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RUSSIAN

CNCTEMA CEPTUDUKALIN PYCCKOI'O PETVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CEPTUDOUKAT

HaCTOHHlHM YaocToBepseTcs, YTO CHCTEMAa MEeHe)KMEeHTAa KayecTsa

AKnuoHepHOro odmecrsa "®apmacunres"
YOpunwaecknii anpec: ya. Kpacnorsappeiickas, 23, opuc 3, Upkyrck, 664007, Poccust
®axTuaecknii anpec: yi. Poza Jliokcembypr, 184, Hpxyrek, 664053, Poccus

ObL1a NpoBepeHa H NMPH3HAHA COOTBETCTBYIOIIEH TPeGoBaHHIM CTaHJApTAa

ISO 9001:2015

B OTHOINECHHH NMPOEKTUPOBAHMNS, Pa3pabOTKH, IPOH3BOICTBA, XPAHECHHS H PeaH3aLHH:

HeCTepPHIbHBIX JIeKaPCTBEHHBIX MPenapaTos:

- TpENaparToB, CONEPKAMMX BBLICOKOTOKCHYHbIE BemeCcTBA (WHTOCTATHKH): KAINCYJbI,
Ta0/IeTKH HENOKPBITHIE, TA0IETKA HOKPLITBIE 060109K0¥;

- OpenapaToB, He TPeOyIOIHX CHENHANLHOrO BLIACICHHS B OTAEJbHOE IIPOH3BOACTBO:
TPaHyJIbl, KAICY/Ibl, TA0JETKH HENOKPBITHIE, TAG/IETKH MOKPBITBIE 060104K0i, Ma3,
CHpOII, CyNNO3UTOPHH, I'elib, KPEM, PACTBOP, CyCIIeH3Hs, HOPOIMIOK

CTePHIbHBIX JIEKAPCTBEeHHBIX NPENapaToB:

- TpenapaToB, CONEP/KAMMHX BBICOKOTOKCHYHbIE BemecTBAa (AHTHOHOTHKE OeTa-
JIAKTAMHOI'0 Psia): MOPOIIOK;

- Npenaparos, He TPeOYIIHX CHENHAJILHOTO BBIIEICHHS B OTAENBHOE MPOM3BOICTBO:
KOHIEHTPAT  JKMAKHH, MOPOIIOK, PpACTBOPHTENb, pPACTBOP JJs HHBEKIMIi,
JAHODHIH3UPOBAHHBIE IPOXYKTHI, IMY.JIhCHS

Ne: 19.0261.026
ot 21 deBpans 2019 r.

Cucrema menemxMenTa cepruduumpopana ¢ 2016 roaa

p AccouHauuu

Ceprudukar neiicteutenen no 16 geBpasns 2022 r.
: cekuii Pernerp"

Ceprudukar TepseT culy B Cllydae HEBBINOJHEHHS YCIOBMii ceprutukamun (http://www.rusregister.ru/doc/004.00-
105.pdf). Ceprudpukat sBiaseTcs COGCTBEHHOCTBIO ACCOLMALIAH TT0 cepruduranny "Pycckuit Peructp”.

