TEKJAPALIAS O COOTBETCTBHH

AHT, IPHHAMAFOLAI NEKJIAPAIIMIO O COOTBETCTBHH
AO "BAHEP"
Ceedenusn 0 pe2ucmpaylii opeaHusayuu. MexcpalionHaR UHCNEKYUR Dedepansroil Hanozo80ol enyschul Mo 46 no
2 Mocwae 01,01.2008, OF'PH 1027739373903, dama npuceoernus OI'PH 14.10.2002.
Adpec: 107113, 2 Mocwsa, yn. 3-2 Puwiburckas, 9. 18, cmp. 2. Tenegpon/gpaxc:
3(495)23]-12-00,234—20—00/234—20-01.
B nuye: Tenepansunii dupexmop Hunbc Haxarvec B. Xeccmann
Jlosepennoe mnjo: Cxonyoed E.A., dosepernocms 76 om 01.01.2019 2.

3ASBJISIET, YTO

nexapcmeenHoe cpedcmeo: Pernu, matinemiu scesamensbie [anenscunoevie] 680 mz + 80 mz 12 wm.,
YRaKoeKu AYELIO8bIE KOHMYPHbIE (4), nauxu xapmoxnsie, PY Ne JICP-005201/08 om 03.07.2008 (dama
nepeogopmnerun PV 07.07.2016) ssidaro AO "EAHEP", cepua N1K401, napmus 11520 ynaxosox, 200eH 00
01.10.2022, npouseodcmea Heagpapm Taiinpd, Sparijus, Delpharm Gaillard, 33, rue de I'Industrie, 74240
Gaillard, France, xoo OKIT/J]2 21.20.10.112, xod TH B3X 3004900002, xowmpaxm Ne 001/17 om 01.02.2017,
unaoiic Ne 8124058007 om 17.10.2019

COOTBETCTBYET TPEGOBAHHMAM

JICP-005201/08-030708 (HI 42-15116-08 uzm. M 1-7)

JTEKJIAPALMS] OPUHATA HA OCHOBAHHH

npomoxon ucnsimaruil N 71954 om 06.11.2019 HJIT 000 HL] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU. 0001.21DJ140, Cepmugpurxam POCC FR. DMO8.C53098 om 06.11.2019

% Cxormosa E.A.

NQIIIHCH ®H.O0

CBEJEHUA O PETHUCTPAIIM

OPIFAH IO CEPTHOHKALIHH, BAPETHC['PHPOBABHIKVI JEKJIAPATIATO

RA.RU.11®M08 OFTAH ITO CEPTH OHKALHH ITPOLYKLHH OBLECTBO C OI'PAHUYEHHOH
OTBETCTBEHHOCTEIO "OKPYXHOW LIEHTP KOHTPOJIA KAYECTBA .

adpec opeanusayuu: 115280, Mocxaa, ya. Macmepxoea, 0. 4, am. 5. nom. I, xoat. 1, adpec opzara no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoséa, d. 4, am. 5., men.:(495)788-02-88, aeb-
catim: oykk.pQ.

O COOTBETCTBHH 3APEIHCTPHAPOBAHA X POCC RU J-FR. OM08.A.43141/19
A1(AH 06.11.2019
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DELFHARM
salLranD

CepTrdHKAT HA CEPHI0
N1K401

Peunu Ta0/IeTKH KeBATESJIbHbLIC [anenncuHoBbIe] Ne 48 PO (566) 1600323

Matepuan Ne: 81646872 JaTa BBLIAYH: 14.10.2019
Crpana-aMnoprep: Poccus JIlata npowssonctea: 10.10.2019
Cpok roJROCTH! 10.2022

TponsBejeHO M YNAKOBAHO!
Iendapm laiispn, yn. MHAyCcTprRH 33, Taiispn, ©pannus — Hactpyrous Ne M 17/232-03.11.2017

CepTH)HIMPYEMBIA KOMIOOHEHT

Ananus Ne: 21430531 PesyneTaTe! aHANH3A! CM. cepTH(UKAT aHaNA3a

KoHTpO/b Ka4eCcTBa [POH3BEACH:
Ilendapm akiapn, 33 yn. Muxyctpay, latispn, PpavunAs

HactoMimaM DOATBEpXAAEM, HTO YKalaHHad HHGOpMaLHA ABNACTCA J[ocTOBepHON M TOUHOH. JlaHHas
cepHs OpOM3BElEHa, BKMOYas NpOUECC YNakoBKH M KOHTPO/S KauecTsa, B MOIHOM COOTBETCTBHH
cranpaprad GMP noKambHBIX KOHTPOMHPYFOLIMX H PperyIHMpYIOIHEX OPraHoB H B COOTBETCTBHA C
fokasaTelsMB COelH(HEAUHH HMIIOpPTHPYIOIIEH CTpaHbL ITpon3BOACTBO, YNAKOBKA H 2HAIH3 LaHHOH
cepuw GBUIA NPOBEPEHb] M OMHOCTHIO COOTBETCTRYIOT GMP.

14.10.2019
Iuernaboy Coy
OTBETCTBEHHBIH COTPYAHHK

HarHuI! ZOKYMEHT COCTABICH KOMNBIOTEPHOR cHCTEMOR.

Hendapm Tajispa 33 yn. HRaycTpukr Ten +33-(0)456660050
74240 Tajiaon (Poanums) thakc +33-(0M56660051




DELPHARM
LELLA Y 1

Cepruduxar ananmaa
N1K401
PeHnH TableTKkH xeBaTeIbHbIe [amenbenHoOBBIE] Ne 48 Poo (566) 1600323

Matepuan Ne: 79124799
Ananusz Ne: 21430531
MHara Boigayu: 14.10.2019

Tecr Pesyanrar Crneunduxauns
Brenmui Ban CootBercrByeT CootBerctayer
Cpennas macca 1,355r 1,286-1,422r
Teépnocts 105 Heroron 80 ~ 120 HsrotoR
Omoponnocts Maccst ( Esp. tdhapm.) CooTseTcTBYyeT CooTsetcTyer
INopnuunocTs:
Kap6onaros HonoxmHTensHo IonoxmTensHo
Kanpuus [Tonoxwmrensro INonoxurensuo
Maruus [Monoxurensno Tonoxwurensno
Konuyecreennoe onpenenenne:
Kap6onar kanbmus 679 mr/Tabn. 646 — 714 mr/rabn.
Kapbonar marams 80,1 mr/Tabn. 76,0 — 84,0 mMr/Tabn.

KonTpons kauectsa npouseenen:
Hendapm Taitapn, 33 yn. Manyctpus, Taltapn, Opannus

MarHas cepyus Ghila MpoaHanH3HPOBARA HALIMM OTAETOM KOHTPOJIS1 KA4€CTBA H COOTBETCTBYET BCEM
CTIELH QHKALHAM.

Hendapm Cadiapn
IMackans Bapnuep
Menemiep no koHTpomo kagecTra

Jauusti nokymeur cocrasnen KOMIMBLIOTEDHOA CHCTEMONN.

Hendapu Malispa 33 yn. Hrmyetpun Ten +33-(0)456660050
74240 Tahaon (Opanuus) thake +33-/M456660051




