Saneca

Pharmaceuticals

Internal

Crpanuna 1 u3 2

Ceprudukar anaausa /

CepTudukar cCOOTBETCTBUS

[Ipenapam JAUDEBHUT 200 mr
\Homep npodykma 12004961 Cepusa LIMS HV 811923
\Homep cepuu PVAOI5SA Boinywennoe konuuecmeo 28 960 YITAKOBOK
VIo3uposka 200 Mr
Vlekapcmeennasn ghopma KarcyJbl
Ynakoexa 30 kamcyn Hama ananuza 21.11.2025
Vlama npouzeoocmea 23.10.2025 Cneuyugukayusn T1N014485/01-150212
Vlama ucmeuenusn cpoka 30.09.2028 Pezucmpayuonnoe yoocmogepenue No: 11 N014485/01
200HOCIU
Cmpana-umnopmep: Poccust
GMID 817313
Ioka3aTeJib Hopma PesysbTar Onenxa
Onucanue KpacHble, OBaJIbHBIE KaIICyJIBL, COOTBETCTBYET COOTBETCTBYET
Onmucanue BaroJIHEHHBIE TPO3PAYHBIM CBETIIO-
PKEJITBIM MacCJIoM
MopmuaocTs TCX
Tokodepouna anerara M neHTHaHOCT hakTOpa yASPKUBAHNSA  [OJOXKHUTEIHHO COOTBETCTBYET
(Rf)
[MonIMHHOCTD - IBETHAS PeAKIHS
Tokodepouna anerara O0pa3oBaHne OPaHIKEBO-KPACHOTO TTOJIOKUTETHHO COOTBETCTBYET
OKpalIruBaHUA
Mopmuuocts TCX
Kpacurenp nyHuossiii (Rubor MACHTUYHOCTH (GaKTOPa yACPKUBAHUSA  [OJOXKHUTEIHHO COOTBETCTBYET
iponceau) 4R (E-124) (Rf)
Cpennsist Mmacca coepkumoro 1 0,204 —-0,226 T 0,218 T COOTBETCTBYET
KarCyJbl
OIHOPOAHOCTH 103MPOBAHHS 110
Macce 18 u3 20 kancyn + 10 %, COOTBETCTBYET COOTBETCTBYET
OOHOPOMHOCTH 1O Macce 2 u3 20 xancyn + 20 % ot cpeaHell Macchl
IPacrianaeMoCTh B HCKYCCTBEHHOM He 6omnee 15 mun 4 MuH COOTBETCTBYET
PKEITy TOYHOM COKE
KucaoTHOE YHCTI0 He 6oiee 2,0 mr KOH/r 0,08 mr KOH/T COOTBETCTBYET
CB0OOIHBIH TOKODEpOI He 6omee 1,0 % 0,09 % COOTBETCTBYET
Mukpo0uoI0ru4ecKas YuCcToTa
- ['® PO, kareropus 3A
O61mee uncio adpobusix dakrepuii [He 6onee 10° KOE/r 0 KOE/r COOTBETCTBYET
OO0111e€e YKCII0 APOFKIKEBBIX U He 6onee 102 KOE/r 0 KOE/r COOTBETCTBYET
TJIECHEBBIX TPUOOB
OrtcyrctBue Escherichia coli oTcyTcTBUE B 1 T OTCYTCTBYET COOTBETCTBYET
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Ceprudukar anaausa /
CepTudukar cCOOTBETCTBUS

[Ipenapam JAUDEBHUT 200 mr

\Homep npodykma 12004961 Cepusa LIMS HV 811923

\Homep cepuu PVAOI5SA Boinywennoe konuuecmeo 28 960 YITAKOBOK
VIo3uposka 200 Mr

Vlekapcmeennasn ghopma KarcyJbl

Ynakoexa 30 kamcyn Hama ananuza 21.11.2025

Vlama npouzeoocmea 23.10.2025 Cneuyugukayusn T1N014485/01-150212
Vlama ucmeuenusn cpoka 30.09.2028 Pezucmpayuonnoe yoocmogepenue No: 11 N014485/01
200HOCIU

