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[ Ipenapam JlaiipeBut 400 mr cps. 30
\Homep npooykma 12004962 Cepus LIMS HV 747 374
\Homep cepuu C4K092A Buinywennoe xoauuecmeo 14 480 YITAKOBOK
V[o3upoexa 400 mr
Vlexapcmeennas hopma KaICyJIbl
Ynakoexa 30 kamncyn Hama ananuza 16.06.2022
V[ama npouszeoocmea 28.04.2022 Cneyugpurayus TT N014485/01-150212
V[ama ucmeuenus cpoxa 31.03.2025 Pezucmpayuonnoe TTNO014485/01
leoonocmu yoocmogepeHue No:
Cmpana-umnopmep: Poccus
GMID 817314
IMoka3aTe/b Hopma PesyabTaT Ouenka
Onucanne IKpacuble, oBaJIbHBIE KalICyJIbl, 3aII0JHEHHBIE|COOTBETCTBYET COOTBETCTBYET
Omnwmcanue TTPO3PAYHBIM CBETIIO-KEITHIM MacIIOM
Cpenmsist Macca conepkxuMoro 1 0,409T-0,452 T 0.4211 COOTBETCTBYET
[KaTICyJIIBI
OIHOPOIHOCTH JO3UPOBAHUS IO 18 u3 20 kancyn =+ 7,5 %, COOTBETCTBYET COOTBETCTBYET
Macce 2 u3 20 kancyn + 15 % oT cpeaHelt macchl
IPacamaemMocTh B uCKyccTBeHHOM  [He Oonee 15 mun 4 MUH COOTBETCTBYET
PKEITy TOYHOM COKE
Mopmunocth TCX
Tokogepoia anerara MnentuanocTh aktopa yaepxkusanus (Rf) [momoxurensHO COOTBETCTBYET
[MoxTAHHOCTH - IBETHAS PeaKIUA
Toxodepoiia anerara O0pa3oBaHrEe OpaHKEBO-KPACHOTO TTOJIOKUTEITHLHO COOTBETCTBYET
OKpAaIINBaHU
Mopmunocth TCX
Kpacurenb myH1oBbIi (Rubor MIOCHTUYIHOCTE (akTopa yaepxkuBauus (Rf) [momoxxurensHO COOTBETCTBYET
ponceau) 4R (E-124)
KucioTHoe uncio He 6onee 2,0 mr KOH/r 0.07 mr KOH/r COOTBETCTBYET
Conep:xkanue BOKX
Conepxanue Tokodepona anerata B (0,3800 T - 0,4200 T 0.3932r COOTBETCTBYET
1 xaricyne
ConeprxaHue MeTriInapadena B 1 0,101 mr— 0,123 mr 0.118 mr COOTBETCTBYET
[KarcyJe
MuKpoOHoI0ruyecKasi YNCTOTA
- I'® XIII, xareropus 3A
O6mee uncio adpobHbIX Oaktepuii  [He 6omee 1000 KOE/r 0 KOE/r COOTBETCTBYET
OOb11ee YHCI0 APOKIKEBBIX U He 6osree 100 KOE/r 0 KOE/r COOTBETCTBYET
TUIECHEBBIX TPUOOB
OtcytctBue Escherichia coli OTCYyTCTBHE B | T OTCYyTCTBYET COOTBETCTBYET
CBOOOIHBIN TOKOGEPOIT He 6oiree 1,0 % 0.08 % CooTBETCTBYET
CooTBeTcTBYeET cienupukannu
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
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400 mr
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Hacrosmum s HoATBep)KAato, 4TO BbILICYKa3aHHas HHOOPMALHS SBISETCS BEPHOI M TOUHOMH. J[aHHas cepus NpOM3BeIeHa, BKIIIOYast
YMaKOBKY U KOHTPOJb KauecTBa, Ha HWKEYMOMSIHYTON NMPOU3BOJACTBEHHOH IUIOMIAAKE B MOJIHOM COOTBETCTBHHU C TPEOOBaHUSIMHU
Hannexanieir mpou3BoacTBeHHON mpakTukd (GMP) MecTHBIX peryssiTOpHbIX OpPraHoB M cCreluUKausiMi PeriucTpannoHHOro
YIIOCTOBEPEHHMS CTpaHbl-UMnopTepa- crnenuduxanusimn HopmatuBHol J{oKyMeHTAIMu. 3alicH 10 NPOM3BOJCTBY, YIAKOBKE M
KOHTPOJIIO Ka4ecTBa CEepUH OBUIM IPOBEPEHB! M INPU3HAHBI COOTBETCTBYIOIMMH TpeboBaHmsM GMP. MapkupoBka B HOIHOM
COOTBETCTBUU C MOCIECOHEH yTBepxkAeHHOM B MunuctepctBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu Bepcuell MakeToB
YIaKOBOYHBIX MaTE€pUANIOB U HHCTPYKLUEH 110 MEJULIUHCKOMY IIPUMEHEHUIO.

