Saneca
Pharmaceuticals

Crtpanuna 1 u3 2

CepTudukar anaausa

[ Ipenapam JlaiigeBut 400 mr
\Homep npodyxma 12004760 Cepusa LIMS HV 732 452
\Homep cepuu 3110421 Buinywennoe xoauvecmaso 14 720 YITAKOBOK
V[o3upoexa 400 mr
Vlexapcmeennas KarcyJisl
dopma
Ynakoexa 30 karcy Hama ananusza 07.05.2021
V[ama npouszeoocmea 12.04.2021 Cneyugpurayus T N014485/01-150212
V]lama ucmeuenus 31.03.2024 Pezucmpayuonnoe TIN014485/01
cpoka eoonocmu yoocmoseperue Ne:
Cmpana-umnopmep: Poccus
GMID 682508
ADU, Tokodepona anerar, Cepust np-ssi: 46661577L0, BAC® CE, Carl Bosch Strasse 38, 67056,
npousgooumens Ludwigshafen, DE
IMoxa3aTeJanb Hopma PesyabTart Ouenka
Onucanne KpacHbie, OBaJbHBIE KaIICYJIBI, COOTBETCTBYET COOTBETCTBYET
Omnwmcanue BarroJTHEHHBIE MTPO3PaYHBIM CBETIIO-
PKEIITHIM MacIOoM
Cpenmsis macca 0,409r-0,452r 0.424 r COOTBETCTBYET
cotep>kuMoTro | Karcybl
OIHOPOIHOCTH 18 u3 20 xancyn + 7,5 %, COOTBETCTBYET COOTBETCTBYET
TO3UPOBaHUs 110 Macce 2 u3 20 xancyn £ 15 % ot cpenneit
MacChI
IPacniagaemocTs B He 6onee 15 mun 6 MUH COOTBETCTBYET
MCKYCCTBEHHOM
PKEITYZJ0YHOM COKE
MopnunnocTs TCX
Tokogepoia anerara M neHTHYHOCTE (haKTOpa yACPKUBAHUS [[IOJIOKUTEIHHO COOTBETCTBYET
(RD)
IMoAAMHHOCTH - IBETHAS
peakuus
Toxodepoiia anerara (O6pa3oBaHHe OPaHKEBO-KPACHOTO TTOJIOKUTEITHLHO COOTBETCTBYET
OKpaITMBaHUSL
MopnunnocTsr TCX
IKpacurenb myHITOBEII MACHTUYIHOCTE (QaKTOpa yAEPKUBAHUS [[IOJIOKUTEIHFHO COOTBETCTBYET
(Rubor ponceau) 4R (E-  ((Rf)
124)
KucnoTHoe uncio He 6omnee 2,0 mr KOH/r 0.07 mr KOH/r COOTBETCTBYET
Conep:xkanue BOKX
Conepxanue Tokodepona [0,3800 r - 0,4200 r 0.3923 r COOTBETCTBYET
arierara B 1 karcyne
ConepxaHue 0,101 mr — 0,123 mr 0.107 mr COOTBETCTBYET __.-
MeTrmapadbena B 1 >
[Karcye
MukpoOuonoruyeckas
YHCTOTA
- I'd XIII, xareropus 3A
O61mee yncio adpobubix  |He 6oxee 1000 KOE/r 0 KOE/r Y
OaxTepuit \3\
O61mee yncio nposxokeBsix |He 6oxee 100 KOE/r 0 KOE/r COOTBeTé‘iﬁ}Zesr
M TUICCHEBBIX TPHOOB M
OtcyrtcrBue Escherichia  |otcyrctBHe B 1 T OTCYTCTBYET COOTBETCTBYET
coli
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Saneca
Pharmaceuticals

Crtpanuna 2 u3 2
CepTudukar anaausa

[ Ipenapam JlaiigeBut 400 mr

\Homep npodyxma 12004760 Cepusa LIMS HV 732 452

\Homep cepuu 3110421 Buinywennoe xoauvecmaso 14 720 YITAKOBOK

V[ozupoexa 400 mr

Ulexapcmeennast KariCyJibl

dopma

Ynaxoska 30 xancyn Hama ananuza 07.05.2021

V[ama npouszeoocmea 12.04.2021 Cneyugpurayus T N014485/01-150212

V]lama ucmeuenus 31.03.2024 Pezucmpayuonnoe TIN014485/01

cpoka eoonocmu yoocmoseperue Ne:

Cmpana-umnopmep: Poccus

GMID 682508

ADU, Tokogepona anerar, Cepus np-ysi: 46661577L0, BAC® CE, Carl Bosch Strasse 38, 67056,

npousgooumens Ludwigshafen, DE

CBOOOIHBIN TOKOGEPOIT ‘He 6omee 1,0 % |0.08 % CooTBETCTBYET
CooTBeTcTBYeT cienpUKAINT

