BEAUFQUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX, France

Tél : +33(0)2.37.65.46.00

BO®VYP (MCEH HAYCTPI
Pio Ete Biprou 28100 [pro. dpanuis

Ten: +33(0)2.37.65.46.00

Inspection lot / Kontpostnil Hosep:

IPSEN lot number / IPSEN batch N*/ ITCEH, cepia Ne:

Manufacturing Date / [Jata supoSuuursa:

Expiry Date / [lata 3akinMeHHR TEpMiRY NPHAATHOCTE:

Specification reference / Cneundicanis:

Procedure /{Ipouenypa:

Manufacturing Authorisation: 2023 019
Niuewsin ua supobunurso: 2023_019_1

GMP certificate: 2023 _HPF FR
R

4
4
3
Ceprudixar sinnosianoct! GMP: 2023_HPF_F 3

2.
2.
04
04

CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHAJI3Y

040000335970 Material code / Kon niposyxra: 1069487

C54428 Name of product: GINKOR FORT®
09/04/2024 Habimenysansts npoaykuii: TTHKOP ®OPT
31/03/2027 Pharmaceutical Form: Capsules
032345/11.0 flixapenka dopma: Kancynu

32152

Appearance
Onsc

Ginkgo biloba
dry extract (EGb761)
Nukro 6ixoba cyxnit

Visual
Bizyansuui

Capsule with an opaque yellow body and an opaque green
cap. It contains a more or less compacted pale yellow
powder
Kancyan 3
HEMPOIOPUM KOBTHM  KOPIIYCOM, skl MICTATL Brino-
WOBTHH NOPOLIOK

COMPLIES

HCRPO3OPOIO  3CACHOI0  KPHUIEHKOIO | Bianosinae

TLC
Ph. Bur, 2.2.27
THIX
Cep.®.2.2.27

Spots obtained with the test substance are similar in colour
and R value to those obtained with the reference substance,
Tlnami Ha xpomatorpavi poszsuity BunpoGysanus 3a Rf 1a !

COMPLIES

. \ Binnosinac
3aapeneHHsaM  MAIOTH  BULNOBIAATH

XPOMATOrPaMi POTUBHY NOPIBRAHHS

[RaMaM Ha

excrpakt (EGb 761) HPLC Chromatogram obtained with the test substance is similar
Ph. Eur.2.2.29 (o the one obtained with the reference substance. COMPLIES /
BEPX Xposmarorpasma posanHy suilpolysanis mac sianosinaty Binnosinac
Cop.®. 2.2.29 XPOMATOrPANi PO3UHNY TOPIBHALLSA
TLC Spots obtained with the test substance are similar in colour
p - 2 {() PTG YT v‘ > F - . § -
Ph. Eur. 2.2.37 an.d Rf valu{n to those ub(iumd with the reference subsmnfze COMPLIES
TILX Thasws Ha Xposarorpasi posuntry sunpofysatita 3a Rf ta Biirosime 4
Cop.©.22.27 3a0apRACHHAM  MAIOTh  BULIOBUIATH  (IAMAM 44 ¢
T NPOMATOFPasti PO3MHEY NOPiBUSLHS
Troxerutin
TpokcepyThH uv
spectrophotometr ; : _
p;h Ezr 202 25 Y | A maximum of absorption is observed between 346 and
' ycb e 350 nm COMPLIES /
.| Maxcumyst norasnanss cnoetepiracTaes Mis 346 Ta 350 Binnosizac
criextpooromerp .
a :
Cep.0.2.2.25
. Spots obtained with the tes tance imitar in colour
Heptaming) TLC 1rr11d Rf vatue o those n‘t-)ll:ir:efiugjlint;e ?i?csr{:;:;c ;&‘l}»sla;(:e
hydrochloride Ph. Eur. 2.2.27 : o " " elang COMPLIES
o . TTaan Ha XPOMATOrPaMi POIMHHY BUIPOGY BaHHA 32 Rfta : - !
Tenraminony TX N p L o ) Bidnosidae
cinpoxAopHa Cop.©.2.2.27 3a6apeaCHHAM  MAKOTE  BLINOBIAATH  NASMaM  Ha
’ T NPOMATOrpasi po3uUHY NOpiBNAHNA
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX. France

Tél : +33(0)2.37.65.46.00

BO®YP ICEH IHAYCTPI
Pio Ete Biprou 28100 Hpeo. Opauyis

Ten @ +33(0)2.37.65.46.00

Inspection tot / Kosrtponsmuii sosep:
IPSEN lot number / IPSEN batch N*/ INCEH, cepin Ne:
Manufacturing Date / lata supobinurea:
Expiry Date / Jlara 3akinucnns tepatiny APHOATHOCTI:
Specification reference / Cneuudixauin:
Procedure /[poueaypa;

