Komynanbne nexomepuiiine nixnpuemereo «Kuisebka Michka kiimitna Jikapusi Ne10» Bukonasuoro
oprany Knisenkoi michkof paan (Knisebkoi michkol Aep:KaBHOT agMiHicTpauii)

IIPOTOKOJI
OOIpYHTYBAHHS TEXHIYHHX, IKICHHX, KiIbKICHAX XapaKTePHCTHK, 09iKyBaHoi BapTocTi
NpeAMeTa 3aKyNiBJIi Ta 32CTOCYBAHNS IIPONEAYPH 3aKY MBI BIIKPHTI TOPIru 3 0c06JHBOCTSIMH.

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

Haiivenysannsi: KoMmynansne Hexomepuiiine nianpuemcreo  «KuiBcbka Mickka kiiniuna naikapus NelO»
BUKOHaB4Oro oprany Kuiscekoi Mickkoi panu (KuiBebkoi Michkoi nepikaeHoi aaMiHicTpauir)

Micuesnaxomxennsi: 03039, m. Kuis, nipocr. Tonociiscskmii, 59-B.

Inentudikanilinnii kox 3amoBHnKa B €aunomy nepixasnomy peecrpi opuamaHnxX oci, QisnHunEX 0Ci6-
uiAnpuemunis Ta rpoMaacbKuX (popmyBann: 01993931

Ipexmer sakynisai: Peaxmueu nadopamopni K 021:2015:33690000-3 Hixapcoki 3acodu pizni

Buj 3akynisJii: BigkpuTi TOpru 3 ocobamMBocTIMM

OpienToBanii nouarox nposeaennsi: motuii 2026 poky

Kisbxkiers Topapy: 3aznauena B Ta6. 1

Micue nocraskn ToBapy: 03039, m. Kuis, npocn. Tonociiecekuid, 59-b

Crpokn nocraBku ToBapis: npotsrom 2026 poxy

OGrpynTysanns 3acTocyBaHHSI NPOUEAYPH 3AKYIiB.Ti:

Iponesrypa sakynisni BusHauena signoiano o 3Y «Ilpo my6miusi 3aKymiBii», MocTaHOBH KaGinery
Minictpis Yipainu «[Ipo 3aTBep/pKeHHs 0co6MMBOCTel 3iHicHeHHS MTy6TiuHmIX 3aKyniBesb TOBapiB, po6iT i mocayr
JUIA 3aMOBHHKIB, niepeaGavenux 3akonom Ykpaiuu “Ilpo myGniuni sakynisni”, va mepion aii IIPABOBOrO PEKUMY
BOEHHOT'O CTaHy B YkpaiHi Ta npotsrom 90 nHiB 3 aHs iforo npununenns abo ckacyeanns» Bix 12.10.2022 Ne 1178.
OOGrpynTyBaHHS JONIJILHOCTI 3aKyIiBJIi:

Ha mincrasi Hananoi motpeGu 3asimyiowoi Kiimiko-jmiarnoctuunoi naoparopii Camuenko O.M. s
CBOEYACHOr0 MPOBEACHHS JIabOPaTOPHUX JIOC/IJDKEHb, 3 METOK 3abe3neyeHHs SKICHOTO HAJaHHA MeIMIHOI
JIOTIOMOTH TIALIEHTAM B TIEPiOJl BOCHHOTO Yacy, BUHHMK/IA HEOOXiAHICTh y 3aKyIiB/i BUTPATHOrO AiarHOCTHYHOrO
marepiany.

OOrpynTyBanns o6cariB 3aKyniBIi:

O6csr 3akynisiai pospaxoBaHHil Bianosiguo 10 naganoi nortpe6u KT 3 ypaxyBaHHAM (DaKTUYHHUX BHTpAT
MUHYJIOTO TIEPiojy.

OGrpynTyBanns TeXHiMHHX Ta SIKICHMX XapAKTEPHCTHK NpeIMeTa 3aKyNiB.Ii:

Texwuiuni Ta AKicHI XapaKTepHCTHKHM NpeJMeTa 3aKyIIBII BiNOBiAa0Th MoTpeGamM 3aMOBHUKA Ta BUMOTaM
YMHHOTO 3aKOHO/ABCTRA i 3a3HaveHi B JlonaTky 3 10 TeH/iepHoi 10KyMeHTalliT.

OO6rpynTyBanns o4ikyBaHOT BAPTOCTI NpeaMeTa 3aKymiBJIi:

Tabn. !
Meanko-TexHivHi BHMOIH 10 NpeaAMeTY 3aKymiBIi:
Hisma srimo Topriseasna
Ne HKD24:2025 Ha3BA Oa. | Kinb- o L
Gl Koa EMDN Haszgea ToBapy (sasHauacTscs | mumipy | kieTs Meanko-TexHiuHi BHUMOrH
HK 031:2024 VHACHHKOM)
1 52923 AJIAHIHAMIHO- Halip 8 [Pacysauus: 1-Pearent - 5 x 96 mu1, 2-Pearent - 1 x 120 M.
Amnaninaminorp |TPAHCDEPA3A 120 Onrumizosanuit, MogudikoBanuit MeTon, pospobnenuii 3
aHc(epasa VPaxXyBaHHAM peKOMeHaMil Mi}xﬂapouﬁo'i Genepanii
(ALT) IVD OKniniynoi Ximii (IFCC). 6e3 H71pHﬂ0KCﬂﬂL(l)OCFbaT¥.
(niarnoctika in Mewxa BusBaenHs He sume 3,0 O/, Memq KiZIbKICHOTO
vitro ), HaGip BusHauenns (LOQ): ne Bume sk 7 O/n JliniiinicTs: He
. 2 menme sx 600 O/n. Pearentu MaloTs GyTH MpHIATHUMH J(0
I KIHLA TepMiHY NPUAATHOCTI 3a3HAYEHOTO HA YNIAKOBUI NpH
Cl‘lEKTpO(l)OTOI\rTC remmepatypi 36epiranns 2 - 8°C, a ua Oopry anaparty
TR AR cTabinbHUMK HE MeHIUe |2 THKHIB.
W01010103
AJnlaHiHaMiHOTP
aHc(epasza
2 52954 ACITAPTATAMIHO- Halip 8 |[Pacysanns: 1-Pearent - 5 x 96 mu, 2-Pearent - 1 x 120 miu.
3araneHa TPAHC®DEPA3A 120 Onrumizosanui, Moau(ikoBanuii MeTon, po3pobieHuit 3
acnapraraminoT paxyBaHHAM pEKOMCHﬂ&Hiﬁ- Mixnaponnoi ®enepanii
patcdepaza Kniniunoi Ximii (IFCC). 6e3 ]TipPL-'IOKCEmL(bOC(]]a‘T}". .
(AST) IVD Meska BuaBneHHd He Bume 3,0 O/m Mexca_ KiBKICHOTO
o BuszHaueHHd (LOQ): ne Bume sx 7 O/n. JliHilinicTs: He
i AR i Merie sk 650 O/n. Pearent MaioTh OyTH MPHAATHUMH J10
DEPMEHTHH




cnektpooTome
TPHYHHMI aHani3

KiHILS TEPMiHY MPHIATHOCTI 3a3HAYEHOTO HA YIIAKOBLI npu
remneparypi 30epiranna 2 - 8°C, a sa Gopry anmapary
cTabineHUMH He MeHte 12 THKHIB.

w01010110
AcnapratamiHo
TpaHc(epasa
53587 CEYOBHMHA 60 Habip (bacypanus: 1-Pearent - 5 x 48 mn, 2-Pearent — 1 x 60 M.
CevoBuHa Kineruunui, dQepmentatnBrmii Meron 3 ypeasow |
(Urea) IVD CIyTaMaTaeriAporeHason.

(miarHocTHKa in Mewxa Buasienns (LoD) me Bume 2,1 mr/mi Mexka
vitro ), naGip, KipLKiCHoro BusHauenHs (LOQ): we Bume sx 4,5 mr/mm
(hepvenThui linifnicTs: He Meniue gk 250 mr/amn. ‘

criekTpodhoToMe Pearentu MaioTh OyTH NpHAATHHMH A0 KiHlLs TepMiH):

TpHHHAH anai3 MPUIATHOCTI 3a3HAUCHOTO HA YNAKOBII MPH Temmeparypi

sOepiranns 2 - 8°C, a Ha OopTy anapaty npu Temneparypi 2
W01010204 - 10°C crabinpHumMu He MeHIe 12 TIDKHIB,

CeuoBuna/azor

CEUOBHHH B
KpOBI
53251 KPEATHHIH 60 Halip bacypanns: 1-Pearent - 5 x 48 mu1, 2 — Pearent — 1 x 60

Kpeatunin IVD MU

(niarHocTHKa in Moaugikauis metony Adde Ge3 nenporeinizarii.
vitro ), aGip, Mema'. sugBnenHs (LoD) ue Bumie 0,04 mr/mn. Mexa

crekTpogoToME Ki..TIB-KIC.HOI‘O BuzHauenHs (LOQ): we Bume sk 0,6 mMr/an

TPHURHIE anai3 UlinifiHicTs: He MeHe sk 17,5 Mr/an.

[Tpu Temnepatypi 30epiranns 2 - 8°C, poGouuil peaktus
mae Oytu crabineunii He MeHwie 4 TwkHI, a TpH
ﬁglg:fjg remnepatypi 30epiranns 15 - 25°C - He Meniue 7 qHiB.
53588 CEUYOBHHA Habip Macypanns: 1 X § ML
CevoBuHa CTAHJIIAPT 42 CeuoBHHA cTaHIAPT MOBMHEH BHKOPHCTOBYBATHCA s
(Urea) IVD BU3HAYEHHA KOHLEHTpalii CevuoBHHH B cupoBaTli abo
(niarHocTHKa in miasmi KpoBi, ceui. PearenT mae OyTH CTaHAApPTHUM
vitro ), PO3YHHOM CEYOBHHH 3 KOHLEHTPAII€IO B Aianasoni 38.52 -
kaniGparop #7.08 mr/nn. Towyna koHueHTpamis Mae OyTH BKazaHa Ha
eTkeTLi KoskHOrO (prnakoHa, PeareHT Mae GYTH NpuaaTHHM
110 KiHLS TEPMIHY MPMAATHOCTI 3a3HAYEHOIO HA YNAKOBIL
\?r{gllu%]po;r?;{;z mpu 30epiranui 2 — §°C.
OJIHOKOMIIOHEHT
i (KX)
44700 KPEATHUHIH (nak PacyBanHd: 1 X 5 ML

Kani6parop ans CTAHJIAPT 2 KpeaTuHiH cTaHZapT TNOBHHEH BHKOPHCTOBYBATHCH IS
BH3HAYCHHS BHU3HAYEHHS KOHIEHTpALil KpeaTWHiHy B cHpoBaTUi ado
KpeaTHHiny, mmasmi kpoBi, cedi. TouHa KOHLUEHTpaLlis Mae OyTH BKazaHa

IVD Ha erukeTui koxHoro (piakoHa. Pearenr wmae OyTH

(miarsocTuxa in FIPUAATHHM 1O KiHI.EH Tep.MiHy OPHIATHOCTI 3a3HAYEHOTO Ha

vitro ) yrakoBIi mpu 36epiranni 2 — 8°C.

