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OEAEPAABHAS CAVXBA T1O HAA3OPY B COEPE 3APABOOXPAHEHWMS
(POC3APABHAA3OP)

PETMCTPALIMOHHOE YAOCTOBEPEHHE

8 , HA MEAULIUHCKOE U3AEJIUE
: ot 11 masn 2016 roaa Ne P3H 2016/4076

Ha mMegunuaCcKOe u3nenue
Mebeans megunuackas o TY 5620-001-36725405-2015

Hacrosimee perucTpaliioHHOE YIOCTOBEPEHHE BBIIaHO

O6mecTBO ¢ orpanu4yenHoii orsercrsennocTsio ""MEJATOPTMEBEJIB"
I (OO0 "MEATOPI'MEBEJIb"), Poccus, 606019, Huxeropoackas 06,1acth,
{i r. I3epxxuHCK, yia. Ctynenveckas, 1. 49A, ks. 1

1| MecTo mpon3BO/ICTBA MEIUIMHCKOTO W3EIHS
606019, Huzxeroponckas o6acrs, r. [3epxkunck, n. Ceepasiosa, nep. Fapaxkusiii, . 1

Howmep peructpanmonnoro nocse Ne P/1-10764/10116 ot 30.03.2016
By MeqUIIMHCKOrO U3IENHs CM. PHJIOJKEHHE
Kiacc noTeHMansHOro prcka NpuMeHeHHs. MEJUIIHHCKOTO u3aenus 1
Kon O6mepoccniickoro kiaccudpukaTopa IpOAyKIUE sk MEAUIIMHCKOro u3aenus 56 2000

|| HacTosimee perucTpalliOHHOE YIOCTOBEPEHUE UMEET IIPUIIOKEHHE Ha 2 IUCTax

npuxasom Pocaapasranzopa oT 11 a§?016mmNe A .
JIOMyIeHO K 06paIen o Ha TeppHTopui Poccrifckol De

N\ 'z PykoBoautens ®enepaibHoii Gfg
' | mo mam3opy B cpepe 31paBooxpanenus

019227
I 7 AT




(DE.A,EPAABHA}I CAVOKBA 110 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSA,PABHAA3OP)

 [IPUJIOKEHUE

KPET HCTPAHHOHHOMY YAOCTOBEPEHPHO
~ HAMEJHWLHWHCKOE U3/EJIME
- ot 11 mas 2016 roaa - N P3H 2016/4076

- Ha Meannmuackoe uznenue

Mebear menununckan no TY 5620-001-36725405-2015:
1. Cronsi naboparopusie (Bua 156900):
CJ1 1/01, CJ1 1/02, CJ1 1/03, CJI 1/04, CJI 1/05, CJ1 1/06, CJI 1/07, CJ1 2/01, CJ1 2/02, CJ1 2/03,

- CJ13/01, CJ1 3/02, CJI 3/03, CJI 3/04.

2. Hanerpoiiku (Buz 156900):
HJI 1/01, HJI 1/02, HJI 1/03, HJI 1/04, HJI 1/05, HJI 2/01, HJT 2/02, HJI2/03, HJI 2/04,

“HJI 2/05.

- 3. Cronsl-tym6sI (B 156900): ‘

CTJ1 1/01, CTJI 1/02, CTJI 1/03, CTJI 1/04, CTJI 1/05, CTJI 2/01, CTJI 2/02, CTJI1 2/03,

CTJ12/04, CTJI 2/05, CTJI 2/06, CTJI 2/07, CTJI1 2/08, CTJI 2/09, CTJI 2/10, CTJI 3/01,

CTJ1 3/02, CTJ1 3/03, CTJI 3/04, CTJI 3/05, CTJI 3/06, CTJI 3/07, CTJI 3/08.

4. CroneI-TyMOBI ¢ HaCTPO#KO#H (Bua 156900):

™M 1/01, TIM 1/02, TIM 2/01, TIM 2/02.

5. Croms! octpoBHEI€e (BHa 156900):

~ CJIO 1/01, CJIO 1/02, CJIO 1/03, CJIO 1/04.

6. Crosel ¢ Moiikoit (Buzn 156900): ‘
CJIM 1/01, CJIM 1/02, CJIM 2/01, CJIM 2/02, CJIM 2/03, CJIM 3/01, CJIM 3/02.

7. llxads1 naboparoprsie (Buz 156900):

T 1/01, T 1/02, LT 1/03, LT 1/04, LT 1/05, 11T 1/06, LI 1/07, T 1/08 Hu12/01,
LT 2/02, TJI 2/03, TIJT 2/04, T 2/05, 11T 2/06, 111J1 2/07, 11LJ1 2/08. -
8. Illxadsr st onexst (Bua 156900):

HUIO 1/01, HIJIO 2/01, IIUIO 3/01; LIO 1/01, 11O 2/01, 11O 2/02, 11O 2/03.
9. IlIxads! HaBecHbIE (Bn,n 156900):

~ 1HIH 1/01, IHH 1/02, [HH 1/03, HIH2/01, ITH 2/02, HIH 2/03.

