TPOBEJCHHS J1a6OPaTOPHHUX IOCIIDKEHb, 3 METOK 3abe3nedeHHs AKICHOrO Haj@HHA MeIH4HOI
JIOTIOMOTH TAL[EHTaM B MEPI0 BOEHHOIO 4acy, BUHHK/A HEOOXIAHICTb y 3aKymiBjli BUTPATHOIO JIarHOCTHYHOTO
MaTepiaiy.

OOrpyHTYBaHHA 00CATIB 3aKymiBJIi:

O6csir 2aKymiBIi po3paxoBaHuii BiANOBiAHO 10 Haxanoi notpebu KIJI 3 ypaxyBanHaM (akTHYHHX BHTPAT
MHHYIOTO TIepiojy.

OOGrpyHTYBAHHS TEXHIYHHX TA AKICHHX XapaKTePHCTHK NPEIAMETA 3aKyIiBJIi:

TexHi4Hi Ta AKiCHI XapaKTEPUCTHKK IPEAMETa 3aKyIiBIi BiANOBINaI0Th NOTpebaM 3aMOBHHKA T BHMOTaMm
YHHHOTO 3aKOHOABCTBA i 3a3Ha4eHi B JoaaTky 3 10 TeHIepHOT I0KyMeHTallil.

OO6rpynTyBanns 04iKyBaHoi BApTOCTi MpeaMeTa 3aKynisJi:

Taon. 1
MeaHKo-TeXHiYHi BHMOIH 10 NPeAMETY 3aKyNiBJIi:
Kiss. rlnn Toprigeabua
N | HI024:2023 . ,
o Ha3Ba On. | Kine- ) < .
n/n Kox EMDN Hasga Tosapy (sasnauaethes | Bumipy | Kicrs MeanKo-TeXHi4Hi BHMOIH
HK 031:2024 YUACHHKOM)
1 52923 AJIAHIHAMIHO- Habip 8 [bacysanus: |-Pearent - 5 x 96 mu, 2-Pearent - 1 x 120 ma.
Anauinaminotp |TPAHCOEPA3A 120 OnrumizoBanuii, MoaudikoBanuii meron, pospobienuii 3
aHcepaza ypaxyBaHHsM pexomeHnauid Mixnapoaunoi ®enepanii
(ALT) TVD 6Kniniunoi Ximii (IFCC), 6e3 n7ipunokcansdocdary.
(niarsoctika in Mexa eusBneHHs He Bume 3,0 O/n. Mexca. rfim;lndc'ﬁoro
vitro ), HaGip, BusHauenHs (LOQ): we sume sx 7 O/n. JlinilHicTs: He
F— MeHILe AK 6'00 O/n. Pearelr{'}{ MatoTh OyTH IPHAATHHMH 110
KiHLA TepMiHY IPHOATHOCTI 3a3HAYEHOTO HA YMAKOBLIL MPH
cnempo:i)omwfe remnepatypi 36epiranns 2 - 8°C, a Ha Gopry amapaty
TPHHUR RHRIS CTabineHMK He Meniue 12 THXHIEB.
W01010103
AnaniHamiHOTp
aHc(epasa
2 52954 ACITAPTATAMIHO- Habip 8 [bacysanus: 1-Pearent - § x 96 mu, 2-Pearent - 1 x 120 mn.
3aranbHa TPAHCODEPA3A 120 OnTumMizopanuii, MoaudikoBanuii Meron, pospobienuii 3
acnapTataMiHoT ) ypaxysanHaM pexomeHuauii Mixnapoanoi Penepanii
panciepasa Kniniunoi Ximii (IFCC), Ges nipunoxcanbd)octba‘ry. .
(AST) IVD, Mesxka Busenenns e suuie 3,0 O/n. Memal lf:m,‘mcnoro
HaGip ‘ Busnavenus (LOQ): ue sume sx 7 O/n. JIinifHICT: He
(}Jepmel-n!}mﬁ eniue sk 650 O/n. PeareHTH MaloTh OYTH NPUIATHAMA 110




cnekTpodoTomMe
TPHYHHI aHami3

iHLLA TepMiHy MPHAATHOCT 3a3HAYEHOTO HA YNAKOBLI NpH
remriepatypi 3Gepirauus 2 - 8°C, a wa Gopry anapaty
cTabinkHUMK He MeHwe 12 THKHIB.

Wwo01010110
AcnapraTtamino
TpaHcdepasa
53587 CEYOBHHA 60 Habip (bacyeanus: |-Pearent - 5 x 48 mn, 2-Pearent — 1 x 60 M.
CeyoBuHa Kinetuunuii, QepmeHTaTHBHHII MeTox 3 ypeasow i
(Urea) IVD "/lyTaMaTaAeri IporeHasoio.

(miarHocTHKa in Mewxa sussnenns (LoD) we Bume 2,1 mr/u. Mewxa
vitro ), HaGip, KinbkicHoro Bu3HaueHHs (LOQ): we Buuie ak 4,5 mr/an.
depMenTHUI UlinifinicTs: He MeHwe sk 250 mr/an.

crexTpogoToMe PeareHTH MaloTh OyTH NpHAATHHMH a0 KiHLA TepMiH){

N — MPHJATHOCTI 3a3Ha4EHOr0 Ha YNakoBUi npu Temmepatypi

nOepiranns 2 - 8°C, a na GopTy anapaty npu Temnepatypi 2
0, H .
W01010204 10°C crabinbHuMH He MeHLIe 12 THKHIB.