W0101050302
Kanidparopu

OJTHOKOMITOHEHT

i (KX)
52940 AJIbPA-AMIJIA3ZA Habip acysanns: 6 x 30 M.
3araTbHa 30 MeTton: 2-xnop-4-HiTpoeHin-a-mansrorpiosa (CNP-G3) €
aMinasza [VD npsMuM  cy0CTpaToM IUIss BH3HAYCHHSA AaKTHBHOCTI O-
(aiarHocTHKa in ?i&-ii.'tam._ i He BHMArac TPHCYTHOCTI JOMOMiKHIX |
i : DepPMEHTIB.
‘:1:2;}“)‘;:?5:; Hyrusicts: He Buwe 2,5 O/a, JlinilinicTs: He MeHIIE sK
; 1500 O/n.
cnempodmmnf{e Pearenti MaroTh OyTH TPHAATHUMH JO KiHUS TepMiHy
TPUUHUI aHATI3 NPHAATHOCTI 3a3HAYEHOrO HA YNAKOBII MpPH TeMmepaTypi
sOepiranns 2 - 8°C, a Ha OopTy anapaty npH Temneparypi 2
W01010107 + 10°C cTabineunmMu He MeHIue 12 THXKHIB,
Awminaza —
3araibHa
61900 BIJIOK 3ATAJTbHUM Habip acysanus: 1-Pearent - 6 x 60 mn, 2-Cranaapt — 1x2 mi.
SaraabHuil 60 eronl 3acHosanuii Ha Oiyperosili peaxuii. Mexa
Ginox IVD ﬁ;ﬁmBneHHs{ (LoD) we Bume 0,05 r/nn. Mexa kinskicHoro




(miarsocTuka in
vitro ), Habip,
cnekrpodorome
TPHYHHI aHani3

pusnauerns (LOQ): e BuIe sk 0,15 M/an, JiHiiHIoTs: He
MeHIe sk 19 r/m.

Pearenti MaioTh GyTH NpHAATHMMHM 10 KiHUS TepMminy
MPUAATHOCTI 3a3HAYEHOr0 HA YNaKOBII MPH TeMmmeparypi
BOepiranns 2 - 8°C, a va GopTy anapary npH TeMmepaTypi 2

W01010230 - 10°C crabincunmu ne menme 11 Thxuis,
3aranbHuii
Ginok
9 53507 AJIBEYMIH 60 Habip 3 facysanns: 1-Pearet - 6 X 60 mu, 2-Crangapt — | x 2 M1,
Ansbymin IVD Meton: Opomkpesonosmii senennit (BCG) dopmye 3
(oiarnocruka in arb0yminoM, B cykuuHatHomy  Gydepi  (kmcme
vitro ), Hadip, cepenoBulLe), 3abapBieHnil KoMILIEKe.

(hepMeHTHUIH HytnusicTs: He Buwe sk 1,14 r/an. Jlinifinicts: He MeHIe
cniekTpodoToMe ;')K 6.5 r/mn. )
TpHYHHI anai3 €areHTH MlaIOTb OyTH npHIATHHMM :£[0 KiHILIsI TCleH)./

NPUIATHOCT] 3a3HAYEHOTO HA YMAKOBLI NMpH TeMmeparypi

W01010201 sOepiranns 2 - 8°C, a Ha Gopry anapary npu remneparypi 2

5 - 10°C cTabinsHAMH He MeHLIE 8 THKHIB.
Amsbymin (KX)
10 53301 T'JIIOKO3A 60 Habip 35 [acysanus: 1-Pearent - 6 X 60 M, 2-Crangapr - 1 x 2 M.
mokosza IVD Konopumerpuunuii, (epMEHTATHBHUI METOJ 3 OKCHIA3010
(miarHoctuka in rFOKO3H.

vitro ), HaGip, Mexa euasnenns (LoD) we Bume 0,3 mr/mn Mexa

depmenTauii Ki:I'IB_KiCl]-IOI‘O pusHaueHus (LOQ): ne Bume ax 12.0 mr/nn.
cekTpohoToMe VlinikuicTs: He Menmre sk 350 mr/u, ] .
TpHuHMH anania PeareHTH MaloTh OyTH NpUAATHHMH Ao Kinus Tepminy

MPUOATHOCTI 3a3HAYEHOI0 HA YNAKOBLI MPH TeMIeparypi
soepirannd 2 - 8°C, a Ha GopTy anapary npu Temneparypi 2
W01010213 + 10°C cTabineHuMy He MeHIe 12 THKHIB,
I'moko3a
11 47869 CHPOBATKA JIH Habip 2 Dacysanns: 4 x 5 mn
MHOKHHHI JTioginizoBaHa CHPOBATKA JIIOACHKOTO  [OXOJKEHHS,
aHamiTH MOBHHHA OYTH NpPHU3HAYEHA UL KOHTPOJ BHMIDIOBaHb
KriHiuHOT XiMii BMICTY HEOpraHi4HMX, OpraHiyHux i (epMeHTaTHBHHX
VD KOMITOHEHTIB, SKi B 3aralbHOMY 3HAXOJIATHCS B MeEXax
(miarroctika in Hopmu. PospaxoBani NinEOBI 3HaveHHs NOBHHHI OyTH
Vit ), pesyJibTaToM BHUMPOOYBaHb, NIPOBEJEHHX HA ABTOMATHYHHX
AHATI3aTOpaX, & TAKOXK PYYHHMH METOJAMH.