- 10. Tym651 1abopatopsbie (Bux 156900): _ ,
~TJI 1/01, TJI 1/02, TJI 1/03, TJI 1/04, TJI 1/05, TJI 1/06, TJI 1/07, TJ1 1/08, TJI 1/09.
11. Croisl 1abopaTopHble HHCTpYMeHTATbHbIE (Bua 156900):
CHJI 1/01, CUJT 1/02.
12. Cron obenennsni nasatasii (Bux 156900): CO 1.
- 13. Crons! nenenanbHbIe (Bua 303440):
~CII 1/01, CII 1/02, CIIM 1/01.
14. Kymerku (suzx 116990):
KM®, KMC,CM 3,CM 2,CM 1.

BM1,BM 2.
- PykoBoautens ®esepanbuoii

M.A. Mypamko
0021023




~ OEAEPAABHAS CAV)KBA TIO HAA3OPY B COEPE 3A,PABOOXPAHEHM}I
== (POCSAPABHAA.SOP)

l'lPHJ'lO)KEHHE

R PETMCTPALIMOHHOMY Y,ZIOCTOBEPEHHIO
 HAMEJWUMHCROE M3IEJME
0’!‘"11 mast 2016 roaa 7 No P3H 2016/4076

16. Hlupme! (Bux 156900):
- HIM 02, IIM 01, IIIM 03, [1IM 04.
17. Cronsl zns kabureta Bpaya (uz 156900):
CK 1/01, CK 1/01H4, CK 1/01Y, CK 1/02, CK 1/03, CK 1/04, CK 1/05 CK 1/06 CK 1/07
~ CK 1/08, CK 2/01, CK 2/02, CK 2/03, CK 2/04, CK 2/05, CK 2/06.
18. Tym6s1 (Bux 184150):

& TII/01,TI1 1/02, TTI 1/03, TIT 1/04, TIT 1/05, TIT 1/06, TI1 1/07, TI1 2/01, TT1 2/02, TIT 3/01,

- TI13/02, TII 3/03.0, TII 3/03.1, TII 3/03.2, TII 3/03.3, TIT 3/03 4, TI1 3/04.0, TI1 3/04.1,
TI1 3/04.2, TII 3/04.3, TI1 3/04.4, TI1 4/01, TTI 4/02, TII 4/03, TI1 4/04, TTI 4/05, TII 4/06,

~ TI14/07,CH 01.

10 IHxads! U1 AOKyMEHTOB (BUI 156900)

- T 1/01, T 1/02, )T 1/03, 11 1/04, TTIT 1/05, 11T 1/06 HIZ[ 1/07, LT 1/08, o 1/09
LI 1/10, TLJT 1/11, TJT 1/12, A 1/13, UIA 1/14, HIJT 1/15, LA 1/16, T 1/17, Y 1/18,

- HIJ1 2/01, U 2/02, LT 2/03, LI, 2/04, T 2/05, THJT 2/06, HIJT 2/07, T 2/08, 1111 2/09,

- A 2710, IO 2/11, TIJT 2/12, 1T 2/13, T 2/14, T 2/15, LT 2/16, HI,112117 H1,112/18 iz
- 20. Hlxade! kapToTeunsie (Buz 137020): :

- IK 1/01, HIK 1/02, HIK 1/03, ILIK 2/01, LK 2/02, 1K 2/03.

~ 21. Croms MHCTPYMEHTA/IbHBIC ¥ MAHHUIIYJISIMOHHbIE (Bun 156900)

 CHM2.CHM3.

22. Cryuss (sun 156900):
CT1,CT2,CT3,CT4-03,CT6,CT7.

M.A Mypamxo
0021024




| GCUCTEMA CEPTUOUEKAILLMU IFOCT P
OEAEPATBHOE ATEHTCTBO 110 TEXHUYECKOMY PEIVIIMPOBAHMIO U METPOIOTN

s CEPTUOUKAT COOTBETCTBUSA

Ne Pocc RU.HB25.H01412

Q 3
SPrngpuka™

Cpok AericTBUS € 15.01.2020 Mo  14.01.2023

Ne 0344352
OPI'AH ITO CEPTU®UKALIN per. Ne RA.RU.11HB25

npoaykumm ObLecTsa ¢ orpaHU4eHHOW OTBETCTBEHHOCTLIO "Pyc-TecT". MecTo HaxoxaeHusa: 143002, POCCUSA, Mockosckast

0611, OauHLoBCKUI p-H, I OAWHLI0BO, yi. KOxHas, A. 8, nom. Ne 192-195, TenedoH: 89774821681, anekTpoHHas nouTa; 0s-rus-
test@mail.ru. Atrectat akkpegmTtauum Ne RA:RU.11HB25, BbigaH 06.06.2019 roaa

TIPOAVKIIVS

Mebenb MeauLIMHCKas No NPUNoXeHuo, BbinyckaseTcs no TY 5620-001-36725405-2015 b A OK
Mpunoxenune 6naHk Ne 0117178 Ne 0117179 CepuiiHbIl BbINyCK

