JEKJIAPAITASI O COOTBETCTBUH

AEKJIAPAHT, HIPHHAMAIONIHIA JEKJIAPAITAIO O COOTBETCTBHAU

AO "Canogu Poccus”

Ceedenun o pezucmpayuu opzanuzayun; Mescpaiionnasn urcnexyun Dedepanvroii narozoeoi cayxcbor Ne 46 no
2. Mockee 01.01.2008, OFPH 1027739079940, dama npuceoenun OFPH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepckan, 8. 22. Teneghon/dparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnuiii dupexmop Mownaic O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocme 6/n om 01.12.2017

3ASABISIET, YTO

Jrexapcmeennoe cpedcmeo: Jaiigesum, kancyav 400 mz 30 wm., gnaronv (1), nauxu xapmonnvie, PY Ne IT
N014485/01 om 14.10.2011 (dama samenvt 23.04.201 8) evtdano AO "Canoghu Poccus", cepun 3311018,
napriun 14658 ynarosox, 200en 0o 30.09.2021, npouseodcmea Canexa Papmaceronuranc a.c., Chosayras
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska | 00, 920 27 Hlohovec, Slovak Republic, koo OKIIT2
21.20.10.110, ko0 TH B3/ 2936280000, xonmpawm Ne 250/40056192/F-2 om 20.10.20] 0, ungoiic Ne
9085310860 om 25.10.2018

COOTBETCTBYET TPEGEOBAHHSIM
1 IIN0O14485/01-150212 uzm. Ne 1-5

i AEKJIAPATIASA XIPUHATA HA OCHOBAHIH
il npomoxon ucnvimanui Ne 3226 ¢ om 01.11.2018 HIT 000 HI] "@APMOBOPOHA", ammecmam
i axxpeoumayuy POCC RU.0001.21DJ140, Cepmugpuxam POCC SK. OM08.C26627 om 01.11.2018

| AATA DNPHHSATHS AEKJIAPAIIAN 01.11.2018
| PALAST TEHCTBUTEILHA A0 30.09.2021

Crenanos C.C.

ApfcE OH.0

CBEAEHMS O PETUCTPAIIA

OPTAH I10 CEPTUQUKAITMH, 3APEI'HCTPAPOBA BIN It JAERJIAPAITHIO

| RA.RU.11PM0O8 OPIAH ITO CEPTHOHKALIHH HTPONYKIHH OBLIECTBO C OTPAHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [IEHTP KOHTPOJII KAYECTBA "

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmepuoea, 0. 4, am. 5, nom. I, kom. 1, adpec OpEana no

|| cepmugurayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmeproea, 9. 4, am. 5., men.:(495)788-02-88, eef-
caiim: oyrxr.pe.

AEKTAPATIAS O COOTBETCTBHM 3APETMCTPUPOBAHA M POCC RU HA-SK.DM08.A.06075/18
JATA PETHCTPAXIAHA 01.11.2018
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SANOFI

Caneka @apmaceroTHkanic a.c., Croeaukas PecnyGnuxa

Hurpnancka 100, 920 27 I'narosen

CEPTHO®HUKAT AHAJIH3A

Jlaiidesnr, kancy.bl, 400 mr Ne 30

Jara nsrorornenns: 03/10/2018

Cepus: 3311018

Tomen no: 30/09/2021

HJANO14485/01-150212 u3m.Nel-5
[Mokazarenn Hopmbt PesynbTarhs
Omucanne KpacHble,0BanbHBIE KANCybl, 3a[10/HEHHbIE CooteeTcTRYET
NPO3PAYHOH, CBETIIO-KEITON MaCTIHUCTON
OKHJIKOCTBHIO

Cpennsist Mmacca 3anoTHEHEA 0aNOM kancyawt 0,430r+£5% 0422 ¢
OTKI0HEeHHA 0T MaCChI 3aH0JHEN S B 20 He menee 18 kancyn = 7,5 % CoorpetctByeT
KANCYaax i He Goaee 2 xancyn = 15 %
Pacnanaemocts He Gonee 15 mun 4 MUH
(B MCKYCCTBEHHOM JKENyA0MHOM COKe)
TloANMHHOCTE —~ LBETHAA peaKums
Tokodepona anerar [MoaBneHKe opaHkeBO-KPacHOTO OKpALLIHBAHHS Coorsercreyer
Hoammusocts — TCX
Toxodepona aterar W IeHTHYHOCTE XpOMATOrpaMM CooTBeTCTBYET
MogaAHAOCTE
Kpacurens PyGop nyruosii 4R (E 124) nenTuanoCTh XpOMaTOrpamm CootBetcTByeT

HCIAOTHOE MHCI0 He Gonee 2,0 mr KOH/r 0,05 mr KOH/r
KosnuecrBennoe onpeaeaenne (B3XKX)

- MeTunnapaberna He menee 0,101Mr 1 ne 6onee 0,123 mr 0,106 mr
- Tokodepona aleTara He menee 0,3800 r u "e Gosee 0,4200 ¢ 0,3914r

MuKpoGHOJOTHYeCKAS] THCTOTA I'® X1, kateropus 3A
- Obee yncno aspobHbIX Gakrepun He Gonee 10° KOE/r; 0 KOE/r
- Ob1ee yHcso rpuboR He Gonee 10? KOFE/r; 0 KOE/r
- Orcyrersie E. coli OrcyreTBHe B 1 1 OtcytcrByer

Turpumetpnsn  CroGoamsiit Toxodepon He Sonee 1,0 % 0,07 %

3AKIIFOYEHHUE: CoorpercrayeT TpeGoBaHHAM CienupHKALHN.

