Saneca

Pharmaceuticals

Crtpanuna 1 u3 2

CepTudukar anaansa

B 1 Kamcyie

[ Ipenapam JlaiigeBut 200 mr
\Homep npodykma 12004758 Cepus LIMS HV 716193
\Homep cepuu 3030120 Buinywennoe xoauvecmaso 28 874 YITAKOBOK
V[ozupoexa 200 mr
Vlekapcmeennas KaICyJIbl
dopma
Ynaxoska 30 xancyn Hama ananuza 25.02.2020
V[ama npouszsoocmea 30.01.2020 Cneyugpurayus T N014485/01-150212
V]lama ucmeuenus 31.12.2022 Pezucmpayuonnoe TIN014485/01
cpoka eoonocmu yoocmoseperue Ne:
Cmpana-umnopmep: Poccus
GMID 682506
ADH, Tokodepouna anerar, Cepust npousBoautesns: UT19100251, ACM Hyrtpumunn [ponaxre JTx,
npouszeodumens Hauptstrasse 4, Sisseln
Iloxa3aTesn Hopma PesynabTaT Ouenka
Onucanue KpacHble, OBaJIbHBIC KaIICyJIbl, COOTBETCTBYET COOTBETCTBYET
Ormnucanue 3aIlOJHCHHBIC [IPO3PAYHbIM CBETIIO-XKEITHIM
Maciom
[MopmuunocTs TCX
Toko¢epona aerara Mnentuunocts dakropa ynepxusanus (Rf) [momoxwurensHo COOTBETCTBYET
Ilo/VIMHHOCTD - IIBETHASA
peakuus
Toxodeporna anerara O6pa3zoBaHKe OpaHKEBO-KPACHOTO [TOJIOKUTEIIBHO COOTBETCTBYET
OKpaIIBaHUS
[MopmuunocTs TCX
Kpacutens myHuoBbiid (Rubor uaeHtndHOCTS (hakropa yaepxusanus (Rf) [monoxureasHO COOTBETCTBYET
ponceau) 4R (E-124)
Cpennss Macca coaepxxkumoro (0,204 r - 0,226 ¢ 0,213 1 COOTBETCTBYET
1 xamncynst
OnnopoaHocTs no3upoBanus |18 u3 20 kancyn + 10 %, COOTBETCTBYET ICOOTBETCTBYET
o macce 2 u3 20 xancyn + 20 % ot cpegHeill Macchl
IPacniajaeMoCTh B [He 6omee 15 mun 4 MUH ICOOTBETCTBYET
MCKYCCTBEHHOM JKEITyJOUHOM
CoKe
IKucnorHoe uncio He 6onee 2,0 mr KOH/r 0,06 mr KOH/T COOTBETCTBYET
CBoOOaHBIH TOKODEpOI He 6onee 1,0 % 0,08 % CooTBeTCTBYET
IMukpoounoJornyecKkas
YHCTOTA
- I'® XIII, xareropus 3A
OO1mee 4nciIo adpoOHBIX He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET
OakTepuit
O61ee uncio apoxokeBbix - |He 6omee 100 KOE/r 0 KOE/r COOTBETCTBYET
[MJIECHEBBIX TPHOOB
Otcyrcrue Escherichia coli |otcytctBue B 1 ¢ OTCYTCTBYET COOTBETCTBYET
Conep:xanue BIKX
Coneprxanue Tokogepoina 0,1900 r - 0,2100 r 0,1942 r ICOOTBETCTBYET
arerara B 1 Karcyne
Coneprxanne Metuamnapabena 0,065 mr — 0,079 mr 0.077 mr COOTBETCTBYET

CooTBeTcTBYET cienH(pUKAIINN

Saneca Pharmaceuticals a.s.

Nitrianska 100 - 920 27 Hlohovec Slovenské republika Tel: (+421) 33 736 1111, Fax: (+421 ) 33 730 0890, E-mail: info@saneca.com" .
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Saneca

Pharmaceuticals
Crtpanuna 2 u3 2
CepTudukar anaansa

[ Ipenapam JlaiigeBut 200 mr
\Homep npodykma 12004758 Cepus LIMS HV 716193
\Homep cepuu 3030120 Buinywennoe xoauvecmaso 28 874 YITAKOBOK
V[ozupoexa 200 mr
Vlexapcmeennas KarcyJisl
dopma
Ynaxoska 30 xancyn Hama ananuza 25.02.2020
V[ama npouszsoocmea 30.01.2020 Cneyugpurayus T N014485/01-150212
V]lama ucmeuenus 31.12.2022 Pezucmpayuonnoe TIN014485/01
cpoka eoonocmu yoocmoseperue Ne:
Cmpana-umnopmep: Poccus
GMID 682506
ADH, Tokodepouna anerar, Cepust npousBoautesns: UT19100251, ACM Hyrtpumunn [ponaxre JTx,
npouszeodumens Hauptstrasse 4, Sisseln