Manufacturing Authorisation: 2023 019_1 2 4
Hiuensia na snpoSaunurso: 2023_019_1 2 4

GMP certificate: 2023_HPF_FR 043

Cepruoirar sianosinnecti GMP; 2023 HPF_FR_043

040000335970 Material code / Koa npouyxra; 1069487
€C54428 Name of product: GINKOR FORT®
09/04/2024 Haitvenysanus apoayxnii: 'IHKOP @QPT
3170372027 Pharmaceutical Form: Capsules
032345/11.0 Jlikapenka popata: Kancynm

32152

 Honyerumi mewi

Ph. Eur. 2.3.1
Chlorides method a Positive COMPLIES y
Xaopuim €8p.d.2.3.1, meron | MMosurusna peakuis Bianosiaac ’
a)
 TEST/TECTH ,
: »Iv":ihil{f) 594 10 656 mg
Average mass "g g (625 mg +59%) g
Buyrpiwns N 6 wir 627 ;
- Cepenns saca iETOTHE BUL 594 20 656 M Mi
e (625 Mr £ 5 %)
: (3BaKyBaHHS)
On 20 capsules: Not more than 2 capsules deviate from the
average mass by more than = 7.5 % and none deviates by
i . more than + 15 %
U“"O".““Y ofass Phi.Eur. 2.9.5 Ans 20 kancyn: ue Giaswue 2 i3 20 kancyil MOKYTH MATH CQMP[.‘]ES /
Onnopinnicts macH €8p.$.2.9.5 . T i o . o Bianosinac
BLINHJICHHA MACH BMICTY BIZ CePEAHLOT MacH BMICTY
Kancys Oirewe, ik wa & 7.5%. xomma maca swmicry
KANCynH He BIANHAACTHCA Sianmie uik ua £ 15%
Disintegration Ph. Eur. 2.9.1 < 30-min COMPLIES /
Posnagaemicts Cap.®.2.9.1 % 30-x8 Bianosiaac
' IC'A'L"dUAI,ITVY:(neﬁo'gViéai;t?iéi)‘7 M[KP()bi()l()Il'{HA YHCTOTA (nepiodusne eunpodyeanns)fa]
Total aerobic ,’ '
micrabial Count
3araasna kiakkicTs = 107
| aepobuux = 100
MiRpoOpramizMis
TAMC
\ 4 CFU/g
] Ph. Eur. e NOT KYO/r
Toral combined 2.6.12.2.6.13 PERFORMED
yeast / moulds count €p.d. e
3araaLHa kinbkicts 2.6.12.26.13 < JQE BHKOHY BABCA
APLKKOBUX Ta < H

fnjcusienx rpubis
(TYMC)

Escherichia coli

Absence/ Ig
Biacyrni/ 1 ¢
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BEAUFQOUR IPSEN INDUSTRIE
Rue Elhé Virton

28100 DREUX, France

Té) : +33(0)2.37.65.46.00

B0OYP INCEH IHAYCTPI

Pio Ere Bipron 28100 Apeo. ®panuia
Teu : +33(0)2.37.65.46.00

tnspection lot / Kontponeuud tomep: 040000335970
IPSEN lot number / IPSEN batch N/ ITICEH. cepis Ne:  C54428
Manufacturing Date / Hata supobrnirsa: 09/04/2024
Expiry Date / [laa 3akitidentus TepMily npHRaTHOCTI: 31/03/2027
Specification reference / Creundixauis: 032345/11.0
Procedure /lIpoucnypa: 32152

Marnufacturing Authorisation: 2023 01912 ¢
Jliuensia ua sspoGuuirso: 2023 _019.1 2 4

GMP certificate; 2023_HPF_FR_043

Ceprudiar sianosiasocti GMP: 2023_HPF_FR_043

Material code / Kon nponykra: 1069487
Name of product: GINKOR FORT®
Haiimenysanns npoaykuii: FIHKOP ®OPT

Pharmaceutical Form: Capsules
Jlikapcoka popma: Kancynu

Ginkgo biloba dry HPLC 12.6 to 15.4 mg per average capsule caisile
extract (EGb761) Ph. Eur.2.2.29 (140 mg £ 10 %) P

