JIEKJIAPAITHISI O COOTBETCTBUN

NEKJAPAHT, IIPRHAMATOIINWI AEKJIAPAITNIO O COOTBETCTBHHU

AQ "Canogu Poccun”

3apezucmpuposano : Meicpationnas uncnexyust MHC Poceuu Ne39 no 2 Mocrxee OFPH 1027739079940 om
19.05.2002

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon:8 (495) 721-14-00

B nuye: I'enepanvnvrii Ouperxmop Adaman HB,

Hoaepennoe auyo: Cmenanoe C.C., Oosepennocms 6/1 om 01.12.2017

3ASBIHET, UTO

nexapcmeennoe cpedcmeo. Jlatipecum, xancyner 100 me 30 wm., gnaxonw (1), nauxu xapmonnsie, PY Ne IT
N014485/01 om 14.10.2011 (dama samenw 23.04.2018) evidano AQ "Canogu Poccun", cepun 3020818,
napmun 57537 ynaxoeok, 200en 0o 31.07.2021, npouseodcmsa Canexa @apmacviomuxanc a.c., Crosayxan
Pecnybaura, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod ORILI2
21.20.10.110, xod TH B3 2936280000, xonmpawm Ne 250/40056192/F-2 om 20.10.2010, unsotic Mo
9085306541 om 20.09.2018

COOTBETCTBYET TPEEBOBAHHUAM
II NO14485/01-150212 usm. Ne 1-5

JAEKJIAPAIIISA NPHHATA HA OCHOBAHHHA
npomoeron envimanui Ne 2814 0 om 28,.09.2018 HIA 000 HI] "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC SK. OMO8.C23955 om 28.09.2018

JATA IPUHATUAA JEKJIAPATINN 28.09.2018

i, IEVICTBUTEILHA JI0 31.07.2021
Y

Crenanor C.C.
DU.O

(=
CBEJAEHUS O PEIHCTPAIINA

OPI'AH ITO CEPTHONKANNN, 3APEINCTPUPOBABINHANA XTEKJIAPAITHIO

RA.RU. 11PMO8 OPIAH ITO CEPTHOHKAIIHH ITPONYKIIHH OFHIECTBO C Or PAHHYEHHOH
OTBETCTBEHHOCTBRO "OKPYKHOH IIEHTP KOHTPOJIT KAYECTBA",

aopec opeanuzayuy. 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepnmugpurcayuu: 115280, POCCHA, z0pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oyxK.pg. '

AEKJAPAYINA O COOTRBETCTBHHA 3APETHUCTPUPOBAHA N POCC RU JI-SK.DOM08.A.02601/18
JATA PETHACTPAIIIAM 28.09.2018
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SANOFI

Caneka ®apmacpioTikanc a.c., Cnoralkas Pecny6nuka

Hurpnancka 100, 920 27 I'narosen

CEPTHO®UKAT AHAJIA3A

Jlaiiderur, kancyani, 100 mr Ne 30

Hara wzrorornenus: 08/08/2018
Topen go: 31/07/2021
Cepns: 3020818

HJI N014485/01-150212 n3m.Ne5

MOKA3ATEJHA HOPMBI PE3VYJILTATHI
Onucanue KpacHble, OBafIbHBIC KaICYIb], 3a110JIHEHHbIE CooTBeTcTBYET
APO3PAvnOn, CBETI0-KeNTOH MaCcIARKCTOM
KUAKOCTRED
Cpeansis Macca 3anJIHeHHA OQHO#H 0,1075r+ 5% 0,1061 r
RANCYJIb
Orxaonenun or Macenl 3anoanedns B 20 |He menee 18 kancyn = 10 % CooreercrByer
KaneyJgax u "e Gonee 2 kancyn + 20 %
Pacnaaaemocrs He Sonee 15 mun 6 MUH
(B MCKYCCTBEHHOM KENTY TOUYHOM COKE)
HonnuueocTh — LBETHASA peakips
- Toxopepona anerar [TosBnenue opankero-KpacHOro okpawmBanus | COOTBETCTBYET
IlogauanocTe — TCX
- Toxodepona auerar HnenTHunocTs XpoMaTorpamm CooTeeTcTBYET
HopnuuzOCTH
- Kpacurenr PyGop nynuossiii 4R (E 124) |Mnenruunocts XpomatorpamMm CooTBeTCTBYET
Kuncnornoe ancio He 6onee 2,0 mr KOH/r 0,07 mr KOH/r
Koangecrsennoe oupexetenue (BIKX)
- MeTHImapabena He menee 0,044 r n pe 6onee 0,054r 0,047 mr
- Toxodepona alerara He menee 0,0950 r u ve 6onee 0,1050 0,0963 r
MuxpoGHoaOTrHYCCKAN YHCTOTA I'd X1l kareropusg 3A CooreercrByeT
Turpamerpun
- ¢B0BOtHbIH TOKOMhEPOS He Gonee 1.0 % 0,08 %

3AKJIIOYEHME: CooTBeTcTByeT TpeGoBaHusIM cnenu(pHKaLn.

