BUREAU VERITAS

Certification

000 «3asoa MeacurTE3»

624130, CeepasoBckas obaacts, . HoBoypaasck, ya. Toprosas, 15
POCCHA

Bureau Veritas Certification yAocToBeps€eT, 9TO OpraHH3aIMA OIlCeHEHA
IO BHAY AESITEABHOCTH:

IIpou3BOACTBO CTEPHABHBIX ACKAPCTBEHHBIX (POPM: JKHAKHE CTEPHABHBIE
A€KAPCTBEHHBIE (DOPMBI, IPOM3BOAMMBIE C HIPUMEHEHHEM TEPMUIECKOM
CTEPHMAM3ANHNH; )KHAKIE CTEPHABHBIE ACKAPCTBEHHBIE (POPMBI, IPOU3BOAUMEIE B
acenTHYeCKHuX yCAOBHUAX. [IPOM3BOACTBO HECTEPHABHBIX AEKAPCTBEHHBIX (pOpM:
TBEPABIEC HECTEPHUABHBIE ACKAPCTBEHHBIE (DOPMBI

moaTsepxkAeH0, uTo KoMmarma OO0 «3aBoA MeacuHTE3» COOTBETCTBYET TPEOOBAHIAM I
YCAOBHAM CTAHAAPTA:

Good Manufacturing Practice

GMP Medical Products for Human and Veterinary Use, Vol. 4

IIpon3BOACTBO CTEPHABHBIX ACKAPCTBEHHBIX (DOPM: JKAAKHAE CTEPHABHBIE ACKAPCTBEHHbIE (DOPMBI,
IPOU3BOAHEMEIE C IPAMEHEHHEM TEPMAYIECKOMN CTEPHAN3ANUH; )KAAKHAE CTEPHABHBIC ACKAPCTBEHHbIE
¢ opMEL, IPOU3BOAEMEIE B ACEITHIECKHAX YCAOBIAX. IIPON3BOACTBO HECTEPHUABHBIX ACKAPCTBEHHBIX
cdopm: TBEpABIE HECTEPHABHBIE AEKAPCTBEHHbIE (hOPMBI

Havaabnas AaTa cepTHDHKAIIH: 05 moaGpa 2015
Oxonuanue ACHCTBHA IPEABIAYIIIETO CEPTH(HKATA: N/A

Aata PecepTrdHKAITMOHHOrO ayAUTA: 11 cenTa6pa 2018
Aata Hawasa PecepTH(DHKAIIIOHHOIO IIHKAA: 20 cenTa0pa 2018

[Ipu ycAoBuu mocTosHHOTO yememsoro dpyHkumonnposanmsa Crucremsl MeHeA)MEHTa OPraHH3aIIH,
OKOHYAHHE AHCTBHA CEPTHU(HUKATA: 04 HoaGpa 2021

Ceprucdu RU001944

Bepcua: Ne1l — Aata pesusuu: 20 cenrabpa 2018

Texnmaecxnii aupexrop AO «Bropo Bepurac Ceprugpuxerimu Pyce»

Cxnruna B.
Adpec gpzana no copmugpuxayuv: bropo Beparac Cepragpuxerimn Pyce, 123458, Mocksa, ya. Mapmasa Ilpomaaxosa,
30, «3emmr-ITaaza»
Oguc seidavu: Bropo Bepurac Ceprugpuxerimnn Pycs, 123458, Mocksa, ya. Maprrasa Ilpomaaxosa, 30,
«3eanr-ITaazan

AasbHEHANTHE DAIBACHEHHSA OTHOCHTEABHO OOAACTH CEPTH(DHKALNE ¥ NIPMMEHHMOCTH TpeGOBaHMI CHCTeMsI
MEHEAKMEHTA MOTYT ObITh 3AIIPOIIECHE! § BBIILIEYIOMAHYTOH OPraHM3aIHH.
AAs IPOBEPKH ACHCTBHTEABHOCTH AGHHOTO CEpPTH(DHKATA, II0KAAYHCTa, mo3BoHuTe: +7 (495) 2287848



BUREAU VERITAS

Certification

Zavod Medsintez L1L.C

15, Torgovaya str., Novouralsk, Sverdlovsk region, 624130
RUSSIA

Bureau Ventas Certification declares that it has justifiable confidence
that the process:

Production of sterile medicinal forms: liquid sterile medicinal forms, produced with
thermal sterilization; liquid stetile medicinal forms, produced under aseptic
conditions. Production of non-sterile medicinal forms:
solid non-sterile medicinal forms

the company location Medsintez Industrial site
complies with the applicable requirements and conditions of the standard:

Good Manufacturing Practice

GMP Medical Products for Human and Veterinary Use, Vol. 4

Production of sterile medicinal forms: liquid sterile medicinal forms, produced with
thermal sterilization; liquid sterile medicinal forms, produced under aseptic
conditions. Production of non-sterile medicinal forms:
solid non-sterile medicinal forms

Original cycle start date: 05 November 2015
Expiry date of previous cycle: N/A

Recertification Audit date: 11 September 2018
Recertification cycle start date: 20 September 2018

Subject to the continued satisfactory operation of the organization’s Management System, this
certificate expires on: * 04 November 2021

Certificate No. RU001944 Version: No. 1 Revision date: 20 September 2018

Technical manager JSC “Bureau Veritas Certification Rus”
Skitina V.

Certification body address: 30, Marshala Proshlyakova St., "Zenith-Plaza", Moscow, Russia, 123458
Local office: 30, Marshala Proshlyakova St., "Zenith-Plaza", Moscow, Russia, 123458

Further clarifications regarding the scope of this certificate and the applicability of the management system
requirements may be obtained by consulting the organisation.
To check this certificate validity please call: +7 (495) 2287848



