JEPKABHA CJIYIXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHMKAMU V KHIBCBHKIN OBJIACTI

npos. Cpitnuyroi Hapii, 3, m.Kuis, 02099, ten/thaxc; (044) 576-40-41
‘E-mail: dis.kef@ldis.gov.ua, Kog EPIIOY 37078774

BHCHOBOK
Ipo AKICTL BBE3EHOT0 B YKPAIRY JIiKAPCHKOro 3aco0y

30.12.2024 Ne 68497/24/10

GOPTPAHC®

(naftvenyBanng MiKapeLKoTo 3acofy IrigHe 3 PecCTPALITHIM BOCRIIHCHELTAM)
TOPOIIOK AN OPANILHOTO PO3HMAY; 110 73,69 r HOPOMIKY ¥ MaKeTHKY; N0 4 nakeTHKH y
Kaprouniii Kopodui

{thopma srTTycky, ACIYBAHEA, B TAKYROHRA AiKAPCEKOTO 38606Y)

Howep peecrpaniiittoro nocsizuenns UA/6620/01/01 crpox aif peecrpaniiinoro nocsiguenns 01.01.2099

Cepin nixapcskoro zacoby Ne £53457 Kinpicts Baesenoro aixapesroro sacoGy 1178
BupoBHHK BODYP INCEH IHAYCTPI, $panniz
(uatiMenysadia BUpoGRNKa tikapesEors 3acoby, Kpala NOXOg#eH:)
Bseaeno B Yipairy Crinbue yrpailcoko-ecToncbKe nianpieMeTso y opaii Topapucrsa
3 o6memenoro signonigansnictio "Onrisa-Gapy, ATHY, ineur. wox:
21642228

(uaiistenyzauna ta ko sa EAPTIOY ropugisnoi ucobis 860 npizuniue, is'x, ne 6aturos] thiasranoi
ocofi - mizupenua, 1 Micue npoxitsanns Ta pecctpattiisnii soMep oGnikoaol KApTKH MIATHIRD
ftoaTKis abo cepis Ta HoMep nacnopra)

IpoToxea sisyanpuoro korrponio sixn 26.12.2024 X2 4125/10.

32 pesyAbTAaTAMH OEPAABHOI0 KOMTPO0 BCTAHOBAEHO, IHO migapcekmdi  30ciG BBeseno B Vipainy 2
AOTPHMAHHAM BiMOT 30KOHOAABCTBA OO 3a0e3NeyCHNa AROCTI MIKAPCEKRX 33c05iE,

. @;/ Bixrop CTE®KIBCHKMI

_.J‘:/ E H T s #:
7 HA TS (inieian Ta npizsnuie}




BEAUFQUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BO®VYP INCEH IHIYCTPI
Pio Ete Bipron - 28100 JIpuo, ®patiiis
Ten : +33(0)2.37.65.46.00

Inspection lot / KonrpoabHa cepis:
[PSEN lot number / Homep cepii ITCEH:

Manufacturing Date / {ava surorosnenus:
Expiry Date / TepMin npuaarsocTi:
Specification reference / Crieundikauia:
Procedure / flpouenypa:

Manufacturing Authorisation: 2023 0191, 2 4
Jiuessin va supobuuureo: 2023 0191 2 4

CEPTUDIKAT AHAJIZY/BUITYCKY

040000333236 Malerial code / Kon marepiany: 1035297

C53457 Name of product /HalimeHyBauHs poayKTy:
14/03/2024 FORTRANS ¥ GOPTPAHC?

