MIHICTEPCTBO OXOPOHMH 3/I0POB'SI YKPATHHA
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Ukrainian State Association « POLITEKHMED»
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& Nonitex(Mea
Opras 3 ominky eignosigaocti «IYO «IOJIITEXMEI»

GEPTUOIRAT BLNOBIIROGT]

CERTIFICATE OF CONFORMITY

Ne UA.101.QMS.0480/1-22.00

Jara peectpanii 30.05.2022 p.
Tepmin mii no  28.05.2025 p.

OPTAH 3 OLUIHKH BIJIIOBIZHOCTI «AYO «IIOJITEXME»
MM 3ACBITUYE, [0 CUCTEMA YIIPABJITHHA AKICTIO
TopapucrBa 3 06MeskenoI0 BignoBinadbHicTI0 HayKoBo-BHpOGHIYOT opramizauii «KAMME]
Byn. Kpun’skesuya, 6ya. 3, M. Kam’suens-Tlopinsepkuii, 32300, Ykpaina

Micue BupoOHHIITEA
TosapucTBa 3 06MexkeHOI0 BiqnoBinaabHicTI0 HayKkoBo-BHpPoGHETOT opranizauii « KAMMEL»
By11. Kpun’akepuya, 6ya. 3, M. Kam’ anens-TToginscskui, 32300, Ykpaina

OIHEHA TA CEPTH®IKOBAHA HA BIIMIOBIOHICTH BUMOI'AM
JCTY EN ISO 13485:2018
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT)
«Megu4uni Bupo6un. Cucrema ynpasiinHa AkicTo. BUMOrH no pery/IoBaHHT

¥ HACTYIIHHX C®EPAX AOIANIBHOCTI:
TNNPOEKTYBAHHS, BHPOGHULITBO TA PEAJIBAIIA MEJWYHIX BUPOBIB:

Brupobu MenuyHi 0JHOPA30BOT0 32CTOCYBAHASA CTEPUIbLHI

Pimenna mwono Hanauua ceptudikauii sig 30.05.2022 p.

KoHTpo/b BINOBIIHOCTI cepTH(iKOBaHOT CHCTEMM YNPaBNiHHs AKICTIO BHMOTAM 3a3HaYeHHX CTaHIapTiB
1eTH AP-DErNaMEeHTYETECA TIPOTPaMoio

£ i

3IHCHIOETHCH [IISIXOM HaIJILAOBMX ay[IuTiB, Nepioany

TenepanbHui AHPERTOD
A¥O0 JIOJITEXMED»,
Kepisnuk Oprany 3 oninks sianosinmoct ;
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OpraH 3 ouinky signorigHocTi « YO «ITOJIITEXME», Toprieni Yrpainu Big 20.05.2014 Ne 579
Bya. 1. Maszemn, 10, M. Kuig, 01010, Yxpaina Atectat mpo akpemurauiio Hanionamenoro
areHTCTBA 3 aKpenHTauil Yxpainu Ne 80077,

Tenm.: (38044) 483-68-07
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PAEPUKA M

KAMMVED,

®-75.1-13

OULIMHCKOIrO O50PYJOBAHUSA
MEDICAL EQUIPMENT FACTORY

MacnopT KayecTBa

N 1 or 6. 04

20A2r.

30#;? Wﬁogwaf‘ muyna _,, bAKSCIY

(HauMeHOBaHUE NPOLYKIH)

Jlata crepumsawan 7. 04- A2

Maprua Ne 026 0422 Konmuectso_3% 0O

PAGPHUKA M

KAWMMVED,

®-7.5.1-13

ANLNHCKOIO O50PYQOBAHWA
MEDICAL EQUIPMENT FACTORY

IMacmopt wavecrsa

NJ  orF0Y

2044r.

Song WuugeBogued mung ., barkauin” (guimekiiii)

(HauMeHOBaHUE NPOXYKIMHN)

Jata crepummsamun 5. 04 22

Mapras Ne 04 5

Kommuecrso 750

Haspanue rnokazarenei KayecTsa Coorsercreue TJI PesysibraThl ] Ha3ssaHue nokasarteiei KA4ecTBa Cooteercreue T/ PesyabTathbl
NpOBEPKHU i NpPOBEPKH
1. IIpoBepka KOMILIEKTHOCTH, MADKUPOBKH, Jomxen COOTBETCTBYET " } 2. [Tlposepka KOMIIIEKTHOCTH, MADKMPOBKH, JlosokeH COOTBETCTBYET
YNAKOBKH coorBercTBoBaTh T/1 \ YOAKOBKHU coorBercTBoBath T/L

2. IpoBepka COOTBETCTBMA MATEPUAJIOB Jomxen COOTBETCTBYET 2. IpoBepka cOOTBETCTBHSI MATEPUAJIOB Josken COOTBETCTBYET
coorBercTBoBaTh T/I | coorBercTBoBath T/L .

