[TacniopT
Ha TecT s AiarHOCTHKK BipycHoro rematuty C
CITO TEST® I'enarut C
TV V¥ 24.4-32208905-002:2010

cepisi: HCV24080004
katanoxuuit Homep: BHEPCCS31
suxopuctatu n0: 04.08.2026 p.

1. [okasuuky cneuudikarii:

MMOKA3HHUK PE3YJIbTAT YAC
TECTYBAHHSI | JXOCJIJKEHHSI

UVYTJIUBICTH ITo3uTuBHUN 10 xBUIUH

CIIELIUOIYHICTD HeratusHuii 20 XBUIMH

2. 30BHILIHII BUTJIS Ta KOMIUJIEKTHICTE!

IMOKA3HHUK PE3YJIBTAT
Tecr-kacera [Tpotios
[Tinetka [Tpoitios
bydep [Tpoiios
CepBeTKH CITUPTOBI 2 LIT. [Ipoiimos
PyxaBuuky MEANYHI HECTEPUIIbHI [Tpoitmos
Cxapudikarop (JTaHIET) [Tpoiimos
[HCTpY KL1isI [Ipoiimos

Tokasuuky sikocti Tecty mns aiarnoctuku BipycHoro remaruty C CITO TEST®
Tenarut C, cepis HCV24080004, innosizators TY Y 24.4-32208905-002:2010.
Cepito BU3HAHO NMPUIATHOIO 10 BUKOPHCTAHHS.

MeHemKep 3 KOHTPOJIIO sAKocTi: Bycrenko M.
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TOBAPUCTBO 3 OBMEXEHOIO
BIANNOBILIAJBHICTIO
«HBK «PAPMACKO»

mya L Jynessn, 10, s Kads, 03183, Vipatua; ven. (899) 160-38-08

JAEKJAPAIIIS PO BUIHIOBLIHICTD Ne 22

Bupobnux: TOB «HBK «®apmacko»

Agapeca: sy JL Jyuesxa, 10, s Kuis, 03193, Vipaina, xon £PTIOY 42579962
Anpecs supobunvol ginsaen: syn Wonvaesxks, 15 T, s Bummropeoy, 07302, Vrpailua

® ocofii resepansrore gupexrops Miomska Onexcanapa Muxonationusa
pixTREpUKYE, Mo Megual supoly

Teer-cueresst 1ug pagpienng rexaruris B va € (rinas Topxarxy)

repeik A, g caMoroHTposry, arino Hogarrky 2 Texatunoro periaMenTy moan Menay supabin s
AlargoecTHxy in vilre,

sl surorosamorees 30 TY ¥V 24 4-32208905.-002:2010,

BiATORLIAOTE BEMOraM TEXHINHOre POriaMeRTy MOoRD MeARTHY supolin ne HarHooTHRR in vitro,
sarpeprreroro Heoraronore KMY sin 02.10.2013 po Ne 754,

Oniexa siaposisoct nposeiera avimo Jonarky 4 Texniunoro peryaMesty Mose MeIRYHAX Bpodin A
JISTHOCTHRS 0 vilro,

Cucrema vopasnines sxicrio sinnoninae sssvoram 1SO 134852016 arinmo cepradixary N (20 sin

06.12.2021 p., suparors oprason 3 ceprrudirvangd T « VMIICy (81042 w. Kuds, nyn. Huropisa, 18, arecrar

axpenuraiii Ne RO01R).