28/02/2027 Pharmaceutical Form / Jlixapceka dopma:
032353/16.0

32155 pozunHy

CERTIFICATE OF ANALYSIS / RELEASE

Powder for oral solution / [Topowox ans opansHoro

o ([:,;iiﬂw Sachets containing a white powder, freely soluble in
Description Bitvz water COMPLIES
Iy RALHO ¢ . . . it 4
Onuc (stryTpitwil [Takernky 3 TOPOLUIKOM Ginoro koaLOpy. kil nerko Bianosinac
AR PUIHUNHACTLCR Y BOAI.
HPIKAL
Size Exclusion The retention time of principal peak in the
Chreomatography chromatogram of test solution is similar with retention
Un-house) titne of the principal peak in the chromatogram of
Macrogol 4000 Meron reference solution COMPLIES /
Maxporos 4000 Excrmosiiinoi Ha xpomarorpasi sunpo0oByBaHOre posyHHy Hac " Binnosigac
xposarorpadii YIPUMYBANKS OCHOBHOTO Hika MAC BiAnOBiMaTH Yacy
(BuyTpinsuiil YIDUMYBAHES  OCHOBHONO IHika Ha  XpoMatorpami
METOR) CTAHIAPTHOTO POIUHHY
_— The retention  time Qfﬂ pr‘inc‘fpa‘! pefkk in }he
: -chromatogram of test solution is similar with retention
chromatography . o e e A )
‘ (In house) time of the p(:ln(.lpﬂl peak in the chromatogram of
watqssmm Jonna reference sotution COMPITIES /
Kantit sposaTorpadis Ha Xposarorpami unnpo(i})nyaauorg po3umiy uac Bianosinac
f———— YTPHMYBAHHZ OCHOBHOTO HiKA MAC SIATIOBLLATH Hacy
s YTPHMYBAHHA OCHOBHOIO IMika HA XpoMarorpasi
CTRHUAPTHOIC POIINHY
Totiis The retention time  of ) pr‘inci.pa‘l pgak in .the
chromatogram of test solution is similar with relention
_chramatography ; th incinal peak in the chromatops f
w il time of the principal peak in the chromatogram o y
Sodium lowa reference solunoq (,QM PITlES /
Harpiit xpoMaTorpadis Ha xposarorpami am’rpot’)opynmzot‘q postiiy 4ac Bianosiac
(onyTpiumif YTPUSY BAHHR OCHOBHOTO (1iKa MAC BIANOBIAATH Hacy
sk YTPHMYBAHHS OCHOBHOTO MiKa Ha XPOMATOTpaN|
' CIAHAAPTHOTO POIHHY
foilc The retention ltime (}i‘~ prjnc%pq) pt?flk in fhe
chromatogram of test solution is similar with retention
chromatography . RS vy ; . §
Chlorides (I Ratise) time of the p::mupul peak in the chromatogram of
reference solution COMPLIES
Xaophan fonua e e . ) . . Blaniosiiae /
NpOMaTOFpathia Ha xpomatorpami umfpo(ipa)aauorp po;qu(vp 1ac ianosi/
(B TpiU YTPHAYRBHUS OCHOBHOTO flika Mae Binnosinaty wacy
oo YIPHMYBAHHA OCHOBHOTD f1ika  Ha XpoMaTorpawi
CTRHAAPTHOI POIEHEY

2

33

|-

[ o £




BEAUFOUR IPSEN INDUSTRIE Manufacturihg Authorisation: 2023_01

9.1.24
Rue Ethé Virton Jinensis na supoSHuuTeo: 2023, 019_1_ 2. 4
28100 DREUX : -
France
Tél : +33(0)2.37.65.46.00
5OdYP INCEH IHAYCTPI
Pio Eve Bipros - 28100 Hpso, Opanuis
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS/ RELEASE
CEPTU®IKAT AHAJI3Y/BUITY CKY

Inspuction lot / Kortposbaa cepin: 040000333236  Material cods / Kog martepiany: 1035297

[PSEN lot number / Homep cepii ITICEH: 53457 Name of product /HaliMeHyBasHs npoayxTy:

Manufacturing Date / dara BuroTosnenns: 14/03/2024 FORTRANS % @OPTPAHCY

Expiry Date / Tepmin npunatHocTi: 28/02/2027 Pharmaceutical Form / Jlikapcbra dopma:

Specification reference / Crienmdikantis: 032353/16.0 Powder for oral solution / [Topowok nns opansrore

