AEPAKABHA CJIYIKBA 3 IKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHNKAMMU Y KHIBCHKIN OBJIACTI

npos. Ceitmrsnoi Hanil, 3, M.Kuis, 02099, ten/harc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
HPO AKICTh BBE3€HOTC B YKpaiHy JikapchbKOoTo 3aco6y

28.09.2023 Ne 47294/23/16

TAHAKAH®

(rafineHyBaurs Aikapeskoro 3ncoby riAHO 3 peeCTPALIHHAM MOCBiTHeHRAM)
Tabierkn, BRPuTi 060s16HK010, M0 40 Mr; 1o 15 Tabnerok y Gaicrepi; no 6 GiricTepin y

KapToHHIH Kopobui

{dropma BunYCKY, JO3YBAHHSA, B/ NAKYBAHHA JiKapeskoro 3acoby)

Homep pecctpanifinore nocsimuenna UA/9822/01/01 crpox nii peccrpauiitvoro nocsiguenns 01.01.2099

Cepin nixapcsxoro sacoby Ne A63671 KinskicTs BBE3HOI0 JiKapoekoro 3acoby 600
Bupofunx BODYP IIICEH IHAYCTPI, Opanuis
(HafimenynayR® BHpoOHIKA Nikapeskore 3acody, Kpdina ROXOLKEHAN)
Bresetio B Yipainy CninbHe yRpaincLK0-€CTOHCBKe MiNApHeMcTBO ¥ dopMi TosapucTBa
3 oOmexenoro piagnosiganericTio Y Onrina-@apm, JITHY, inent. xon:
21642228

{mafimcnypanua ta xog 3a CAPTIOY ropuniyaot ocofir abo npispuwe, iv's, o SaTekoBi dizuunol
ocofi - mignpHeMud, If Micue nposiBaEA Ta peecTpaniiignii Homep 007iKoBOT KApPTEH MNATHUE
nopatkis abo cepi® Ta Homep macoopra)

IfpeToxon misysannoro xourpoearo rig 25.09.2023 N 3011/4.

3a pesyapTATAMH JICPHABHOr0 KOHTPORIO BCTAHOBAGHD, IO JIKapchKui  3aci6 Bsesese B YxpaiHy 3
JOTPHMAHHHAM sumor 3axoHoJaBCTEA MOAO 3abe3teYeH A AKOCTI AIKAPCHRUX 3acobiB.

_IpHn IIATIAMAP
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1_2_

_2. 4
Rue Ethé Virton Jliuensiz wa BupoGuunTeo 2023_019 1 2 4

[ .

28100 DREUX, France
Té] : +33(0)2.37.65.46.00

bOOYP ITICEH IHAYCTPI
P Ete BiptoH

28100 pvo, Gpanuis

Ték:: +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTU®IKAT BIITOBITHOCTIBHIIY CKY

Inspection lot / Homep kontponeHol cepii: 040000315871 Material code / Koa npoaykry: 1038336

IPSEN lot number / Homep cepii IIICEH: A63671 Name of product: TANAKAN® /

Manufacturing Date / llaTa suroTos eHHA: 06/06/2023 Hazpa npoayxkry: TAHAKAH®

Expiry Date /Jlata 3akinyenns Tepminy 3170572026 Pharmaceutical Form: Coated tablets/
NPHAATHOCTI: Jikapcexa dopya: TaGnericH, akpHTi 06010HKO0
Specification reference / Cneundpixanis: 032355/17.0

Procedure / Iponeaypa: 32134

Coated tablet, round and biconvex, brick red in
colour. The core is beige with a characteristic odour.
Appearance Visual Kpyrni asoonykni taGnerkn, sxputi oBononkoio | COMPLIES
Onuc Bisyansusii TEMHO-YEPBOHOrO KONTbOPY, HA 2naMi AApO Mac Bianosinae
CBIT/I0-KOpMUHeBHiA Koaip Ta
crneuubiunuit 3anax

T L

sedgpy = Lllan.

Spots obtained with the sample are similar in colour
TLC and positton to those obtained with the reference
MeTon solution
TOHKOWMAPOBO] Ocaqnna NAAMa Ha XpoMaTorpami po3uyuHy, o (E:i?;r?fnli‘ﬁes /
Ginkgo biloba dry XpoMatorpagii | mocmimKyeTnes,  mac ' 6)(11’[' CXOXO0K  3a
extract (EGb761) {(TLIX) MOAOKEHHAM, KOJILOPOM 1 PO3MIPOM 3 OCHORHOIO
[ : ANAMOIO0 HA XPOMATOrpami €TaNOHHOTO PO3UHHY
IHKTO 6inofa cyxnit A
excrpaxt (EGb 761) HPLC Chrnmat.ugram'nf the test solution is similar to the
Meton one obtained with the reference solution
BrucokoedekTve | Xpomarorpama posummy, o nocaimxyerses, | COMPLIES ;
HOT DITHHHO BIANORINAE XPOMATOIPAMI ETANOHHOTO PO3YHHY Bignoginae
XxpoMarorpadii
BEPX

