JEKJIAPAIIUSA O COOTBETCTBUU

JEKJIAPAHT, HPUHUMAIOIUA JEKJIAPALIAIO O COOTBETCTBHH

AQO "Canogpu Poccua”

Caedenus o pezucmpayuu opzanuzayuu: Mexcpaiionnas uncnexyun @edepansroii Hanozoeou cayxcbol Ne 46 no
2. Mocree 01.01.2008, OT'PH 1027739079940, oama npuceceruss OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenegpon/dparc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvrviil dupexmop Mownc O.A.

Josepennoe auyo: Kioxosa FO.C., dogepennocmb 6/n om 01.12.2017

3ASABJIAET, HTO

nexapcmeennoe cpedcmeo. Jatigesum, kancyner 200 me 30 wim., gnarons (1), nauku kapmonneie, PY Ne IT
N0O14485/01 om 14.10.2011 (dama 3amennvt 23.04.2018) suidano AO "Canogu Poccun”, cepus 3131018,
napmus 28773 ynaxoeox, zoden 0o 30.09.2021, npouseodcmea Canexa @apmacsiomuxanc a.c., Crosayxasn
Pecnyénuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIT/]2
21.20.10.110, koo TH B3 2936280000, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne
9085317291 om 14.12.2018

COOTBETCTBYET TPEGOBAHUAM
I N0O14485/01-150212 usm. Ne 1-5

JEKJIAPAIISA ITPUHSATA HA OCHOBAHHMH
npomoxon ucnsimanuii No 37540 om 18.12.2018 HJI OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21®J140, Cepmugpuxam POCC SK.PM08.C30282 om 18.12.2018

llATA IIPI/IHHTM lIEKJIAPAIII/II/I 18.12.2018
}IEK.HAPAIIYI}I ,IIEHCTBKTEJ[E)HA A0 30.09.2021

/ Knoxosa 10.C.

- o '()é‘;?-_;,.apq,',;;_z MHCB ®.1.0

CBEJIEHHS1 O PETHCTPALIMHA

OPTAH 110 CEPTU®HKAIINHN, 3APETHCTPHPOBABIN U JEKJIAPALTHIO
RA.RU.1I®M08 OPI'AH 1O CEPTHOQHKALHH ITPOJYKUHH OBLIJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH IJEHTP KOHTPOJIA KAYECTBA",
aopec opzanuzayuu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, om. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu; 115280, POCCHA, 20pod Mockea, yr. Macmepxoaa, 0. 4, am. 5., men.:(495)788-02- -88, eeb-
catim: oykx.pe.

All 10 COOTBETCTBUHU 3APETHCTPHPOBAHA M POCC RU J-SK.PM08.4.16781/18

Y Jugenxo H.b.
NOANHCH Pyxosonurens OC




Crpannua 1 u3 2
Ceprudnxar ananmsa

Saneca
Pharmaceuticals

Ipenapam LIFEVIT 200 mr
Homep npodyxma 12004758 Cepus LIMS HV 650588
Homep cepuu 3131018 Bunywennoe xommecmeo 28 775 YIIAKOBOK
Hosupoera 200 mr
Vexapemsennan Kancy st
idhopma
Vnaxoexa 30 xancyn Hama ananuza 26.11.2018
Hama npouseodcmea 17.10.2018 Creyugpuxayus P N014485/01-150212
Hama ucmeuenus 30.09.2021 Pezuempayuonnce P N014485/01
CpOKa 200HOCHIU yoocmoeepenue Ne:
Cmparna-uvnopmep: Poccus M
Toxazarens [Hopma PesyanTar
Onucanne KpacHble, OBaibHbIE KalICYNB,  COOTRETCTBYET
Onucanue 3anOJIHEHHBEIE IPO3paYHoll crierka
MACTIAHUCTOH KHIKOCTRIO KENTONO
LBETA
Cpenusa Macca conepxxamoro 1 0,204 r- 0226 ¢ 0,210 r
aTICYJibt
MHOPOHOCTD N03UpOBauua 110 |18 u3 20 xancyn + 10 %, 2 w320  cooTReTCTRYET
acee fkancyn + 20 % ot cpenHedt Macesl
acHaTaeMoCTb B He 6onee 15 Mun 4 MHH
CKYCCTREHHOM JKENY HOYHOM
OKe
oanunnaocts TCX
okodepona auetara HACHTHYHOCTH BEIHYAHE R MOACKRTENLHO
ORJIHHHOCTS ~ IBETHas
earia
okodepona anerara NOABIICHHE OPAHIKERO-KPACHOTO  [ONOXHTENLHO
nBeTa
OI/IHHHOCTh
pacurens myHoBeid (Rubor  unenTunoCTS: BenmuuHb R TTONOKHTENBHO
onceau) 4R (E-124)
HCIIOTHOE YHCTO He Gonee 2,0 vr KOH/P 0,04 mr KOH/T
oxepxanne BOKX
ofepxanue Toxodepoia 0,1900r-0,2100 r 0,1938 r
neTata 8 1 kancyne
Comepxanne MetwinapaGena 8 0,065 Mr— 0,079 Mr 0.073 mr
1 kancyne
Muxpobuonoraueckas
HHCTOTA
- I'd X111, xateropus 3A
O6uiee yucno adpolHX He 6onee 1000 KOE/r (0 KOE/T
0axTepuii
O6niee gncno rpudon He 6onee 100 KOE/r 0 KOE/r
Otcyrerene Escherichia coli  jorcyrereuen I 0 TCYTCTBYET
CroGoAHbIH TOKODEepON He Gonee 1,0 % 0,09 %
CooTBeTCTBHE HOPMAM CICUNPHICAITHH.
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Saneca
Pharmaceuticals

