AEPIKABHA. CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMNM Y KUIBCBKIN OBJACTI

npos. Csitnvuwol Hanii, 3, M. Kitis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
fpo SAKICTL BBE3eHOr0o B YKpalHy NiKapchKoro 3acofy

10.02.2025 Ne 68493/25/10

TAHAKAH®

(uaiiMcHyBanHA MKapeekoro 3acoBby ariaxo 3 péeCTpaniifmiM NOCBIFICHISAM)
TabAeTKH, BRpUTI 06ono1xoio, no 40 Mr; no 15 Tadaerox y 6aicrepi; no 2 6aicrepn y
KapToHHuiil Kopodui

((hopsa BIYCKY, A03VBAHNA, BUL AKYBNHA JiEApCkEOro lacoby)

Honep peecrpanifuroro nocsigsenns UA/9822/01/01 crpox aif peectpanifinoro nocainuenns 01.01.2099

Cepis mixapckoro sacoby Ne C57647 Kimskicts BBE3€HOTO Aikapeskore sacoby 650
BupoGrux BO® VP ITICEH IHAYCTPI, ®panuis
{uaitmenysaunn supoBslKa Nikapesroro 3acoly, KpalHa NOX0IKCHAR)
Baczeno B Yrpaity Crniashe yRpaiicbKO-CCTORCLKE MIANPHEMCTE0 ¥ (opmi ToBapHETBA
3 oGmesren010 BianosigaanuicTio "Onrima-Mapm, JITHAY, inenr. roa:
21642228

{(natiMeryBannA T4 ko 3a SAPHOY ropuananoi ocodi abo npissme, isr's, no Gartbkost izl
ocobis ~ nipmpriemus, i Micie NPOKHEIKKE T8 peccTpaniinnd HoMep obaikOBOT KApTRH DNATHHKA
toparrie aGo cepif Ta HOMep nacTopPTa)

HpoTokesn Bisyanenore xourpoato six 26.12.2024 Xe 4125/6.
TiaGopaTophuit aHani AXOCT] Jikapcexero 3acoby saificacnnit:

I "Uentpansna saboparopis 3 aHaRi3y SKocTi AiKapebkux 3acobiB 1 MeanuHoi npoaykuii”
(M.Kuis, syn. Kyapascsxa 10r m.Kuis, syn, Kyapssceka 8B Kuiscska obnacys, ¢. Hosi Ilerpiswi,
Bya. Izaxa Qpanka, 19)

{ealiseayBanis Ta MiCHEIHAXOAKRENNS AAG0paTopi], 100 nposena naGoparopHuil auaniz axocti)

BHCHOBOK 1LOA0 SKOCT] NKAPCLKOro 3acoby, gumanmii naboparopieto Bia 15.01.2025 Ne 0040

Pesynsrarn nafopazopaoro aHanisy skocH nikapcsroro 3acoly 3a NepeRIpetinI TOKA3HHKAMIE BiANOBIAAWTH
BHMOTAM METOMIB KOMTPOIO AKOCTI (AHATITHUHO-HOPMATHEHOL AOKyMEHTALIE).

34 pC3YIBTATAMY AEDHABHOIO KOHTPOMIO BCTAHORACHD, IO  NikapchkHil 3acid BBcacHO B Ykpairy 3
AOTPHMAHHMIM BiMOT 3aKOHO2BCTBA [HOJI0 nafesfeuenHA AKOCTI JiKAPCEKIX 3acobis.

Omsta EPEOMEHKO

' (ni,qnm_:) (ininfany Ta npizsmnoe)




BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX, France

Tél : +33(0)2.37.65.46.00

BOGYP HICEH IHAYCTPI
Pio Ete Biprou

28100 Hpvo. dpanuis

Ték:: +33(1)2.37.65.46.00

Inspection [ol / Honep koutponbrol cepil:
IPSEN lot number / Homep cepif ITICEH:
Manufacturing Date / lara BurorosaeHus:
Expiry Date /[lata 3akinueuns Tepminy
NPHIATHOCTL

Specification reference / Cneundixauin:
Procedure / [lpouenypa:

Visual
Bisyansuni

Appearance
Onuc

Manufacturing Authorisation: 2023_01
Jliuensis na supoBGunurso 2023_01

CERTIFICATE OF ANALYSIS/ RELEASE

CEPTHOIKAT BIANOBIAHOCTYBAIIY CKY

4
4

9.1.2.
912

BKpHTI 0GONOHKOIO

040000341526 Material code / Kog npoxyxry: 1038313

C87647 Name of product: TANAKAN® /

26/06/2024 Hazea npoaykry: TAHAKAH®

31/05/2027 Pharmaceutical Form: Coated tablets/
Jlixapcnka dopma: Tubrevin,

032355/17.0

32134

Coated tablet, round and biconvex, brick red in
colour, The core is beige with a characteristic odour.
Kpyeni asoonykai Tabnerxu, skputi ofononkow
TEMHO-UEPBOHOFO KOJILOpY, Ha 37aMi SAPO Ma€
CBITAO-KOPUYHEBHHA KONIp Ta

