JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

05.05.2025 Ne 13915/25/10

POPJIAKC®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
NOPOLIOK /1/Is IPUIOTYBAHHSA PO3YHHY /IJISl IEPOPANBLHOro 3acTocyBanns 1o 4 r; no 4,0668 r
NOPOLIKY B NAKETHKY; N0 20 NakeTHKIB y KapTOHHiH KopoOui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenns UA/6852/01/02 crpox nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis mixapebkoro 3acoby Ne C62373 Kinskicts BBeseHoro nikapeekoro 3acoby 810
BupoGuuk BO®VYP MICEH IHJIYCTPI, ®panris
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnosinaabHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkiB afo cepis Ta HOMEp nacnopra)

Iporoxoa Bisyaasnoro koutposo six 24.03.2025 N. 0882/4.

JlaGoparopHuit aHa1i3 KOCTI JIKApCHKOTo 3ac00y 3/iHCHEeHMIA:

JIT "LenTpansHa 1abopaTopis 3 aHATI3Y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MeUYHOT MPOAYyKIi"
(m.Kuis, Byi. Kyznpseceka 10r m.Kuis, Byt Kynpsisceka 8B Kuiscbka obnacts, ¢. Hosi Iletpisui,
Bys1. IBana @panka, 19)

(naliMeHyBaHHA Ta Micle3HaX0LKeHHA abopaTopii, o npoBena NabopaTOPHHI aHaNi3 SKOCTI)

BHCHOBOK 11010 IKOCT JTikapchKoro 3acoby, Bunanuit naboparopieto sin 29.04.2025 Ne 0614

Pesynsrari 1a60paTopHOro aHA3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3Hukamy BiANOBial0TH
BHMOTI'aM METOJ(IB KOHTPOJIIO SKOCTI (aHATI THYHO-HOPMATHBHOI JOKyMEHTALLIT).

3a pesynbTaTaMM JIGpP:KABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 110/10 3a6e3neueHHs AKOCTI JIiKapchKHX 3ac00iB.

r o (.'._ A _:_::::-.u
N }‘ L MO A N
/R AN R
.r/ — =l = S : \\ == 4
B.o. ng¥aimhiiKa cinvxOd - o, \\ % Omnsra EPLOMEHKO
(1‘i>u|c.a_ui§11£ m.‘.uﬁui;p'xmg)'-.acpﬁ:aﬁ_ilwré‘) KOHTPOIIO) (nianuc) (iniuiany Ta npizouime)

|| \ ] ;

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BEAUFOUR IPSEN INDUSTRIE

Ruci the Virton
28100 DREUX
France

Tel 1 +33(0)2.37.65.46.00

BOOYP TICEHR IHAYCTPI

Pio Eve Bipron

28100 JIPLO, Opaniis

Ten : +33(0)2.37.65.46.00

Inspection lot/Konrponbia cepis:
IPSEN lot number/ITICEH nomep cepii:
Manufacturing Date/Hara pupoOuntrrea:
Expiry Date/[lara saxingeis TepMiny

HPUAATHOCTT

Specification reference/Crenndianis

Procedure/Tponuenypa:

Manufacturing Authorisation: 2023_0
Juenzis wa supobuuurso: 2023 (

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUOIKAT AHASY/BHITYCKY

040000343809 Material code/Kog matepiasny: 1061826
C62373 Name of product: FORLAX®

14/11/2024 Hadtmenysarust npofykry: GOPITAKC®
311072027 Pharmaceutical Form: Powder for oral solution

9&.2...4
1124

Hixapeska GOPMAT NOPOMIOK JAS NPHIOTYBAKHS POSUURY JLI%
NCPOPAABHOTO 3CTOCYBAHHN

032348-SPC
BPC-DRE-0018~

Appearance
3osuhimmiit Buraax

Visual
Bisyanbrnii

Sachets containing a white or almost white
powder having an odour reminiscent of orange
and grapefruit, freely soluble in water/ Haxernku
MICTATS TOpomok Binoro wn wmaibxe Oimoro
KOLOPY, JIErKOPO3UHHRUEl y BOXI, 3 3a0axoM,
110 HATGAVE all i

Macrogol 4000
Maxporoi 4000

Acidity or alkalinity
Kucnorwicrs abo
SYHHICTS

COMPLIES
BITNOBUIAC

The spot obtained with the test solution is similar in
position and intensity to the spot obtained with the

