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HaﬁMeHYBaHHH 3aMOBHHKa:
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InenTudikaniHHUK KO 3aMOBHHKA B
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Micue3HaxomgXeHHsI 3aMOBHHKA:

Bupg nmpeamera 3akymiBri:

Ha3Ba nmpeaMeTa 3aKymiBIIi:

Kon 3a €EquHUM 3aKymiBeIbHEM

CJIOBHHKOM:

KomyHanpHe HEKOMEpILiVHE MiATPIEMCTBO
MupoHiBChKOI MiChKOI pagu "MupoHiBCbKa OMOPHa

OaratompodinbHa TiKapHs"

IOpupryHa ocoba, sika 3a0e3nedye noTpebu nepKaBu
a0 TepuTOpiaNbHOI rpoMagu

01994149

BrarogimeHncreka, 6yauHOK, 96

ToBapu

08801, Ykpaiua, KuiBcbka o0nacth, MUPOHiIBKa,

JlikapcheKi 3acobu pi3Hi (TabopaTOpPHi peaKTUBH)

IOK 021:2015:33600000-6: ®apmarieBTH4YHAa IPOTYKLis

Ha3Ba HOMEHK/JIaTYPHOI MO3HIii Kog 3rigHo 3 EpuHUM Kinekicte | Micue Ctpoxk

npegMeTa 3aKymiBJii 3aKyniBeIbHUM TOBapiB NOCTaBKH MOCTaBKH
CJIOBHHKOM, III0 200 00csaAr | ToBapiB abo TOBapiB,
HaHOinbIIe BigmoBigmae BHKOHaHHA | Micuie BHUKOHAHHSA
Ha3Bi HOMEHKJIaTyPHOI PpooiT un BUKOHaHHSA pooiT un
mo3uIii mpeaMeTa HaJaHHSA poodiT un HaJaHHSI
3aKkymiBii oCayr HaJaHHSA nmocjayr

MOCJIyT

1 54873 AHTUKapPHioNiNiH, aHTUTiNa OK 021:2015: 33690000-3 | 4 miTyKa 08801, Ykpaina, | mo 31

IVD (miarmocTtuka in vitro ), peareHT — JlikapcheKi 3acobu pisHi KuiBcbka TPyOHS

AHTUTeH KapmioimiHOBUHI HK 024:2023: 54873 — 001acTh, 2025

cTabinizoBaHuy OIS MiarHOCTUKUA AHTUKapOioNimiH, aHTUTiNa MupoHiBKa,

cupinicy (VDRL-Tect) CKJIAII IVD (miarmocTtuka in vitro), BbnarosimieHceKa,

AHTUTeH KapAiomimiHOBUY CYCIIEH3is, | peareHT 96

10 MiCTUTh KapIiOMiliH, TeIUTHH,
XOJIeCTEPUH, 3 I0laBaHHSIM XOJIiHY
xnopupy, EITA (crabinizaTop),
tiomepcan a6o ProClin 300
(xoHCepBaHT), hochaTHuUM OyhepHU
po3uuH pH 6.0. TIPU3HAYEHHA
BusHauyeHHS acOIiHOBAHUX 3
cudimicom peariHOBUX aHTHUTIN B
3pa3Kax CUPOBATKH (IIJTa3Mu) KPOBi
abo NMiKBOpY MIOOWHMU. T 4




2 52532 AHTH-A TpPyIIOBE TUITyBaHHS IOK 021:2015: 33690000-3 | 20 ¢pnakor | 08801, Yxpaina, | mo 31
eputporuTis IVD (miarHocTuKa in vitro | — Jlikapchki 3acobu pi3Hi KuiBcbka TpyOHSA
), auTuTiNna JiarHoCTHYHUHT HK 024:2023: 52532 — 0071aCTh, 2025
MOHOKJIOHa/IbHUY peareHT aHTu-A AHTH-A TPyIIOBE TUIIYBaHHS MupoHiBKa,

(10Mm) JiarHOCTHUHUM eputpouutis IVD BrarosimeHchKa,
MOHOKJIOHa/IbHUY peareHT aHTu-A (miarsocTHKa in vitro), 96

IpU3HAUYEHUY IJ1 BU3HAUEHHS I'PYIN | @aHTUTINA

KpPOBI TIOOUHM 3a cucTtemMon ABO

IUISIXOM BUSIBIEHHS @HTUTEHY A

€PUTPOLUTIB JIIOOUHY 3a AOIIOMOI00

IPSIMOI peakilil aroTHHALI Ha

IIJIOLYH] Ta B HEUTPaIbHUX T'eJIEBUX

KapTax. ®akoH 3 BMiCTOM

MOHOKJIOHaNbHUX aHTUTIN [Ipo3opa

ab0 3 HE3HAYHOIO OMAJIECIEHITIET0

pigvHa Pi3HUX BIATIHKIB Y4€PBOHOTO

KOJIbOPY. 3arajbHuil TEPMiH

mpupaTHOCTI 2.5 poku. ¢uak 20

3 52538 AuTu-B rpynose TunyBaHHS OK 021:2015: 33690000-3 | 20 ¢makon | 08801, Ykpaina, | mo 31
eputporuTis IVD (miarHocTuKa in vitro | — Jlikapchbki 3acobu pi3Hi KuiBcbka TpyOHSA
), auTHuTiNna JiarHoCTHYHUHT HK 024:2023: 52538 — 0071aCTh, 2025
MOHOKJIOHa/IbHUY peareHT aHTu-B AHTH-B rpymnose TUnyBaHHS MupoHiBKa,

(10Mm) JiarHOCTHYHUM eputpouuTis IVD BrarosimeHchKa,
MOHOKJIOHa/IbHUY peareHT aHTu-B (miarsocTHKa in vitro), 96

[IpU3HAUYEHUY [J1 BU3HAUEHHSI I'PYIN | @aHTUTINA

KpOBI TIOOUHM 3a cucTtemon ABO

IIISIXOM BUSIBJIEHHS aHTUTEHY B

E€PUTPOIUTIB JIIOOUHY 3a HOIIOMOT 010

IPSIMOI peakilil aroTHHALL Ha

IIJIOLIMHI Ta B HEUTPaIbHUX T'eJIEBUX

KapTax. ®akoH 3 BMiCTOM

MOHOKJIOHa/IbHUX aHTHUTIN. [Ipo3opa

a60 3 He3HAYHOIO OMAJIECIEHITIE0

pinuHa Big Grimo-dioneToBoro mo

CHHBOTO KOJIBOPY. 3arajbHUN TEPMiH

IpHupaTHocTi 2,5 poku. dnak 20

4 46442 Autu-AB rpynose tunyBanHg | JK 021:2015: 33690000-3 | 20 dnakor | 08801, Yxpaina, | mo 31
eputporuTis IVD (miarHocTuka in vitro | — Jlikapceki 3aco6u pi3Hi Kuiscrka TPyAHA
), auTHuTiNna JiarHoCTHUYHUHT HK 024:2023: 46442 — 0071aCTh, 2025
MOHOKJIOHaNIbHUM peareHT aHTH-AB AHTH-AB rpynose MupoHiBKa,

(100 mo3) HiarHOCTUYHUH TUITyBaHHS €PUTPOLUTIB BnarosimeHcoka,
MOHOKJIOHANIbHUIM peareHT aHTH-AB IVD (miarsocTtuxa in vitro), 96

IpPU3HAYEHUH /151 BU3HAYEHHS TPYIIU
KPOBI JIIONWHYU 3a cucteMolo ABO
IIISIXOM BUSIBJIEHHS aHTUTEeHiB A i B
E€PUTPOIIUTIB JIIOOAUHYU 3a TOTIOMOT 00
IPSIMOI peaktii armoTuHALil Ha
IIJIONTHHI Ta B HEUTPaIbHUX TeJIEeBUX
KapTax. ®aKkoH 3 BMiCTOM
MOHOKJIOHAJIbHUX aHTHTIN. [Ipo3opa
a00 3 He3HAYHOIO OIAJIECIEHITEI0
Oe30apBHA pimvHa. 3araabHUN TePMiH
mpupaTHOCTI 2.5 poku. ¢ak 20

AHTHUTiNA




552647 Autu-Rh(D) rpynose IOK 021:2015: 33690000-3 20 ¢pmakon | 08801, Ykpaina, | mo 31
TUNyBaHHS epuTpouutis IVD — JlikapcheKi 3acobu pi3Hi KuiBcbka TpyOHSA
(miarHocTHKa in vitro ), anTHTINIA HK 024:2023: 52647 — 0671aCTBh, 2025
[iaTHOCTUYHUY MOHOKJIOHaJIbHUU AnTtu-Rh(D) rpynose MupoHiBKa,

pearenT anTu-D (10 M) TUITyBaHHS €PUTPOLUTIB BrarosimeHncrka,
IiarHOCTUYHUM MOHOKJIOHAJIbHUM IVD (miarsocTtuKa in vitro), 96

pearenT aHTH-D, cuctemu Rhesus, aHTHUTINa

IIpU3HAYEHUN [JIS BUSBIEHHS

a"Tureny D epuUTpOIUTIB TIOOUHY 3a

OOIIOMOT010 TIPSMOI peakiii

armoTHHALil y Oynb-akii i

Mopmudikari: B mpobipkax, Ha

IIJIOLMHI, B MIKpPOILIaTi Ta

HeUTpaJIbHUX TeJIeBUX KapTax.

