NEKJAPAIIAS. O COOTBETCTBHH

JEKJAPAHT, TPAHUMAIOII I JEKJAPAIIMIO O COOTBETCTBHH

AO "Canoghu Poccun"

Ceedenus 0 pezucmpayuu opeanuzayuu: Mescpaiionnan uncnexyus PedepansHoi Hanozo6oi cayxcber Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckas, 0. 22. Tenegpor/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepansreiii dupexmop Mowsic O.A.

Joeepennoe nuyo: Knoxosa FO.C., dosepennocme 6/n om 01.12.2017

3AABJSIET, UTO
nexapcmeennoe cpedcmeo. Jlaiigpeaum, xancynvi 400 mz 30 wm., graxonw (1), nauxu xapmonree, PY Ne IT

N014485/01 om 14.10.2011 (0ama 3amenet 23.04.2018) evidano AO "Canogu Poccun”, cepus 3341018,
napmus 14880 ynaxoeok, 200en 0o 30.09.2021, npoussodcmea Canexa @apmaceiomuranc a.c., Crosayxan
Pecnybruxa, Saneca Pharmaceuticals a. 5., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKII/2
21,20.10.110, koo TH B3 2936280000, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne
9085317289 om 14.12.2018

COOTBETCTBYET TPEEOBAHMSM
ITNG14485/01-150212 uzm. Ne 1-5

JEKJAPAITAS ITPHHATA HA OCHOBAHHUHA
npomoxor ucnetmanui Ne 37550 om 18.12,2018 HJI OO0 HI] "®APMOBEOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 D40, Cepmugbuxcam POCC SK. ®M08.C30316 om 18.12.2018

TIATA nriﬁﬁ‘nm JNEKJIAPAITAH 18.12.2018
JIEKJIAPATTHS %ﬁcmmmbm IO 30.09.2021

M .
Knoxosa FO.C.
errapaiim /ﬁomm% O.HU.0

CBEJEHUWSA O PETUCTPAIIIN

OPT'AH ITO CEPTHO®HUKAITAN, 3APETHCTPHPOBABIIHA JEKJIAPAITHIO

RA.RU. 11 ®MO8 OPIAH ITO CEPTHOHKALIHMH IMTPONVKI[HH OBLECTBO C OT'PAHHWYEHHOH
OTBETCTBEHHOCTbIO "OKPYXKHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec opaanuzayuu: 115280, 2. Mockea, yr. Macmepwrosa, 0. 4, sm. 3, nom. I, kom. 1, adpec opzana no
cepmudgpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoeaq, 0. 4, am. 5., men.:(495)788-02-88, 6e6-
catim: oykk.pe.

Hunenko H.B.
Pyrosomutens OC
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Crpannua 1 u3z 2
CepTHduKaT aHanH3a

[ Tpenapam LIFEVIT 400 mr
Homep npodyxma 12004760 Cepun LIMS HY 651154
Houep cepru 3341018 Brinyujenroe konuuecmeo 14 880 YITAKOBOK
Vosuposka 400 mr
Ulexapcmeennan Kancyns
bopma
Vnaxosxa 30 xancyn Hama anaruza 30.11.2018
Tama npoussodcmea 31.10.2018 Creyugpuxayus P NO14485/01-150212
Tama ucmewenuns  30.09.2021 Pezucmpatuonnoe P N014485/01
cpoxa 200HOCMU yoocmosepenite No:
Cmpana-umnopmep: Poccua M
IMoxasatens Hopma PeiyneTaT
Onucanue KpacHele, oBajibHBIE KANCYABI, COOTBETCTRYET
OniicaHte BanoJiHeHHBIE IPO3paYHOi clierka

MACNSIHUCTOH XHAKOCTBIO KENTOro

LBETA
Cpensss macca conepxumoro | [0,409r-0,452r 0,424 r
Kancynel
OgHopoaHocTs Ao3uporanus no (18 u3 20 kancyn 7,5 %, 2 u3 20 fooTBeTCTBYET
Macce kancy’ = 15 % ot cpenHeii maccht
Cacnanaemocn B He bonee 15 MuH 6 MHH

CKYCCTBEHHOM ey I0uHOM

Coke
Mopanunocts TCX
Tokodepona auetata HAEHTHYHOCTD BenHHbL R NOJIOKUTENLHO
MMoanHHHOCTL - LBETHAA
peakuns
Toxodepona auetata NOABAEHHE OPAHKEBO-KPACHOMO  [MOACKHUTENBLHO

uBETa
ToanunnoCTHL
Kpacutens myHuossiii (Rubor  [HaeHTUUHOCTS BeTHYHHB Rf MOMNOMHUTENLHO
ponceau) 4R (E-124)
KHcnoTHOE yHeIo He 6onee 2,0 Mr KOH/r 0,03 mr KOH/r
Conepxanne BOXX
CoaepxaHue Tokodeposa 10,3800 r - 0,4200 r 00,3960 r
puetata B 1 kancyne
Coaepxarune metunnapabera B 10,101 mr - 0,123 mr 0.109 mr
| kancyne
MukpoGuonrornveckasn
MHCTOTA
- "D XIII, kareropua 3A
O6uiee YuCno a3poGHBIX He 6onee 1000 KOE/r 0 KOE/r
PakTepuit
O6iee yucno rpudoe He 6onee 100 KOE/T 0 KOE/r
Orcytcreue Escherichia coli OTCYTCTBHEB | T OTCYTCTBYET
CBoGoaHbI# ToKOdepon He 6onee 1,0 % 10,09 %

CooTeeTcTBHE HOPMaM cnenHGHKALHMK.




