ITOBITOMJIEHHSA

PO HaMip YKJIaCTX JOTO0BIP PO 3aKYIIiBIII0
UA-2025-04-23-000037-a

HajimeHyBaHHsI 3aMOBHHKA: KomyHanpHe HEKOMEpPLiVHE MiAIPIEMCTBO
MupOoHiBCHKOI MiChKOI pagu "MupoHiBCbKa OMOPHA

OaratompodinbHa TiKapHI"

Kareropis 3amMmoBHHKa: IOpupryHa ocoba, sika 3a0e3nedye noTpebu nepKaBu

InenTH(iKaniHHUKA KO 3aMOBHHKA B

€lpP:

Micune3HaxomgXKeHHsI 3aMOBHHKA:

Bupg npeamera 3akymiBri:

Ha3pa nmpeaMeTa 3aKymiBIIi:

Kon 3a €EquHUM 3aKymiBe IbHEM

CJIOBHHKOM:

abo TepuTOpiaNbHOI rpoMagu

01994149

BrarogimeHncreka, 6yauHOK, 96

ToBapu

08801, Ykpaina, KuiBcbka o0nacts, MUPOHIBKa,

JlikapcheKi 3acobu pi3Hi (TaBopaTOpHi peaKTUBH)

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

JIOT 5 — Jlot Ne 5 JIabopaTOpHi peakKTUBH

Ha3Ba HOMEHK/IaTypPHOI MO3HUNil Kog 3rigno 3 €gunum Kinekicts | Micoe Ctpok

npeaMeTa 3aKymiBiIi 3aKymiBeJIbHUM TOBapiB MOCTaBKH MOCTaBKH
CJIOBHHKOM, IIIO abo o0csr | ToBapiB abo TOBapiB,
Haubinpme Bignosimae BHKOHaHHSA | Mice BHUKOHaHHS
Ha3Bi HOMEHKJ/IaTypPHOI podiT un BHKOHAHHSA podiT un
mo3uIii mpegmeTa HaJaHHS poodiT un HaJaHHSA
3aKymiBii nociayr HaJaHHA nocCiayr

oCIyr

1 54873 AHTHKapOioNiNiH, aHTUTiNA IOK 021:2015: 33690000-3 | 4 mTyKa 08801, Ykpaina, |mo 31

IVD (miarrocTuKa in vitro ), pearest — Jlikapceki 3aco0u pisHi KuiBcpka TPyOHS

AHTHUTEH KapAiominiHoBUI HK 024:2023: 54873 — 001aCTh, 2025

cTabini3oBaHu# OjIg OiarHOCTHKHU AHTUKappioninid, aHTUTINA MupoHiBKa,

cudinicy (VDRL-tect) CKJIALL IVD (miarzocTuKa in vitro), BrnarosimieHchKa,

AHTHUTEH KapAioJiniHOBUY CyCIeH3id, | peareHT 96

110 MICTUTh KapHiOJiMiH, TEIUTHH,
XOJIECTEPUH, 3 NOAABaHHAM XOJHY
xnopuny, EMITA (cTabinmizaTop),
tiomepcan abo ProClin 300
(koHCepBaHT), pochaTHuit OybepHU
po3umH pH 6.0. [IPUSHAYEHHA
Bu3HaueHHs acoliioBaHUX 3
cudinicoM peariHoBUX aHTUTINI B
3pa3Kax CUPOBATKM (IJ1a3MH) KPOBi
abo mikBOpYy mMoguHU. WT 4




2 52532 AuTu-A rpynoBe TUIYBaHHS OK 021:2015: 33690000-3 | 20 ¢makon | 08801, Vkpaina, | mo 31
eputporuTiB IVD (miarrocTtuka in vitro | — Jlikapchki 3acobu pi3Hi KuiBcrka TPYOHS
), auTHTiNA [liarHOCTUYHUM HK 024:2023: 52532 — 001aCTh, 2025
MOHOKJIOHAJIbHUY peareHT aHTH-A AHTH-A rpyniOoBe TUIIYBaHHSA MuposiBka,

(10mn) TiarHOCTHYHMH eputponutis IVD brnarosgimeHceKa,
MOHOKJIOHAJIbHUY peareHT aHTH-A (miarsocTHKa in vitro), 96

TIpY3HaYeHUM 719 BU3HAUYEHHS I'PYNd | aHTUTINa

KpPOBi nmoguHu 3a cucremoro ABO

IUISIXOM BUSIBJIEHHSI @HTUTEHY A

€PUTPOLUTIB TIONUHY 3a LOIIOMOTOI0

IIpsAAMOI peaklii arIi0THHALIL Ha

TIJIOIIMHI Ta B HEUTPAIbHUX T'eJIEBUX

kaptax. ®1akoH 3 BMiCTOM

MOHOKJIOHAJIbHUX aHTHUTIiN [Tpo3opa

a00 3 HE3HAYHOIO OTaIeCIEHINE0

pimrHa pi3HUX BiATiHKIB Y4EPBOHOTO

KOJIbOPY. 3arajibHui TEPMiH

TIPUAATHOCTI 2.5 poku. ¢nak 20

3 52538 AnTu-B rpynoBe TAyBaHHSA K 021:2015: 33690000-3 | 20 pmakon | 08801, Ykpaina, | mo 31
eputporuTiB IVD (miarHocTuka in vitro | — Jlikapceki 3acobu pi3Hi KuiBchbka TPyOHS
), aHTHTiNA [liarHOCTUYHUH HK 024:2023: 52538 — 0071aCTh, 2025
MOHOKJIOHAJIbHUM peareHT aHTU-B AuTH-B rpynose TunyBaHHS MupoHiBKa,

(10mn) TiarHOCTHYHMUH eputponutis IVD bnarosgiieHcrKa,
MOHOKJIOHAJIbHUM peareHT aHTu-B (miarrocTuKa in vitro), 96

TIpY3Ha4YeHUH 719 BU3HAUYEHHS Py | aHTUTiNIA

KpOBi NmoguHu 3a cucremo ABO

IUISIXOM BUSIBJIEHHSI @HTUTEHY B

€PUTPOLUTIB JIIONUHA 32 LOIIOMOT 00

IIpSAMOI peaklii arIi0TUHALIL Ha

TIJIOIIKHI Ta B HEUTPAIbHUX T'eJIEBUX

kaprax. ®makoH 3 BMicTOM

MOHOKJIOHAJIbHUX aHTHUTIN. [Ipo3opa

abo 3 He3HAYHOIO OTIAJIeCLEHITE

pimuHa Bim 61imo-¢ioneToBoro mo

CUHBLOT'0 KOJILOPY. 3ara/lbHUN TepMiH

npupaTHOCTI 2,5 poku. drax 20

4 46442 Autu-AB rpynose tTunyBarHsa | OK 021:2015: 33690000-3 20 ¢makon | 08801, Ykpaina, | mo 31
eputpoIuTiB IVD (miarHocTuka in vitro | — JlikapchKi 3acobu pi3Hi KuiBcbka TPyOHS
), aHTHTiNA [liarHOCTUYHUH HK 024:2023: 46442 — 00J1aCTh, 2025
MOHOKJIOHAJIbHUM peareHT aHTu-AB AuTu-AB rpynose MupoHiBKa,

(100 mo3) HiaTHOCTUYHMH TUINYBAHHS €PUTPOLIUTIB BrarosimieHceka,
MOHOKJIOHAJIbHUAY peareHT aHTU-AB IVD (giarHocTtuka in vitro), 96

TIpu3HaYeHU OJ1s1 BUSHAYEHHS TPyNH
KpOBi moguHu 3a cucteMoio ABO
LIITXOM BUSIBIIEHHSI aHTUTEeHIB A i B
€PUTPOLUTIB JIONUHY 32 LOIIOMOT 00
IPSIMOI peaklil aroTUHAL] Ha
TIJIOIIWHI Ta B HEUTPANIbHUX T'eJIEBUX
kaprax. ®makoH 3 BMicTOM
MOHOKJIOHAIBbHUX aHTHUTiN. [Tpo3opa
abo0 3 He3HAYHOIO OIIAJIECLEHITIE0
Oe30apBHa piguHa. 3aralbHUN TePMiH
TIpUAATHOCTI 2.5 poku. ¢nak 20

