Crpanuna 1 u3 2

CepTudukar anaausa

Saneca
Pharmaceuticals

[ Ipenapam JlaiipeBuT 400 mMr
\Homep npodyxma 12004760 Cepusa LIMS HV 740 423
\Homep cepuu FSG391A Buinywennoe konuuecmso 14 560 YITAKOBOK
V[osupoexa 400 mr
Ulexapcmeennas hopma KarcyJisl
Ynakoera 30 xamncyn Hama ananuza 26.11.2021
V[ama npouzsodcmea 26.10.2021 Cneyughuxayus IT N014485/01-150212
Vlama ucmeuenus cpoka 30.09.2024 Pecucmpayuonnoe IT N014485/01
200HOCmU yoocmogeperue No:
Cmpana-umnopmep: Poccus
GMID 682508
ADH, npoussodumens Toxodepomna auerar, Cepus np-s1: 11801236WO, BAC® CE, Carl Bosch Strasse 38, 67056,
Ludwigshafen, DE
MMoxa3aTean HopMma PesynbTat Onenka
Onucanue KpacHBIC, OBaJIbHBIC KAICYJIbl,  |COOTBETCTBYET COOTBETCTBYET
Omnucanue 3aroTHEHHBIE TPO3PAYHBIM
CBETJIO-XKEITHIM MaCiIoOM
Cpennsist Mmacca coaepxumoro | 0,409T-0,452 T 0,420 r COOTBETCTBYET
KarcyJisl
OOHOPOIHOCTE TO3UPOBAHHUS IO 18 m3 20 xarcyn + 7,5 %, COOTBETCTBYET COOTBETCTBYET
Macce 2 m3 20 xancyn =+ 15 % ot
cpeaHel Macchl
Pacnagaemocts B uckyccrBeHHoM  |He Gomee 15 mun 4 MyuH COOTBETCTBYET
KEJTyI0YHOM COKe
Mopmunocts TCX
Tokodepona arerara Muentu4nocts hakTopa [OJI0KUTEIBHO COOTBETCTBYET
ymepxuBanus (Rf)
[MoUIMHHOCTD - I[BETHASI PeAKIIHS
Toxodepoia arnerara (O6pa3oBaHue OPaHKEBO- MOJIOKUTEITHHO COOTBETCTBYET
KPacHOTO OKpaIIiBaHUs
Mopmunocth TCX
Kpacwurens nyHuossiit (Rubor MICHTHYHOCTD (hakTOpa MTOJIOKUTEITHHO COOTBETCTBYET
ponceau) 4R (E-124) ymepxuBanus (Rf)
Kucnornoe uuncio He 6omnee 2,0 mr KOH/r 0.08 mr KOH/r COOTBETCTBYET
Conep:xanue BI7KX
Coneprxanue Tokogeposa amerara B (0,3800 r - 0,4200 r 0.3879r COOTBETCTBYET
1 xarcyne
Coneprxanue metwianapadbesa s 1 (0,101 mr— 0,123 mr 0.108 mr COOTBETCTBYET
KamncyJe
MukpoOuoaoru4eckass YucToTa
- I'® XIII, kateropus 3A
O6mee gncio adpobubix 6aktepuit [He 6omee 1000 KOE/T 0 KOE/r
OO01Iee 9uCIIo TPONKIKEBBIX U He 6omee 100 KOE/r 0 KOE/r
IUIECHEBBIX TPHOOB
OrtcyterBue Escherichia coli orcyTcTBUE B 1 T OTCYTCTBYET
CBOOOIHBIN TOKOGEPOIT He 6onee 1,0 % 0.10 %
CooTBeTcTBYET cienupuKanuu

Hacrosimum st MOATBEPIKAAI0, YTO BbILICYKa3aHHAs I/IH(i)OpMaL[I/Iﬂ ABJIACTCA BepHOﬁ U TOYHOM. ,HaHHai[ cepus IPOU3BCIACHA,
BKJIIOYasl YIAKOBKY W KOHTPOJIb KadeCTBa, Ha HH)KCyHOMHHyTOﬁ HpOI/I3BOI[CTBeHHOI71 IIom@aake B IIOJIHOM COOTBCTCTBUH C
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[ Ipenapam