Cepradixar signosinmocti No PRUIZ21-22 pusoray Texsingoro pernasMenTy MOMD MaMuax supobis mis

JIArHOCTHRR in vitro, sarsepmxenory Hoorasnosom KMY ain 02,10.2013 p, No 754, supasst oprasoy 3

onirxy pignosinsocti TOBR « Vepafucswudt nayxopul iscraryT cepridixamil» (04053 »m Kuls, Kyapaserail

yariz, Gya, 7, odic 320}

Cepradivar nepssipka nposrry No PRUIZ220-22, wepnnit opranos 3 oniaxs signosizveeri TOB

¢ ¥Vrpainosgudl sayrosndt erwryr cepradivanils (04053 . Kuls, Kyapsscerull vasis, Byva. 7, odic 320}

Texuiuna goxymenranis wa Memwaanit sapil slaooRiEHe 20 #HMOT TeXHIYHOTO POrTaMENTY
WOND MEIHYHRX RAPOSIR ;I8 JATHOCTRER In vilrd B HAKKROCTL

Jexnapanio cxaaneno nig minkosury simosisasaicrs arpobanka,

Hicaa 3: 26.05.2023 p.
Hificna no: 25.05.2027 p.

Uenepannua uperTop Osexcangp JMCHAK

Crapiusa 133

Peganuin 3




TOBAPUCTBO 3 OBMEXEHOIO
BUIITOBIIAJIBHICTIO
«HBK « DPAPMACKO»

sy A Jdynenxa, 10, m. Kais, 03193, Vipatua; ven, (099) 160-30-08

Jonarox zo
Hexaapanii npo sianosigsicrs Noe 22

S Haina supoly yrpaluesron MoBOID Homep 3a xarasorom | Cdepn sacrorynanus

K ‘

I | Teor nas arsooTuky sipyorore renarary B BHEPBCS31 JLms CamuRORTPOIO
CITO TEST® Fenamur B

2. | Teer o glarsoeruky sipyonoro renavary O BHEPCCS3! JUI8 COMURDRTROMO
CITO TEST® enatur C

Denepansisll gupexrop Oaexcanap JHCHIK

Croplsa 232
Pegakuis 3




OPTAH 3 OLUHKH BIANOBIAHOCTI 'y Yend

TOR « YHPATHCHEWI HAVKQBMIA IHCTHTYT CEPTH®IKAL §\§§ s§
04053, m, Kuie, Ryaprscoeruit yasiz, Bva, 7, odic 320 Ty
UATR.116 1 T

CEPTUOIKAT BIANOBIAHOCTI

Hopuixoex npopexenns gpoxeypy 3abesnevenns QY IOHYBI RN KOMILICKCHOT CHUTEMH
sabemevenns sxoeri (Jonarok 4 Texuiunoro pernamMesty HON0 METHSEHX BMPOOIB Ui
JMATHOCTREN &1 witro, sarpepsesoro nocrasopore Kabinery Minicrpis Vpafun 81 02.10.2013
Ne 754 (TP), 38 BUKIHOUSHHAM DYHKTIB 6-9)

Bupobuux: TOBR «HBY wabapyacsns

HOpumarana pyii. JL Jlynenxa, 10, s Knfs, 03193, ¥Ykpaina

anpecas Kox CHPIIOY 42579962

Bupobumgi TOR «HBK «®apumacko»

S GHEHEN K ryi. onviena 15 T, v Brumopon, 07302, ¥xpaina
Bupobu: Teevu nas glarvocruxn Bl -indexuwii, reparuria B ra €

(RomEpemEsosaHa cohepu Haseoeny Ha CMopinyl 2 yposo cepmydivama)

fipmuwavenuil oprau 3 ouinxn nizpopigmocri Temapucrse 3 obvewenvie sinnoBizaabLHicTIO
«YRpaipceiond mayrosuil inevaryy ceprudirani®™ (laewrndicaniismuit womep No UATRIIG)
FHATBEPIURYE, (10 30HaneHuH  BupolDHHK  BRPOBAAMB  CHCTEMY yopasainpg  axioTio na  eranax
poapoftenng, BHpolHIITRA T8 OCTATOYRONG ROHTPOMI CTOCOBHO 3a38AUeHs RHpOSIB ¥ BLINORIAROCT
a0 ayugTie 2-5 Jogarea 4 TP va axa € o6 ekToM NepioaHuyRX HAaragAORKN ayANTIBE 3riaHo nyseTis 10~
I Adoaarka 4 TR Qas peanizsudl npogyeudi, vaseaenol v Hepexiry A Hogarxa 2 TP aozarxoBo Mag
Byra naseruil ceprudikar neperipky nporTy 2a nynkrasn 6-9 Hoaarka 4 TP,

