SAKJIFOYEHHUE (TOATBEPKAEHWE) ’
0 COOTBETCTBHH CEPUY’ WX NAPTHH JIEKaPCTBEHHOrO Npenapata TpebOoBaHKAM,
YCTaHOBNEHHRIM NpU ero:rocyA2pCTBEHHOH perucTpauuy
NeTAN-29-0821 or 17.08.2021

Toprosoe HAHMEHOBAHUE

Tanaxan®

MeXayHapOAHOE KENATEHTOBAHHOE RAMCHOBRHHC '
(rpynnHpOBOYHOE KM XMMHYECKOe)

TMHKTO ABYNONACTHOTO THCTHEB SKCTPAKT

TabaeTkH, NOKPEITHIE NNSHOUHOH

NexapcTpennas ‘popma
obonoukol
Jozuposka 7 40 mr

dopma BblTycka (TepBiiHAR YNAKORKa, KOMHYECTBO
siekapersennofl  popMel B TNEpBHYHOH  YTRKOBKE,
KONUHECTB0 NEPBHYHOIL yNakoBKH B noTpebuTenLCKoi
yNaKOBKe, KOMILIEKTHOCTD)

TabneTk, NOKPETHIE NICHONHOH
obomouxoif, 40 mr; 15 wr. - Gaucrepsl (6
wrr.)- ngaxs-Kapronmse (90 urr.)

Homep cepas (TapTau): 'U10998

O6neM cepud (napTuy) 13260

JlaTa NpONH3BOACTEA 10.06.2021

JlaTa OKOHUAHUS CPOKA FOAHOCTH . . 31.05.2021
HanvenoBanKe 1 &pee NPOHIBOMATENS. (C:yKaIaHHEM Bodiyp Mncen Wrnactpu, Gpanims (Bee
CTanMi TIPOU3BOJICTER) _ CTazZiny NPOH3BOLCTRA)

Hoaep  1aTa PETHCTPALIKOHHOrO YIOCTOBEPEHH

TI'N011709/01 ot 01.11.2011

Homep HOpMATHBHOR AOKYMEHTALIHN

1 NO11709/01-140819 oT 14.08.2019,
UameneuneNel ot 19.08.19,

. ‘smenenue Ne2 ot 23.03.2020
HauMeHoBaxue ¥ aupec nepmama‘pemcrpagﬁunnqm' WIICEH KOHCBIOMEP XEJICKEA,
YI0CTOBEPEHHA «®pauuus / IPSEN CONSUMER
‘HEALTHCARE, France

65 Quai Georges Gorse'92100 Boulogne-
Billancourt, France

HanMeHoBaHHE § TPOHIBOAMTCNE aKTHBHOM (B1%)
cy6eranumd (1H)

T HHKTO ABYJIOTIACTHOTO IMCTHER KCTPAKT
{(Kapa.[lapraepc Bennunrerays KaMnaHuu
Jitn), Mipnasaus

Haerosmmum A TIOATBEPHAAIO, HTO
nuesounolt obonoukod 40 Mr,

CTAfMK NPOM3BOJICTBA)

peructpalnu: i N011709701-140819 or 14,0820 19, Usmenenne Nel

23.03.2020.

KOMWUA BEPHA

3A0 ®upma UB «NPOTEK»
HEHEOS, TUIIO Ha BBOA B rpaskARCKAN, QBopbIPMARCKAR, A.2

OGP HIICEH HHJACTRY 63 923P120%"

716 AoBepeHid

\IPSEN QUL
&

COOTBETCTBYET TpeOOBAHMAM, YCTAHOBNICHHEIM NTPH €ro ToCyA

nexapCTBEHHBIA Tpenapat Tanaikan®, TabneTku, NOKpsiThie

cépus U10998 nporssonctsa Bogyp Hncex Wnaactpu, Ppanuus (sce

apCTBeHHOM
ot 19:08.19, Usmenenne Ne2 o

\

O'Mocaah”'
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Bumfni:r IPSEN Industrie
e d'Ethe Virton
28100 Dreux
FRANCE
TEL: 433 (0)2 376546 00

Kontpannpyemas cepus/Inspection {ot : 040000268226
Homep cepux AICEH/IPSEN batch number : U10998

Jlata npowssoactsa/Manujaeturing daie : 10/Jun/2021
Cpox l%nuocnﬁzpi:y dare : 31/May/2024
Cesunxp a cnemwpuxauso/Specification reference : 032355/ 14.0

Hpuqua/Pracedure 132134
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Kop marcpuana/Materlal Cods : 10495 10RU
HanMenosayHe apTuKyna/Article name TAHAKAH 40 MT" 90 TAE. ITOKP. I/O

Hopmuy/Specification

R e -

A TRE ue

Kuprmno—xpmme

Ta6NeTXM, MOKPEITHIC IicHoTHONR oGonovxoli.
Ha H3/10Me CECTAQ-KOPHYHEBEIE, ¢ XAPAKTCPHLLM
3ANAXOM.

Coated tablet, round and biconvex, brick red in
colour, The core is beige with a characteristic
odour.

Ha xpoMarorpaMme UCIILITYEMOro paCcTROpa
AOTKEL! OGHAPYIHBATECR TATHA, CORNANAIO LA
[0 OXPACKE | NONOXKCHUIO C IATHAMHA HA

Pes;

BLITYKABIC KPYTTbIE

Version: ]

e

CoorBercTByeT
COMPLIES

Gf'nkgf biloba extract

Cpejuisa macea

Epp.®@apM. 2.9.5

the one obstained with the reference solution.

