OPI'AH I1O CEPTU®UKAILINN
ACCOIMALIVA 110 CEPTU®UKAILIUU "PYCCKUM PETUCTP"
ATTECTAT AKKPEJIUTAIIMUA ®EJIEPAJIBHOM CJTIYKBbI

11O AKKPEJUTALIMU Ne POCC RU.0001.21T"'A45

CEPTUHO®UKAT

HaCTOﬂlHHM YaocToBepsieTCHd, YTO CHCTEMA MEHEI)KMEHTA KaYyecTBa

DenepasbHOro rocyJapcTBEHHOI0 ABTOHOMHOT0 yupesxaennus ""Hauuonaasublii
MeIHIHHCKHIA Heciie10BaTe/bekuii meHTp '"MexoTpaciieBoii HayYHO-TeXHHYeCKHi
KoMmiuieke "' Mukpoxupyprug riasa ' umenn akagemuka C.H. ®enoposa " MunucTepcTBa
3apaBooxpanenus Poccuiickoi ®@egepannn B e @uinana ¢gegepaanHoro
rocy1apCTBeHHOro0 aBTOHOMHOI0 y4upexxaenus '"'HanuonaabHbIH MeIUIIHHCKHIA
HCCJIeI0BATEe/ILCKUI HEeHTP ''MekoTpacieBoii HAyYHO-TeXHHYCCKHIT KOMILIEKC
"Muxpoxupyprus riasa "' umenn akajgemuxa C.H. ®egoposa " Munucrepcersa
3apaBooxpaHenus Poccemiickoii ®@enepauun — ""IKcnepuMeHTAIbHO-TEXHHYECKOE
Npou3BoACTBO ""MuKpOXHpyprus riaasa'"

beckynnuxobckuii 6-p, S9A, crp. 2A, 127486, MockBa, Poccus

Obl1a MPOBepeHa M MPU3HAHA COOTBETCTBYIOLIEH TPeGOBAHMSAM CTaHIAPTA

I'OCT ISO 13485-2017

B OTHOIIEHHH Pa3paboTKH, NPOH3BOACTBA U NOCTABKH MeIHIIHHCKUX H3/1eJIuil 1J1si
0 TAILMOXHPYPrUH: MHUKPOXHPYPIHYECKOT0 HHCTPYMEHTAPHS, B TOM 4HCIe OJIHMEPHOT0
0IHOPAa30BOI0 CTEPHIBLHOIO; MOJUMEPHBIX CTEPHIBHBIX HMIUIAHTHPYEMBIX H3/Ie/IHil;
META/LUIHYECKUX CTEPHIbHBIX HPPUTAMMOHHBIX KAHIOJIb

Hata Hauana aelicrus ceptudukara: 29.05.2025 r.
Howmep penakuum: 1
Hara okoHuaHus neiicTus ceprudukara: 28.05.2028 r.

Howmep Boimycka: 1
Mara navana nepBoro cepTuduKkannoHHoro uukna: 29.05.2025 r.

: W
FBOAILFC/Ib OPraHa Mo cepTHPHKALNK

[Ipuokenne  sIBJISCTCA  HEOThEMJIEMOM  yacThlio  ceprudukara. JlelicTBue  ceprudukara
PacnpoCcTpaHseTcs TONBKO Ha IUIOWIAJAKH KOMIAHMH, YKa3aHHBIC B HACTOSIIEM CEpTH(HKATE.
Ceprudukar  Tepser  cuily B COydac  HCBBUIONHEHHS  yCUOBMH  ceprudukauum

(http://www.rusregister.ru/doc/004.00-105.pdr).

Peectp ceptudmkartos
https://rusregister.ru/ Fi

Accoumaums 1o cepruduraryu "Pycckuii Peructp": np. Pumckoro-Kopcakosa, 1. 101, Canxr-TletepOypr, 190121, Poccus
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CERTIFICATION BODY
CERTIFICATION ASSOCIATION "RUSSIAN REGISTER"
ACCREDITATION CERTIFICATE OF THE FEDERAL
ACCREDITATION SERVICE Ne POCC RU.0001.21T°'A45

CERTIFICATE

This is to certify that the Quality Management System of

Federal State Autonomous Institution ""S.N. Fedorov National Medical
Research Center "MNTK "Eye Microsurgery " of the Ministry of Health of
the Russian Federation acting through Production branch of the Federal State
Autonomous Institution "S.N. Fedorov National Medical Research Center
"MNTK "Eye Microsurgery " of the Ministry of Health of the Russian
Federation — Experimental and manufacturing facility "Eye Microsurgery"