Hincrana aan snaayi:

3ot Ne PROIZ2ZV/CHIT-S1/2-23 8in 24.05.2023;

3eir Ne PROI22V/CHL-S1/3-23 Big 25,05 2023,

Piwenns npo sunauy ceprmbirara Ne PRUIZ2V/CHI-51/4-23 ain 26.05.2023.

b

Cepradixar No PR.I221-22

Aivrennit g0 «23» vpasus 2027 p.
Bunanrs Ne 2 vin «26» tpasng 2023 p.
Bonepue suiano 26.05.2022.

Kepisuux oprayy s
OUIHKY BILANORIAHOCT
Posman MUXAJKO

Cropinka | 33
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OPTAH 3 OUIHKM BIANOBIGROCT

TOR « YHPATHCHEWI HAVKQBMIA IHCTHTYT CEPTH®IKAL
04053, m, Kuie, Ryaprscoeruit yasiz, Bva, 7, odic 320
UATR.116
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Kouxpernzopana chepa:

Hepeain A
Ne | Kararomauii Hazeu supodis
3/ HOMED YEPATHCBROI) MOBOIO

L. | BVILCS3L | Teer ws miarsoctiss Bl -indexuit CITO TEST® BUI

2. | BHEPBCS31 | Teer ans giarnoctakn sipyenore remarnry B CITO TEST® Denarur B
3. | BHEPCCS31 '

“Temarnr C 1.

e
A e
7 KepisHEE opragy 3
CIIHKY BLANORLIHOCT
Poyan MUXAJIKO
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o cenrudixar: 1221-22  Cropinka 23
— vrom Jo ceprudicara Ne PR221-22 Cropiara 233
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OPTAH 3 OUIHKM BIANOBIGROCT

TOR « YHPATHCHEWI HAVKQBMIA IHCTHTYT CEPTH®IKAL
04053, m, Kuie, Ryaprscoeruit yasiz, Bva, 7, odic 320
UATR.116
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ICTOPIA CEPTHOIKATA

Ne s/
Jara Oune
BHIAKH
1 26 rpapng 2022 p. | Buepue snaano.
2 26 Tpapug 2023 p. | Bueceno sMiHE 10 KaTaNGKHAX HOMEPIR BRPOOIB,
N ; . ) P
Ceprudixar Ne PR.I221-22 7

Jitcrnit mo «25» Tpasaa 2027 p.
Braamsas No 2 Bix «26» tpasus 2023 p.
Briepure uyano 26.05.2022.

e .
" Kepisuux opragy 3
OUIHKA BLANORIABOSTY
Poyan MHXAJIKO

oy Jo ceprudicara Ne PR221-22 Cropiara 333
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OPTAH 3 OUIHKHK BIANOBIAHOCT!
TOB « YKPATHCHKMM HAYKOBUH IHCTUTYT CEPTUDIRALI»
04053, m. Kuin, Kyapascoruid yssis, Byd. 7, odic 320

UATR.116
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ERT
CEPTU®IKAT MEPEBIPKN TMPOEKTY

(myuxrs 6-9 Honatka 4 TexHINHOrO PeriaMeHTy OO MCAWUHEX BHPOOIB 1 JarHOCTHEY in
Vitro, sarseprpkenoro nocranosoo Kabinery Minicrpis ¥xpaion sia 02.13.2013 No 754 (TP}

Bupotnnk: TOB «HBK «®apmyacko»

Hpaamana evir. J HMyvuesxa, 10, v, Kalg, 03193, ¥Yrpaiua

aapeeas Koa €APHIOY 42579962

Bupotunui TOB «HBK «thapmackoy

TR E TN gyva. [Honvaenxa 15 T s Bumropon, 07302, Yxpaisa
Bupobu: Teevy pas aarsoevusn Bl -indexuil, renaruriz B ra €