3mech s MOATBEPIXAAIO, YTO NPHBEACHHAS BhIIle HEGOPMANHS ABIAETCH IIPAaBHIIBHON M To4HOI. [annas
CEpHA NPOAYKTA [POM3BC/IEHA, BKIIOYAs YIIAKOBKY/MAPKHPOBKY H KOHTPOJIb Ka4ecTsa, Ha YKa3aHHOM
HHJKE DUPOW3BOACTBEHHOH IUIOMIAJKE B [OJHOM COOTBEICTBHH TpeGopanmaM GMP wmectHoro
PCTUCTPALIHOHHOTO Oprana M 3apeTHCTPHPOBAHHON HA PBIHKE CTPAHBI-MMIOPTEPA CHEUH(UKALUH WK
HOPMaTHBHOH JOKYyMCHTALMH Ha NPOAYKT ANA HMCCHCLYEeMBIX MEIMIMHCKHX NpEenapaToB. 3amuch
NPOM3BOACTBCHHOIO MPOLECCE, YNAKOBKM M aHANM3Aa NPOBEPEHBl H IPH3HAHBI COOTBETCTBYIOMIMMH

TpeboBannam GMP,
Pemenue: Bemymien 23/10/2018

AApec: 125008, Mockea, yn

YnonHOoMoYeHHOe AM10: Holickova Jarosiava

AQ «Canodm Poccna»
Teepckan, 22. Ten.: (495) 721-1400. daxc: (485) 721-1411. www.sanofiru

Crpanuua | us 1
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Certificate of analysis

Product LIFEVET 400 mg
Product mamiber 12004760 Barch LIAMS HE 649765
Batch aumber 3311018 Released quaniin 14 658 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Dare of analysis 22.10.2018
Manifacture dare 03.10.2018 Specification PN O14485/01-150212
Expiry date 30.09.2021 Marketing authorisation P NO14483/01
Importing couniry Russia No
Test Lintits Resuits
Appearance )
Description red oval capsules,the capsuie fill complies
is clear slightly yellow oil
Average mass filling of T cps. 0409 gto 0452 g 0422 ¢
Mass variation 18/20 cps. = 7.5 %, complies

2720 cps. + 15 % from
determined average mass

Disintegration in artificial stomach NMT 1S min 4 min
juice
ldentification TLC
Tocophero! acetate identical RT positive
Edentification - colour reaction
Tocopherol acetate orange-red colour is produced positive
Identification
colour Rubor poneeau 4R identical R positive
(E-124)
Acid value NMT 2.0 mg KOH/g 0.05 mg KOM/g
Content HPLC
Content of tocopherol acetate 0.3800 210 0.4200 ¢ 0.3914 ¢
in | caps.
Content of methylparabene 0.101 mg 0 0.123 mg 0.106 mg
in 1 caps.

Microbiological purity
- GF X1, category 3A

Total aerobic bacteria NMT 1 000 CFilig O CFU/g

Total Fungi NMT 100 CFU/g 0 CFU/g

Absence of Escherichia coli absentinleg absence
Free tocopherol NMT 1.0 % 0.07 %

Conformity with the specification.

Saneca Pharmaceuticals a s. - Nitrignska 100 - 820 27 Hichover - Siovensks repubika
Tel (2421133 736 1111 Fax (+421; 33 730 OBR0. E-marl sanecatisanecs com - www Sanecs com
IO 48 833 325 - 10 DPH SKI023565847 - Talrs kA 8 - C 0 2R2{123436:1100
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Certificate of analysis

Product LIFEVIT 400 mg

Product number 12004760 Beatch LINIS T 645765

Batch mumber 3311018 Released quanting 14658 PACKS
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 eps Date of unalysis 22.10.2018
Manyfacture dare 03.10.2018 Specification PN 014485/01-150212
Expiry date 30.09.2021 Marketing aiehorisation P NO14485/G1
fmporting coumry Russia Ne.

[ 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 compliance with EU GMP requirements, the local Regulatory Authority and the marketing
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: Quality control and release site;
Saneca Pharmaceuticals a.s, Nitrianska 100 Sancca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Stovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13.2
GMP Certificate No : SK/000V/201 7 GMP Certificate No : SKA009V/2017
Certified by QP: Holitkova Jaroslava Certified on: 23.10.2018
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Saneca Pharmaceuticals a.s. - Nitignsha 106 - 920 27 Hichover - Stovenska republina
Tel (+421) 33 736 1111, Fax. {+421) 33 730 0880 E-mad. sanecaflSansca CoOm - www SARECE Com

iCG 46 835 323 - 16 DFK SKz023599842 - Takabanka s - ¢ 0 2820123818:9100

Dberemany tngnter Ghemsritas witls Yeenen Oddnd Sa Siskhs biaia e