TLC T, COMPLIES
TIIX yﬁfe1ence tsolumm 7 34 MicueM pmum.wymmﬁu C HTIOBLIAE
THTEHCHBHICTIO sMa Ha xpomarorpami
AOCHLIUKYBAHOTO  DOIUMHY IACHTHMHA IUIAMI Ha
KPOMATOTPAMI CTARAAPTHOTO POTHIHY
SEC Gel fiftration | The retention time of the test solution is identical to
Excrmosusaa the retention time of the reference solution 7 Yac COMPLIES
remp-pinpTpatiina | yIpuMyBanns HOCTIKYBARONO posunny | BIATIOBIIAE
xpoMororpadis EHTHYARIT Aoy YIPUMYBaHHM  CTAHAAPTHOTO

Colorimetry
Konopuserpis

yext

< {0.25ml 0. 1N NaOH
:’_ O 25mt LIN NaOH

COMPLIES
BLUIOBUIAC

Average mass

{Ph. Eur. 2.9.5)

387 g~427g (407 g

5%)

HAKETHKAX, HE OLibe 2-X BIAXMIAXTHCS BIX
cq)@ﬂmn MacH &”mmm Wi Ha & 7.5%; mogen
IHIIC um Ha

e BiAKAIBICT
e e

iy ) S 3.98 gir
Cepenas Maca (Enp. Dapm 2.9.5) 387 v 4270 (4071 & 5%) ¥
On 20 sachets : not more than 2 sachets deviate
s . . from the average mass by more than % 7.5% and 5 ——
Uniformity of mass (Ph, Eur. 2,9.5) b ’ B o COMPLIES ;
. . ) s eviates by s than & % ¢ Ha 20 et & /
OAHOPIAMICTS Macy (Epp. Mapm 2.9.5) rone deviates by mare than & 15% / Ha X BIITOBUIAEC

L\ vue s A VIO

7 9 P
/ 4 OQ’ 20'1/“5

age-1 73



BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX

France

Tel 1 +33(0)2.37.65.46.00
BO@YP ITICEH THIYCTPI
Pro Ete Bipron

28100 IPLO, dparuia

Ten 1 +33(0)2.37.65.46.00

Manufacturing Authorisation:
Jinenzis Ha BHPOOHALTHO! 2

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot/Kowrponmsra cepia:
IPSEN lot number/ITTCEH nomep cepil:
Manufacturing Date/ara supobuuursa
Expiry Date/[lata sainueHas TepMiny
FIPHAATHOCTI

Specification reference/Crieusidixanis:

ProcedureTipouenypa:

040000348809

62373
14/11:2024
31102027

032348-SPC

CEPTHDMIKAT AHAJIBY/BHITYCKY

Material code/Kon marepiany: 1061820
Name of product: FORLAX®

HaitMerysanis npoykry: POPIAKCE
Pharmaceutical Form: Powder for oral solution
Jlixapehia Gopmar TOPOLIOK UIA NPHTOTYBARHS PUSUHEY A

HEPOPANLHOTO 3ACTOCYBAHNS

BPC-DRE-0018-

Vi
32130

o

fon]

o

) -,\o
[0 W9}

o

SEC Gel filtration
Fikckioinsna
reap-pinwrpaniitna
xpomororpapis

Macrogol 4000
Maxporon 4000

3.80 - 4,20 g / average sachet

(4.00 g & 5%)

3.80 4,20 r/ 8 cepebOMY Ha MAKETHR

(4.00 1 = 5%)

£0BIOLOGIC

3.96

()If I;i‘;"i,lf&f(f'?"@?ﬁlyzi Lie ,L')y{'i:ﬂ‘({l:{‘flyb"'E6}1(!!;06V)’(f(’fh‘:lvl}‘ -

g/ average
sachet
v
CEPEAHBOMY HA
FAKETHK ‘

Total Acrobic
Microbial Count
3araspHe YRCHO
acpoduux
MIKpOODPIAHI3MIB

(Ph. Eur. 2.6.12)
(Enp. Gapm
2.6.12)

<10}

Total Yeasts and
Moulds Count
BardAbHe HHICo
JPDEIKOBUX TA
micenesux rpudin

(Ph. Eur. 2.6.12)
(Esp. Dapm
2.6.12)

<10°

NOT
PERFORMED
HE
TIPOBOBC
S

CFU/g
KyOir

NOT
PERFORMED
HE
TIPOBOMANBC
5

CFU‘g
KyOr

(Ph. Eur. 2.6.13)

(Esp. Gapm
2.6.13)

