IEKJIAPAITSI O COOTBETCTBHM

MEKJAPAHT, IPUHHMAKOIN W JEKJIAPAITHIO O COOTBETCTBUH

AQO "Canogru Poccua®”

Ceedenun 0 pezucmpayu opzanuzayuu. Mesicpatlonnan uncnexya @eaepanbuou Hanoz080H cryschst Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npucsoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Terepon/arc: 8 (495) 721-14-00/ 721-14-11

B nuye: lenepansuutii dupexmop Mownoic O.4.

Hogepennoe nuyo: Cmenaroe C.C., dosepennocme 6/n om 01.12.2017

3ASIBJIAET, YTO

nexapemeentoe cpedcmeo: Jlatipesum, kancymor 400 mz 30 wim., gnaxonet (1), nauxu xapmonnwue, PY Ne IT
N014485/01 om 14.10.2011 (dama samenvi 23.04.2018) swidano AQ "Canogpu Poccun”, cepun 3240918,
napmus 14640 ynaxosok, z00en 60 31.08.2021, npouseocdcmsa Canexa Papmaceiomuranc a.c., Cnosayxas
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII/2
21.20.10.110, koo TH B3] 2936280000, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic ANe
9085310442 om 23.10.2018

COOTBETCTBYET TPEBOBAHUAM
ITNO14485/01-150212 uzm. Ne 1-5

JEKIAPATTAA IIPHHSITA HA OCHOBAHUN
npomoxon uchsimanuii Ne 3129 & om 30.10.2018 HJI OO0 HI] "OPAPMOEOPOHA", ammecmam
axxpeoumayuy POCC RU.0001.21DJI40, Cepmugpuram POCC SK.®M0O8.C26376 om 30.10.2018

,I[ATA DPHHATHN JEKTAPANIIM 30.70. 2018
IIEKJIAPAIJ,HH )IEﬁCTBI/ITEJH)HA HO 31.08.2021

Crenasnos C.C.
Chb O H.O

 dexnapaui

CBEAEHMSI O PE'MCTPAITIMU

OPI'AH ITO CEPTHO®HKAITAN, 3APECHCTPHPOBABINHH AEKJIAPATHIO
RA.RU.11 M08 OPIAH 11O CEPTHOHKAIHHA ITPONVKIHH OBIHECTBO C OI'PAHHYEHHOH
| OTBETCTBEHHOCTEIO "OKPYKHOH I[EHTP KOHTPOJIT KAHECTBA",
adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
| cepmugpuxayuu: 115280, POCCHA, zopod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
| caiim: oyxx.p.
| JEKJIAPAIIHA O COOTBETCTBHAH 3APETHCTPHPOBAHA M POCC RU J-SK.®PM08.A.05798/18
AATA PELMICTPAYINH 30.10.2018
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SANOF]

Canexa QapmacsioTikanc a.c., Crosaikas PecnyGanka
Hurpuancka 100, 920 27 'narosen,

CEPTHOHUKAT AHAJIA3A
JaiidepnT, Kancy.asl, 400 mr Ne 30

Harta waroroenenus: 20/09/2018 Tonen no: 31/08/2621
Cepus: 3240918

HANO014485/01-150212 uzm.Nel-5

Ilokazarenu Hopmel PeaynbTarsl
Ounpcanne KpacHsle,0BaNbLHBIE KAIICYJbE, 3a1I0JIHEHHbIE CootBercTBYET
NPO3PAYHOH, CBETIIO-KEATON MacnAHHCTOH
SKHIAKOCTBIO
Cpensss macea 3ano;JneHns oxoii kancyasl 0,430r+=5% 0,428 r
OTKIOHEHHH OT Macchl 3anoauenns B 20 He menee 18 kancyn £+ 7,5 % CootsetcTBYeT
Kancyaax 1 He Honee 2 kancyn = 15 %
Pacnapaemoctb He Gonee 15 mun 4 MUH

(B MCKYCCTBEHHOM KENYAOUHOM COKE)

HMoaauuHOCTE - LBETHAA PeaKiius
Toxkodepona auerar TTosBrenHe OpaHXEBO-KPACHOTO OKPAlIHBAHHS CooTBeTcTBYET

MMoamunocTe — TCX

Toxodepona auerar HneRTH4HOCTE XpOMaTOTpaMM Cootsercrayer
HoammarocTs
Kpacurens Pybop myruossiii 4R (E 124) M esTiyHOCTL XpoMaTorpaMm CooTreTcTYET
Kncxornoe wneno He 6onee 2,0 mr KOH/r 0,04 mr KOH/r
Koauuecreennoe onpeaeaense (B3XX)
- MeTuanapabeHa He menee 0,101mr v we Gonee 0,123 mr 0,103 mr
- ToKo(epona alerara He menee 0,3800 r u ne Gonee 0,4200 r 03898 r
Muxpoduonornyeckas 4HCTOTA I'® XIII, kareropus 3A
- Obmee uneno aspobHbIX BakTepuu He Gonee 10° KOE/r; 0 KOE/r
- Obwee uucno rpudoB He Gonee 102 KOE/r; 0 KOET
- Otcyrersue E. coli Orcyrersue B 1 v OtcyTeTBYET
Turpumerpiigs  Crobonurnii Toxkodepon He Gonee 1,0 % 0,11 %

SAKIMOYEHHE: CootBercTByeT TpeOORaHASIM CIIEIH(HKALHAN.

