AEKJTAPAITMST O COOTBETCTBUM

HEKMAHT, DPAHUMAYOMI A JEKJTAPAIIIO O COOTBETCTBUHA
AO "Canoghu Poccus”

2 Mocxeé 01.01.2008, OF'PH 1027739079940, dama npuceoeniss OFPH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepcwasn, 9. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvnorii dupexmop Monaic O.A.

Hosepennoe auyo: Knoxoea F0.C., dosepernnocme 6/n om 01.12.2017

3ASIBJISIET, UTO

NEKAPCHIGERHOE CPedCngo: Jailpeeum, xancyasr 200 mz 30 wm., graronvl (1), nauxu xapmonnvie, PV Ne 11
NO14485/01 om 14.10.2011 @ama samens: 23. 04.2018) svidano AO "Canogpu Poccun”, cepus 3090918,
napnus 28800 ynaxoeox, zoden do 31.08.2021, npoussoocmea Canexa Papmacviomuxanc a.c., Crosayxas
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIT]2
21.20.10.110, ko0 TH B3] 2936280000, Konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085308658 om 09.10.2018

COOTBETCTBYET TPEBOBAHHSIM

1T NOI4485/01-150212 usm. Mo 1-5

AEKJIAPAIAS IIPHHATA HA OCHOBAHUH

npomoxon uchormanuti Ne 3000 o om 16.10.2018 HIT OO0 HI "PAPMOFOPOHA", ammecmam
akxpé@u:iraz;uu POCC RU.0001.21®J140, Cepmugpuram POCC SK. ®MOS.C25214 om 16.10.2018

KJIAPATIHINA 16.10.2018
CTBUTEJNBHA 10 31.08.2021

% Knoxopa 10.C.
/no;mucr. ®&H1.0

T

| ATA PELUC

CBEJIEHUSI O PET'MCTPAITUA

(4 CEPTHOMKAIWHY, 3APEFVICTPAPOBA BHITIL AEKJTAPAITHIO

i ( 8! OPIAHIIO CEPTH@IUHCAIJHH 1IPONVKIIHH OBIIECTBO C OI'PAHHYEHHOM
IHOCTBIO "OKPYIKHOH HHEHTP KOHTPOJIS KAYECTBA "

sayuu; 115280, 2. Mockea, yn. Macmeproea, 0. 4, 3m. 5, nom. I, xom. I, adpec opzana no

1

::115280, POCCHA, 20p0d Mocxea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-

10 COOTBETCTBHM 3APETHCTPUPOBAHA M POCC RU JI-SK. OMOS.A.04199/18
TA PECMCTPAIIAM 16.10.2018
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(DH l Hupenxo LB,
nogfcs Pyxosogutens QC

Ceedenus o pezucmpayuu opzanusayun; Meoicpaiionnan uncnexyus Qedepansnoii Hanoz060i cayocbor Ne 46 no




SANOFI

Caneka QapmachioTnkane a.c., Cnopaukas Pecnybnuka
Hutpuancka 100, 920 27 I'narosew

CEPTHO®UKAT AHAJM3A
Jaitgerur, kancyanl, 200 mr Ne 30

Hara uzrotopnenns: 12/09/2018
["oaen no: 31/08/2021

Cepus: 3090918

HI N014485/01-150212

ITOKA3ATEJH HOPMBbI PE3YJIBTATHI
Onucanne KpacHbie, osanbyble Karicynasl, 3anonHednsie | CooTeeTCTByeT
[IPO3PAYHOM, CBETJIO-KEATOH MacCHsaHUCTOlM
BKHAKOCTBIO
Cpeansas Macca 3ano0/IHeHAS 0HO# 0,215r+5% 0,211 r
KANICYJIb
Orxaonenus or maccni 3anoxnenns & 20 |18/20 kancyn = 10 % CooTeetcTRYET
KANCYIAX 2/20 kancyn £+ 20 %
Pacnanaemocth He Gonee 15 mMun 4 muH

(B HCKYCCTBEHHOM JKEJIYAOYHOM COKe)
TfoanrHHOCTE — NRETHAS Peakuus

Tokodepona anerar [losiBnenne opamxeBo-KpacHoro okpamueanua| CooTeeTcTByeT

Hogaaaroets — TCX

Tokodepona auerar HenmiqnocTs xpomaTorpamm CootseTcTBYET

MoaaumHOCTD

Kpacureas Py6op nynuogniii 4R (E 124)  [MaeHTHUHOCTL XpoMaTorpamMm CooteeTcTBYET

KRCJI0THOE YHCI0 He 6onee 2,0 mr KOH/r 0,04 mr KOH/r

KonnuecrBennoe onpeaeaenne (B3XKX)

- MeTHATIapabeHa He menee 0,065 r u ne Gonee 0,079r 0,072 Mr

- Tokoepona anerara He menee 0,1900 r 1 He 6onee 0,2100 r 0,1984r
MukpobHonorHIecKas YRMCTOER I'® X111, kateropua 3A

- Obwee yucno aspobHeix GakTepuu He 6onee 10° KOE/r; 0 KOE/r

- Obuiee uncio rpubor He Gonee 10° KOE/r; 0 KOE/r

- Orcyrereue E. coli Orcytetsne B I r CootBercreyer
Turpumerpus  Ceobonneiii Toxoteposn  [He Sonee 1,0 % 0,08 %

3AKJIFOUYEHHME: CooreeTcTByeT TpeboBanusM crienuduKaniu.