Procedure / Tlpouenypa: 32155 PO3UNHY

The retention time of principal peak in  the

lonic Al gt p »
) chromatogram of test solution is similar with retention
chromatography . . . . .
i Taiisz) ime of the principal peak in the chromatogram of
Sulfates Immf; ' reference solution COMPLIES /
Cynncpary xpoxta'l'ot‘;)‘l({)in Ha xpomarorpaMi sunpofoByBaHOTO pO3uHHY yac Binnoeiaac
(m" e iux;niﬁ YIPHMYBAHUN OCHOBHOIO NiKa MAE BIANOBIAATA Yacy
31 efm) YTPUMYBAHHS  OCHORHOTO RiKa HA XpoMarorpasi
T CTAHAAPTHOIO DOTURHY
Potentiometric
titration _
’ in house .
Bicarhonates } { : ) | See « nssay result » COMPLIES
S IMorenniomerpisie i N . . /
bikapSowary DUBITLCA «pLay ILTAT KiALKICHOTO BH3IAUCHUS» Bianosinuc

CTHTPY BAHNS
(BuyTpnnnia
MCTOJ)

‘ Weighing
Average mass (i) 7001 - 77.37 .
« b i o . b k= o . . .,,,; - )
Cepuans waca 32Ky fm“f’f (713.69 + 59%) 5 13.63 /1
{BHYTpiUIHR » N ) ‘ e .
METOA) | ' ’

On 20 sachets : not more than 2 sachets deviate from
the average mass by more than £ 7.5% and none

Cur, (2
Ph. Eur. (2.9.5) deviates by more than 2 1 5%

Uniformity of mass Caponeifeska 2 ; : COMPLIES
A - 3 20 naketukin: He Sinpuwie 2 NaKeTHKIB ; i /
Canopiimers stacu (apaioncs e " o o - Biuosisac
- (2.9.5) BIANHASIOTHCH Bill CCPCUHBLOO JHAMCHIA Macy Binbu
e niw va £ 7,5% Ta KOAeH 3 NakeTHKIY He BUAXHAICTHCS
Biapul Hix na £ 15%
Weighing (In-
- house
Mass variation ! ) Not performed | Not performed
- i 3Baxy BAHUS ) /
Bapiaitis sacu ila He pizuauneTies He susdnauancs:
» (BHYTPiumiil ' .
MeTo) ' ) )
- , . EBur. (2.2, s erence solution 1)/
Clasity of sofution Ph. Eur §2 )] armple soluuon’u clear (Rei'srencu soh{mon }) COMPLIES
Y - €aponeilebka 3pasor BUnpPOfYSAHOTO POIHMHY HPOIOPAN " o f
{IposopicTs PO o - - Binnoeizac .
) ) SO dapsakanes (2.2:1) (erapsaprunii posynu 1) i
A h. Bur. (2.2.2- ) BT e G ; A o ¥
; S Fh. Eu ) ( : Samiple solution is colourless {Reference solution B9) : :
Color of solution method 11} J
1 nbapsactus Caporeiichka ; EUMELIES !
UapETEHI : p . 3pasox punpoelysanoro pesuusty Gesdapsiuit Binnoaigas
pO3UKHY (hapmakones (2.2.2 )
: (cranpaptenil posuuy BY)
, - Meroa 1D
i Ph. Eur. (2.2.3) The pH of sample soluticn is between 7.0 and 9.0 .
p[“, Crponeficoka Buravesnug pH sunpoly BANOTO POIUAYUY IHAXOANTHEH 8.2 ‘ !
Lk dapmakones (2.2.3) { . s Mexax 7.0ta 9.0




BEAURQUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX

France

T +33(0)2.37.65.46.00

BO®YP HICEH IHAYCTP!
Pro Ete Biprou - 28100 [lpso, dOpanuin

Ten : +33(0)2.37.65.46.00

rsilison.

Size Exclusion
Chromatography
(In-house)

Manufacturing Authorisation: 2023 019 | \:2'
Jlinensis wa BupoOHMuTSO: 2023 019 1.2

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUQIKAT AHAJIBY/BUITYCKY

.4
.4

Harpito Girapbonar

THIPYBAHN
{BuyTpiuis

{1.680 + 7.5%)

Total Aerobic -
Microbial Coum *
3arafeHe HHeno -
WHTTEIAATHES
| aepoluux
MiRpoopraniimis
(TAMC)

Total Yeasts and
Moulds Count ?
aralbHe YUCIHO
APIKIIKOBUS T
unizenux cpubin
Layme) .