32.50.30.110

COOTBETCTBYET TPEBOBAHUAM HOPMATHUBHBIX AOKYMEHTOB

FOCT P 50444-92, FOCT 16371-2014, FOCT 19917-2014, FTOCT ISO 10993-1-2011, FOCT I1SO

xop, TH BOA,
10993-5-2011, FOCT ISO 10993-10-2011, FOCT 1SO 10993-11-2011, FTOCT ISO 10993-15-2011, 9402900000
FOCT ISO 10993-18-2011

N3TOTOBUTEAD

O6LLecTBO ¢ orpaHuyeHHoin otseTcTBeHHOCTLIO "MEOTOPIMEBE/IL". MecTo HaxoxaeHus: Pocculickana degepaums, Hukeropogckas obnacrs,
606016, ropog [J3epxuHck, ynuua CtyaeHdeckas, 4om 28; nomelleHue 34, afpec MecTa ocyulecTBneHus gearenbHoctu: Poccuiickas

Pepepauus, 606002 Huxeropoackas obnactb, ropos HaepxuHck, npocnekt Ceepanosa Osouyecknag Ne 1, nepeynok FapaxHbiid, UHH:
5249137027, Tenedon: +78313253578, anekTpoHHas nodyta: zakaz-mtm@yandex.ru

CEPTU®UKAT BbIAAH

ObLecTBO ¢ orpaHuyeHHoit otseTcTBeHHOCThI0 "MEOTOPIMEBE/IL". OCHOBHO rocyapCTBEHHbIN perucTpaLnoHHbi HoMmep: 1145249006066,

MeCTO HaxoxaeHus: Poccuiickas Pepepauus, Hwkeropoackan obnacts, 606016, ropos [A3epxuHck, ynuua CTyseHuYeckas, 40M 28, noMeLleHue
34, TenechoH: +78313253578, anekTpoHHas noyta: zakaz-mtm@yandex.ru

HA OCHOBAHUU

FpoTtokona ucnbiTaHui Ne 98-01/2020 ot 15.01.2020 ropa, BeigadHoro WcnbitatenbHon nabopatopuen O6LLLecTBO ©

OrpaHNYEHHON OTBETCTBEHHOCTbLIO VIHHOBALUMOHHBIN LIeHTp «Konnbpuy», atrectat akkpeauTtaumm POCC
RU.31857.04U111C0.00063, cpokom aevicteus go 17.06.2022 roga

AOTIOAHUTEABHAA NMHOOPMATLIUA

Cxema cepTudukaumu: 3c

E.W. danunosa
PykoBopuTeAb oprafga ... .S T A

" nHvuvansl, pamunns

- L
IKCHepT T, /“/ = SARBIeGE

noAnuCh

MHULManbl, pammnmns

CepTucurar He OPUMEHSIeTCs IPU 0043aTeAbBHON CepTU(hUuKanum

& Sel

\~
"1\:1;"*'\“*’/?{
ox I gecn OF
o v

AO «OnuvoH», Mocksa, 2019 1, «B». Jluuerans Ne 05-05-09/003 DHC PD. T3 Ne 952.Ten.: (495) 726-47-42, www.opcion.ru




CUCTEMA CEPTUOUNRALINN T'OCT P
®EEPAJILHOE ATEHTCTBO 110 TEXHUYECKOMY PEFYJIMPOBAHUIO U METPOIOTHN

Ne(0117178
IMPUAOXEHWME

K cepruduxary coorsercrsusi N°  POCC RU.HB25.H01412

IMepeyelb KOHKPETHONM MPOAYKIHUH, Ha KOTOPYIO paCIIpOCTPaHAETCS
AeViCTBUE cepTUu(puKaTra COOTBETCTBMSI

Kop OK
HaunMmenoBaHue 1 0003HaYeHUE O6o3HaUeHUEe AOKYMEHTALNH,
MPOAYKIUY, €€ M3rOTOBUTEAD M0 KOTOPO¥ BBITYCKAETCS IIPOAYKIHAS