KOHTPOJILHUH P . .

: €areHTH MaloTh OyTH TPHJATHUMH IO KiHIS TepMiny
marepian MPHUAATHOCTI 3a3HAYEHOTO HA YIMAKOBI NpH TeMIeparypi
sOepiranus 2 - 8°C.

W01010501
My IbTHKOMIIOH

€HTHI
KOHTPOJIBHI
Marepianu
(xminiuna ximis)
12 47869 CHPOBATKA JITT Habip 2 (Dacysauna: 4 x 5 ma
MHuoxunHi MioinizoBana cUpoBaTka JIOACHKOTO  MOXOMKEHHS,
aHAaTiTH noBuHHa OYTH MpU3HAYEHA ANA KOHTPOJIO BUMIPHOBaHB
KTiHIYHOT XiMil BMICTYy HEOPraHidHMX, OpraHiuHuX i (epMeHTaTHBHUX
IVD KOMIIOHEHTIB, $Ki B 3arajbHOMY 3HAXOIATHCA B
(niarsocTaka in NaToJIoriMHOMY Jianasomi. PospaxoBani ninsosi 3naveHuHs
ey, " MOBUHHI OyTH pesyJsTaTom BHNPOOYBaHb, NPOBEAEHHX Ha
" ABTOMATHYHHX AHAJI3ATOPAX, 8 TAKOK PYYHUMH METOIAMH.
. A Pearentn MaloTh GYTH NPHAATHAMH A0 KiHIA TepMmiHy
MaTepIal MPHAATHOCT] 3a3HAYEHOTO HA YMAKOBI MPH TeMIeparypi
nGepiranns 2 - 8°C.

W01010501

My 1B THKOMIIOH
€HTHI
KOHTPOJIbHL
Marepiam
(xminiyHa XiMis)
13 52532 AHTH-A, (max 45  [bacysanns: 1x10 M.
AHTH-A TPYNIOBE | MOHOKJIOHATBHHIA PeareHTH. 110 BM3HAYAIOTH TPYIY KPOBi i MpU3HAYEH] A5
THITYBAHHS MKiCHOTO  BH3HAYEHHS HasBHOCTI aGo  BixcyrHocTi

epurpouutis [IVD
(miarnocTHKa in
vitro ). aHTHTIIA

AHTHTEHIB A Ha ePUTPOLIHTAX JOHOPIB KpoBi abo TmarticHTi.
[ToBuHHI OyTH NPUIATHAMH JUIS TPOBEJEHHS TECTYBAHHS
BiAMOBiMHO M0 «IHCTpYKIN 3 BM3HAYEHHS TPyn KpoBi 3a
cucremoro ABO», 3atBepmxenol nHakazoM MinicTepeTBa




W0103030199
AHani3u s

BU3HAYCHHS IPYITH

KpoBi — iHe

XOPOHH 310poB’s Ykpaiuu Big 05.07.1999 p. Ne 164, a
FAKO3 JULSl TECTYBAHHS METOAMU IPOGIPOK, M1ACTHHOK (Ha
MIOLLHHI), TeneBnx ID-kapr Bio-Rad, kacer Ortho BioVue
ra MikporuiaHureTis 3 «U»-noai6uum rowm,
CKnan: MOHOKIORANBHI aHTHTiNA MUILCH, po3BexeHi y
(hocdarromy Gydepi, 1o micturs XJopua Hatpito, EJITA
Ta Gudaqmit ansOyMin.

Knitunua ninis/kmon: 9113D10, Kounip: cuniii.
BHKOpUCTanMit GapBHIK: NATCHTOBANMI CHHII,
Pearents  He moBMHHI MicTMTH CKIANaTHCE 3
(QHUCPOTCHHHX,  MYTZI€HHHX  4M  PENpOTOKCHYHMX
PEUOBHH,
EdexrusnicTs peareHTy noBHHHA OyTH mnpoTecToBaHa
BiZmosinHO 10 pedepercuoro CTaHAAPTY MiHiMaILHOT
C(DEKTHBHOCTI, OTPUMAHOTO Bij Hanionassnoro incruryry
0i0I0riUHUN cTaBfapTiB Ta kouTpomo (NIBSC): Anru-A
pedepencuuii cranaapt 03/188 (abo anamoriunoro).
Tepmin mpunatnocti pearenty: me Menme 36 MiCsILIB Bij
natH BHpoOHULITBA. PearenT nosuuen Oyru nporecrosanmii
Ha cTaGibHICTL mig uyac TpaHcnoptysanus npu 37°C Ta -
R5°C Bianosizwo 1o crannapry EN ISO 23640:2015.
“IkicTs Ta npasomipuicts o6iry wa Teputopii Ykpaiun
PEArcHTIB  MOBHHHA  GyTH MiATBEPIUKEHA  HASBHOIO
[lexnapauielo  npo  Bignosimicts, Ceprudixarom
Birnopinnocri Tlopsiaky npoBeseHus  3aGesneqenms
pyHKIIOHYBaHHS KOMIITEKCHOT CHCTeMH 3abe3nevenny
sikocTi (Binnosinno o Monatky 4 Texmiunoro pernameHty
HI0Z0 MEIWYHMX BHPOGIB A8 AiarHOCTHKM in  vitro,
pATBEpIKEHOr0 nocranoBoro KMY sin 02.10.2013 p. Ne
754, 3a BHKIIOYEHHAM TNYHKTIB 6-9), Cepruikarom
MepeBipku mpoekty (myHkrH 6-9 Honarky 4 Texuiunoro
PCrIAMENTy 100 MEAMYHUX BUPOOIB 1M1 AiarHOCTHKH in
itro, 3aTBepIKenoro noctanosoo KMY Bixg 02.10.2013 p.
INe 754) ta ceprudikaramu skocTi Ha KOXHY cepiio (mapriio)
ToBapy.

