OEJEPATIBHOE ATEHTCTBO

T1I0 TEXHUYECKOMY PEI'YJIMPOBAHWIO M METPOIIOTHH
CUCTEMA JIOEPOBOJIEHOM CEPTU®HKAIH I'OCT P
«EAC AUDIT»

PEIMCTPALIMOHHBI HOMEP POCC RU.32028.04EACI
OPTAH I10 CEPTH®HKAITAH 000 «I'OPTECT»
PEMCTPAIIMOHHEII HOMEP POCC RU.32028
WHH 7717616798 OI'PH 1087746485060 :
I0pumvueckuit anpec: 109028, Poccus, T. Mocksa, CepeGpanugeckan nalepesnan, 1. 27,

{

atax 4, oM. 1, xkom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

worzr  GEPTUMPUKAT COOTBETCTBUA

Perucrpaunonnsiii Homep Ne 04EAC1.CM.04788

WHaMBHAYaAbHBIH NpeqnpuuuMareasb Apocaasues Anexceid FOpbesny

(HaMMEHOBAHKE NHLA)
117292, Poccus, . Mocksa, yi1. Heana Babymkuna, a. 3-455
(opHaMdecKHii AApec NHia)

117292, Poccus, . Mockea, yi. Heana Ba6ymknna, a. 3-455

(haxtHuecknit anpec nuua)

HWHH: 772806444506 OI'PHHII: 308770000032141

HACTOSIIANA CEPTA®HUKAT YIOCTOBEPAET COOTBETCTBHE

cHCTeMbl MEHEKMEHT2 KadecTBa M3Ae/uH MeAMNHHCKHX HHIHBHIYaNILHOI0 npelnpuHuMaTens SpociaaBuesa
Anekces FOpbesnua Tpebosannam ['OCT I1SO 13485-2017 (ISO 13485:2016) «Hsnenus MeauuuHcKHe, CHCTEMBI
MeHelxMeHTa KadecTBa. CHcreMuble TpeGoBaHns /I8 1eel peryJHpoBaHHA» NPUMEHHTEILHO K 1eATe/lbHOCTH
10 POM3BOACTBY H 06CTYKMBAHHIO MeTHIHIICKOH TeXHHKH

Jara perncrpanan: 10-02-2023

Cpoxk peiicteus no: 09-02-2026

PykoBoauTens oprana
no cepTHGHKanHA;

B. H. IoroauH

Ilpencenarenn '
IKCIEPTHOH KOMHCCHE

MLIIL.

E. 1I. Kyp6atoBa

HACTOAWLMA CEPTUDUKAT OBS3LIBAET OPFAHU3ALLMI0 MOAJEPHMBATL COCTOAHME BLINONHAEMbIX PABOT B COOTBETCTBUM C
BBIWEYKA3AHHLIMU CTAHOAPTAMM, YTO BYJET HAXOAWTHCA NOJ KOHTPONEM OPTAHA N0 CEPTUGMKALLAW CUCTEMBI
[06POBOIbHON CEPTHOUMKALIMM "EAC AUDIT" U NOATBEPKAATHCA NPU MPOXO0M AEHUN EXXEFOHOT0 MHCNEKLWMOHHOI0 KOHTPONA




OEIEPAJTIBHOE ATEHTCTBO

10 TEXHUYECKOMY PEI'VIIMPOBAHWIO U METPOJIOT'MHA

CHUCTEMA [IOEPOBOJILHON CEPTUDHKAILIMU FOCT P

«EAC AUDIT»

PEI'HCTPAD;[’]OI—IHBHZ HOMEP POCC RU.32028.04EACI1

OPTAH 10 CEPTU®HKAILIMH 000 «T'OPTECT»

PETHMCTPAITMIOHHBIN HOMEP POCC RU.32028 ; :
MHH 7717616798 OI'PH 1087746489060
HOpuanueckuit agpec: 109028, Poceus, ©. Mocksa, CepeGpsauuteckan Habepexnas, 1. 27,

srax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

PASPEIIEHUE

Ha IPUMECHCHHEC 3HAKA COOTBETCTBHA
cucremMbl 100poBobHOM cepTuurkannu 'OCT P

«EAC AUDIT»
Perucrpanuonnsiii Homep Ne 04EAC1.CM.04788

BBIJIAHO HA OCHOBAHHWH PEITEHHA O BBIJAYE CEPTHO®HKATA COOTBETCTBHUA
CHCTEMBI MEHE/DKMEHTA KAYECTBA U3IEJTAIA MEIUIIMHCKAX