KoA TH BIA,

obefeHHbIin nanatHbIn (Bua 156900); CO 1.
13 Cronbl neneHanbHble (Bug 303440): CI1
1/01, CI 1/02, CMM 1/01. 14 KyweTkn (B1A
116900): KM®, KMC, CM 3, CM 2, CM 1. 15
BankeTkn meguuuHckune (Bug 156900): BM 1,
BM 2. 16 Wupwmsbl (Bug 156900): LM 02, LM
01, LM 03, LLIM 4.-17 Ctonbl ans kabuHeTa
Bpava(eug 156900): CK 1/01, CK 1/011, CK
1/01Y, CK 1/02, CK 1/03, CK 1/04, CK 1/05,
CK 1/06, CK 1/07, CK 1/08, CK 2/01, CK
2/02, CK 2/03, CK 2/04, CK 2/05, CK 2/06.18
Tymbbi (Bng 184150): TI 1/01, T 1/02, TT1
1/03, T 1/04, T 1/05, T 1/06, Tr1 1/07,
Tr 2/01, TM 2/02, Tr:3/01, T 3/02, TI1
3/03.0, TM 3/03.1, T 3/03.2, T 3/03.3, TT1
3/03.4, Tl 3/04.0, Tl 3/04.1, TI1 3/04.2, Tl
3/04.3, Tl 3/04.4, TI1 4/01, TI1 4/02, Tr1
4/03, T 4/04, T 4/05, TI 4/06, TI1 4/07,
CH 01. 19 lkadb! Anst AOKYMEHTOB (BUA,
156900): LA 1/01, WA 1/02, WA 1/03, WA
1/04, WA 1/05, WA 1/06, WA 1/07, WA 1/08,
wa 1/09, Wwa 1/10, Wwa 1/11, wn 112, wao
113, WA 1714, W 1/15, W4 1/16, Wo 117,
wa 1/18, WA 2/01, Wwpa 2/02, Wi 2/03, WwWao
2/04, L[] 2/05, WA 2/06, WA 2/07, WA 2/08,
g 2/09, WA 2/10, WA 2/11, Wn 2/12, WwWao
2/13, WA 2/14, WA 2/15, WA 2/16, WA 2/17,
L 2/18. 20 LWkadbbl kapToTeuHble (BUA,
137020): LUK 1/01, LUK 1/02, WK 1/03, LUK
2/01, WK 2/02, WK 2/03. 21 Ctonbl
MHCTPYMEHTarnbHble U MaHUNynALUUOHHbIE
(eug 156900): CUM 2, CUM3. 22 Ctynbs
(sug 156900): CT 1, CT 2, CT 3, CT 4-03,
CT6,CT7

E.N. Janunosa
PykoBopuTEADb OpraHa

© T pnduvansn pamanus

A.B. buTtiokoB
IKcHepT

VHULMansl, Gammnmsa

AO «ONUMOH», Mocksa, 2019, «B» ~ nuuenauns Ne 05-05-09/003 ®HC Pd, Ten. (495) 726 4742, www.opcion.ru




CUCTEMA CEPTUONRAIONN TOCT P
OEIEPAJIBHOE ATEHTCTBO 110 TEXHUYECKOMY PELYIMIPOBAHUIO U METPOIIOTHH

NeQ117178
[MPUAOIXEHUNE

K cepruduxkary coorsercTBusg Ne  POCC RU.HB25.H01412

IlepeuyeHb KOHKPETHOM IPOAYKIIUY, Ha KOTOPYIO PacCIpOCTPaHAETCS
AelicTBUE cepTU(puKaTa COOTBETCTBUS

Koa OK
HauMenoBaHue 1 0003HaYeHe O06o3HaueHue AOKYMEHTALUH,
MPOAYKIIUY, €€ N3rOTOBUTEAD II0 KOTOPO¥ BBIITyCKAETCS IIPOAYKIUS
EA Tibol p y POAYKIL
32.50.30.110 Mebenb meauumHckas no TY 5620-001- TY 5620-001-36725405-2015
36725405-2015: 1 Ctosbl nabopaTtopHbie
9402 90 000 0 (Bug 156900): CN1 1/01, CN 1/02, CN 1/03,

Cn 1/04, CN 1/05, CJ1 1/06, CN 1/07, CJl
2/01, CN 2/02, CN 2/03, C1 3/01, CIl 3/02,
Cn 3/03, CI 3/04. 2 HagcTpoiku (BuA,
156900): HN1 1/01, HN 1/02, HIT 1/03, HI
1/04, HN 1/05, HN 2/01, H 2/02, HI1 2/03,
HJ1 2/04, HI 2/05. 3 CTosbI-TymMBb! (BMA
156900): CTN 1/01, CTN 1/02, CTJ1 1/03,
CTJ1 1/04, CTN 1/05, CTJ 2/01, CTJ1 2/02,
CTN 2/03, CTI1 2/04, CTJ1 2/05, CTJ1 2/06,
CTN 2/07, CTN 2/08, CTN 2/09, CTJ12/10,
CTN 3/01, CTN 3/02, CTN 3/03, CTI 3/04,
CTN 3/05, CTJ1 3/06, CTN 3/07, CTJ1 3/08. 4
Cronbl-TyMBbl ¢ HagcTpoiikon (Bua 156900):
MM 1/01, MM 1/02, MM 2/01, 1M 2/02. 5
Cronbl ocTposHble (Bua 1566900): CJ1O 1/01,
CNno 1/02, CNO 1/03, CNO 1/04. 6 Ctonbl €
motikon (sua 156900): CJIM 1/01, CIM 1/02,
CIM 2/01, CIIM 2/02, CJIM 2/03, CJTM 3/01,
CJIIM 3/02. 7 LLkadhbl naGopaTopHble (1A,
156900): LU 1/01, L1 1/02, W1 1/03, LN
1/04, LN 1/05, LN 1/06, LW 1/07, LT 1/08,
LLJT 2/01, WL 2/02, LT 2/03, LU 2/04, LU
2/05, LLJ1 2/06, LT 2/07, LW 2/08. 8 Lkadb!
ans ogexasl (sua 156900): LWNO 1/01, WO
2/01, LWJ1O 3/01; WO 1/01, WO 2/01, LLIO
2/02, LLO 2/03. 9 Lkadhbl HaBecHbIe (BUA
156900): LLUH 1/01, LLH 1/02, LLIH 1/03,
LLIH2/01, WH 2/02, WH 2/03. 10 Tymbbl
nabopaTtopHble (Bua 156900): T/ 1/01, TN
1/02, TN 1/03, TN 1/04, TN 1/05, TN 1/06, TN
1/07, TN 1/08, TJ1 1/09. 11 Ctonsl
nabopaTopHbIe MHCTPYMEHTaNbHbIE (BUA
156900): CW/I 1/01, CA1 1/02. 12 CTon