P.ur. (..S) mg

Cepeans maca €ap. 260.7Mr+5% o
Dapm.(2.9.5) 2477 - 2737 mr 258.8 Mf
260.7 Mr + 5%

On 20 tablets, not more than 2 deviate from the
average mass by more than + 5% and none deviates
Ph.Eur. (2.9.5) | by more than + 10%

Cep. He §inkwe 2-x Tabretok 3 20-Ti BUNPOOOBYBAHKX
MOXYTb BIIXHAATHCA Bill CEPEAHLOTO 3HAYEHHS
TabseTkH He Oinele + 5% Ta skomma He
BIAXHIIRETHCA Ginblue Hix Ha + 10%

Uniformity of mass
Onuopianicts Macu _|

COMPLIES
Biznosigae

ﬁkM/M90T/‘75792% Page 1/4




BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_
Rue Ethé Virlon Jivewnsis ua BupoSumuteo 2023_019_
28100 DREUX. France

Te! : +33(0)2.37.65.46.00

1_2. 4
1.2 .4

B

BODYPIINCEH IHAYCTPI
P Ete Bipron

28100 Mlpso, Ppanuis

Ték:: +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTH®IKAT BIANNOBILTHOCTI/BHITYCKY

[nspection lot / Hosep koHTponLuoi cepir: 040000315871 Material code / Koa nponyxry: 1038336

IPSEN lot number / Howmep cepii INCEH: A63671 Name of product: TANAKAN® /

Manulacturing Date / Jata surorosnesiss: 06/06/2023 Hasea npoaykry: TAHAKAH®

Expiry Date /[lara 3akindenus Tepminy 31/0572026 Pharmaceutical Form: Coated tablets/
IPUAATHOCTI! Jlikapceka dopma: TaGnerxu, Bkputi 06080HKOHO
Specification reference / Cneundixauis: 032355/17.0

Procedure / flpouenypa

Ph. Eur,
Disintegration test (2.9.1) <130 COMPLIES Min
Poznaauicte €Bp. <30 Bianosinae Min
Papm.(2.9.1)
microbial count
3aransHe YUCHo NOT CFU/g
MHUTTEIAATHHX < 10° PERFORMED
aepobHux He sukonyerbes KYO/r
MIKPOOPraHiIMis
(TAMC)
Total combined
yeasts/moulds count NOT
3arajibHe 4HCNHO 2 CFU/g
. < 10- PERFORMED
APIKIDKOBHX TA Ph. Eur. (2,6.12, He Bukonyernes KYO/r
[NICHABHX rpubis 2.6.13,2.6.31)
(TYMC) Cap. dapu.
Bile-tolerant Gram (2.6.12,
negative 2.6.13,2.6.31)
bacteria NOT
Tonepautti a0 < 102 PERFORMED gf,[é{,g
¥COBYI He Buxouyernes 3
rPAMHEraTHBHI
bakrepii
. . NOT
Escherichia coli pggence .k g PERFORMED :
Sor £ S YTHICTE B Lr He prkoHyeTses
\ 18 1OW© "' y ; NOT
Salmonella 0109-0¥ 7 Absence in 25 g PERFORMED .

He

=+ " BimcyTHicTb 25T

OHYETHCH

T T TETEER 1

Giinkgo biloba iy 37.0 - 43.0 mg/ average tablet mg/ average
extract (EGb761) tablet mr/s
Fiskro 6ino6a cyxui HPLC 40.0 mg/ average tablet + 7.5% 304
&k drmax BEPX 37.0 - 43.0 Mr/ B cepentbomy Ha Tabnerky T ccpenﬁﬂbomy
(EGLP‘I 61) 40.0 mr/B cepennboMy Ha Tabnetky + 7.5% #H FARsTEY

Page 2 / 4




BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 _0t1
Rue Ethé Virton Niteraig Ha supoSunureo 2023 0]
28100 DREUX, France

Tél : +33(0)2.37.65.46.00

9.1.2.4
9.1 24

BO®YP NICEH IHAYCTPI
Pto ETe Bipron

28100 [ipso, Opanuia

Ték:: +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTU®IKAT BIANIOBIAHOCTLBUITYCKY

Inspection lot / Hoaep xouTponbHoi cepii: 040000315871 Material code / Koa npoaykry: 1038336

