Crtpanuna 1 u3 2

Saneca

Pharmaceuticals

Cepruduxkar anaausa /

Ceprudukar
COOTBETCTBUA
IIpenapam JJAU®EBHUT 200 mr
\Homep npodykma 12005083 Cepus LIMS HV 815 105
\Homep cepuu 877016A Buvinywennoe konuuecmeo 28 160 YITAKOBOK
\Homep cepuu 6anx 877016
Vlo3upoeka 200 mr
Vlekapcmeennas ¢popma  Karcyibl
Ynakoeka 30 kamncyn Hama ananuza 23.02.2026
Iama npouzeoocmea 07.01.2026 Cneyugurxayusn JITI-Ne(011028)-(PT-RU)-220725
lama ucmeuenusn cpoka 31.12.2028 Pezucmpayuonnoe yoocmoesepenue Ne: JII1-Ne(011028)-(PI'-RU)
200HoCcmu
Cmpana-umnopmep: Poccus
GMID 864210
IMoka3aTenn Hopma PesynbTar Onenka
Onucanne KpacHble, oBaJbHBIE KaIICyJIBI, COOTBETCTBYET COOTBETCTBYET
Omnmcanue BaIroJIHEHHBIC TPO3PAYHBIM CBETIIO-
PKEJITBIM MacioM
Mopmunocth TCX
Tokodepona anerara MneHTHIHOCTh (haKkTOpa YACPKUBAHHUS  [TOJIOKUTEIHHO COOTBETCTBYET
R
[MoxTAHHOCTH - IBETHAS PeaKIUA (<
Toxodepoia anerara (O6pa3oBaHre OpaHKEBO-KPACHOTO MOJIOKUTETHHO COOTBETCTBYET
OKpaIInBaHUI
Mopmunocth TCX
Kpacwurens myrmnossrii (Rubor MACHTUYHOCTH (PaKTOpa yACPKUBAHUSA  [OJOKHUTEIHHO COOTBETCTBYET
ponceau) 4R (E-124) (Rf)
Cpeansist Macca conepxumoro 1 0,204 r—-0,226 T 0,215 COOTBETCTBYET
KaICyJIbl
OIHOPOAHOCTH A03MPOBAHHSA 110
Macce 18 u3 20 xancyn + 10 %, COOTBETCTBYET COOTBETCTBYET
OmHOPOIHOCTH 1O Macce 2 u3 20 kancyn + 20 % oT cpegHel macchl
IPactiagaeMoCTh B UCKYCCTBEHHOM He 6onee 15 mun 4 MUH COOTBETCTBYET
PKEITy TOYHOM COKE
IKucaoTHoe YHCJI0 IHe 6oitee 2,0 mr KOH/T 0,08 mr KOH/T COOTBETCTBYET
CBOOOIHBIN TOKOGEPOIT He 6oiree 1,0 % 0,09 % COOTBETCTBYET
MuxpoOuonoru4eckass YucToTa
- I'® PO, kareropus 3A
O61ee uncio adpobubix Gakrepuii [He 6onee 10° KOE/r 0 KOE/r COOTBETCTBYET
OO6mIee 9ucIo IPOAOKEBBIX H He 6onee 10> KOE/r 0 KOE/r COOTBETCTBYET
MIECHEBBIX TPHOOB
OtcyrtcrBue Escherichia coli OTCYTCTBUE B 1 T OTCYTCTBYET COOTBETCTBYET
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
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Saneca

Pharmaceuticals

Cepruduxkar anaausa /

Ceprudukar
COOTBETCTBUA
IIpenapam JJAU®EBHUT 200 mr
\Homep npodykma 12005083 Cepus LIMS HV 815 105
\Homep cepuu 877016A Buvinywennoe konuuecmeo 28 160 YITAKOBOK
\Homep cepuu 6anx 877016
Vlo3upoeka 200 mr
Ulekapcmeennasn gpopma  KancyJbl
Ynakoeka 30 kamncyn Hama ananuza 23.02.2026
Iama npouzeoocmea 07.01.2026 Cneyugurxayusn JITI-Ne(011028)-(PT-RU)-220725
lama ucmeuenusn cpoka 31.12.2028 Pezucmpayuonnoe yoocmoesepenue Ne: JII1-Ne(011028)-(PI'-RU)
2o0Hocmu
Cmpana-umnopmep: Poccus
GMID 864210
Conep:xanue BOKX
Coneprxanne Tokodepona anerata §0,1900 T - 0,2100 v 0,2025 T CooTBeTCTBYET
KarcyJe
Conepxanne metrmapadbena B 1 0,065 mr — 0,079 mr 0,067 mr COOTBETCTBYET
KarcyJie