CeuoBHHa/a30T

CEUOBHHH B
KpOBi
53251 KPEATHHIH 60 Habip (Pacysanus: 1-Pearent - 5 X 48 min, 2 — Pearent — 1 x 60

Kpeatusnin IVD MJI.

(niarHocTHKa in Monucdikauia metony Adbe Ge3 nenporeinizauii.
vitro ), HaGip, Mesxa susenenHs (LoD) ne Bume 0,04 mr/mn. Mexa

cniextpodoTome Ki.J'II:‘KiC‘HOI"O Bu3HadeHHs (LOQ): He Buwe sk 0,6 mr/an.

TpHUHHI aHani3 UliniknicTe: He MeHwe Ak 17,5 mr/an.

[pu Temnepatypi 36epiranns 2 - 8°C, poGouuii peaktus
W01010207 mae  OyTH .CTEIGiJ.]bHHﬁ He MSHLLIe 4 THXHI, a npu
Kiisainis remmepaTypi 36epiranus 15 - 25°C - He meHme 7 aHiB.
53588 CEUYOBHHA nabip (Qacysanns: 1 x 5 ML
CeuoBnHa CTAHIAPT 42 CeyoBHHA CTaHAAPT MOBHHEH BHKOPHCTOBYBATHCA LA
(Urea) IVD BU3HAYEHHA KOHUCHTpalLii Ce4OBHHH B cHpoBarUi abo
(miarnocTHka in asmi - Kposi, ceui. PeareHT Mae OyTH craHzapTHUM
vitro ), PO3UHHOM CEHOBHMHHM 3 KOHIIEHTpALli€lo B Jiana3oui 38.52 -
KaniGpatop #7.08 Mp’nﬂ. To4na xoHeHTpalis Mae 6yTH BKasana Ha
ETHKETLI koxHoro nakoHa. PeareHt mae OyTH npugaTHHM
10 KiHIA TepMiHy MPHIOATHOCTI 3a3HAYEHOr0 HA YIAKOBIII
‘;g.rln(g:a?r?i?az npu 36epiranni 2 — 8°C.
OJHOKOMIIOHEHT
Hi (KX)
44700 KPEATHHIH dnak (acysanns: 1 x 5 mu.

KaniGparop mns CTAHIAPT 2 peaTHHiH CTAaHZAapT MOBHMHEH BHKOPHCTOBYBAaTHCA A
BH3HAYEHHA H3HAYEeHHs KOHLEHTpauii KpeaTwHiHy B cupoBatui aGo
KpeaTHHiHy, nia3mi kpoBi, cevi. ToyHa KoHuUeHTpalis Mae OyTH BKasaHa

VD Ha eTukeTui KoxkHOro ¢nakoHa. Pearent mae OyTw

(niarnocThka in [IPHAATHUM 210 KiHILS TEPMiHy NpUIATHOCTI 3a3HAYEHOro Ha

vitro ) vriakoBLi mpH 30epiranxi 2 — 8°C.

W0101050302
Kani6patopu

O[IHOKOMIIOHEHT

Hi (KX)
52940 AJIb®A-AMIJIA3ZA Habip bacysanus: 6 x 30 mu.
3aransHa 30 Meton: 2-xnop-4-sirpodenin-o-mansrorpiosa (CNP-G3) e
aminaza IVD mpAMHUM cyOcTpaToM A7 BH3HAYEHHA AKTHBHOCTI o-

(miarsocTHka in AMiNa3H, 1 He BHMMAara€ mNpPUCYTHOCTI AOMOMIKHHX
vitro ), nabip, d’epMeH_TiB- Rendid
tepMenTHI HyTtnueicte: He BHwe 2,5 O/n. JliHilHICT: He MeEHIIE AK

cnekrpodoTome e ) .

g : PearenT MaloTh OyTH NPHAATHAMH 00 KiHUS TepMiny

L FIPHAATHOCTI 323HAYEHOTO HA YMAaKOBLI NpH TeMuepatypi

sOepiranns 2 - 8°C, a Ha GopTy anapary npu Temneparypi 2
W01010107 - IOF:’C CTabiNMLHUMH He Me}?mi 12 'II?HTJ?HI;J =
Awminaza—
3arajabHa
61900 BIJIOK 3ATAJIbHMI Habip (PacysanHaA: 1-Pearent - 6 x 60 mu, 2-Crannapt — 1x2 mu.
3aranbHui 60 Meton 3acHoBaHMit Ha OiyperoBiii peakuil. Mexa

6inok IVD

pussaeHds (LoD) ne suwe 0,05 r/an. Mexa KinskicHoro




(miarHocTHKa in
vitro ), HaDip,
cnektpodoTome
TpHUHHIT aHani3

kmaHalleHHa (LOQ): ne Buwe sk 0,15 r/nn. Jiniitnicts: He
Mene sk 19 r/mn.