HHMBHﬂyaﬂLHOMy NpeanpHHAMATET0 Hpocnanneny AlleKCcero IOPBeBH‘!y
{RaMMEHOBAHWE NIH1E)

117292, Poccns, r. Mocksa, yi. MBana ba6ymkuna, 1. 3-455

(roprnudeckui ampec i)

117292, Poccus, r. MockBa, yi. HBana baGymkuna, a. 3-455

(bartnyeckuit anpec una)

HHH: 772806444506 OT'PHHII: 308770000032141
PASPEIIIAET

TIpuMeHATE 3HaK COOTBETCTBHA CHCTeMbI nobposonbHol cepTudukanun «EAC AUDIT» Ha mepHop AcHCTBHS CepTHQHKATA
coorBeTciBrA Ne 04EAC1.CM.04788 B mro6oit dopMe, HCKIOIATOUIEH BOIMOKHOCTE TONKOBAHUA €r0 KAK 3HAKA COOTBETCTBHA
Ka4eCTBa NPONYKUMH. JIOMycKkaeIcsd HCHONB30BATh 3HAK COOTBETCTBHA B PeKIAMHEIX OyKIeTax, NpOCHekTax, Gpoiropax,
IIaKarax, GIaHKax OpPraHM3alHOHHO-PACIOPAANTENEHON QOKYMECHTALMHE OPraHH3aIMH — IePKaTe/ll CePTH(HKATA.

PyxoBonuTens oprana o
no cepTHUKaNKNH; — B. 1. Horoaun
" ( (yﬂ‘ﬁm}
3 5

Tipeicenareis : —
IKCHEPTHOH KOMHCCH : {Wm E. I Kyp6arosa
M.II. y/ (MoanHcs)

HACTOAL WA CEPTUOUKAT OBA3LIBAET OPTAHU3ALMIO NOAAEPHMBATbL COCTOAHWE BLINONHAEMbIX PABOT B COOTBETCTBUM C
BbIWEYKA3AHHBIMU CTAHAAPTAMM, YTO BYAET HAXOJUTHCA NOJ KOHTPOJIEM OPTAHA 10 CEPTUOUKALIMM CUCTEMbI
[I06P0BONbHOW CEPTU®UKALIMW "EAC AUDIT" U NOATBEPXKATHCA NPU MPOXOXAEHWN EXXETOJHOM 0 MHCMEKLLMOHHOI O KOHTPONA




@EIEPAJIBHOE ATEHTCTBO

T10 TEXHUYECKOMY PET YIIMPOBAHWIO U METPOJIOI'MH
CHCTEMA JIOEPOBOJILHOM CEPTHOHKAITMATOCT P
«EAC AUDIT»

PEI"HCTPA]_II/IOH:HLIf;I HOMEP POCC RU.32028.04EACI1
OPI'AH IIO CEPTH®HKALIMIT 000 «'OPTECT»
PETHUCTPAITMOHHBII HOMEP POCC RU.32028
HHH 7717616798 OI'PH 1087746489060 : A
HOpnmmrueckuit ampec: 109028, Pocens, . Mocksa, CepeGpsnuuccras nalepexnad, 1. 27,

a1ax 4, noM. 1, kom. 17
Tenedowu: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUA AYAUTOPA
Peruncrpanuonnsiii HoMep Ne 04EAC1.CM.04788-02

HACTOSIIIIHN CEPTUGHUKAT YIOCTOBEPSET, UTO

SIpocinaBueB Anexceil FOpbeBny

COOTBETCTBYeT TpeboBaHMAM  cHCTeMBl  JHoOpoBonbHOH — ceprudukaumn «EAC  AUDIT»,
IpenbsBIseMEIM K ayguTopaM BHYTPEHHHMX OPOBEPOK CHCTEMBI MEHCIKMEHTA KadecTBa H3IelHH
MEIUUUHCKHX Ha cooTBercTBHe crammapty [OCT ISO 13485-2017 (ISO 13485:2016) «M3nenus
MequuuHcKHe. CHCTEMBI MeHekMeHTa KadecTBa. CucTeMHBle TpeOoBaHMA ~mis  Ienei
PeryIHpOBaHUY