Crpannna 2 uz 2
Cepradukar anannsa

IIpenapam LIFEVIT 200 mr

Homep npodyxkma 12004758 Cepus LIMS HY 650588

Homep cepuu 3131018 Bueiywennoe komecmao 28 775 YIIAKOBOK
osupoera 200 mr

lexapcmaennan Karncy st

‘dopma

Vhaxosxa 30 kancyn LHama anawniza 26.11.2018

Tama npouzaodemea 17.10.2018 Creyugduxayun P N014485/01-150212
Hama ucmewenwn  30.09.2021 Pezucmpayuounoe P N014485/01

cpoKka 2o0HoCHU yoocmosepenue Mp:

Cmpana-umnopmep: Poccus Ne

HacrosunM noatsepxnaro, 4To BEINCyKa3aHHaS HHGOPMALHS SBILIETCS AOCTOBEPHO 1
TOIHOH. 3Ta cepud npenapara 611 H3TOTORNCHA, BIUNOYAS YIIAKOBKY ¥ KOHTPOAb Ka4eCTBa, B
TIONHOM COOTBETCTBHM ¢ TpeboranusMu Hamnexaneii npouseoncTeenHol mpaxtuky (GMP)
MECTHOTO KOHTPOAHPYIOMEro OpraHa # PerHCTPaHORHEIM YAOCTOBEPEHUEM CTPANb-
uMIopTepa. JIoKyMeHTH, KacatolIHecs POM3BOACTEA, YIIAKOBKH H aHANN3A CCPHH, OhuUIH
TIPOBEPEHE] H NPA3HAHBI COOTBETCTBYIOMMUMHE TpeGopanusm GMP.

Buinyck cepuii B npogaxy

MecTo nponssoacTea: Konrpoae kavecrsa u BoINYyCK:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic

Homep peructpaumonsoro yaocroseperms: VL 059/13-2  Homep PETHCTPALMOHHOTO YIOCTOBepeHHA: VL
GMP Cepruuxar Ne: SK/009V/2017 059/13-2

GMP Ceptuduxar Ne: SK/09V/2017

YaoctoBepeno Xonuukosa Apociasa YaoctorepeHo: 10.12.2018
OTBETCTBEHHLIM
JRoM:

Saneca Pharmaceuticals a.s.
Nitrianska 100
Saneca 920 27 Hiohovec
Pharmaceuticals Slovenska republika
1CO: 46 833 323
IC DPH: SK2023599842 55

Saneea Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichovec - Slovenska rcpubhi@ anoth BUSS
Tel: (+421) 33 736 U111, Fax: (+421 ) 33 730 0890, E-mail: saneca {saneca.com “RNW, saneca.of
1C0 46 833 323 - 1€ DPH SK2023599842 - Tatrabanka a s. - € 6 292012341641 100 X
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Certificate of analysis

Saneca
Pharmaceuticals

Product LIFEVIT 200 mg
Product mumber 12004758 Bateh LIMS HV 650588
Batch number 3131018 Released quantiry 28775 PACKS
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 ¢cps Date of analysis 26.11.2018
Manfucivre date 17.10.2018 Specification P N014485/01-150212
Expiry date 30.09.2021 Marketing authorisation P NO14485/01
Importing country Russia No.
Test Limits Results
Appearance
Description red, oval capsules,the capsule complies
fill is clear slightly yellow oil
Identification TLC
Tocopherol acetate identical R 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 { ¢ps. 0.204 2100226 ¢ 0210
Uniformity of mass 18/20 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% 0.09 %
Microbiolegical quality
~ GF XII, category 3A
Total acrobic bacteria NMT 1600 CFU/p 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli sbsentin i g absence
Content BPLC
Conient of tocopherol acetate 0.1900 g0 0.2100 g 0.1938 g
in 1 caps,
Content of methylparabene 0.065 mg to 0.079 mg 0.073 mg
in 1 caps.
Conformity with the specification.

Saneca Phatmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail. saneca@sansca cOm ~ Www.SBNeCs.coms
K00, 45 833 323 - IC DPH: SK2023589842 - Tatrabanka 2.5, — &. 1. 2020123416/4400
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Certificate of analysis

Product LIFEVIT 200 mg

Product mumiber 12004758 Batch LIMS HY 650588

Batch number 3131018 Released guantity 28775 PACKS
Dosage strength 200 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 26.11.2018
Manufacture date 17.10.2018 Specification P NO14485/01-150212
Expiry date 30.09.2021 Marketing authorisation P NO14485/01
Importing eountry Russia No.

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 1o be in
compliance with GMP,

Release for sale
Manufacturing site; Quatity control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hichaver, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VI 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SKA09VR2017
- b
& o
Certified by QP: Holigkova Jaroslava Certified on: 10.12.2018

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 820 27 Hichoves - Slovenska republika
Tel (+421) 33 736 1111, Fax: (+431) 33 730 0880, E-mait: s5anecaisanscs com — Www.SANECA.00M

1C0: 48 833 323 - IC DPH. SK2023500642 - Tawabarka a s, - &, 1 2020123416£1100
Thhontny regicter Oktesndha windiz Tinave Oddet Se Vietks vle 1080177
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