Pearentu MalTh OyTH NPHIATHUMH [0 KiHUS TEPMiHy
PHIATHOCTI 3a3HAYEHOrO HA YIMAKOBLI MpH Temneparypi
pOepiranns 2 - 8°C, a Ha OopTy anapaty npH TeMrepartypi 2

W01010230 I 10°C craGinbHUMH He MeHLue 11 THXKHIB.
3aransHuii
6inox
9 53597 AJIbBBYMIH 60 Habip 3 fbacysanus: l1-Pearent - 6 X 60 mu, 2-Crannapr — 1 x 2 mi.
Ansbymin IVD Merou: Opomkpesonosuii  3enennii (BCG) dopmye 3
(niarHoctHka in anbOymMiHOM, B cyKuuHatHomy  Oydepi  (kucie
vitro ), HaGip, cepenioBHILE), 3a0apBIeHHI KOMILIEKC.
depmenTHuiT Hyrnugicts: He Buwe sk 1,14 r/an. JIiHiAHICTE: He MeHLIe
cnexktpodoTome ik 6,5 r/a. . .
TpuHHi ananiz PearenTtu MaoTh OyTH NpPHAATHAMH IO KiHus TepMiny
MPUAATHOCTI 3a3HaU€HOT0 HA YMAKOBLI MpH TeMneparypi
pGepiranns 2 - 8°C, a Ha GopTy anapary npH Temreparypi 2
W01010201 + 10°C craGinsHuMH He MeHLIe 8 THXKHIB.
AnpOymin (KX)
10 53301 I'IHOKO3A 60 Habip 35 bacysanus: 1-Pearent - 6 x 60 v, 2-Crangaprt - 1 x 2 M.
I'niokoza IVD KonopumerpuyuHHii, epMEHTATHBHHI METO 3 OKCHIA3010
(miarnocTHKa in TJIIOKO3H.
vitro ), HaGip, Men@ BuseneHHs (LoD) we Bume 0,3 mr/an. Mexa
(epmenThuii K]lJI}:l[f,lC'}lOFO BHU3HAYCHHS (I.:OQ): He Bume Ak 12,0 mr/an.
cniextpodhoToMe UTiniHuicTs: He MeHiue Ak 350 mMr/mn. . .
e p— PearentH MAIoT OyTH TpHAATHHMH A0 KiHUA TepMiny
MPHUIATHOCTI 3a3HAYEHOr0 Ha YMAaKOBLi MpH TeMIrepaTypi
pOepiranns 2 - 8°C, a Ha GopTy anapaTty npH Temneparypi 2
w01010213 + 10°C crabinenumu He Merwe 12 THRHIB.
I'moko3a
11 47869 CHPOBATKA JIH Habip 2 (bacysaHHsa: 4 X 5 Mma
MuoxuHHI UliohinizoBaHa CHPOBATKA  JHOACKKOrO  MOXOJKCHHS,
aHATITH noeuHHA OYTH NMpPH3HAYEHA AN KOHTPOIO BHMIpIOBAaHb
KTHIGHOT XiMil BMICTY HEOPraHiYHHX, OpPraHiYHMX i (epMEeHTAaTHBHUX
IVD KOMIIOHEHTIB, SIKi B 3araJbHOMY 3HAXONATBCA B MeEXax
(miarHocTuka in HopMH. Po3paxoBaHi LiNEOBI 3Ha4eHHA NOBHHHI OyTH
W), e3y/IbTaToM BHIPOGYBaHb, TPOBeIEHHX HA ABTOMATHIHHX
N HANi3aTopax, 4 TAKOX PYYHHMH METOAMH.
RORIENIRRAE PeareHTH MalThL O6YTH TIPHAATHMMM 10 KiHLS TepMIHY
s i NIPHAATHOCTI 333HAYEHOr0 HA YMAKOBLI MpPH Temmepatypi
s0epiranns 2 - 8°C.
W01010501
MynbTHKOMIIOH
CHTHI
KOHTPOJIBHI
Matepianu
(kniHiyHa XiMis)
12 47869 CHPOBATKA JIIT HaOip 2 (bacysanns: 4 x 5 ma
MHOXUHHI VlioginisopaHa CHpPOBATKA JIHACBKOTO  MOXOIKCHHS,
AHATITH MoBMHHA OyTH NpH3HAYEHA A KOHTPOIK BUMIpIOBaHb
BT E N BMICTY HCOPraHiuHHX, OpPraHiuyHuX i (epMEHTATHBHUX
IVD IKOMIIOHCHTIB, AK1 B y BaI‘BJIbHOMy. :?HB.KO,.I[HTECH B
(niarsocraka in [IATOJIONIMHOMY Jliana3o. PospaxoBaHi LiAOBI 3HAYEHHA
itG ), NOBHHHI OyTH pesy/TaTOM BHIIPOOYBaHb, POBEJICHHX Ha
- ABTOMATHYHHUX aHamM3aTopax, a TAKOXK PYYHHMH METOdaMH.
KOHTPOH,"HHH PeareHTH MaloTb GYTH NpPHAATHMUMH A0 KiHUA TepMiHY
Marepian NMPUIATHOCTI 3a3HAYEHOTO Ha YNAKOBLi NMPH TEMIeparypi
30epiranns 2 - 8°C.
W01010501
MyJIbTHKOMIIOH
EHTHI
KOHTPOJILHI
Marepianu
(xriHiyHa XiMis)
13 52532 AHTH-A, tnak 45 bacysanus: 1x10 mn.
AHTH-A TPynoBe | MOHOKIOHANBHHH PearenT, IO BH3HAYAIOTH FPYIY KPOBi i Mpu3HaueHi ais
THITYBAHHA MKICHOrO  BM3HAYGCHHS HagBHOCTI abo  BiAcyTHOCTI
eputpouuTie IVD AHTHIEHIB A Ha EPUTPOLIUTAX JOHOPIB KpoBi abo naiieHTi,