Jara perucrpamun: 10-02-2023

Cpok neiicTeua xo: 09-02-2026

1o cepTHdHKALHM: B. K. IMoroaun

PyKoBOAHTE/Ib Oprasa Q/‘//Afé
280N

Ilpencenarens
IKCNEePTHOH KOMHCCH

M.IL

E. 1. Kyp6aTtoBa

HACTOALLMIA CEPTUGUKAT OBA3bIBAET OPFAHU3ALLMIO NOAAEPKUBATb COCTOAHME BbINOHAEMBIX PABOT B COOTBETCTBHM C
BbILWEYKA3AHHLIMW CTAHAAPTAMM, HT0 BYJET HAXOWUTbCA NOJ KOHTPONEM OPTAHA N0 CEPTUOUKALIMM CHCTEMbI
[OEPOBONLHON CEPTUOUKALIMM "EAC AUDIT" U MOATBEPKAATHCA NMPU NPOX0X AEHUW EXXETOJHOT0 UHCMEKLMOHHOT O KOHTPONA




GEJNEPAJTLHOE ATEHTCTBO

10 TEXHUYECKOMY PEI'YIIMPOBAHHIO 1 METPONMOTHH
CHCTEMA JIOBPOBOJIbHOM CEPTUG®HKALIMH [OCT P
«EAC AUDIT»

PEI"HCTPAL[I/IOI-H-H)II"T HOMEP POCC RU.32028.04EACI
OPTAH ITO CEPTH®HKAITUH 000 «I'OPTECT»
PECMCTPALIMOHHBIA HOMEP POCC RU.32028

HHH 7717616798 OI'PH 1087746489060

Opumuuecknii anpec: 109028, Pocens, T. Mocksa, Cepefpannaecian nabepextas, a. 27,

atax 4, nom. 1, kom, 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTHO®UKAT COOTBETCTBUS AYIUTOPA
Perucrpanuonusiid Homep Ne 04EAC1.CM.04788-03

HACTOSAIINI CEPTHOUKAT YIOCTOBEPAET, UTO

Byasenos Ceprei AHATOJIBEBHY

coorBercTByeT TpeboBanmmaM  cucrembl nobpoBompHOH — ceprupurkamu  «EAC  AUDIT»,
IpPENBABIAEMEIM K ayIMTOpaM BHYTPEHHHX IPOBEPOK CHCTEMBI MEHE/KMEHTa KauecTBa H3JleNuit
MeaumuHckux Ha coorBercTRHe cragmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «HM3nenus
megunuackie. CHCOTEMBI MeHemKMeHTa KadectBa. CucTemHble TpeboBaHWA [Ona  menei

PEryITHPOBAHISY

Jarta peructpauuu: 10-02-2023

Cpok geiicteus go: 09-02-2026

PykoBoquTeNs Oprana -

10 cepTHHHKAIHU: oy 7 ' e B. 1. Horoaun
“<C Ry
ey 'j': v \%

{v
Ilpencenarens
IKCNEPTHOH KOMHCC

M.IL

E. 1. Kypoarora

HACTOALLMA CEPTUOWKAT OBA3bIBAET OPTAHU3ALIMIO NOAAEPXWBATE COCTOAHMUE BbIMOJIHAEMbIX PABOT B COOTBETCTBMM C
BhILUIEYKA3AHHLIMU CTAHLAPTAMM, 4T0 BYJIET HAXO[JUTbCA NOJ| KOHTPONEM OPTAHA N0 CEPTU®UKALIMM CUCTEMBI
[06POBONLHOW CEPTUOWKALIMM "EAC AUDIT" UTTIOATBEPHAATHCA NPW MPOXOXAEHWM EXXErO[IHOT0 MHCMEKLMOHHOT 0 KOHTPONA




FEDERAL AGENCY

ON TECHNICAL REGULATION AND METROLOGY
VOLUNTARY CERTIFICATION SYSTEM GOST R «EAC AUDIT»
REGISTRATION NUMBER POCC RU.31700.04EACO

AGENCY FOR CERTIFICATION LLC «GORTEST»
REGISTRATION NUMBER POCC RU.31700

ITN 7717616798 PSRN 1087746489060 .
Legal address: 109028, Russia, Moscow, Serebryanicheskaya seafront, house 27, AUDIT '
floor 4, premise 1, room 17