Spots obtained with the sample are similar in colour

COMPLIES
Binnosinae

Average mass

Ph.Eur, (20.5)

TLC and position to those obtained with the reference
MeTron solution ~. .
A : COMPLIES
ToHKOWaposoi | OCHOBHZ MASMa Ma XpOMATOrpami po3uuHy, WO P !
Ginkgo biloba dry xpomatorpadii | mocaimkyerscs,  Mae Oyt Cxowo0 32
' . TIIX NONOKEHHAM, KOJLOPOM 1 MIpOM 3 OCHOBHOIO
extract (EGb761) (TR POM 1 POSMIDO H
. . . UIAMOLO HA XPOMATOrpaMi eTAIOHHOTO POZYHHY
Mukro Bisnoba cyxuit e
HPLC Chromatogram of the test solution is similar to the
ekctpakT (EGh 761) . ; :
Meron one obtained with the reference solution
BucokoedexTiB | XpomatorpaMa po3uMHy, WO HOCHIKYETHCH, COMPLIES /
HOT pLAMHHO BIOMOBINAE XPOMATOTPAMI STANOHHOIO POIUHHY Bianosizae
xpomarorpadii
(BEPX)

247.7 10 273.7 mg

Cepeans maca €ap. 260.7 M1 % 5% ma
Gapm.(2.9.5) 247.7 - 2737 mr 259.5 M‘['f
260.7 mr & 5%
On 20 tablets, not more than 2 deviate from the
average mass by more than £ 5% and none deviates
s 1ha TR
Uniformity of mass Fibn (2-99) | By more than t‘mﬁ' « COMPLIES
0 o €8p. He Biabwe 2-x Tabnetok 3 20-TH BHRPOOOBYBAHMX " ] /
AHOPIAKICTL MacH : ; A Bianosinae
dapm.(2.9.5) MOXYTh BIAXHAATUCA 810 CEPEAHBOrO 3IHAYCHHA 4
TabneTkn He Olmbwe = 5% Ta KoaHE He :
BiaxunaeThea Ginbwe wik na + 10%

AL I T
/ v (7 . ()/
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BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX, France

Té) : 433(0)2.37.65.46.00

BOOYP HIICEH IHAYCTPI
Pio Ete Bipton

28100 Jpso. Opanuis

Ték:: +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023,019_1
Jlivensis va supobumrae 2023 019 1

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTU®IKAT BINOBIIHOCTIVBUILY CKY

Inspection lot / Homep kontponsHol cepii: 040000341526 Material code / Kon upoaykry: 1038313

IPSEN lot number / Homep cepii IHCEH: 57647 Name of product: TANAKAN /

Manufacturing Date ¢ Jlata Burotosnenus; 26/06/2024 Hassa upoaykry: TAHAKAHG:

Expiry Date //lata 3axiH{CHHR TepMiny 3170512027 Pharmaceutical Form: Coated tablets/
NPUABTHOCTL Jixapeeka dopma: Tabnersu, skputi 00on0nK0I00
Specification reference / Cetmibixaris: 032355/17.0

Procedure / [pouesypa: 32134

2.4

24

Disintegration test
PosnaanicTs

Ph. Eur.

(2.9.1)
€ap.
Gapm.(2.9.1)

Total aerabic
microbial count
3aranbHe YHCNO

WUTTEIAATHUX
aepobuux
MiKpOOpraHimMis
(TAMC)

Total combined
yeasts/moulds count
3arajibHe YHeno
ApHXIKOBHX Ta
rricuasux rpubis
(TYMC)

Bile-tolerant Gram

negative

bacteria

TonepanTHi 40

KOBYI

rpamMHeraTHBKI
Bakrepil

Escherichia coli

Salmonetla

Gmkgo biloba dry

Ph. Eur. (2.6.12.
2.6.13,2.6.31)
€np. Gapm.
(2.6.12,
2.6.13,2.631)

COMPLIES
Bignosinac

Min
MiH

NOT .
< 10 PERFORMED g‘gf
He sukonycrsea r

NOT
w107 PERFORMED (%Sgllg
He BrEOHYCTLES £

NOT
T \ CFU/g
..... 10 PERFORMED KYO/r

He BUKONY CTHEK

Absencein | g PER?S)FIMED 3 4
Bincyrnicte s L 1 ¢ BUKONYCTHCS f
Absencein 25 g PERI?EEMED X

BincyrHicte B25 1

He suxonyerees

s tahle my/ average
extract (EGh761) ; 3104310 mg/ aversgeilablet (ablet Mr/s
) . o PLC 40.0 mg/ average lablet £ 7.5% :
[iukro 6ineba cyxui 3 3 ‘ . = 39.2 CEpeRHLOMY
SKCTPaKT BEPX 37.0 - 43.0 MI/ B cepeanboMy Ha TabneTky Ha TaBReTKY
(EGb 761) 40.0 mr/s cepeasibomy Ha tabnerky = 7.5% i
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BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX, France