Escherichia coli

Absence/ | g
Bigcyrricrs /11

NOT
PERFORMED
HE
TIPOBOBC

Conclusion : Batch complies

Bucrosok : Cepist siznosizae
Signature / THiarnwme
Issued by / Bipanuil:
Date /flata: 2971172024
Approved by 7 3aTepUKReHo |
Date / Jlara: 29/1172024

Page 2 /3




SEAUFQUR IPSEN INDUSTRIE Muanufacturing Authorisation: 2023 019 1 2 4
Rue Ethé Vitton Hiuensia va supoSuuuree: 2023 019 1 2 4
28100 DREUX

France

Tel : +33(0)2.37.65.46.00
BO®YP IIICEH IHIYCTPT
Pio Ete Bipron
28100 JIPHO, Opanuis
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHUDIKAT AHAJIBY/BUITYCKY

[nspection lo/KouTporneHa cepis: 040000348809 Material code/Kon marepiany: 1061826
IPSEN lot number/ITICEH nomep cepii: C62373 Name of product: FORLAX®
Manufacturing Date/Jara supoSainrsa: 14/11:2024 Haitmenysaunust npomyiry: GOPHTAKCH
Expiry Date//lara saxivuenus tepMiny 3171072027 Pharmaccutical Forra: Powder for oral solution
(IPWAATHOCT Jixapeska GOpMa: HOPOIMOK UL TIPHPOTYBAHNS POIUHHY s
Specification reference: Criewndixamin: 032348-SPC HTEPOPAITBROTO 3ACTOCY BAHHA
BPC-DRE-0018-
Vi
Procedure/Tiponenypa: 32130

Registration numiber / Homep Peecrpauiitnoro Hoceiguenws:: UA/GE52:01/02

Strength / Potency ¢ | sachet contains macrogol 4000 4 g

Cyura it/ Axrseiicrs: | nakersr sicrits makporony 4000 4 ¢

Pack size and type © 4.0668 g in sachet; pack of 20 sachets in 4 cardboard box

Posmip T4 Tt ynakoskic 10 4,0668 1 nopoulky B nakeraky; 1o 20 nakerykin y KapToumiit kopohui.
Batch size & 13 750 packs

Poasip cepii 1 13750 ynaxosox

Comments / Komenrapis [3 Not Applicable / He sacrocosyerbes

[ Write comments if any / KomedTapi, 34 HasBHOCT

Certification statement:

[ hereby certify that the above information is authentic and accurate. This bawch 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 o be in compliance with GMP.

Zanna upo cepradinanio

Tlinv 3acsizuyio, tlo waefewa suiue iuopMauis € goctosipuoto 1a toqnow. Lo cepito npogykmii Syso arpobneno (senodaun
MAKYBAHEA/MAPKYBAHIST T3 FIPOBEACHO KOMTPONS 11 AKOCTI) HA Blesaswaveniit aimvuid y nowsil sianosiaocti 3 suvoramu HBIT,
BCTAHOBASHHMK MICHUCHHM PErysTTOPpHIM OPraHoM, @ TAKOXK BLANOBIANO N0 cnewidirauiil, wo MicTarses y peectpatiiinomy qocst kpaini-
iMrtoprepa. Tpotokony sipo0HIITEA, TAKYBANAS Ta AHAAI3IR GyI0 NEPeriHy TO T BCTAHOBICHO BLNoniANIcTS numoray HBIL

Batch release by 7 Cepia punyniena .

Name and signatuve of the Qualified Person 7 Tpissuute 1a nianie Yronuosakesol ocody
& )

Criy On A,
VEMUAA K8 QR Ke. oo
AN G S B8 g A0GAUD RN,

Attached: Batch certificate of analysis 7 Jopaerses: Ceprudiirar ananizy Cepif



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

12.01.2026 Ne 66011/26/10

POPJIAKC®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
NOPOLIOK /1/Is IPUIOTYBAHHSA PO3YHHY /IJISl IEPOPANBLHOro 3acTocyBanns 1o 4 r; no 4,0668 r
NOPOIIKY B NaKeTHKY; 20 NaKeTHKIB Y KAPTOHHIH KopoOui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/6852/01/02 crpox nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis mixapebkoro 3acoby Ne D77051 Kinskicts BBe3eHOrO Jikapeskoro 3acoby 6480
BupoGuuk BO®VYP MICEH IHJIYCTPI, ®panris
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnosinaabHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkiB afo cepis Ta HOMEp nacnopra)

Iporoxoa sBisyaasnoro kourposo six 31.12.2025 Ne 4083/2.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX

France

Tel 1 +33(0)2.37.65.46.00

BO®YP INCEH IHAYCTPI

P Ete Biprow

28100 JTPLO, Opamuis
Tes s +33(0)2.37.65.46.00

Inspection lot/Konrponsna cepis:
TPSEN lot number/ITICEH nomep cepii:
Munufacturing Date/f{ara supoSumirna:
Expiry Date/[lara saxivyeuns tepminy

NPHAFTHOCTI:

Specification refercnce/Crieundicanis:

Procedure/l ponenypa

Manufacturing Authorisation: 2023_019 |
Jinensia va gapobaurso: 2023 019 1

CERTIFICATE OF ANALYSIS / RELEASE
CEPTH®IKAT AHAJI3Y/BUITYCKY

[IND-009030

Material code/Koa marepiany: 0224A001

D77051 Name of product: FORLAX®
06/1172023 Habimenysanst npoayrry: G@OPHAKCH
3171072028 Pharmaceutical Forny: Powder for oral solution
Jikapcoica GopMa: OPOMIOK ANS TIPHIOTY BAHMS POIIHHY 2L
032348-SPC MCPOPUARHOPO 3ACTOCY BaHI st
BPC-DRE
DRE-WM-
03340

24
24

Cepeans maca

(Eap. dapm 2.9.5)

387 v 427 1 (4,07 vk 53%)

Test Method Specification Result Unit
Bunpodysanus MeTon Kpurepil npuitascrocri Pesvavrar Ouusrnus
GUENERAL CHARACTERISTICS 7 34T 4/Ib HI XAPAKTEPHCTIHKH
Sachets containing a white or almost white
powder having an odour reminiscent of orange
Appearance Visual and grapefruit, freely soluble in water/ [Takeruxu COMPLIES .
SOBRIDNIT BuTns Bigyannrwrii MiCTATL nopowox Ginoro ux maibke 6ia0ro BUUTIOBUAE ’
KONBOPY, JICTKOPO3YMHHMI Yy BOAL, 3 3A11aX0M,
HIO HAFLYE aneiberil 1a rpeiitdipyT
IBENTIFICATION /1A EHTHOIKALLIS
The spot obtained with the test solution is similar in
TLE position and intensity to the spot obtained with the COMPLIES
TILX fgfcreﬂce .f;olutmn 7 3a MicieM potainyBadHs Ta BLUTOBIIAE
IHTEHCHBIICTIO  1asma HA  XPOMaTorpai
Maxporon 4000 AD P21 SIAAGRTHOTO POTHMLY
SEC Gel filtration | The retention time of the test solution is identical to
ERCKUO3MBHA the retention time of the reference solution / Yac COMPLIES
rejip-QiayTpaliing | yTpHMY Bars JIOCIHLKY BAHOTO posauny | BUITTOBIAAC
xpomMororpadis LHEHTUYHIE  wacy  YTPHMYBAHHS  CTAMAAPTHOIO
POBHEHY
TEST BHIIPOBEYBAHHA ‘
Acidity or alkalini £ s , .
rcon }‘l’i‘cj‘} f:él(‘j‘”y Colorimetry <0.25ml 0.1N NaOH COMPLIES ,
o » Kosopumerpis £ 0251 01N NaOH BUTORIIAE ’
JIYIRHICTH
Average mass (Ph. Eur. 2.9.3) 3,87 g 427 g (4,07 g + 5%) 407 it

Uniformity of mass

(Ph. Eur. 2.9.5)

On 20 sachets : not more than 2 sachets deviate
from the average mass by more than 4 7.5% and
none deviates by more than : 13% / [a 20

COMPLIES

Ouuopianicrs MacH {(Liwp. Mapm 2.9.5) g 5 . ; - BIATOBINAC
MAKCTHRAK, He BUiblie 2-X BLANMASIOTLCS BLA
cepeAnsol Macy Binpe Hik na & 7.5%; wonen
HE BLAXMIICIBCY SibIIe Hin Ha £ | 5%
ASSAY / KETBEKICHHH AHAJ '
,7 f\/" P ;
/ p i g i s , /!
4 )/(' P /J”,/ ) ’%{’/// A /
g s 2417
LD AL LD ) /

)

Page |/
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BEAUFOQUR IPSEN INDUSTRIE

