Saneca

Pharmaceuticals

Crtpanuna 1 u3 2

Ceprudukar anaausa

Ipenapam JIAUDEBHUT 400 mr
\Homep npodykma 12004962 Cepusa LIMS HV 810 054
\Homep cepuu FM5265A Buvinywennoe konuuecmeo 14 640 YITAKOBOK
VIozupoexa 400 mr
Vlekapcmeennasn gropma KaICyJIbl
Ynakoexa 30 xamcyn Hama ananuza 20.10.2025
Vlama npouszeoocmea 18.09.2025 Cneyuguxayusn TIN014485/01-150212
Vlama ucmeuenusn cpoxa 31.08.2028 Pezucmpayuonnoe T1N014485/01
200HOCmU yoocmoeepenue Ne:
Cmpana-umnopmep: Poccus
GMID 817314
MMoka3aTenn Hopma PesyabTar Onenka
Omnucanne KpacHble, OBaJIbHBIC KaICyJIbI, COOTBETCTBYET COOTBETCTBYET
Omnucanue BaroJIHCHHBIC IPO3PaYHBIM CBETIIO-
PKEJITBIM MacioM
MopnunnocTsr TCX
Tokogepona anerara M neHTHYIHOCTD (haKTOpa yACPKUBAHHS [OJIOKHUTEIBHO COOTBETCTBYET
R
TMoATUHHOCTD - IBETHAS peaKus (%0
Tokogepona anerara O0pa3oBaHUE OPAHKEBO-KPACHOTO [TOJIOKHUTEITBHO COOTBETCTBYET
OKpaIInBaHUI
MopnunnocTsr TCX
Kpacurens nynnossiit (Rubor ponceau) |[maeHTH4HOCTE (hakTopa yaep:xkusanus (Rf)monoxurensHo COOTBETCTBYET
4R (E-124)
Cpennsist Macca conepkumoro 1 karcyns 0,409 r— 0,452 r 0,431 COOTBETCTBYET
OIHOPOTHOCTH 03MPOBAHNS 10 Macce
OmHOPOTHOCTEH TI0 Macce 18 m3 20 kamncyn + 7,5 %, COOTBETCTBYET COOTBETCTBYET
2 n3 20 xancyn £ 15 % ot cpeaneii Macch
IPacrianaeMoCTh B HCKYCCTBEHHOM He 6onee 15 mun 3 MuH COOTBETCTBYET
PKEITyTOYHOM COKE
IKucjaoTHoe YHCJI0 IHe 6oitee 2,0 mr KOH/T 0,09 mr KOH/r COOTBETCTBYET
CBOOOIHBIN TOKOGEPOIT He 6oiree 1,0 % 0,10 % COOTBETCTBYET
MukpoOduoI0oruyecKkass YucToTa
- I'® PO, kareropus 3A
Oo1ee yrcno a3poOHBIX OaKTepHid He 6onee 10° KOE/r 0 KOE/r COOTBETCTBYET
Oo01ee ymcio IposxokeBbIX U miecHeBbIx [He 6onee 102 KOE/r 0 KOE/r COOTBETCTBYET
rpruOoOB
OtcyrcrBue Escherichia coli OTCYTCTBUE B 1 T OTtcyTcTBYET COOTBETCTBYET
Conep:xanue BOKX
Conep:xanue Toko(epoa arerara
B 1 xancyne 0,3800r - 0,4200 r 0,3970r COOTBETCTBYET
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Ceprudukar anaausa

Ipenapam JIAUDEBHUT 400 mr
\Homep npodykma 12004962 Cepusa LIMS HV 810 054
\Homep cepuu FM5265A Buvinywennoe konuuecmeo 14 640 YITAKOBOK
VIozupoexa 400 mr
Vlekapcmeennasn gropma KaICyJIbl
Ynaxoexa 30 xamcyn Hama ananuza 20.10.2025
Vlama npouszeoocmea 18.09.2025 Cneyuguxayusn TIN014485/01-150212
Vlama ucmeuenusn cpoxa 31.08.2028 Pezucmpayuonnoe T1N014485/01
200HOCmU yoocmoeepenue Ne:
Cmpana-umnopmep: Poccus
GMID 817314