14

52538
AnTH-B rpynose
THUITYBAHHS
eputpounris [IVD
(niarHocTHEA in
Vitro ), antutina

W0103030199
Amnanisu aus

BH3HA4YEHHS [PYIIH

KpoBi — iHie

AHTH-B,
MOHOKJIOHATLHHH

thmak

50

Dacysannsi: 1x10 m.

Pearenty, mo BR3Haka0TH rpymy KPOBI i npu3naveni 1
KICHOrO  BM3HAYEHHA  HAsABHOCTI  aBo BiZACYTHOCTI
AHTHTEHIB B Ha epuTpoiMTax noHopis kposi abo namiexnTi.
[Mosunni Gyrn npuaaTHUMA As NPOBEACHHS TECTYBAHHS
Biznosinno 1o «IHCTpykuil 3 BU3HAYEHHs Ipyn KpoBi 3a
cucremoio ABO», sateepmxenoi makasom Minictepersa
DXOPOHH 310poB’s Ykpainu Bix 05.07.1999 p. Ne 164, a
[FAKOK /LISl TECTYBAHHS METOaMH 1podipok, NaacTHHOK (Ha
muowmni), renesux ID-kapt Bio-Rad, kacer Ortho BioVue
ra MikponiaHiweTis 3 «U»-mogiGHimy gHoM.

CKkIan: MOHOKIOHANBHI AHTHTING MumIeif, posBeaeHi y
pocpatHomy Gydepi, mwo MicTute Xnopua Harpito, EJITA
ra Ou4aumii ane6ymin,

Knitnrua ninis/knon: 9621A8. Koip: sxosTHi,
BukopucTannit 6GapBHHK: TAPTPaA3HH.

PcareHTH He nNOBMHHI MIiCTMTH uM  ckjagaTHCh 3
KAHLUCPOTCHHMX,  MYTArCHHMX YM  PENPOTOKCHYHHX
PEUOBHH,

Edexrusmicts peareHTy nosumma GyTu NPOTECTOBaHA
BIATIOBINHO 70 pedepencHoro CTaHAApTy MiHIMaNbHOT
edexkTrBHOCTI, 0TpUManoro Bix HauionansHoro inctuTyTY
Di0NIOriMHHX cTAHAAPTIE Ta KOHTPOIO (NIBSC): Anrtu-B
pedepencuuii cramaapr 03/164 (abo ananoriunoro),
Tepuin npuzatnocti pearenty: He Menme 36 Micanis Bin
MaTH BUPOOHULTBA. PearesT MoBHHEN GyTH IpoTecToBaHmii
Ha cTabiibHICTE Mij Yac TpaHcTopTyBanns mpu 37°C Ta -
25°C sinnorixuo xo crarmapry EN ISO 23640:2015.
¥lkicte Ta npasomipicts 06iry Ha Tepuropii Vkpainu
peareHTiB  MOBMHHA OyTH NiATBEPIKEHA HATBHOIO
llexnapanieo  npo  BiAMOBIXHICTE. Ceprudirkarom
Bixnosiamocti  ITopsaaky npomeieHHs — 3aGesneueHus
pyHnxuionyRanHs KOMMIEkCHOT cucTeMmi  3abesneuenis
KocTi (Bianosigno 1o Jonatky 4 Texuiuuoro pernaMeHty
ON0 MEIMYHHUX BHUPOGIR JNs IiarHOCTHKM in  vitro,
aTBEPIDKEHOro0 nocraHoBoro KMY min 02.10.2013 p. Ne
54, 3a BUKMOUEHHAM TWyHKTIB 6-9), Ceprudikarom
epesipkn npoekty (myHkTH 6-9 Jlomatky 4 Texmiunoro
CTIAMEHTY 1010 MEAMYHUX BHPOOIB A/ TiarHOCTHKH in
itro, 3aTBepmxenoro nocranosoro KMV six 02.10.2013 p.




,‘I:{g 754) Ta ceprH(hikaTamu sxocT] Ha KOXKHY Cepiio (naprio) |
oBapy.

Pearent js
ni3uCy KIiTHH
kpogi IVD
(AiarHocTHKa in
vitro )

W0103010105
CBC-PEAKTHBH
(PO3YMHHM JUIS

Diatro Lyse-DIFF

52647 Antu-D (IgG/IgM), (ax 50 acyBaHus: 1x10 mo,

AnTu-Rh(D) MOHOKIOHANEHUIE CAareHT IS BU3HAYEHHS TPYNU KPORi, MpH3Havenmii s

rpynose KICHOTO BU3HAYCHHS HASBHOCT] a60 BIICYTHOCTI anTHreny

TAMYBAHHA pezyc-aktopy D Ha CPUTPOLHUTAX JIOHOPIB KpoBi ado
epuTpouutis [IVD nauienTis.