MecTto nmpou3BoOACTBA:

BoinymeHno 115 npoaaxku

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic

Howmep perucrpanmonnoro yaocroBepenus: V-15/2021

GMP Ceptudukat Ne: SK/019V/2020

YaocroBepeno
OTBETCTBCHHBIM
JIMIOM:

Saneca Pharmaceuticals a.s.

FarkaSova Emilia

©

Saneca
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KOHTpOJ’lb KaiyeCTBa U BbINYCK:

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic

Howmep perucrpammonHoro yaocropepenus: V-15/2021

GMP Ceprudukar Ne: SK/019V/2020

YnocroBepeHo:

Saneca Pharmaceuticals a.s.
Nitrianska 100

920 27 Hlohovec
Slovenska republika

ICO: 46 833 323

IC DPH: SK2023599842 55

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

17.06.2022

www.saneca.com
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IMPHJIO)KEHUE K CEPTU®PUKATY AHAJIU3A (conpoBoauTeJIbHOE MHCHMO)

Haumenosanue nponykra: JlangpEBuT, kancyasl, 400 mr

GMID: 817314

Howmep cepun: C4K092A

Harta npousBoactsa: 28.04.2022

l'onen no: 31.03.2025

A®U: Tokodepona anerar

BAC® CE, Carl Bosch Strasse 38, 67056, Ludwigshafen, ['epmanus
Howmepa cepun ADU: 49065875L0

Howmep PV, 3apeructpuposannoro B Poccun: I1 N014485/01
Homep H/I - HJI I1 N014485/01-150212, uzmenenus 1-8

Ycenosus
XpaHeHus
Cpoxk rongHoctu

VYnakoBka

MapkupoBka

B opurunansHoii ynakoske 1pu Temmneparype ot 15 °C o 25 °C

3 rona
ITo 30 xarcyn Bo urakoHax U3 TeMHOTO cTekia. Kaxapiid pyiakoH B KapTOHHOU
[Ia4YKe BMECTE C MHCTPYKLHUEH 110 IPUMEHEHUIO.

Ha stukerke diiakoHa Ha pycCKOM s3bIKE YKa3aHO: TOPrOBO€ HaWMEHOBaHHE
mpernapara, JIEKapCTBEHHYI0 (GOpMy U JIO3UPOBKY, COJEp)KaHUE AKTHBHOTO
BellecTBa B | Karmcyse, KOJMYECTBO KamCyJd B YMAKOBKE, I'PyNIHPOBOYHOE
HaumeHoBanne («BUTAMUH Ey), cnoco6 mnpumenenus («ms mpuema
BHYTpPB»), HOMEp cepuH, cpok rogHoctu («['omeH mo»), mororun SANOFI,
Ha3BaHWE W CTpaHAa KOMITAHUU-TIPOU3BOIUTENSI YyKa3biBaeTcs B (opme:
«IIpomsBeneno: Caneka ®PapmacwroTukaic a.c., Cmomarkas PecnyOmukay.
Bo3moxHO ~ Hanmuume ~— BHYTPEHHHX  HU(POBBIX WM IITPUXOBBIX
MPOU3BOJICTBEHHBIX KOJIOB KOMITAHHH.