AHTHTINIA




552647 Autu-Rh(D) rpymose K 021:2015: 33690000-3 | 20 pmakon | 08801, Yxpaina, | mo 31
TUIYBaHHS epUTPOUUTiB IVD — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
(miarmocTtHKa in vitro ), anTuTina HK 024:2023: 52647 — 001aCTh, 2025
[iarHOCTUYHUN MOHOKJIOHAILHUN Antu-Rh(D) rpynose MuposiBka,

peareHT auTu-D (10 M) TUNYBAHHSI €PUTPOLIUTIB BrnarosimeHchKa,
[iaTHOCTHMYHNM MOHOKJIOHAIbHUHK IVD (miarzocTuka in vitro), 96

peareHT anTu-D, cuctemu Rhesus, AHTHUTIIa

TIpM3HaYeHUN 719 BUSBIEHHS

aHTUTeHy D epuTpPOLUTIB NIOOUHY 3a

IOOTIOMOTOI0 IIPSIMOI peakKIrii

armoTuHanil y 6yop-aKxib i

mopudikari: B mpobipkax, Ha

IJIOIIKHI, B MiKpoIiaTi Ta

HeUTpanbHUX TejIeBUX KapTax.

®akoH 3 BMiCTOM MOHOKJIOHATbHUX

aHTuTiN. IIpo3opa abo 3 HE3HAYHOIO

oTlasieCLeHIli€l0 pifuHa. 3araJbHUN

TepMiH IPUAATHOCTI 2,5 poKH. dak

20

6 52688 I'pymoBi epuTpoOnUTAPHI K 021:2015: 33690000-3 6 ¢dnakoH 08801, Vkpaina, | mo 31
BapiabemnsHi Rh(D) KaTeropii VI IVD — Jlikapceki 3acobu pisHi KuiBcbka TPYOHS
(miarHocTHKa in vitro ), aHTHTINA, HK 024:2023: 52688 — 00J1aCTh, 2025
peakiis armotuHaril iarHoctuurui | [pynoBi epuTpouuTapHi MupoHiBKa,
MOHOKJIOHaIbHUM peareHT aHTu-D/DVI | Bapia6emsai Rh(D) BrarosiiieHceka,

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

MOHOKJIOHAJIbHUY peareHT aHTU-D
IgM/1gG, cuctemu Rhesus,
TIpU3HAYEHUH [IJI BUSBIEHHS
anTureny D, Bkmoyarouu D cmadki,
E€PUTPOLUTIB JIONUHY 3a LOIIOMOT 010
TIPSIMOI peakllii araroTuHalli B 6y/ib-
sKii il Mogudikauift (Ha mIomuHi,B
mpo0OipKax, MiKpoIIaTaxX Ta TeJIeBUX
KapTax), HeIpsIMuM
aHTUTJI00YIiIHOBUM TECTOM
(memmpssmuM Tectom Kym6ca) Ta
PeaxIi€n KOHTTIOTHHAII] i3
3aCTOCYBaHHSM XKeJIaTUHY PO3UUHY.
Koxuut 3 1IMX METOIiB MOXKHA
BUKODPHUCTOBYBATH K CAMOCTIMHUN Tak
i B KOMIIJIEKCi 3aJIe3KHO BiJl METH
mocrnigxkeHHA.. P1akoH 3 BMiCTOM
MOHOKJIOHAJIbHUX aHTHUTIN. [Ipo3opa
a60 3 He3HAYHOIO OIAJIECLIEHIIIEI0 3
pokeBUM abo KOBTYBaTUM BiiTIHKOM
pigvHa. 3arajgbHUM TepPMiH
IpUAATHOCTI 2 poKHU. diak 6

(miarHocTukKa in vitro),
aHTHUTIiNIa, peakiis
arJII0THUHAI]




7 52731 Ilonicnenudiui aHTUTING KO
rnobymniny/koMnieMenTy moguau [VD
(miarzocTtHKa in vitro ), auTuTina ,
peaxiiist arnmoTuHalii PeareHT aHTH-
C3d/IgG (30 mo3)(Kymbca)
HiarHocTu4HUY nomnicnenupivyHui
AQHTUITIOACLKUY r1o0ymiH anTH - C3d
IgM/IgG plus BusBNs€ HEMOBHI
antuTina IgG, 3’enHaHi 3
EPUTPOIUTAMH in vivo abo in vitro ta
C3d dparmeHT KOMIIEMEHTY Y
mpsMil i HempsiMitt mpofax KymoOca.
HiarHocTuyHUY nomnicnenupiyHni
AQHTUITIOACHKUY o0y IiH anTH - C3d
IgM/IgG plus npusHayeHuy gis
BUSIBJIEHHS HEMIOBHUX aHTUTIN IgG
(4oTHpBOX mimKnaciB) Ta pparmMeHTiB
C3d, 3B s13aHUX 3 EPUTPOIMTAMH.
Moxke BUKOPHUCTOBYBATUCH IS
TeCTyBaHHS CHPOBATKU JIONUHY Ha
HasBHICTh IMyHHUX aHTHUTINI,
BH3HAUeHHS crenrdiyHOCTi iIMyHHUX
AHTHUTIJ, TPOBEAEHHS ITPo6 Ha
IHAUBifyaNbHY CYMICHICTB HOHOpA i
peluIieHTa, BU3HAUYEHHS aHTUTEHIB
€PUTPOLUTIB 3a JOIOMOI00
peareHTiB, 10 MiCTATh HEMOBHI
AHTHUTINA, BUSBIIEHHS ayTOIMYHHUX
aHTHTiNn ab6o C3d dparmMenTiB
KOMIIJIEMEeHTY, (hiKCOBaHUX Ha
eputponuTtax. ®1akoH 3 BMiCTOM
pearenTy. [Ipo3opa a6o 3 HE3HAYHOIO
oTaJjiecIeHIli€l0 3eJIeHyBaTa pPifguHa.
3arasbHUM TEPMiH IPUAATHOCTI - 2
poku diak 3

IOK 021:2015: 33690000-3
— JlikapceKi 3acobu pi3Hi
HK 024:2023: 52731 —
[Momicrierugivyni aHTHTINA
1o T100y IiHy/KOMITJIEMEHTY
mopuHu IVD (miarHOCTHKA
in vitro), anTuTiNna , peakuis
arIoTUHALLL

3 ¢nakoH

08801, YkpaiHa,
KuiBcpka
0071aCTh,
MuposiBka,
BrnarosimeHchKa,
96

mo 31
TPyQHS
2025

8 53301 - I'moko3za IVD, Habip,
dbepMeHTHMI CTTEKTPODOTOMETPUIHUN
aHauni3 I'moko3a CnJI 100 mn 100 Bu3
OIS BU3HAYEHHS KiJIbKOCTI T'TIIOKO3K B
KPOBi, cedi Ta CHMHHOMO3KOBIY PiAuHI
Cxknap Habopy 1. Pearent 1. Bydep:
Ttpuc pH 7.4 - 92 mmol/l (MMonb/1);
denon - 0.3 mmol/l (Mmonb/m);
TJII0K0300KcHuna3a - 1500 U/l (On/mn);
nepokcugasa - 1000 U/l (On/n); 4-
aminodeHa30H - 2.6 mmol/l (MMOIb/m).
2. Cranmapt. BogHuit po3yun
rmoko3u - 10.0 mmol/l (Mmons/m). 3.
AnTykoarynasT. KorneHTpar 25x:
HaTpi# xnopuctuii - 4.2 g (r), HaTpiU
¢dropuctuit - 0.11 g (r), EOTA-0.2 ¢
(r). 4. InCTPyKLis 3 BUKOPUCTAHHS. 5.
[Tacmopt makoB 40