(giamocmxa in [ToBuuen Gytn npumatHuME s TIPOBE/IEHHS TeCTyBAHHS
VIro ), anTuTina BIANOBIAHO 1o «IHCTpykuii 3 BH3HAYEHHS pe3yc-
HANCKHOCTI KPOBI», 3aTBEP/KEHOT HaKka3OM Minictepersa
W01030302 PXOPOHH 310poB's Ykpainu Bix 05.07.1999 p. Ne 164, a
Busnayenns [FAKO JU1s TECTYBAHHA METOAAMH NPOGIPOK, IACTHHOK (Ha
pesyc-axropa IUTIOLLHHI), TesleBux ID-kapt Bio-Rad, xacer Ortho BioVue
Ta MiKpomaHIeTik 3 «U»-nogiGuuM muom.
IMoBunen OyTH NpUAAaTHHM NS BESAB/ICHHS kateropii DVI
MCTOaMH HEMPAMOTO HTUIIOGYIIHOBOTO TecTy,
reaesnx ID-kapr Bio-Rad (LISS/Kaprkn Kymbca) Ta kacer
Ortho BioVue (AHG/Kacern Kywm6ca).
Cxman: sMillaHuii peareHT 3 HU3BLKHM BMicTOM Ginka, o
MICTHTB TOACBKHI MOHOKTOHAMBHMIT IgM i IgG anTu-D,
possenenuii y docdarnomy Gydepi, mwo Micturs XJI0pH
Hatpiio (0.9 %), Guuaumit amsOymin (2.0 r%) Tta
MaKkpoMoJieKyTsIpHi notenuiatopu (1.5 r%).
Ulinii kitns/knonn: IgM - RUM-1, IgG - MS-26.
Pearenti  we mnoswmEI MicTHTH un CK/IAIaTHCh 3
[KAHICPOTEHHUX,  MYTareHHHX  YH  PENpOTOKCHYHMX
PEYOBHH.
Edextupnicts  pearenty mnosumna Oyru 1npotectoBana
BIAMOBIAHO 10 pediepencHoro CTAHIAPTY MiHiManpHOT
eekTuBHOCTI, OTpHMancro Bix HanionamsHoro iHCTHTYTY
Gionoriunux cranaprie Ta koHTpoJr0 (NIBSC): Autu-D
pedepencumii crannapr 99/836 (a6o ananoriunoro).
Tepmin npuzatHoCTi pearenty: ne menme 30 MicsLiB Bix
faTH BUPOOHHLTBA. PeareHT NoBHHeH 6yTH NpoTecToRAKHI
Ha cTaGinbHICTh MiJ Yac TpaHCHopTyBaHHS npu 37°C ta -
25°C ginnosinno xo cranmapry EN ISO 23640:2015,
AIkicTh Ta mpaBomipmicTh 06iry Ha TepuTopii Ykpainu
pearcHTiB  nosuHHA OyTH  MiATBEPIKEHA  HASBHOI
[eknapaniero  npo  BiamoBimmicTs, Cepruoikarom
Biznosinnocti  TMopsaaxy npoBemeHHs — 3aGesmedeHns
pyHKUIOHYBaHHS KOMINEKCHOT CHCTEMH 3abe3neyeHHs
srcocTi (Biamoriamo no Noaarky 4 Texuiunoro periaMenty
OO0  MEAMYHUX BHPOGIB A7f JiarHoCTHKM in vitro.
SETBEPIKEHOTO moctanorolo KMY Bix 02.10.2013 p. Ne
754, 3a BHKTIOYEHHSM TyHKTIB 6-9), Ceprudikarom
MepeBipkH NpoekTy (MyHKTH 6-9 Jonarky 4 Texuiuxoro
PETJIAMEHTY OO MEAMYHUX BHPOOIB AN AIarHOCTHKM in
itro, saTBepakeroro nocrakosoio KMY Bix 02,10.2013 p.
e 754) Ta ceprudikaTamu sxocti Ha KOKHY cepilo (naprio)
roBapy.
58237 JimoenT Diatro Halbip 40 acysanns: 20 .

Bydepunii Dil-DIFF [loBuHeH sIBIATH COBO0IO OyepusoBanuii, crabinizosanuii i
PO3YMHHHK 3pasKiB MikpodinsTpoBanuii  enekrpoiTHu pO34MH s
IVD (niarnoctuka ABTOMATHYHOTO ~ PO3BE/ICHHS 3paskiB  KpoBi roaMHH,

in vitro ), KiCHOrO | KiJIbKICHOrO BH3HAUECHHS eputpouutie (RBC),

ABTOMATHYHI/ ciiountis  (WBC) i cybnonymsuiii  neiikouurie,
HaniBaBTOMaTHYHI rpomGoumtis  (PLT) i  mamipioBanus KOHLEHTpauii
CHCTEMH remornotiny (HGB) wa remaromnorinux ananizaropax
Diatron. Ck7an moBHHeH BiAmosinata: xnopus HaTpilo <
WO0103010105 1.5%, Oydepn < 1%, koHcepBaHTH < 0,5%, cralinizaTopu <
CBC-PEAKTHBH 0,5%.
(PO3YMHH JJTA Barameuuit Tepmin npumatHOCTI - He Menure 36 Micsui,
O4YHCTKH/PO3B lepmin npuzarrocti micns BiakputTa KouTelHepa - He
EIEHHS/TI3YB menure 120 anis.
AHHA/TIPOTOYH
I PITUHH)
61165 Jlizyrounii pearent Habip 36 Dacysanns: 1 .

MoBuHen ABJIATH coboro crabinizosanuii i
MikpoGinbTpoRaHm Nizyounit pearent ais CTPOMOII3Y
eputpouutis (RBC), KilbkicHOTO BH3HAYCHHS JeHKOUUTIB
WBC). 3-cknanoroi andiepentianii neitxountis (LYM,
MID, GRAN) i Bu3HaueHHS KoHUEHTpaLil remMoriodiny |
HGB) B 3paskax KpoBi MOAWHH HA I'eMaTOJOrivHHX
axamizaropax Diatron.

