AEKJIAPAIISA O COOTBETCTBHH

AEKJAPAHT, NIPUHUMAOIIHIA IEKJAAPAITAIO O COOTBETCTBUH

AQ "Canogu Poccun” .

Ceedenun 0 pezucmpayuu opeanusayuu: Mescpationnan uncnexyun Qedepansioti Haro20601 cayaicber Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus. O PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22. Tenegpon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I' eneparvnblii dupexmop Mowuoic O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASABJIAET, YTO .
aexapcmeennoe cpedcmeo: Jlaigesum, xancymvr 100 mz 30 wm., graxowi (1), nauxu xapmonnvte, PY Ne I

NO14485/01 om 14.10.2011 (dama samenvt 23.04.2018) svidano A0 "Canogu Poccun”, cepusn 3030918,
napmus 22270 ynaxoeox, 200en o 31.08.2021, npouzeodcmsa Canexa Capmacsiomuxanc a.c., Croeayxas
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIA2
21.20.10.110, ko0 TH B3 2936280000, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085310741 om 25.10.2018

COOTBETCTBYET TPEBOBAHHSIM
| 11 N014485/01-150212 uam. Me 1-5

| AEKJIAPATTAA ITPMHSTA HA OCHOBAHUHA
npomoxon uchsimanuti Ne 3174 @ om 30.10.2018 HJT 000 HIJ "®APMOFOPOHA". ammecmam
| axxpedumaruu POCC RU.0001,21 JI40, Cepmugruxam POCC SK.dOMO8,.C26397 om 30.10.2018

| AATABPHHATHS TEKIAPAIIAH 30.10.2018
| IEKIIAP: HICTBATEJLHA 10 31.08.2021

/% Crenanos C.C.
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A% :
CBEJEHMS O PETUCTPAIININ

Caugaplpr Foccss
F?%@JSEKEE
| OPTAH IO CEPTHOHMKAIIIH, 3APEFHCTPHPOBABII I JEKNAPALIATO
| RA.RU.11>MO8 OPTAH IIO CEPTHOHKAIIHH TPOAVKIIUH OFU[ECTBO C OI'PAHHYEHHOMH
OTBETCIBEHHOCTBIO "OKPYXHOH LJEHTP KOHTPOJIA KAYECTRA",
| adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I xom. 1, adpec opzana no
|| cepmugpurayuu: 115280, POCCHA, 20po0 Mocxea, yn. Macmepxoea, 9. 4, sm. 5., men..(495)788-02-88, geb-
| caiim: oyxw.peh. -
| AEKJIAPAIIMA O COOTBETCTBHH 3APEI'HMCTPHPOBAHA N POCC RU HA-SK.OM0O8.A.05825/18
| HATA PETHCTPAITAM 30.70.2018 ’
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Canexa ®apmacpiotukaic a.c., Crosatxas PecriyGnnka
Hurpuancka 100, 920 27 I'narosen

CEPTRO®UKAT AHAJTH3A
Jaiidesnt, Kancyasnl, 100 mr Ne 30

Jarta uzrorornenus: 12/09/2018
lonen mo: 31/08/2021
Cepusa: 3030918

HJIN0O14485/01-150212 u3m.Ne 1-5

TTOKA3ATEJIN HOPMBI PE3YJLTATHI
Onucanue KpacHble, OBaBHBIC KaNCyJibl, 3a110JIHEHHbIE CooTseTCTRYET
Npo3pauHol, CBETIO-KENTOH MACIISTHUCTORM
JKHAKOCTBIO
Cpennsasa macca 3ano/iHenns oqHoi 0,1075r+: 5% (0,1033r
KRCYJIbI
OTtxnonenns or macen! 3anoHenns 8 20 |He menee 18 xancyn + 10 % CoorseTcTBYET
KancyJiax u He bonee 2 kancyn + 20 %
PacnagaeMocTh He 6onee 15 mun 4 MuH

(B HCKYCCTBEHHOM XKETYJIOUHOM COKe)
IlonsmunocTs — UBETHaS peakuna

- Toxodepona auerar Togenrenue opamxero-kpacHoro okpammnsanus | CooTeeTCTBYET
Moananunocts — TCX
- Tokodepona auerar MnieHTHYHOCTL XpoMaTOTrpaMm CooteetcTRYeT
HoanuuHoCTH
- Kpacurens Pybop nynuoseiii 4R (E 124) | Mnertudgnocts XpoMaTorpamm CooteercTBYET
Kncinornoe uncao He 6onee 2,0 mr KOH/r 0,04 Mr KOH/r
KoanyecTeennoe onpenenenne (B3XX)
- MeTHAnapabeHa He menee 0,044 r u ve 6onee 0,054r 0,049 mr
- Tokohepona anerara He menee 0,0950 r u ne Gonee 0,1050 r 0,0984 r
Muxpo6uonornyeckas YHCTOTA Fd X1, xareropus 3A

- Ob1uee uncno a3pobHBIX GakTepun He 6onee 10° KOE/r; 0 KOE/r

- O6mee unco rpubos He 6onee 10° KOE/T; 0 KOE/r

- Oteyrerene E. coli Orcyreteue B 1 1 CootsetcTRyer
Turpamerpusa
- cBo00aHbIA TOKOGEpoT He 6onee 1,0 % 0,10 %

3AKJIIOYEHHE: CootBercTByeT TpeGoBaHHaM clieubyKaluH.