®nakoH 3 BMiCTOM MOHOKJIOHAJIbHUX

aHTUTiN. [Ipo3opa abo 3 HE3HAYHOIO

oTasnecleHIlielo pifuHa. 3araabHuR

TEepPMiH NpUOATHOCTI 2,5 poku. dpak

20

6 52688 ['pynosi epurponuTapHi OK 021:2015: 33690000-3 | 6 ¢nakon 08801, Ykpaina, | mo 31
Bapiabenpri Rh(D) kareropii VI IVD — JlikapceKi 3acobu pisHi KuiBceka TPyOHSA
(miarzocTHKa in vitro ), auTuTina, HK 024:2023: 52688 — 0071aCTh, 2025
peakuis armoTuHanii [liarHoctuysuii | ['pymosi eputpounTapHi MupoHiBKa,
MOHOKJIOHaNbHU# peareHT aHTu-D/DVI | BapiaGenbai Rh(D) BrnarosimeHncrka,

IgM/ IgG (10 mn) JiarHOCTHYHUN kareropii VI IVD 96

MOHOKJIOHaJIbHUY peareHT auTu-D
IgM/IgG, cucremu Rhesus,
MIPU3HAYEHUH /IS BUSBIIEHHS
antureny D, Bkimogatoun D cmalxi,
E€PUTPOILUTIB JIIOOUHY 3a HOIIOMOT 010
IIPSIMOI peaxilil aryoTHHAIII B Oy/Ib-
gKiit 1i Mmopudikaniyt (Ha mIouMHi,B
mpobipKax, MiKpOIIaTax Ta reeBux
KapTax), HeTPSIMUM
aQHTUTI00YIiIHOBUM TECTOM
(HempssmuM TecToM Kym6ca) Ta
peaxiliero KOHTTII0THHALII i3
3aCTOCYBaHHSM KeJIaTUHY PO3YHUHY.
Koxuuit 3 1ux MeTOdiB MOXHa
BUKOPUCTOBYBATH K CaMOCTiMHUM TaK
i B KOMIIJIeKCi 3aJ1eXKHO Bifl MeTu
mociimxkeHHs.. ®1akoH 3 BMiCTOM
MOHOKJIOHa/IbHUX aHTHUTIIN. [Ipo3opa
a60 3 He3HAYHOIO OIlaJIeCLeHIliEl0 3
poxeBuM abo KOBTYBATUM BiITIHKOM
pifvHa. 3aranbHUN TepMiH
IPUOATHOCTI 2 PokHU. Giak 6

(miarsocTuKa in vitro),
aQHTUTIiNa, peakis
arIIoTHHALII




7 52731 Ionicnenudiyni anTuTina go
r100yJIiHy/KOMILIEMEHTY JiionuHu [VD
(miarsocTuKa in vitro ), aHTHTINA , peakLis
armoTuHanil Pearent antu-C3d/IgG (30
n03)(Kym6ca) [liarHOCTHUHUI
nosicennbiuHUN aHTUTIOACHKUY TTI00YITiH
aHTH - C3d IgM/IgG plus BusiBIsi€ HENOBHI
anrturina IgG, 3'emHaHi 3 epuTpouUTaMy in
vivo a6o in vitro ta C3d ¢parmeHt
KOMIUIEMEHTY Y IIpsIMii i Henpsimiit mpobax
Kym6ca. diarsoctruanui nojicnenudigami
QHTUTIONCHKUH T100yiH anTu - C3d IgM/IgG
plus npu3HaYeHUH 11 BUSBIIEHHS HETIOBHUX
aHTuTin IgG (woTUphoOX mifKnacie) Ta
¢bparmenTiB C3d, 3B s13aHUX 3 €PUTPOLUTAMY.
Moze BUKOPUCTOBYBATHUCH [T TECTYBAHHS
CUPOBATKU JIIOAVHY Ha HaSBHICTH IMyHHUX
QHTUTIJ, BU3HAUEHHS CIIEU(iYHOCTI iIMyHHUX
QHTHUTLJI, TPOBENEHHS P06 Ha iHAUBiNyanbHY
CYMICHICTB HOHODa i peliuIIi€HTa, BU3HAYEHHS
QHTUTEHIB €PUTPOIUTIB 3@ JOIIOMOTOI0
peareHTiB, 1[0 MICTSATh HEIIOBHI aHTHUTINA,
BUSIBJIEHHS ayTOIMyHHUX aHTUTLI abo C3d
¢dparmeHTiB KoMIIIEMEHTY, GhiKCOBaHUX Ha
epurpormTax. ®1aKoH 3 BMiCTOM peareHry.
ITpo3opa abo 3 HE3HAYHOIO OIMAJIECLEHITIEI0
3eJIeHyBaTa piguHa. 3arajbHUN TEPMiH
TIPUJATHOCTI - 2 poku dax 3

IOK 021:2015: 33690000-3
— JlikapcheKi 3acobu pi3Hi
HK 024:2023: 52731 —
[Monicrierudivni anTHTINIA
1o TII00YITiHY/KOMIIIEMEHTY
mioguHu IVD (miarHoCcTHKA
in vitro), aHTHTINa , peakiis
arIIOTHHAIL

3 ¢pnakoH

08801, YkpaiHa,
KwuiBcbka
0671aCTBh,
MupoHiBKa,
BrarosimeHncrka,
96

mo 31
TPyAHS
2025

8 53301 - I'moko3a IVD, Habip,
(dhepMeHTHUY CIIEKTPOPOTOMETPUYHUN
aHari3 ['moko3a CnJI 100 mn 100 Bu3
IJIs1 BU3HAUEHHS KiIbKOCTI TTTIOKO3U B
KpPOBI, cedi Ta CHMHHOMO3KOBI piguHi
Ckyag Habopy 1. Pearent 1. Bydep:
tpuc pH 7.4 - 92 mmol/l (MMoB/M);
denomn - 0.3 mmol/l (MMonB/m);
TII0K0300Kcuaasa - 1500 U/l (On/mn);
nepokcupasa - 1000 U/l (Og/m); 4-
amiHodeHa30H - 2.6 mmol/l (MMonb/T).
2. Cranpapt. BomHuii po3uns
rmoko3u - 10.0 mmol/l (Mmonb/m). 3.
AnTHKOArynsasaT. KoHnesTpar 25x:
HaTpiit xymopucTui - 4.2 g (r), HaTpii
¢dropuctuii - 0.11 g (r), EATA-0.2 g
(r). 4. [HCTPYKIIis 3 BUKOPUCTAHHS. 5.
ITacmopT nakoB 40

IOK 021:2015: 33690000-3
— JlikapceKi 3aco0u pi3Hi
HK 024:2023: 53301 —
I'moxko3a IVD (giarHoctuka
in vitro), Habip,
dbepMeHTHUI
CIIEKTPOPOTOMETPUYHUN
aHaJi3

40 mayka

08801, Ykpaiua,
KuiBcbka
0071aCTh,
MupoHiBKa,
BnarosimeHceka,
96

mo 31

TpymHS
2025




9 63410- 3aranbHuii / KOH'IOTOBaHUN OK 021:2015: 33690000-3 | 6 Habip 08801, Vkpaina, | mo 31
(mpsmumit) Ginipy6in IBII, KOMIIEKT, — JlikapcheKi 3acobu pi3Hi KuiBcbka TPyOHSA
criekTpodoToMeTpist BinipyGin HK 024:2023: 63410 — 0071aCTh, 2025
3aranbHUM/IpaMuii no Mernaparieky 3aranbHUN/KOH T0rOBaHUI MupoHiBKa,