N
MEMT. §15.
Ik © 432

01-011897

NEPEYEHB FOCYJAPCTB, NIPEJICTABJIEHHBIX B IAF H NMOANMHCABLIMX MHOIOCTOPOHHEE COIJIAIIEHHME O MPHU3HAHHH IAF MLA*:
Apcrpamns 1 Hosasm 3enamnus JAS-ANZ, Aprenrmma OAA, Apcrpust AA, Bemsrns BELAC, Boarapus EA-BAS. Bpaswms CGCRE,
BeanxoOpuranns UKAS, Benrpus NAH, Brernam BoA, Tepmanns DAKKS, Tonr-Kour HKAS, I'penus ESYD, Janus DANAK, Erumer EGAC,
Mupusn NABCB, Hnnonesns KAN, Hpan NACI, Mpnanaus INAB, Henanus ENAC, Hranua ACCREDIA, Kasaxcran NCA, Kanana SCC, Kuraii
CNAS, Koanymbua ONAC Kopest KAB, Kocra-Puka ECA, JIoxcemGypr OLAS, Manaiisea DSM, Mexcnia EMA, Hupepnanasl RvA, Hopeerna NA,
OA3 DAC, ARAC, Makucran PNAC, Ilepy INACAL-DA, Hoasma PCA, Hopryraaus IPAC, Pymemns RENAR, Cepbus ATS, Cuuranyp SAC,
Crosaxus SNAS, Cnosenns SA, CIUA ANAB, IAS, Tannaux NSC, Taitgans TAF, Tynne TUNAC, Typuns TURKAK, Yipauna NAAU, Ypyrsaii
OUA, ®ummnnuuet PAB, ®nuasnaus FINAS, ®panuus COFRAC, Yexns CAIL Ynau INN, Wieiiuapus SAS, Iseuns SWEDAC. 1 pu-Jlanka
SLAB, DkBanop SAE, IOuan Adpuxa SANAS, Snonnsn JAB

* Iepeuens unenos IAF, noamucasmmx MLA, mMoxeT MeHaThes, AKTyabHbii nepevens OPrafHos No akKpeanTaunn — unenos IAF MLA Aoctyned Ha opHuManbHOM caiite [AF:
www iafnu

Accounans no cepTdukamay "Pycckuii Peruetp”: np. Pumckoro-Kopeakosa, 1. 101, Cankr-IletepGypr, 190121, Poccus
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CUNCTEMA CEPTUONKALIVV PYCCKOI'O PEIVICTPA
RUSSIAN REGISTER CERTIFICATION SYSTEM

CERTIFICATE

This is to certify that the Quality Management System of

Joint Stock Company "Pharmasyntez"
Legal address: 23, Krasnogvardeyskaya Str., office 3, 664007, Irkutsk, Russia

Actual address: 184, Rosa Luxemburg Str., 664053, Irkutsk, Russia

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

ISO 9001:2015

in respect of design, development, production, storage and distribution:
non-sterile pharmaceuticals:

- drugs containing highly toxic substances (cytostatic agents): capsules,
uncoated tablets, coated tablets;

- drugs not requiring special separate production: granules, capsules,
uncoated tablets, coated tablets, ointment, syrup, suppositories, gel, cream,
solution, suspension, powder

sterile formulations: ‘

- drugs containing highly toxic substances (beta-lactam antibiotics): powder;

- drugs not requiring special separate production: liquid concentrate, powder,
solvent, solution for injection, lyophilized products, emulsion

No: 19.0261.026
of 21* February, 2019

Management system certified since 2016

% s 5 . . th Z ‘
This certificate is valid until 16 February, 2022 \Director Generahof Certification
ssociatio n Register” )
This certificate becomes invalid if conditions of certification are not fulfilled //'www .rusrégister.rui/doc/004.00- -

105.pdf). This Certificate is the property of Certification Association "Russian Register”.

01-011899

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

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, Austria AA, Belgium BELAC, Bulgaria EA-BAS, Brazil CGCRE, Great Britain UKAS.
Hungary NAH, Vietnam BoA, Germany DAKkS, Hong-Kong HKAS, Greece ESYD, Denmark DANAK, Egypt EGAC, India NABCB, Indonesia
KAN, Iran NACI, Ireland INAB, Spain ENAC, Italy ACCREDIA, Kazakhstan NCA, Canada SCC, China CNAS, Colombia ONAC, Korea KAB,
Costa Rica ECA, Luxemburg OLAS, Malaysia DSM. Mexico EMA, Netherlands RvA, Norway NA, UAE DAC, ARAC Pakistan PNAC. Peru
INACAL-DA, Poland PCA, Portugal IPAC, Rumania RENAR, Serbia ATS, Singapore SAC, Slovakia SNAS, Slovenia SA, USA ANAB, IAS, Thailand
NSC, Taiwan TAF, Tunisia 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 IAF member accreditation bodies is available on IAF website: www.iaf.nu




