BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX

France

Tel : +33(0)2.37.65.46.00
BODYVP IITCEH IHOYCTPI
Pio Ete Bipton

28100 APLO, ®panuis

Ten : +33(0)2.37.65.46.00

Inspection loVKenTtponsHa cepis;
IPSEN lot number/ITTCEH uomep cepii:
Manufacturing Date/[lata BupoGHiLTBA;
Expiry Date/]lara 3akiHuenHs TepMiny
NPUAATHOCTI:

Specification reference/Crieurdixauin:
Procedure/[Tpoueaypa:

Manufacturing Authorisation: 2023_019_1_2_4
Jliuensia wa eupobHnuTEO: 2023 Q191 2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHDIKAT AHAJNI3Y/BUITYVCKY

040000326104 Material code/Kon matepiany: 1061826
A76704 Name of product: FORLAX®
2211172023 Halimenypakus npoaykry: ®OPJIAKC®
31/16/2026 Pharmaceutical Form: Powder for oral solution
Jlixapcska dopMa: NopoWoK INA NPHIrOTYBAHKA PO3UMRY A5k
032348/10.0 [epopanbHOro 3aCTOCYBAHHA
32130

Sachets contammg a whlte or almost whtte |
powder having an odour reminiscent of orange
Appearance Visual and grapefruit, freely soluble in water/ MakeTnku COMPLIES /
3oBHiWHIR BUrass Bizyanenmit MicTRTE nopowok Oisore wW maiixe OGinoro BIITTOBIJIAE
KOJLOPY, NErKOPO3YUHBUME Y BOAI, 3 3AIaxont,
R o ﬂaraﬂye anenbeHi Ta rpeﬁ_gmﬂ
The spot obtained with the test solution is similar in
T | lion e e ot dbuined with | compuies |
TILX . . ¥ POty . | BIAMOBIAAE
IHTCHCHBHICTH)  MmAAMA  HA  XpoMarorpami
crogol 00 e eTamors i RIPUN UL W
Maxporon 4000 E P ) B2 /
SEC Gel filtration | The retention time of the test solution is identical to
ExcknioivsHa the retention time of the reference solution / Yac COMPLIES /
reas-QinbTpauiiina | ytpumysasus AOCHIAXYBAHOrD posunny | BIATOBIJAC
Xpomororpadis IASHTHYHHHA  Hacy YTPHUMYBaHHS CTaHAAPTHOTO
llllllllll Po3yHKy —
%@Esri mmosm;gw i TR e N
Qﬁi‘g :EE‘:%’;‘"” Colﬂrimﬁ:lry <0.25ml 0.1N NaOH
: Konopusterpin <0.25ma 0.1N NaCH
TYXHICTE

Average mass
Cepenna maca

(Ph. Eur, 2.9.5)
(Esp. dapwm 2.9.5)

3.87g-427 g (4,07 g £ 5%)
387r-427r(407r £5%)

Uniformity of mass
CaHopigHicTs MacH

(Ph. Eur. 2.9.5)
(Eep. ®apm 2.9.5)

On 20 sachets : not more than 2 sachets deviate
from the average mass by more than + 7.5% and
none deviates by more than + 15% / Ha 20
NAKeTHKAX, He Ginbure 2-X BIAXHAROTHCA Bil
CepeanLOT MacH Oianllie HiX Ha * 7,5%; koleH
He BLIXHNAETHCS GiNbllic Hik Ha + 15%

Px i 3138 OF 8.0k 2y P

SEC Gel filtration | 3,80 — 4,20 g / average sachet g/ avEr?ge
Macrogol 4000 EKCKMO3HEHA (4.00 g = 5%) 3.05 53‘3! ¢
Maxkporon 4000 renb-insTpanifina 3.80 - 4,20 r/ B cepenHBOMY t1a NAKETHK | cepenl;{h;uy "
xposotorpadis {4.00r % 5%) o
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BEAUFOL/R IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Tel : +33(012.37.65.46.00
EOQYP HHICEH IHOYCTPE!