(miarnocTtHka in
vitro ), anTuTina

[MosiHHI OyTH NpHAATHHUMH JUIA TIPOBECHHA TCCTYBaHHA
BiAMOBiAHO N0 «IHCTPYKUIT 3 BH3HAYEHHA CPYN KPOBi 3a
cucremoro ABO», 3arsepjukeHoi HakazoM Minicrepctsa




W0103030199
Awnanisu ana
BH3HAYEHHSA IPYIH
KpOBI — iHLIE

XOpOoHH 310poB’a Ykpaiun Big 05.07.1999 p. Ne 164, a
FaKO ISl TECTYBAaHHA METOAaMH NPodipoK, NIACTHHOK (Ha
nnowuHi), renesux ID-kapt Bio-Rad, kacer Ortho BioVue
ra MikporutaHietis 3 «U»-noaiGuum anom,

Cxnaa: MOHOKIOHANBHI AHTHTINA MHMIIEH, po3BedeHi y
tboctaTHoMy Bydepi, mo MicThTs xnopua Hatpio, EJITA
ra Onuaumii aneGyMiH.

Knituaza ninis/knon: 9113D10. Konip: cuwiii.
Bukopucrannii GapBHHK: MaTEHTOBAHUIT CHHI.

PearenTtn HE I'IOBHHHi MiCTHTH qH CKJIaJaThucb 3
KaHICPOTCHHHX, MYTareHHux YU PENPOTOKCHYHHUX
PEHOBHH.

EdexruBHicTe peareHTy NOBHHHA OyTH MpOTECTOBaHA
BIANOBIZHO 10 ped)epeHCHOr0 CTaHAapTy MiHIMaIbLHOT
edexTHBHOCT, OTpHMaHoro Bift HalioHansHoro iHCTHTYTY
GionoriuHux cranmaptis Ta koutpomo (NIBSC): Auru-A
pedepencunii cranaapr 03/188 (abo ananoriunoro).
Tepmin mpHAaTHOCTI pearedTy: He MeHwue 36 micauis Biz
natu BUpOOHHITRA, PeareHT noBuHeH GyTH npoTecToBaHHil
Ha cTabinpHicTb NiA yac TpaHcnoprtysauus npu 37°C Ta -
25°C sinnmosinHo no cranaapty EN ISO 23640:2015.
Akicte Ta mpaBoMipHicTh 00iry Ha TepuTopii Ykpainu
peareHTiB noBuHHa OyTH TiATBEPIUKEHA  HASBHOM
Neknapauieto  npo  Bianoeiguicts,  CepTudikaTom
piznosinHocTi Ilopanxky mposenenHs —3abe3neveHHs
IbyHKLIOHYBAHHA KOMIJICKCHOT cucTeMH 3a0e3neueHHs
mKocTi (BiANoBiaHO 10 JoaaTtky 4 TeXHiMHOro pernameHTy
OO MeOH4YHHX BHpPOGIB MIs JiarHOCTHKH in  vitro,
BaTBepKeHoro nocraHoBoro KMY Bix 02.10.2013 p. Ne
754, 3a BHKJIIOHEHHAM IYHKTIB 6-9), Ceprudikarom
nepeipku npoexty (mynktH 6-9 Homatky 4 Texwuiunoro
PErnamMeHTy LI0J0 MeANYHUX BHPOOiB A NarHOCTUKH in
vitro, 3aTBep/KeHoro nocranoBoo KMY 8in 02.10.2013 p.
INe 754) Ta cepTHdikaTaMu AKOCTI Ha KOXKHY cepito (napriio)
TOBApYy.

14

52538
AnTH-B rpynose
THITYBaHHA
epurponutis IVD
(miarHocTHKa in
vitro ), aHTHTINA

W0103030199
Ananizu g
BH3HA4YE€HHA rpynu
KpoBi — iHIIe

AHTH-B,
MOHOKJIOHANBHHHA

¢nak

50

thacysanna: 1x10 mn.

PeareHTH, 1[0 BU3HAYAIOTH PYMY KPOBI i NpH3HaueHi s
MIKICHOrO  BM3HaueHHs wHasBHocTi abo  BiacyTHocTi
AHTHIEHIB B Ha epUTPOLIMTEX JOHOPIB KpOBi 800 mauieHTi.
[MoBHHHI OYTH NPHAATHMMH IS MPOBEJEHHS TECTYBaHHSA
ianoBigHo M0 «IHCTPYKUIl 3 BH3HAueHHS TPyN KpoBi 3a
ucremoro ABO», 3aTBepmkeHol Hakazom MinicrepcTea
XOpOHH 310poB’s Ykpaihu Bin 05.07.1999 p. Ne 164, a
raKo2 Ul TECTYBAHHA METOAaMH npobipok, nacTHHOK (Ha
nouuHi), renesux ID-kapr Bio-Rad, kacer Ortho BioVue
a MiKporaHieTie 3 «Un-11o1iOHUM AHOM.