K 021:2015: 33690000-3
— Jlikapceki 3acobu pi3Hi
HK 024:2023: 53301 —
I'moxko3a IVD (miarsocTuka
in vitro), Habip,
dbepmeHTHUN
CIIeKTPOGOTOMETPUYHUYN
aHaJi3

40 mayka

08801, YxpaiHa,
KuiBcpka
0071aCTh,
MuposiBka,
BrnarosgiimieHchKa,
96

mo 31
TPyQHS
2025




9 63410- 3araneuuil / koH'toroBanu#t | OK 021:2015: 33690000-3 | 6 Habip 08801, Ykpaina, |mo 31
(mpsamumit) Ginmipy6in IB]I, KoMIIexT, — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
cnexktpodoTomeTpis Binipybin HK 024:2023: 63410 — 0071aCTB, 2025
3araJbHUN/IPSIMUN 110 I;IeanameKy 3arasbHUN/KOH T0TOBaHUHN MuposiBka,

®inicit CKJIALL HABOPY 1. Po3uun (mpsimuit) Ginipy6in IVD BnarogimeHceka,
cynbbaHinoBol KUCiIoTH - 1 $hIakoH 3 (miarsocTHKa in vitro), 96

(50 % 2) mi; - cynbaHinoBa KUCNIOTA - | KOMITJIEKT,

(25,0 £ 1,2) mmorns/m; 2. KodeiHoBuil | cmekTpodoToMeTpist

peakTuB (KOHIEHTpAT) - 2 prakoHa 3

(50 % 2) mi; - 6en3oat HaTpio - (0,500

+ 0,025) monp/1; - anieTaT HATPIIO -

(1,500 = 0,075) monb/m; - Kodein -

(50,0 £ 1,5) r/m; 3. Po3uus HiTPUTY

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

+ 0,3) M. AHJIITUYHI

XAPAKTEPHUCTHUKH Habip

po3paxoBaHu# Ha 110 Bu3HAUeHS (55

BU3HAYEHb IPSAMOIo Ta 55 3araapHOro

6inmipy6iny) npu BuTpati po6oIoro

PO3YMHY Ha BU3HAYEHHS BiTIOBIIHO

niel MmeToguky. [liana3oH

BU3HAYAEMUX KOHIIEHTPAIH - Bif 2

mr/n mo 200 mr/n (Big 3,4 MKMOJIB/T [0

340 mxmoinb/n). KoedimienT Bapiamii

BU3HAYeHHS - He Oinbine 5 %. Habip 6

10 53359-3aransuauii xonecrepus IVD, | OK 021:2015: 33690000-3 10 mauka 08801, Ykpaina, |mo 31
Habip, hepMeHTHMIHA — JlikapceKi 3acobu pisHi KuiBchbka TPyOHS
CIIeKTPoGOTOMETPUYHUY aHAai3 HK 024:2023: 53359 — 0071aCTh, 2025
XomnectepuH CnJI 100Mm/100Bu3H ang | 3aranbHuil xonectepud [VD MupoHiBKa,
BU3HAUeHHS KiNBKOCTI X0NIeCTepUHy B | (miarHocTuKa in vitro), BrarosiueHcexa,
cupoBartii abo mna3mi Kposi Ckiap Habip, bepMeHTHUH 96

Habopy 1. Pearent 1. PIPES pH 6.9 - CIEeKTPOGOTOMETPUYHMM

90 mmol/l (mmomnb/n); dheHon - 26 aHaJIi3

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

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

nepokcupasa - 650 U/l (On/n); 4-

aminogeHa3oH - 0.4 mmol/l (MMoOTB/T).

2. Ctangapt. Po3uuH XonecTepusy -

5.16 mmol/l (mmone/n) 3. IHCTPYKLis 3

Bukopucranss. 4. [Tacnopt nakos 10

11 53027 -Tama- IOK 021:2015: 33690000-3 10 mabip 08801, Ykpaina, |mo 31
raytaminTpancdepasa (I'TT) IVD, — Jlikapceki 3acobu pi3Hi KuiBchka TPyOHS
Habip, GepMeHTHUH HK 024:2023: 53027 — 0671aCTh, 2025
cnexkrpodoromerpuunuii ananisz I'TT - | [aMa-riayraminrpaHcdepasa MupoHiBKa,

CnJI 100 Bu3Hauens mis Bu3HaueHHs | (I'TT) IVD (miarHocTuka in brnarogiieHchKa,
aKTHBHOCTI raMMa- vitro), Habip, bepMeHTHuH 96

rIoTaMinTpascdepasu B CUpOBaTI
kpoBi Cknag Habopy 1. PeareHnrt 1.
Bydep: Tpuc pH 8.6 - 100 mmol/1
(MMonB/n); THimunrinuH -100 mmol/1
(mmomb/m). 2. Pearent 2. Cy6cTpar: L-
y-rayTamin-3-kap6oxci-4-HiTpoaHimiy -
3 mmol/l (mmonb/n). 3. IHCTPYKLid 3
BUKOpuCTaHH. 4. [Tacmopt Habip 10

CIIeKTPOGOTOMETPUYHUYN
aHai3




12 30219-MHOXUHHI aHATITH cedi K 021:2015: 33690000-3 | 1 Habip 08801, Ykpaina, |mo 31
IVD, xorTpOnbHuY MaTepian CrJl — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
Kontpons ceui-CCK 3 kanmibpaTopom HK 024:2023: 30219 — 0071aCTB, 2025
[I715 KOHTPOJTIO TPaBUNIBHOCTI Ta MHOXUHHI aHaNMTH cedi MuposiBka,
BiITBOPIOBAHHOCTI PE3Y/IbTATIB IVD (miarzocTurKa in vitro), brnarosgimeHceKa,
mocnigxeHs 0inKky, rimoko3u, pH B KOHTPOJILHUY MaTepia 96

ceui + xamibpaTopu 6inky (4 piBHST)

Cknapg Habopy 1. Pearent 1.

Kami6parop 1 3 KoHIIeHTpali€eo 6Ky

0.1 g/l (v/m). 2. Pearenrt 2. Kami6paTop

2 3 KOoHIeHTparieo 6inky 0.2 g/l (r/m).

3. Pearent 3. Kamibpartop 3 3

KOHIleHTparmieo 6inky 0.4 g/l (r/n). 4.

PearenT 4. Kani6parop 4 3

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

Pearent 5. KonTpons 1 piBHA. 6.

Pearent 6. KorTpons 2 piBaf. 5.

[HCTPYKILIis 3 BUKOPUCTaHHS. O.

[Tacmopt. Habip 1

13 54383 -Tupeoiguuit ropmos (TTT) OK 021:2015: 33690000-3 5 Habip 08801, Vkpaina, | mo 31
IVD, Habip, iMmyHOpepMeHTHUM aHami3 | — JIiKapchKi 3acobu pi3Hi KuiBcbka TPyOHS
(I®A) TIT - I®A - Habip peareHTiB HK 024:2023: 54383 — 00acTs, 2025
oy1s imyHOQepMeHTHOTO Bu3HaueHHs | Tupeoiguuii ropmoH (TTT) MupoHiBKa,
THPEOTPOIIHOr0 FOPMOHY B cupoBaTni | IVD (miarHocTuKa in vitro), BrarosiuieHChKa,
(mma3mi) kposi, 192 Bu3 [TpuHIUI Habip, imyHODEepMeHTHUN 96

