AEKJIAPAIISA O COOTBETCTBHHA

NEKJAPAHT, MPHAUMAIONHH JEKJIAPAIIAIO O COOTBETCTBHHA

AO "Canogu Poccun”

Ceedenus 0 pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus Pedepanvroii Harozo6ou caysicbvr N 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, 0ama npuceoerun OI'PH 19.08.2002.

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

B nuye: I'enepanvrviii dupexmop Mowno O.A.

Hoeepennoe nuyo: Cmenanoe C.C., dosepernocms 6/n om 01.12.2017

3ASIBJSIET, UTO

nexapcmeennoe cpedcmso: Jlaiipesum, xancyavr 400 m2 30 wm., gnaxonm (1), nayxu xapmoruvie, PY No IT
N014485/01 om 14.10.2011 (dama samenv: 23.04.2018) evidano AO "Canoghu Poccur”, cepua 3351019,
napmus 14440 ynaxosox, 200en do 30.09.2022, npoussodcmsa Canexa Papmacviomuxanc a.c., Crosayxas
Pecnybruxa, Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIIJ2
21.20.10.110, xod TH B3 2936280000, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic N
9085354161 om 19.11.2019

COOTBETCTBYET TPEBOBAHHSIM

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

HEKJIAPAIIAA IIPHHATA HA OCHOBAHHH

npomoxon ucnsimaruii Ne 37000 om 27.11.2019 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJ140, Cepmugpuram POCC SK. ®M08.C56445 om 27.11.2019

TASPESVIRESIEM 1 NEKJIAPALIA 27.11.2019
MEKIAPAITAH AXUCTBATEIBLHA O 30.09.2022
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CBEJIEHWS O PETUCTPAIIVIN

OPIAH IO CEPTHOHKALIMH, 3APETHCTPUPOBABIIAN NEKJIAPAITAIO

RA.RU.11PM08 OPIAH I10 CEPTHOHKALIHMH ITPONYKLHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOH LEHTP KOHTPOJII KAYECTBA",

adpec opzanwsayuu: 115280, 2. Mocxea, yr. Macmepxoea, 0. 4, am. 3, nom. I, xom. 1, adpec opzatia no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, aeb-
casim: oyxx.peh.

HEKJIAPALIASI O COOTBETCTBHM 3APETHCTPHPOBAHA M POCC RU 1-SK.OM08.A.47210/19
z;.gtc.gmt:gm 27.11.2019
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Crpannua 1 u3 2

Saneca
Pharmaceuticals

Ceprudnkar ananmsa

IIpenapam Jlaiidennt 400 mr
Homep npodykma 12004760 Cepus LIMS HV 712240
Homep cepuu 3351019 Buinywennoe konuyecmeo 14 440 VIIAKOBOK
{osuposra 400 Mr
Texapcmeennan Kancynbl
popua
Ynaxoera 30 kancyn Hama ananuza (6.11.2019
Ulama npouseodcmea 17.10,2019 Creyuguxayun P NO14485/01-150212
Tama ucmeyenun 30.09.2022 Pezucmpayuonnoe P N014485/01
cpoxa 200HoCcmU ydocmosepenue No:
Cmpana-umnopmep: Poccus Mo
MMokasaTenn [Hopma [PesynsTaT
Onucanne KpacHble, OBaJIbHBIE KanCyJbl, COOTBETCTBYET
Onucanue BANONHEHHBIE PO3pauHoli clierka
MACTAHRCTOH XKHAKOCTBIO KENTOrO
jLBeTa
Cpennsa Macca cogepxkiumoro 1 0,409 r-0,452r 0,429 r
[KATCYbI
OanopoaHocTs Ao3uposanus no |18 w3 20 kancyn + 7,5 %, 2 u3 20 cooTsercTByeT
Macce kancyn = 15 % ot cpenxeii Macchl
PacnagaemocTs B He bonee 15 Mun 4 MUH
HCKYCCTBEHHOM Xeny JOMHOM
COKE
Hoanuunocts TCX
Tokodepona auerara HASHTHYHOCTE BeTHYHHBI R MONOKHTENTBHO
OATHHHOCTL - UBETHAA
eakumnn
oxodepoa auerata MOABACHHE OPAHKEBO-KPacCHOrO  (TIONIOXHTENBHO
LIBETa
ONTHHHOCTE
pacutens myHUoBblH (Rubor  [HOEHTHYHOCTH BeMHUHHBE Rf MOJIOKHTENBHO
onceau) 4R (E-124)
HCJIOTHOE YHCIO He 6onee 2,0 mr KOH/T 0,03 mr KOH/r
oaepxxanne BIXKX
ofepxaHHe Tokodepona 0,3800r- 0,4200 r 00,3899 r
uerara B I xancyne
ConeprxaHue meTunnapaGena 8 0,101 Mr—0,123 mMr 0.119 Mr
1 kancyne
[MukpoSnonornueckan
YHCTOTA
- I'd XIII, xateropus 3A
06wee uncno a3podHbIX He 6onee 1000 KOE/r 0 KOE/r
OakTepHit
06wee yueno rpuGos He 6onee 100 KOE/r 0 KOE/r
OtcyTerere Escherichia coli OTCYTCTBHEB L T OTCYTCTBYET
CaobonHelit Tokodepon He 6onee 1,0 % 0,07 %
CooTBeTCTBHE HOPMAM CCUHGHKATRH,