2:: kgp: i b"’.;g:?!rggwa TCX XPOMATOTPAMME CTAHRAPTHOIC PacTBOpA. Coorercrayer
TiLC Spots obtained with the sample are similar In COMPLIES
. colour and position fo those obtained with the
i_ reference solution.
XpOoMATOrpaMbia HCTILITYEMOr0 pacTBopa
JOMKHA COBNATATH ¢ XpOMATOrpaMmMoil
Dxerppir Nustkro Grnoba BOXX CTAHZAPTHONO PACTEOPA Cootaercrayer
HPLC Chromatogram of the test solution Is similar to COMPLIES

Disintegration

Average mass Ph.Eur.2.9.5
if ># 5 % o cpeancil macce! - He Goxee 2
1 raGnerox, > = 10 % ot cpejiell MACCH - RH
OaHOpOAHOCTS. N0 Macce oaHoM TaGneTkH
E}ﬂl-fﬂ’;ﬂﬂ.'y of mass E;iﬁu'zzp‘gjs On 20 tablets : not more than 2 deviate ﬁ om the COCOWL%W
P average mass by more than x 5% and none
; deviates by mare than + 10%,
i HORWA BEREA
PacranaeMocTs Enp. ®apw. 2.9.1 o 307:1 .
PhEur2.9.1 3A0 Gupma UB «NPOTEK»

\
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Ten. +7-495-737-35-00

yastaTsVResult  Emawsna/Unit
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Beaufour IPSEN Industrie
rue dEthe Virton

28100 Dreux

FRANCE

TEL ; 433 (0)2 37 65 46 00

2 Version: |
Koponnpyemas cepus/Inspection lof © 040000268226 Kon marepuana/Material Code : 1049510RU
Homep cepuns UTICEH/IPSEN batch number : U10998 Hainvenonaine apruxyna/Article name ; TAHAKAH 40 MT 90 TAE. TIOKP, [LO

HMeniraune/Test Merop/Method Hopmut/Specification PesyavtaThl/Result
e < LA - i ARl 3 P = P E

m———

Ennnuua/Unit

76 ot o
o

e S ehe s B A

Bx&pm Iunixro Gunoba

Ginkgo biloba extract BIKX mrvcp. Tabnerxa

HPLC 34 mg/average tabiei|

Conepxanne Tonsko A8 HHGOPMALHH
¢nasononriukosnas A B For information only
axTHEHON CyBCTRHIHA,
nenons3yeMoi npu
nporzrojCTRe Npenapara (%) NA | 11,5505 %
Flavone glycoside A content of
Active Substance batch used

(Am) (%)

Conepxatne ToNLko A0A MHGOPMALHA
¢nasononranxosuza B s For information only
axTrBROf cyGeTaniiy,
Henonsayemolt mpH
npox3soactae npenapata (%) N/A 12.2876 %
Flavone glycoside B content of
Active Substance batch used
(Bm) (%)

This certificate was compiled by a validated laboratory information system and comes without genuine signatures. The approval was donc in the
‘|aboratory information system by means of traceable electronic signatures.

o coprdukaT Obia cocTanACH pannaHpoBanncii AafopaTopHoit ngopnaimoNol ceTeMOH H BLINYCKACTCR Ges pyKonucHaIX NOANHCSH.
Cepruduxar yraepsen s naboparopHod MHQOPMALKOHHON CHCTEMC NOCPE/CTBOM JICKTPONIBIX nognuceH.

Pharmaceutical Form / JiekapeTaennad gopma:
Coated tablet / TabneTin NOKphITHE NACHOYHOH 0Gonotxof

ST

‘We herehy certify that the above information is authentic and accurate. This batch of product bas been manufactured packaged and tested in full
‘compliance with the EU-GMP requirements and with the specifications of the importing country Marketing Autorisation, The batch processing,
packaging and analysis records were reviewed and found 10 be in compliance with EU-GMP. / Hactosuun NOLTBEPIKIALM, HTO YKRIBHHAN BLILS
MIDOPMALIKA ABACTCA AOCTOBCPHON K rounofi. Cepna Gbina NpoH3BEERA, YNAKOBAUA H pOBAHA B COOTBETCTBHR ¢ rpefosannamu GMP n
eneuduxaumell CTpankb-HMIOPTEpa. JloKymcHTaUMNA Ha PO m:ﬂ a7 P :
‘cmmrcmy!omeﬂ GMP.

3A0 dJugma 58 «NMPOTEK»
Following test can be absent as it Is carried out periodically/ Caeayioume W MOTYT OTCYTCTBOBRTE, TAX
Microbiological quality/ Mukpo6uonorn+cckas TAcToTa Mocksa, Y. HepmaHcKan, A2

"3axmoucine/Conclusion : Lot conforme / Batch Complies / Coohinchdydi®5-737-35-00
Onextponuas noanuck/Electronic signature : V7 A g\
OmoGpeno/Approved by : Rachiel Mandret-Atsarios as PERSONNE QUALIFIEE (BT FpfR
Hata/Date ; 08/Jul/2021 15:0527 (UTC)
|
- Page - 2/3
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Beanfour IPSEN Industrie
rue d'Bthe Virlon
28100

TEL : #33 (0)2 3765 46 00

Version: |

Konrponupyemas cepus/Inspection lot : 040000268226 Kon Marepuans/Material Code : 1049510RU

Hauavr:epuu WIICEH/IPSEN batch number : U10998 Haumcrosaune apruxyna/dreicle name : TAHAKAH 40 MI" 90 TAB. IOKP. TVO
Bauaano/Issued by : Rachel Mandret-Atsarias

E Tera/Date ; 08/Jul/2021 15:05:30 (UTC)

KOIMUA BEPHA
3A0 Oupma LB «NPOTEK»

Mocksa, ya. YepmancKan, 4.2

Ten. +7-495-737-35-00

e
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