P:o ETe BipTon

28100 NPLO, ®panuis
Ten : +33{0)2.37.65.46.00

Manufacturing Authorisation: 2023_019_
Jliuensia wa Bupobuuurro: 2023_019_

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTUDIKAT AHAJII3Y/BUITYCKY

1_2_4
1.2_4

Inspection lot/Kontponsha cepia; 040000326104 Material code/Kon marepiany: 1061826
IPSEN lot number/[TICEH woep cepit; A76704 Name of product: FORLAX®
Manufacturing Date/l]lata evpobuunrsa; 22/E 172023 HaftseHysanug apoaykty: POPJIAKCH
Expiry Dale/[laTa 3axitucHHa Tepsminy 3171072026 Pharmaceutical Form: Powder for oral salution
PMAATHOCTI: Nixapebka hopma: NOpowox Ans APUTOTYRaHHA POIUKHY ANS
Specification reference/Crecundixauis: 032348/10.0 MepopanLHOro 3acTocy BaHHA
Procedure/[Ipouenypa: 32130
E;}Qcmmwaimfmm%ﬂ'-(i‘i“i";jrﬁ“%‘;%buriné test} / MIKPOBIOTOTIYHA YUY A _ == 4
Total Aerobic NOT |
Microbial Count (Ph. Eur. 2.6.12) PERFORMED CEL/
3araneHe YHCAO (Epp. ®apm =10° HE 1{5’0!%
aepoGHuX 2,6.12) [NPOBOAKBC
MikpoopraHismis N A e —
Total Yeasts and :
Moulds Cﬁunall; NOT :
| Jaranmme ATEG (Ph. Eur, 2.6.12) . PERFORMED CRU/e
APIKIKOBMX Ta (Ep. Papar =40 | KYQ/r !
: ; . 2.6.12) t 1POBOINBC |
natcenesux rpndis q
NOT '
1 ; o _ (Ph.:Eur. 2.6.13) Abscnce ! 1 g PERFOI}MED
. Escherichia coli (Cap. ®apy Bincsritersd HE, -
3- 2.6.13) UICYTHICTB/ 1 T [IPOBOLBC
N A
Conclusion : Batch complies
Bucnosok : Cepia signosinac C. POCH
Signature / Nianue ; Responsable 7

Issued by / Bupaso
Date /lara: 14/12/2023

Approved by / ateepixeno ;

Date / Nara: 14/12/2023

BEAUFOUR-IPSE
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 0l

9
Rue Ethé Virton Jliuensis xa supobuuurso: 2023 019
28100 DREUX

France

Tel : +33(0)2.37.65.46.00
BEODYP ITICEH IHAYCTPI
Pt Ete Bipron

28100 APBO, Opannis

Ten : +33(0)2.37.65.46.00

1.2.4
1_.2_4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHO®IKAT AHAJII3V/BUNTVCKY

Inspection lotKouTtpoabra cepis: 04G000326104 Material code/Kon marepiany: 1061826

IPSEN lot number/ITICEH uomep cepif: A76704 Name of product: FORLAX®

Manufacturing Date/Hata sipoGHuurea: 22/1172023 HaiimenyBanns npoayxry: ®OPJIAKC®

Expiry Date/[lata sakinuenus Tepsminy 3171072026 Pharmaceutical Form: Powder for oral solution

NPHAATHOCTI: Jlixapceka gopma: nopousox A TIPHTOTYBAHHA PO3UKHY O
Specification reference/Cneundixanis: (32348/100 NepPOPaibHOr0 3aCTOCYBARHS

Procedure/Tlpouenypa: 32130

Registration number / Hosep Peectpauifinoro Nocsinuenas:: UA/6852/01/02
Strength / Polency : | sachet contains macrogo! 4000 4 £

Cuna Rii / AktdsHicTs: | maxeTHK MiCTHTE Makporolly 4000 4 ¢

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

Pa3Mip Ta THN ynakoeku: no 4,0668 r nopowrky B nakeTHky: 110 20 HakeTHKIB Y KapTOoHHIf kopobui.
Batch size ; 13 750 packs
Poamip cepil : (3750 ynakoeox

Comments / Kosenrapi: O3 Not Applicable / He 3acrocosyeThes

[0 Write comments if any / Kostentapi. 3a nassuocri:

Certification statement:

I 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,

3ansa npo ceprudikauino

Hua saceiauyto, wo uaseaena suime indopmauia e AOCTOBIpHOD Ta TouHo. Lo cepiio npoaykuii Gyno supobnero (BrIOMAIOWH
NaKyBaHHA/MAPKYBARKA TA NPOBCACHO KOHTPONb il AKOCTI) HA BHWC3AZHAYEHIN HinBHMLI y MoaHiit iAnosiaxocTi 3 susorasu HBI,
BCTAHOBNEHHNMH MICUEBHM PETYRATOPHHA OPIrRHOM, & TAKOX BiZTOBLTHO 1O CAEUHQIKAUi. WO MICTATHCS ¥ peecTpaLifHOMY J0ChE KpaTHH-
iMnopTepa, [1poToKONK BHPOBHKHUTEA, MAKYBAHHS Ta aHani3ip Oyno nepernaHyTo Ta BCTAHOBICHO BIANOBIMIICTb BHMOTaM HBI.

Batch release by 7 Cepig mnmyupcia :

Name aud signatore of the Quakifiedd Persoa / (Tpiassme 1a niae Yiosnosasednt ocody -

Y. PERRIN
Date of sigrature / Jara niznacanns - 1 ll DEC. 2023

Pharmacien Assurancs Qualite

Attached: Balch centificate of analysis / lonaetscs: Ceprudiixar anamiy Cepii
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