Escherichia coli *

Macrogol 4009 Meroa 80.8 - 67.2 63.7 g f sachey
Marcporon 4000 Erckmosiiinol (64.G & 5.0%) - r/ na nakerug
’ spomarorpadit .
(miytpiwniii
METO1)
fonic
Potassivm chloride chromatagraphy 0.694 - 0806 0.745 g { sachet
Kanio xnopy {onna {0750 2 7.5%) o '/ Ba naKeTuk
xposarorpadia
fonic :
Sodium chromatography 2663 - 3065 2918 £/ sachet
Harpiit louna (2.879 £ 7.5%) - T/ #a nakeTHx
“Xposmarorpadia
tonic , L ; : v k
Chiorides chromatography - 1149 - 1335 ' 1 2'1? g/ sachet
Xnopuan fonna i C 12422 75%) S o f Ha akeTHr
’ .  xposarorpadiiz o : ‘ R
“Sodinm sulfme | lonic - S W
anhydrous chromatography 52736128 5.702 g / sachet
Harpio cynudar lonun (5.700 £ 7.5%) - '/ A naxeTHK
Gessonnnit snoMatorpadis
' Patentiomectric
. titration
Sodium bicarbonate I"IO‘ré!i’:l;,é::;:g&i‘lm: 1.554 - 1.806 1107 g/ sachel

/1 TRKCTHE

NOT e
, . CFU/g
& 3 Y 2
< lQ PERFORMED KV O
He sukonysascs .
Ph. Eur.. .
(26,12 and 2.6.13)
Coponeficrka
dapsagoriea NOT P
(2612, < 10? PERFORMED CFUg
: g : KYO/r
2613 He suxonypancy - .
! NOT
hbsence/ 1 PERFORMED /

Bigoyras /e

He aukonysascs

. Page 3735



BEAUFOUR {PSEN INDUSTRIE ' Manufacturing Authorisation: 2023 _019,.1 2.4
Rue Eihé Virton Jliuensin Ha BupoGHUUTEO: 2023 019.1.2 4
28100 DREUX ' '

France

T8l : +33(0)2.37.65.46.00

BO®VYP IIICEH IHAYCTP!

Pro Eve Bipron - 28100 [peo, Opanuis
Ten : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJII3Y/BUITYCKY

"This test is not performed on release
JLatrgif TeCT HE NPOBOAMTLCH UPH BIITYCKY

*Micrdbiological test during release:

A periodic test performed at least once a year

MikpoGioaoridie BaapolyBaHtg Nijl vac BHAYCKY:

[Tepioasiie surpolyBaHHA, SKE BUKOHY €THCS WOHARMEHILS OAHH PA3 HA pix

Conclusion / Buchosox: Batch complies / Cepis BianoBisae yciM sumoram
Signature / ITianne:
Issued by / Bupanuii:
Date / Hara: 03/04/2024
Approved by / 3aTsepiKeHo:
Date / Hara: 03/04/2024 .

e




BEAUFOUR IPSEN INDUSTRIE , Manufacturing Authorisation: 2023 019_1,2 4

Rue Eth¢ Virton Jliuensig va supoGuuurso: 2023 0191 2 4
28100 DREUX

France
Tél : +33(0)2.37.65.46.00
BO®YP ITICEH IHAYCTPL
Pro Ete Biptou - 28100 Jlpeo, Ppanuis
Ten ¢ +33((H2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJII3Y/BUITYCKY

Registration number / Homep peectpauiiinoro nocsinuenus: UA 7 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodiam chloride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cuna nii / Aktuericts: | naketuk Mictuts: Makporon 4000 - 64,00 r; warpiio xaopug -1,46 r; xaniio xnopua - 0,75 ry
natpito 6ixapbonar-1,68 r; Harpito cynngar bessoauuii - 5,70 ¢

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Poamip Ta tun YOaKoBKH: 110 73,69 r nOpowKy Y NAKETHKY; M0 4 MAKETHKH Y KAPTOHHIH xopo6u1

Batch size'/ Posmip cepil: 4 070 packs /4 070 ynakosok

Comments / Koxenrapi: £1 Noi Applicable / He sacrocosycrben

£1 Write comments if any / Komenrapi, 3a nassHocris ..., O A A A A G 4 95

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.