—_ E.WN. DaHunosa
PyxkoBopuTEAb OpraHa e

T unaunansl, pamanns

e
B A.B. BuTiokoB
IKcIepT YRR S e s R
i A noAnnch WNHULMAnb, pamMuamns
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AO «ONUMOH», Mockea, 2019, «B»  nuueHans Ne 05-05-09/003 GHC P, Ten. (495) 726 4742, www.opcion.ru




CHCTEMA JIOBPOBOJIbHOM CEPTU®UKAIIUA
«MEXKJIYHAPOJHBIE TEXHOJJIOI'MU CTAHIAPTU3AIITUU»
3aperycTpUpoOBaHa B eJHHOM PeeeTpe CHETeM JOOPOROILHON cepTHHHKAIIHH
Perucrpannonnsiii Ne POCC RU.31763.04K022

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprudpuxannu OO0 «Ilapagurmar»
Anpec: 191014, r. Cankr-Iletepbypr, backos nep., 1. 13-15, nut. A, nom. 42 H
ten: 8 (812) 425-34-39 iso.sds@mail.ru

CEPTUOHUKAT COOTBETCTBUA
Per. Ne VCS-IST.SS.RU.0008.01.20

HACTOSIIUN CEPTUPHKAT YJIOCTOBEPSIET, UTO
CUCTEMA MEHE/UKMEHTA KAYECTBA
MEJUIUHCKUX U3JIEJINIA
COOTBETCTBYET TPEBOBAHMSIM

I'OCT ISO 13485-2017 (ISO 13485:2016)
CEPTUOUKAT BBIJIAH
000 «MEJATOPI'MEBEJIb»

Agnpec: 606016 Huwxeropopckas 061, . 3epxunck, yia. Cryjaendeckas, . 28, nomerienue 34
MHH 5249137027 OI'PH 1145249006066

Jara Beigaun: 13.01.2020 Cpoxk aeiicteus xo: 13.01.2023

h

PykoBoiuTesns oprana: i | Dxcnepr:

f r ; T i g .“p

LT AL S
Mannuosckuit .1 \ - Anadues A.P.

HACTOSIIMI CEPTHOHUKAT OBA3BIBAET OPTAHH3ALIMIO ITOJJIEPYKHBATE COCTOSIHUE BBITIOJTHSEMBIX PABOT B
COOTBETCTBHH C BBIIUEYKA3AHHLIM CTAHIAPTOM, YTO BYJIET HAXOIUTBHCS 1101 KOHTPOJIEM OPTAHA TIO
CEPTH®HKALIMM CUCTEMBI JOBPOBOJIBHOHM CEPTH®MKALIMH «MTC» M TIOATBEPKIATHCS ITPH
IMPOXOXJIEHWH MHCTIEKIITMOHHOI' O KOHTPOJIS
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CHUCTEMA T10BPOBOJIBHOU CEPTU®UKAIIUU
«MEK/IYHAPO/IHBIE TEXHOJIOI'MH CTAHJIAPTU3AIIUN»
3aperucTpUpOBaHa B eIMHOM peecTpe CHeTeM J00pOBOILHON cepTUhUKALIHY
Peructpanuonnsiit Ne POCC RU.31763.042K0D22

%
W

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprupukaunun OO0 «Ilapagurmar»
Agppec: 191014, r. Cankr-IlerepOypr, backos nep., a. 13-15, sut. A, nom. 42 H
Ten: 8 (812) 425-34-39 iso.sds@mail.ru

Ipunaoxenne Ne 1
K ceprudukary coorBerctBusa Per. Ne VCS-IST.SS.RU.0008.01.20

ObuacTh cepTHHUKALIMH CHCTEMBI MEHEPKMEHTA KayecTBa.

