JIEKJIAPALIMS O COOTBETCTBHH

JEKJIAPART, IPUHUMAION U TEKJAPALIHIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenusn o pezucmpayuy opzanusayuu: Mespationnas uncnexyun Pedeparvnoll HaN020601 cayactvr No 46 no
2. Mocxee 01.01.2008, OF'PH 1027739079940, dama npucsoenus OFPH 19,.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckan, 3. 22, Tenegon/paxc: 8 (495) 721-14-00 / 721-14-11

B nuye: lenepanyunii duperxmop Movoe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/4 om 01.12.2017

SAABIAET, UTO

nrexapemeennoe cpedcmso: Jmigesum, xancynvt 400 m2 30 wm., graxonv: (1), nauxu xapmonnee, PY Ne IT
NO14485/01 om 14.10.2011 (dama samens: 23.04.201 8) evidaro AO "Canogu Poccus”, cepusn 3270918,
napmin 14614 ynaoeox, 2eden do 31.08.2021, npouseodemea Canexa Dapmacviomuxanc a.c., Croeayian
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 1 00, 920 27 Hlohovec, Slovak Republic, xo0 OKIT/2
21.20.10.110, koo TH B3J] 2936280000, xonmparxm Ne 250/40056192/F-2 om 20.10.201 0, urneotic Ne
9085310442 om 23.10.2018

COOTBETCTBYET TPEEOBAHHSM
T NO14485/01-150212 usm. Ne 1-5

AEKAAPAITMA ITPHHATA HA OCHOBAHMHA
npomoxon ucrimanui Ne 3132 & om 30.10.2018 HJT 000 HI] "®APMOFOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 QJT40, Cepmugpuxam POCC SK. OM08.C26379 om 30.10.2018

JATA HIPUHATAS AEKTIAPALIAH 30.10.2018
AEKTAPANIAS] JEMCTBUTEIBHA 10 31.08.2021

Crenanos C.C.
O.H.0

CBEJEHUS O PEF'UCTPALIA

OPTAH 11O CEPTUDPMKALIAHN, 3APEI'HCTPHPOBABINHIL JEKJIAPATINIO

RA.RU. 11DPMO8 OPIAH IO CEPTHOHKALIHH HPONYKIHH OFI[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH HEHTP KOHTPOJII KAYECTBA "

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana Ro
cepmugpurayuu: 115280, POCCHA, 20pod Mocxea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ge6-
catim. oyxr.peh.

AEKJIAPATIHS] O COOTBETCTBUM 3APEI'UCTPHPOBAHA N POCC RU A-SK.PMO8.A.05801/18
AATA PEMCTPAITHM 30.10.2018

Hunenxo UB.
Pyxorogurens OC




SANOFI

Caneka ®apmacsloTukanc a.c., Crosalkas Pecny6anka

Hurpnancka 100, 920 27 Mnarosen

CEPTHOUKAT AHAJIU3A

Jaiihesnt, Kancyasr, 400 mr Ne 30

Jara wsrorosnenus: 26/09/2018

Cepus: 3270918

Tonen no: 31/08/2021

HIING14485/01-150212 n3zm.Nel-5
Toxkazarenn Hopmmi Pesynsrarsi
Onncanne KpacHble,oBanbHbIE Kancymh), 3anonHeHHbIE CooTrercreyer
MPO3PAYHOMN, CBETIO-KENTOH MacNIHHCTOR
PKMIKOCTEIO
Cpeannas Macca 3amoaseHns oo xamcynor 0,430+ 59% 0421 r
OTKIOHEHHS 0T MACCHI 3aT0.THeHUNA B 20 He menee 18 kancya + 7,5 % Coorsercreyer
Kancyaax i1 He Oonee 2 kancyin + 15 %
acnaaaeMocTh He Gonee 15 mun 4 MuH
(B MCKYCCTBEHHOM KETYA0UHOM COKe)
OJTHHHOCTL — [IBETHAs PEaKikA
okodepona auerar 1losiBeHHE OpaHKEBO-KPACHOTO OKPALIMBAHMA Coorserctyer
OAJARKHOCTE ~ TCX
okodepona anerar M aeHTHYROCTL XpoMaTorpaMm Coorsercrayer
OAJHHHOCTD
Kpacurens Pybop mnynuoemii 4R (E 124) HMaeHTHuHoCTS XpoMaTorpamm CootBercrayer
HCJROTHOE YRCIA0 He 6onee 2,0 mr KOH/r 0,06 mr KOH/r
Ko/nuecTeennoe ofpenenenne (B3XX)
- Metwinapabena He menee 0,101mr u He Gonee 0,123 mr 0,114 mr
- Toko(pepona anerara He menee 0,3800 r n He Sonee 0,4200 r 0,3938 r
MukpoSnoiorayeckan 4yHCTOTA '@ X1H, kareropus 3A
- OBee uncno aspobHLix GakTepu He 6onee 10° KOE/r; 0 KOE/
- Obuee uneno rpubos He Gonee 10?2 KOE/r; 0 KOE/r
- Oreyrersue E, coli Orcyreteue B 1 1 OrtcyTeTayer
Turpumetpus  CeoSoausiii Tokodepon He Gonee 1,0 % 0,09 %

3AKJHOYEHHUE: CooteetcTByet TpeGoBanusaM CHEelHPHKALUH.