Ha xapToHHOH mayke Ha PYCCKOM sI3bIKE YKa3aHO: TOPrOBOE€ HAaWMEHOBaHHE
npenapata (IyOnupyeTrcs Ha aHTJIMHCKOM S3bIKE), JEKapCTBEHHYIO (opMy U
JIO3UPOBKY, COJIep )KaHNEe aKTUBHOTO BellecTBa B 1 Karcysie, KOJIMYeCcTBO KarcyJl
B yIaKoBKe, rpynnupoBoyHoe HaumeHoBanne «BUTAMUH E» (ny0Gnupyercs
Ha aHriuiickoMm s3eike «VITAMIN E»), cnoco6 npumenenus («lns mpuema
BHYTpb.»), «llepen mpuMeHeHHEM O3HAKOMBTECh C MHCTPYKLUEI», YCIOBHSA
XpaHeHUus, ycJIoBUS oOTnycka, «lIpuMeHeHHMe U JO3UPOBKA — COIJIACHO
npugaraeMoil HUHCTPYKUUU.», «IIpuponHbIi aHTHOKCUAAHTY (IyOnupyeTcs Ha
anrmiickoMm si3bike «Natural antioxidant»), «XpaHUTh B HEIOCTYITHOM JIJIst
nereit mectey, «lIpenapaT coepKUT MeTHIIIaparuApoKCHOEH30aT U KPacUTelb
nyHioBeiii  [[Tonco 4R] (E 124).», HOMep cepuu, naTy NPOU3BOACTBA
(«ITpousBeneno:»), cpok rogaoctu («I'oxen 10:»), mororun SANOFI, nazBanwue
U CTpaHa KOMIIAaHUU-TTPOU3BOIUTENS YKa3bIBaeTCs B popme:

«IIpousBeneno: Canexka ®apmackroTukanc a.c., CroBankas PecnyOmukay
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pETUCTPALIMOHHBIN HOMED, IITPUX-KO/I.
Bosmoxkno Hammume 2D wnm QR-koma, BHYTpEeHHMX IHM(POBBIX WM
HITPUXOBBIX TMPOU3BOACTBEHHBIX KOJIOB KOMMNAHWHU. BO3MOXHO Hanuuue
3aIUTHOW HAKJIEHKH. JlOMOTHUTEIBEHO MOKET ObITh HaHECEHA HH(POPMAITUS JIST
MOHUTOPHHIA JIBUKEHUS JICKAPCTBEHHBIX MPENapaToB OT MPOU3BOJIUTEINSA 10
KOHEYHOTO TOTpeOuTers.
HacrosmuMm s moareBep:kaaro, 4ro 3Ta NapTUsl MPOTECTUPOBAHA 10 BCEM KPUTEPHUSIM KAdyeCTBa,
YKa3aHHBIM B CICIIU(PUKALNYA HOPMATUBHOHN TOKyMEHTAIINH, 3apETUCTPUPOBAHHOTO B HACTOSIIEE
Bpemsi B Poccuiickoit denepanuu.
HacrosmuM moaTBep)aaeTcsi, 4YTO dTa NapTHS COOTBETCTBYET TpeOOBaHHSAM pa3/eoB

«Y1akoBKa» U «MapkupoBka» cnenudukanuu HOPMAaTHBHOI'O JIOKyMEHTa,

3apEruCTPUPOBAHHOTO B Hacrosilee Bpems B Poccuiickont denepanuu.

IToamucw/dara: 17.06.2022

Wwms: Emilia Farkasova

JlomKHOCTB:

CrpaHuua 2 u3 2
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Certificate of analysis

Product LIFEVIT 400 mg CPS.30
Product number 12004962 Batch LIMS HV 747 374
Batch number C4K092A Released quantity 14480 PACKS
Dosage strength 400 mg
Dosage form capsules
Packaging size 30 cps Date of analysis 16.06.2022
Manufacture date 28.04.2022 Specification P N 014485/01-150212
Expiry date 31.03.2025 Marketing authorisation P N014485/01
Importing country Russia No.
GMID 817314
Test Limits Results Evaluation
Appearance
Description red oval capsules,the capsule fill | complies complies
is clear slightly yellow oil
Average mass filling of 1 cps. 0409 gt00.452 ¢ 0421¢g 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 4 min complies
juice
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)
Acid value NMT 2.0 mg KOH/g 0.07 mg KOH/g complies
Content HPLC
Content of tocopherol acetate 0.3800 gt0 0.4200 g 03932¢g complies
in 1 caps.
Content of methylparabene 0.101 mg to 0.123 mg 0.118 mg complies
in 1 caps.
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
Free tocopherol NMT 1.0 % 0.08 % complies
Conformity with the specification.

