AEKJIAPAIIASL O COOTBETCTBHUHA

| AEKJAPAHT, IPHHUMAIONIAN JEKTAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccus"

Ceedenun o pezucmpayuu opzanusayuu: Mexcpaiionnan uncnexyus Pedeparvroii Ranozoeoti cayxcbv: Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckan, 0. 22. Tenepon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvruiii Oupexmop Monxc O.A.

Hoeepennoe nuyo: Knokoea I0.C., doeepennocms 6/n om 01.12.2017

3ASIBJIAET, UTO
hexapcmeenroe cpedcmao: Jlatipesum, xancynvi 400 m2 30 wum., gnaxone: (1), nauxu xapmonnsie, PY Ne IT

N014485/01 om 14.10.2011 (0ama 3amensr 23.04.2018) evidano AQ "Canogpu Poccus”, cepun 3280819,
napmus 14480 ynaxoeox, zooen 0o 31.07,2022, npoussodcmea Canexa Papmacviomuxanc a.c., Crosayrkan
Pecnybnuxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, kod OKII[2
21.20.10.110, koo TH B3J] 2936280000, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne
9085348655 om 01.10.2019

COOTBETCTBYET TPEEOBAHUAM
II N0O14485/01-150212 uzm. Mo 1-5

JAEKJIAPAITH A ITPUHATA HA OCHOBAHHNH
npomoxon ucheimanuii Mo 29820 om 08.10.2019 HJT OO0 HI] "PAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 /140, Cepmugpuxam POCC SK. ©M08.C50542 om 08.10.2019

Knoxora 10.C.
O.HU.0

CBEJEHMSI O PETHCTPAIIAM

OPT'AH ITO0 CEPTHDHKAILIAH, 3APEr UCTPHPOBABINHI JEKJIAPAIHTO

RA.RU.11PMO08 OPTAH 1O CEPTHOHKALHH ITPONYKIIHH OFI[ECTBO C OFPAHHYEHHOM
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJ/IA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu; 115280, POCCHA, 20pod Mocxea, yr. Macmepxoga, 9. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim: oyxx.pg.

AEKJAPAIINSI O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JJ-SK.DM08.4.39621/19

JATA PEPHCTPAITAM 08.10.2019
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Crpannua 1 13 2

Saneca
Pharmaccuticals

Ceprudmkar ananuaa

[Tpenapam Jaitdpesnt 400 Mr

Homep npodykma 12004760 Cepun LIMS HVY 710139

Homep cepuu 3280819 Butnywiennoe xoauvecmeso 14 480 YTIAKOBOK
osuposxa 400 mr

Viexapcmeennan Kancyfsl

bopma

Vnaxoexa 30 xancyn Hama ananuza 13.09.2019

Tama npouseodemea 22.08.2019 Cheyughuraijua P N014485/01-150212
Hama ucmevenun  31.07.2022 Peaucmpayuonnoe P NO14485/01
CpoKa 200HOCMY yoocmogeperue Ne;
Cmpana-umnopmep: Poccus MNe
TMokazaTens Hopma €3yaLTaT
Onucanne KpacHele, oBanbHbIE KamncyIsl, COOTBETCTBYET
OnucaHue 3aTIOIHEHHBIE NPO3paqHoii Cerka
MACIITHHCTOH AKUHIKOCTBIO JKENTOro
UBETA
Cpennss macca cogepxumoro 1 0,409 -0452 0,424 r
[KancyJibt
OnxopoaHocTh n03HpoBaHHUA No |18 13 20 kancyn + 7,5 %, 2 u3 20 COOTBETCTBYET
Macce Kancys = 15 % ot cpeaweit Maccel
Pacnanaemocts B He Gonee 15 muu 4 MHH
MCKYCCTBEHHOM ey 104 HOM
COKE
oaHHHoCcTE TCX
oxodepona aueTaTa HIEHTHYHOCTD BEJHYHHEI R MOMOXXHTENBHO
OJVIHHHOCTB - LBETHAsA
peakuHs
oxothepona auerara MOAB/IEHHE OPAHXKEBO-KPACHOTO  [MONOKHTENBHO
LBETA
OAJTHHHOCTH
pacutestb nyHuoBblit (Rubor  MaentHysocTs BenHuMunl Rf MONOHUTENBHO
onceau) 4R (E-124)
UCNOTHOE UHCJIO He 6onee 2,0 mr KOH/r 0,05 mr KOH/T
oaepxkanne BIXKX
onepxaHHe Tokodepona 10,3800 r - 0,4200 r 10,3842 r
uerara B 1 kancyne
Conepxatne MeTHninapabesa 8 0,101 mr~ 0,123 mr 0.119 mr
1 xancyne
Mukpobnonernveckan
MHCTOTA
- '@ XIII, kateropusa 3A
061ee YHCAC a3pobHbIX He 6onee 1000 KOE/r 0 KOE/r
Gaxtepuit
O6uwiee urcno rpudos He 6onee 100 KOE/r 0 KOE/r
Otcytcteue Escherichia coli OTCYTCTBHEB | T OTCYTCTBYET
ICroGoaHbIH ToKODepon He Gonee 1,0 % 0,10 %

CooTBeTcTBMHE HOPMAM CltelHPHKAUNH.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hlohovee - Slovenskd republika | &l
Tel: (+421) 33 736 1111, Fax: (+421 ) 33 730 0890, E-mail: sancca@ sancca.com - www.s @
ICO 46 833 323 - IC DPH SK2023599842 - Tatrabanka a 5. - & i 29201234 16/1 100
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Saneca
Pharmaceuticals