aHaJi3y - «CeHABiY»-BapiaHT
TBepHoda3Horo imyHopepMeHTHOTO
anamnidy. Metop QA anamisy -
Kinpkicuuy. Peectpartis IOA peaxirii -
(oTomMeTpUYHMIE METOJ NTPU JOBKHUHI
xBuni 450 uM. ®opMmart maHIera: 96-
JIYHKOBUU IOJTiICTUPOJIOBUI
CTPUIIOBAHUY IIJIAHIIET. 3Pa30K [AJIS
aHasi3y: cupoBaTKa (Ija3Ma) Kposi.
006’eM pmocimKyBaHOTo 3pa3ka: 50
Mk Temneparypa inky6arii + 37°C.
Be3 crpymyBaHHS. 3aranbHUM 4ac
inkyOarii He Oinbine 80 XBUIUH.
[liamma30H BUSIBIEHHS KOHIIEHTPAIiA
0.2-20 MMO/n1. Yytnusictse: 0.04
MMO/1n. Kani6pysansai npobu Ha
0CHOBIi pocdarHoro 6ydepa (pH
7.2-7.4), 110 MiCTITh BigoMi KiTbKOCTi
TUPeOoTponHOro ropMony - 0; 0.2; 1; 5;
10; 20 MMO/m, TOoTOBI IO
BHKOPUCTAHHS (KamibpyBanbHa mpoba
C1- 2 wm, inmi - mo 0.8 My KoXHa),
[IPO30pi PiAVHYU YEPBOHOI'0 KOILODY,
KanibpysanbHi mpoba C1 - mpo3opa
Oe3bapBHa piguHa. KoHTponIbHA
CUpOBaTKa Ha OCHOBi CUPOBATKHU KPOBi
JIIOOUHU 3 BiJOMHM BMiCTOM
THPEOTPOIIHOT'0 TOPMOHY, F'0TOBA 0
BuKopucranus (mo 0.8 M), mpo3opa
Oe30apBHa pigwHa. KoH'torat, roTOBMiA
1o Bukopucrtauss (14 mi), mpo3opa
piguHA CUHBOTO KONThOPY. Po3unn
cyOCcTpaTy TeTpaMeTUNOeHIUTUHY
(TMB), roToBu#t 0o BUKOpHUCTaHH (14
MJT), Tpo30pa 6e30apBHa pimuHa.
KonneHTpaT po34yuHy Ajs
BigMuBaHHA, 26-X KpaTHUN (22 M),
mpo3opa 6e30apBHa piguHa. Crom-
peareHT, TOTOBUM 0 BUKOPUCTAHHS
(14 mm), mpo3opa 6e30apBHa pimuHa.
[IniBKa Ay1s 3aKjIel0BaHHA IIJIQHIIETA -
2 T, Habip 5

aHai3 (I®A)




14 48319 Bipyc rematuty B,
TIOBEpXHEBU aHTUTEH [VD
(miaraocruka in vitro ), Habip,
imyHopepmeHTHUN aHami3 (IOA) IOA-
Habip EQUI Anti- HBsAg 192 1.
3anponoHoBani [OA-Hab0pY MOBUHHI
BusBnaTd HBsAg y cupoBatii abo
m1a3Mi KpoBi moprHu MetonoM [QA.
[Tpunuun ananisy I®A-Habopis
TMOBHMHEH 6a3yBaTHCS HA
OIHOETAIlTHOMY «CEHIBiY»-BapiaHTi
iMmyHObepMeHTHOTO aHani3y (IOA) 3
BUKOPUCTAHHAM IIapu
MOHOKJIOHATbHUX aHTHUTIN B CKITafi
iMyHOCOpPOEHTY Ta IEPOKCUAA3HOT0
KOH'IOraTy. 2. YV KOXKHIU JTyHII
TIJIaHIeTa 3aCOpOOBAHO
MOHOKJIOHA/IbHI aHTUTIa 7o HBsAg.
3. 36epiranus IPA-nnaHmIeTa MiCsA
TepIoro 3a remnepatypu 2-8°C He
Oinpie 6 micsnis. 4. I[To3UTUBHUMT
KOHTPOJIb - PO3YMH ITIOBEPXHEBOTO
aHTHUTEHa Bipycy remaTuty B y 6ydepi
3 anb0yMiHOM Ta KOHCEPBAHTOM
(poxeBwuii), 06’em 1.9 M. 5.
HeraTuBHUYU KOHTPOJIb - HETaTUBHA
CUpOBaTKa KPOBi TIOJUHY 3
KOHCEpBaHTOM (KOBTHit), 06'eM 3,8
M. 6. Kor’torat (11x KOHIIEHTPAT) -
KOH'I0TaT MOHOKJIOHAJIbHUX aHTHUTIN
0o HBsAg 3 mepokcuma3om XpoHy v
OydbepHOMY PO3UMHi 3i
crabinizaTopaMu Ta KOHCEPBAHTOM
(diomeToBuit), 06’em 1,5 mi. 7. Pozuun
IJ1s1 PO3BefeHHs KOH orary -
OydepHuit po3unH 3 GiTKamMu
CUPOBaTKYU KPOBi BEJIMKOI pOraTol
xymoOu Ta iMyHorno0ymiHaMu Mui 3
KOHCepBaHTOM (poxeBuit), 06’em 15,0
M. 8. O6’eMH, 110 BHOCSTLCS B JIYHKY
IJ1S1 aHaJli3y: DOCiIXKyBaHi CUPOBaTKH
Ta KOHTpoi - 100 MKJ1; pO34YuH
KoH'toraty -50 Mk 9. I®A-Habopu
[IOBMHHI MaTy YyTJIUBICTh Ta
cnenudiynicTs He MenIe 100%, Mexa
YyT/IUBOCTi Ha BusBiIeHHS HBSAg mae
cknapgatu 0,05 MO/mmn, 1o
MigTBEPIKEHO JOKyMeHTanbpHO. 10.
MoXTUBiCTb TPOBOAUTH iHKyOaILito
CHPOBATOK 3 KOH'I0TaTOM B JIYHKAX
I®A-nnanHIIeTa B CTATUYHOMY Ta
ouHamigHOMY pexumax. 11. Ctpunosa
KOMITJIEKTallisnIaHIIeTa 3
MOXKJIUBICTIO BiIOKPEMJIEHHS JIYHOK Ta
CyMiCHI 3 yHiBepCaJIbHUM
o0/1lagHAHHSAM BiTKPUTOTO TUITY AJIS
iMyHOGEPMEHTHOT0 aHami3y. 12.
CrabinpHicTs IOA-MaHIETY micHs
PO3KPUBaHHS BaKyyMHOI YIIaKOBKU
moBuHHA OyTH 6 MicsIIiB, a ycixX iHIIIX
peareHTiB Ha0OPY - IPOTITOM
3arajbHOrO TEPMiHY IpUAaTHOCTI. 13.
I®A-Hab6OpU TOBUHHI MiCTUTH Y
CBOEMY CKJIafli TOTOBUMU [0
BUKOPUCTaHHS po3uuH TMB 06’ emoM
He MeHIe 22 MII, cTabinbHUN
IIPOTSTOM 3arajbHOr0 TepMiHY
mpupgatHocTi Habopy. 14. Yac
TIPOBENEHHS aHani3y - 2,5 rop. mT 4

IOK 021:2015: 33690000-3
— JlikapceKi 3acobu pi3Hi
HK 024:2023: 48319 —
Bipyc rematury B,
TTOBEPXHEBUY aHTUTEH [VD
(miarsocTHKa in vitro),
Habip, iMyHOpepMeHTHUIH
aHami3 (I®A)