Phone: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wornzz  GEPTUMWKAT COOTBETCTBUA

Registration number Ne 04EAC1.CM.04788

Individual entrepreneur Yaroslavtsev Aleksey Yuryevich

(name of persaon)
117292, Russia, Moscow, Ivan Babushkina street, 3-455

(legal address)

117292, Russia, Moscow, Ivan Babushkina street, 3-455

(actual address)

ITN: 772806444506 PSRN: 308770000032141

THIS CERTIFICATE CERTIFIES THE CONFORMITY

Quality Management Systems for Medical Products of the Individual Entrepreneur Alexei Yaroslavtsev according
to GOST ISO 13485-2017 (ISO 13485:2016) «Medical Products. Quality Management Systems. System
requirements for regulatory purposes» in relation to the production and maintenance of medical equipment

Date of registration: 10-02-2023

Validity period to: 09-02-2026

Head of certification agency:

(/‘*“’2?“"?5 V.1 Pogodin
s
Y pdridbn,
V4 ' e

(signature)

E.D. Kurbatova

HACTOAWLMIA CEPTUDUKAT OBA3LIBAET OPFAHW3ALIMIO MO AEPIKMBATD COCTOAHME BbINONHAEMbIX PAEOT B COOTBETCTBUMU C
BbIWEYKA3AHHBIMH CTAHAAPTAMM, YTO BYAET HAXOAUTLCA NOJ, KOHTPOJEM OPTAHA N0 CEPTHOUKALIMY CHCTEMBI
[0GPOBO/IbHOW CEPTUOUKALIUM "EAC AUDIT" U NOATBEP ATLCA MPU MPOXOMAEHUW EXXEr0AHOI0 UHCNEKLLMOHHOTO KOHTPONA




FEDERAL AGENCY

ON TECHNICAL REGULATION AND METROLOGY
VOLUNTARY CERTIFICATION SYSTEM GOST R «EAC AUDIT»
REGISTRATION NUMBER POCC RU:31700.04EACO

AGENCY FOR CERTIFICATION LLC «GORTEST»
REGISTRATION NUMBER POCC RU.31700

ITN 7717616798 PSRN 1087746489060
Legal address: 109028, Russia, Moscow, Serebryanicheskaya seafront, house 27, AUD]T

floor 4, premise 1, room 17
Phone: 8 (800) 1000-730, e-mail; info@eacaudit.ru

RESOLUTION
on the use of the sign of conformity

voluntary certification system GOST R

«EAC AUDIT»
Registration number Ne 04EAC1.CM.04788

ISSUED ON THE BASIS OF THE DECISION ON THE ISSUE OF CERTIFICATE OF COMPLIANCE
WITH THE QUALITY MANAGEMENT SYSTEM OF MEDICAL PRODUCTS

Individual entrepreneur Yaroslavtsev Aleksey Yuryevich
(name of person)

117292, Russia, Moscow, Ivan Babushkina street, 3-455
(legal address)

117292, Russia, Moscow, Ivan Babushkina street, 3-455
(actual address)

ITN: 772806444506 PSRN: 308770000032141
PERMIT

Use the conformity mark of the voluntary certification system «EAC AUDIT» for the period of validity of the certificate of
conformity No. 04EAC1.CM.04788 in any form that excludes the possibility of interpreting it as a mark of conformity of
product quality. It is allowed to use the conformity mark in advertising booklets, prospectuses, brochures, posters, forms of
organizational and administrative documentation of the organization - the holder of the certificate.

Head of certification agency: ZL> V.I. Pogodin

E.D. Kurbatova

Chairman of the experq

HACTOSWMIA CEPTUOWUKAT 06A3bIBAET OPTAHU3ALIMIO NOJAEPKUBATL COCTOAHMUE BbINONHAEMbIX PABOT B COOTBETCTBHM C
BbIWEYKA3AHHbBIMA CTAHAAPTAMU, HTO BYAET HAXO[WTLCA N0 KOHTPONEM OPTAHA M0 CEPTUOUKALIMK CUCTEMbI
[I06P0OBO/IbHOW CEPTUOMKALLMW "EAC AUDIT" U MOATBEPXAATLCA MPU NPOXOM AEHWA EXXETOAHOT0 MHCMNEKLWOHHOT 0 KOHTPONA