®imicit CKJIAIL HAEOPY 1. Po3uun (mpsimumit) 6imipy6in IVD BrarosimeHchKa,
cynbdaninoBoi KucmoTu - 1 prakoH 3 (miarsocTHKa in vitro), 96

(50 % 2) m; - cynbdaHinoBa KUCIOTa - | KOMITIEKT,

(25,0 = 1,2) mmonyb/m; 2. KodeinoBuil | crieKTpohoTOMETPis

peakTuB (KOHUEHTpAT) - 2 ¢1aKoHa 3

(50 % 2) m; - 6en3oart HaTpito - (0,500

+ 0,025) Momp/7; - aneTaT HATPilo -

(1,500 = 0,075) mMomnb/1; - KODeIH -

(50,0 = 1,5) r/m; 3. Po3uns HITPUTY

Hatpito 350 mMons/n - 1 ammyna 3 (5,0

+ 0,3) mn. AHJIITUYHI

XAPAKTEPUCTHUKU Habip

po3paxoBaHuy Ha 110 Bu3Ha4deHs (55

BU3HAYEHb IIPSIMOTO Ta 55 3aranbHOro

6inmipy6iny) mpu BUTpaTi po6odoro

PO3UYMHY Ha BU3HAYEHHS BiAIOBiOHO

iel metopuk. [liama3ox

BU3HAYA€EMUX KOHIIEHTpALN - Bif 2

mr/i go 200 mr/n (Big 3,4 MKMOJIB/TI DO

340 mxmornb/m). KoediienT Bapiairii

BU3HAYEHHS - He Oinbiie 5 %. Habip 6

10 53359-3aransauu xonectepus IVD, | K 021:2015: 33690000-3 10 nauka 08801, Ykpaina, | mo 31
Habip, bepmeHTHUN — Jlikapceki 3acobu pi3Hi Kwuiscrra TPyOHSA
CIIeKTPOGOTOMETPUYHUN aHaIi3 HK 024:2023: 53359 — 00/1acTh, 2025
Xonectepus CnJI 100m1/100Bu3H anst | 3aranbHuU xonectepud [VD MupoHiBKa,
BHM3HAYEHHS KiJIbKOCTi X0lIeCTepuHy B | (miarHocTHKa in vitro), BnarosimeHceka,
cupoBarIli abo mma3Mi Kposi Ckiap Habip, bepMeHTHUN 96

Habopy 1. Pearent 1. PIPES pH 6.9 - CIeKTPOohOTOMETPUYHUN

90 mmol/l (Mmmomnw/mn); heHon - 26 aHaui3

mmol/l (mmons/n); XE - 1000 U/l

(On/mn); XO - 300 U/1 (Om/m),

mepokcupasa - 650 U/l (On/m); 4-

aminodenasoH - 0.4 mmol/l (MmMonb/m).

2. CranpapT. Po34uH X0eCcTepuHy -

5.16 mmol/l (Mmmomns/n) 3. IHCTPYKIid 3

BUKOpUCTaHHs. 4. [Tacnopt nakos 10

11 53027 -T'ama- OK 021:2015: 33690000-3 | 10 Habip 08801, Vkpaina, | mo 31
rnyraMmintpancdepasa (I'TT) IVD, — Jlikapceki 3aco6u pi3Hi Kuiscrkra TPyOHs
Habip, hepMeHTHUH HK 024:2023: 53027 — 0071aCTh, 2025
cnexktpodotoMeTrpruyHui aHani3 I'TT - | 'ama-rnyTramintpascdepasa MupoHiBKa,

CnJI 100 Bu3Hauensd mug BusHaueHHs | (I'TT) IVD (miarHocTuKa in BrarosimieHcoka,
AKTUBHOCTI raMMa- vitro), Habip, pepMeHTHMIHA 96

TIIoTaMinTpancdepas3u B CHPOBATIN
KpoBi Cknap Habopy 1. Pearenrt 1.
Bydep: Tpuc pH 8.6 - 100 mmol/1
(MMosib/n); ThimuarainuH -100 mmol/l
(MMornb/n). 2. Pearent 2. Cy6erpar: L-
y-rayTamin-3-kap6okci-4-HiTpoaHimify -
3 mmol/l (mmons/m). 3. [HCTPYKIis 3
BUKOpHCTaHHs. 4. [TacmopT Habip 10

CIIEKTPOPOTOMETPUIHUN
aHais




12 30219-MHOXuHHI aHATITH cedi IOK 021:2015: 33690000-3 | 1 Habip 08801, Ykpaina, | mo 31
IVD, koHTpOnbHUM MaTepian Crll — JlikapcheKi 3acobu pi3Hi KuiBcbka TpyOHSA
KouTpons ceui-CCK 3 kami6paTopom HK 024:2023: 30219 — 0071aCTh, 2025
I711 KOHTPOJIIO IIPaBUIBHOCTI Ta MHOXUHHI aHaliTH cedi MupoHiBKa,
BiITBOPIOBAHHOCTI pe3y/IbTaTiB IVD (miarrocTuKa in vitro), BrarosimeHCbKa,
OoCHimXeHb OinKy, TroKo3u, pH B KOHTPOJIbHUY MaTepias 96

ceudi + kamibpaTopu 6inky (4 piBHS:)

Ckmnap Habopy 1. Pearenrt 1.

Kami6paTop 1 3 KoHIEHTpAaIli€to 6inKy

0.1 g/l (r/m). 2. Pearent 2. Kani6paTop

2 3 KoH1eHTpatiew 6inky 0.2 g/l (v/m).

3. PearenT 3. Kaniopatop 3 3

KoHIeHTpariewo 6inky 0.4 g/l (v/mn). 4.

Pearenrt 4. Kaniopatop 4 3

KoHIeHTparriew 6inky 0.8 g/l (r/m). 5.

Pearent 5. KorTtpons 1 piBHA. 6.

Pearent 6. KoHTposns 2 piBHA. 5.

[HCTpPYKIis 3 BUKOPUCTAHHSA. 6.

[Macmoprt. Habip 1

13 54383 -Tupeoinuuii ropmon (TTT) IVD, OK 021:2015: 33690000-3 | 5 Habip 08801, Vkpaina, | mo 31
}*Sf\”_’ﬁg‘gﬁfﬁ:ﬂﬁfﬁﬁﬂﬂaﬁam3 (I®A)TTT - | _ Jlikapceki 3aco6u pisHi KwuiBckka TPyaHS
IMYHOGbEPMEHTHOr0 BH3HAYEHHS HK 02}:20%3: 54383 — o6naCT§, 2025
THPEOTPOIHOT0 TOPMOHY B cupoBari (masmi) | 1APEOINHuE ropmoH (TTT) Muponiska,

KpoBi,192 Bu3 [TpuHIHMD a”HAM3y - «cerpsiu»- | IVD (miarsocTuka in vitro), BnarosimeHceka,

