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NPHUMIPHHK 057 01

JAEKJAPAILS ITPO BIATIOBITHICTD
Ne J1-00480951-001
(pesaxuia 13)

Axuionepre Tosapucteo “JIYBHHUDAPM™
(moeHe HaiiMeHyBaHHA BUpoOHKKA abo HOro YNOBHOBAKEHOTO NPEACTABHHIKA,
Ykpaina, 37500, [Tonrasceka 06:1., M. JIyGuu, Byn. bapsigkosa, 16; 00480951
abo nocravaisHUEE, TX Miclle3HAXOKEHHS Ta KofH arinHo 3 EJPTIOY)
B 0c00i I'onoBu npaeninag AT «Jly6undapm» Bamyk Ceitnanu I'puropisan
(mocaaa, npizprute, iv'a Ta no GaTEKOB BHPOGHHEA, YNIOBHOBAKEHOTO NPEACTABHHES, NOCTAYANBHHEA)

NiATBEPIKYE, 10 MeAHYHHH BHPID:
BUHTH MAPJIEBI MEAWYHI CTEPHJIBHI Sm x Tem, Smx 10 em, 7m x 14 em
3 mapmi Tamie 17, 20, knac [ (crepunsunii); kog HK 024:2019 - 48127

(noBHe HaHMeHYBaHHA MeIHMHOTO EHPODY, THI, MAPKA, MOLENE, TOLLO)

AKHI BHIOTOBIIAETECA 3a TexHoorigaumM pernamentom TP 64-00480951-428-12,
arigHo 3 BuMoramu TV Y 21.2-00480951-007:2018

(HaliMeHYBAHHSA TA NOZHAMCHHA TeXHIMHOT J0KyMERTaLT)

Bianosigae Bumoram TexHivHOr0 perJaMeHTy M0A0 MeIHIHHX BHPOGIB, 3aTBEPIMKEHOI0
nocranosoi Kabinery Minictpis Yipaiun Big 02.10.2013 p. Ne753.

Texniuna foxymeHTalis Ha MeAHIHHH BHPiO po3pobrena Ta BIPOBAKEHA.
3HaK BiAMOBIAHOCTI Ha MeaUYHKHM BHPIO HaHeCeHHIH.

Herxnapayiro cknadeno na nidcmagi:

1. CEPTU®IKATY npo siamosiaHicts BumoraM TeXHIYHOTO periaMeHTy MO0 MEeIHYHHX BHPOOiB
N UAMD.331-21, axkuif mocBifuye, IO 3aCTOCYBAHHS CHCTEMM YIpPaBIiHHA SAKICTIO M 4Yac
BHPOOHHMITBA MeIHYHOrO BHpoOy Bimmoeinae Bumoram TexHIYHOrO pernaMeHtTy MIOA0 MEIHYHHX
BupobiB (Texniuauii pernamenT mojao Meanynux BHpoGis, Jomatox 6). Jlara Bupaui 14 cigna
2022 p., miicunii no 09 mororo 2026 p.

CEPTU®IKAT Bumaso OOB TOB "YKPMEICEPT" (izentudixkanilinuii HoMep oprany
Ne UA.TR.099, arecrar axpeauranii Nel0240).

2. CEPTHU®IKATY mnpo BigmoBimHicTe cucTeMu ynpabninnsa sxicrro Ne UA.SM.239-22, saxmit
TIOCBITMYE, IO CHCTEMA YITPABIiHHA AKOCTI CTOCOBHO BHPOOHHUIITBA Ta ONTOBOI peami3anii CTepHIbHHX
TiepeB’A3yBabHIX 3aco0iB, cTepuUNBHOI BOAM JUid iH’ekuid Bianosinae sumoram ISO 13485:2016.
Hara supnaui 14 ciung 2022 p., midtcanit go 13 ciuns 2025 p.

CFPTI/Id)lI{AT BH/IaHO OOB TOB ”VKPMEI[CEP arecrat akpeautanii Ne80O047).

B Baf;.xyx

(imimiamn Ta npizeHme)

Tepmin aii JEKIJIAPAILTII ITPO BIUITOBIJIHICTD o 13 ciuma 2025 p.



TOB «<YKPME[ACEPT»

CEPTUOIKAT

IIPO BiATIOBiAHICTH CUCTEMM YIIPABAIHHSA AKICTIO

}\ 3apeectpoBanuii y Peecrpi
4 «14» ciuna 2022 p.
Ne UA.SM.239-22

Jiiicamit 10 «13» ciuna 2025 p.