Ckrman nosunen sinnosinatn: ITAP < 3,5%, Oydepu < 1%,
KoHcepsanTH < 0,5%, crabinizatopu < 0,5%.




OYHUCTKH/PO3B BaranbHuii Tepmin npuzatHocti - He MeHme 48 Micsuis.
EJIEHHSI/JII3VB TepMmiH MpUIATHOCTI TICNd BIAKPHTTA KOHTeiiHepa - He
AHHA/TIPOTOYH, merwe 120 auis.
[ PIJUHH)
18 63377 Ounuryrounit Habip 50 (@acysannusg: | .
3aci6 nus po3suun Diatro [MoBuHEH SABJISITH coBo1o crabinizoBaHuii i
OYMILEHHS Cleaner MikpodinsTpoBaHuit PO3UMH AETEPrEHTY IS PETYISPHOTO
npunany/ ABTOMATH30BAHOTO  OYHIIEHHA,  ONOJNICKYBaHHA  Ta
aHanmizatopa [VD MPOMHUBKK KaminapiB, TpyOOK i Kamep reMaroloriuHoro
(miarHocTHKa in AHaji3aropa, BHIAJEHHA KOMIIOHEHTIB oOcagy KpoBi i
vitro ) [TIMOMPOTEIHOBMX  BIAKIAZeHb HA  TI'eMaTOJOTIYHHX
aHanizatopax Diatron.

W0103010105 (CxraJ noBHHEH Binmosizatu: pereprentd < 1%, Gydepn <
CBC-PEAKTHBU 1%. koncepsanti < 0,5%, crabinizaropu < 0.5%.
(PO3YMHH JJ1d BarajasHuil TepMin MpuaaTHocT - ne Menme 48 micsuis.
OYHUCTKH/PO3B TepmiH npuIaTHOCTI Micns BiIKPUTTS KOHTeifHepa - He
EJEHHA/JI3YB merme 120 auis.

AHHS/TIPOTOYH
1 PIJTMHHA)
19 63377 [TpomMuBHUIA PO3UNH Habip 15 [Dacysanus: 100 M.
3aci0 mnsa Diatro Hypoclean [oBuHeH ABJIATH coforo  crabinizopaHuii i
OYHUILECHHS ce MiKpO(IinETpOBaHMH  KOHLEHTPOBAHMH  TiNOXJIOPHTHHIH
npunany/ pO34MH  ANA  IHT@HCMBHOTO  OKHMCHOTO  OYHLIEHHS,
ananizaropa IVD DIOICKYBAHHA TA NPOMHUBKH Kaminapis, TpyGok i xamep
(niarHocTHKA in reMaToJIOriYHOro aHami3aTopa, BHIANEHHS KOMIIOHEHTIB
vitro ) ocamy Kposi i JiNONpoTeTHOBHX BilKTaJeHh Ha BCIiX
FeMaTOJIONiMHUX aHaIi3aTopax.

W0103010105 Cknan mOBMHEH Bimnosizartu: gerepreHtd < 1%,
CBC-PEAKTHBH rimoxjoput Hartpito < 5%, rigpokcua Hatpino < 0,5%,
(PO3YMHHU IJIA crabinizatopu < 0,5%.

OYHUCTKH/PO3B BaranpHuit TEpMiH PHAATHOCTI - He MeHuIe 18 Micauis.
EJEHHA/JII3YB Tepmin npupatHocTi micns BiAKPHTTS KOHTeliHepa - He
AHHS/TIPOTOYH merire 120 auis.
1 PITMHHA)
20 55866 Kowurpous ¢dmakon | 20 fPacysaHHA: 6X3 ML
ITinpaxyHok reMaTosIoTivYHu| KoHTposib, NpH3HAYEHWH M1 MOHITOPHHTY 3HA4Y€Hb Ha
KaituH kposi [VD Diacon 3 sopma ABTOMATHYHNX T4 HANIBABTOMATHYHUX TIeMaTONOTIYHUX

(miarHocTHKa in aHasizaropax iMnenaHcHoro Tumy. Bin Takox moxe OyTH

vitro ), BUKOpHCTaHHIT 118 pyuHoro Meroday. In  vitro

KOHTPOIBHHIH IiarHoCTHUHMI PeareHT, WO CKIAZAETBCA 3 €PUTPOIMTIR

MaTtepian MHOAMHK, 3MOAENLOBAHMX NEHKOLMTIB i TpomMOOLMTIB
ccaBliB, 3aTpHMaHMX Y TIa3Mo-modibHifi  pimnni 3

WO0103010501 KOHCEPBAHTAMM.

HOPMAJIBHI Binkputi npodipkn moBuHHi OyTH cTaliNbHI NPOTArOM HE

3HAYEHHS MeH gk 14 aHiB.

T[TOKA3HHKIB
KPOBI
21 30591 Bio-Kcens mmoc iy 25 |PeareHT MpH3HAYAECTHCS A8 OLIHKHM 30BHILIHBOTO IIJIAXY
Ha6ip pearenriB | nporpom0ioBuii yac BrOPTAHHA  KpoBi I MOHITOPHHTY  mnepopansHOi
aas BuMiproBadss | (IT), (5 x 8 mut [ml]) npotutpoMGo3HOT tepanii (OAT). PeareHt Takox
1poTpoMOiHOBOTO IMO3BOJIAE 3AIHCHUTH KiNbKiCHE BUMIDIOBAHHS KOHLEHTpAil
yacy (ITY) IVD (piGpunoreny y JocnifukyBamiif mmasmi 3a JOmoMororo
(miarHocTHKA in opiBusHHA abcopOuil CRiTIA JOCHILKYBaHOT IUIA3MH
vitro) Eimmcno kaniGposanoi miasyu. Jlonasanns Pearenty Bio-
Kcenr nmoc nporpombinosuii wac ([T4) y UMTpUHOBY
W01030201 niasMy BHKJIHKAE il KOAryJsuito # CTBOPEHHs 3rycTKiB
3araneHi aHamizu kpoBi. Croci® BigoOpakeHHs 3HAYEHb pE3Y/IbTATY: -
Ha 3Ci1aHHs KPORi CCKYH/IH;
- % xoediuient «PT» abo % axkrusHocTi («Quick»);
«INR».
22 55981 bio-Kcens Eko AUTY T 6 [pusnauenns — ans BusHadenus sacy AUTY y uutparniii |