HacrosiuM st oATBepIkAalo, 4To BhILIeyKa3aHHas HHOOPMAILHs SIBISIETCS BEPHOM 1 TOUHOIL. [Ipor3BoACTBO aHHOH cepun
MPOIYKTa, BKIIOYas YIMAKOBKY M KOHTPOJIb Ka4eCTBA HA COOTBETCTBYIOMINX 00BEKTaX, MOTHOCTBIO COOTBETCTBYET TPEOOBAHHUAM
Hannexarueit mpousBoactenHoit npaktuk (GMP) EC, MeCTHBIX perysITOpHBIX OPTaHOB H CHELHHKALHIM
PETHCTPAHOHHOTO YAOCTOBEPEHHS UMIIOPTHPYIOIeH cTpaHbl — cienudukanusym Hopmarusroit Jlokymenranumn. [1o
pe3ysbTaTaM IPOBEPKH 3aluceil 0 MPOU3BOACTBE, YIIAKOBKE M aHAIM3e CEPUH ObIJIO YCTAaHOBJIEHO COOTBETCTBHE TPEOOBAHHIM
GMP. MapkupoBKa B MOJTHOM COOTBETCTBHH C TIOCJICAHUMHE 0JJ0OPEHHEIMA MUHHCTEPCTBOM 3/1paBooxpaHeHus Poccuiickoit
®denepanyu BepCHSIMHI MaKeTOB YIIAKOBOYHBIX MaTEpHAIOB U HHCTPYKIINH 110 MEJUIITHCKOMY IIPHUMEHEHHIO.

BoinymeHno 115 npoaaxku

MecTo MPOM3BOACTBA: KoHTpoab kavyecTBa U BBINMYCK:

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

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

Howmep perucrpanmonsoro ynocrosepenus: V-15/2019 Howmep perucrpanuonnoro yaocrosepenus: V-15/2019
GMP Cepruduxar Ne: SK/009V/2017 GMP Ceprudukar Ne: SK/009V/2017
IMoarBep:xkIeHO Holichkova Jaroslava (moamucs) JlaTa moaTBepKIEHUSI: 06.03.2020
OTBETCTBEHHBIM

JIMIOM:

Saneca Pharmaceuticals a.s.
Nitrianska 100

Saneca 920 27 Hlohovec
Pharmaceuticals Slovenska republika

ICO: 46 833 323
IC DPH: SK2023599842 55
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Saneca Pharmaceuticals a.s.
Nitrianska 100 - 920 27 Hlohovec Slovenska republika Tel: (+421) 33 736 1111, Fax: (+421 ) 33 730 0890, E-mail: info@saneca.com
ICO 46 833 323 - IC DPH SK2023599842 OS OR Trnava, odd Sa V1. & 10601/T — Tatra banka a.s. IBAN: SK22 1100 0000 0029 2012 3416 ~ www.saneca.com
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Saneca Certificate of analysis
Pharmaceuticals

Product LIFEVIT 200 mg
Product number 12004758 Batch LIMS HV 716 193
Batch number 3030120 Released quantity 28 874 PACKS
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 25.02.2020
Manufacture date 30.01.2020 Specification P N014485/01-150212
Expiry date 31.12.2022 Marketing authorisation P N014485/01
Importing country Russia No.
GMID 682506
API: TOCOFEROLI ALFA ACETAS, Manuf, batch: UT19100251, DSM Nautritional Products Ltd,
Hauptstrasse 4, Sisseln
Test Limits Results Evaluation
Appearance
Description 1_‘ed, oval f:apsulcs,the cagsule fill complies —_—
is clear slightly yellow oil
Identification TLC
Tocopherol acetate identical Rf positive complies
Identification - colour reaction
Tocopherol acetate orange-red colour is produced positive complies
Identification TLC
colour Rubor ponceau 4R identical Rf positive .
(E-124) complies
Average mass filling of 1 cps. 0204 gt0 0226 g 0213 g consplies
Uniformity of mass 18/20 caps. + 10 % complies ;
: 1
2/20 caps. % 20 % from b e
determined average mass
Dl_smtegratlon in artificial stomach NMT 15 min 4 min soipliss
juice
Acid value NMT 2.0 mg KOH/g 0.06 mg KOH/g complies
0,
Free tocopherol NMT 1.0 % 0.08 % complits
Microbiological quality
- GF XIII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CrU/g complies
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absentin 1 g absence —
Content HPLC
Qontent of tocopherol acetate 0.1900 gt0 0.2100 g 0.1942 g sakigfies
in 1 caps.
C_ontent of methylparabene 0.065 mg to 0.079 mg 0.077 mg soiiplies
in 1 caps.
Conformity with the specification.
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Saneca Certificate of analysis

Pharmaceuticals

Product LIFEVIT 200 mg
Product number 12004758
Batch number 3030120
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 cps
Manufacture date 30.01.2020
Expiry date 31.12.2022
Importing country Russia
GMID 682506
Hauptstrasse 4, Sisseln

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

716 193
28874 PACKS

25.02.2020
P N014485/01-150212
P N014485/01

APL: TOCOFEROLI ALFA ACETAS, Manuf. batch: UT19100251, DSM Nutritional Products Ltd,

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality control
at the below mention site in  full complience with the GMP requirements of the local Regulatory Authority and  with the the specifications in the
Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging and analysis records have been
reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of Health of the Russian Federation version

of packaging and leaflet artworks.

Manufacturing site:

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

GMP Certificate No : SK/009V/2017

Certified by QP: Holickova Jaroslava
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Saneca Pharmaceuticals a.s.
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Release for sale

Quality control and release site:

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

Authorisation number :

V-15/2019

GMP Certificate No : SK/009V/2017

Certified on:

i i Baneca Pharmaceuticals a.s

¢ Nitrianska 100

! 920 27 Hiohovec

i Slovenska republika

: 1CO: 46 833 323

: IC DPH: SK2023599842

06.03.2020
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