; . . ’ ! 13.7 M/ B
Muxro Ginoba cyxuii BEPX Biz 12.6 Mr 10 15.4 My B cepeaHLOMY Ha Kancyay CEMeMHEOMY
ekcrpaxt (EGb 761) €8p.9.2.2.29 (14 M1 + 10 %) PEALtOMy

mg/average

#a Kancyay

Potentiometric

caekrpodoToMeTpl
Cap.$..2.2.25

Heptaminol titration 285 to 315 mg per average capsule m%;; a"si‘ligc
hydrochloride Ph.Eur. 2.2.20 (300 mg £ 5 %) 206 xl()rln
Tetrraminony TToTenuioMeTpHYHE Bin 285 M0 315 M B cepeanLOMy Ha Kancyny w c.mbo“ ,
FiIpONTIOPHA THTPYBAKHSA (300 mr+ 5 %) kazmc "ﬂ)
Cup..2.2.20 yay
uv
285 to 315 mg per ave
spectrophotometry 8510315 mg E"" average m%/aVﬁf]iige
Troxerutin £h. Eur, 2.2.25 mocapsu L’i . 205 Laps;x e
Tpoxcepyrun ok (300 mg 5 %) 3 MI/B

gin 285 air 20 315 MO 8 CCPCAHBOMY HA KANCYRY
(300 Mmr 4.5 %)

CEPEeAHBOMY
Ha Kancyny

[a} Non routine test (performed at least once a year).
[a] He pyTHHRUET TECT (BHKORYETHCA HKHANMEHIE 1 pas na pik)

Conclusion / Bucnosok: Batch complies / Cepia pinnositae
Signature / Minnuce:
Issued by { Banymeno:
Date / Jara: 15/05/2024
Approved by / 3aTBECPIDREHO!
Date / Jara: 15/05/2024
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1_2 4
Rue Ethé Virton Jliemin ua supoSunurso: 2023_019_1 2 4
28100 DREUX, France GMP certificate: 2023 HPF_FR_043
Tél 1 +33(0)2.37.65.46.00 Ceprudixar sianosigHocti GMP: 2023_HPF_FR_043

BO®YP IMCEN IHJIYCTPE
Pro Ere Bipron 28(00 Bpuo, Opanis
Ten : +33(0)2.37.65.46.00

Inspection lot / Kourposenuit Hosep: 040000335970 Material code / Koa npoayxra: 1069487
IPSEN lot number / IPSEN batch N°/ IIICEH. cepia No:  C54428 Name of product: GINKOR FORT®
Manufacturing Date / lara supoSuuiraa: 09/04/2024 Hafisienysanus npoaykuii: FIHKOP ®OPT
Expiry Date / lata 3axisucnus Tepsivy npHaaTHacTi: 31/03/2027 Pharmaceutical Form: Capsules
Specification reference / Coeundriranis: 032345/11.0 Jlikapceka dopsa: Kancynu
Procedure /Mpoueaypa: 32152

CERTIFICATE OF BATCH

CEPTHU®DIKAT BUITYCKA CEPII

Number of registration certificate/ Homep pecerpauifistoro nocsiavensns: UA/10317/01/01

Dosage / Potency:

| capsute contains Ginkgo biloba dry extract (EGb761) 14 mg: heptaminol hydrochloride 300 mg: troxeratin 300 mg
Josysarns/ AKTHBHICTS:

| kaucyna Micte: Iinkro Ginoba cyxuit ekerpaxr (EGb 7614 14 mr rentavinony riapoxnopua 300 Mr: Tpoxcepytus 300 mr
Batch size / Possip cepitt 26 666 packs / 26 666 yriakopok

Pack size and type: |0 capsules in blister; 3 blisters in a cardboard box

Poswip ta Tan nakysanus: no 10 kancyn y Snicrepi: no 3 6aictepd y kaprotmiii kopodul

Comments S Kosenrapi: {1 Not Applicable / He 3acTocosno

O Write comments i any / KOMEHTAPT 38 HAHBHOCTI ...........ovoiievere oo oo ee oo oo

Certilication statement { 3assa npo ceprudikauiio

[ 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 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.

tien 8 3acsityio. wo naseiena suwe indopsania € focTosipiow Ta Tonioio. 1o cepilo npoaykuil Gyno BrpoSaeno (8xmoualouu
1laky BAUHAIMADRY BAHHA) 12 NPOBCACHO KONTPOAL 1 AKOCTI Ha BHWESAIHAMSHIN ZiNbhnui ¥ nomsill signosianocTi 3 pinoOrasy GMP,
RCTAHOBACHNMH MICHEBHM PEry ASTOPHHM OPIRIHOM, A TAKOXK BIANOBIANO X0 cneuMbirauifi, 1o MiCTATLEH ¥ pecerpauifinonmy nocee. Mpotokon
BUPOGHMLTRA, NIAKY BANHA T anani3ia 6y A0 OEPErnaHyTO Ta BCTANOBNCHO RIANORIAHICTE GM P.

Batch release by
Cepis sunyuicna

Name and signaturc of the Qualified Person (as in article 51 of Directive JGHRICE Y

oy

o

v
,f’_f

L. PECHON
Altached: Cerlificate of analysis / [logano: Ceprepixar asanisy i 5 MA' 2024 (”

“harmacien Assurance Quan,

o
o
r—"‘(iﬂ


http://www.tcpdf.org