(ROHEPEMUZOGaRA cihepu nagedend Ha cmopingl 2 ypn2o cepmuhicama)

flpmapavennit opraw 3 onisxn eignomianocri Tosapuwerse 3 ofvewenowe sianorizaisaicTio
«Yrpaincsxnit payrosnii incvaryr coprudivanits (Iaenvndicaniftuuit nosep N UATR116)
PEETBCPIRYE, THO Hpoekt gapodis sianorisae swaoram uyakris 6-9 Hoxarka 4 TP

Hizcrasa pag suaagi
Axr exeneprusza qokyMesranii Ne PROI220/CHT/2-23 pin 25.08.2023;
Plurenng npo pugady ceprubirara Ne PRI220/CH1/3-23 Bin 26.05.2023.

Ceprudicar Ne PR.1220-22

Hifcauit a0 «28» tpasus 2027 p.
Buaanss No 2 gix «26» tpasus 2023 p.
Boepme suganc 26.05.2022.

A .
Kepisuux oprasy 3
DIIHKY BUHOBIHOCT
Posan MUXAJIKO

Cropiaka 133




QPTAH 3 OLIHKH BIANOBIGHOCT

TOR « YKPATHCHEMIA HAYHOBMM HCTHTYT CEPTH®IKALLT
04053, m. Kuie, Kyapascerni yasiz, Bya, 7, odic 320
UATR.116
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Koungpernszosaua ehepa:

Hepeaix A

Ne | Karasosknui Hasnu nupodin
3/ HOMED YEPATHCLKOI0 MOBOO

.| BVILCS31 | Tect maa miarmoctaxy BUI-imdexnii CITO TEST® BUI

B

2. | BHEPBCS31 | Tecr i giarsocTaks pipveroro rematury B CITO TEST™ Penatur B

3. | BHEPCCS3! | Teer nas miarnsoetuky sipyegoro reparary O (H}}I E ‘l® Peparar C |-

.
7 Kepisnux oprany 3
b N ) & N N
\ 7 DHIHKY BLIOOBLIHOCTE
N3 . .
Posan MUXAJIKO

Joms Ho cepradixara Ne PR1220-22 Cropiara 2 33
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QPTAH 3 OLIHKH BIANOBIGHOCT

TOR « YKPATHCHEMIA HAYHOBMM HCTHTYT CEPTH®IKALLT
04053, m. Kuie, Kyapascerni yasiz, Bya, 7, odic 320
UATR.116
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ICTOPIH CEPTH®IKATA

Ne 3/n
Hara Onue
BHIAHEN ‘
i 26 tpasss 2022 p. | Boepiue BRIaR0.
2 26 tpasis 2023 p. | BUcCoHO 3MIHE X0 RATAIOKHMK HOMEPIB Baposis,

Ceprudizar Ne PR.1220-22

HJuicHuit go «25» tpasng 2027 p.
Bunauss Ne 2 pig «26» tparns 2023
Brepine sunano 26.05.2022.

Kepisrug oprany 3
OHINEE BIIHCBLIIOCTY
Povan MUXAJKRQO

Joms Ho cepradixara Ne PR1220-22 Cropiara 3 33

ACFYEN SR
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TOBAPHCTBO 3 OBMEKEHOIO
BIITIOBIIAJIBHICTIO
WDAPMACKO»

01010, m. Kuis, Bya. I. Masenn, 6yn. 11 A, odic 54; Ten. 537-08-04

NEKJIAPAIISA [TPO BIAMMOBIAHICTD Ne 105

Bupobnux: TOB «®apmacko»

Anpeca: By 1. Masenwu, 6yx. 11-A, odic 54, m. Kuis, Yxpaina, 01010, kox €JIPTIOY 32208905

Anpeca supobnnursa: By Hlonynenka, 15 I', M. Bumropoa, Ykpaina, 07301
B 0c001 rerepansHoro aupexropa Jlicuska Onexcanapa MuKogaioBHYa