HacrosimuM 51 moATBepikAaro, 4TO BBIIEYKa3aHHAs MH(OpPMAIMs SBISIETCS BEpHOH M TouHOI. JlaHHas cepus IpoW3BelCHA,
BKJIIOYasl YIAKOBKY M KOHTPOJIb KaueCTBa, HA HIXKEYNOMSHYTOH IPOU3BOJCTBEHHOH ILIOMIAJKE B IOIHOM COOTBETCTBUH C
TpeboBanmsamu Hamnexxameit npousBoacTBeHHON NpakTHKH (GMP) MeCTHBIX peryisTOpHBIX OpraHOB M CHEHU(UKAISIMU
PeructpalimOHHOTO yIOCTOBEpEHHsl CTpaHbl-uMmmopTepa- crerubukanusmu HopmaTtuBHo#t [lokyMeHTaluu. 3amicu 1o
MPOU3BOJICTBY, YIIAKOBKE M KOHTPOIIIO KayeCTBa CEpUU ObIIM MPOBEPEHBI U IMPH3HAHBI COOTBETCTBYIONMMH TpeboBaHusiM GMP.
MapkupoBKa B IOJTHOM COOTBETCTBUH C TIOCIEIHEH YTBEpkKIeHHOH B MuHucTepcTBe 3npaBooxpanenus Poccuiickoii denepanuu
BEpCHel MaKeTOB yNaKOBOYHBIX MaTEpHANOB U MHCTPYKIHEH 10 MEAUIIMHCKOMY ITPUMEHEHHIO.

BoinymeHno 15 npoaaxku

MecTo nMpou3BoACTBA: KoHTpoab KauecTBa U BBIMYCK:

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 perucrpanuonsoro yaocrosepenus: V-15/2019
GMP Cepruduxar Ne: SK/019V/2020 GMP Ceprudukar Ne: SK/019V/2020

YnocroBepeHo Karlovska Mariana (moamucs) YnocroBepeHo: 07.05.2021
OTBETCTBEHHBIM

JIMIOM:

Saneca Pharmaceuticals a.s.
Nitrianska 100

Saneca 920 27 Hlohovec
Pharmaceuticals Slovenska republika

ICO: 46 833 323
IC DPH: SK2023599842 55

~ . - \
Lif«LaHoOQuKW Poccusar

|\ Sanofi Russia
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]
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Saneca
Pharmaceuticals

Page 1 of 2

Certificate of analysis

Product LIFEVIT 400 mg

Product number 12004760 Batch LIMS HV 732 452

Batch number 3110421 Released quantity 14720 PACKS
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 07.05.2021
Manufacture date 12.04.2021 Specification PN 014485/01-150212
Expiry date 31.03.2024 Marketing authorisation P N014485/01
Importing country Russia No.

GMID 682508

API lot: TOCOFEROLI ALFA ACETAS, Manuf. batch: 46661577L0, BASF SE, Carl Bosch Strasse 38,
67056, Ludwigshafen, DE

Test

Appearance
Description

Average mass filling of 1 cps.

Uniformity of mass

Disintegration in artificial stomach|
juice
Identification TLC
Tocopherol acetate

Identification - colour reaction
Tocopherol acetate

Identification TLC
colour Rubor ponceau 4R
(E-124)
Acid value
Content HPLC
Content of tocopherol acetate
in 1 caps.
Content of methylparabene
in 1 caps.
Microbiological quality
- GF XIII, category 3A
Total aerobic bacteria

Total Fungi
Absence of Escherichia coli

Free tocopherol

Limits

red oval capsules,the capsule fill
is clear slightly yellow oil
0409gt00452 g

18/20 cps. £ 7.5 %,

2/20 cps. = 15 % from
determined average mass
NMT 15 min

identical Rf

orange-red colour is produced

identical Rf

NMT 2.0 mg KOH/g

0.3800 g to 0.4200 g

0.101 mg to 0.123 mg

NMT 1 000 CFU/g
NMT 100 CFU/g
absentinl g
NMT 1.0 %

Results

complies

0424 ¢

complies

6 min

positive

positive

positive

0.07 mg KOH/g

03923 g

0.107 mg

0 CFU/ ’*""(
g §L£ { s ™

45\ Sanofi Russia AQ /|3 .3

0 CFU/g *}%\ /}{ N
absence ;

BFIN 4
0.08 %

. . \
«CaHopu Poccusn» |\~ A

Evaluation

complies

complies

complies

complies

complies

complies

complies

complies

complies

complies

complies
complies
complies

complies

Conformity with the specification.
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Page 2 of 2

Certificate of analysis
Saneca

Pharmaceuticals
Product LIFEVIT 400 mg
Product number 12004760 Batch LIMS HV 732 452
Batch number 3110421 Released quantity 14720 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 07.05.2021
Manufacture date 12.04.2021 Specification PN 014485/01-150212
Expiry date 31.03.2024 Marketing authorisation P N014485/01
Importing country Russia No.
GMID 682508
API lot: TOCOFEROLI ALFA ACETAS, Manuf. batch: 4666157710, BASF SE, Carl Bosch Strasse 38,
67056, Ludwigshafen, DE

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.

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, Slovak republic 920 27 Hlohovec, Slovak republic

Authorisation number : V-15/2019 Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020
Hlikore”

Certified by QP: Karlovska Mariana Certified on: 07.05.2021

Saneca Pharmaceuticals a.s.
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