30ech s MOXTBEPXK/IAI0, YTO IPHREICHHAS BhIlle HHGOPMAIIU ABJISETCA MPAaBHIBHON M ToUHOH, J{annas
CEpusl MPOJAYKTa NPOU3BEICHA, BKIIOYAs YHIAKOBKY/MapKHPOBKY M KOHTPOJhL Ka4eCTBa, HA YKA3aHHOM
HYKE TIPOM3BOJICTBEHHOH IUIOWIAAKE B IOMHOM coorgerctBuM TpeGoanusM GMP  MectHoro
PEryCcTPpallMOHHOrC opraga M 3apeTHCTPUPOBAHHON HA PhIHKE CTPaHBLI-HMIIOPTEPA CHELH(HKAME HiIH
HOPMaTHBHOH HOKYMEHTAUHH Ha TIPOAYKT A HCCHEAYEMBIX MENMIMHCKMX IIPElaparoB. SanucH
IIPOM3BOJCTBEHHOTO IIPOIECCa, YIAKOBKH ¥ AHANH3A NPOBEPEHBl H MPH3HAHEI COOTBETCTBYIOLIMMH
TpeboranusM GMP.

Pemrenue: Bemymen 16/10/2018 VnonromouenHoe muno: Holickova Jaroslava

AG «Canodu Pocouan
Agpec: 125008, Mocksa, yn, Teepckar, 22. Ten.: (495) 721-1400. ®ake (485) 721-1411. www.sanofi ru
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Certificate of analysis

Saneca

P
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Product LIFEVIT 400 mg
Product number 12004760 Barch LIMS HI' 649507
Batch munber 3240918 Released quantity 14640 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Darte of analysis 15.10.2018
Mamufacture date 20.09.2018 Specification PN 014485/01-150212
Expiry date 31.08.2021 Marketing authorisation P NO14485/01
Importing country Russia Ne.
Test Limits Results
Appearance
Description red oval capsules,the capsule fill complies
is clear slightly yellow oil
Average mass filling of | cps. 0409 to0.452 g 0428 ¢
Mass variation 18/20 cps. £ 7.5 %, complies
2/20 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
Tocophero! aceiate orange-red colour is produced positive
1dentification
colour Rubor ponceau 4R identical RT positive
{E-124)
Acid value NMT 2.0 mg KOH/g 0.04 mg KOH/g
Content HPLC
Content of tocopherol acetate 0.3800 210 0.4200 ¢ 0.3898 ¢
in 1 caps.
Content of methylparabene 0.101 mgto0.123 mg 0103 mg
in 1 caps.
Microbioclogical purity
- GF XIII, category 3A
Total acrobic bacteria NMT I 000 CFU/g 0 CFU/g
Total Fungi NMT 160 CFL/g 0 CFll/g
Absence of Escherichia coli absentinl g absence
Free tocopherol NMT L0 % 0.11 %

Conformity with the specification,

Saneca Pharmaceuticals a.s. - Miloansgka 100 - $20 27 Hishaves - Siovensks repubiiha
Tel {+421333 736 1111 Fax (+421) 32 730 0890 E-nail. sanecafissnecs om - www saneca com
10O 46 833 323 - 1C DPH SK2023589842 - Tawabanka z & - & U 2020123416/1100

Ghobewby togestion Ohissneboe wda Tinava Gl 5o Vindha foks 106047
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Certificate of analysis

Product LIFEVIT 400 mg

Product number 12004760 Barch LIMS HI? 649507

Batch number 3240918 Released guantity 14640 PACKS
Dosage strength 400 mg

Daosage form capsules

Packaging size 30¢cps Date of analysis 15.10.2018
Manufacture date 20.09.2018 Specification PN 014485/01-150212
Expiry date 31.08.2021 Marketing authorisation P NO14485/01
Importing country Russia No.

Uhereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality conirol at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and  the marketing
awthorisation of the importing country. The baich 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 Saneca Pharmaceuticals a.s, Nitrianska 100
520 27 Hlohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/]3-2
GMP Certificate No : SK/009V/2017 GMP Certificate No - SK/O09V/2017
Certified by QP: Holickové Jaroslava Certified ¢n: 16.10.2018
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Saneca Pharmaceuticals a.s. - Milrianska 100 - 820 27 Hiohovee - Slovensha tepubiha
Yel (+421)33 736 1117 Fax (+42%) 33 730 0590, E-mail: saneca@eanens com — www 5aneca com
IS0 48 £35 323 - 10 DPM SK2023589642 - Tarsbanka 2s ~C g 2820123018100
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