371ech A TIOATBEPKAAIO, YTO IPHBE/ICHHAS Bhille #HGOPMALNA ABASETCA IPpaBHIBLHOR U TouHOH. JlanHas
CepHs NPOAYKTa IFPOM3BEICHA, BKAIOYAA YIIAKOBKY/MAapKHPOBKY H KOHTPOJNb KAYECTBA, HA YKA32HHOM
HIDKE OPOM3BOJCTBEHHONW IUIOINAJKE B IIOJHOM COOTBETCTBHH TpebosanmamM GMP  mecrtHOro
PETHCTPAIIHOHHOTO OPraHa M 3aperHCTPHPOBAHHON Ha PBIHKE CTPaHbLI-HMHOPTEPE CEHH(HKALNH KK
HOPMAaTHRHOH HOKYMEHTAHH HA HPOAYKT A7 HCCHEAYEMBIX MEAWLMHCKMX [PENapaToB. 3alMcH
HPOU3BOJICTBEHHOTO MPOIECCa, YIAKOBKH H aHANKH3a TIPOBEPEHBI M MPH3HAHBI COOTBETCTBYIOLIMMH

TpeboBaruam GMP.
Pemenne: Bemyinen 17/09/2018

YnonuoMoueHHOE NUILO: Farkasova Emilia

AD «Carodwm Poccusny

Appec: 125009, Mockea, yn. Teepckas, 22, Ten (495) 721-1400. ®ake: (495) 721-1411. www sancii.ru
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Certificate of analysis

Saneca

Pharmaceulicals

tdentification TLC
Tocopherol acetate

Identification - colour reaction

Tocopherol acetate
1dentification

celour Rubor ponceau 4R

{E-124)

Average mass filling of 1 ¢ps.

Mass variation

Disintegration in artificial stomach

juice
Acid value
Content titration
Free tocopherol
Microbiological quality
- GF XI1I, category 3A

Total aerobic bacteria

Total Fungi

Absence of Escherichia coli

Content HPLC

Content of tocopherol acetate

in 1 caps.

Content of methylparabene

in I caps.

fill is clear slightly veflow oil

identical Rf positive
orange-red colour is produced positive
identical Rf positive
0.1021 g0 0.1129 p 0.1061 g
18/20 caps. £ 10 %, complies

2/20 caps. = 20 % from
determined average mass

NMT 15 min 6 min

NMT 2.0 mg KOH/g 0.07 mg KOH/g
NMT 1.0 % 0.08 %

NMT | 000 CFU/g 0 CFliig

NMT 100 CFL/g 0 CFU/g
absentin 1 g absence

0.0950 210 0.1050 g 0.0963

0.044 mg t0 0.054 mg 0.047 mg

Product LIFEVIT 100 mg
Froduct number 12004759 Barch LIS HiY 647839
Batch munber 3020818 Released guantiny 57537 PACKS
Dosage strength 100 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 10.09.2018
Manufaciure date 08.08.2018 Specificarion P NO14485/01-1502]2
Expiry dare 31.07.2021 Marketing autherisation P NO14485/01
Importing country Russia No.

Test Limits Results

| Appearance - 7 N
Description red, oval capsules,the capsule complies

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nurignska 100 - 820 27 MOROvEL - Slovenshs republika

Tel (-421) 33736 1111 Fan («4215 53 730 0EYD, £-mai SBNECALLSERELE COM — Wi SERECE COM

GO 46 833 323 10 DPH SK2023550842 - Tatrabanha 2 ¢ - £ 0 20001234 16/1100

ety e $tee e rnsedtes sean Y navs

Copdere S wakez dinds tnime



Page2 of 2

saneca

19 TR )
Pharmaceuiicals

Certificate of analysis

Product LIFEVIT 100 mg
Product number 12004759

Barch number 3020818

Dosage strength 1080 mg

Daosage form capsules
Packaging size 30 ¢ps
Manufacture dare 08.08.2018
Expiry date 31.07.2021
Importing country Russia

Barch LIMS 1117 647839

Released quaniity 87337  PACKS
Date of analysis 10.09.2018
Specification P NO14485/G1-150212

Marketing authorvisution P NOF4485/01

No.

I hereby confirm that the above informaticn is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site filly 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;

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovee, Slovak Republic
Authorisation number : VL (59/13-2
GMP Cenificate No : SK/Q09V/2017

e

nf
Certified by QP: Farkalova Emilia f q{/ '

Saneca Pharmaceuticals a.s. - NAnanska 190 - D2 27 Hiohoveo -

Tet (+421) 33738 11191, Fax {v427) 33 730 068D E.-mad sar
WCC 48 BIZ 323 - 10 DI SK20235G8842 - Tatab

bty v st Chogunete (ot Timzen Lot T Vitdeg fein

Quality control and release site;

Saneca Pharimaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Centificate No : SKAQ0OV/2017

Certified on: 17.09.2018
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