HiATBEPIUKYE, IO METUYHI BUPOOH
Tecr-cucremu qas BussiaenHs renaturis B ta C (3rinno MogaTky)

nepestik A, Ui CaMOKOHTPOIIO, 3rijtHo JlonaTky 2 TeXHiYHOro perjaMenTy o0 MEANYHUX BHPOBIB IS
JIarHOCTHKH in Vitro,

sIK1 BUTOTOBIsIEOTRCS 32 TY YV 24.4-32208905-002:2010
«Tect-cucremu uis BUsiBIeHHS BipyciB renatutis B ta Cy,

BIJIIOBIa0Th BUMOram TexHIYHOro periaMeHTy [I0/0 MEMYHUX BUPOOIB IS JIarHOCTHKH in Vvitro,
3atBepkeHoro Ilocranosoro KMY Bin 02.10.2013 p. Ne 754.

Ouinka BiAnOBixHOCTI poBeieHa 3rixuo Joxatky 4 TeXHIYHOro pernameHTy moa0 MEANIHIX BUPOOIB Is
JIIarHOCTHKH in Vitro.

Cucrema ynpasiiHHs AKICTIO Bianosigae Bumoram ISO 13485:2016 srigno ceprudikary Ne 020 Bin

06.12.2018 p., Bunanoro opranom 3 ceprudixauii 1T « YMLIC» (01042 m. Kuis, Byn. Unropina, 18, atectar

axpenuranii Ne 80018).

Ceprudixar innosimmocti Ne UA.TR.039.035 sumoram TeXHIYHOrO perjiaMeHTy MO0 MEIMYHHX BHPOGIB

JUTst ArHOCTHKH in vitro, 3aTBepmxenoro I[locranosoro KMY Bix 02.10.2013 p. Ne 754, Bunanmuii opraHom 3

ouinky signosinuocti JIT « YMIIC» (01042 m. Kuis, Bys1. Yuropiua, 18, arectar akpeauranii Ne10101).

Ceprudikar nepeipku nmpoekty Ne UA.TR.039.035/1.

Texuiuna noxkymenTais Ha MeUIHKH BUPiO BIAMOBIAHO 10 BUMOTr TeXHIYHOrO pernamMenTy
IIOJ0 MEIUYHUX BMPOOIB JUIS AIarHOCTHKH in Vitro B HagBHOCTI.

Jlexnapanizo CKJIaieHo i LiJIKOBHTY BiIIOBIJAJbHICTE BUPOOHHKA.

JicHmii 3: 06.12.2018 p.
Mivicanii go:  05.12.2023 p.

I'enepansruii nupexrop TOB «Dapmackon Jlicasx O.M.

Cropinka | 3 2
Pepakuin 20181206



TOBAPUCTBO 3 OBMEXEHOIO

BIAIIOBITAJVIBHICTHO

«DPAPMACKO»

01010, m. Kuis, By I. Masenu 11-A, o¢. 54; Tesa. 537-08-04

JonaTok 10

Jexnapauii nmpo Bigmosigaicts Ne 105

Ne Ha3zsa Bupoly ykpaiHCBK0H0 MOBOIO Homep 3a kataorom | Cdepa 3acrocyBanns

3/n

1. | Tect ana miarHOCTHKH BipycHOro rematuty B [HBsg-402 JU1 caMOKOHTPOJTIO
CITO TEST® I'enarut B

2. | Tect anst MiarHOCTHKY BipyCHOTO renatuty B IHBSG-C41 Jl1 caMOKOHTPOJTIO
CITO TEST® I'enarut B

3. | Tect nna miarsocTuxH BipycHoro rematuty C [HC-402 Jl1st caMOKOHTPOJTIO
CITO TEST® I'enatut C

4. | Tecr quis HiarHOCTHKH BipycHOro rematuty C [HCV-C41 Jl1d caMOKOHTPOJTIO
CITO TEST® I'enatut C

['enepanbuuii nupextop TOB «®apmacko»

Jlicasax O.M.