4 mTyka

08801, YkpaiHa,
KuiBcpka
0071aCTh,
MuposiBka,
BrnarosimeHchKa,
96

mo 31
TPyQHS
2025




15 48365 Bipyc remartuty C, 3aranbHi
anTuTina IVD (giarHocTHKa in vitro ),
Habip, iMyHObEpPMEHTHUY aHai3
(I®A) I0A-Habip EQUI Anti-HCV 192
1. 3ampononosasi I®A-HabGOPU
TIOBUHHI BUSIBIATH @HTUTI/IA KJIaciB
IgG Ta IgM mo 6inkiB Bipycy rematuty
C B cupoBarii abo mma3Mi KpoBi
JIIOOVHY. BUSIBIEHHS aHTUTIN
cnenudiyHux Ko Bipycy rematuty C B
I®A-Habopax MOBUHEH 6a3yBaTUCS HA
IPUHINII «HEIPSIMOT0»
TBeproha3Horo iMyHopepMeHTHOTO
aHami3y. 2. ¥ KoXHill nyHIi naHeTa
3acopOoBaHi peKoMOiHAHTHI aHTUTEHI
BI'C: core, NS3, NS4 ta NSb5. 3.
36epiranusa IOA-mmaHIIeTa TiCHT
IepIIoro 3a teMiepatypu 2-8°C He
Oinmbie 6 micais. 4. Tlo3uTHBHUN
KOHTDOJIb - Po3uuH iMyHOTr106YIiHiB
mopuHy, cneimbivaux go BI'C, 3
KOHCepBaHTOM (poxkeBuii), 06’em 0,8
M. 5. HeraTuBHUY KOHTPOIE -
HeraTHBHA CUPOBATKa KPOBIi JIIOAWHU 3
KOHCEpPBaHTOM (KOBTH#), 06’em 1,9
M. 6. PO34uH A51g po3BeneHHS
CUPOBATOK - OyhepHuil PO3UuH 3
€KCTPaKTOM MOJIOKa, [eTePTeHTOM Ta
KOHCEpPBaHTOM (KOPHUYHEBHI), 06'eM
21 M. 7. Kor'torat (roToBHH 0O
BUKOPUCTAHHA) - BybepHuit po3unn
MOHOKJIOHAJIbHUX aHTHUTIN fo IgG Ta
IgM mropvHY, KOH'I0rOBaHUX 3
IIePOKCUIA30I0 XPOHY, 3i
crabinizaTopaMu Ta KOHCEPBAHTOM
(3emenutit), 06’em 22 mi. 8. O6’emu,
10 BHOCATHCA B JIYHKY [JISI aHAJI3y:
OOCIIIXyBaHi CUPOBATKU Ta KOHTPOIIL
- 40 MxJ1; po3unH KoH 'toraty -100
MKIL. 9. IOA-Habopy MOBUHHI MaTH
YYTNIUBICTE Ta celuiyHicTh He
meHIe 100%, 1mo migTBepAKeHo
nokyMeHTanbHO. 10. CTpumnosa
KOMILJIIEKTAllis IJIaHIIeTa 3
MOXKJIUBICTIO BifOKPEMJIEHHS IYHOK Ta
CyMicHi 3 yHiBepCcaIbHUM
obragHaHHAM BiIKPUTOTO TUITY AJIS
iMyHObEpPMEHTHOTO aHami3y. 11.
CrabinpHicTs IOA-IIIAHIIETY mIicns
PO3KpUBAHHS BAKYyMHOI YIIaKOBKHU
moBuHHA OyTH 6 MicALiB, a ycix iHImMX
peareHTiB Ha6OpPy - IPOTATOM
3arajbHOrO TEPMIiHY NPUAATHOCTI. 12.
I®PA-HabOPY TOBUHHI MiCTUTH Y
CBOEMY CKJIafii TOTOBUM [0
BUKOPHUCTAHHS po34ynH TMB 06" eMom
He MeHIe 22 M1, cTabinbHuR
IIPOTSATOM 3arajIbHOT'0 TEPMIHY
npupaTHocTi Habopy. 13. Yac
TIPOBENEHHS aHami3y - 2 rof. mwrt 4

IOK 021:2015: 33690000-3
— JlikapceKi 3acobu pi3Hi
HK 024:2023: 48365 —
Bipyc renatuty C, 3aranpHi
agTuTina IVD (miarmocTrka
in vitro), Habip,
iMyHODEpPMEeHTHUY aHai3
(10A)

4 mTyka

08801, YkpaiHa,
KuiBcpka
0071aCTh,
MuposiBka,
BrnarosimeHchKa,
96

mo 31
TPyQHS
2025




16 51798 Treponema pallidum
3aranbHi anTuTina IVD, Habip,
imyHodepmenTHUY aHami3 (IOA) IOA-
Habip EQUI Anti-Treponema pallidum
192 1. I®A-mabopu noBuHHI 6yTH
CTPHUIIOBOI KOMIIJIEKTAIIiI 3
MOXKJIUBICTIO BiJOKPEMJIEHHS JIYHOK.
2. I®A-nabopu noBUHHI mepegdavaTh
MOKJIUBICTb IIPOBEI€HHS NOCTiIKeHb
Ha aBTOMaTHYHUX iMyHODEPMEHTHUX
aHaJli3aTropax BiIKPUTOIO THILY
(mnanmeTHi [OA-Ha6OPHU CTPUIIOBOI
KOMILJIEKTallii) Ta 3 BUKOPUCTaHHSAM
CTaHOapTHOTro ob6namHaHHS misa [QA.
3.KoMIJIeKT peareHTiB Ta BUTPATHUX
MaTepianiB Habopy MOBUHEH OYTH B
IOCTaTHIM KiTbKOCTI HJIst
3a0e3meyeHHsT MOKITUBOCTL
3[i¥CHEHHS TeCTyBaHHS IIOCTPUIIOBO.
3.10A-rHabopu OBUHHI MiCTUTH ¥
CBOEMY CKJIafli TOTOBUMU [0
BUKOpPUCTaHHS po3uuH TMB (06‘eMmoMm
He MeHIe 22 MJI Ta 192 Bu3HaYeHHS
BifMOBiMHO) CTabGiNbHUM MTPOTSITOM
3arajbHOr0 TEPMIiHY NPUNATHOCTL
Habopy. 4.BHeceHHs 3pa3Ka
CUDPOBATKH B JIYHKY IIOBUHHO
CYIIPOBOZKYBATHUCS 3MiHOI0 KOJILOPY
CyMillli peareHTiB y Lid JIyHI 3 METO0
Bisyanisarmil aHaNiTHYHOTO eTaly
aHamizy. 5. I0A-Habopu MOBUHHI
MICTUTH ¥ CBOEMY CKJafi KIEeUKy
IIBKY [7151 3aKJIeIOBaHHS IIIaHIIETa
Ha eTamnax iHKyOyBaHHS Ta G1aHK
BHECeHHS Mpo6. 5. 3araabHUi TepMiH
mpupatHOCTi IOA-HaGopiB MOBHHEH
CTAHOBUTH He MeHIe 12 micsiis. Ha
MOMEHT II0CTaBKY IPONYKIIii KiHIeBHi
TepMiH iX IPUOATHOCTI Mae OyTU He
MeHIe 90% TepMiHy IPUAATHOCTI,
BKA3aHOT0 B JOKYMEHTax BUPOOHUKA
Ta/abo cepTudikaTi aHamizy. 6. Y
cknani I®A-nabopy IOA-manmer
IIOBUHEH II0CTAaYaTUCS 3 CUIiKareaeM
y BaKyyMOBaHi{l MeTasi3oBaHii
yIaKoBIli 3 3aMKoM Zip-Lock.
CrabinpHicTs IOA-naHIIETY micns
PO3KpHBaAHHSA BaKyyMHOI yIIaKOBKI
moBHMHHA OyTH He MeHIIe 6 MicsIiB, a
ycix iHmux peareHTiB HabOPY -
IIPOTATOM 3arajbHOr0 TepMiHy
mpupaTHoCTi. 7. CneuudiyHicTh Ta
yyTnuBicTs I®A-HabopiB MOBUHHA
6yt 100% 1t 7

IOK 021:2015: 33690000-3
— JlikapceKi 3acobu pi3Hi
HK 024:2023: 51798 —
Treponema pallidum,
3araneHi aHTUTINA IVD
(miarsocTHKa in vitro),
Habip, iMyHOpepMeHTHUIH
aHami3 (I®A)

7 WTyKa

08801, YkpaiHa,
KuiBcpka
0071aCTh,
MuposiBka,
BrnarosimeHchKa,
96

mo 31
TPyQHS
2025

17 53601 Ans6ymiH-T7100yTiHOBUH
kKoedinient IVD (miarHocTHKa in vitro
), pearent CynbocaminumoBa
kucnota 4yna ®acysanss 1 kr kr 0,5