BapiaHT TBepHoda3Horo iMyHopepMeHTHOTO Haﬁip, iMyHO(I)epMeHTHI/IfI 96

aHanidy. Metop I®A ananisy - KinbKiCHUI.
Peectpauis IOA peaxii - poToMeTpuyHUH
MEeTO[ IIpU HoBXKuHI xBuii 450 HM. dopmat
nnaHmeTa: 96-IyHKOBUN IIONiCTUPOIOBUH
CTPUIIOBAHUY IJIAHIIET. 3pa30K OIS aHami3y:
cupoBaTKa (mra3ma) Kposi. 06'em
IOCTIiIZKyBaHOT0 3pa3ka: 50 MKII.
Temmnepatypa inky6auii + 37°C. Be3
CTPYILIyBaHHS. 3araabHui yac iHkybanii He
Oinpure 80 xBumuH. [liana30H BUSBIEHHS
KoHneHTpanii 0.2-20 MMO/n. YyTnusicTs:
0.04 MMO/n. KaniGpyBanbHi mpobu Ha OCHOBL
dbocdarsoro Gydepa (pH 7.2-7.4), o MicTATH
BiflOMI KiJIbKOCTi THPEOTPONIHOT0 TOPMOHY - 0;
0.2; 1; 5; 10; 20 MMO/m1, ToTOBi IO
BUKOPUCTaHHS (KanibpysanbHa mpoba C1- 2
M1, iHmi - o 0.8 MJI KoXKHa), TPo30pi piguHN
YePBOHOTO KOJILOPY, KaniGpyBasbHi mpoda C1
- npo3opa 6e36apBHa piguHa. KoHTpOonbHa
CUpOBaTKa Ha OCHOBi CHPOBATKU KPOBi
JIIONVHY 3 BiTOMUM BMiCTOM THPEOTPOIIHOTO
TOPMOHY, TOTOBa 10 BUKopucTaHHs (1o 0.8
M), Tpo3opa Ge36apBHa pimuHa. KoH'torart,
TOTOBUY [0 BUKOPHUCTaHHS (14 M), Ipo3opa
pinuHa cuHBOTO KONIHOPY. PO3unH cybeTpary
teTpameTunben3uguny (TMB), rotoBui go
BukopuctanHs (14 mi), mpo3opa 6e3bapBHa
pipuHa. KOHLIIEHTpAT PO3YUHY AJI
BigMUBaHHS, 26-X KpaTHUH (22 M), Ipo3opa
Oe3bapBHa piguHa. CTOI-peareHT, TOTOBUY 0
BUKOpuCTaHHs (14 M), mpo3opa 6e30apBHa
pipuza. IIniBKa 10y1s 3aK/iel0BaHHS IJIQHIIETA -
2 mT. Habip 5

anaji3 (I0A)




14 48319 Bipyc renatuty B, moBepxueBui
anTtureH IVD (miarHocTuKa in vitro ), Habip,
imyHOGepmeHTHUI aHami3 (IOA) IOA-Habip
EQUI Anti- HBsAg 192 1. 3anpomnoHoBaHi IDA-
Habopu noBuHHI BusaBnsatd HBsAg y cupoBaTui
abo mna3mi KpoBi moguHu MeTomoM IDA.
IMpuHnun ananisy I®A-HabopiB NOBUHEH
0a3yBaTUCS Ha OOHOETATHOMY «CEeHIBIY»-
BapiaHTi imyHObepMeHTHOTO ananizy (I0A) 3
BUKODUCTAHHSIM ITapy MOHOKJIOHAIBHUX
QHTUTIN B CKJIafi iMyHOCOPOEHTY Ta
NIePOKCUAA3HOT0 KOH'IoraTy. 2. ¥ KOXHil
JIyHL] ITaHIIeTa 3acop60BaHO MOHOKIIOHAJIBHI
anTHTiNa mo HBsAg. 3. 36epiranus IOA-
TIJIaHIIETA MiCys IepIIoro 3a TeMIIepaTypu
2-8°C He Oinbie 6 Micsanis. 4. ITO3UTUBHURA
KOHTPOJIb - DPO3YUH IIOBEPXHEBOT'0 aHTUTeHA
Bipycy rematuty B y 6ydepi 3 anpdyminom Ta
KOHCEPBaHTOM (poxkeBuit), 06’em 1.9 mit. 5.
HeraTuBHUM KOHTPOJIb - HETaTHBHA CUPOBaTKa
KPOBi MIOOWHY 3 KOHCEPBAHTOM (:KOBTHH),
00’em 3,8 M. 6. Kon'torat (11X KOHIIEHTpaT) -
KOH'I0raT MOHOKJIOHAIbHUX aHTUTIN 1o HBsAg
3 MEPOKCHUIA3010 XPOHY ¥ 6yhepHOMY pPo34nHi
3i crabinmizaropaMu Ta KOHCEPBAHTOM
(diomeToBwuit), 06’'em 1,5 M. 7. Po3uuH mist
PO3BeIeHHS KOH1orarty - 6yhepHui po3yuH 3
6iTKaMu CUPOBATKY KPOBi BEJIUKOI POraToi
xynobu Ta iMyHornoGyninaMu mMui 3
KOHCEPBAHTOM (poxkeBuit), 06'em 15,0 M. 8.
006’emu, 110 BHOCATHCS B IYHKY [JIS aHAII3Y:
IOCTIiIZKyBaHi CUpOBaTKU Ta KOHTpoJi - 100
MKJI; pO34uH KoH'foraty -50 Mxi. 9. IOA-
Habopy OBUHHI MaTH YyTIUBICTb Ta
cnerudivnicts He MeHIEe 100%, Mexa
4yTNIHBOCTI Ha BusBneHHSA HBsSAg mae
cknapatu 0,05 MO/Mi, 1o nifTBepOXKeHO
IoKyMeHTanbHO. 10. M0oXNUBiCTh IPOBOOUTH
iHKyO0alli}0 CHPOBATOK 3 KOH'I0IraTOM B JIYHKax
[®A-nnaHmIeTa B CTATUYHOMY Ta JUHAMIYHOMY
pexumax. 11. Ctpunosa
KOMIUIeKTalliANIaHIIeTa 3 MOXKJIIUBICTIO
BiOKpEMIIeHHS JIyHOK Ta CyMiCHi 3
yHiBepcanbHUM 00JIaflHAHHSAM BiIKPUTOTO
THUIy 119 iMyHO)EPMEHTHOTO aHami3y. 12.
CrabinpHicTs [QA-TIAHLIETY TiCTIsT
PO3KPUBAHHS BAaKYyMHOI YIIaKOBKY ITOBUHHA
OyTu 6 MicsmiB, a yCix iHIINX peareHTiB
HabOopY - MPOTATOM 3arajibHOr0 TEPMiHY
npugatHocTi. 13. IOA-Habopu mOBUHHL
MICTUTH Y CBOEMY CKJIafii TOTOBUYU 0
BUKOpHCTaHHSA po3urH TMB 06 eMoM He
MeHIe 22 M, CTabinbHAN TPOTATOM
3arajbHOTO TEPMiHY IpUAATHOCTI Habopy. 14.
Yac npoBefeHHs aHami3y - 2,5 rog. mrt 4

OK 021:2015: 33690000-3
— JlikapcheKi 3acobu pi3Hi
HK 024:2023: 48319 —
Bipyc renaturty B,
TIOBepXHeBUY aHTUTeH [VD
(miarsocTHKa in vitro),
Habip, imyHopepMeHTHIIH
anaji3 (I0A)

4 mTyKa

08801, YkpaiHa,
KwuiBcbka
0671aCTBh,
MupoHiBKa,
BrarosimeHncrka,
96

mo 31
TPyAHS
2025




15 48365 Bipyc renatuty C, 3aranbHi
aHTtuTina IVD (miarHocTuka in vitro ), Habip,
imyHOGepmeHTHUI aHami3 (IOA) IOA-Habip
EQUI Anti-HCV 192 1. 3anponoxosaHi [QA-
HabOpY MOBUHHI BUSIBJISITYH aHTHUTINIA KJIaciB
IgG Ta IgM mo 6inkiB Bipycy rematuty C B
cupoBaTLi a0 MIa3Mi KPOBi TIONUHY.
BusiBleHHST @HTUTIN cienudivyHUX 00 BipyCy
renatuty C B IOA-Habopax MOBUHEH
0a3yBaTUCS Ha IPUHLUII «HEIIPSIMOTO0»
TBeproda3Horo iMyHopepMeHTHOTO aHaI3Y.
2.V KOXHi¥ nyHUi naHIeTa 3acop6oBaHi
pekombinanTHi anTurenu BI'C: core, NS3,
NS4 ta NS5. 3. 36epiranus [PA-nnaHIIeTa
TIicyis mepioro 3a TeMnepartypu 2-8°C He
OinmpIrre 6 micsiis. 4. [TO3UTHBHUM KOHTPOJIb -
Po3uun iMmyHOr100YIiHIB TIOAUHY,
cnermudivaux no BI'C, 3 KOHCEpBAaHTOM
(poxeBuit), 06'em 0,8 mi1. 5. HeraTuBHU#
KOHTPOJIb - HeraTUBHA CHPOBaTKa KPOBi
JIIONWHYU 3 KOHCEPBAHTOM (KOBTHH), 00'em 1,9
M. 6. Po3uuH A po3BeieHHs CUPOBATOK -
OydepHuil PO3YUH 3 EKCTPAKTOM MOJIOKA,
EeTePreHTOM Ta KOHCEPBAHTOM (KOPUYHEBHU),
06’em 21 M. 7. KoH'toraT (TOTOBUHM [0
BUKOpUCTaHH:) - BydepHuit po3uns
MOHOKJIOHa/IbHUX aHTUTIN fo IgG Ta IgM
JIIONVHY, KOH I0TOBAHUX 3 IEPOKCUAA30I0
XPOHY, 3i cTabinizaTopaMu Ta KOHCEPBAHTOM
(3enennit), 06’em 22 mi. 8. 00’emu, 1110
BHOCSITBCS B JIYHKY AJIS @HAJi3y: JOCIiAXKyBaHi
CHPOBaTKM Ta KOHTPOJI - 40 MKJI; pO34YuH
koH'toraty -100 mky1. 9. IOA-Habopu MOBUHHI
MaTH YyTJIUBICTh Ta CrenudidHiCTh He MeHIIe
100%, mo migTBepOXKeHo JoKyMeHTanbHO. 10.
CrpumnoBa KOMILIEKTallid TJIaHIIeTa 3
MOZKJIUBICTIO BilOKPEMJIEHHS JIYHOK Ta CyMiCHi
3 yHiBepcanbHUM 00N1afiHAHHAM BiIKpPUTOTO
TUIY 1719 iMyHOdEepMeHTHOT0 aHani3y. 11.
CrabinbHicTs IOA-NNIAHIIETY HiCs
PO3KpUBaHHS BaKyyMHOI YIIaKOBKY ITOBUHHA
Oytu 6 Micsuis, a ycix iHIINX peareHTiB
Habopy - IPOTATOM 3arajibHOr0 TEPMiHY
npupatHocTi. 12. IOA-Habopu NOBUHHI
MICTUTH y CBOEMY CKJIafi TOTOBUM IO
BUKOpPUCTaHHS po3uud TMB 06 eMoM He
MeHIIle 22 MJI, CTa0iIbHUM IPOTATOM
3araJibHOTo TepMiHy IpupaTHOCTI Habopy. 13.
Yac npoBefieHHs aHali3y - 2 rof. mr 4