3neCh s MOATBEPKAAIO, YTO IPHBEICHHAS BhILe HHGOPMALMA SBIAETCS IPABHIBHOM U TouHoH. /{aHuas
CepHs IPORYKTA IIPOM3BE/EHA, BKIIOYAS YIAKOBKY/MAPKUPORKY ¥ KOHTPOJb KA4YeCTBa, HA YKA3aHHOM
HIDKE [POM3BOJCTBCHHOH IUIOINAJKE B HONHOM COOTBEeTCTBHM TpebopammsM GMP MecTHoro
PETHCTPAllHOHHOTO OpraHa W 3aperHCTPUPOBAHHON Ha PHIHKE CTpaHBI-UMIIOpTEpa Clieln(UKaNN KX
HOPMATHBHOH JOKYMEHTAUMH Ha NPOIAYKT IS MCCIe/yeMbIX MEJHIMHCKMX NPENAPATOB. 3alHcH
HPOU3BOJCTBEHHOIO NPOLECCa, YNAaKOBKH ¥ aHAM3a NPOBEPEHBI H HPH3HAHBI COOTBETCTBYIOMIMMH
Tpebosanusm GMP,

Peuienue: Brmymen 23/10/2018 YnonsoMouenHoe muio: Farkasova Emilia

AD «Canothn Pocena»
Agpec 125008, Mocka. yn. Teepckan, 22. Ten.: (495) 721-1400. ®axc: (495) 721-1411. www sanofi.ru
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Certificate of analysis

Identification TLC
Tocophero] acetate
Edentification - colour reaction
Tocopherol acetate
identification
colour Rubor ponceau 4R
(E-124)
Average mass filling of 1 cps.
Mass variation

Disintegration in artificial stomach
juice
Acid value
Content titration
Free tocopherol
Micrebiological purity
- GF XHI, category 3A
Total acrobic bacteria
Total Fungi
Absence of Escherichia coili
Content HPL.C

Content of tocopherol acetate
in b caps,

Content of methylparzbene
in 1 caps.

Product EIFEVIT 100 mg
Product mimber 12004759 Barch LIMS 1 644468
Baich number 3030918 Released quantiny 32270 PACKS
Dosage sirength 100 mg
DBasage form capsules
Packaging size 30 ¢ps Daie of analysis 15.10.2018
Mumtacnere date 12.09.2018 Specification P NO14485/Q1-1502142
Expiry date 31.08.2021 Markering authorisation P NO14485/01
Impaorting country Russia No

Test Limits Results

Appearance -

Description red, oval capsules the capsule complies

fill is clear slightly yellow oil

identical Rf positive
orange-red colour is produced positive
identical Rf positive
0.1021 g100.1129 ¢ 6.1033 g
18/20 caps. & 10 %, complies

2/2¢ caps. £ 20 % from
determined averape mass

NMT 15 min 4 min

NMT 2.0 mg KOH/g 0.64 mg KOH/g
NMT 1.0 % 0.10 %

NMT | 600 CFU/p, 0 CFli/g

NMT 106G CFU/g 0CFU/g
absentin 1 g absence
0095010 0.1650 g 0.0984 g

0.044 mg to 0.054 mg 0.049 myg

Conformity with the specification.

Saneca Pharmaceuticals a 5. - Nawanska 100 - 920 27 Hiokovee - Slovenska reputlika

Tel (#4623 33 750 1735, Fan {1427

33750 0090 E-mizd saneceflsancos com - www SaNeca com

rEbanka a6 ~ € G 292017249800
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Certificate of analysis

Product LIFEVLT 140 mg

Product number 120414759 Barch LINIS HY 649468

Beaeh number 3030918 Released gquantiny 22270 PACKS
Dosage strengih 100 mg

Dosage form capsules

Packaging size 30 eps Dute of analysis 15.10.2018
Manufaciure dare 12.09.2018 Specification P NO1448501-150212
Fxpivy dare 31.08.2021 Marketing authorisation P NO14485/01
Imporiirg counry Russia No.

Vhereby confiem that the above information is authentic and accurate, This baich of product has been manufactured including packaging
and quality control at sile fuliy operaling in compliance with £1; 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 1o be in
compliance with GNP,

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovece, Slovak Republic 92G 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : V0 (59/13-2
GMP Centificate No : SKAGO9V/2017 GMP Certificate No : SK/009V/2017
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Certified by QP: Farkasova Emilia  ~ ’K; ‘
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Certified on: 23102018

Saneca Pharmaceuticals a.s. - Niviangke 100 - 620 27 Hioligvec - Slovensha repubilika
TEL G233 730 1301, Faxn {+421) 33 740 G650, E-mail, EENECE{USANELH . COM - WikW. S51ECE COMm
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