- OPFAH lm cmmwmmuug
CI-!CTEM MEHEJDKMEHTA

o el (OC CM 000 «l'lpuopn'rm))
.-MHH 972 1040214 OrPH Il??746091368
Anecxarampenmauwi RA RU 13HA83

anycx 1. CMIC cepmihnunponna ¢ anrycra 2021 e

“Boian Alcuumiepnouy oﬁmecmy

: .epﬂ DapMackIOTHKAIC TMﬁX P
{AO «Jl?HﬂCTEPH»)

: P 34 Enroﬁ mmcm, npommpon mxosnacmtmmx mpmﬁ;mx :
aﬁamqw@namoro ¢ ”H" ¥ g :




[Ipunoxenue

SIBISETCH HEOThEMJIEMOM Y4aCThIO
CEp'rmbuKaTa No POCC RU.HA83.CMKO00110

Obaacth cepTUUKALNE CUCTEMbI MEHEIKMEHTA Ka4eCcTBA
pPacnpocTpaHsaeTrcs Ha cnenylo'mne NPOH3BOACTBEeHHBIE MIOINANKH
(oBocobneHHbIe CTP) Hble NoApasAeSJIeHH)

AO « 1CTEPH»

[TpousBoscTBEeHHAs MIOIIAAKA ITO afpecy:
- 117105, r. Mocksa, yn. Haratuuckas, a. 3A, ctp. 5

JlansHelive passacHeHHsA, kacarourecs o61acTd cepTrhHKALMA ¥ 06NacTH TPUMEHEHHS
CHCTEMBI MEHeDKMEHTa KauecTBa, MOryT ObITE MOyYeHE! MyTEM KOHCY/IbTHPOBAHHUS

¢ AO JISIICTEPH»

¥

4 A.C. I'amaltonon




ITepeeoo ¢ pycckozo Azvika Ha anzauticKul A3LIK
T'ranslation from Russian into English

ISO
prioritet RA.RU.13HAS83

MANAGEMENT SYSTEMS
CERTIFICATION BODY
Limited Liability Company “Prioritet”
(MS CB LLC “Prioritet”)

INN 9721040214 PSRN 1177746091368

accreditation certificate RA.RU,13HAS83
142214, Russia, Moscow region, Serpukhov, Severnoye highway, property 32, floor 2, suite 13, room 2
Tel.: +7 (495) 181-87-73, e-mail: prioritet-iso@mail.ru

00115

CERTIFICATE OF CONFORMITY
Edition 1. Quality Management System is certified on August 2023
Is issued to Joint Stock Company
“Leistern Pharmaceuticals GmbH Rus”
(JSC “LEISTERN”)

119633, Moscow, Borovskoye highway 18, bldg..3, suite 1H, office 10

THIS CERTIFICATE CONFIRMS

quality management system in relation to production of medical devices: intradermal implants;
hyaluronic implants without vitamins for intradermal and intraarticular introduction; hyaluronic

implant gels for intra-articular injection; synovial fluid endoprostheses; viscoelastic sterile
protectors for bladder mucosa

MEETS REQUIREMENTS

I'OCT ISO 13485-2017 (ISO 13485:2016)
supplement is integral part of certificate

Registration No. POCC RU.HA83.CMK00110
Registration date 01.08.2023 ) Valid until 01.08.2026

Deputy head of certification body
signature A.B. Boldyrev

Audit team head signature A.S. Gamayunoyv

Seal: MANAGEMENT SYSTEMS CERTIFICATION BODY
LIMITED LIABILITY COMPANY

“PRIORITET” * RA.RU.13HAS83

For certificates

Prioritet

1SO



is integral part

Supplement

of certificate No. POCC RU.HA83.CMK00110

Scope of certification of quality management system

applies to following production sites
(separate structural divisions)
JSC “LEISTERN”

production sites address:
- 117105, Moscow, Nagatinskaya st 3A, bldg.5

Further clarifications regarding scope of certification and scope
of quality management system can be obtained by consulting

JSC “LEISTERN”

Deputy head of certification body

Audit team head

Seal: MANAGEMENT SYSTEMS CERTIFICATION BODY
LIMITED LIABILITY COMPANY

“PRIORITET” * RA.RU.13HA83

For certificates

Prioritet

1SO

signature A.B. Boldyrev

signature A.S. Gamayunov

S



Poccuiickan ®enepanus
T'opox MockBa
Bocemoro cenTsilps ABe ThICHYH ABAALATE TPETHETO roaa

51, Heuali Anekceii BnaguMupoBH4Y, BpEMEHHO
HCTIONHAIOMMA 0043aHHOCTH HOTapWyca ropoga MOCKBEI

CrpynuHa Epremns  BacuibeBHYa,  CBHJIETENBCTBYIO
NOMJIMHHOCTb  TOATMWCH  MNepeBogyMka  [IOpPOHBKHHOM
Exarepunsl BnaguMupoBHbL

IMoamnuce caenana B MOEM NPHCYTCTBHH.
JIMYHOCTE MOAMHCABINETO JOKYMEHT YCTaHOBJIEHA.

3aperucTpupoBaHo B peectpe: Ne .
7712243-8/77-2023- ﬁef Ao4k%

VinadeHo 3a coBepIIeHHe HOTAPHAIBHOIO

-

nedicreus: 400 py6. 00 kom.

cKpenIeHo nevaThio
] nucTa (0B)

A B. Heuaii

/

ct: Moscow
T[N 772743248545

Translator

Poronkina Ekaterina Viadimirovna signature

Russian Federation

Moscow
The eighth of September two thousand and twenty-three

I, Nechai Aleksei Vladimirovich , acting notary
of Strunin Evgeniy Vasilievich notary of Moscow, hereby
certify the authenticity of the signature of translator,
Poronkina Ekaterina Vladimirovna.

The signature was made in my presence.

The identity of the person who signed this document
has been established.

Registered under No.
77/2243-0/77-2023- & - 2o ¢4 £

Paid for notarial act:

400 rubles 00 kopecks.
signature A.V.Nechai
Stamp:
Altogethe /sutched numbered and sealed
sheets
signature A. V. Nechai

Seal:

NOTARY E.V. STRUNIN
Notarial district: Moscow
TIN 772743248545