(1112

[IpousBoacTBO MeOenu MeHUHHCKOH 110 TY.
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CHUCTEMA JJObPOBO./IbHOM CEPTUO®UKALIMHU
«MEXIYHAPOJIHBIE TEXHOJIOI'MA CTAHIAPTU3AIIUN»
3aperucTpUPORAHA B eJIHHOM PeecTpe CHCTeM J00pOBOILHOM cepTH(RUKALIMY
Perucrpaunonnsiit Noe POCC RU.31763.04K022

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprupukanun 000 «dlapagurmar»
Agnpec: 191014, r. Cankr-IlerepOypr, backos nep., a. 13-15, nut. A, nom. 42 H
tei: 8 (812) 425-34-39 iso.sds@mail.ru

CEPTU®HUKAT COOTBETCTBUS IEPCOHAJIA
Per. Ne VCS-IST.SS.RU.0008.01.20
Hacrosmuit cepruukar y10cToBepser, 4To
Kyrymkun Imurpuii bopucosny
CootserctByer TpeboBanusm C/IC «MTC» npe/bsBiiseMbiM K
BHYTPEHHUM AYJIUTOPAM
110 HaIpaBJICHHIO
I'OCT ISO 13485-2017 (ISO 13485:2016)

Hacrosmuii ceprudukaT npe1ocTapiseT IpaBo Ha [IPOBEICHHE BHYTPEHHHUX [IPOBEPOK
CHCTEMBI MEHE/DKMEHTA Ka4eCTBa MPOIYKLUY MEAHLHHCKOIO Ha3HAYEHHS
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Cepmucghuxam sbloan Ha OCHOBAHUU PEUIEHUS. KOMUCCUU 8 cucmeme 006po6oNbHOU cepmuurkayuu
«Mexcoynapoonuie Texnonoeuu Cmandapmusayuuy om 10.01.2020
3apezucmpuposan ¢ Peecmpe ayoumopos 6HympeHHUX nposepoK cucmemst 000pPO60IbHOU
cepmugpuxayuu «Medcoynapoonsie Texnonroeuu Cmandapmusayuu» [pomoxoa Ne 01 om 13.01.2020



CHCTEMA JIOBPOBOJIbHOM CEPTUOUKALIUU
«MEXK/JYHAPO/IHbIE TEXHOJIOI'MHA CTAHAAPTU3ALIUN»
3aperncTpUpoBana B JIHHOM peecTpe CHCTeM J00pOBOIILHOM CepTHHHKALIMH
Perucrpanmnonnsiit Ne POCC RU.31763.042K0D2

Per. Ne VCS-IST.0OS3.RU.0001.02.15
Opran no ceprupukannu 000 «lapagurmar»
Anpec: 191014, r. Canxr-ITerepOypr, backos nep., 1. 13-15, nut. A, nom. 42 H
tex: 8 (812) 425-34-39 iso.sds@mail.ru

PA3IPEHIEHUE
Per. Ne VCS-IST.SS.RU.0008.01.20
HA IPUMEHEHHE 3HAKA COOTBETCTBHUA
CUCTEMBbI JOBPOBOJIBHOU CEPTUOGUKAIIUH
«EBPASHHMCKHI COIO03 CEPTHOHUKAIIUU»
PA3PEIIEHHUE BBIJIAHO
000 «<MEATOPI'MEBEJIb»
Agnpec: 606016 Hmxeropoackas o6, r. [Izepxunck, yi. Crynendeckas, j. 28, nomenienue 34

HHH 5249137027 OI'PH 1145249006066

HA OCHOBAHHWU CEPTUOUKATA
Per. Noe VCS-IST.SS.RU.0008.01.20

Hara seipaun: 13.01.2020 | Cpox nefictus 10: 13.01.2023

YcaoBus npuMeHeHns 3HAKA COOTBETCTBHS:
cDHpMeHHble OnaHku NPEANIPHATHA, J0IOBOPLI, PCKIAMHBIC H NCYATHBIC U31aHHUA

PyxoBoauTen oprana o UNLAAM Manunosckuii D.1°.




AEKJIAPAIIUSA O COOTBETCTBUH

O61wectBo ¢ orpanuyenHoit otserctBeHHOCTEI0 «MEJTOPTMEBEJIby (000 "MEATOPIMEBEJIB")

HAMCHOBAHHNE OPTaHU3aLMK WM (DaMUJIKS, MS, OTHECTBO HHAMBHIYATBHOTO PEANPUHUMATENS, TIPHHSBIUMX IEKIAPAIHIO O
COOTBCTCTBUU
3apeructpuposan(a) Mexpaiionnas nncnekuus dexgepanbHoii Haorosoi ciyx6er Ne 15 no Hikeropozckoit
obmactu ot 28.11.2014, OI'PH: 1145249006066

CBEJICHHUS O PETMCTPALMM OPTaHU3ALMH WM HHIMBUIY ATEHOTO TIPEANPHHUMATEIs! (HAMMEHOBAHME PETHCTPUPYIOLIErO OpraHa, JaTa
PErucTpaLyy, perucTpalMoHHbIH HoMep)

Anpec: Poccuiickas @enepauns, Hiwkeropoackas obnacts, 606016, ropox Jzepxunck, yiuua CTyaeHueckas,
nom 28, moMeinenue 34

