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cpoka zodnocnu

ydocmogepenue Ne:

Cmpana-umnopmep: Poccus

CepridukaT aHANH3A
[1penapam Jlaiigerut 400 mr
Howep npodykma 12004760 Cepus LIMS HV 714194
\Homep cepuu 3431219 Beinyujennoe konuuecmeo 14 491 YITAKOBOK
Ho3uposka 400 mr
UTexapcmeentas Kancy.bl
popma
Vnakosxa 30 kancyn Hama ananusa 07.02.2020
Tama npouzsodcmea 02.12.2019 Cneyucpurayus TTN014485/01-150212
\Tama ucmevenus 30.11.2022 Peaucmpayuonnoe 1 N014485/01
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GMID 682508
ADH, dl-ansta-Tokodeposna auerar, JICM Hytpnuinn Iponakre JIta, punuan 3asona CHCCeNbH,
POUIBOONUMEND Hauptstrasse 4, CH-4334 Sisseln, Switzerland
[MokasaTe.ib 'Hopma PesyapTat ‘Ouenka
Onucanne pacHble, OBaJIbHbIE Kancynbl, COOTBETCTBYET COOTBETCTBYET
Onucanue HANONHEHHBIE NIPO3PadHbIM CBETIIO-
eNThIM MacioM
Cpenuss Macca 0,409r-0452r 0,430r COOTBETCTBYET
cOAEPKUMOro | Kancyibl
OnHOPOAHOCTH 18 u3 20 kancyn = 7,5 %, COOTBETCTBYET COOTBETCTBYET
103HpOBAHHA N0 Macce 3 20 kancyn + 15 % ot cpeanei
Macchl
PacnanaemMocTsb B He 6onee 15 MHH 7 MUH COOTBETCTBYET
MCKYCCTBEHHOM
Pkenynouuom coke
Moaauuuocts TCX
Toxodepona auerara M aeHTHYHOCTD (hakTopa yAEPKHBAHHA [ONONHTENIBHO COOTBETCTBYET
Rf)
MoaNHHHOCTL - UBETHAA
peakuMs
Tokodepona aueTaTa O6pasoBaHie OpPaHKeBO-KpPacHoTo MONOXHTENLHO COOTBETCTBYET
OKpaLLHBAHHA
Moanunnocts TCX
KpacHTeab nyHUOBbLIHA MAEHTHYHOCTL GAKTOPa YACPIKUBAHHA TIOJIOKHTEIBLHO COOTBETCTBYET
(Rubor ponceau) 4R (E-  (Rf)
124)
KHcnoTHOE 4HCIOo He Gonee 2,0 mr KOH/r 0,11 mr KOH/r ICOOTBETCTBYET
IConepxanne BIXX
Conepxanue Tokopepona (0,3800 r - 0,4200 r 0,3893 r COOTBETCTBYET
etata B | kancyne
oflepXaHHe 0,101 mr - 0,123 mr 0.111 mr COQTBEICTIBYET
erunnapabena s 1 ﬁm 1B 5%
ancyJie SOl seh KAeg
s _,)'\ /"0
HKkpobHoJOrHYecKas e
HCTOTA aHodu Poccuan
I'® XIII, kareropus 3A P — ;?;
551a AQ
iee uncno aspobubix  [He Gonee 1000 KOE/r 0 KOE/r A COOTBETCTBYET
aKTepui Ay
Giuee ukcno rpubos He 6onee 100 KOE/r 10 KOE/r mmyé/'r Ve
cytcteue Escherichia  jorcyrcraues I r OTCYTCTBYET CoordercTayeT
oli
BoGoanblii Tokopepon  |[He Gonee 1,0 % 0,08 % ICOOTBETCTBYET
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CepTHHKAT aHaIH3A

\Tpenapam JlaiigennT 400 Mr

Homep npooykma 12004760 Cepus LIMS HV 714194

Hoxep cepuu 3431219 Beinyuyennoe koauvecmso 14 491 YITIAKOBOK

To3uposka 400 mMr

Vexapcmeaernasn KancyJbl

bopma

Vnaxoska 30 kancyn Hama ananuza 07.02.2020

Jama npouzsoocmea 02.12.2019 Crneyughuxayus TTNO014485/01-150212

lama ucmeyenus 30.11.2022 Pecuecmpayuonroe [T N014485/01

cpoka codnocmu ydocmogepenue Ne:

Cmpana-umnopmep: Poccus

GMID 682508

ADH, dl-ansa-Tokodepona auerat, ICM Hytpuwnn [Mpoaakte Jita, ¢punnan 3aBona CHccenbH,
npouzeodumens Hauptstrasse 4, CH-4334 Sisseln, Switzerland

r CooTpeTcTBile HOPMAaM cneundKaun, J

HacTosAunM NOATBEPIKAAI0, YTO BhlleYKa3aHHas HHOPMAIHA ABIAETCA JOCTOBEPHOH M TOYHOH,
M 4TO MCIOJBb30BAHHBIE YIAKOBOYHLIE MaTE€pHaslbl B COOTBETCTBHM C AKTyaJlbHBIMH MaKeTaMH
(Active Boom) B cucteme Vista u nepemMeHHas uudopmauns (HOMep cepuH, CpOK rOHOCTH, AaTa
TIPOM3BOJICTBA) SBNACTCS KOPPEKTHOH M PacioOeHa B COOTBETCTBYIOLMX MONSAX. 3Ta CepHA
npenapara ObUIa H3rOTOBJIEHA, BKIIOYAs YIIaKOBKY M KOHTPOJIb Ka4eCTBa, B [MOJIHOM COOTBETCTBHH
¢ Tpebopanuamu Haanexameii npoussonctsenHoii npaktuku (GMP) Espornelickoro coiosa,
MECTHBIX PErYJIATOPHBIX OPraHOB M PErHCTPAlMOHHBIM YIOCTOBEPEHHEM CTPaHbI-MMIIOPTEpA.
JIOKyMEHTBI, KacalollMecs NpPOU3BOACTBA, YNAKOBKH H KOHTPOJS KauecTBa CepuH, ObliH
IPOBEPEHBI H MIPH3HAHBI COOTBETCTRYIOIMMH TpeboBanuam GMP.