Crpanunna 2 n3 2
Ceprndmkar ananuia

fIpenapam LIFEVIT 400 mr

Hosmep npodyxma 12004760 Cepun LIMS RV 651154

\Homep cepuu 3341018 Bunywennoe xoauyecmeao 14 880 YTIAKOBOK
lozupoexa 400 Mr

VTexapcmeennas KancyJsbl

hopma

VYnaxosxa 30 xancyn Hama ananza 30.11.2018

Tama npousscocmea 31.10.2018 Cneyugburxayus P N014485/01-150212
Tama ucneveHus 30.09.2021 Pezucmpayuonnce P NO14485/01

cpoKa 200HocmY yoocmosepenue No:

Cmpana-umnopmep: Poccus Ne

HacTrosmum noareepskaaio, 4To BhILIEYKa3aHHAA HHGOpMALIHA ABISETCA AOCTOBEPHOM 1
TO4YHOI. 3Ta cepus npenapara Oplna H3rOTOBJIEHA, BKIIIOYAA YIIAKOBKY M KOHTPOJL KAUECTBa, B
MOJIHOM COOTBETCTBHH ¢ TpeboaHuAMH Hamnexareii npoussoacteenHol npaktuxyu (GMP)
MECTHOI'0 KOHTPOJIHMPYIOILETO OpPTraHa H perHCTPAMOHHEBIM YAOCTOBEPEHUEM CTPAHEI-
uMnoprepa. JJokyMeHTHl, KacalolHecs IPOM3BOACTEA, YMAKOBKY M aHANIN3a CEPHH, ObUTH
IIPOBEPEHEI ¥ NIPH3HAHBI COOTBETCTBYICIIMMH TpeboBaHusamM GMP.

Buinyck cepuii B npoaaxy

MecTo npousBoacTRAa: KonTpoab KavecTBa H BbINYCK:

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

Homep peructpaumonsoro yaoctosepena: VL 059/13-2  Homep peructpauHoHHOre yaoctosepenus: VL
GMP Cepruduxar No: SK/009V/2017 059/13-2

GMP Ceprudmxar No: SK/009V/2017

YaocToBepeHo QapkacoBa IMHAKA YaocToBepeHo: 04.12.2018
OTBETCTREHHBIM
JIHLLOM:
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Saneca

Pharmaceuticals

Certificate of analysis

Product LIFEVIT 400 mg
Product number 12004760 Batch LIMS HV 651154
Baich nuntber 3341018 Released quaniity 14 880 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30cps Date of analysis 30.11.2018
Manufacture date 31.10.2018 Specification PN 014485/01-150212
Expiry date 30.09.2021 Marketing anthorisation P N0O14485/01
Importing country Russia No.
Test Limits Results
Appearance
Description red oval capsules,the capsule fill complies
is clear slightly yellow oil
Average mass filling of 1 cps. 0409g100452 ¢ 0424 ¢
Uniformity of mass 18/20 cps. + 7.5 %, complies
2720 cps. + 15 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 6 min
juice
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)
Acid value NMT 2.0 mg KOH/g 0.03 mg KOH/g
Content HPLC
Content of tocopherol acetate 0.3800 gto 0.4200 g 0.3960 g
in 1 caps.
Content of methylparabene 0.101 mg to 0.123 mg 0.109 mg
in 1 caps.
Microbiological quatity
- GF XIII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absentin1 g absence
Free tocopherol NMT 1.0 % 0.09 %

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichovec - Slovenskd republika
Tel (+421)33 736 1111, Fax: {+421} 33 730 0890 E-mail. saneca@saneca com — www Saneca com

ICO 46 633 323 - IC DPH. SK2023500842 - Tatrabanka a s, - & 0 2920123416/1100
Cbehodny regstar Okrsangho sudu Trmave Oddel Sa Vialka Liste 10600/T
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Saneca
Pharmaceutica

]

Certificate of analysis

Product LIFEVIT 400 mg
Product number 12004760

Baich number 3341018

Dosage strength 400 mg

Dosage form capsules
Packaging size 30cps
Manufacture date 31.10.2018
Expiry date 30.09.2021
Importing country Russia

Batch LIMS HY 651154

Released quantity 14880 PACKS
Date of analysis 30.11.2018
Specification P N 014485/01-150212
Marketing authorisation P N014485/01
No.

I hereby 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 batch processing, packaging and analysis records were reviewed and found to be in

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number: VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified by QP: Farka3ovd Emilia

f

compliance with GMP,

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovece, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified on: 04.12.2018

Saneca Pharmacdeuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenskd republika
Tel. {+421)33 736 1111, Fax: (+421) 33 730 0890, E-mail saneca@saneca.com — www saneca com
1C0 45833323 - IC DPH. $K2023599842 - Tatrabanka as. - & u 2920123416/1100

Cnencdny cegrstar Okreandho 0y Tmava Oddled 5a Viozea &5

10601/T