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika

Tel: (4421333736 T, Fax: (+421 ) 33 730 0890, E-mail: sancca@saneca.com

IC0r 46 833 323

WIWW SANCCA. COMm

IC DPH SK 2023599842 - Tatrabanka a s, - ¢ i 2920123416/ 100

Obchodny register Okresného sidu Trrava. Oddiel Sa Viezka &islo 10601/T
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CeprudukaT anannsza
WIpenapam Jaiident 400 mr
\Homep npodykma 12004760 Cepun LIMS HV 712240
Homep cepuu 3351019 Botnyuennoe xonuuecmeo 14 440 YITAKOBOK
Tozuposxa 400 mr
UTexapcmeennan KancyJsl
bopma
Vnaxosxa 30 xancyn llama ananuza 06.11.2019
UTama npouzeodemea 17.10.2019 Creyupuxayun P NO14485/01-150212
Tama ucmevenugs  30.09.2022 Pezucmpayuonnoe P N014485/01
cpoKa 2o0HoCmU yoocmogepenue Ne:
Cmpana-umnopmep: Poccus No

HacTosiuum noaTBep:nalo, YTo BhIlIeyKa3aHHasA HHPOPMALIUS ABIAETCA AOCTOBEPHOM K
TOYHOi. JTa cepus Npenaparta GbUTa H3TOTOBNEHA, BKIOYas YIIAKOBKY H KOHTPOIb KAa4eCTBa, B
TIOJIHOM COOTBETCTBHH C TpeboBaHuaMH Hannexaine# npoussoacTeeHHoi npaxtuku (GMP)
MECTHOTO KOHTPOJIMPYIOIIETO OPraHa H PErHCTPAHOHHBIM YAOCTOBEPEHHEM CTPAHEI-
uMIopTepa. JIokyMeHTHI, Kacarolpecs POH3BOJACTRA, YIAKOBKH M aHATM3a CEPUH, GBUTH
MpPOBEPEHE! H NPHU3HAHEI COOTBETCTBYIOIMUME Tpebosanusm GMP.

Boinyck cepuii B ipogaxy

MecTo npon3BoacTsa: KouTpoar kauecTRa # BLINyCK:

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

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

Homep peructpaunontoro ynoctopepenus: VL 059/13-2  Homep peructpaumonsoro ynocToeepeHus; VL
GMP Cepruduxar Ne: SK/Q09V/2017 059/13-2

GMP Ceprudurar Ne; SK/009V/2017

YaocrosepeHo dapkacoBa ImMunua YaoctosepeHo: 12.11.2019
OTBETCTBEHHBLIM
JIHLOM:

Sancca Pharmaceuticals s,
Nitrianska 100
o Sancca 920 27 Hlohovee
Pharmaccuticals Slovenska republika
ICO: 46 833 323
IC DPH: SK20023599842 55

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hlohovee - Slovenskd republika

Tel: (+421) 33 736 111 Fax: (+421 ) 33 730 0890, E-mail; sancca@sancca.com - Www.saneca.com
1CO 46 833 323 - IC DPH SK2023599842 - Tatrabunka a 5. - & i 292012341671 100

Obchodny register Okresného sidu Trnava. Oddiel Sa Viezka &islo 10601/T
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Certificate of analysis

Saneca

Product LIFEVIT 400 mg
Product number 12004760 Batch LIMS HV 712240
Batch number 3351019 Released quantity 14 440 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 06.11.2019
Manzifacture date 17.10.2019 Specification P N 014485/01-150212
Expiry date 30.09.2022 Marketing authorisation P N014485/01
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. 0409gt00452 g 0429g
Uniforrnity of mass 18/20 cps. + 7.5 %, complies
2/20 ¢ps. £ 15 % from
determined average mass
Disintegration in artificial stomach NMT 15 min 4 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 0.3800gt0 04200 g 0.3899 g
in | caps.
Content of methylparabene 0.101 mg t0 0.123 mg 0.119mg
in | caps.
Microbiological quality
- GF XIlII, 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 absentinl g absence
Free tocopherol NMT 1.0 % 0.07 %

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitianska 100 - 920 27 Hichovec - Siovenski republika
Teb (+421) 33 736 1111, Fax (+421) 33 730 0890, E-mall: saneca@saneca.com - www.5aneca.com

IO 46833323 - IC OPH. SK2023599842 - Tatrabanka as -& 0 2920123416/1100
Obetwdey ragister Osmsnblo sidu Tmava, Oddiel 54 Viagka gl 1000TT
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Saneca
Pharmaceuticals

Page 2 of 2

Certificate of analysis

Product LIFEVIT 400 mg

Product number 12004760 Batch LIMS HV 712240

Batch number 3351019 Released quantity 14440 PACKS
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 06.11.2019
Manufacture dare 17.10.2019 Specification P N 014485/01-150212
Expiry date 30.09.2022 Marketing authorisation P N014485/01
Importing country Russia No.

L 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 focal 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: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Stovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number :  V-15/20] 9 Authorisation number : V-15/2019

GMP Certificate No - SK/A09V/2017 GMP Certificate No : SK/009v/2017
Certified by QP: Farkasova Emilia ’I[.." ,{E \ Certified on: 12.11.2019

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 46 833323 - IC DPH $K2023599842 - Tatrabanka a s -¢ 0 2920123416/1100
Oecroday iagisteor Okrearbhe tixu Trava, Oddel Sa Vioihs &4 10801/T