IOK 021:2015: 33690000-3
— JlikapceKi 3acobu pi3Hi
HK 024:2023: 53601 —
AnpOyMiH-TIOGYTiHOBHIH
koedimient IVD
(miargocTHKa in vitro),
pearesT

0.5
Kinorpam

08801, YxpaiHa,
KuiBcpka
0071aCTh,
MuwuponiBka,
BrnarosgimeHchKa,
96

mo 31
TPyQHS
2025

18 52899 Hartpiit (Na+) IVD
(miarmocTuKa in vitro ), pearest
Harpitt xnopuctuit yna ®acysanug 1
Kr Kr 1

0K 021:2015: 33690000-3
— Jlikapceki 3aco0u pi3Hi
HK 024:2023: 52899 —
Hartpiit (Na+) IVD
(miarsocTHKa in vitro),
peareHT

1 Kimorpam

08801, Vkpaina,
KuiBcrka
00J1aCTh,
MupoHiBKa,
BrarosimieHceKa,
96

mo 31

TPyOHS
2025




19 52895 Kaiit (K+) IVD K 021:2015: 33690000-3 | 0.05 08801, Ykpaina, |mo 31
(miaraocTuka in vitro ), pearent Kani#t | — Jlikapchki 3acobu pi3Hi Kinorpam KuiBcrka TPYOHS
opuctuyt hapm. ®acysanusg 100 rpam | HK 024:2023: 52899 — 0071aCTB, 2025
kr 0,05 Harpiit (Na+) IVD MupoHiBKa,
(miarzocTHKa in vitro), brnarosgimeHceKa,
peareHT 96
20 45815 Po3uuH [y UATPATHOL IOK 021:2015: 33690000-3 1 mitp 08801, Ykpaina, |mo 31
aHTHKoarynsuii OuroBa KUCIIOTa — JlikapchbKi 3acobu pi3Hi KuiBcrka TPyOHSA
kpuxaHa ®acysanss 1 mitp 11 HK 024:2023: 45815 — 00J1acTs, 2025
Po3uuH as muTpaTHoOl MuposiBka,
AHTUKOATYJISALI1 Brarosiuiexncexa,
96
21 43543 Pozuun Cypany III, IVD IIK 021:2015: 33690000-3 | 0.05 08801, Ykpaina, |mo 31
(miarzoctuKa in vitro ) Cymasn III — JlikapceKi 3acobu pisHi Kimorpam KuiBcbka TPynHS
®dacysanns 50 rpam kr 0,05 HK 024:2023: 43543 — 0067acTs, 2025
Po3zuun Cygany III, IVD MupoHiBKa,
(miarHocTHKa in vitro) BrnarosimeHcbKa,
96
22 42959 Bapsuuk Maii-I'plonBanbaa, | OK 021:2015: 33690000-3 | 10 Habip 08801, Ykpaina, |mo 31
IVD (miarroctuKa in vitro) Eo3uH 3a — Jlikapceki 3aco0u pisHi Kuiscpka TPyOHS
Maii-TI'pron-BanbroM-1000 dikcaTop- HK 024:2023: 42959 — 001aCTh, 2025
3a0apBioBad €03MH METUIEHOBUM BapBHUK Maii-['proHBanbaa, MupoHiBKa,
cuHin 3a Mau-I'prorBansnoMm: Eo3un IVD (miarzocTHKa in vitro) BrnarosimieHchKa,
3a Maii-I'prorBanbmom: 1 x 1000 mi; 96
Konnerntposanuit 6ydhepHuit pO34uH:
1 x 100 mn Cknan Habopy: 1) Eo3un
3a Mau-I'prorBansmoM: 1 x 1000 mit;
2) KonueHntpoBanui 6ydepHuit
po3uuH: 1 x 100 my; 3) [HCTpPyKIis i3
3acTocyBaHHs; 4) [TacopT mo Habopy.
Kinpkicts mpo6: 1) B sK0CTi (hikcaTopa
Habip po3paxoBaH Ha 1000 M1 eo3uHy
3a Maii-I'prorBanbmoM - 2000 mpo6
TIpY BUKOPUCTaHHI Ha 1 mocmimxkeHHS
0,5 mut; 2) B iIKOCTi 3a0apBioBada
Habip po3paxoBaH HA PO3BENEHOTO
(1:1-1:3) eo3uny 3a Maii-
I'prorBanbaoM 6yGhepHUM PO3UUHOM
2000-4000 M1 - 4000-8000 mpo6 mpu
BUKOpPHCTaHHi Ha 1 mocmipxenus 0,5
Mmi1. Habip 10
23 44946 QapbyBaHHS 3a IOK 021:2015: 33690000-3 | 3 Habip 08801, Vkpaina, | mo 31
PomanoscekuM, IVD (miarHocTuxa in — Jlikapceki 3acobu pisHi KuiBcpka TPynHS
vitro), Habip A3YP-EO3UH 3za HK 024:2023: 44946 — 00J1aCTh, 2025
POMAHOBCBKHM-1000 ®apOyBaHHS 3a MupoHiBKa,
3abapBioBay a3yp-e03uH 3a Pomanoscerum, IVD BbnarogimeHceKa,
PomaHOBCBEKUM: A3yp-€03UH 3a (miarzocTHKa in vitro), 96

PomanoBcbkuM: 1 x 1000 mit; Kowir.
Oydepruit po3uun: 1 x 100 mn Ckag
Habopy: 1) A3yp-e03uH 3a
PomanoBcekuM: 1 x 1000 mit; 2)
KonuenTpoBanui 6ydepHuii po3unH:
1 x 100 mi1; 3) IncTpyKUig i3
3acrocyBauHs; 4) [TacopT mo Habopy.
Kinpkicts mpo6: 1) HaOip po3paxoBaH
Ha 10000 mn po3Bemenoro (1:9) a3yp-
€031HYy 3a PoMaHOBCHKUM OydhepHUM
po3umHOM - 20000 mpob mpu
BUKOpUCTaHHiI Ha 1 gocrmigxenHs 0,5
M7, abo 2) Habip po3paxoBaH Ha
20000 mn posBenenoro (1:19) a3yp-
€03uHYy 3a PomaHOBCHKUM OybepHUM
po3uuHOM - 40000 mpo6 mpu
BUKOpUCTaHHiI Ha 1 gocnigxenus 0,5
M. Hab 3

Habip




24 42709 - Habip ons dapbysanns 3a | OK 021:2015: 33690000-3 | 1 Habip 08801, Ykpaina, |mo 31
I'pamoM, 3abapBreHHs 3a ['pamomM — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
Habip npusHayeHu#t mis HK 024:2023: 42709 — 0071aCTB, 2025
oudepeHIliaTbHOr0 3a0apBIeHHS, Ha6ip gns ¢apOyBaHHs 3a MuposiBka,
LOCIIiIXXKeHHSI CTPYKTYPH KITiTUHHOI I'pamom, IVD (miarmocTuka BrnarosimeHchKa,

CTiHKY i BUABJIEHHS IPUHATIEKHOCTL in vitro) 96

fakTepilt 4o rpaMno3uUTUBHUX ab0 oo

rpaMHeraTUBHUX I'PYI B KIIiHIKO-

miarHoCcTHYHUX nabopaTopisx i

HaykoBo Ckianm Habopy: 1.