S9A, Beskudnikovsky blvd., bldg. 2A, 127486, Moscow, Russia

oL has been assessed and found to be in accordance
with the requirements of

GOST ISO 13485-2017

in respect of development, production and supply of medical devices for eye
surgery: microsurgical instruments, including polymer disposable sterile
devices; polymer sterile implants; metal sterile irrigation cannulas

No: 25.0496.026

g Certificate Issue date: 29.05.2025
—  Revision number: 1

7)) Certificate expiry date: 28.05.2028

Issue number: 1
Original date of the first certification cycle: 29.05.2025

= The annex is an integral part of the certificate. The certificate covers only those sites of the company
which are stated in this certificate. This certificate becomes invalid if conditions of certification are
not fulfilled (http://www.rusregister.ru/doc/004.00-105.pdf).

Register of certificates

Certification Association "Russian Register": 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia

https://rusregister.ru/ d
o
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CNCTEMA CEPTUDPUKALINM PYCCKOTI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Mpunoxenune k Ceprudukary
N2 25.0496.026
ot 29.05.2025 r.

O6nactb cepTuUMKaLUN CUCTEMbI MEHEKMEHTA
®efepanbHOro rocyflapCTrBeHHOro aBTOHOMHOIO yupexxaeHus "HaunoHanbHbIi
MEeAMLMHCKMI UCCNeaoBaTeNbCKUii LIEHTP "MexoTpacneBoi HayuyHO-TEXHUYECKHIA
Komriekc "Mukpoxupyprus rnasa " nmeHun akagemmka C.H. ®enoposa "
MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickoit depepaumm B nuue Puamnana
tdenepanbHOro rocyapcTBEHHOro aBTOHOMHOIO yupeXxxaeHus "HaunoHanbHbIii
MEAMLIMHCKMI UCCNIel0BaTENbCKUMIA LIeHTP "MexxoTpacneBoii HAY4YHO-TeXHUUYECKUMN
KoMMnJieKC "MuKpoxupyprus rnasa " uMmeHu akagemuka C.H. ®enoposa "
MuHucrepcTea 3gpaBooxpaHeHus Poccuiickoii denepaumm —
"JKcnepuMeHTasIbHO-TEXHNUUYECKOEe NPOU3BOACTBO "Mukpoxupyprusa rnasa"

1. Buabl pestenbHOCTU: pa3paboTka, MPOM3BOACTBO M MOCTaBKa MEAMLMHCKUX M3aenuit
AN 0PTanbMOXMPYPrun:  MUKPOXMPYPrUYECKOTO WHCTPYMEHTApWsi, B TOM uuche
NO/IMMEPHOrO OJHOPA30BOr0 CTEPUIILHOMO; MOIMMEPHBIX CTEPUIIbHBIX UMMIAHTUPYEMbIX
U3AeNWNiA; METaNIMYECKUX CTEPUSIbHBIX MPPUraLMOHHBIX KaHIOSb.

2. TpeboBaHus n. 7.5.2 b), d), 7.5.3, 7.5.4, 7.5.10, 8.3.4, 8.4 f) FOCT ISO 13485-2017 He
NpUMEHUMBbI K 0bnactu ceptudukaumm CMK.

PykoBoauTenb opraHa no ceptudukatl .E. Bnagumupues




CUCTEMA CEPTUOPUKALIVIV PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N2 25.0496.026
of 29.05.2025

Certification scope of management system of
Federal State Autonomous Institution "S.N. Fedorov National Medical
Research Center "MNTK "Eye Microsurgery " of the Ministry of Health of
the Russian Federation acting through Production branch of the Federal
State Autonomous Institution "S.N. Fedorov National Medical Research
Center "MNTK "Eye Microsurgery " of the Ministry of Health of the
Russian Federation — Experimental and manufacturing facility "Eye
Microsurgery"

1. Kinds of activity: development, production and supply of medical devices for eye
surgery: microsurgical instruments, including polymer disposable sterile devices;
polymer sterile implants; metal sterile irrigation cannulas.

2. The requirements of p. 7.5.2 b), d), 7.5.3, 7.5.4, 7.5.10, 8.3.4, 8.4 f) GOST ISO
13485-2017 are not applicable to the certification scope of QMS.

-
Head of Certification Body B / A. Vladimirtsev