3. NnpoBepKa BHELUIHEro BUaa U CTaHa I’IOBerHOCTeﬁ ,IIOJDKCH COOTBETCTBYET 3. NpoBEpPKAa BHEILHEr0 BUAA U CTaHa nonepxﬂoc'reﬁ ﬂoﬂmeﬂ COOTBETCTBYET
coorBercTBoBath TJ1 i coorsercTBoBaTh TJ{

4. IpoBepKa 0CHOBHbIX M rafapuUTHBLIX pasmMepoB JoJskeH COOTBETCTBYET '|. 4. TlposepKa 0CHOBHbIX ¥ raGapUTHBIX Pa3MepoB Jomxen COOTBETCTBYET
coorBercTBoBarb TJL cooTBercTBOBaTH TJI

5 TIposepka TPYGOK HA 3IACTHYHOCTb M CTOMKOCTL K Jomxen 5 Ilposepka Tpy0OK Ha 3JIACTUYHOCTbL M CTOMKOCTL K Homxen

cruGanusm coorBercreoBath T/1 crubanusm : cootBercTBoBaTh TJI

6. IpoBepKa HA MPOYHOCTHL COSAMHEHUI H3eHs Jomxen COOTBETCTBYET 6. [poBepka HA NPOYHOCTH COEAUHEHUIT M3eNNs Joirxen COOTBETCTBYET
cooTBeTcTBOBaTh T/| cooTBeTcTBOBATEL T]I

7. lposepka HA FePMETHYHOCTD COEAMHEHNI Jomxen COOTBETCTBYET 7. [lpoBepka HA repMETHYHOCTD COeAMHEHMIT Jomxen COOTBETCTBYET
coorBercTBoBaTh T/{ coorBercTBoBaTh TJI

8. IlpoBepka Ha CaMO3aTArMBAEMOCTE MAHKETOK JomxeH | 8. TIpoBepka Ha CAMO3ATATHBAEMOCTH MAHIKETOK Josken
coorBercTBOBaTH T/{ ‘ coorBercTBoBaTH T/1

9. TIpoBepka OCTPHS UIJIbI Honmen 9. IlpoBepka oCTPHUS UIJIbI JlosokeH
coorercTBoBaTh T/I | coorBercTBoBath TJL

10.TlpoBepka  repMETHYHOCTH  NOTPEOMTENbCKOI JlomxeH COOTBETCTBYET | 10.llpoBepka TrepMETHYHOCTH  NOTPEOUTENHLCKOM Jomxen COOTBETCTBYET

TApBI coorercTBoBaTh T/J{ Tapbl coorBercTBoBaTh TJI

T'apanTuiiHbli CPOK XpaHEHUS 5 ner | TapaHTHiHBII CPOK XpaHeHus 5 ner

YcioBus xpaHeHus: XpanuTh npu Temneparype ot +5 °C no +35 °C, n3beraThb MPAMUX COIHEUHBIX

Jryyeit

BBIBO/I: u3neane cootsercTayer TpeGosanuam TY 'Y 33.1-14146931 -001-2004

Kontposep OTK Vasrosckas UM

32300 YkpauHa
r. Kamenen-ITononcekui
yi. Kpunbskesu4a 3

( f(anmb)

ten..axc (03849) 5-18-15
(03849) 3-27-02

|
|

VcioBus XpaHeHus:: XpaHUTL npu Temnepatype ot +5 °C xo +35 °C, u3beraTh npsiMux COJTHEYHbIX

ayuen

BBIBO/J: u3nesue coorBercryer TpeGosanusm TV Y 33.1-14146931-001-2004

Konrtponep OTK Yasitosekas UM

32300 Ykpanna
r. Kameneu-Ilogoncokuit
yi. Kpur' sikesuua 3

NOATHICH)