ConeprxaHuie MeTHIIapadeHa 0,101 mr— 0,123 mr 0,110 mr COOTBETCTBYET
B 1 Karcyne

CooTtBercTBYyeT cienupukanumn

Hacrosmum s HoATBep)KAato, 4TO BbILICYKa3aHHas HHOOpMALHs SBISETCS BEPHOI M TOUHOM. J[aHHas cepus NpOU3BeIeHa, BKIIIOYast
YMaKOBKY U KOHTPOJIb KauecTBa, Ha HWKEYMOMSIHYTON MPOU3BOJACTBEHHOH IUIOMIAAKE B MOJIHOM COOTBETCTBHHU C TPEOOBaHUSIMHU
Hamexxamelt npousBoncTBeHHON npakTuku (GMP) MecTHBIX peryJisTOpHBIX OPraHOB ¥ CIelUUKAUIMU PerucrpanuoHHOrO
YIOCTOBEPEHHs CTpaHBI-UMIIOpTepa- crenudukanusvMu HopmarusHo# JlokyMeHTanun. 3aIicH 1Mo HNPOU3BOACTBY, YIAKOBKE U
KOHTpPOJIIO KAa4ecTBa CepUH OBUIM IPOBEPEHBI M INPU3HAHBI COOTBETCTBYIOIMMH TpeboBaHusM GMP. MapkupoBka B HOJHOM
COOTBETCTBUU C IOCIEOHEH yTBepxkAeHHOM B MunuctepctBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu Bepcuell MakeToB
YMaKOBOYHBIX MaTEpHATIOB U MHCTPYKIIUEH [0 MEAUIIMHCKOMY MPUMEHEHHIO.

MecTo NpOU3BOACTBA:

BoinyiieHo Ajs Npoaaku

KOHTpOJII) Ka4YeCTBa M BBINYCK:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Howmep perucrpanmonsoro ynocrosepenusi: V-15/2025/1 Howmep peructpaunonHoro ynocrosepenus: V-15/2025/1

GMP Ceptuduxar Ne: SK/027V/2022

YanocroBepeno
OTBETCTBCHHBIM
JIMIIOM

Saneca Pharmaceuticals a.s.

920 27 Hlohovec, Slovak Republic

GMP Ceptuduxar Ne: SK/027V/2022

Vicenova Maria YnocroBepeno: 21.10.2025

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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Pharmaceuticals

Certificate of Analysis / Certificate of Compliance

Product LIFEVIT 400 mg
Product number 12004962 Batch LIMS HV 810054
Batch number FM5265A Released quantity 14 640 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 20.10.2025
Manufacture date 18.09.2025 Specification / ND P N 014485/01-150212
Expiry date 31.08.2028
Importing country Russia Marketing authorisation No. P N014485/01
GMID 817314
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
(E-124)
Average mass filling of 1 cps. 0409 gto 0.452 g 0431¢ complies
Mass uniformity
Uniformity of mass 18/20 cps. = 7.5 %, complies complies
2/20 cps. = 15 % from
determined average mass
Disintegration in artificial stomach | NMT 15 min 3 min complies
juice
Acid value
Acid value NMT 2.0 mg KOH/g 0.09 mg KOH/g complies
Free tocopherol NMT 1.0 % 0.10% 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 0.3800 g to 0.4200 g 0.3970 g complies
in 1 caps.
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\ Saneca
Pharmaceuticals

Certificate of Analysis / Certificate of Compliance

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing country
GMID

LIFEVIT 400 mg
12004962 Batch LIMS HV 810054
FM5265A Released quantity 14 640 PACKS
400 mg
capsules
30 cps Date of analysis 20.10.2025
18.09.2025 Specification / ND P N 014485/01-150212
31.08.2028
Russia Marketing authorisation No. P N014485/01
817314

Content of methylparabene
in 1 caps.

0.101 mg t0 0.123 mg

0.110 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 Hiohovec, Slovak republic
Authorisation number : V-15/2025/1

GMP Certificate No : SK/027V/2022

Certified by QP: Vicenova Maria

Saneca Pharmaceuticals a.s.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2025/1

GMP Certificate No : SK/027V/2022

Certified on: 21.10.2025
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