STy, OPI'AH 110 CEPTU®UKAIUHA

¥ () % ACCOLIMALIMS 110 CEPTUGUKALMA "PYCCKUM PETUCTP"

X! Y- ATTECTAT AKKPEJIUTAIIMHN ®EJIEPAJILHON CJIVKBbI
10 AKKPEJIUTALIMUA Ne POCC RU.0001.211°A45

CEPTUDOUKAT

Hacrosimium YAOCTOBEPHECTCH, UTO CHCTEMA MEHEIKMECHTA Ka4eCcTBa

O6mecTBa ¢ OrpaHM4YeHHON OTBETCTBEHHOCTHIO ''['emaTek"
FOpuanyeckuii agpec: 18- smuus B.O., 29, imr. 3, nom. 29-H, komm. 19,
Cauxr-Ilerepbypr, 199178, Poccus
®akTuyeckuii aapec: ya. Cepaokosekas, 1, Tseps, 170017, Pocens

Obl1a npoBepeHa H NMpU3HaHa COOTBETCTBlelU,Eﬁ Tp@ﬁOBHHHﬂM cCrTanaapra
I'OCT ISO 13485-2017

B OTHOLIEHHH Pa3padoTKH, NPOH3BOACTBA, XPAHEHHSA H Pea/IH3aALHH MeIHIHHCKHX
H3/1e/IHIi: KAJONPHEeMHHKH 0JJHOKOMIIOHEHTHbIE 3aKPbLITOI0 THIA
(MM ApeHUupYeMblii) HCTIOJb3yeMble MPH HJIE0CTOME HJIH KOJIOCTOME; KOHLEHTPATHI
s remoauanusa (cosesbie kKaprpuaxu ECOCart aiast remoanainza)

Ne: 24.1292.026

Hara Havyana neiicteus cepTudukara: 24.12.2024 r.
Homep penakuuu: 1
JaTa okoHuanus neiicteus ceprudukara: 24.12.2027 r.

A.B .13;1;1.\{@(@'3 v
YREBOAHTEAb oprana no cepTuduKaunn

JHeitcreue

Homep Beinycka: 3
HaTa Hauana nepsBoro ceptudukaunoHHoro uukiaa: 24.12.2018 r.
Jlara oxoHuyanus npeasiayuero ceprtuduxara: 24.12.2021 r.

I |pIIJI(l‘/KL?IIlIL‘ HABJIHCTCH HEOThEMIIEMOI HACTBHY L'L‘}'J'I'IIIIJIIIGI['LI. CL‘]TI'II(l}I!I\'&}Hi

PACTIPOCTPAHACTCH TOJABKO HA TMJOHIAIKH  KOMIIAHHH. VE43dHHBIC B HACTOHIICM UCDTFII'JIII\"JJC.
Ceprudumkar TepAeT cHay B clyuae HEBbITOJIHEHHA
(http://www.rusregister.ru/doc/004.00-105.pdf).

YCIOBHI ceprudurannm

https://rusregister.ru/ o

Accounauns no ceprinukawn "Pyceknii Pernctp": np. Pumckoro-Kopeakosa, 4. 101, Cankr-Ilerepoypr. 190121, Poccus

°

\ e’ 1|
o«

o\

X

4

QWIS
v

°f

- S
Vo o




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

Gematek Ltd

Legal address: 29, 18th Line of V.O., lit. Z, room 29-N, 199178, Saint-Petersburg, Russia
Actual address: 1, Serdukovskaya Str., 170017, Tver, Russia

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

GOST ISO 13485-2017

in respect of development, production, storage and sale of medical products:
single-component pouch closed type (or drainable) used for ileostomy or colostomy;
concentrates for hemodialysis (salt cartridge ECOCart for hemodialysis)

No: 24.1292.026
Certificate Issue date: 24.12.2024
Revision number: 1

Certificate expiry date: 24.12.2027

Issue number: 3
Original date of the first certification cycle: 24.12.2018

1 \ I"-'i
7 Vladimi t.« v :fll

Fire i3 ity -74.12.2 2 < 4
Previous certificate expiry date: 24.12.2021 o icafion Body
\ .‘.'." \:\:—_—_ "// 'H./j’
MO pA—
NG I1_/,

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).

Certification Association "Russian Register”: 101 Rimskogo-Korsakova Ave., 190121, Saint Petersburg, Russia
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CUCTEMA CEPTUDUKALIVIV PYCCKOI'O PETICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

MpunoxeHune k Ceprudunkary
N2 24.1292.026
ot 24.12.2024 r.

O6nacrtb cepTuhuKkaumn cCMCTeMbl MEHEAXKMEHTA
O6ulecTsa C orpaHM4YeHHON oTBeTCTBEHHOCTbIO "MemaTek”

1. Bugbl gesTtenbHOCTM: pa3paboTka, NpPOM3BOACTBO, XPaHEHME U peanusaums
MEAULMHCKUX W3AENUA: KanonpUEMHUKN OJIHOKOMMOHEHTHbIE 3aKpbITOro Tuna (unu
JIPEHUPYEMBIN) NCNosnb3yemble npu nneocrtome nnu KONOCTOME;
KOHLIEHTpaThl 419 remoamanusa (conesble kapTpumxu ECOCart ans remoamnanusa).

2. TpebosaHua n. 7.5.2 a),b),c),e); 7.5.3; 7.5.4; 7.5.5; 7.5.7; 7.5.9.2; 7.5.10 IOCT ISO
13485-2017 He npuMeHuMbl K obnactu ceptudukaummn CMK.

PykoBoauTenb opraHa no ceptuukaumnm YA A.B. Bnagumupues




CUCTEMA CEPTUDUKALIMN PYCCKOI'O PETMICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

Annex to the Certificate
N? 24.1292.026
of 24.12.2024

Certification scope of management system of
Gematek Ltd

1. Kinds of activity: development, production, storage and sale of medical products:
single-component pouch closed type (or drainable) used for ileostomy or colostomy;
concentrates for hemodialysis (salt cartridge ECOCart for hemodialysis).

2. The requirements of p. 7.5.2 a),b),c),e); 7.5.3; 7.5.4;, 7.5.5; 7.5.7; 7.5.9.2; 7.5.10
GOST ISO 13485-2017 are not applicable to the certification scope of QMS.

Head of Certification Body | i_;f"’ e7 - A. Viadimirtsev