KJaj: MOHOKIOHANLHI AaHTHTINA MHILeH, po3BeleHi y
ocaTHomy Gydepi, wo MicTuTh XJopua Hatpio, EATA
a Ouvaunii anbOyMmiH.

niTnHHa midis/knon: 9621A8. Konip: xoBTHi.
MKOpHCTaHHH DapBHHK: TAPTPA3HH.

earcHTH He [OBHHHI MICTHTH 4H CKJajaTHCh 3
aHLIEPOrCHHUX, MYTareHHHMX YM  PENpPOTOKCHYHHX
CHOBHH.

(eKTHBHICTb peareHTy TMOBHHHA OYTH MNpOTECTOBaHA
IAMOBIZHO 10 peepeHCHOro CTaHAapTy MiHIMalbHOT
e(peKTHBHOCTI, OTPUMAHOTO BiA HalioHaNMbHOTO (HCTHTYTY
10JI0TI4HHX cTaHaapTiB Ta koHTpomto (NIBSC): Autn-B
edepeHcHuii cranmapr 03/164 (abo aHanori4Horo).

epMiH MPHAATHOCTI peareHTy: He MeHIue 36 MicsAuiB Bia
aTH BHpoOHHUTBA. PeareHT noBuHeH OyTH NPOTECTOBAHHMI
a ctabinpHicTh Nig vac TpaHcmopTyBaHHs npu 37°C Ta -
5°C pianosinHo no cranaapty EN ISO 23640:2015.

KicTb Ta mHpaBoMipHicTe 00iry Ha Tteputopii YkpaiHu
earcHTiB NOBMHHAa OYyTH MiATBepIKEHA HAABHOIO
eknapauietro  npo  BignoBiaHicTs,  CeprTudikatom
innosianocti  Tlopanaky  npoeeleHHs  3ade3neveHHs
YHKUIOHYBAHHS KOMMJIEKCHOT cHeTeMH 3abe3neueHHs
kocti (BixnoeigHo no Honarky 4 TexHiuHOro pernameHTy
00 MEOWYHWX BHpPOGIR IS AiarHOCTHMKM in  vitro,
aTBepuKeHOro mocradosoro KMV sig 02.10.2013 p. Ne
54, 3a BHKIIOYEHHAM I[yHKTIB 6-9), Ceprudikarom
epeBipku npoekty (nyHkTH 6-9 Homatky 4 Texwiunoro
ernamMenTy 00 MeAUIHUX BHPOGIB [UIS TiarHOCTHKH in
itro, 3aTBeppkeHoro noctanoso KMV sin 02.10.2013 p.




INe 754) Ta cepTH(ikaTaMH AKOCTI Ha KOXKHY cepito (napTiio)
rosapy.

15 52647 Anru-D (IgG/IgM), ¢nax 50 [acysanna: 1x10 mn.

Antu-Rh(D) MOHOKJIOHAJIBHHIA PeareHT 18 BU3HAYEHHS IPYNU KPOBI, MPU3HAYEHUIH ANs

rpynose WKICHOTO BH3HAYEHHs HasgBHOCTI a00 BiJICYTHOCTI aHTHTEHY

THIYBaHHA pesyc-dakTopy D Ha epuTpouMTax AOHOpiB KpoBi aGo
eputporuTie IVD naLieHTiB.

(miarnocTtHka in [MoBuHEH OyTH MPHAATHMUMH JUIS NPOBEACHHSA TECTYRAHHA

vitro ), aHTHTINA BiAnoBiAHO A0  «lHCTpykuUil 3  BM3HAueHHA  pesyc-
HaJIEXHOCTI KpOBi», 3aTRep/keHOi HakazoM MiHicTepcTRa

Ww01030302 pxopoHH 3mopor's Ykpaiuu Big 05.07.1999 p. Ne 164, a
Busnauenns raKOX [/ TECTYBaHHS MeToAaMu pobipok, macTHHoK (Ha

