CUCTEMA CEPTUOUKALIV PYCCKOTO PEI'MICTIPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUDUKAT

HaCTOHIIIHM YaocToBepsieTcs, UYTO CHCTEMa MEeHEIKMEHTA KayecTBa

Hy6nunanoro akuuoHepHoro odmecrsa ""@apmcunTes"
HOpuauyaecknii agpec: 134, aurep 1, ecrannus Kanurosioso,
ropoackoii nocenok Kysbmonosexuii, Beesosokexnii paiion,
Jlennurpanckast 06.1., 188663, Poccuniickas ®enepauns
S Maxrnyecknii aapec: yia. Kpacnoro Kypcanra, 25 sinrep 3K, BII IT Iapk,
Canxrt-IlerepOypr, 197110, Poccuniickas Penepanus

ObLIa NpoBepeHa 1 MpUu3HaHa COOTBETCTByIOHleﬁ TpBﬁOBaHlflﬂM CrTaHgapTa

ISO 9001:2015

ke B OTHOLUIEHHH NPOEKTHPOBAHHS, Pa3padoTKH, NPOH3BOACTBA, XPAHEHHUS K
peanu3aiHH JIeKaPCTBEeHHBIX cpeAcTB (apManeBTHUYECKHE CYOCTAHIHH;
TBepAble HeCTepHJbHbIE JleKapeTBeHHbIe (opMbI: TabJIeTKH, TA0IeTKH
NOKPBbIThIe 000J104KOii; cTepH/IbHbIE JleKAPCTBEeHHbIE (DOPMbI,
NpPOH3BOAHMBIE B aCeNTHYECKHX YCIOBHSIX: JTHO(DHIHU3HPOBAHHbIE MPOAYKTHI,
PACTBOP AJisl HHTAJSALMI) U NPOAYKLHH OPraHHYeCKOro CHHTe3a
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~— Ceprugukar TepseT cuiy B cliyuae HesblnofHeHus ycnosuii ceprndukaunu (http://www.rusregister.ru/doc/004.00-
105.pdf). Ceprudmxar ssnsercs coberreHHOCTLIO Accounatuin no cepriukamnn "Pycckuii Peructp”.

NEPEUEHL FOCYJIAPCTB, IPEJACTABJIEHHBLIX B IAF H NOJAMHICABILIIX MHOTOCTOPOHHEE CONJIAIIEHIE O NMPH3HATIII IAF MLA*:
Apcrpivinn i Hopan 3eaamana JAS-ANZ, Apremmina OAA, Aperpun AA, Beawrnn BELAC, Boarapusn EA-BAS, Bpasims CGCRE,
Besmroopuranun UKAS, Benrpua NAH, Boernam BoA, Fepatannsn DAKKS, Donr-Konr HKAS, Ipennst ESYD, Jlanun DANAK, Ernner EGAC,
Humn NABCB. Huzonesust KAN, Hpan NACIL, Hpaammus INAB, Henanmst ENAC, Hramns ACCREDIA, Kasaxeran NCA, Kanaga SCC, Kirraii
CNAS, Koaymiun ONAC Kopest KAB, Koera-Puka ECA, JliokeemOypr OLAS, Mamaiiznn DSM, Mewkenxka EMA, Hinepaaman RvA, Hopserna NA,
0AD DAC, ARAC, NMakneran PNAC, Iepy INACAL-DA, Honsma PCA, Hopryrams [PAC, Pymummn RENAR, CepGun ATS, Cunranyp SAC,
Caosakna SNAS, Crnonennst SA, CHIA ANAB, 1AS, Tanaana NSC, Taiipans TAF, Tynne TUNAC, Typunst TURKAK, Yipamua NAAU, ¥ pyrsaii
OUA, ®dumnmmmst PAB, ®unamms FINAS, dpamnos COFRAC, Yexust CAL Y INN, Hlseiinapis SAS, Wpennn SWEDAC, Wpn-Jlanka
SLAB. Drsanop SAE, 10:kuan Adpnra SANAS, Snonun JAB

01-009650

* Hepeycns wienon TAT, noanncanums MLA, soker Menahes. AKTYQILIsI nepetcin opranon 1o akkpeantam — wienos IAF MLA rocrynen ua ofumsunsion caire [AF: [
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Accounaus no cepridmxaunn "Pyccknii Perncp: np. Pumckoro-Kopeakosa, 1, 101, Cansr-TlerepGypr, 190121, Poccus
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CMCTEMA CEPTUOUMKALIMIM PYCCKOTO PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