Rue Ethé Viron
28100 DREUX

France

Tel : +33(0)2.37.65.46.00
ROMYP WICEH IV CTPI

Pro Ete Bipron

28100 JIPBO, ®panuis

Ten ;: +33(0)2.37.65

46.00

Manufacturing Authorisation: 2023 01
Jiuensia na supoGuumrso: 2023 01

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHATIBY/BUITYCKY

2.4

912
9124

Inspection lotKontpoanHa cepis: IIND-009050 Material code/Kox marepiany: 0224A001
IPSEN lot number/HTCEH niomep cepil: D77051 Name of product; FORLAX®
Manutacturing Date/ata supodauursa: 06/1172025 Hatimenynanus npoayiry: POPIAKC®
Expiry Date/Jlara 3axinucHHs TCpMiny 3171072028 Pharmaceutical Form: Powder for oral solution
APHAATHOCTE Jlikapeska hopMa: TOPOITOK JI [IPUTOTYRARHY POTUHKY JUIL
Specification reference/Coenpdicanis: 032348-SPC HEPOPALLHOTO 3aCTOCY BAHIIS
BPC-DRE
Procedure/] tpoueaypa: DRE-WM-
03340
SEC Gel filtration 3,80 .- 4,20 g / average sachet & q;z;fj‘“’“
Macrogol 4000 Exexnosusra (4.00 g 5%) . e
) T % - 4.03 rin
Maxporon 4000 rejib-hinapTpariina 3,80 ~ 4,20 £/ B cepeaHbOMY HA ITAKSTHK .
e % =0 CEPLRHLOMY HA
xpomororpadis (4.00 1 & 3%) AKETHK
MICROBIOLOGICAL QUALITY (non-routine test) / MIKPOBIOJIOITIHA YHCTOTA (ne pymune sunpodyeaii)
Total Aerobic NOT
Microbial Count {(Ph. Eur. 2.6.12) PERFORMED CFU/e
Jaranpre UHeRo (Enp. daps <108 HE }(5 0,?
ACPOTHUX 2.6.12) TIPOBOMBC no
MIKPOODIAHI3MIB A
o
Lo i (Ph. Eur. 2.6.12) PERFORMED g
3aranbHe 9HIco ) . CFU/g
st (Enp. Dapm “ 104 HE KYO/
APERIKCRINTE 2.6.12) MPOBOIUBC e
icenesnx rpnbis q
NOT
Ol Gue 2 64 13 o] A
L . (F h“n’{,ux. 2,:0.(.)} Absencel 1 g PER} OIN{M.I.‘,D
- Fscherichia coli (Fsp. Dapm BixcyTHiors / 1 ¢ HE
: 2.6.13) s MPOBOIMBC
A

Conclusion : Batch complics
Bucxosok © Cepid plagtonigae

Signatare / THigrme
Issued by / Buaaruii:
Date /Xara: 2171172025

Approved by 7 3arreplokeno

Date 7 Hara: 2171172025

Page2/3



BEAUFOQUR IPSEN INDUSTRIE
Rue Ethé Virton

28100 DREUX

France

Tel : +33(0)2.37.65.46.00
BOGVP ITICEH IHYCTPI
Pro Eve Biproun

28100 APBO, Mpanis

Ter: +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023 019 1 2
9

Jinewsin va supobunnrso: 2023 019 1

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHANIBY/BHUITYCKY

Inspection loKontponsua cepis: TIND-009050
LPSEN Tot number/IIICEH nomep cepii: bD77051
Manufacturing Date/Jara supoGuuiraa: 06/1172025
Expiry Date//lara sainvenus repminy 3171072028
(PHAATHOCTI:
Specification reference/Cnenmdixanis: 032348-SPC
BPC-DRE
ProcedureIpoueaypa: DRE-WM-
03340

Material code/Kon marepiany: $224A001

Name of product: FORLAX®

Hattveny sangs npojykry: GOPJIAKCE
Pharmaceutical Form: Powder for oral solurion

Hikapenbra GopMa OPOWOK TS [IPHIGTYBARIS POSHIIY 1L

NEPAPAILHOO 3aCTQCY Baks

Registration number / Homep Peecrpanittnoro Tocniuenns:: UA/6852/01/02

Strength / Potency @ 1 sachet containg macrogol 4000 4 ¢
Cuna 4di / Axcrwsuicrs: | nakerdk Micturs, Makporosy 4000 4 ¢

Pack size and type : 4.0668 g in sachet; pack of 20 sachets in a cardboard box
Posuip ra T yriakosky; 1o 4,0668 © nopomuxy B naketHiy; 1o 20 nakeTacs y KAPTOHHIH kOpoOui.