pesyc-(akropa rnotni), resesux ID-kapt Bio-Rad, kacer Ortho BioVue
ra MikporuiaHiueTie 3 «U»-moaiGHUM JHOM.
TMoeuHeH OyTH NpUaATHUM ANS BUABIEHHA Kareropii DVI
METOAaMH1 HEMpsMOro HTHrIo0YTIHOBOTO TECTY,
reneeux [D-kapt Bio-Rad (LISS/Kaptkn Kymbca) Ta xacer
Ortho BioVue (AHG/Kacetn Kymbcea).
Cknag: 3sMilaHuii peareHT 3 HH3bKHM BMicTOM Oiika, 110
MiCTHTE Moacekuil MoHoKIOHansHUH IgM i IgG anTu-D,
posseseHuii y docdarnomy Oydepi, mo MiCTHTE XmopHA
Hatpito (0.9 r%), Owuaumii ansOymin (2.0 r%) Ta
MaKpoMonekyJsapHi norexuiatopu (1.5 r%).
UTinil knitua/knonun: 1gM - RUM-1, 1gG - MS-26.
PeareHTH He MOBMHHI MICTMTH 4YHM CKJIaJaTHCh 3
KaHLEPOreHHHX, MYTar€HHHX 4YH  PEMPOTOKCHYHHX
[PEHOBHH.
[EdexTHBHiCTE peareHTy mMOBMHHA OyTH MNPOTECTOBAaHA
BiInoBigHO J10 pedepeHcHOro CTaHAapTy MiHIMAIbHOT
edexTHBHOCTI, OTpHManoro Bia HauionansHoro iHCcTHTYTY
Bionoriunux crangaptie Ta koHtpomo (NIBSC): Autu-D
pedepenchnii crangapt 99/836 (abo ananoriunoro).
Tepmin npujarHocti pearenty: He Menme 30 Micsiuig Bia
flaTh BUpoOHKLTBA. Pearent nosuxen 6yTH npoTecToOBaHHi
1a crabinbHicTh Nijl yac TpaHcnoptysanns npu 37°C Ta -
25°C sinnosinno no crangapty EN ISO 23640:2015.
SkicTe Ta mpaBOMipHicTh 00iry Ha TepuTopii Ykpainu
pearentis  noeuHHa OyrH NiATBEPIUKEHA  HAsBHOIO
exnapauiero  npo  siamosigwicte, Ceprtudikarom
Bianosianocti  Tlopsaaky  nposeaenns  3abesnedenus
(hyHKLIOHYBAHHA KOMMJIEKCHOI cucTeMu 3abesneueHHs
sikocTi (BianosigHo 10 Jonatky 4 TEXHIYHOrO perjiaMeHTy
{010 MeAMYHMX BHpoGiB JUiA  [iarHOCTHKM in  vitro,
arpepaeHoro nocranosoo KMY Big 02.10.2013 p. Ne
754, 3a BHMKIIOYEHHAM NYHKTIB 6-9), Ceprudikatom
repesipka npoekty (myskrd 6-9 Hdonatky 4 TexuiuHoro
pernameHTy 1IO0A0 MeJUYHHX BHPOOIB /UlA AIarHOCTHKH in
vitro, 3aTBep/keHoro nocraHoeoio KMY Bin 02.10.2013 p.
INe 754) Ta cepTH(hiKaTaMH SIKOCTI Ha KOXHY cepilo (napTiio)
[rOBapy.

16 58237 Himoent Diatro Habip 40 acysaunsa: 20 1.

Bydepuuit Dil-DIFF [MoeKHEH ABIATH coboro Oy depuzoBanuii, crabinizoBaHMi i
[PO34HHHHK 3pa3KiB| MikpodineTpoBaHuil  eNeKTPONITHHH  pO3UMH  AnA
IVD (ziarHocTHka ABTOMATHYHOIO PO3BEJEHHN 3pa3KiB  KPOBi JIIOAHHH,

in vitro ), sKicHOTO i KilbKicHOTO BM3HaueHHs eputpoumTie (RBC),

ABTOMATHYHI/ neiikountis (WBC) i cyGnonynauiii  neiKoUMTIB,
HarniBaBTOMATHUHI rpomGountis  (PLT) | BHMIpIOBaHHS  KOHLEHTpAIT
CHCTEMH remoriobiny (HGB) na remaronorigHux aHanizatopax
Diatron. Cknaj NMOBHHEH BiANOBIiNaTH: XNOpHA HaTpio <
W0103010105 1,5%, 6ythepn < 1%, koncepsanTu < 0,5%, crabimizatopn <
CBC-PEAKTUBH 0,5%.
(PO3YMHHU 15 Baransuuil TepMiH npUAaTHOCTI - He MeHme 36 Micsawis.
OYHCTKHW/PO3B TepmiH TpHAATHOCTI Micjis BiKPUTTA KOHTeHHepa - He
EJEHHA/JII3YB MeHwe 120 aHis.
IAHHA/TTPOTOYH
I PIIUHI)
17 61165 Jlizyroumii peareHT Habip | 36 fPacyeanua: 1.
Pearent nns Diatro Lyse-DIFF [ToBHHEH ABJIATH coboto crabinizoBaHui i
Mi3HCY KIITHH MikpodinsTpoBaHuil Mi3yrouMii peareHT s CTPOMOJI3Y
kposi IVD eputpounTis (RBC), KiNbKICHOrO BH3HAYECHHA JIEHKOLHTIB
(aiarHocTHKa in WBC), 3-cknanoroi audepenuiauii neiikountie (LYM,
vitro ) MID, GRAN) i Bu3HayeHHsA KOHLEHTpauil reMornodiny
HGB) B 3paskax KpoBi JIIOJMHH Ha TeMaTONOTiuHHX
W0103010105 auanizaropax Diafron.
CBC-PEAKTHMBH Cxnan noeunen sianosigaru: [TAP < 3,5%, 6ydepn < 1%,
(PO3YMHH U1 oncepsaHTH < 0,5%, craGinizatopu < 0,5%.