Kap6os10Bu#l pO3YNH reHIliaHy

(ionertosoro - 1 ¢pmakon 3 (5,0 £ 0,5)

Mm1; 2. Po3uus Jltorons - 1 ¢pnakoH 3

(25 = 1) mm; 3. Kap6onoBuii po3unH

¢dyxcuny Lins - 1 amnyna 3 (2,5 = 0,1)

MJI. Hab 1

25 33354 To6aBKa [ KyTbTYPHOTO IOK 021:2015: 33690000-3 | 1 Habip 08801, Ykpaina, |mo 31
cepepoBulia 3abapenenns 3a Llinem- | — Jlikapceki 3acobu pi3ni KuiBcpka TPyLHS
Hinbcernom Habip mpusHauenu mms HK 024:2023: 33355 — 001aCTh, 2025
oudepeHIrianbHOro 3a6apBeHHS TpaHcopTHE cepenoBuUIlle MupoHiBKa,
MiK0GaKTepilt TyOEePKyIbO3Y OJIsT aHaepPoOHUX BrnarosimieHcexa,
(Mycobacteriacea tuberculosis - Mikpooprauiamis IVD 96

M.tuberculosis) B kniHiko- (miarzocTHKa in vitro)

OiarHOCTHYHUX J1abopaTopiax i

HayKOBOLOCIiDHUIBKIN ITPaKTHUIl

Cxkmnap Habopy: 1. Kap6onoBuit po3yuH

¢dyxcuny - 1 dnakon 3 (100 + 4) M. 2.

3uebapBioounii po3uuH 1 - 1 GpnakoH

3 (100 £ 4) mn 3. 3He6apBIIOIYNH

po3uuH 2 - 1 ¢pnakoH 3 (100 £ 4) mn 4.

P03YnH METHUIEHOBOTO CUHBLOTO - 1

¢dmakos 3 (100 = 4) mn. Habip 1

26 52546 Aurtu-C [RH002] rpymose IOK 021:2015: 33690000-3 1 dbnakon 08801, Ykpaina, |mo 31
TUNyBaHHS €PUTPOLUTIB IVD — Jlikapceki 3aco0u pi3Hi KuiBcpka TPYLHS
(miarHocTHKa in vitro ), aHTUTiNA HK 024:2023: 52546 — 00J1aCTh, 2025
IiarHOCTUYHUY MOHOKJIOHAJIbHUM Antu-C [RH002] rpymose MupoHiBKa,

peareHT aHTU-C, 5 M [JiarHOCTUYHUY | TUIIyBaHHS €PUTPOLUTIB BrnarosimieHcbKa,
MOHOKJIOHAJIbHUY peareHT aHTu-C, IVD (miarzocTuKa in vitro), 96

cucteMmu Rhesus, npusHaueHu ons
BUSIBJIEHHS aHTUTeHY C epUTPOIIUTIB
JIFOOVHY 33 HOIIOMOTI0I0 IIPSIMOi
peakiil armoTuHaLil y 6yab-saKii i
mopmudikarrii: B mpobipkax, Ha
TIJIOIIMHI, B MIKPOII/IaTi Ta B
HeUTpanbHUX reJIeBUX KapTax.
®1aKOH 3 BMiCTOM MOHOK/JIOHAIBHUX
anTuTin ITpo3opa a6o 3 HE3HAYHOIO
oTaJjiecIeHIli€l0 3 PoxkeBUM abo
KOBTYBaTUM BifiTIHKOM pifuHa.
3arajgpHUM TePMiH IPUAATHOCTI 2
poku ¢ 1

QHTHUTIIa




27 52547 Autu-C [RH004] rpymose K 021:2015: 33690000-3 1 dbnakon 08801, Ykpaina, |mo 31
TUIYBaHHS epUTPOUUTiB IVD — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
(miarzocTHKa in vitro), anTuTina HK 024:2023: 52547 — 001aCTh, 2025
Pearenrt autu-c (50 o3) Antu-C [RH004] rpymose MupoHiBKa,
HiarHOCTUYHUY MOHOKJIOHATIbHUM TUNYBAHHSI €PUTPOLIUTIB BrarosimeHcexa,
peareHT aHTHU-C, cucTeMu Rhesus, IVD (miarzocTuKa in vitro), 96

TIpM3HaYEeHUM 719 BUSBIEHHS aHTHTiNa

AQHTUTEHY C epPUTPOLIUTIB MIOOUHY 3a

OOIIOMOT0I0 TIPSIMOi peaKilii

arMIoTHHALI y OyOb-sKii i

mopnudikariii: B mpobipkax, Ha

IJIOIIKHI, B MIKpOIIATI Ta B

HeUTpanbHUX TeJIeBUX KapTaX.

®rakoH 3 BMiCTOM MOHOKIJIOHATBHUX

aHTutin. ITpo3opa abo 3 HE3HAYHOIO

oTlaJjieclieHIli€lo 3 poxkeBUM abo

KOBTYBaTUM BifiTIHKOM pifWHA.

3arajbHUY TepMiH IPUAATHOCTI 2

poku ¢ 1

28 52562 Autu-E [RH003] rpymose OK 021:2015: 33690000-3 1 dbmakon 08801, Vkpaina, | mo 31
TUNyBaHHS €PUTPOUUTIB IVD — Jlikapceki 3acobu pisHi KuiBcbka TPyOHS
(miarHocTHKa in vitro ), aHTHTIIA HK 024:2023: 52562 — 00J1aCTh, 2025
JiarHOCTUYHUN MOHOKJIOHATIbHUL AnTu-E [RHO003] rpynose MupoHiBKa,

pearesT aHTH-E, 50 M1 peareHT aHTU- | TUIIYBaHHS €PUTPOLUTIB BrarosiuieHChKa,

E, cuctemu Rhesus, mpusnauenuii gns | IVD (miarHocTuKa in vitro), 96

BUSIBJIEHHS aHTUTeHY E epuTpouutis aHTHUTiIa

JIIONKHYU 3@ HOMIOMOTO0I0 IPSIMOi

peakii arnmoTHHALI y OyAb-aKil ii

mopnudikariii: B mpobipkax, Ha

IIJIOIIKHI, B MiKpoIiaTi Ta B

HeHWTpanbHUX TeJIeBUX KapTax.

®nakoH 3 BMiCTOM MOHOKJIOHATBHUX

aHTuTiN. IIpo3opa abo 3 HE3HAYHOIO

OTIAJIECIIEHITIEI0 3 POKEBUM a60

2KOBTYBaTUM BifiTIHKOM DifWHA.

3arajbHUY TepMiH IPUOATHOCTI 2

poku. ¢ 1

29 52563 Autu-E [RH005] rpymose IOK 021:2015: 33690000-3 1 dbnakon 08801, Ykpaina, |mo 31
TUNyBaHHS €PUTPOLUUTIB IVD — Jlikapceki 3aco0u pi3Hi KuiBcrka TPYLHS
(miarHocTHKa in vitro ), aHTHTiNa HK 024:2023: 52563 — 06J1aCTh, 2025
Pearenrt anTu-e (50 mo3) Antu-E [RH005] rpynose MupoHiBKa,
IiarHOCTHUYHUY MOHOKJIOHAJIbHUM TUNYBaHHS €PUTPOLIUTIB BrnarosimeHcbKa,
peareHT aHTH-e, cucTeMu Rhesus, IVD (miarzocTuKa in vitro), 96

IIpu3HAYEHU IJIs1 BUSBIICHHS
AQHTUTEHY € ePUTPOLHUTIB JIIOOUHY 3a
OOIIOMOTOI0 IPSIMO peaktii
armoTHHaNii y 6ynob-akii i
mopudikariii: B mpobipkax, Ha
IIJIOIIKHI, B MIKpOIL/IaTi Ta B
HeHWTpasbHUX T'eJIeBUX KapTax.
®1akoH 3 BMiCTOM MOHOKJIOHATBHUX
aHTuTin. IIpo3opa abo 3 HE3HAYHOIO
OIIaJIECIEHIIIEI0 3 POKEBUM abo
KOBTYBaTUM BifiTIHKOM pifguHa.
3arasibHUM TEPMiH IPUAATHOCTI 2
poku. ¢ 1