LIUM CEPTH®IKATOM BIJTIOBLAHOC I.I'['-IYE:’I‘]:CH,
110 CUCTEMA VITPABJITH (OCTIC

Bupo6HHUTBO T2 ONTOBA peaJilauis cre
CTEPHJILHOI BOJH ]

BIIPOBaJIDKCHA. _
AKIioHEepHe TOBAPHCTBO <
3a agpecoro: 37500, Ykpaiua, m. JIy6umn, Bya. Bapeinkosa, 16

Binmosinae Bumoram ISO 134§

KoHnTpone BianmoBigHoCTi cepTH(iKOBaHOT CHCTEMM YNpaB/IiHHA AKICTIO BHMOraM 3a3HaueHOro CTaHAapTy
3AIACHIOETBCA HUIAXOM HArsly, NepiofMYHICTh i MpouefypH SKOr0 PeriaMeHTYIOThCS MpolefypaMu
Oprasy 3 OLHKH BiZINIOBiAHOCTI. "

£2
Ceprudikar Bupano Oprasom 3 ouinku BianosigHocti TOB MCEPT», aKpeIUTOBaHHM
HamioHankHWM areHTCTBOM 3 akpenuTanii Ykpainw, arecrar Big 24.12.2019 Ne 80047, ampeca:
Byn. JlparomaHosa, GymuHok 1-A, od. 2, M. Kuis, 02059, Ykpaina
Ten./pakc: +38-067-595-02-30, https://ukrmedcert.org.ua/

3acrynuuk kepisuuka OOB .B. BaBukina

YuHHicTb cepTudinara signosigHocti momna nepesiputy 8 Peectpl Ha caiiti https.ﬂukmndnu't.m ‘
a 3a ren. +38-067-595-02-30 5



TOB «YKPMEACEPT»

Honatok 1o ceprudikaty npo BiANOBIIHICTE
BuMoram TexHi4HOro peraamMeHTy 00 MEHYHAX BHPOOiB
Ne UA.MD.331-21
Big «14» ciuns 2022 poky

id

Ne 3/m Ha3zsa meauunoro Bupody KOK MOBOI Kaac
1. CepBeTky MeIMUHI MapJieBi CTEPHIIbHI 4 Bi I
CTEpHJIbHUI
2. [TakeTu neper’s3yBaibHi MeAWYHI CTEPHIBHL NEPIIOT AOTIOMOTH 3 1
OJIHI€I0 MOAYIIEYKOK 4 CTepHIIBHAR
3. BuHTH MapneBi Menu4Hi CTEPUIIBHI ' !
3 CTePUITbHUHA

4. Bopna nuist iR’ €Ki, pO3YHHHHK JUIS Tape epasIbHOTO 3aCTOCY BaHHS lla
1o 2 MJI B ammyJiax Nel( B maumi O . Py

5. Bopa s in’exuiii, pO3YMHHHUK VIS NapeHT Ila
no 5 mn B amnynax Nel(0 B na4ii

Kinens neg

3acrynuuk kepisuuka OOB

: Cmopinka 1 3 1



TOB «<YKPMEACEPT»

CEPTUOIKAT

TIPO BiATIOBIAHICTE BUMOTaM TeXHiYHOTO peraaMeHTy 11040

MEAVYHMUX BIPOOIB
3apeecrpoBanmii y Peectpi
\ «14» ciung 2022 p.
Ne UA.MD.331-21
Hidicunii 10 «09» mororo 2026 p.
\ '\ Mepme Buganns «10» mororo 2021 p.

Llum cepTrIKaTOM NOCBIAYYETHCA, IO 3aCTOCYBAHHS CHCTEMH YIIPaBIiHHS AKICTIO TTi

4ac BUPOOHMLITBA MEAMYHHMX BHPOOiB:
CrepunibHi nepes’s3yBaibHi 3aco0H, PHABHA BO/IA /IS N’ eKtil
(32i0no dodamky Ha'
knac Ila, [

110 BUPOONAETHCA:
AKuioHepHe ToBapH
3a anpecoto: 37500, Ykpaina, m. JIy6uu, By.1. Bapsir

BianoBinae Bumoram TexHiuHOro peraMeHTy MOA0 MEARTHHX BHDOGIB,

0 53. Tlpouenypa ouinku

3aTBep/ukeHoro nocranoBolo KaGinety Minictpis Ykpainu Bin (0 iy L |
. i (yHKIIOHYBaHHS CHCTEMH

BLANOBiAHOCTI mpoBeZieHa 3rigHo 3 gonatkom 6 «Ilopsmok
YNpaBJliHHS SKIiCTIO MiJ Yac BHPOOHULITBA MEUYHUX BUPOGIBY. :
KonTpons BinnosiaHocti meanusux BUPOGiB BUMOraM 3a3HaveHOro TEXHIYHOro periaMeHTy 3MiliCHIETsCS
LUIAXOM HArisiy, NepioJMyHiCTh i MPOLENYpH AKOro periaMeHTy BCA TIpOLIelypamMy OpraHy 3 OIlIHKH
BiAMOBIAHOCTI. . §

Ceprudixar punano Oprasom 3 ouisku pignosigaocti TOB « [EJICEPT», akpeautoBaHMM
Haujonanbnum areHTCTBOM 3 akpemutauii Vkpainmw, atecrar Big 22 021 Ne 10240, npusnauenum
MinexoHoMpo3BuTKy Ykpaihu, 3a inentndikauiiinum Homepom UA. azpeca: Bys. JlparomaHoBa,
Oymusok 1-A, odic 2, m. Kuis, 02059, Vkpaina, Ten.: +38-067-595-02-3 ), https://ukrmedcert.org.ua

Ha nizcrasi Pimenns OOB TOB «YKPMEJICEPT» ix 14.01.2022 Ne001/MD-21.08.27/01.

3acrynuunk kepisBuuka OOB

HuHHicTb cepTudinara signosigHocTi Momua nepesiputu B Peectpi mtﬂﬁwfdmmdur!.m
Ta 3a Ten. +38 067-595-02-30
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