Cmpana-umnopmep: Poccust

GMID 817313

Conep:xkanne BIKX
KarcyJie

Karcye

Cojepixanue Tokodepoa anerara g

Conepxanue mMetrimnapadeHa B |

0,1900r-0,2100 r 0,1965r CooTBeTCTBYET

0,065 mr — 0,079 mr 0,067 mr COOTBETCTBYET

CootBeTrcTBYyeT cnienupuKaunu

Hacrosimum s moaTBep:kato, 9To BRIICYKa3aHHast HH(OpMAIHs SBISICTCS BEpHOH 1 TOUHOM. JlaHHast cepys IPONU3BeIeHa, BKIIIOYast
YIIaKOBKY U KOHTpPOJIb KauecTBa, Ha HIKEYHNOMSIHYTOHN IPOHU3BOJCTBEHHOM IUIOMIAAKE B ITOJHOM COOTBETCTBHU C TPEOOBAHUSIMHU
Hannexame nponsBoactBeHHON npakTuku (GMP) MeCTHBIX peryJsisiTOpHBIX OPraHOB M CrelUHUKAUsIMH PerucrpanyioHHOTO
YIOCTOBEPEHHUS CTpaHbl-uMnoprepa- crneuuduxanusamMu HopmatuBHoi JlokyMeHTaluu. 3alucH 10 NPOM3BOACTBY, YNAKOBKE M
KOHTPOJIO KauecTBa CEepUM ObUTH NPOBEPEHBI M MPHU3HAHBI COOTBETCTBYIOIIMMH TpebosaHusM GMP. MapkupoBka B IHOJIHOM
COOTBETCTBUHU C TOCJEeOHEH yTBepxkIeHHOM B MunucrepctBe 3apaBooxpaHeHusi Poccuiickoit ®enepanuu BepcHeld MakeToB
YIaKOBOYHBIX MAaTePHAIOB U HHCTPYKIHEH 110 MEAUIIMHCKOMY IPHIMEHEHHIO.

BoinymieHo 115 npoaaxku

Mecto npou3BOACTBA: KoHnTpoap kadyecTBa U BBINYCK:

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

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

Homep PY: V-15/2025/1 Homep PY: V-15/2025/1

GMP Ceprudukar Ne: SK/027V/2022 GMP Ceprudukar No: SK/027V/2022
YaocroBepeHo Vicenova Maria YaocroBepeHo: 25.11.2025
OTBETCTBEHHBIM

JHIOM:

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 200 mg
Product number 12004961 Batch LIMS HV 811923
Batch number PVAOI5A Released quantity 28960 PACKS
Dosage strength 200 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 21.11.2025
Manufacture date 23.10.2025 Specification / ND P N014485/01-150212
Expiry date 30.09.2028
Importing country Russia Marketing authorisation No. P N014485/01
GMID 817313
Test Limits Results Evaluation
Appearance
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
(B-124)
Average mass filling of 1 cps. 0.204gt00.226 g 0218 ¢ 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 102 CFU/g 0 CFU/g complies
Absence of Escherichia coli absent (in 1 g) absence complies
Content HPLC
Content of tocopherol acetate 0.1900 gt0 0.2100 g 0.1965 g complies
in 1 caps.
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Saneca

Pharmaceuticals

Certificate of Analysis / Certificate of Compliance

Product LIFEVIT 200 mg

Product number 12004961 Batch LIMS HV 811923

Batch number PVAOISA Released quantity 28960 PACKS

Dosage strength 200 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 21.11.2025

Manufacture date 23.10.2025 Specification / ND P NO14485/01-150212
Expiry date 30.09.2028

Importing country Russia Marketing authorisation No. P N014485/01

GMID 817313

Content of methylparabene 0.065 mg to 0.079 mg 0.067 mg complies |
in 1 caps.

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.

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-15/2025/1 Authorisation number : V-15/2025/1

GMP Certificate No : SK/027V/2022 GMP Certificate No : SK/027V/2022
Certified by QP: Vicenova Maria Certified on: 25.11.2025
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