Batch size : 13 750 packs
Poasip cepii : 13750 ynakosox

Comments / Komenrapi: M\‘ot Applicable / He 3acrocosyeries

O Write comments if any / Komerrapi,

Certification statement:

38 HASBHOCTI:

4
4

I hercby 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.
3ausa npo ceprudiranio

Ll sacsizgyro, mwo nasexera sumie indopmauis ¢ aocToriproio ta towrow. Lo cepio mpomyiuii Oyno BHPOGACHO (BRMOUAIONH
TIAKY BAHI/MAPKYRAHES T4 UPOBCACHO KOHTPOAL 1T AKOCT) HA BHWEsEsRAueHil ainbHuL ¥ noRuiH BLUTOBLIHOCTT 5 BUMoramu HIBLT,
BCTAHOBJICHHMH MICUCRUM POIYIATOPHMM OPTAIOM, & THKOX BIAIOBIAHO 10 CHEWHIKALI, 110 MICTITHCS ¥ PEECTPATAHOMY JIOCKE Kpai-

imuioprepa. IIpoToronm BUpOBARITE, TAKYBAUNA TA AHAAIBIE ByN0 NCPErifHyTO Ta BETAHOBICHO BLLHORHICTS sumoram HIIT,

Batch release by / Cepis nunyiesa :

Name and signature of the Qualified Person / Ipizunue ta nigme YosHoraxcrol 0codu @

SERTRAND CARITF

Date of signature / Jara nigimcanng ; y An
e PINDY. OB

(Heptision Assumange Qualite
Attached: Bateh certificate of analysis / Jlonacrses: Ceprudixar ananisy Cepil
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

24.03.2026 Ne 13813/26/10

POPJIAKC®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
NOPOLIOK /1/Is IPUIOTYBAHHSA PO3YHHY /Uil IEPOPAJILHOro 3acTocyBanns no 4 r; no 4,0668 r
NOPOLIKY B NAKETHKY; 10 20 nakeTHKiB y KapTOHHIH KopoOui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/6852/01/02 crpox nii peectpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne E01287 Kinskicts BBE3eHOrO Jikapcskoro 3acoby 3240
BupoGuuk BO®VYP MICEH IHJIYCTPI, ®panris
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE NiAMPHEMCTBO Y opMi TOBapHCTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GaTekoBi ¢izuaHOT
ocobu - mignpuemMiid, i Miclie IPOKHUBAHHA TA PeecTpaLiiiHuii HoMep 00NiKOBOT KAPTKH MIATHUKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sizyaasnoro xoutposo six 20.03.2026 Ne 0778/7.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOABCTRA 111010 3a0€311EYCHH AKOCTI JIiKapchKuUX 3ac00iB.

7
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MAYOLY INDUSTRIE

(BEAUFOQUR IPSEN INDUSTRIE) Manufacturing Authorisation: 2025_136 1 2 4
20 Rue Ethe Virton JHuensis wa supoSunurro: 2025 136 1 2 4
28100 DREUX

France

Tel :v'i".'i’j(())l}?.65‘46,()0
MAWOQJI THAYCTPE
(BO®YP UICEH HIYCTPD
20 Pro Ere Biprox
28100 JIPHO, Dparnis
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®DIKAT AHAJIBY/BUITYCKY

luspection lot/Kontpoibia cepis IIND-012781 Material code/iCon marepiany: 0224A001
lot number/ Homep cepii: £01287 Name of product: FORLAX®
Manufacturing Date/[lata BupoBsarsa; 2910172026 Haiimenynanus nponykry: POPHAKC®
Expiry Date/Jara 3axidaeHs TepMity 3171272028 Pharmaceutical Form: Powder for oral selution
APHIATHOCTI Jlixapcbica GopaMa: TOPOIIOIK AL NPUTOTY BAMIA POIUTHHY JUIA
Specification reference/Crienmdixanis: (032348-8pC NICPOPANLHOIO 32CTOCY BAHIIs
BPC-DRIE-0018-
Vi
Procedure/TIpoueiy pa: DRE-WM-
03340
Test : Method - |27 it -Specification . Result Unit
Bmlpooynauuﬂ ) Mevox - | Kpurepii apniinsarnocri ' Pesyanrar Opuunus

GENERAL CHARACTERISTICS / 3ATATTbHI XAPAKTEPHCTHKH

Sachets containing a white or almost white powder
having an odour reminiscent of orange and

Appearance Visual grapefruit, freely soluble in water/ Takerniu COMPLIES ,
BosuiwHIE BUrsL Bisyvanpuuit Mictare nopowok  Ginoro uwu maiike Gioro BLTOBIAAE !
KOMLOPY, HCCKOPOIMIIUE Y BOMLL, 3 34nax0M, WO
HArd1ye ancnbCHi ta rpendpyr