Axtusoaruit | (5x5Sma[ml).5x6 r1a3Mi JIOJMHM AT O HIOBAHHS CHCTEMH 3rOPTAHHS KPOBI

4acTKOBUI mi [ml]) Ta  MOHITOPHHIY  aHTHKOarymsHTHoi  Tepamii 3
TPOMOOTIIACTHHOB [BHKOPHCTAHHAM TETapiHy
it yac IVD Mictuts  cunretHdHuil  (Qocdonininuuit  pearent 3

(niarHocTHKA in AKTHBATOPOM KOJIOIHOTO KpemHeseMy, crabinizatopu i

vitro ), nadip, BaxucHuit 3acib.
aHai3 YTBOPEHHA IKOMI/IEKT MiCTHTE BOJHHMI pO3YHH XJI0pHay Kanbiio (0,02

3ryCTKY MOJIB/IT) | 3axicHMiT 3aci0
Crioci0 BinoOpakeHHS 3HA4UEHDb PE3yIbTaTy.
W0103020102 F CEKYHIH
AKTHBOBaHHH - koeQiuient «RATIO» — BiIHOWIEHHS HaciB 3rOPTAHHS
YaCTKOBHI KpOBi: 10C/IKyBaHOT ITasMu / kaniOpauitinof mrasmu.
TpoMOOMIaCTHHOB
uii yac




23 55996 bio-Kcens Exo T [lnasmMa mpusHaueHa A8 KOHTPOMO AKOCTI napaMerpis
Uucnenni daxropu| Hopman (Kourposs) KOAry ALl
3cinanns [VD (10 x 1 Mz [ml]) 17151 BAKOPHCTAHHS B TIarHOCTHLI in vitro,
(miarHocTHKa in CrabineHicTs micns po3YHHeHHs:
vitro), Haip, 48 roaus npu Temm. 2+ 25 [IC i Ha Gopty aHamisaropa
aHajli3 YTBOPEHHS B0 amie npu temn. ()20 + (-)70 0C).
3IYCTKY
W0103020702
Kontpoasha
ni1asma Juis
remMocTasy
24 55996 Bio-Kcens Eko mr [Mnasma npusHauena A8 KOHTPOMO AKOCTi mapameTpin
Uucnenni Qpakropu Abnormal H Koarynauii.
cizauns IVD | (Kourpoms) (10 x 1 /1711 BAKOPHCTAHHS B 1iarHOCTHII in Vitro.
(niarnocTHka in mi [ml]) CrabineHicTs micns po3duHeHHs:
vitro), HaGip, 48 roaun mpu temm. 2+ 25 °C i wa Gopry ananizatopa 30
aHaJIi3 yTBOpeHHS ImHiB 1pu Temil. (-)20 + ()70 °C).
3rycTKy
W0103020702
Kounrtponsna
nna3ma Juis
remMocTasy
25 55996 bio-Kcens Eko T [Mnasma npusHaueHa N8 KOHTPOMIO AKOCTI napameTpiB
Uucnenni gakropu Abnormal L Koaryauit.
scinanns IVD | (Kontpons) (10 x 1 U1/11 BHKOPHCTAHHS B JliarHOCTHLI in vitro.
(miarnocTrka in Mt [ml]) CrabinbHicThb micas posYUHEHHS:

vitro), HaGip,
aHali3 YTBOpeHHs
3TYCTKY

W0103020702
Konrposbna
n1azMma s

reMocTasy

48 roanu mpu Temir. 2+ 25 °C i Ha Gopry ananizatopa 30
fruie mpu Temm. (-)20 <+ (-)70 °C).

Llpumimra: 'V pazi, axkwo y Oanux mexuiunux ma AKICHUX uMo2ax e NOCUTAHHA HA KOHKPemHy Mapky uu Qipmy,
namenn, KOHCIMpYKYilo abo mun mosapy, Mo 66aNCACHbES, U0 MeXHIUKT ma AKICHi GuMo2u Micmams eupas «(ato
exgiganenn) .
OuikyBana BapTicThb NpejMeTa 3aKymiBli BHPaXyBaHa BiINIOBIIHO 1O MOHITOPHHIY DHMHKOBHMX L(H, 3
YpaxyBaHHAM BUMOT" Haka3sy MinicTepcTBa po3BUTKY €KOHOMIKH, TOPriBIIi Ta CLIbCHKOrO rocrnofapeTea YKpainu Big
18.08.2020 Ne275 «llpo 3aTBepiuKeHHA NPUMIPHOT METOAMKH BH3HAYEHHS OWiKYBAHOI BapTOCT] npeaMeTa
3aKyTIBJI» METOI0M NOPIiBHAHHA PHHKOBKX LiH i cTaHoBuTh 1 220 854,00 rph. 3 I1JIB.

“YnoBHoBaxkena ocoda

Baapaena IIpokonenko




