BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1_2 4
Rue Ethé Virton Jliuensig na supoGuuuTeo: 2023 019 1.2 4
100 DREUX

France

Tel : +33(052.37.65.46.00
BO®YP I[MCEH IHAYCTP!
Pio Eve Bipron
28100 IPbO, Opauuis
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS/ RELEASE
CEPTHOIKAT AHAJSY/BUITYCKY

Inspection lot/Koutponbua cepis: 040000343164 Material code/Kog marepiany: 1061826

IPSEN lot number/tIICEH soMmep cepil: 59239 Name of product: FORLAX®

Manufacturing Date/[lara supoGruurea; 217082024 Haiisienysauns npoayrry: QOPJIAKC®

Expiry Date/[dara saxisucuns repMiny 310712027 Pharmaceutical Form: Powder for oral solution

npujatiocti: Hlikapceka (hopsiar HOPOIOK INK IPHIOTYBAHHA POIUHIY AIK
Specification reference/Creimdicauis; 032348/10.0 NEPOPANLHOTY IACTOCY BAHHYN

Procedure/[Ipoucnypa: 32130

Sachets containing a white or almost white
powder having an adour reminiscent of orange
Appearance Visual and geapefruil, freely soluble in water! Nakeruu COMPLIES
Sowuiwnii suras Bizyanoimit MicTaTh nopomox Ginoro wn maliske Ginoro BIANOBIIAC
KOABUPY, NICTKOPOIHHHHUA ¥ BOXI, 3 3a0XOM,
1 rpeitudpy

The spot obtained with the test solution is similar in

position and intensity to the spot obtained with the

o cference solution f 3a sicues postamysaus 1a . .

X I.‘bfl’lul‘ on { 3a sicuess 3§ YBatHy 12 BUIOBIIAL /
HTCHCHBHICTIO nasMa Ha XPOMATOrpasi

HOCBUDRYBAHOYO  POSHUHY ACHTHMHG VLagMi 1o

TLC COMPLIES

Macrogol 4000 XPOMATOrpaMi CrapsapTuoro poivuiy
Maxporon 4000 Xpo! pa A4p P
SEC Gel filiration | The retention time of the test solution is identical 1o
Excriioimatn the retention time of the reference solution / Yac COMPLIES ;
Ieb-HUISTPARIAHA | YIPsMy Rt AOCAULRY BAOTO posuwny | BIATTOBIAC
xXpostororpadis imenTHYRHI  4acy  YTPHMYBIHIS  CTAHAAPTHOrO

O3UHHY

peidny or alkainity Colorimetry <0.25m1 0.IN NaOH COMPLIES ,
HOTHICTD ¢ Kosopuserpia % 0.25Mn 0.1N NaOQH BIIUTOBIJIAC :
AYKHICTE
Average mass {(Ph. Bur. 2.9.53 387g-427g(807 g2 5%) 407 it
Cepenans Maca {Esp. apm 2.9.5) 3870427 ¢ (4,07 v £ 5%) : &
On 20 sachets : not more than 2 sachets deviale
¥ \ qve s s L
Unifornity of mass (Ph. Eur. 2.9.53 lrorr: lgc ah?(:fagt: mass t:y ;:mc [h?z(f 7/' 5{; qgg COMPLIES ;
Oasnopinuicts Mack (Esp. Gups 2.9.5) none deviates by more than 355 e BIAMOBIAAC
' o a8KeTHRAN, He Binblue 2-X siasHngioTiesn Big

cepennpol Macu Oinsiue nbx va £ 7.5%: woaen
He slaxuancrsed Guibie vk wa + 15%

SEC Gel filtration 3180~ 4,20 g / average sachet & /"i:;’e‘:gt‘
Macrogol 4000 Exckmosnata (4.00 g + 5% ™
N . . . 4.00 riB
Maxporoa 4000 reab-QiapTpaniidna 3,80 — 4.20 r/ B cepeauson)y HA HIBKETHK OCAHLOMS
. Forpath; 4.00 ¢ + 5%) COpeAHEOMS HA
xposororpatis 4. 5 aKeTHH
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BEALFOUR IPSEN INDVSTRIE
Rue Ethé Virton

28100 DREUX

France

Tel - +3310)2.37.65.46.00
BO®VP INCEH IHAYCTH
Pio Eve Bipton

28100 APbO, Mpanuis

Ten : +33(032.37.65.46.00

Manufacturing Authorisation: 2023_019_1_2_4
Riuensin ua supoduuurso: 2023 019 1 2 4

CERTIFICATE OF ANALYSIS / RELEASE

[aspection for/Kourpoanna cepis:
TPSEN tot number/tNCEH nosep cepil:
Manutacturing Date/flara mipoGuuyraa:
Expiry Date/dara sakinaeuns repyiny
NIPHARTHOCTI:

Specification reference/Crcimdicais:
Procedure/Tlpoucaypa:

