AEKJIAPAIIUSA O COOTBETCTBUI

JTEKJAPAHT, IPUHMMAIONHAI JEKJAPAITHIO O COOTBETCTBHH

AO "Canogu Poccun"”

3apezucmpuposano : Mescpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocrsa, ya. Teepcras, 0. 22, Tenedor/parc: 8 (495) 721-14-00/ 721-14-1]

B nuye: I'enepaneusiit oupexmop Mouxc O.4.

Hosepennoe ruyo: Cmenanoe C.C., doeepenrnocmn b/ om 01.12.2017

SAABJISIET, UTO

aexapcmeennoe cpedcmeo: JHaiigesum, xancyaot 200 me 30 wm., gnarxonvt (1), nauxu xapmonnvte, PY Ne I1
NOI4485/01 om 14.10.2011 (Dama samenm 23.04.2018) svidano AO "Canogpu Poccun”, cepun 3060818,
napmus 28272 ynaxoeox, zoden oo 31.07.2021, npouzeodcmea Canexa Dapmacsiomuranc a.c., Crosayras
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIIJ2
21.20.10.110, xod TH B3 2936280000, xonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085307268 om 26.09.2018

COOTBETCTBYET TPEEOBAHHUSIM

IT1 N014485/01-150212 usm. Ne 1-5

JEKJIAPAITHA ITPHHATA HA OCHOBAHHH

npomoxon ucnstmanuii Ne 2861 0 om 04.10.2018 HJI OQOQ HI "®APMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21@J140, Cepmugpuxam POCC SK.DMO8.C24401 om 05.10.2018

1R i
-;ﬁ—‘ T
\.‘9 mEC? L.Q*‘ A

I NEKJIAPAIIVH 05.10.2018
CTBHTEJLHA JIO 31.07.2021

Crenanos C.C.
3 o0

CBEJIEHHMS O PEIACTPATINA

OPFAH IIO CEPTHO®MKAIINH, SAPETUCTPHAPOBABIINH XEKJIAPAITAIO

RA.RU1I DMO8 OPIAH 1O CEPT. HPOHKAITHH IIPONYKIHH OBIJECTBO C OF” PAHHYEHHOH

OT. BETCTBEHHOCTL.EO "OKPYIXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugbuxaquu 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 9. 4, am. 5., men.:(495)788-02-88, s¢6-
catim: OlﬁCK P

I[EKJIAPAI],I/IH O COOTBETCTBHUH 3APEFACTPHPOBAHA A2 POCC RU J-SK.DM08.A.03133/18

JIATA PEIMCTPANNVIA 05.10.2018
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SANOF]

Caneka @apmachiorukaic a.c., Cnosauxas Pecny6auka
Hurpuancka 100, 920 27 Inarosen

CEPTHOHKAT AHAJIM3A
Jlafigesnt, kancyant, 200 mr Ne 30

Jlara usrorosnenus: 09/08/2018
T'ogen mo: 31/07/2021

Cepus: 3060818

HJ] N014485/01-150212

HOKA3ATEJIA HOPMEI PE3VJIBTATHI
Onuncanne KpacHbie, oBaibhbie Karncynsl, 3anojitennsie | CooTBeTcTBYET
IIpo3payHoR, CRETNO-KEATOH MacnsHHCTol
BKWIAKOCTBE)
Cpennsis Macca 3anoJIHeRHS OXNOH 0,215 7 x5 % 0214r
KATNCYJIhI
OTKnoHeHMs1 0T Macchl 3anoanenns B 20 |18/20 xancyn + 10 % CootrpercrByer
KancyJax 2/20 kancyn + 20 %
Pacnagaemocts He Gonee 15 mun 3 MuH

(B MCKYCCTBEHHOM JKEJIyAOYHOM COKeE)
FloAIHHROCTE ~ LIBETHAd peaKius

Toxodepona anerar [TosBreHrE OpansKeBO-KPACHOTO OKpaluMBanys | CooTBeTcTBYET

Ttopaunrocte — TCX

[Tokodepona auerat MACHTHYHOCTE XPOMATOrPaMM CooTBeTCcTBYET

TlogaunHOCTL

Kpacurens PyGop nynuosbiii 4R (E 124)  [MpeHTHYHOCTH XpoMaTorpamMm CooTBetcTByeT

fl(ncno*moe THCJIO He Gonee 2,0 mr KOH/r 0,05 mr KOH/T

[Ko;1nuecTBenHOE onpeaenxenue (BXX)

- MeTHinapabeHa He meHee 0,065 r n ne 6onee 0,079r 0,069 mr

- TokOQepoIa aueTara He menee 0,1900 r 1 ve Sonee 0,2100 r 0,1936r

MukpobHoaoTHTecKas YHCTOTA I'® X]11, kaTeropus 3A CooTtrercrByeT
Turpumerpus  CroGonnbiii Tokodepon [He Gonee 1,0 % 0,10 %

3AKJIIOYEHHE: CooTtseTcTBYeT TpefOBAHHSM CrieHH(HKALIUH.