Crpannua 2 u3 2

Ceprudmkar anaania
fIpenapam Jlaitpernt 400 Mr
Homep npodykma 12004760 Cepus LIMS HV 710139
\Homep cepuu 3280819 Burnyiyenroe konuvecmeo 14 480 YIIAKOBOK
ozuposxa 400 mr
Vlexapcmeennas KamncyJbi
bopma
Ynaxosxa 30 kancyn Hama anaruza 13.09.2019
UTama npouseocdcmea 22.08.2019 Creyughuxayus P N014485/01-150212
Tama wemevenus 31.07.2022 Pezucmpayuonnoe P N014485/01
cpoxa eooHoCHuU yoocmogeperue Ne:
Cmpana-usnopmep: Poccus Ne

HacTosium noarsepskzato, uTo BhILEyKa3aHHAs HHGOPMAIHS SBISETCA JOCTOBEPHOM U
TOYHO#. 3Ta cepus NMpenapara 6blia H3rOTOBIICHA, BKIIOYAs YIIAKOBKY M KOHTPOJIb KAYecTea, B
TIOJIHOM COOTBETCTBHH ¢ TpeOoBanusamu Hannexaweit npouseoacTseHHoi npaktuku (GMP)
MECTHOTO KOHTPOJIMPYIOLIETO OpraHa M periCTPalMOHHBIM YROCTOBEPEHHEM CTPAHBI-
uMnoprepa. JIOKyMeHTBI, KacaloInecs NPOH3BO/ICTBA, YIAKOBKH H aHAIN3a CEPHH, GbIK
[IPOBEPEHBI H TIPU3HAHE] COOTBETCTBYIOIMMH TpeboBaHusaM GMP.

Beinyck cepwmii B npogaxy

MecTo npoH3BoRCTRA: KoHTponb kauecTBa H BLINYCK:

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

Homep peructpaurontore ynocrosepenus: VL 059/13-2  HoMep perHcTpalHOHHOTO yaocTosepenus: VL
GMP Ceptudukar Ne: SK/009V/2017 059/13-2

GMP Ceprupurar Ne: SK/009V/2017

YnocToBepeno Kapnosckas Mapuauna YaocroBepeHo: 19.09.2019
OTBETCTBEHHBIM
JIHIOM:

Sancca Pharmaceulticals a.s.
Nitrianska 100

Saneca 920 27 Hlohovec
Phurmaceuticals Slovenska republika

1CO: 46 833 323

IC DPH: SK2023599842 55
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Certificate of analysis

Product LIFEVIT 400 mg
Product number 12004760 Batch LIMS HV 710139
Batch number 3280819 Released quantity 14480 PACKS
Dosage strength 400 mg
Dasage form capsules
Packaging size 30 cps Date of analysis 13.9.2019
Manufacture date 22.8.2019 Specification PN 014485/01-150212
Expiry date 31.7.2022 Marketing authorisation P NO014485/01
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. 0.409gt0 0.452 ¢ 0424 g
Uniformity of mass 18/20 cps. £ 7.5 %, complies
2/20 cps. £ 15 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 4 min
juice
tdentification TL.C
Tocopherol acetate identical Rf positive
Identiftcation - colour reaction
Tocopherot 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 0.05 mg KOH/g
Content HPLC
Content of tocopherol acetate 0.3800 g t0 0.4200 g 0.3842¢
in 1 caps.
Content of methylparabene 0.101 mgto 0.123 mg 0.119mg
in 1 caps.
Micrabiological quality
- GF X111, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g
Total Fungi NMT 100 CFU/g 0 CFu/g
Absence of Escherichia coli absentin | g absence
Free tocapherol NMT 1.0 % 0.10%

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nilrianska 100 - 920 27 Hiohovec - Slovenska republika
Tek (+421) 33 736 1111, Fax: (+421)33 730 0890, E-mail saneca@saneca.com - www Saneca.com

1CO 46 833 323 - IC DPH $K2023599842 - Tatrabankaas — & g 2§20123416/1100
Otchodny regiter Okreandho widu Tmave, Dddsisl Sa Vioika &isk 1080177




Page 2 of 2

Saneca
Pharmaceuticals

Certificate of analysis

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country

LIFEVIT 400 mg

12004760
3280819

400 mg
capsules
30 cps
22.8.2019
31.7.2022
Russia

Batch LIMS HV 710139

Released quantity 14480 PACKS
Date of analysis 13.9. 2019
Specification PN 014485/01-150212
Marketing authorisation P NO14485/0t
No.

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

Manufacturing site:

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

Authorisation number :

V-15/2019

GMP Certificate No : SKA09V/2017

Certified by QP:

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

ICO. 45 B33 323 - 1€ DPH. 5K2023599842 — Tatrabankaa s -¢ O 2920123416/1100
Cbchodey regisiar Okrekhsho ity Tmavs Dddal Sa Viatka dislo 1080t

i bliye”

Karlovskd Mariana

te. This batch of product has been manufactured including packaging
MP requirements, the local Regulatory Authority and the marketing
packaging and analysis records were reviewed and found to be in
compliance with GMP.

Release for sale

Quality control and release site;

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovee, Slovak Republic
Authorisation number : V-15/2019

GMP Centificate No : SK/009V/2017

Certified on: 19.9,2019