Boinyumeno Ans NpoAaX H

MecTo npoH3BOACTBA: KoHTpo/ib KauecTBa H BLINYCK: o

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

920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Reptiblic wqecn,“ NN

Homep peructpaunonnoro ynocrosepenna: V-15/2019 Homep peructpauvoHHOro c‘géaepemu Vs 45?‘9@1;

GMP Ceprudurar Ne: SK/009V/2017 GMP Cepruduxar Ne: SK/ Qj) 20]7 90° :,\0 E“."‘_
WS l..cfi>“/» ‘\’ < )

YnocrosepeHo I'ynacosa Mapus Yaocrosepeno: A “( 10.02.2020 // /

o g
OTBETCTBEHHBLIM :\ / s
AHUOM: g i
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Certificate of analysis

Product LIFEVIT 400 mg

Product number 12004760 Batch LIMS HV 714194

Batch number 3431219 Released quantity 14491 PACKS
Dosage strength 400 mg

Dosage form capsules

Packaging size 30 cps Date of analysis 7.2.2020
Manufacture date 2.12.2019 Specification PN 014485/01-150212
Expiry date 30.11. 2022 Marketing authorisation P N014485/01
Importing country Russia No.

GMID 682508

API, manufacturer  Tocoferoli alfa acetas - DSM Nutritional Products Ltd, affiliated company Sisseln - Hauptstrasse 4,
CH-4334 Sisseln, Switzerland

Test Limits Results Evaluation
Appearance .
Description red oval capsules,the capsule fill is | complies complies
clear slightly yellow oil P
i A 4
Average mass filling of 1 cps 0.409gto0.452 g 0430¢g compiies
Uniformity of mass 18/20 cps. + 7.5 %, complies sefimiig
2/20 cps. + 15 % from P
determined average mass
l!?:;x:tegranon in artificial stomach NMT 15 min 7 min commpiies
Identification TLC
Tocopherol acetate identical Rf positive complies
Identification - colour reaction
» i iti .
Tocopherol acetate orange-red colour is produced posilive complies
Identification TLC
4 G -
;:gl?xzzz ;lubor ponceau 4R identical Rf positive complies
k : / .
Acid value NMT 2.0 mg KOH/g 0.11 mg KOH/g complies
Content HPLC
Cégnllecr:pzf tocopherol acetate 0.3800gto0.4200 g 03893 g couplies
Qontenl of methylparabene 0.101 mgto 0.123 mg 0.111 mg complies
in | caps.
Microbiological quality
- GF XIII, category 3A ey
. . l’ S L
Total aerobic bacteria NMT 1000 CFU/g 0CFU/g t I glie's,‘ .
PR
H <& N
Total Fungi NMT 100 CFU/g 10 CFU/g ,, complies\ & :
5w 2 . 4. 0ccy, L=
Absence of Escherichia coli | absentin 1 g absence L complies ) ?3
Free tocopherol NMT 1.0 % 0.08 % cotnpl [k
g

Saneca Pharmaceuticals a.5. - Nitrianska 100 - 820 27 Hiohovec - Slovenské republika
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Certificate of analysis

Saneca
Pharmaceuticals

Product

Product number
Batch number

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

API, manufacturer

LIFEVIT 400 mg

12004760 Batch LIMS HV

3431219 Released quantity

400 mg

capsules

30 cps Date of analysis
2.12.2019 Specification

30. 11,2022 Marketing authorisation
Russia No.

682508

Tocoferoli alfa acetas - DSM Nutritional Products Ltd, affiliated company Sisseln - Hauptstrasse 4,

CH-4334 Sisseln, Switzerland

714194

14491 PACKS

7.2.2020
PN 014485/01-150212
P N014485/01

Conformity with the specification.

I hereby certify that the above information is authentic and accurate, and that the packagmg materials used are in compliance with
Arntworks in Active Boom in Vista and that the variable information (lot number, expiry date, production date) is correct and located in the
appropriate fields. This batch of product has been manufactured including packaging and quality control at site that is fully functional in
accordance with EU GMP requirements, local regulatory authorities and the marketing authorization of the importing country. Batch
processing, packaging and analysis records have been reviewed and found to comply with GMP.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak Republic

Authorisation number :

V-15/2019

GMP Certificate No : SK/009V/2017

Certified by QP:

/I

/)
Gum{vy«yaria

Release for sale

Quality control and re

Certified on:

: Saneca Pharmaceuticals a.s.

. Nitrianska 140

(¢ Sanac i 920 27 Hlohovec

A SN SCeen s Slovenska republika
: 1C0O: 46 833 323

Saneca Pharmaceuti A\
920 27 Hlohovec, Sfoyak Republic o Qcﬁ : ‘.
Authorisation numtl-ﬂt:\z}ﬁ mf PV J
GMP Certificate No}$ ,éD\gg ',

10. 2. 2020
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