CooTrBercTBYyeT crienupuKaANNU

Hacrosimum s moaTBepk/aato, 4To BeIICyKa3aHHast HH(OpMaIis sBIsIeTcsl BEpHOI ¥ TOUHOU. JlaHHAas cepys IpON3Be/ieHa, BKIIIOYAst
YIIaKOBKY M KOHTpPOJIb KauecTBa, Ha HIKEYIMOMSIHYTON NMPOM3BOJCTBEHHOH IUIOMAAKE B MOJIHOM COOTBETCTBHHU C TPEOOBaHUSIMHU
Hamexxamelt nponsBoacTBenHoN nmpakTuku (GMP) MecTHBIX peryisTOpHBIX OpPraHOB ¥ CIelUUKAUIMU PerucrpanuoHHOrO
YIIOCTOBEPEHHMS CTpaHbl-UMnoprepa- crnenuduxanusimu HopmatuBHol JloKyMeHTAIMy. 3alicH 1O NPOM3BOJCTBY, YIAKOBKE M
KOHTPOJIO KauecTBa CEpUM ObUTH NPOBEPEHBI M MPU3HAHBI COOTBETCTBYIONMMHU TpeboBanusM GMP. MapkupoBka B MOITHOM
COOTBETCTBUH C TOCIEOHEH YyTBepxkAeHHOM B MunuctepctBe 3apaBooxpaHeHus Poccuiickoit ®enepammn Bepcueld MakeToOB
YMaKOBOYHBIX MaTepHATIOB U MHCTPYKIUEH [0 MEAUIIMHCKOMY MPUMEHEHHIO.

BoinymeHno 15 npoaaxku

MecTo MpON3BOACTBA: KoHTpPOIb 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 PY: V-15/2025/2 Howmep PY: V-15/2025/2

GMP Ceprudukar Ne: SK/028V/2025 GMP Ceprudukar Ne: SK/028V/2025
Yaocrosepeno Farkasovéa Emilia YaocroBepeno: 24.02.2026
OTBETCTBEHHBIM

JIMIOM:

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 vl. ¢ 10601/T — Slovenska sporiteliia, a.s. IBAN: SK27 0900 0000 0052 1579 7187
www.saneca.com
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Certificate of Analysis / Certificate of Compliance

Product LifEvit (JIaiideBuT)
Product number 12005083 Batch LIMS HV 815105
Batch number 877016A Released quantity 28 160 PACKS
Bulk Batch number 877016
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 23.02.2026
Manufacture date 07.01.2026 Specification / ND LP-No(011028)-(RG-RU}- 22.07.2025
Expiry date 31.12.2028
Importing country Russia Marketing authorisation No.  LP-No(011028)-(RG-RU)
GMID 864210
Test Limits Results Evaluation
Api:earance '
Appearance red, oval capsules,the capsule complies complies
fill 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 complies
(E-124)
Average mass filling of 1 cps. 0.204 g0 0.226 g 0215¢g complies
Mass uniformity
Uniformity of mass 18/20 caps. + 10 %, complies complies
2/20 caps. + 20 % from
determined average mass
Disintegration in artificial stomach | NMT 15 min 4 min complies
juice
Acid value
Acid value NMT 2.0 mg KOH/g 0.08 mg KOH/g complies
Free tocopherol NMT 1.0 % 0.09 % complies
Microbiological quality
- Rus.Ph,, category 3A
Total aerobic bacteria NMT 10° CFU/g 0 CFU/g complies
Total Fungi NMT 10? CFU/g 0 CFU/g complies
Absence of Escherichia coli absent (in 1 g) absence complies
Content HPLC
Content of tocopherol acetate 0.1900 g t0 0.2100 g 0.2025 ¢ complies
in 1 caps.

Saneca Pharmaceuticals a.s.
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Saneca
Pharmaceuticals

Certificate of Analysis / Certificate of Compliance

Product

Product number
Batch number
Bulk Batch number
Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country
GMID

LifEvit (JIalideBHT)

12005083 Batch LIMS HV 815105

877016A Released quantity 28 160 PACKS

877016

200 mg

capsules

30 cps Date of analysis 23.02.2026

07.01.2026 Specification / ND LP-No(011028)-(RG-RU)- 22.07.2025

31.12.2028

Russia Marketing authorisation No.  LP-No(011028)-(RG-RU)
864210

Content of methylparabene
in 1 caps.

0.065 mg to 0.079 mg

0.067 mg

complies

Conformity with the specification.

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:

Release for sale

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/2

GMP Certificate No : SK/028

V/2025

Certified by QP: Farka%ova Emilia

Saneca Pharmaceuticals a.s.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/2

GMP Certificate No : SK/028V/2025

Certified on: 24.02.2026

Nitrianska 100 = 920 27 Hlohovec = Slovenska republika  t: +421 33 736 1111 * f: +421 33 730 0890 * email: info@saneca.com
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