Saneca Pharmaceuticals a.s.

Nitrianska 100 ¢ 920 27 Hlohovec * Slovenskd republika « t: +421 33 736 1111 « f: +421 33 730 0890 - e-mail: info@saneca.com
1€0: 46 833 323 » IC DPH: SK2023599842 « OR 05 Trnava, odd.: Sa, vl. &.: 10601/T » Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416

www.saneca.com
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Certificate of analysis
Saneca

Pharmaceuticals

Product LIFEVIT 400 mg CPS.30

Product number 12004962 Batch LIMS HV 747 374

Batch number C4K092A Released quantity 14480 PACKS
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 16.06.2022
Manufacture date 28.04.2022 Specification P N 014485/01-150212
Expiry date 31.03.2025 Marketing authorisation P N014485/01
Importing country Russia No.

GMID 817314

I'hereby certity 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-15/2021 Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020
Certified by QP: Farka$ova Emilia W Certified on: 17.06.2022

: Saneca Pharmaceuticals a.s.
1 Nitrianska 100
; i 920 27 Hiohovec _
6" i Slovenska republika
i |1C0: 46 833323
© | DPH: §K20235990842 55

Saneca Pharmaceuticals a.s.
Nitrianska 100 « 920 27 Hlohovec * Slovenska republika ¢ t: +421 33 736 1111 « f: +421 33 730 0890 * e-mail: info@saneca.com
IC0: 46 833 323 » IC DPH: SK2023599842 + OR 05 Trnava, odd.: Sa, vl. €.: 10601/T « Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416 www.saneca.com
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LifEvit, capsules, 400 mg

GMID: 817314

Batch number: C4K092A

Manufacturing date: 28.04.2022

Expiry date:31.03.2025

API

BASF SE, Carl-Bosh-Strasse 38, 67056, Ludwigshafen, Germany
API batch numbers: 4906587510

Reference number to MA registered in Russia: IT N014485/01
ND number - ND IT N014485/01-150212, variations 1-7

Storage conditions  Store in original package at temperature from 15°C to 25°C.
Shelf-life 3 years
Package 20 or 30 capsules in amber bottles.

Each bottle in a carton along with the instructions for use.

The following information should be indicated on the bottle label in Russian:

trade name of the medicinal product, dosage form and strength, content of the active
ingredient in 1 capsule, number of capsules per package, generic name («VITAMIN
E»), method of administration (“For oral use”), batch number, shelf life («Expiry date»),
a logo of SANOFI, name and country of the manufacturing company as a:
“Manufactured on: Saneca Pharmaceuticals a.s., Slovak Republic”.

Existence of local digital or bar-code codes of the company is possible.

Labeling

The following information should be indicated on the carton in Russian:

trade name of the medicinal product (duplicated in English), dosage form and strength,
content of the active ingredient in 1 capsule, number of capsules per package, generic
name «VITAMIN Ey (duplicated in English « VITAMIN E»), method of administration
(“For oral use”), “Please read the attached instructions carefully before using the
product”, storage conditions, dispensing conditions, “Administration and dosage
according to enclosed instructions”, «Natural antioxidant» (duplicated in English
«Natural antioxidant»), “Keep out of reach of children”, “The product contains methyl
parahydroxybenzoate and Ponceau dye [Ponceau 4R] (E 124).” batch number, date of
manufacture (“Manufactured”), shelf life (“Expiry date”), logotype SANOFI, name and
country of the manufacturing company as a: “Manufactured on: Saneca Pharmaceuticals
a.s., Slovak Republic” registration number, bar code.

Existence of production digital or bar codes and QR or 2D-code is possible. Protective
sticker is possible.