Ten..akc (03849) 5-18-15

(03849) 3-27-02




W DAEPWKA MEQULIUHCKOIO OBOPYOBAHWS
MEDICAL EQUIPMENT FACTORY
® 7.5.5-03
MACMOPT CTEPUNTA3ALIUA Ne 4 ‘2

oT. AR ZOZZr

1. HasBaHue npoaykumm /%rfW”" B rece Ké"/’(“
Deittfxa B L. 7

2. Tvn npoaykumMn_-7s’ £<g
3. Homep naptvu (Cepus)_ 0’48 <22
4. Konuuectso usgenuii B naptum(cepum) 2 2
5. [lata noctaBKu NpoAyKuuu Ha ctepunmsaumio __ (- €. 2 2
6. Bup crepunusauum 30
7. MapameTpbl pexuma cTepunusauum:
Mokasarenu Tpe6oBanusa T dakTuyeckue
nokasarenv
Temneparypa, -C 50+5° C “
Dasnenune, MlMa -0,7+0,1 6ap £
AnNuTenbHOCTb, Yac., MUH. 3 yac. 15 MmuH +
K-BO okcupa atuneHa, n 100 mn e
K-BO 6uonHgukatopoB 2 Wwr.
(NPOo6HUKOB), WT. ~
Hanuuue pocra He umeer -«
MUKPOOPraHu3moB

8. Howmep 3anucu B XypHane perucrpauum npouecca cTepunusaumm
/2

9. Crepunusauus nposeaeHa corfacHo ¢ TeXHONMorM4yeckon MHCTPYKUUen

U3roToBrieHnA CTepMﬂbHOﬁ npoaykKkumm MeAULUMHCKOro HasHa4yeHus

% (nognuco)

ten..akc (03849) 5-18-15
(03849) 3-27-02

OT1BeTCTBEHHbIN 3a NpoBeAeHne
npouecca crepunusauumn
Mywkapes B.1O.

32300 Ykpauna
r. Kamenen-TTononcekuii
ya. Kpuneskeuua 3

M PABPUKA MEQULIMHCKOI O OBOPYIIOBAHNS

MEDICAL EQUIPMENT FACTORY

®-75.1-13

IMacnopr kavecTsa

N 7F v 504

20r.

%va-ﬂﬁftuu/c K//l gmfou 9mwz,fzw y 2

(HANMEHOBAHME NPOXYKLIH)

Jara crepunnawnn_7 04 22

Maprua Ne 0740422 Koamuecrso_J200

Hassanue nokasaresieif KauecTBa CoorBercrBue T]{ PesyabtaThbi
YIPOBEPKH
1. [IlpoBepka KOMIUIEKTHOCTH, MAPKHPOBKH, Joxen COOTBETCTBYET
YIAKOBKH coorBeTcTBoBaTh T/
2. [IpoBepxa COOTBETCTBUS MATEPHAJIOB Jomnxen COOTBETCTBYET
coorsercrBoBaTh TJ{
3. npoBepKa BHENIHEro BHIA U CTAHA NOBEPXHOCTE# Jomnxen COOTBETCTBYET
coorsercreoBaTh TJI
4. [IpoBepka 0OCHOBHBIX M rAGaPUTHBIX Pa3MEPOB Josxen COOTBETCTBYET
coorBercTBoBath T]1
5 TIposepka TpyfOOK HA 3IACTHYHOCTD U CTOMKOCTb K JosikeH
crudaHusm coorBercTBOBaTh T1{
6. IlpoBepka HA NPOYHOCTH COEAUHEHUIT H3AeUS Honxen COOTBETCTBYET
coorBeTcTBOBaTh T]{
7. IlpoBepka Ha repMETHYHOCTb COEAMHEHHIT HJosxeH COOTBETCTBYET
coorBercTBoBaTh TJ|
8. IlpoBepka Ha cam03aTIrHBaEMOCTb MAHKETOK JoskeH
coorsercTBoBaTh TJ{
9. IIpoBepka oCTpHS UIJIbI HoxeH
coorBercrBoBaTh T/
10.IlpoBepka  repMeTHYHOCTH  MOTPEOUTENTHCKOI JowxeH COOTBETCTBYET
Taphl coorsercTBoBaTh T]|

TapaHTHiiHbIi CPOK XpAHEHUS S ner

YcnoBus xpaHeHns: xpaHuTb npu Temnepatype ot +5 °C no +35 °C, n3beraTs NpsAMMX COTHEUHBIX

Jy4eit

BBIBO/: m3nenue cootBercrByet TpedoBanusim TV Y 33.1-14146931-001-2004

Kontposep OTK Yastosckas UM

32300 YxpauHa
r. Kameneu-ITononcekuit
yi. Kpunbskesuda 3

(ndfimuce)

tein..daxc (03849) 5-18-15
(03849) 3-27-02
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