IOK 021:2015: 33690000-3
— JlikapcheKi 3acobu pi3Hi
HK 024:2023: 48365 —
Bipyc renaturty C, 3aranbHi
antuTtina IVD (miarHocTuKa
in vitro), Habip,
iMyHOpEpMEeHTHMI aHAaTi3
(I0A)

4 mTyKa

08801, YkpaiHa,
KwuiBcbka
0671aCTBh,
MupoHiBKa,
BrarosimeHncrka,
96

mo 31
TPyAHS
2025




16 51798 Trepongma pallidum 3arabHi IOK 021:2015: 33690000-3 | 7 mTyKa 08801, Vkpaina, | mo 31

antutina IVD, Habip, IMyHODepMEHTHUI — JIikapchKi 3aco0u pi3Hi Kuisceka TPYOHS

aHami3 (I0A) I®A-Habip EQUI Anti-Treponema HK 02 41_)2 023: 51798p— 6 2%%%

pallidum 192 1. I®A-zabopu oBUHHI OyTH ’ t o HaCT].”

CTPUIIOBOI KOMILJIEKTALIil 3 MOKIIMBICTIO Treponema pall.ldum, MHpOHl‘BKa,

BimOKpeMeHHs TyHOK. 2. I®OA-Habopu 3aranbHi aHTUTINIA [VD BbnarosimeHnceKa,

TIOBUHHI ITepen6ayaTé MOXKIUBICTh (miarsocTHKa in vitro), 96

IPOBEMEHHS NOCTIXKEHb Ha @BTOMATUYHUX Ha6ip, iMyHOpEPMEHTHAI

iMyHOGbEPMEHTHUX aHasi3aTopax BiIKpPUTOTO . (10A)

tuny (mwiaxmeTHi IOA-Habopu CTPUIIOBOI aHajis

KOMILJIeKTallii) Ta 3 BUKOPUCTaHHIM

CTaHIapTHOTO oOagHaHHs Ay IOA.

3.KoMnnexkT peareHTiB Ta BUTPATHUX

MaTepianiB Habopy MOBUHEH OYTH B DOCTATHIN

KilBKOCTI 17151 3a6e3MeYeHHS] MOKIIUBOCTI

3[iMCHEHHS TECTYBaHHS IOCTPUNOBO. 3.1DA-

Habopy MOBUHHI MiCTUTH y CBOEMY CKJIafii

TOTOBUY O BUKOPUCTaHHS po3uud TMB

(06'emoM He MeHITe 22 M Ta 192 BU3HAYEHHS

BifIMOBIAHO) CTA0IMIPHUI TIPOTSTOM 3aTaJIbHOTO

TEPMiHy IpUAaTHOCTI Habopy. 4.BHeceHHS

3pas3Ka CUPOBATKH B JIYHKY TIOBUHHO

CYTIPOBOMXKYBATHUCS 3MiHOIO KOJIBOPY CyMimti

peareHTiB y It TyHII 3 MeTOI0 Bidyasmi3arii

QHAJITUYHOTO eTany aHamisy. 5. [PA-Habopu

TIOBUHHI MIiCTUTH Y CBOEMY CKJIafi KIEUKY

IUTiBKY [7Is1 3aKJIEI0BAHHS IUIAHIIETa Ha

erarax iHkyOyBaHHS Ta 671aHK BHECEHHS 1PO0.

5. 3aranpHui TepMiH mpugaTHOCTi [QA-

Ha0OPiB TIOBMHEH CTAHOBUTHU He MeHIle 12

umicsniB. Ha MOMEHT IOCTaBKY PORYKITii

KiHIeBu# TepMiH ix mpupatHOCTI Mae 6yTy He

MeH1ne 90% TepMiHy IPUAATHOCTI, BKa3aHOTO

B IOKyMeHTax BUPOOHUKA Ta/abo cepTudikaTi

aHamizy. 6. V cknapi [®A-Habopy [DA-

ITAHIIET TOBUHEH ITOCTAYaTUCT 3

cuyikareyieM y BaKyyMoBaHill MeTani3oBaHil

ymakoBIi 3 3aMKoM Zip-Lock. CtabinbHicTh

IDA-nnaHIIeTy Mic/is PO3KPUBAHHS BaKyyMHOI

VIIaKOBKY NOBUHHA OyTH He MeHIIe 6 MiCALiB,

a yCixX iHIIUX peareHTiB HAOOPY - MPOTITOM

3arajbHOTO TepMiHy IPUAATHOCTI. 7.

CnenudiunicTs Ta gyTnusicts IOA-Habopis

noBuHHA 6yTu 100% 1t 7

17 53601 AnpOyMmiH-T100YIiHOBUHI IOK 021:2015: 33690000-3 | 0.5 08801, Vkpaina, | mo 31

kKoedimient IVD (miarHocTrka in vitro | — Jlikapchbki 3acobu pi3Hi Kimorpam KuiBcbka TPyOHSA

), peareHT Cymnbdocaninuiosa HK 024:2023: 53601 — 0071aCTh, 2025

kucnorta uyga ®acysannsa 1 kr kr 0,5 AnpOyMiH-TTIO0YTiHOBHH MupoHiBKa,
koedimient IVD bnarosimeHchKa,
(miargocTuKa in vitro), 96
peareHt

18 52899 Harpiit (Na+) IVD K 021:2015: 33690000-3 1 kinorpam | 08801, Vkpaina, |mo 31

(miarHoCTHKa in Vvitro ), peareHT — Jlikapceki 3aco0u pi3Hi Kuiscrra TPyOHS

Hatpiu xmopuctuii uga ®acysanns 1 HK 024:2023: 52899 — 00/1acTh, 2025

KT KT 1 Hatpin (Na+) IVD MuponiBKa,
(miarsocTHKa in vitro), BnarosimeHceKa,
peareHT 96

19 52895 Kaniit (K+) IVD OK 021:2015: 33690000-3 | 0.05 08801, Vkpaina, | mo 31

(miaraocTuka in vitro ), pearent Kamniit | — Jlikapceki 3acobu pisni Kimorpam Kwuiscrkra TPYOHS

mopuctuit papm. ®acysanns 100 rpam | HK 024:2023: 52899 — 00/1acTh, 2025

kr 0,05 Hatpi#t (Na+) IVD MupoHiBKa,
(miarsocTHKa in vitro), BnarosimeHceKa,
peareHT 96