FEDERAL AGENCY

ON TECHNICAL REGULATION AND METROLOGY

VOLUNTARY CERTIFICATION SYSTEM GOST R «EAC AUDIT»

REGISTRATION NUMBER POCC RU.31700.04EACO O _@ &

AGENCY FOR CERTIFICATION LLC «GORTEST»
REGISTRATION NUMBER POCC RU.31700

ITN 7717616798 PSRN 1087746489060 £
Legal address: 109028, Russia, Moscow, Serebryanicheskaya seafront, house 27, AUDIT

floor 4, premise 1, room 17
Phone: 8 (800) 1000-730, e-mail: info@eacaudit.ru

O

CERTIFICATE OF CONFORMITY

AUDITOR
Registration number Ne 04EAC1.CM.04788-02

THIS CERTIFICATE CERTIFIES THAT

Yaroslavtsev Alexey Yuryevich

Meets the requirements of the EAC AUDIT voluntary certification system for auditors of internal
audits of the quality management system for medical devices for compliance with GOST ISO 13485-
2017 (ISO 13485:2016) «Medical devices. Quality Management Systems. System requirements for
regulatory purposes»

Date of registration: 10-02-2023

Validity period to: 09-02-2026

Head of certification agency: Ll
/ }ig ature)” V.1 Pogodin
L =3
e . —p/’
o
i 2 1.4 2y
L;/ /2 W E.D. Kurbatova
(signature)

HACTOALMA CEPTUOHUKAT OBA3bIBAET OPTAHU3ALLMIO MOJAEPHMUBATb COCTOAHME BbIMOMHAEMbIX PABOT B COOTBETCTBUU C
BbILEYKA3AHHBIMM CTAH[LAPTAMM, 4TO BY[IET HAXOAUTLCA N0/ KOHTPONEM OPTAHA MO CEPTUOHKALIUM CUCTEMBI
LOEPOBONbHOW CEPTUOWKALLMW "EAC AUDIT" U NOATBEPXKAATECA NPH NPOXOXAEHWM EXXET0{HOT0 MHCNEKLMOHHOI 0 KOHTPONA




FEDERAL AGENCY
ON TECHNICAL REGULATION AND METROLOGY
VOLUNTARY CERTIFICATION SYSTEM GOST R «EAC AUDIT»

REGISTRATION NUMBER POCC RU.31700.04EACO (]:55i ]
AGENCY FOR CERTIFICATION LLC «GORTEST» E, Y gk,
REGISTRATION NUMBER POCC RU.31700 @

ITN 7717616798 PSRN 1087746489060 L

Legal address: 109028, Russia, Moscow, Serebryanicheskaya seafront, house 27, AUDIT

floor 4, premise 1, room 17
Phone: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CERTIFICATE OF CONFORMITY

AUDITOR
Registration number Ne 04EAC1.CM.04788-02

THIS CERTIFICATE CERTIFIES THAT

Boulenov Sergey Anatolyevich

Meets the requirements of the EAC AUDIT voluntary certification system for auditors of internal
audits of the quality management system for medical devices for compliance with GOST ISO 13485-
2017 (ISO 13485:2016) «Medical devices. Quality Management Systems. System requirements for
regulatory purposes»

Date of registration: 10-02-2023

Validity period to: 09-02-2023

Head of certification agency: : /
/ .. (sighaty V.I. Pogodin
—
. b 17T DD
Chairman of the (4 -//)/’ 70 7L ﬁ? E.D. Kurbatova
/ (signature) ’

HACTOALWUA CEPTUOMKAT OBA3bIBAET OPTAHU3ALIMIO MOJAEPKUBATD COCTOAHME BbINOAHAEMbIX PABOT B COOTBETCTBHH €
BbILWEYKA3AHHbIMM CTAHAAPTAMM, YTO BYAET HAXOAMTLCANOA KOHTPONEM OPTAHA N0 CEPTUOUKALIUM CUCTEMBI
[0GPOBONIbHON CEPTUONKALLAW "EAC AUDIT" M MOATBEPXAATHCS NPU MPOXO0X AEHAWH EXEFOHOI0 UHCMNEKLMOHHOTO KOHTPONA