This is to certify that the Quality Management System of

Public Joint Stock Company "Pharmsynthez"
Legal address: 134, Liter 1, Kuzmolovsky urban-type settlement, Capitolovo station,
Vsevolozhsky district, 188663, Leningrad region, Russian Federation
Actual address: 25 Liter ZH, Krasnogo Kursanta str., Office center "IT-Park",
197110, Saint-Petersburg, Russian Federation

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

ISO 9001:2015

in respect of design, development, manufacture, storage and sale of drug
products (pharmaceutical substances; non-sterile solid dosage forms:
uncoated tablets, coated tablets, sterile dosage forms produced in aseptic
conditions: lyophilized products, solutions for injection)
and organic synthesis products

No: 18.0962.026
of 18" June, 2018

Management system certified since 2006

Al of Ceftification [
"Russian-Register"

This certificate is valid until 18™ June, 2021

This certificate becomes invalid if conditions of certification are not fulfilled (http://www.rusregister.ru/doc/004.00- ;

105.pdf). This Certificate is the property of Certification Association "Russian Register".
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fivh € 432

01-009651

LIST OF THE COUNTRIES WHICH ARE REPRESENTED IN IAF AND ARE SIGNATORIES OF THE MULTILATERAL AGREEMENT ON
RECOGNITION IAF MLA™:

Australia and New Zeeland JAS-ANZ, Argentina OAA, Austrin AA, Belginm BELAC, Buigarin EA-BAS, Brazil CGCRE, Great Britain UKAS,
Hungary NAH, Vietnam BoA, Germany DAKKS, Hong-Kong HKAS, Greece ESYD, Denmark DANAK, Egypt EGAC, Indin NABCB, Indonesia
KAN, Tran NACI, Ireland INAB, Spain ENAC, Italy ACCREDIA, Kazakhstan NCA. Canada SCC. China CNAS, Colombin ONAC, Korea KAB,
Costa Rica ECA, Luxemburg OLAS, Malaysia DSM, Mexico EMA, Netherlands RvA, Norway NA, UAE DAC. ARAC Pakistan PNAC. Pern
INACAL-DA, Poland PCA, Portugal IPAC, Rumania RENAR, Serbia ATS, Singapore SAC, Slovakia SNAS, Slovenia SA, USA ANAB, 1AS, Thailand
NSC, Taiwan TAF, Tunisin TUNAC, Turkey TURKAK, Ukraine NAAU, Uruguay OUA, Philippines PAB, Finland FINAS, France COFRAC, Czech
Republic CAL Chile INN, Switzerland SAS, Sweden SWEDAC, Sri-Lanka SLAB, Ecuador SAE, South Africa SANAS, Japan JAB

* List of MLA signatory IAF members may change. Current list of MLA 1AF member acereditation bodices 1s available on 1AF website: www infnu

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

CERTIFICATE

Certification Association "Russian Register" has issued an IQNet recognized
certificate that the organization:

Public Joint Stock Company "Pharmsynthez"

Legal address: 134, Liter 1, Kuzmolovsky urban-type settlement, Capitolovo station,
Vsevolozhsky district, 188663, Leningrad region, Russian Federation
Actual address: 25 Liter ZH, Krasnogo Kursanta str., Office center "IT-Park”,
197110, Saint-Petersburg, Russian Federation

has implemented and maintains a

Quality Management System

for the following scope:

design, development, manufacture, storage and sale of drug products
(pharmaceutical substances; non-sterile solid dosage forms: uncoated tablets,
coated tablets, sterile dosage forms produced in aseptic conditions: lyophilized
products, solutions for injection) and organic synthesis products

which fulfils the requirements of the following standard:

1ISO 9001:2015

Issued on: 18th June, 2018
Expires on: 18t June, 2021

Registration Number: RU-18.0962.026

— [ N@ft ‘“ﬂﬂd’;

o Alex Stoichitoiu

President of IQNet Director General of
Russian Register

THE RITERATIP AL CEHTPICATION NETVA

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SlI Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Ceru[‘caunn CISQ DQS IIoldmg GmbEI and NSAI Inc