Mecto ocymectsienus aearenabHocTy: Poceuiickas @enepanus, 606002 Hukeropoackas 0651acth, Fopo/
Jsepaunck, npocnekT Ceepanosa Osoreckian Ne 1, nepeysok ["apakHbrii

tenedon: +78313253578, noura: zakaz-mtm@yandex.ru

azapec, tenedow, dpakc

B yimue ['enepanbHoro aupekropa Kyrymkuna JImutpus BopucoBuua

(mOMKHOCTB, (haMUIIHSA, UMSI, OTHECTBO PYKOBOIMTEISI OPraHM3aLMH, OT UIMEHM KOTOPOM MPUHAMAETCS AeKIapaLus)
3asBiset, uro Mebens Mepuruuckas: 1 Cromsl tabopartopusie (Bux 156900):CJI 1/01, CJI 1/02, CJI
1/03, CJI 1/04, CJI 1/05, CJI 1/06, CJI 1/07, CJ1 2/01, CJI 2/02, CJI 2/03, CJI 3/01, CJI 3/02, CJI 3/03,
CJI 3/04. 2 Hancrpotiku (Bux 156900):HJI 1/01, HJT 1/02, HJI 1/03, HJI 1/04, HJI 1/05, HJI 2/01,HJI
2/02, HJI 2/03, HJI 2/04, HJT 2/05. 3 Cronsi-rym6s1 (Bua 156900):CTJI 1/01, CTJI 1/02, CTJI 1/03,
CTJI 1/04, CTJI 1/05, CTJI 2/01, CTJI 2/02, CTJI 2/03, CTJI 2/04, CTJI 2/05, CTJI 2/06, CTJI 2/07,
CTJI2/08, CTJI 2/09, CTJI 2/10, CTJI 3/01, CTJI 3/02, CTJI 3/03, CTJI 3/04, CTJI 3/05, CTJI 3/06,
CTJI3/07, CTJI 3/08. 4 Ctonsl-TyMOBI ¢ HajacTpoikoi (Bux 156900):1IM 1/01, IIM 1/02, TIM 2/01,
IIM 2/02. 5 Croust octpoBable (Buzg 156900):CJIO 1/01, CJIO 1/02, CJIO 1/03, CJIO 1/04. 6 Ctosl ¢
motikoit (Bug 156900):CJIM 1/01, CJIM 1/02, CJIM 2/01, CJIM 2/02, CJIM 2/03, CJIM 3/01, CJIM
3/02. 7 Ulxadwr naboparopusie (Bux 156900):111JT 1/01, ITIJT 1/02, I1IJT 1/03, I1IJT 1/04, I1JT 1/05, 11LJT
1/06, II1JI 1/07, ILJT 1/08, I1JI 2/01, LIJT 2/02, 111JT 2/03, 1LLJT 2/04, I11JI 2/05, 111JI 2/06, 111JI 2/07,
H1JI 2/08. 8 HIxads! mist ogexasr (Bug 156900):111JI0 1/01, IIJIO 2/01, IIIJIO 3/01; IIIO 1/01, IO
2/01, IO 2/02, IO 2/03. 9 HIxader HaBecusie (Bua 156900):111H 1/01, IITH 1/02, IITH 1/03, IITH
2/01, IITIH 2/02, IITH 2/03. 10 Tym6s! nabopatopusre (Bux 156900):TJI 1/01, TJI 1/02, TJI 1/03, TJI
1/04, TJI 1/05, TJI 1/06, TJI 1/07, TJI 1/08, TJI 1/09. 11 Crossl taGopaTopHbIe HHCTPYMEHTAILHEIE
(Bux 156900):CHJI 1/01, CHJI 1/02. 12 Cron obenennsiit nanatabiit (Bug 156900): CO 1 13 Cromsr
nenenansuble (Bug 303440):CIT 1/01, CII 1/02, CIIM 1/01. 14 Kymerku (Bun 116900):KM®, KMC,
CM 3,CM 2, CM 1 15 bankerku Mepunuackue (Bux 156900):6M 1, BM 2 16 IIupmer (Bux
156900):11IM 01, IIIM 02, IIM 03, I1IM 4 17 Crous! 1uist kabusera Bpada(sun 156900):CK 1/01, CK
1/014, CK 1/01Y, CK 1/02, CK 1/03, CK 1/04, CK 1/05, CK 1/06, CK 1/07, CK 1/08, CK 2/01, CK
2/02, CK 2/03, CK 2/04, CK 2/05, CK 2/06. 18 Tym6sr (Bux 184150):TII 1/01, TII 1/02, TII 1/03, TII
1/04, TII 1/05, TII 1/06, TIT 1/07, TI1 2/01, TII 2/02, TII 3/01, TII 3/02, TII 3/03.0, TII 3/03.1, TTI
3/03.2, TII 3/03.3, TII 3/03.4, TIT 3/04.0, TIT 3/04.1, TII 3/04.2, TII 3/04.3, TII 3/04.4, TII 4/01, TII
4/02, TII 4/03, TIT 4/04, TII 4/05, TII 4/06, TIT1 4/07, CH 01. 19 IlIxadsr 1s 10KyMeHTOB (BH
156900):1111 1/01, I1JT 1/02, LT 1/03, LI 1/04, 11T 1/05, LT 1/06, 11T 1/07, LT 1/08, II1]T 1/09,
T 1/10, IOJT 1711, I 1/12, T 1/13, T, 1/14, T 1/15, T, 1/16, 1T 1/17, 1T 1/18, 11T
2/01, IO 2/02, 11T 2/03, LIJT 2/04, LI 2/05, TIJT 2/06, 111]T, 2/07, 11T 2/08, 111]1 2/09, 111]1 2/10,
I 2/11, IOJT 2/12, T 2/13, LA 2/14, T 2/15, T 2/16, 1T 2/17, 1T 2/18. 20 HIxadst
kaproTeunsle (Bua 137020): K 1/01, HIK 1/02, LK 1/03, ITIK 2/01, IIIK 2/02, IIIK 2/03. 21 Crous!
HMHCTPYMEHTAJIbHEIE M MaHUIy IAnuoHHbIe (BuA 156900): CHM 2, CUM3. 22 Cryibs (Bux 156900):
CT1,CT2,CT3,CT4-03,CT6,CT 7 Toprosas mapka: OOO "MEJITOPT'MEBEJIB". ITpomyxius