Tél: +33(0)2.37.65.46.00

BOOYP IICEH IHAYCTPI
Pio Ere Bipron

28100 lpvo. Dpaunis

Teke +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023_019_1 2 4
Jliuensis na BPoOHRLTBO 2023\_0019,,,1,_,%2 4

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTH®IKAT BIAITOBIAHOCTYBHAIIY CKY

Inspection tot / Homep kourponkyol cepii: (40000341526 Material code / Kon npoayxry: 1038313
IPSEN lot number / Homep cepii HICEH: 57647 Name of product: TANAKAN® /
Manufacturing Date / lata BUroToBacHns: 26/06/2024 Hazea npoayxry: TAHAKAH®

Expiry Date /Jlata jakiHucHns Tepminy 31/05/2027 Pharmaceutical Form: Coated tablets/
NPHAGTHOCTI: Jlikapenka opma: Tabnerkn, BRpUTI 0G0IOHKOK
Specification reference / Cricundpikauia: 032355/17.0

Procedure / [poueaypa: 32134

Conclusion / Batch complies

Bucnosoxk: Cepin Biznosizac sumoram Responsable C

Signature/ Mianuc: BEAUFOUR-IP

Issued by/ Bupanuii: 20, RueEths

Date / [lara : 14/08/2024 e g

Approved by / 3atBepioxeno: T T

Date / [lata ; 14/08/2024 e
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BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX, France

Tél: +33(0)2.37.65.46.00

BQ®YP INICEH IHAYCTPY
Pro Ete Biprou

28100 [pso. Dpanuis

Tek:: +33(0)2.37.65.46,00

Inspection fot / Hosep kourposistol cepii:

IPSEN lot number / Homep cepif INCEH:

Manufacturing Date / [lara suroToBieHHA:

Expiry Date /[lata sakinueHus Tepminy
HPHIATHOCTI

Specification reference / Creumndixauis:
Procedure / fipouenypa:

Registration number: UA/9822/01/01

Manufacturing Authorisation: 2023_0
Jiuessin va supobunureo 2023 0

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTH®IKAT BIANIOBIAHOCTYBHITYCKY

040000341526
C57647
26/06/2024
31/05/2027

032355/17.0
32134

Homep pecerpauitinoro nocsiguenna: UA/9822/01/01

Strength/ Potency / Cuna it / AKTUBHICTB:
1 tablet contains: active substance: Ginkgo biloba dry extract (EGb 761) 40 mg,
| Tabnetka MicTHTs Aiody peuonsny: Finkro (Ginkeo biloba ) (Cyxuit eKCTPaKT JHCTA. QYHUEHHA i kimnkicHo Bu3Hauenuit) (EGb

761) 40 mr

Baich size / Posmip cepii: 40 000 packs / 40 000 ynakosox

Pack size and type / PosMip Ta Tun ynakoBku:
15 tablets in blister, 2 blisters in a cardboard box

[1o 15 Tabnerok y Gnictepi, no 2 Gnicrepis y kapTohHid xopobui

Comments/ Komenrapi: O Not Applicable / He sacrocosycries

Material code / Kog npoayxry: 1038313

Name of product: TANAKAN® /

Hassa npoaykry: TAHAKAH®

Pharmaceutical Form: Coated lublets/

Nikapceka hopma: Tabuerkd, skpuri oBononkoio

19_12 4
19_1_.

1 Write comments i any / KOMCHTAPE, 3 HATBHOCTE o vivcrmmcen oo st sy b oo e aved s avion

Certification statement / 3assa npo cepTHpikaLiio:
| hereby certify thal 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 full 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.
LIvM 3aCBia4YI0, WO HABEAEH BHiLle IKGOPMALLS € 20CTOBIPHOIO Ta TouHOW. Lo cepiio npoayxuif 6yno BHpoBieno {BRIIOUAIOUH
NAKYBAHHA/MAPKYBAHHA T4 TIPOBEACHO KOWTPONL il #KOCTI) Ha BHLLE323HANEHIH ATBHALL Y NOBHIA BIANOBIAHOCTI 3 BUMOTAMH
HanexHol BupoSunuoi npaxtuku (GMP), BCTAHOBAEHMMH MICUEBUM PETYASTOPHUM OpPraHOM, a TakOX BIANOBIAHO 10
crieuudiranii, Wo MICTATLES ¥ peecTpauiiinomy Aocke xpainu-ivnoprepa. [porokonu BUPOBHHLTBA, NAKyBaHHA Ta aHanizis Oyno
HEPELAAHYTO Ta BCTAHOBAEHO BIANOBIAHICTD BHMOTAM BUMOTAMH HANEKHOT supobuuyoi npaxtuky (GMP).

Batch release by / Cepns soinyutena

Name and signature of the Qualified Person:
Mpissuume ta nignue Ynosrosaxenol ocobu

Date of signature / [lata nianucy:

Attached: Batch centificate of analysis / [loxaersea: ceprudicar ananizy

Py
L. PECHO!
2 1 ADUT 2024

ShBacien ASsulance Juo

>
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