AQHTHTINIa




30 52593 AuTu-K (KEL001) rpynose K 021:2015: 33690000-3 1 dbmaxon 08801, Ykpaina, |mo 31
TUIYBaHHS epUTPOUUTiB IVD — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
(miarmocTtHKa in vitro ), anTuTina HK 024:2023: 52593 — 001aCTh, 2025
[iarHOCTUYHUN MOHOKJIOHAILHUN Antu-K (KEL0OO1) rpynose MuposiBka,
peareHT aHTU-K, 5 M1 [JiarHOCTUYHUI | TUIIYBaHHS €PUTPOIUTIB brnarosgimeHceKa,
MOHOKJIOHAJIbHUM peareHT aHTU-K IVD (miarzocTuKa in vitro), 96
cucremu Kell npusHauenu ans aHTUTiNA
BUSIBJIEHHS aHTUTeHY K epuTpoIuTis
JIIONMHYU 3a HOMOMOTO0I0 IIPSIMOi
peaxktii armoTHHALi y 0yab-aKi ii
mopnudikariii: B mpobipkax, Ha
IJIOIIKHI, B MIKpOIIATI Ta B
HeUTpanbHUX TeJIeBUX KapTaX.
®rakoH 3 BMiCTOM MOHOKIJIOHATBHUX
aHTutin. ITpo3opa abo 3 HE3HAYHOIO
oTaecleHIli€l0 pifuHa. 3araalbHUN
TepMiH IpPUAATHOCTI 2 poku. ¢ 1
31 43550 ®ikcyBanbHa pifuHa 0yt IOK 021:2015: 33690000-3 | 20 mTyKa 08801, Yxpaina, |mo 31
mikpockomii, IVD (miarHocTuka in vitro | — Jlikapchki 3acobu pi3Hi KuiBchka TPyOHS
) IMepciiiHa piguHa oI MiKPOCKOITii HK 024:2023: 43550 — 00J1aCTh, 2025
(50 M) mpu3HaYEeHa OIS dixcysanbHa pifvHa Oyt MuposiBKa,
BUKOPHUCTAHHS B SIKOCTi JONOMiXKHOTO | Mikpockoii, IVD BrnarosinieHcexa,
KOMIIOHEHTA [IJ11 MiKpPOCKOIIiYHUX (miarsocTHKa in vitro) 96
METO[IiB HOCITiIXKeHHs B KITiHiKO-
miarHocTHYHUX nabopaTopisx. Ckmapg
1. ImepciiHa piguHa A MiKpPOCKOMil
1 &n - 50 ml (mm). 2. IHCTPyKLis 3
Bukopucranss. 3. [lacnoprt. mt 20
32 43686 KombinoBauu# 6apeuuk ans | K 021:2015: 33690000-3 1 Habip 08801, Ykpaina, | mo 31
€03uHOGITIB/TYYHUX KITITUH — Jlikapceki 3acobu pi3Hi KuiBcrka TPYOHS
(MacTormuTiB), Habip, IVD (miarHoctuka | HK 024:2023: 43686 — 00J1aCTh, 2025
in vitro) Jleitkodap6u-10000 Habip KomGinoBaHu# 6apBHUK MupoHiBKa,
peareHTiB s nudepeHLinHOT0 OJ1s1 €03UHOMINIB/TyUHUX BrnarogimeHceka,
3abapBnenHs nerkoiuTie, 10000 mpo6 | kmiTuH(MacTouUTiB), HAOIp, 96
Habip pearentis gna gudepenuiinoro | IVD (miarHocTuka in vitro)
3a0apBrieHHs neUKoIuTiB CKIan
Habopy: 1) Eo3un 3a Maii-
I'prorBanbgoM: 1 x 1000 my; 2) A3yp-
eo3uH 3a PomanoBcerkuM: 1 x 1000 mi;
3) KonnentpoBauuii 6yhepHuit
po3uuH: 3 x 100 M1 4) Onis
imepcinnHa: 2 x 10 mn; 5) [HCTpYyKIIif i3
3acTocyBaHH; 6) [TacnopT mo Habopy.
Habip 1
33 53598-Ans6ymin IVD (miarsoctuka | JK 021:2015: 33690000-3 2 Iayka 08801, Ykpaina, |mo 31
in vitro ), Habip, imyHOpEepMeHTHUN — JlikapceKi 3acobu pi3Hi KuiBcrka TPYOHS
anani3 (I®A) Ans6ymin CrJI 100 HK 024:2023: 53598 — 001aCTh, 2025
M1/100 Bu3H 3 BUKOpUCTaHHS Habopy | AnbOymin IVD (miarHoCTHKA MuwuponiBka,
peareHTiB Oy BUSHAYEHHS KiMBKOCTi | in vitro), Habip, BrnarosgimeHchKa,
ane0yMiHy B cupoBarti abo ma3mi iMmyHOGEPMEHTHUY aHami3 96
kpoBi Cknag Habopy 1. Pearent 1. (I0A)
Bpomkpesonosuii 3enenuit pH 4.2 -
0.12 mmol/l (Mmmomnb/m). 2. CTaH7apT.
Bopuuit po3uun ans6yminy. TouHa
KOHIIEHTpallis BKa3aHa B cepTudikari
aKocTi. 3. [HCTpyKIis 3
BUKOpuCTaHHA. 4. CepTudikaT SIKOCTI
TaKiB 2
34 42657 ®apba kapbonosmit pykcur | JK 021:2015: 33690000-3 | 2 dhakoH 08801, Ykpaina, |mo 31
Lina-100 Kap6o0Buit po34uH — Jlikapceki 3aco0u pi3Hi KuiBcrka TPyLHS
dyxcuny (1% poszuur ) 100Mm1 HK 024:2023: 42657 — 00J1acTs, 2025
Kap6omnosuit po3uun ¢pykcuny - 1 Kap6onosuit pykcun MuposiBka,
¢dbmakon 3 (100 % 4) mi. ¢m 2 po3uuH, IVD (miarHoctuka BrnarosimeHcbKa,

in vitro) 96




35 48291 Bipyc renaruty B, mapkepu- | 1K 021:2015: 33690000-3 | 5 dbmakon 08801, Ykpaina, |mo 31

anturenu/anrurina IVD (miarsoctuka | — Jlikapceki 3acobu pi3ni KuiBcrka TPYOHS

in vitro ), KOHTPOIBHUY MaTepian HK 024:2023: 48291 — 0071aCTB, 2025

BJIK-HBs ¢nakon Bipyc rematury B, MuposiBka,

(0,5m1,gyTnuBicTs-0,01 MO/mi) MapKepu- BrnarosimeHchKa,

CraHfapTHa CUpoOBaTKa Ajis aHTurenu/anTutina [VD 96

BHYTPILTHB07IA00PAaTOPHOT0 KOHTPOJIIO | (miarHocTHKa in vitro),

SIKOCTi mocnigxeHb Ha HBsAg KOHTDPOJILHUYU MaTepia

MeTtonmoM IDA ¢dmak 5

YMOBH OIUTaTH TOrOBOPY (MOPSANOK 3TiHCHEHHSI PO3PaxXyHKiB):

Ionin Onuc | Tun onytaru | Ilepion, (guiB) | Tun guiB | Po3Mmip omiarw,
(%)

[ToctaBka TOBapy [Micnsonnara | 30 Kanenpapsi | 100

HajimeHyBaHHS IePEeMOXKIIsI

npoleaypH 3aKyIiBIi/cCIponieHol

TOBAPUCTBO 3 OBMEXEHOIO

3aKymiBiIi (IIs1 OPHAHYHOL 0C00H) abo
npi3Bume, iM’s1, mo 6aTHLKOBI (3a
HasiBHOCTi) (mis1 ¢pisuuHOi 0CO0OH):

Ilina TeHgepHOi
MPOMO3UILiil/IIPOMO3HUIIii:

179 165,00 UAH 3 [1[1B

xepeno ¢iHaHCyBaHHS 3aKymiBJIi:

BIOIIOBIOAJIBHICTIO "OKTOMEL"

Ixepeso piHaHCcyBaHHSA 3aKymiBii

Onmuc

Cyma

MicueBu#i 0100KeT

oTT

2160000 UAH

[H11E

HC3Y

1640000 UAH