3jiech 4 MOATBEPIKAAIO, YTO NpPHUBEJEHHAs Bbile WHOOPMaLMs SBJIAETCS IPaBIILHON W TOUHOM.
HaHnas cepus NpOAYKTa IPOM3BEJIEH, BKIIOUAS YIAKOBKY/MAPKHPOBKY H KOHTPOJb KauectBa, Ha
YKa3aHHOH HIKE IIPOM3BOJCTBEHHOH ILIOHIAJKE B IIOJHOM COOTBeTCTBHH Tpebomanuam GMP
MECTHOIO PETUCTPALMOHHOIO Oprada M 3apeTHCTPUPOBAHHOH Ha pHIHKE CTpaHbl-HMIOPTEpa
crienubUKaMd WIM HOPMATHRHOM NOKYMEHTALMH Ha OPOAYKT AJA HCCTENYEMBIX MEXHIHHCKHX
NpenapaToB. 3ankCH NPOH3BOACTBREHHOTO MPOIECCa, YIIAKOBKH M AHANM3A NPOBEPEHDLI U TTPH3HAHE]
COOTBETCTBYOUMMHE TpeboBanusm GMP.

Pemenue: Bomymen 24/09/2018 Vnonaomouensoe nuno: Farkasova Emilia

AQ «Canodm Poccuss
Adpec 125009, Mockea, yn. Taepokas, 22. Ten . (495) 721-1400. Gaxc: (458) 721-1411. www.sanafi.ru
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Saneca

Pharmaceulicals

Product

Product manber 12004758
Betel number 3060818
Dosage sirength 200 mg
Dosage forns capsules
Packaging size 30 cps
Manufacture date 09.08.2018
Fxpiry date 31.07.2021
Impuorting couniry Russia

LIFEVIT 200 mg

Barch LIMS It
Released grantin:

Date of analvsis
Specification
Muarketing authorisation

No.

648033

28272 PACKS
10.09.2018

P NOI4485/01-150212
P NO14485/01

Test Limits Results
Appearance 7
Description red, oval capsules,the capsule complies
fili is clear slightly vellow oil
Identification TLC
Tocopherol acetate identical Rf positive
Identification - 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. 0.204p10 0226 ¢ 0214¢g
Mass variation 18/20 caps. & 10 %, complies
2/20 caps. £ 20 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 3 min

juice
Acid value
Free tocopherol
Microbiological guality
- GF XIII, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli
Content HPLC
Content of tocopherol acetate
in 1 caps.
Content of methylparabene
in 1 caps.

NMT 2.0 mg KOH/g
NMT 1.0 %

NMT | 600 CFU/g
NMT 100 CFU/g
absentinl g

0.1900 gt0o 0.2100 g

0.065 mg t0 0.079 mg

0.05 mg KOH/g
0.10 %

0 CFu/g
0CFU/g
absence

0.1936 ¢

0.069 mg

Conformity with the specification.

Saneca Pharmaceuticals as. - Mittiznsks 100 - 620 27 Hichovec - Sicvenska republika
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Product LIFEVIT 200 mg

Product number 12004758 Barck LIMS HY 648033

Batch manber 3060818 Released guantiry 28272 PACKS
Dosage strengih 200 mg

Dosage form capsules

Packaging size 30 ¢ps Date of unalysis 10.09.2018
Manufacture date 09.08.2018 Specification P NG14485/01-150212
Expiry date 31.07.2021 Muarketing authorisation P NO14485/01
Importing couniry Russia No.

t herebry 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 baich processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Release for sale

Manufacturing site: Quality control 2nd release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 92¢ 27 Hiohovee, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : V1. 059/13-2
GMP Certificate No ; SKA0GV/2017 GMP Certificate No : SKAO09V/2017

L !
Certified by QP: Farkajova Emilia | { Certified on: 24.09.2018

Saneca Pharmaceuticals as - Nipansha 100 820 27 Hichover - Siovenskg repubihg
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