37€eCh s MOATBEPIKAAIO, UTO IIPHBEACHHAS BBIIIC WH(pOPMaLnA SBISCTCH NPABHILHOH H Tounol. Jlannas
CCPHA TIPOJYKTa MPOM3BCAEHA, BKIIOUAs YNAKOBKY/MAapKMPOBKY M KOHTPONb KauecTBa, Ha YKazaHHOi
HIDKE NpPOM3BOJCTBEHHOM NJIOMIA/IKE B TOJHOM COOTBETCTBHH TpeGoBaHHMAM GMP  MecTHOro
PETHCTPAMOHHOTO Oprata ¥ 3apErMCTPHPOBAHHON HA PBIHKE CTpAHbI-HMIOpTEpa cnenubuKanmy uiu
HOPMATHBHOH JOKYMCHTAUMH HA NPOXYKT JUI HCCIELYEMBIX MeTHHMHCKHX IpenaparoB. 3amucu

IPOH3BOACTBEHHOIO Tpolecca,
Tpedoranmsm GMP.,

Pemrenue: Bruinymen 18/10/2018

YIO3KOBKH H aHalld3a NPOBEPCHE H NPH3IHAHLI COOTBETCTBYIOLHHMH

VnoliHoMoueHHO® muno: Farkasova Emilia

AQ «Canochm Poccuss

Agpec: 125009, Mocksa, yn. Teepckan, 22 Ten.: (495} 721-1400. ®akc: {495) 721-1411. www.sanofi.ru
Crpanyna 1 u3 1
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Product LIFEVIT 400 mg
Product number 12004760 Barch LIMS HYI 649628
Bateh number 3276918 Released quantity 14614  PACKS
Dosage strength 400 mg
Dosage form capstles
Puackaging size 30 cps Date of analysis 17.10.2618
Mamifacture date 26.09.2G18 Specificaiion PN Q14485/01-150212
Expiry date 31.08.2021 Marketing authorisation P NO14485/401
Importing country Russia No.
Test Limits Results
Appearance a B |
Description red oval capsules,the capsule fiil complies
is clear slightly yellow il
Average mass filling of 1 cps. 0.409 2100452 ¢ 0421 g
Mass variation 18720 cps. + 7.5 %, complies
220 cps. = 15 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 4 min
juice
ldentification TLC
Tocopherol acetate identical Rf positive
Identification - colour reaction
Tocopherol acetate orange-red colour is produced positive
Identification
colour Rubor ponceau 4R tdenticai Rf positive
(E-124}
Acid value NMT 2.0 mg KOH/g 0,06 mg KOH/
Content HPLC
Coentent of tocopherol acetate 0.3800 g 10 0.4200 g 0.3938 ¢
in 1 caps.
Content of methylparabene 0.101 mgto 0.123 mp 0714 mg
in 1 caps.
Microbiological purity
- GF X111, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFU/g
Total Fungi NMT 160 CFl/g 0 CFU/g
Absence of Escherichia coli absentin 1 g absence
Free tocopherol NMT 1.0 % 0.09 %
Conformity with the specification.
Saneca Fharmaceuticals 5.6, - Nadanska 100 820 27 Hichoves - Slovenska republing
Tel («471)337RE 1310, Fax (42733 GO0 Eomsd sanecasanela com - www $2060E Lo
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26092018
31.08.2021
Russia

Manyfacture dure
Fapiry date

Importing country Ao

Product LIFEVIT 460 mg

Product number 12004760 Barcd LIMS HI7 645628

Batch number 3270918 Released guantin 14614  PACKS
Dosage strengeh 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 17.10.2018

Specification
Marketing avthorisarion

PN 014485/01-150212
P NO14485/01

U hereby confirm that the above information is authentic and accurate,

This batch of product has been manufactured including packaging

and quality control at site fully operating in conzpliance with EU GMP requirements, the local Regulatory Authority and the markeling
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,

Release for sale

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL §59/13-2
GMP Certificate No @ S8K/009v/2017

Certified by QP: Farkadova Emilia { /f/ f
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Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13.2
GMP Cenificate No ; SK/009v/2017

Certified on: 18.10.2018
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