HU3roTOBRJIEHA B COOTBeTCTBHHU ¢ TY 5620-001-36725405-2015 (HauMeHOBaHHME, THII, MapKa MPOLYKIMH, HA
KOTOPYIO PAaclpoCTPaHIETCs AeKapanus,

Cepuiinbiii Beimyck, Kog OKITJ 2 32.50.30.110, Kox TH B3/1 9402 90 000 0

CBEACHHMS O CEPUHHOM BBIITyCKE WIIM MapTHH (HOMEP NAapTHH, HOMEpa W3IENHH, PEKBU3UTHI 0roBopa (KOHTpakTa), HaknanHas, koa OK
005-93 u (mmu) TH BOJ TC unu OK 002-93 (OKYH)

Hsrorosurens: O61ecTBO ¢ orpaHu4eHHOM 0TBeTCTBEHHOCTEIO « MEJITOPI'MEBEJIb»

Anpec: Poccuiickas ®enepauns, Hiwkeropoackas obnacte, 606016, ropox [zepxunck, ynuua CTyaeHueckas,
oM 28, momeluenue 34




MecTo ocyluecTeieHus AesTensHocTH: Poceuiickas Denepanus, 606002 Hmxeropoackas 061acThb, rOpoj
Tlzepxunck, npocnekt Caepanosa Osomecknaz Ne 1, nepeyok ["apaxcHblid
HaUMEHOBAHUE M3TOTOBUTENS, CTPAHBI U T.I1.))

cootsercryet Tpeboanusm TOCT P 50444-92 Paspnenst 3, 4

(0603HAYEHHE HOPMATHBHBIX JI0KyMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPHKACHO JIaHHOM Jeknapalueil, ¢ yka3aHdeM MyHKTOB dTHX
HOPMATHBHBIX IOKyMEHTOB, COAEPXAllMX TpeGoBaHuUs A JaHHOH POy KLIMH)

I[emapaunﬂ NpUHATa HA OCHOBAHWM!

PV na meaumuuckue uznenus Ne P3H 2016/4076 POC3JIPABHAJI3OP ot 11 mas 2016 rona, Ceprudukar
cucTemsl MeHemkmenTa kauectea CEPTUOUKAT COOTBETCTBUSA Per. NeVCS-IST.SS.RU.0008.01. 20 ot
13.01.2020 Bermano CUCTEMA I[OEPOBOHI)HOH CTAHJIAPTU3ZALIMU «MEXIYHAPOJIHBIE
TEXHOJIOTMU CTAHIIAPTHU3ALIMM» 3apeructpupoBata B €IMHOM PEECTPE CUCTEM HOOPOBOJIBHOM
cepruduxarmu Peructpauponssiii Ne POCC RU.31763.04K052

(MH(pOpMaLMs 0 JOKYMEHTaX, SBJIAIOMIMXCS OCHOBAHHEM JUISl IPHHATHS JIeKIapaliu)

Hara npym;m/m npexmapaiuu  20.01.2020

BSTCTBUM JE€MCTBUTEILHA 10 19.01.2023

Kyrymkun JI.B.

(moanuce) (uuunMansl, GpamMunus)

p JIEKJIapaliii O COOTBETCTBUU
, Homep RA.RU.11AJ[37, Opran no cepruduxaupu npogykuun "Kpacto Jlap" OO0 "UJ

KOHTponL

oA m i, (HaMMEHOBAHME U AIPEC OPraHa Mo CepTU(MKALMAH, 3APETMCTPUPOBABILETO ACK/IAPALIMIO)

TZZM@ POCCI/I}I ropoa Mockga, yii. Cymésckuii Ban, 4. 9, k. 1, 0§.513

(mara perucTpalny U PErncTpaLMOHHbIA HOMEp uexnapaunu)
I'ypreBa Bepa MuxaitiosHa

(TOAIICE, MHUIMATBL, (haMUIHs PyKOBOXUTENS OpraHa 1o cepThdHUKaLin)
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