In addition, information can be applied to monitor the movement of drugs from the
manufacturer to the end user.

1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document

specification currently registered in the Russian Federation.

Page 1 from 2

Saneca Pharmaceuticals a.s.
Nitrianska 100 ¢ 920 27 Hlohovec ¢ Slovenskd republika « t: +421 33 736 1111 « f: +421 33 730 0890 « e-mail: info@saneca.com
1C0: 46 833 323 « IC DPH: 5K2023599842 * OR 05 Trnava, odd.: Sa, vl. ¢.: 10601/T « Tatra banka, a.s. * IBAN: SK22 1100 0000 0029 2012 3416 www.saneca.com
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It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the

17.06.202

Normative Document Epecj_ﬁcation currently registered in Russian Federation.
Signature/Date: ¢ ;{M

Printed Name: Emilia Farkasova

Title: Qualified Person

Page 2 from 2

Saneca Pharmaceuticals a.s.
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: LifEvit, capsules, 400 mg

GMID: 817314

Batch number; C4K092A

Manufacturing date:28.4.2022

Expiry date:31.3.2025

API

BASF SE, Carl-Bosh-Strasse 38, 67056, Ludwigshafen, Germany
API batch numbers: 49065875L0

Reference number to MA registered in Russia: T1 N014485/01

ND number - ND I1 N014485/01-150212, variations 1-8

Storage conditions Store in original package at temperature from 15°C to 25°C.
Shelf-life 3 years
Packaging 30 capsules in amber bottles.

Each bottle in a carton along with the instructions for use.

Labeling The following information should be indicated on the bottle label in Russian:

trade name of the medicinal product, dosage form and strength, content of the active
ingredient in 1 capsule, number of capsules per package, generic name («VITAMIN
E»), method of administration (“For oral use), batch number, shelf life («Expiry date»),
logotype SANOFI, name and country of the manufacturing company as a :
“Manufactured on: Saneca Pharmaceuticals a.s., Slovak Republic” registration number.
Existence of local digital or bar-code codes of the company is possible.

The following information should be indicated on the carton in Russian:

trade name of the medicinal product (duplicated in English), dosage form and strength,
content of the active ingredient in 1 capsule, number of capsules per package, generic
name «VITAMIN E» (duplicated in English « VITAMIN E»), method of administration
(“For oral use”), “Please read the attached instructions carefully before using the
product”, storage conditions, dispensing conditions, «Natural antioxidant»,
“Administration and dosage according to enclosed instructions™, “Keep out of reach of
children”, batch number, date of manufacture (Manufactured on™), shelf life (“Expiry

date™), logotype SANOFI, name and country of the manufacturing company as a :

Saneca Pharmaceuticals a.s.
Nitrianska 100 « 920 27 Hlohovec * Slovenskd republika « t: +421 33 736 1111 « f: +421 33 730 0890 * e-mail: info@saneca.com
ICO: 46 833 323 = IC DPH: SK2023599842 « OR 0S Trnava, odd.: Sa, vl. £.: 10601/T « Tatra banka, a.s. « IBAN: SK22 1100 0000 0029 2012 3416 www.saneca.com



Saneca

PhafmaCeutiCa|S‘Manufactured on: Saneca Pharmaceuticals a.s., Slovak Republic” registration number,
bar code.
Existence of production codes and 2D-code are possible. Protective sticker is possible.
In addition, information can be applied to monitor the movement of drugs from the

manufacturer to the end user.

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.
It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the

Normative Document(speeiﬁcation currently registered in Russian Federation.

Signature/Date: \&7 17.6.2022

Printed Name: Emilia FarkaSova

Title: Qualified Person

Saneca Pharmaceuticals a.s.
Nitrianska 100 * 920 27 Hlohovec ¢ Slovenska republika * t: +421 33 736 1111 « f: +421 33 730 0890 « e-mail: info@saneca.com
IC0: 46 833 323 » IC DPH: SK2023599842 * OR 0S Trnava, odd.: Sa, vl. &.: 10601/T - Tatra banka, a.s. « IBAN: SK22 1100 0000 0029 2012 3416 www.saneca.com
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