20 45815 Po34uH An1g IUTPaTHOL IOK 021:2015: 33690000-3 1 mitp 08801, Ykpaina, | mo 31

anTuKoarymsanii OrroBa KUCiIoTa — Jlikapceki 3acobu pi3Hi Kuiscrkra TPyOHSA

kpuxaHa ®acyBanHsa 1 mitp 11 HK 024:2023: 45815 — 00/1acTh, 2025
Po3uwH O IUTPATHOL MupoHiBKa,
QHTHUKOATYJISAIIL BnarosimeHceka,

96




21 43543 Po3uun Cypany III, IVD OK 021:2015: 33690000-3 | 0.05 08801, Vkpaina, | mo 31
(miarzocTuka in vitro ) Cyman III — JlikapcheKi 3acobu pi3Hi Kimorpam KuiBcbka TpyOHSA
®acysarag 50 rpam kr 0,05 HK 024:2023: 43543 — 0011acTs, 2025
Pozuun Cypany III, IVD MupoHiBKa,
(miarzocTHKa in vitro) BrarosimeHchKa,
96
22 42959 bapeauk Mau-I'prorBanbaa, | [IK 021:2015: 33690000-3 | 10 wabip 08801, Vkpaina, | mo 31
IVD (miarzocTuKa in vitro) Eo3uH 3a — JlikapcheKi 3acobu pi3Hi KuiBcbka TPyOHSA
Maii-I'pror-BansnoM-1000 @ikcaTtop- HK 024:2023: 42959 — 001acTh, 2025
3a0apBIOBay €03WH METUIIEHOBHH Bapeauk Mau-I'pronBanbfa, MupoHiBKa,
cuHil 3a Maii-I'proHBanbnoM: Eo3uH IVD (miarmocTuka in vitro) BrarosimeHnceka,
3a Mau-I'prorBansgom: 1 x 1000 m; 96
KouuentpoBauuii OydepHnii po3yuH:
1 x 100 mn Cxnag Ha6opy: 1) Eo3un
3a Mau-I'prorBansgom: 1 x 1000 mi;
2) KonnenTtpoBaHuii 6ypepHuit
po3unH: 1 x 100 miz; 3) IHCTpYKLig i3
3actocyBaHHs; 4) [TacmopT mo Habopy.
KinmpkicTe mpo6: 1) B ssKOCTi (hikcaTopa
Habip po3paxoBal Ha 1000 My e03uHY
3a Mai-I'prorBanbgom - 2000 mpo6
[IpY BUKOPUCTaHHI Ha 1 goCHifgXKeHHSA
0,5 mit; 2) B gaKOCTi 3ab6apBioBada
Habip po3paxoBaH Ha PO3BENEHOTO
(1:1-1:3) eo3uny 3a Maii-
['proHBanbnoM 0y(GepHUM PO3YNHOM
2000-4000 M - 4000-8000 rpo6 mpu
BUKOpPHUCTaHHI Ha 1 gocnigxeHHs 0,5
M. Habip 10
23 44946 dapOyBaHHS 3a OK 021:2015: 33690000-3 | 3 nabip 08801, Vkpaina, |mo 31
Pomanoscrkuwm, IVD (giarsocTuka in — Jlikapchki 3acobu pi3Hi KuiBcrkra rpynHA
vitro), Habip A3YP-EO3UH 3za HK 024:2023: 44946 — 0611aCTh, 2025
POMAHOBCBKHM-1000 dapOyBaHHA 3a MupoHiBKa,
3abapBioBaY a3yp-e03uH 3a Pomanoscrekum, [VD BrnarosimeHceKa,
PoManoBCcrKUM: A3yp-€03UH 3a (miarsocTtukKa in vitro), 96

PomanoBcekuM: 1 x 1000 mi; Konir.
6ydepuunit po3uun: 1 x 100 mn Crian
Habopy: 1) A3yp-e03uH 3a
PomanoBcbkuM: 1 x 1000 mi; 2)
KounentpoBauuit 6ybepHuil po3uuH:
1 x 100 mm; 3) [HCTPYKIiA i3
3acTocyBaHHs; 4) [TacmopT mo Habopy.
KinmpkicTe mpo6: 1) Habip po3paxoBaH
Ha 10000 M7 po3Bepenoro (1:9) asyp-
€03uHY 3a PoMaHOBCHKUM OyhepHUM
po3unHOoM - 20000 po6 mpu
BUKOpPHCTaHHI Ha 1 mocmigxenHs 0,5
M7, abo 2) Habip po3paxoBaH Ha
20000 mn po3seneHoro (1:19) a3yp-
€03WHY 3a PoMaHOBCHKUM OyhepHUM
po3umHOM - 40000 mpob mpu
BUKOpPHCTaHHI Ha 1 gocmigxenHs 0,5
M. Hab 3

Habip




24 42709 - Habip mnsa dapOysarus 3a | OK 021:2015: 33690000-3 | 1 Habip 08801, Vkpaina, | mo 31
I'pamomM, 3abGapBieHHs 3a ['pamom — JlikapcheKi 3acobu pi3Hi KuiBcbka TPyOHSA
Habip npusHauenwit gist HK 024:2023: 42709 — 00J1acTh, 2025
midepeHIianbHOTO 3a0apBIIeHHS, Habip mnsa papOyBaHHS 3a MupoHiBKa,
OOCHIIXEHHS CTPYKTYPH KIIITHHHOI I'pamom, IVD (miarHocTuka BrarosimeHCbKa,

CTiHKY i BUSBJIEHHS IIPUHAIEXKHOCTI in vitro) 96

GakTepiil IO rPaMIIO3UTHBHUX abo [0

rpaMHeraTUBHUX TPy B K/IiHIKO-

OiarHOCTUYHUX JabopaTopisx i

HaykoBo Ckyap Habopy: 1.

Kap6omnoBuii po34yuH resuialy

¢ionerosoro - 1 ¢nakox 3 (5,0 £ 0,5)

M; 2. Po3uun Jlrorons - 1 ¢akoH 3

(25 = 1) mut; 3. Kap6ooBuii po3unH

¢bykcuny Ling - 1 amnyna 3 (2,5 £ 0,1)

M. Hab 1

25 33354 [To6aBka myis KyJIbTYPHOTO OK 021:2015: 33690000-3 | 1 Habip 08801, Vkpaina, | mo 31
cepepnoBuiia 3abapBneHHs 3a Llinem- | — Jlikapchki 3acobu pi3Hi KuiBcbka TPYOHSA
Hinbcenom Habip npu3naueHus mis HK 024:2023: 33355 — 001acTh, 2025
pudepeHIiaTbHOTO 3a0apBIeHHS TpaHCcIOpTHE CcepenoBullle MupoHiBKa,
MikoOakTepilt Ty0epKynbo3y IJig aHaepoOHUX brarosimencexka,
(Mycobacteriacea tuberculosis - Mikpoopra#nizmis IVD 96

M.tuberculosis) B kmiHiko- (miarHocTHKa in vitro)

OiarHOCTMYHUX J1ab0paTopisax i

HayKOBONOCTITHUIBKIN ITPaKTUII

Ckmnapg Habopy: 1. Kap6omoBuii po3yus

¢bykcuny - 1 dnaxox 3 (100 £ 4) M. 2.

3uebapamroounii po3unH 1 - 1 dhrakoH

3 (100 £ 4) mn 3. 3uebapBoOYnH

po3uuH 2 - 1 pnaxox 3 (100 £ 4) mn 4.