37ech 5 MOATBEPIKARIO, YTO IIPHBEJICHHAS Bbillte HH(OPMALMS ABISCTCH NPABIILHON H TOYHO.
JaHHas cepus mponyxTa Ipom3BeNeHa, BKIIOYas YIIAKOBKY/MapKUPOBKY H KOHTPOJB Ka4ecTBa, Ha
YKA38HHOH HIDKE INPOW3BOJCTBEHHOH IUIOIIAJKe B IIONHOM COOTBETCTBHH TpeGoBammaM GMP
MECTHOTO PErACTPAllHOHHOrO OpraHa M 3aperuCTPHPOBaHHOH Ha pHIHKE CTPaHB-UMOOPTEpa
CreuupUKaliy WIH HOPMATHBHOH AOKYMEHTAlMM HA NPOAYKT TS HCCHEAYEMBIX MEIMUMHCKHX
1PenapaToB. 3anucH IIPOM3BOACTBEHHOro MPOLECCa, YIAKOBKA U AHANM3A MPOBepeHb! M TIPH3HAHL
COOTBETCTBYIOIIMMH TpeboBaruaMm GMP.

Pewenne: Boinymen 05/10/2018 YnogHoMouyeHHOE I1HO: Holickova Jaroslava

AD «Canodu Poccuas
Anpec: 125008, Mockea, yn. Teepckan. 22. Ten.: (495) 721-1400. dake: (455) 721-1411. www sanofi ru
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Certificate of analysis

Product LIFEVIT 200 mg
Product mumber 12004758 Baich LIMS HIY 649018
Batch number 3090918 Released quantity 28 800  PACKS
Dosage strengih 200 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 05.10.2018
Manujaciure date 12.09.2018 Specification P NO14485/01-150212
Expiry date 31.08.2021 Marketing authorisation P NO14485/01
Importing country Russia Ne.
Test Limits Results
Appearance
Description red, oval capsules.the capsule complies
fill is clear slightly yellow oil
Identification TLC
Tocopherol acetate identical Rf positive
ldentification - colour reaction
Tocopherol acetate orange-red colour is produced positive
Identification
colour Rubor ponceau 4R identical Rf positive
(E-124)
Average mass filling of 1 ¢ps. 0204 pgt0 0.226 ¢ 0211 g
Mass variation 18720 caps. + 10 %, complies
2/20 caps. £ 20 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 4 min
juice
Acid value NMT 2.0 mg KOH/g 0.04 mg KOH/g
Free tocopherol NMT 1.0 % 0.08 %
Microbiological quality
- GF X111, category 3A
Total aerobic bacteria NMT | 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absentinl g absence
Content HPLC
Content of tocopherol acetate 0.1900 g10 0.2100 g 0.1984 g
in 1 caps.
Content of methylparabene 0.065 mg t0 0.079 mg 0.072 mg
in 1 caps.
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hichovec - Slovenska republisa
Teb (+421}33 736 1111, Fax (+421;
i€ DPH SK2D23550842 - Tawrabarka a s ~ € U 2920123418/1100

ICO 46 833 323 -

COARGENy wpstie Dnrestabe sode Tinave Gaday Sz \ioris feals 10101

33 730 0850, E-mail. sanecaibsaneca com - www SEneca com
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Saneca

[ P S
Pharmaceuticals

Product LIFEVIT 200 mg
Product number 120604758

Barch number 3090918

Dosage sirengih 200 mg

Dosage form capsules
Packaging size 30 ¢ps
Manufacture date 12.09.2018

Expiry date 31.08.2021
Imporiing counmry Russia

Baich LINS HY
Released quantity

Date of analysis
Specification

Marketing auihorisarion
No.

649018
28 860 PACKS

05.10.2018
P NO14485/01-150212
P NOT4485/01

I hereby confirm that the above information is authentic and accurate. This batch
and quality control at site fully operating in compliance with EU GMP requirems
authorisation of the importing country. The batch processing,

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/]13-2
GMP Certificate No : SK/G09V/2017

Certified by QP: Hohélﬁové Jar{is/[ava

5

Release for sale

of product has been manufactured including packaging
nis, the Jocal Regulatory Authority and  the marketing
packaging and analysis records were reviewed and found to be in

compliance with GMP.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic

Authorisation number :

VL 059/13-2

GMP Certificate No : SK/009V/2017

Certified on;

Saneca Pharmaceuticals a.s. - Nivianska 100 - 920 27 Rlohavec - Slovenska republika

Tel (+421133 736 1111 Fax {¢421;33 720 GBI, E-matl. SAanECallisanecs. COM ~ www SARECE COMm
ICO 48 833 323 . I DPH SK2023506842 - Talrabankaas — & o 28201234161100

Dtaheeay tegeaies D080 6530 Tnavs Ol Sa Viedbs Sl MGG

05.10.2018




