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Pharmaceuticals

Crtpanuna 1 u3 2

CepTudukar anaansa

cpoka eoonocmu

[ Ipenapam JlaiigeBut 200 mr

\Homep npodykma 12004758 Cepus LIMS HV

\Homep cepuu 3070320 Buinywennoe xoauvecmaso
V[ozupoexa 200 mr

Ulexapcmeennast KariCyJibl

dopma

Ynakoexa 30 karcy Hama ananusza

V[ama npouzsoocmea 12.03.2020 Cneyugpurayus

V]lama ucmeuenus 28.02.2023 Pezucmpayuonnoe

yoocmosepeHue Ne:

Cmpana-umnopmep: Poccus

717 600
28 779 YITAKOBOK

07.04.2020

I1N014485/01-150212
I1N014485/01

GMID 682506
ADU: Anbga Toxodepona auerar, [Ipozsoacreennas cepust: 32823156P0, BAC® CE, Carl Bosch
Strasse 38, 67056, Ludwigshafen, Germany
Iloxa3aTesn Hopma PesynabTaT Ouenka
Onucanue KpacHble, oBanbHBIE KaICyIIbL, COOTBETCTBYET COOTBETCTBYET
Ommcanve BaToTHEHHbIE TIPO3PAYHBIM CBETIIO-KEJITHIM
MacIoM
[MopmuunocTs TCX
Toko¢epona aerara Mnentuunocts dakropa ynepxusanus (Rf) [momoxwurensHo COOTBETCTBYET
IMoaTMHHOCTD - BETHAS
[peaknust
Toko¢epomna arnerara (O6pazoBaHHEe OpaHXKEBO-KPACHOTO ITOJI0>KUTEIEHO COOTBETCTBYET
OKpaITHBaHUS
[MopmuunocTs TCX
IKpacurens myHnossiii (Rubor mnenTnanocts Gakropa yaepxkusanus (Rf) [momoxxurensHo 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 €Ty IOTHOM
CoKe
KuciioTHo€e Yncio He 6onee 2,0 mr KOH/r 0,05 mr KOH/T COOTBETCTBYET
CBOGOAHBII TOKOGDEPOIT He 6osee 1,0 % 0,06 % 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
Conep:xanue BIKX
Coneprxanue Tokogepoina 0,1900r-0,2100 T 0,1961 r
arreTara B 1 xamcyie
Coneprxanne Metuamnapabena 0,065 mr — 0,079 mr 0.071 mr
B 1 Kamcyie

CooTBeTcTBYET cienH(pUKAIINN
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Saneca
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Crtpanuna 2 u3 2
CepTudukar anaansa
[ Ipenapam JlaiigeBut 200 mr
\Homep npodykma 12004758 Cepus LIMS HV 717 600
\Homep cepuu 3070320 Buinywennoe xoauvecmaso 28 779 YITAKOBOK
V[ozupoexa 200 mr
Ulexapcmeennast KariCyJibl
dopma
Ynaxoska 30 xancyn Hama ananuza 07.04.2020
V[ama npouzsoocmea 12.03.2020 Cneyugpurayus T N014485/01-150212
V]lama ucmeuenus 28.02.2023 Pezucmpayuonnoe TIN014485/01
cpoka eoonocmu yoocmoseperue Ne:
Cmpana-umnopmep: Poccus
GMID 682506
ADU: Anbga Toxodepona auerar, [Ipozsoacreennas cepust: 32823156P0, BAC® CE, Carl Bosch
Strasse 38, 67056, Ludwigshafen, Germany