OYHCTKH/PO3B arajibHUil TEPMiH NMPHAATHOCTI - He MeHwe 48 Micsuis.
EJEHH/JII3YB TepMin npunatHOCT micns BiAkpUTTA KomTeiiHepa - He
IAHHSA/ITPOTOYH menwe 120 guis.
I PITMHK)
18 63377 Ouniyrounii Habip | 50 [Pacysauns: 1 .
3acib mns posuun Diatro [MoBuHeH SIBJISITH coboro crabinizosanuii i
OYHLICHHSA Cleaner MiKpPOiTETpOBAHMIH PO3UHI JETEPrenTy /T PeryIapHOro
npunaxy/ ABTOMATH30BAHOIO  OYMILEHHS,  OMOJICKYBaHHs  Ta
ananizaropa IVD 1POMHBKHM Kaninsapis, TpyGok i kamep remaTtonoriuHoro

(niarnoctuka in pHA3aTOPa, BMAWICHHA KOMIOHEHTIB ocaly KpoBi i

Vitro ) pinonpoTciHOBMX  BiaknazeHs,  HA  reMaTONOri4HMX
aHaizaTopax Diatron.

W0103010105 Cknaa moBvHeH BiANoBizaTH: aereprenty < 1%, Gydepu <
CBC-PEAKTHUBH 1%, xoncepsantu < 0,5%, crabinisaropu < 0,5%.
(PO34YMHU 11714 BaranbHuil TepMiH npHOATHOCTI - He MeHIe 48 Micauis.
OUYHCTKW/PO3B TepMin mpuaaTHOCTI micis BiAKPUTTA KOHTeiiHepa - He
EJEHHS/JII3YB mente 120 sHis,

IAHHA/TIPOTOYH
I PIITMHI)
19 63377 IMpomMuBHUHA po3uHH Habip 15 KPacysanns: 100 M.
3aci6 ana Diatro Hypoclean IToBuHEH SBIIATH coboto crabinizosanuii i
OYHILIEHHA cc MiKpodiIbTpOBaHMH  KOHLEHTPOBAHMH  TiNOXJIOPHTHHIA
npunany/ PO3YHH 1 iHTEHCHBHOINO  OKHCHOTO  OUMILCHHS,
ananizatopa IVD OTONiCKYBaHHA Ta TIPOMHBKM KaminsApis, Tpy6ok i kamep
(miarnocTHka in remMaToNoTIMHOTO AaHANI3aTopa, BMIANEHHS KOMIMOHEHTIB
vitro ) pcajly KpOBi i NiMONMpPOTEIHOBMX BiAKNaJeHb Ha BCiX
FeMaTONIOTIMHHX aHATI3aTOPax.

W0103010105 Cknan noBHHEH Bidnosigatu: jaereprentn < 1%,
CBC-PEAKTUBH rinoxnoput Hatpiro < 5%, rigpokcua Hatpin < 0,5%,
(PO3YMHU OJ14 craGinizaTopu < 0,5%.

OYUCTKH/PO3B BaranbHuii TepMiH NIPUAATHOCTI - He Menute |8 Micanis,
ENEHHA/JII3YB Tepmin npuaaTHoCTi Micnd BIAKPHTTS KOHTeliHepa - He
AHHS/ITPOTOYH Menwe 120 auis.

1 PUIMHK)

20 55866 KouTtpons ¢nakon | 20 [Dacyeanus: 6x3 ma.

ITigpaxyHox reMaToJIor YHHH KoHTpons, mpH3HaYeHHH AN MOHITOPUHTY 3HAuYeHb Ha

KITHH KpoBi IVD | Diacon 3 HOpMa RBTOMATHYHHMX Ta HAMiBABTOMATHYHHUX TI'eMATOJOTIYHHX
(miarHocTHKa in AHaji3aTopax iMnenaHcHore Tumy. Bin Takox moxe OyTH
vitro ), BHKOpHCTAHWIT g pyudoro  smetomy. In  vitro ‘
KOHTPOJILHUIT UAHOCTIMHMIT PearcHT, 1o CKAA1ACTLCH 3 CPUTPOLIITIR
marepian HO/NEN,  3MOACALOBAINX  JIcliKOUNTIB | TpomBoiTin |
CCaBIiB, 3aTpPUMaHUX Yy TUa3Mo-nofiouii  piguni 3

W0103010501 KOHCEPBaHTaMH.

HOPMAJIBHI Binxputi npoGipku nosuuHI GyTH cTabinbHi MpoTArOM He

3HAYEHHSA meru sk 14 auib.

ITOKA3HHKIB
KPOBI
21 30591 bio-Kcens mnoc mT 25 [PeareHT NpU3HAYAETHCA LIl OLIHKM 30BHILIHBEOTO ILIAXY
Habip pearenTie | npotpoMGinoBHii yac BrOpTaHHA  KpOBI H  MOHITOPHHTY  MEpPOPABLHOL
1t BuMiproBanHs | (ITH), (5 x 8 mu [ml]) MPOTHTPOMOO3HOT Tepanii (OAT). PeareHT Takox
MPOTPOMGIHOBOTO O3BOJISE 31 HCHHTH KiJIbKiCHE BUMiPIOBaHHS KOHLEHTpauii
yacy (IT4) IVD thiGpunoreny y nocnijukysadiii nnasmi 3a momomoroio
(niarHocTtHka in nopieHsAHHA abcopOuii CcBiTHA AOCHLLKYBAHOI [UIA3MH
vitro) BifHOCHO KastiGpoBauol mnaimu. Jonaeanus Pearenty Bio-
Kcens nmoc npotpomGinoenii uac (IT4) y uwmtpunosy
W01030201 MnasMy BUKJIHKAaE 11 KOArymnsuilo # CTBOPEHHS 3rycCTKIB
3araneHi aHamizu kposi. Cnocif BinoGpaxkeHHs 3Ha4YeHb pe3ynbTaTy: -
Ha 3CilaHHA KPOBi CEKYHIH;
- % koediuieHt «PT» abo % axtuenocTi («Quick»);
<INR».
22 55981 bio-Keens Eko AYTY T 6  [[Ipusnauenns — jnis BusHavenns yacy AUTY y untparuiii