CEPTH®IKAT AHAJH3Y/BHITYCKY

040000343161 Material code/Ko marepiaay: 1061820

59239 Narae of product: FORLAX®
21/08/2024 Hailsenypanna upoaykey: GOPNAKCE
316772027 Pharmaceutical Form: Powder for oral solution
Jhikapeska Gopyac nOpooK NS BPHIOTYBALHA POIUKHY 11K
032348/10.0 HCPOPANBHOIG JACTOCY BAHHS

32130

Conctusion : Batch complies

Bucnonok ;. Cepin signosigac
Signature / [Nizanmc
Issued by / Buaaunit:
Date /flara: 05/09/2024

Date / Jlara: 05/09/2024

Total Acrdhic T ’ kNOT T
Microbial Count (Ph. Eur. 2.6.12) PERFORMED CFU/
Faraisic YHCeHo {Esp. dapm =108 HE KYO /gr
aepodny 26.12) TPOBOAUBC
Migpoopragiznin b2l
Total Yeasts and
) NOT
Moulds Count W Ear 9 f 19 e
Jaratiic YHICO (F h“bur. 2.6.12) o PCI\FOII{MED CFU/g
ADBKOBHX T4 {Eap. dapm < A0 1 KYO/r
PUAGDKOBAX T8 2.6.12) HPOBOJIUBC
naicenesux rpudin 9
NOT
(Ph. Eur. 2.6.13) s PERFORMED
Eschierichia coli {Esp. dapm Bﬁhf:?;:’r/t (/gl - e -
2613 ACYTHIETS HPOBOAMBC
b
4

Approved by / 3arsepikeno

G.POC
Responsable Cetlr
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BEAUFQUR [PSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1_2 4
Rue Ethé Virton JHuendin na supoururee: 2023 019 1 2 4
28100 DREUX

France

Tel : +33012.37.65.46.00
BO®YP INCEH IMAYCTPI
Pt Eve Bipron
28100 J{PHO, wpanntis
Tea : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHDIKAT AHAJIIZY/BUITYCKY

Inspection lot/Koutpoarya cepis: 040000343161 Material code/Koa marepiany: 1061826

IPSEN lot number/IHICEH uomep cepil: C59239 Name of product: FORLAX®

Manufacturing Date/[lata sspoGuuursa: 21/08/2024 Hativenysannn npoaykry: QOPJIAKC®

Expiry Date//lata saxisuenns tepaminy 3172027 Pharmacewtical Form: Powder for oral solution

NpUAATHOCTE: Jlixapeska Gopya: ROPOLIOK UM APHIOTYBAIHA POIUMHY IR
Specification reference/Crieundyixauia: 032348/10.0 HEPOPALHONO JACTOCY BAHHA

Procedure/Tlpoucaypa: 32130

Registration number / Hosep Pecerpauifinoro Hocsinuens:: UA/6852/01/02

Strength / Potency : 1 sachet contains macrogol 4000 4 g

Cura 21T ¥ AxTuBuicTs: | nakeTHk MicTHTE Makporosy 4000 4 5

Pack size and type 1 4.0668 y in sachet: pack of 20 sachets in a cardboard box

Possip va Tun ynakoskn: 1o 4.0668 r nopowky B nakeTiky: no 20 naxetHkia y Kapronni kopobui.
Batch size ;13 750 packs

Possip cepii 0 13750 ynakosox

Comments ! Kosmenrapi: 01 Not Applicabic / He sacrocosyethes
O Write comments if any / Kosenrapl. 3a tassiocri;

Certification statement.

t herchy certify that the above information js awthentic and accurate, This batch of product has been manufactured (including
packaging/labeling and quality contral) at the above meationed 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
tecords were reviewed and found 1o be in compliance with GMP,

3agea npe ceprudivauin

Lt aacsiftayio. mo iasetena sutite indopyatds ¢ goctosipuoo Ta Tounoo. 1o cepilo upoayrufl Hyno supoficno (BrIouaKMH
NRKY BRIM/MAPKY BARNA TR {IPOBCACHO KOHTPOML T SKOCTI) MR Bigesanadcuifi ahmimig y nosniit sixuosinyoct 3 smoras HBILL
BCTAMOR!ICHIMH MICUCBHN PEEY IRTOPHHM OPraNoM. & FAKOX 8iNI0BIAN0 110 CIcHmMikaii, ulo MicTaTheS ¥ PECCTPAItHHOMY J0CHE KpaiHit-
ivuoprepa. [porakonn supobutimie i, maky baitin Ta anagizis 63 30 NEPEFASHYTO TA BETABOBACHO BinORiHicTs BHMOram HBIL

Bach release by / Cepia suny wena

Name and signature of the Qualified Person 7 Hpissmue va niznue Y nosuosaxenol ocody

Y. PERRIN

Date of siznature / flava niumcanos |

e, e § 5 SER s B

Pharmacian Assurance Quaits

Attached: Batch certificate of analysis / ozactses; Ceprudisar ananizy Cepii