IDENTIFICATION / IEHTH® IKAIIS

The spot obtained with the test solution is similar in
position and intensity to the spot obtained with the COMPLIES
reference solution / Ba micueM posranryBaHHs Ta piscablaiirn /
- , L BIUTOBIIAC

IMTCHCHBHICTIO  nasMa  HAa  Xpomarorpami
LOCHLKYBAHOIO POIUIIY  ICHTHMHA NAsME  Ha
Macrogol 4000 XpoM 'rm)rpin\si cx"n& 'x';p'mg’ro POBMHHY ) ‘ (

B VA Ja A X " 2AR
Mawporon 4000

TLC
TIX

SEC Gel filtration | The retention time of the test solution is identical to

Excxmosvsiia the reteation time of the rcference solution / Hac COMPLIES ;
resib-(isprpauiiing | yrpuMyBaHHA JOCIHAMYBAHOTO posusiy 1 BIZTTOBIIAC
xposororpadis ijeHTHaEMil  uacy YTPHMYBAHHR  CTAHZAPTHOTO
POTHHHY
TEST/BHIIPOLYBAHHA e : ,
Qifl'(‘)y”‘;:‘;‘ka’gg‘w Colorimetry <0.25ml 0.1N NaOH COMPLIES
i b KosnopuMerpis <0.25m1 0.1N NaOH BTTOBIJIAEC
JVKHICTD
Average mass (Ph. Eur. 2.9.5) 3,87 ¢-4,27 g (4,07 g £ 5%) 406 /)
Cepen Maca, (Esp. Papm 2.9.5) 387 r—4,27 r (4,07 1% 3%) ’ 2
On 20 sachets : not more than 2 sachets deviate
n . f the average mass ¢ than + 7.5% and " s
Uniformity of mass (Ph. Eur. 2.9.5) cm”,‘ e average mass l.ay.mrort,‘th uﬁo, 7, A?_ e COMPLIES ’
OnropingicTs Mac (Enp. ®apm 2.9.5) none deviates by meore than £ 15% / Ha 20 BLTOBIIAE !
AHOPIAGISTE MEEH “Bp. AP =7 [aKeTHKAx, He Oimbie 2-X RLUXMIASIOTHCS BiX e e

cepennoi Mack GLIbIIC HiK Ha & 7,5%,; wonen ve
B MIETHCS GULIIS 1idk Ba & 15%

ASS, ﬂ’/lelbf\](?lﬂll AHATL
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MAYOLY INDUSTRIE
(BEAUFOUR [PSEN INDUSTRIE)
28 Rue tthe Virton

B ! PPN

(BODYP IIICEH IHJAYCTPD
20 P10 Ete Biprou

28100 JIPbO, ®Opamuis

Teir: +33(0)2.37.65.46.00

Inspection lot/Kourponsra cepis:

tot number/ uomep cepii:

Manufacturing Date//lara supoGumrrsa:
Expiry Date/Ilara saxinuesns repminy
APWIATHOCT:

Specification reference/Crierudixauis:

Manufacturing Authorisation: 2025_136 | 2 4

Jlinensis ga srpoBuurso: 2025_136_1 2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHUDIKAT AHATNIZY/BUIIYCKY

IIND-012781 Material code/Kog marepiany: 0224A001

E01287 Narie of product: FORLAX®
29/0172026 Halivenypauus nponyxry: POPIAKCH
3171272028 Pharmaceutical Form: Powder for oral solution

032348-SPC

Hix&pcnka lb()pME'iI TIOPOMIOK IS NPUTOTYBAHES PORYMHY IS
HEPOPAILHOTC 3aCTOCYBAHHS

BPC-DRE-0018-

Vi
Procedure/ITponenypa: DRE-WM-
03340
SEC Gel filtration 3.80 4,20 g / average sachet 8 /al::;ntge
Macrogol 4000 Excronosvsna (4.00 g #: 5%) Sacne
o AAG . " ) 4.00 r/s
Makporon 4000 reas-Guisrpaniiing 3,80 4,20 v/ B cepembOoMy Ha LAKETHK
. v , CEPEJHHOMY Ha
xpomororpadis (4.00 r 4 5%) o
. LTAXCTHI
MICROBIOLOGICAL QUALITY (non-routine test)/ MII\’I’OB’l’O;’)'()I"I‘HM YHCTOTA (e pypuutsie sunpobysanin)
Total Aerobic NOT
Microbial Count (Ph. Eur. 2.6.12) PERFORMED CFU/e
Jaraibue YHeno (Esp. dapm <103 HE K"y 3 f’
acPOSHUX 2.6.12) [TPOBOHUBC "
MiKpoopraniamis 1
Total Yeasts and :
‘ . NOT
Moulds Count (Ph. Eur. 2.6.12) PERFORMED .
JaraieHe Yunco ) 2 ool CFU/g
APDICIROBAX T {EEp Kxiom =10 e KYOir
] A N TE PN RE e ey - o
(icenesnx rpubis 2:6.12) i OB(;I}J‘MB(T
NOT
(Ph. Eur. 2.6.13) Absence / 1 o PERFORMED
Escherichia coli (Enp. dapwm Biugsi‘{(i‘(rrb /3; - HE -
2.6.13) Ay [TPOBOJIMBC
b