Po34nH METUIEHOBOTO CHHBOTO - 1

¢dmnakoH 3 (100 + 4) M. Habip 1

26 52546 Autu-C [RH002] rpymose IK 021:2015: 33690000-3 |1 dnakon 08801, Vkpaira, | mo 31
TUIIyBaHHS epuTpouuTis IVD — Jlikapceki 3aco6u pi3Hi Kuiscrka TPYAHSA
(miarmocTuKa in vitro ), auTuTiNA HK 024:2023: 52546 — 0071aCTh, 2025
[iarHOCTUYHUYN MOHOKJIOHATbHUN ArT-C [RH002] rpyniose MupoHiBKa,

peareHT a"TH-C, 5 M1 [[iarTHOCTUYHUY | TUITyBaHHS €PUTPOLUTIB BrnarosimeHnceka,
MOHOKJIOHA/IbHUM peareHT aunTu-C, IVD (miarsocTtuxka in vitro), 96

cuctemu Rhesus, mpu3HadyeHu# O
BUSBJIEHHS aHTUTeHYy C epUTPOLUTIB
TIOOWHY 3a HOIIOMOI00 MPSMOi
peakuii armoTuHamii y 6ynb-sakii ii
mopudikarii: B mpobipkax, Ha
IIJIOIIMHI, B MIKpOILJIaTi Ta B
HeUTpanbHUX reIeBUX KapTax.
®1aKOH 3 BMiCTOM MOHOKJIOHAJIBHUX
aHTHTiN IIpo3opa abo 3 He3HAYHOIO
OTIaJIeCIIeHITiE€I0 3 POXKEBUM ab0
2KOBTYBATHUM BiITiHKOM pifuHAa.
3arajbHUYN TEPMiH IPUAATHOCTI 2
poku ¢ 1

aQHTHUTiNA




27 52547 Autu-C [RH004] rpymose OK 021:2015: 33690000-3 | 1 dnakon 08801, Vkpaina, | mo 31
TUNyBaHHS epuTpouutis IVD — JlikapcheKi 3acobu pi3Hi KuiBcbka TpyOHSA
(miarHocTHKa in vitro), anTuTina HK 024:2023: 52547 — 0671aCTBh, 2025
PearenT aurtu-c (50 go3) Antu-C [RHO004] rpymose MupoHiBKa,
[iarHOCTUYHUY MOHOKJIOHAIbHUHN TUITyBaHHS €PUTPOLUTIB BrarosimeHCbKa,
peareHT aHTH-C, cucTeMu Rhesus, IVD (miarsocTtuKa in vitro), 96

TIpU3HAYEHU 79 BUSBIEHHS aHTHUTINa

QHTUTEHY C epUTPOLUTIB JIIONUHY 3a

HOIIOMOT 010 IIPSIMOI peaxiril

ariTUHALi y 6yap-saKil ii

mopmudikamii: B mpobipkax, Ha

IIJIOIIMHI, B MIKpOILJIaTi Ta B

HeUTpaJIbHUX TeJIeBUX KapTax.

®nakoH 3 BMiCTOM MOHOKJIOHATTBHUX

anTutin. IIpo3opa abo 3 HE3HAYHOIO

OIaJIECIEHIIIEI0 3 POKEBUM abo

JKOBTYBaTHM BiITIHKOM DifuHA.

3aranbHUY TePMiH IPUOAaTHOCTI 2

poku ¢ 1

28 52562 AnTu-E [RH003] rpynose OK 021:2015: 33690000-3 | 1 dnaxon 08801, Vkpaina, | mo 31
TUITyBaHHA epuTpouuTis [VD — Jlikapceki 3acobu pi3Hi Kuiscrra rpynHA
(miarzocTHKa in vitro ), auTHUTINA HK 024:2023: 52562 — 0071aCTh, 2025
JiarHOCTUYHUY MOHOKJIOHAIbHUU Antu-E [RH003] rpynose MupoHiBka,

pearesT a"Tu-E, 50 M1 peareHT aHTU- | TUIYBaHHS €PUTPOLUTIB BrnarosimeHceKa,

E, cuctemu Rhesus, npusHavenuit ons | IVD (miarHocTtuka in vitro), 96

BUSIBJIEHHS aHTUTeHY E epUTPOLUTIB aHTHUTINIA

JIIONMHY 3a TOTOMOT0I0 IIPSIMOi

peakuii armoTuHamii y 6ynb-sakii ii

mopudikanii: B mpobipkax, Ha

IIJIOIIMHI, B MIKpOILJIaTi Ta B

HeUTpaJIbHUX TeJIeBUX KapTax.

®1aKoH 3 BMiCTOM MOHOKJIOHAJIbHUX

antutin. IIpo3opa abo 3 HE3HAYHOIO

OTIaJIeCIIEHIIIEI0 3 POKEBUM abo

2KOBTYBaTHUM BiJTiHKOM pifuHAa.

3arajgbpHUY TepMiH IPUAATHOCTI 2

poku. ¢ 1

29 52563 Auntu-E [RH005] rpynose OK 021:2015: 33690000-3 | 1 ¢nakon 08801, Ykpaina, | mo 31
TUITyBaHHA epuTpouutis [VD — Jlikapchki 3acobu pi3Hi KuiBcrkra rpynHA
(miarHOCTHKa in vitro ), aHTHTINIA HK 024:2023: 52563 — 0011aCTh, 2025
Pearent autu-e (50 mo3) AnTtu-E [RH005] rpynose MupoHiBKa,
[iarHOCTUYHUYN MOHOKJIOHAIbHUN TUIIyBaHHS €PUTPOLIUATIB brarosimeHcbKa,
peareHT aHTH-e, cucTeMu Rhesus, IVD (miarsocTtuka in vitro), 96

IIpU3HAYEHUN AJIS BUSBIEHHS
QHTUTEHY € ePUTPOLUTIB JIIOOUHY 3a
TOIIOMOT 010 IIPSIMOI peaxiril
armoTrHaNLil y 6yap-skin 1i
Mopmudikarii: B mpobipkax, Ha
IIJTOIIMHI, B MiKpOTI/IaTi Ta B
HeUTpaJbHUX TeJIeBUX KapTax.
®akoH 3 BMiCTOM MOHOKJIOHAJIbBHUX
aHTUTiN. [Ipo3opa a6o 3 HE3HAYHOIO
OTlaJIecleHIIi€l0 3 pOXKeBUM abo
KOBTYBaTUM BiITIHKOM pifuHAa.
3aranbHUU TepMiH IPHAOAaTHOCTI 2
poxu. ¢ 1

QHTHUTINIa




30 52593 Autu-K (KEL001) rpynose OK 021:2015: 33690000-3 1 dpmaxon 08801, Vkpaina, | mo 31
TUNyBaHHS epuTpouutis IVD — JlikapcheKi 3acobu pi3Hi KuiBcbka TPyOHSA
(miargHocTHKa in vitro ), aHTHTiNa HK 024:2023: 52593 — 0671aCTBh, 2025
[iaTHOCTUYHUY MOHOKJIOHaJIbHUU Antu-K (KEL00O1) rpynose MupoHiBKa,

peareHT a"TH-K, 5 My [[iarHOCTUYHUY | TUITyBaHHS €PUTPOLUTIB BrarosimeHncrka,
MOHOKJIOHa/IbHUY peareHT aHTu-K IVD (miarsocTtuKa in vitro), 96

cucremu Kell mpuznavyenust nns aHTUTINa

BUSIBJIEHHS aHTUTeHY K epuTponuTis

JIIONMHY 3a TOTIOMOT0I0 ITPSIMOi

peaxiiii armoTHHAI y Oymb-sKii il

mopmudikamii: B mpobipkax, Ha

IIJIOIIMHI, B MIKpOILJIaTi Ta B

HeUTpaJIbHUX TeJIeBUX KapTax.

®J1aKOH 3 BMiCTOM MOHOKJIOHAJIbHUX

anTutin. IIpo3opa abo 3 HE3HAYHOIO

oTaJieCLeHII€l0 pifuHa. 3araJbHUN

TepMiH npupaTHOCTI 2 poku. ¢ 1

31 43550 dikcyBanbHa pifuHA O K 021:2015: 33690000-3 20 mTyKa 08801, Ykpaina, | mo 31
mikpockorii, IVD (miaraocTuka in vitro | — Jlikapcheki 3acobu pi3Hi Kuiscrkra TPyOHSA
) IMepciitHa piguHa 1 MiKpOCKOIIil HK 024:2023: 43550 — 0071aCTh, 2025
(50 M) mpu3HavYeHa s dixcyBanbHA piguHa Ot MupoHiBKa,
BUKOPUCTAHHA B SIKOCTi IOTIOMiKHOTr0 | Mikpockorrii, IVD BnarosimieHceKa,
KOMIIOHEHTa OIS MiKPOCKOIIYHUX (miarmocTuKa in vitro) 96

METOIiB MOCIIiIXXeHHs B KJIiHIKO-

miarHocTHYHUX MabopaTopisx. Ckiap

1. Imepciiina piguna ays Mikpockomii

1 ¢dn - 50 ml (mn). 2. I[HCTPYKIis 3

BUKOpucTaHHs. 3. [Tacnopt. wt 20

32 43686 Komb6inoBauuit 6apeuuk gt | OK 021:2015: 33690000-3 | 1 Habip 08801, Vkpaina, | mo 31
€03UHOOINIB/Ty4YHUX KIIiTUH — Jlixkapceki 3aco6u pi3Hi Kuiscrka TPYAHA
(macTtouurti), Habip, IVD (miarmoctuka | HK 024:2023: 43686 — 0671aCTh, 2025
in vitro) Jleitkodap6u-10000 Habip Komb6inoBanwmit 6apBHUK MupoHiBKa,

peareHTiB ot guGEPeHIHHOTO IJ1s1 e03UHOPITIB/TyYHUX BnarosimeHCchKa,
3abapenenHs newkonutis, 10000 mpo6 | KmiTMH(MacTOUUTIB), HAOIp, 96

Habip pearenris gnst gudepentiiroro | IVD (miarsHocTtuka in vitro)

3a0apBlieHHS NeHKouuTiB CKyaf

Habopy: 1) Eo3uH 3a Maii-

I'prorBanbgoM: 1 x 1000 mn; 2) A3yp-

eo3uH 3a PomaHoBchkuM: 1 x 1000 Mit;

3) KonuenTtpoBauuit 6ydepHuit

po3uuH: 3 x 100 mn 4) Omnist

imepciitaa: 2 x 10 mi; 5) [HCTPYKIIid i3

3actocyBaHHs; 6) [Tacopt mo HAGopy.