\Homep npodyxma
\Homep cepuu
V{osuposka
Vlexapcmeennas gpopma
Ynakoera

Vlama npoussoocmea

V]ama ucmeuenus cpoxa
leoonocmu
Cmpana-umnopmep:
GMID

\ADHU, npouzsodumens

JlaiigeBut 400 mr

12004760 Cepus LIMS HV 740 423

FSG391A Buinywennoe konuuecmso 14 560 YITAKOBOK

400 mr

KarcyJisl

30 xamncyn Hama ananuza 26.11.2021

26.10.2021 Cneyughuxayus IT N014485/01-150212

30.09.2024 Pecucmpayuonnoe IT N014485/01
yoocmosepenue Ne:

Poccus

682508

Tokodepoina anerat, Cepus mp-yst: 11801236WO, BAC® CE, Carl Bosch Strasse 38, 67056,
Ludwigshafen, DE

TpeboBanmsamu Hamexxameit npousBoacTBeHHON NpakTHKH (GMP) MECTHBIX PeryisTOpHBIX OpraHOB M CHEHHU(UKAIMSIMUI
PeructpaioHHOTO yIOCTOBEpEHHsI CTpaHBI-UMIIOpTepa- crenudukamusimMu  HopmaTtueHoit [lokymeHTaruu. 3amuicu 110
TIPOHU3BOJICTBY, YIAKOBKE U KOHTPOIIO KauecTBa CEpUH OBUIH ITPOBEPEHBI M MPU3HAHBI COOTBETCTBYIOIUMH TpeboBanusiM GMP.
MapkupoBka B IOJHOM COOTBETCTBUU € TIOCIEIHEH yTBepkIeHHOH B MuHucrepcTBe 3npaBooxpanenus Poccuiickoit denepanuu
BEpCHeH MaKeTOB yNaKOBOYHBIX MaTEPHANIOB U MHCTPYKIHEH M0 MEAUIIMHCKOMY ITPUMEHEHHIO.

BoinyiieHo Ajs Npoaaku

MecTo nmpou3BoACTBA: KonTtpoas kadecTBa U BBINYCK:

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

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

Howmep perucrpaunonsoro yaocrosepenus: V-15/2019 Howmep perucrpaunonnoro ynocrosepenus: V-15/2019
GMP Cepruduxat Ne: SK/019V/2020 GMP Cepruduxar Ne: SK/019V/2020

YnocroBepeHno Vicenova Maria (moamucs) YnocroBepeHo: 26.11.2021
OTBETCTBEHHBIM

JIMIIOM:

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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Certificate of analysis

Product LIFEVIT 400 mg

Product number 12004760 Batch LIMS HV

Batch number FSG391A Released quantity
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis
Manufacture date 26.10.2021 Specification

Expiry date 30.09.2024 Marketing authorisation
Importing country Russia No.

GMID 682508

740 423
14560 PACKS

26.11.2021

PN 014485/01-150212

P N014485/01

API lot: TOCOFEROLI ALFA ACETAS, Manuf. batch: 11801236W0, BASF SE, Carl Bosch Strasse 38,

67056, Ludwigshafen, DE

Test

Appearance
Description

Average mass filling of 1 ¢ps.

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 X111, category 3A
Total aerobic bacteria

Total Fungi
Absence of Escherichia coli

Free tocopherol

Limits Results
red oval capsules,the capsule fill | complies
is clear slightly yellow oil
0.409 gt0 0.452 g 0420 g
18/20 cps. = 7.5 %, complies
2/20 cps. + 15 % from
determined average mass
NMT 15 min 4 min
identical Rf positive
orange-red colour is produced positive
identical Rf positive
NMT 2.0 mg KOH/g 0.08 mg KOH/g
0.3800 g t0 0.4200 g 0.3879 ¢
0.101 mg t0 0.123 mg 0.108 mg
NMT 1 000 CFU/g 0 CFU/g
NMT 100 CFU/g 0 CFU/g
absentinl g absence
NMT 1.0 % 0.10%
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Evaluation

complies

complies

complies

complies

complies

complies

complies

complies

complies

complies
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Conformity with the specification.
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Saneca Certificate of analysis

Pharmaceuticals

Product LIFEVIT 400 mg

Product number 12004760 Batch LIMS HV 740 423

Batch number FSG391A Released quantity 14 560 PACKS
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 26.11.2021
Manufacture date 26.10.2021 Specification P N 014485/01-150212
Expiry date 30.09.2024 Marketing authorisation P N014485/01
Importing country Russia No.

GMID 682508

API lot: TOCOFEROLI ALFA ACETAS, Manuf. batch: 11801236W0, 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
Certified by QP: Vicenova Maria Certified on: 26.11.2021

: Saneca Pharmaceuticals a.s.
i Nitrianska 100
0 Saneca  © 92027 Hiohovec
QF Freimncewticas § §lovenskd republika
¢ 1G0: 46 833 323
i |E PPH; §K2023599842 55
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