AxrupoBannit | (Sx5mn[ml],5x6 n1asMi JIFOAMHM JUIS OLIHIOBAHHSA CHCTEMH 3rOPTaHHS KPORi

4acTKOBHIi i [ml]) fa  MOHITOPHHIY  AHTHKOArynsHTHOI  Tepanii 3
TPOMGOMN/IACTHHOB BHKOPHCTAHHAM renapHHy
nii yac IVD Mictute  cuuternunmnii  Qocdoniniguuii  pearent 3

(miarHocTtHka in RKTHBATOPOM KOJIOiJAHOro kpemHesemy, craimisaTopu i

vitro ), Habip, BaxHCHHIi 3aci0.
aHayi3 YTBOPEHH:A KoMnieKT MiCTHTB BOAHHH PO34HH x10puay kaubuio (0,02

3ryCTKY Mounb/n) i 3axucHHit 3aci6
Crioci6 BinoGpaxeHHs 3Ha4YEHb PE3YNLTATY.
W0103020102 F CCRYHH
AKTHBOBaHHIt I koediuient «RATIO» — BifHOLIEHHA 4aciB 3ropTaHHsA
4aCTKOBHH KpOBi: nocnikyBanol nnasmu / kaniGpauifinol nuasmn.
TPOMOOILIACTHHOR
Hii yac




23 55996 Bio-Kcens Exo wr lnasma npusnauena Ans KOHTPOMIO AKOCTI mapamerpis
Yucnenni pakropu| Hopman (KonTpons) KoaryJii.
sciganua [VD (10 x 1 mn [ml]) JUIA BHKOPMCTAHHA B AlarHOCTHLI in vitro.
(niarsocTHka in CTadinbHICTD MiCAs PO3UMHEHHA:
vitro), Habip, 48 roauu npu temn. 2+ 25 C i na GopTy ananizatopa
aHaJ1i3 YTBOPEHHA B0 auis npu remn.  (-)20 + (-)70 _ C).
3TYCTKY
W0103020702
Konrponena
nasMa ans
TeMOCTasy
24 55996 bio-Kcens Eko wr [nazma npusnaueHa Qs KOHTPOMIO SKOCTI napamerpis
UucnenHi dakropu Abnormal H Koarynsuii.
scizanns IVD | (Kowtpons) (10 x 1 7118 BAKOPUCTAHHS B DIarHOCTHLI in vitro.
(niarHocTHka in mi [ml]) CtaGinbHiCTb MmiC/s pO3YHHEHHA:
vitro), Habip, 48 ronuu npu Temn. 2+ 25 °C i va Gopty ananizaropa 30
aHasi3 YTBOPEHHA nHiB npH TeM. (-)20 + (-)70 °C).
3TYCTKY
W0103020702
Konrponbha
nna3Ma Juis
reMoCTasy
5 55996 Bio-Kcens Eko wr [Mnasma npusnauyena A1s KOHTPOJIKO SKOCTI Napamerpis
Uncnenni dhaxropu Abnormal L Koarynsuii.
scigauns [VD (Kontpons) (10 x 1 i1 BHKOPHUCTAHHA B XIarHOCTHII in vitro.
(niarsocruka in mn [ml]) CtabineHiCTh MiCNs PO3UHHEHHSA:

vitro), HaBip,
aHaJli3 yTBOPEHHA
3TYCTKY

W0103020702
Kontponsna
iasMa ans

TreMOCTasy

48 roaun npu Temn. 2+ 25 °C i Ha GopTy auanizatopa 30
fnuiB npu Temn. (-)20 + ()70 °C).

Ilpumimka: V pasi, akwo y 0anux mexnivHux ma AKicHUX UM02ax ide NOCUNAHHA HA KOHKPEMHY MapKy uu gipmy,
namewnm, KOHCMpYKyiio abo mun moeapy, mo 66ajCacmMbCs, UJO MEXHIYHI Ma AKICHI BUMO2U Micmamb supas «(abo
exeieaneHm)».
OuikyBana BapTiCTh NpeAMeTa 3aKyMmiBli BHpPaXyBaHa BiANOBIHO 1O MOHITODHHTY PHHKOBHX IIiH, 3
YPaxXyBaHHAM BUMOT Haka3y MiHicTepcTBa pO3BHTKY €KOHOMIKH, TOPTIBI Ta CLILCBKOTO IOCTOIapeTBa YKpainH Bil
18.08.2020 Ne275 «IIpo 3aTBep/KEHHs NPUMIPHOI METOJAMKM BH3HA4YEHHs OYIKYBAHOI BapTOCTi MpejMeTa
3aKyMiBJi» METOJOM MOPIBHAHHA PUHKOBHX LiH i craHoBuTs 1 220 854,00 rpu. 3 IT/(B.

YnoBHoBaxKeHa ocoda

~

Buaannena Ilpoxonenko