Conclusion : Batch complies

Bucnorox : Cepis siuioninae
Signature / i :
Issued by / Brnanuii:
Date /Hara: 12/02/2026
Approved by / arseproxen
Date / J{ara: 12/02/2026

v C. POCHIC
Responsabie Snyole Qhatits
MAY QLY INSUSTHIE

20, lei;nf wen - 28100

P

O

e
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MAYOLY INDUSTRIE

(BEA’UF:‘OI.JR IPSEN INDUSTRIE) Manufacturing Authorisation: 2025 136
20 Rue Ethe Virton HJinenals ua supubirse: 2023 136 1
28100 DREUX

France

Tel : +33(0)2.37.65.46.00

MAMONI THAYCTP

(BO®VYP UICEH [HAVCTPD

20 Pw Ere Bipron

28100 JIPBO, Dpanuis

Ten : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®DIKAT AHAIBY/BUITYCKY

Inspection lot/KorTponsea cepis: IIND-012781 Material code/Kon marepiany: 0224A001
[ot number/ gomep cepil E01287 Name of product: FORLAX®
Manufacturing Date//lara supoOHuuTsa: 29/01/2026 Hainvenypanas oponykry: GOPIIAKC®
Fxpiry Date/Jfara saxinuesns repMiny 31/12/2028 Pharmaceutical Form: Powder for oral solution
[IPHAATHOCT: Jlixapcpka GopMa: IOPOMIOK UL [TPHIOTY RAHHS POIHIY L
Specification reference/Coegadixanis: 032348-SpPC HEPOPATBHOIO 3ACTOCY BAHHA
BPC-DRE-0018-
Vi
Procedure/TIponenypa: DRE-WM-
03340

Registration number / Homep Peectpanifisoro Iocsinsenns:: UA/6852/01/02

Strength / Potency : 1 sachet contains macrogol 40004 g

Cuna aif / Axrusgicts: 1 nakernx micrurs Maxporosy 4000 4 ¢

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

Posmip Ta TeIl yTIakoBKy: 110 4,0668 T IOPOIIKY B NAKSTHKY; 10 20 HaxeTHKIR y KaprouHii Kopodi.
Batch size : 13 750 packs

Poamip cepii 1 13750 ynakosok

Comments / Komenrapi: 1 Not Applicable / He sactocosyerhes
(1 Write comments if any / Komerrapi, 3a nassrocti:

Certification statement:

I hereby certify that the above infornation 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 OMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and anaiysis
records were reviewed and found to be in compliance with GMP.

Jasnsa fpo cepradrikauin

LlnM 3acBigdylo, 110 HasexcHA BUWE indopManis € AocToBipHOO Ta tounoo. Lo cepho npoayiuil Byi0 aupoGacHo (BKAIOUYAIOUH
NAKYBAHHA/MAPKYBAKI T4 [IPOBCAEHO KoHTpomh 1i sixocTi) Ha Brilesaswavedid JineHMU v ol platosigpocti 3 puMoramyu HBIT,
BCTAHOBICHMMM MICLEBHM PEryISTOPHAM OPTaHOM, 4 TAKO3K BIATOBLHO 110 CrcHabiKanil, o MicTATLCA Y peecTpaIiiHOMY HOCKE Kpalui-
imrioprepa. TIpOTOKOM BHPOGHHILIBE, IAKYBAHHS Ta aHAI31E YO0 HEPErNAHYTO Ta BETAHOBACHO sianosinuicrs Bumoram HBIT

Batch release by / Cepia punyiena

?‘} OV fLant g

Name and signature of the Qualified Person / lpissrme ta ninre YnosuonameHol 0co6 :

_Da‘cﬁ Erram A4 2 fue s md
SN PRI

Attached: Batch certificate of analysis / Jlonacrses: Ceprudicar ananisy Cepif i
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