Saneca
Pharmaceuticals

Crpanuna 1 u3 2
CepTudukar anaansa

[ Ipenapam JlaiipeBut 200 mr
\Homep npodyxma 12004758 Cepusi LIMS HV 718 272
\Homep cepuu 3100320 Buinywennoe konuuecmso 29 084 YITAKOBOK
V[osupoexa 200 mr
Vlekapcmeennas KarcyJbl
dopma
Ynakoexa 30 kamncyn Hama ananuza 28.04.2020
V[ama npoussoocmea 26.03.2020 Cneyugpuxayus IT N014485/01-150212
Vlama ucmeuenus 28.02.2023 Pecucmpayuonnoe IT N014485/01
cpoka eoonocmu yoocmoseperue Ne:
Cmpana-umnopmep: Poccus
GMID 682506
ADU, TOKODEPOJIA AJIb@A AIIETAT, Cepust np.-mst: 32823156P0, BAC® CE, Carl Bosch
IPOU3BOUTEIb Strasse 38, 67056, Ludwigshafen, 'epmanus
Iloxa3aTesn Hopma PesynabTaT Ouenka
Onucanue KpacHble, OBaJIbHBIC KaIICyJIbl, COOTBETCTBYET COOTBETCTBYET
Ormnucanue 3aIlOJIHCHHBIC [IPO3PAYHbIM CBETIIO-KEITHIM

Maciom
[MopmuunocTs TCX
Toxodeporna anerara Mnentranocts daktopa yaepxusanus (Rf) [monoxurensHo COOTBETCTBYET
ITo I THHHOCTD - LIBETHAsI
peakuus
Toxodeporna anerara O6pa3zoBaHKe OpaHKEBO-KPACHOTO [TOJIOKUTEIIBHO COOTBETCTBYET

OKpaIIBaHUS
[MopmuunocTs TCX
Kpacutens myHioBbiid (Rubor uaentudHoCTs (hakropa yaepxusanus (Rf) [monoxurensHo COOTBETCTBYET
ponceau) 4R (E-124)
Cpennsist Macca coaeprxumoro (0,204 r - 0,226 r 0,2111r COOTBETCTBYET
1 xamncynst
OnHOpOHOCTH Ho3upoBanus |18 u3 20 kancyn + 10 %, COOTBETCTBYET ICOOTBETCTBYET
o macce 2 n3 20 xamncyin + 20 % ot cpenHei Macch
IPacniajaeMoCTh B [He 6omee 15 mun 4 MuH ICOOTBETCTBYET
MCKYCCTBEHHOM JKEITyJOUHOM
coke
IKucnoTHoe uucio He 6o0see 2,0 mr KOH/r 0,04 mr KOH/r COOTBETCTBYET
CBOGOAHBII TOKOGDEPOIT He 6oiee 1,0 % 0,10 % ICooTBeTCTBYET
IMukpoounoJornyecKkas
YHCTOTA
- I'd XIII, xkateropust 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
Orcyrcreue Escherichia coli |orcyrctBue B 1 1 OTCYTCTBYET COOTBETCTBYET
Conep:xanue BIKX
Coneprkanue Toko(epoa 0,1900 r - 0,2100 r 0,1954 r
arerara B 1 Karcyne
Coneprxanne Metramnapabena 0,065 mr — 0,079 mr 0.075 mr
B 1 Kamcyie

CootBercTBYeT crenuuKannu
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Saneca
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Crtpanuna 2 u3 2
CepTudukar anaansa

[ Ipenapam JlaiipeBut 200 mr

\Homep npodyxma 12004758 Cepusi LIMS HV 718 272

\Homep cepuu 3100320 Buinywennoe konuuecmso 29 084 YITAKOBOK
V[osupoexa 200 mr

Ulexapcmeennast KariCyJibl

dopma

Ynakoexa 30 kamncyn Hama ananuza 28.04.2020

V[ama npoussoocmea 26.03.2020 Cneyugpuxayus IT N014485/01-150212
Vlama ucmeuenus 28.02.2023 Pecucmpayuonnoe IT N014485/01

cpoka eoonocmu yoocmoseperue Ne:

Cmpana-umnopmep: Poccus

GMID 682506

ADU, TOKODEPOJIA AJIb@A AIIETAT, Cepust np.-mst: 32823156P0, BAC® CE, Carl Bosch
IPOU3BOUTEIb Strasse 38, 67056, Ludwigshafen, 'epmanus

HacrosimuMm s moaTBepIK1ato, 4To BhIIICYKa3aHHas HHGOpMaLKs sSBiIseTCs BEepHOI 1 TouHOU. JlaHHas cepust Oblia pOU3BE/ICHa,
BKJIIOYas 3TaIlbl yIIAKOBKU U KOHTPOJIS KaU4eCTBa Ha HIKEYKa3aHHOM IPOU3BOACTBCHHOM ILIOMIAJKE B IIOJTHOM COOTBETCTBUU C
GMP TpeOoBaHUSAMH MECTHOTO PETYJIITOPHOIO OpraHa U co crenu(UKausIMi PerucTpailmoHHOTO Y10CTOBEPEHHS CTPAHbI-
umropTepa — cnerudukanusiMu HopMaTuBHOH HoKyMeHTannu. 3aucy O IPOM3BOJICTBE, YIIAKOBKE U aHAIN3E CEPUU OBLIN
MPOBEPEHBI ¥ MPU3HAHBI COOTBETCTBYOMMMH TpeboBanusiM GMP. MapkupoBka B TIOTHOM COOTBETCTBHH C OCIEIHUMU
yTBep)kaeHHbIME M3 P® BepcusiMu MakeTOB ynakoBOYHBIX MaTepuanos u UMII.

BoinyiieHo Ajs Npoaaku

MecTo nmpou3BoACTBA: KoHTpoJb KayecTBa 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/025V/2019 GMP Cepruduxar Ne: SK/025V/2019

HoarBep:xkaeHo Farkasova Emilia JlaTa noaTBePIKACHHUS 29.04.2020
OTBETCTBEHHBIM

JIHLOM:

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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Certificate of analysis

Product LIFEVIT 200 mg
Product number 12004758 Batch LIMS HV 718272
Batch number 3100320 Released quantity 29084 PACKS
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 28.04.2020
Manufacture date 26.03.2020 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 Fed, oval .capsules,the caPsule fill complies 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
‘(:}(5){(1)1212 ;{ubor ponceau 4R identical Rf positive complies
Average mass filling of 1 cps. 0.204 gt0 0226 g 02111¢g complics
Uniformity of mass 18/20 caps. = 10 %, complies ;
2/20 caps. = 20 % from complies
determined average mass
].I‘)lliscléategratlon in artificial stomach NMT 15 min 4 min complies
Acid value NMT 2.0 mg KOH/g 0.08 mg KOH/g complies
0,
Free tocopherol NMT 1.0 % 0.10% complies
Microbiological quality
- GF XIII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g complies
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absentinl g absence complies
Content HPLC
(‘;gnltegpf tocopherol acetate 0.1900 gt0 0.2100 g 0.1954 g camiplies
Content of methylparabene 0.065 mg to 0.079 mg 0.075 mg
in 1 caps.

Conformity with the specification.

Saneca Pharmaceuticals a.s.
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Saneca Certificate of analysis

Pharmaceuticals

Product LIFEVIT 200 mg

Product number 12004758 Batch LIMS HY 718272

Batch number 3100320 Released quantity 29084 PACKS
Dosage strength 200 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 28.04.2020
Manufacture date 26.03.2020 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
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/025V/2019

Certified by QP: Farka$ova Emilia

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

GMP Certificate No : SK/025V/2019

Certified on: 29.04.2020
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