IPSEN lot number / Hosep cepii INCEH: A63671 Name of product: TANAKAN® /

Manufacturing Date / [lata surotoBneHus: 06/06/2023 Ha3sa npoayxry: TAHAKAH®

Expiry Date /[lata 3axiHueHns Tepminy 31/052026 Pharmaceutical Form: Coated tablets/
NPHAATHOCTI: Jlikapcexa hopsa: Tabnerkn, BkpyTi 06on0HKO0
Specification reference / Cnenmdixauia: 032355/17.0

Procedure / [poueaypa; 32134

Conclusion / Batch complies
BucHosok: Cepis pinnosigae pumoram
Signature/ ITinnwmc:

[ssued by/ BripaHo:

Date / JIata : 07/07/2023
Approved by / 3aTBepakeno:
Date / lata : 07/07/2023
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1_2
Rue Ethé Viron Jliueniis va rpoSuuureo 2023 019_1_2_

28100 DREUX, France
Tél : +33(0)2.37.65.46.00

BODYP INCEH IHAYCTP)
Pio Eve Bipron
28100 Apwo, Gpauuin
Tek:: +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS/ RELEASE
CEPTHOIKAT BITNOBIAHOCTI/BUIIY CKY

Inspection lot / Homep koHrponstoi cepir: 040000315871 Material code / Kon nponykry: 1038336

IPSEN lot number / Hoxep cepit ITICEH: A63671 Name of product: TANAKAN® /

Manufacturing Date / Jlara surorosnenus: 06/06/2023 Hazea npoaykty: TAHAKAH®

Expiry Date /[lara sakiHueHus tepuiny 31/05/2026 Pharmaceutical Form: Coated tablets/
(PUIATHOCTI: Jiikapcoka dopma: Tabnerku, BkpUTI 060n0HKOO
Specification reference / Cneundikatiis: 032355/17.0

Procedure / [Tpouenypa: 32134

Registration number; UA/9822/01/01
Homep peectpauiifinoro noceinuenns: UA/9822/01/01

Strength/ Potency / Cuna aii / AkrusHicts:
I tablet contains: active substance: Ginkgo biloba dry extract (EGb 761) 40 mg

9.1.2.4
9.1..2_4

| Tabnetka MicTrTe Aitouy pesorusty: [iuxro (Ginkgo biloba }{cyXHil eKCTPAKT JIHCTA, OUHIUCHAUH | KiNLKICHO BHIHAMEH uit) (EGb

761) 40 mr
Batch sizc / Poamip cepif: 13 333 packs / 13 333 ynaxogok

Pack size and type / Po3mip Ta Tun ynakoBku:
15 tablets in blister, 6 blisters in a cardboard box B
Mo 15 TaGrevox y Gaicrepi. no 6 Gnicrepin y kapToHkik Kopobiui

Comments / KomenTapi: 3 Not Applicable / He 98cToroBycThes
) Write comments if any / KOMEITAPE, 38 HORBHOCTI: 1rovecennnooosisionseo oo omesesesses e

............................... L LR T e T e IrELRANEEsarY el P T ER T T Ry Ty LERRE FFE] uu.ju:u.l...ia\u ;L_.'.'j'au LA buwd el N hdna

Certification statement / 3as8a npo cepradikauio:

--------------

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured (including
packaging/labeling and quality control} at the above mentioned site in fill compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing,

packaging and analysis records were reviewed and found to be in compliance with GMP.

LI 3acBinuyto, o HaseneHa BHile iHpopmaLin € nocToBipHOIO Ta TouHoW. Ljo cepilo npoykuil 6yno supo6neHo (BKAIOYAIOUH
NaKyBaHHA/MapKyBaHHA T& NPOBEAEHO KOHTPONSG il AKOCTI) HA BHIE3IA3HAYCHIM RiNbHHWI Y NOBHIN BIANOBIAHOCTL 3 BRMOTAMU
HanexHol BupoGHHuol npaktuku (GMP), BCTaHOBReHHMHM MicuenuM PErYAATOPHAM OpPraHOM, a TAKGXK BIANOBIAHO JO
creundyikauifl, wo MicTATLCA y peecTpaifiHOMy nocke kpaian-iMnoptepa. [potokosnH BHPOGHHULTRA, NaKyBaHHA Ta aHanizis Gyno

NEPETNIAHYTO YA BCTAHOBACHD BIANOBIAHICTE BHMOTAM BHMOTAMH HANEKHOT BUpOOHHYOT npakTHky (GMP).

Batch release by / Cepns Boinyiiena

Name and signature of the Qualified Person:
[pi3Buiie Ta nianuc YnosxopakeHol ocobu
Date of signature / lata mianucy:

1
Attached: Batch certificate of analysis / Tonaetscs: ceptudikaT aHanily .. PECHON
-+ L, 2023
03 &
~harmacien Assurance Qualin

@ quans do dup
OFlohlaorsy e
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