Hacrosimum s moaTBep:karo, 4To BhIMIEyKa3aHHass MH(pOpMaLus sBISETCS BEpHOW M TOUHOM. JlaHHas cepus mpowusBeicHa,
BKJIIOYAsl YMaKOBKY M KOHTPOJIb KauecTBAa, HA HIKEYMOMSHYTON MPOU3BOACTBEHHON IUIOMIaAKE B IMOJHOM COOTBETCTBHH C
TpeboBanussmu Hamnexxameit mpousBoacTBeHHON npakTHkd (GMP) MeCTHBIX peryisTOpHBIX OpraHoB H CHelu(UKaIUIMU
PerucrpalimoOHHOTO yIOCTOBEpEHHsI CTpaHBI-UMIIOpTepa- crenuukamusimMu  HopmaTtueHoit [lokymeHTaruu. 3amucu 10
TIPOM3BOJICTBY, YIAKOBKE U KOHTPOJIIO KauecTBa CEpHH OBUIM MPOBEPEHHI M MPU3HAHBI COOTBETCTBYIOIUMH TpeboBanusiM GMP.
MapkupoBka B I0JJHOM COOTBETCTBHU C MOCIEIHEN YTBEpKICHHOW B MuHucTepcTBe 31paBooxpaneHus Poccuiickoit denepanuu
BEpcUeil MaKeTOB yIIAKOBOYHBIX MAaTE€pUANIOB U MHCTPYKLUEH 110 IPUMEHCHHUIO.

BoinymieHno 15 npoaaxku

MecTo Npou3BOJCTBA: 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/025V/2017 GMP Ceprudukar Ne: SK/025V/2017
IMoarBep:xkIeHO Farkasova Emilia (rmoamucs) JlaTa moaTBepKIEHUSI: 08.04.2020
OTBETCTBEHHBIM

JIMIOM:

Saneca Pharmaceuticals a.s.
Nitrianska 100

Saneca 920 27 Hlohovec
Pharmaceuticals Slovenska republika

ICO: 46 833 323
IC DPH: SK2023599842 55

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 717 600
Batch number 3070320 Released quantity 28779 PACKS
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 07.04.2020
Manufacture date 12.03.2020 Specification P N014485/01-150212
Expiry date 28.02.2023 Marketing authorisation P N014485/01
Importing country Russia No.
GMID 682506
API: TOCOFEROLI ALFA ACETAS, Manuf. batch: 32823156P0, BASF SE, Carl Bosch Strasse 38, 67056, Ludwigshafen ,
Germany
Test Limits Results Evaluation
Appearance
Description .red, oval f:apsules,me capsule fill complies Somliss
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. 0.204 gt00.226 ¢ 0213 g sglies
Uniformity of mass 18/20 caps. = 10 % complies ;
’ 1
2/20 caps. £ 20 % from e
determined average mass
Dl-smtegranon in artificial stomach NMT 15 min 4 min settiplies
juice
Acid value NMT 2.0 mg KOH/g 0.05 mg KOH/g complies
0,
Free tocopherol NMT 1.0 % 0.06 % complies
Microbiological quality
- GF XIII, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFU/g snlias
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absentinlg absence sompliss
Content HPLC
Qontent of tocopherol acetate 0.1900 g t0 0.2100 g 0.1961 g ——
in 1 caps.
Qontent of methylparabene 0.065 mg to 0.079 mg 0.071 mg el
in 1 caps.
Conformity with the specification.
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Saneca Certificate of analysis
Pharmaceuticals

Product LIFEVIT 200 mg

Product number 12004758 Batch LIMS HV 717 600

Batch number 3070320 Released quantity 28779 PACKS
Dosage strength 200 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 07.04.2020
Manufacture date 12.03.2020 Specification P N014485/01-150212
Expiry date 28.02.2023 Marketing authorisation P N014485/01
Importing country Russia No.

GMID 682506

API: TOCOFEROLI ALFA ACETAS, Manuf. batch: 32823156P0, BASF SE, Carl Bosch Strasse 38, 67056, Ludwigshafen,
Germany

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.

Released for sale

Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic 920 27 Hlohovec, Slovak republic
Authorisation number :  V-15/2019 Authorisation number :  V-15/2019
GMP Certificate No : SK/025V/2019 GMP Certificate No : SK/025V/2019

By

{
Certified by QP: Farkagova Emilia % (/ L Certified on: 08.04.2020
3 ! Saneca Pharmaceuticals a.s.
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