Cropinka 232

Pepakuia 20181206



OpraH 3 ouiHKu BiAMOBIAHOCTI HepxxasHe nignpuemMcTeo.
"YKpaiHCbKUA Meu1HUit LEHTP cepTudikauii”
MinicTepcTBa OXOPOHU 340POB'A YKpaiHu

¥

MEC CEPTU®IKAT BIAMOBIAHOCTI
3abe3nevyeHHs (hpyHKUiOHYBaHHA KOMNEKCHOI CUCTEMMU

3a6e3neveHHs1 AKOCTI
(TexHiYHMIA pernameHT WOA0 MegUYHUX BUPOBIB AN AiarHoCTUKM in vitro, [lonaTok 4,
BMKITHOYAKO4M NYHKTH 6-8)

Ne UA.TR.039.035

BupobHuk: ToBapucTBO 3 0GMeEXeHOo BignoBigankHicTo "®apmMacko”
Byn. |. Masenu, 6ya. 11-A, odpic 54, m. Kuie, 01010, YkpaiHa

Bupo6HuuTBo: ToBapucTBO 3 06GMexeHot0 BianoBigansHicTio "®apmacko"
Byn. WonyaeHka, 15T, m. Buwropog, 07301, YkpaiHa

Mpopaykuin: TecT-cuctemit afis BusBneHHs BY-Hdekuii, renatutis B ta C

nepenikA, sraHo Joaatky 2 TexHiYHero-pernamMeHTy LWoao
Meaudsnx BnpobiB Ana AiarHocTuku i vitro :

OpraH 3 ouiHku BignosigHocTE AN "YML|C" 3asBnsie, LHO 3a3HaYeHUin BUPOOHUK BNpoBaavB
cUCTEMy ynpaBniHHA SKICTIG Ha eTanax po3pobku, BUPOOHMUUTBA i OCTATOMHOI MEPEBIpPKM
BUpOGiB BignoBiaHo A0 AopaTtky 4, BAKAIOHaoYR. ﬁwmﬂ '6-8, TexHi4HOro pernamexTy LWOAO
MeOuYHUX BUPOLIB ARs AIBFHOCTUKM in vitro, dkwi 3aTBepaeHo nocTaHoBow KabiHeTy
MiHicTpis Ykpainu Big ©2.10.2013 p. Ne 754. CucTema ynpaBRiHHS SAKICTIO BUPOBHWKA
MOBHICTIO BIANOBIAAE BIANOBIAHUM MOSIOXEHHAM LbOro TEXHIYHOro perfameHTy Ta nignarae
nepioguyHOMy Harnsgy.

Ans pos3noBCOMXEHHA Ha puHKy BUpobiB 3 nepeniky A A0QATKOBO OOOB'A3KOBUM €
CepTudikat nepesipkv MpoexTy.

3gir: Ne 831/177/0 8ia 30.11.2018 p.

Mepuwe BupaHus: 06.12.2013 p.
[JaTta Bnpaui: 06.12.2018 p.
Lincuni no: 65.12.2023 p.

"ﬁeﬁlééﬂ@w {'aHy 3 ouu-mu BianosigHoCTI

He6|.qu M.C.

rupinatRenR 7755
e 480352 oAl

UMCC YuHHICTb cepTudikaTa MOXHa nepesipuTh B 6a3i AaHUX opraHa 3 OuUiHKK Binnoéi,qH’oc:Ti (www.umcs.org.ua)

OpraH 3 ouiHkN a‘i,qnoaimdcri [epxaBHe nianpuemcTeo "YkpaiHCekuit MeauuHuil ueHTp cepTudikaui™ (4N "YMLIC")
©op. agpeca: 02160, Ykpaina, M. Kuis, npocn. Bos3d'egHaHns, 7-a; dakT. agpeca: 01042, M. Kuis, syn. YuropiHa, 18; Ten. (044) 285 83 83
I'lpgaHaquwﬁ Ha Npose/AeRHs POOIT 3 OLiHKY BIANOBIAHOCTI BUMOraM TEXHIMHUX PErNamMeHTis
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