Habip 1

33 53598-Anrbymin IVD (miarsoctuka | 0K 021:2015: 33690000-3 2 Imayka 08801, Ykpaina, | mo 31
in vitro ), Ha6ip, iMyHODEPMEHTHMIHA — JlikapcheKi 3aco0u pi3Hi KuiBcbka TpyOHSA
anani3 (I0A) Ans6ymin CrJI 100 HK 024:2023: 53598 — 0071aCTh, 2025
M/100 BU3H 3 BUKOpUCTaHHS Habopy | Anms6ymin IVD (miarHocTuka MupoHiBKa,

peareHTiB OISl BU3HAYEHHS KilbKOCTi | in vitro), Habip, BrarosimieHcoxka,
ans0yMiHy B cupoBartLi abo mia3mi iMyHOQepMeHTHUI aHaMmi3 96

kpoBi Ckiap Habopy 1. Pearenr 1.
BpoMkpesonosuii 3enennit pH 4.2 -
0.12 mmol/l (mmonb/m). 2. CTaHmapT.
Bopuuit po3unH ansOyminy. TouHa
KOHIIEHTPAIIis BKa3aHa B cepTudikaTi
IKOCTi. 3. IHCTpyKILid 3
BUKoOpucTaHHs. 4. CepTudikart sKOCTi
IaKis 2

(IoA)




34 42657 ®apba kapbomosuit pykcur | [OK 021:2015: 33690000-3 | 2 dhnakoH 08801, Vkpaina, | mo 31
Lins-100 Kap6omoBuii po3yus — JlikapcheKi 3acobu pi3Hi KuiBcbka TPyOHSA
¢yxcuny (1% posuun ) 100Mn HK 024:2023: 42657 — 0011acTs, 2025
Kap6onoBuit po3uuH GyKcuny - 1 Kap6onosuit pyrcun MupoHiBKa,
dhmakosn 3 (100 £ 4) M. ¢ 2 po3uuH, IVD (miarHocTuKa BrarosimeHncrka,

in vitro) 96
35 48291 Bipyc remaruty B, mapkepu- | 1K 021:2015: 33690000-3 | 5 dhnakon 08801, Vkpaina, | mo 31
antureHu/antutina IVD (miarHoctuka | — JIikapceKi 3acobu pisHi KuiBcbka TPyOHSA
in vitro ), KOHTPONIBPHUY MaTepian HK 024:2023: 48291 — 001acTh, 2025
BJIK-HBs ¢nakoH Bipyc renaturty B, MupoHiBKa,
(0,5mmn,ayTnuBicTs-0,01 MO/Mm) MapKepu- BrarosimeHnceka,
CraHpapTHa CUPOBaTKa I aHTHUTreHu/aHTuTina IVD 96
BHYTPIIIHL071a00PaTOPHOT0 KOHTPOIIO | (HiarHOCTHKA in vitro),
SIKOCTI mocnigkeHb Ha HBsAg KOHTPOJIbHUY MaTepias
metomoM IOA ¢ak 5
Bup 3akymiBii: [Ipouenypa
YMoBH o1utaTH:
IMopis Onuc | Tun omnaru | Ilepion, (mHiB) Tun oHiB Po3mip onnaru, (%)

ITocTaBka TOBapy

[Ticnsonmnarta

30

Kanenpmapsi

100

[laTa ONMPHWIIOTHEHHSI OT0JIOIIeHHSI PO
NMPOBEIeHHs MpPoleaypPH 3aKyIiBITi:

06 TpaBHg 2025 13:36

KinbKicTh yYaCHHKIB 3aKymiBIIi: 1
HajimeHyBaHHS Hixa [ina Indopmanisi po HasABHICTS i
YYaCHHKIB mpoueaypH MPOIO3HUILi K MPOMO3HUIIiH BiIIMOBigHICTH YCTAaHOBIEHHUM
3aKymiBii (st y4YacCHHKA 10 y4aCHHKa 3aKOHOJAaBCTBOM BHMOIaM
IOPHIUYHOI 0C00H) 200 MOYaTKYy micias OOKYMEHTIB, 110
npi3Buie, iM’si, Mo aykniony (mina 3aKiHUeHHA OiATBEepPIXKYIOTh
0aThKOBI (O1a MPOMO3HIIil Ha aAyKIioHYy BiImOBigHICTH yYaCHHKIB
¢izugHOI 0CcO0OH) neperoBopax y KBaTiikaniiHUM KpUTEpisiM
pasi 3rigHo 3i crarreio 16 3akony
3aCTOCYyBaHHSA Ykpainu “IIpo nyoriuni
neperoBOpPHOL 3aKymiBimi”, Ta
npouegypu HasIBHiCTh/BiACYyTHIiCTH
3aKymiBIIi) 00CTaBHH, YCTAaHOBJICHHX
crarrelo 17 nporo 3akony
TOBAPUCTBO 3 179 165,00 UAH 3 | 179 165,00 Bipmosigae kBamidikamiiHuM
OBEMEXEHOIO [1[1B UAH 3 [1[1B KPUTEPISIM, BCTAHOBIIEHUM B
BIIOITOBITAJIBHICTHO TeHAEPHiN JOKyMeHTallil.
"OKTOME" BigcyTHi migcTaBu Ais BigMOBH,
ycTaHoBIeHi cT. 17 3akoHy
Ykpainu "TIpo ny6mivni
3aKymismni”

J[laTa ONPHWIIOTHEHHS MOBiTOM/ICHHS
PO HaMip YKJIaCTH JOTOBip:

17.05.2025 21:11




IlincTaBH /IS NPUHAHSITTS PillleHHsI PO
HeYKJIaJleHHsI IOT0BOPY PO
3aKymiBJII0, y pa3i AKIIO B pe3yabTaTi
NMPOBEeJEeHHsI KOHKYPEHTHOI IPo1exypu
3aKymiBJIi/crponieHoi 3aKymiBIii He
0yJ10 yKIageHo O0roBip mpo
3aKyIiBIIIO:

[aTa yKjIaJeHHsI JOT0BOPY PO
3aKyIiBIIIO;

CyMma, BU3Ha4YeHa B JOroBOpi npo
3aKymiBiIIo:

HaiiMeHyBaHHsI y9aCHHKQ, 3 AKHM
yKJIaJieHO JIOTrOBip Npo 3aKymmiBIIIO:

Micne3HaxoakKeHHsI y4aCHHUKA, 3 SIKUM
YK/IaJeHO JOrOBip Mpo 3aKyIiBIIIo:

Indopmanis npo cyonigpamauka (y
pa3i 3a/jy4yeHHsI 10 BUKOHAHHS POOiT
a0o0 HajaHHS MOCIIYT):

InmenTudgikarop gorosopy:

3acTrocoBaHi KpuTepii OmiHKHu:

BigcyTHai

26 TpaBHg 2025

179 165,00 UAH 3 [1[IB

TOBAPUCTBO 3 OBMEXEHOIO
BIOITIOBIOAJIBHICTIO "OKTOMEN"

03164, Ykpaina, M. Kuis, BYJINILIA TTIIJIICHA,
OymuHOK 1

BigcyTtasa

32

Lina - 100%