3anasa npo cep: rudikanio -
LM 3acBinuyio, Wo HaBeaeHa BULE iHGOpMaLis € nocrompnoro Ta TouHo10. Lo cepito nponyxuu 6yno Bnpofineno
(BK/IOYAIOUN N1aKyBAHHA/MAPKYBAHHA T POBEAEHO KOHTPOML Ti SKOCTi} Ha BHLUIe3a3HaUCHIN AltbHUUI Y NOBHIH
BIJNOBIAHOCTI 3 BUMOTamu HAIEKHOT BUpOGHNuOT npakTicn (GMP), BCTAaHOBACHHMH MICUEBHM PErYAATOPHIM
OpraHoM, A TaKOX BIAMOBIAHO A0 Crieu(ikautiil, 1o MICTATLCS Y peECTPALifHOMY A0CHE KpalHH-iMtopTEpa.
[TpoTtokonu BUpoGHUITEA, NAKYBAHHS T4 aHANi3iB GY/IO NePerisHyTO Ta BCTAHOBACHO BiANOBIAHICTL BUMOTAM
ranexnoi supobuuyol npaxrukn (GMP).

Batch release by / Cepis ennyutena:

Name and signature of the Qualified Person / Ipissuite Ta niinuc YnosHosaxkeHoi ocobu:
Date of signature / JlaTa fiADHCAHHA ©oooovriceviicrriinianrinrcaneennnns APSIPRCRRE.

Attached: Batch certificate of analysis / HopaeTbes: ceprudixar ananisy:

Page 575



AEPFKABHA CJIYKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCBKIY OBJIACTI

npos. Ceitmuunol Hagait, 3, m.Kuip, 02099, Ten/¢akc; (044) 5764041
E-mail: dis.ko(@dls.gov.ua, Kog €JAPIIOY 37078774

BHCHOBOK
Hpo SAKICTL BBE3eHOro B YKpainy JikapcbKoro 3acody

03.02.2025 Ne 2850/25/10

POPTPAHC®

(HafiveHyBaHHA AikapchbKora 3acaby arigAo 3 peccTpanifiHHM TOCBIMIeHHAM)
HOPOMIOK JUIA 0PAJILHOrO PO3UMHY; 10 73,69 T NOpoIIKY Yy HaKeTHKY; HO 4 IAKETHKH Y
RapTOHIH xopodui

((hopma pumtycxy, 03yBamits, BI3A NAKYBAHNA TIKAPCHKOTO 3ac06y)

Homep peccrpaniiisoro noceizuenna UA/6620/01/01 crpox aif peccrpauifinoro noceisuenns 01.01,2099

Cepis nikapcrxoro sacoby Ne C56829 KinexicTs BBe3enoro aikapeskoro acody 3912
BupobHuk bO®VYP MICEH IHAYCTPI, Opanttis
{naitmenysaisa BHpOOHHEA NiKapchKOro 3ac08y, KPalHa NOXOLACHIIA)
Baesero B Yrpainy Crinxsue ykpaiHCLKO-eCTOHCHKE MiANPHEMETEO ¥ hopMi TOBApHCTBA
3 o0MezkeHo10 BinnosigaasuicTio "Ontima-Qaps, ITH", inen. won:
216422238

{RaitMenybannd Ta ko 3a €APIIOY wpnarusol ocou abo npisamue, iM'e, T GaTEKOR] diziaol
acobn - manpresis, i Micne IPoANBAKEA T2 peecTpauifiiiil Homep obaixonoi KapTRI WIATHIKE
ROJATKIE afo cepid Ta HOMep nacropra)

Ilporokon sisyaasuore xenrpomio nig 29.01.2025 N 0201/5.

3@ pesyipTaTaMM FE[ABHOIO KOHTPOMIC BCTAHOBIEHC, IO NIiKapeekuil 3acif BseseHo B Vipaity 3
JOTPHMAHHAM enmor 3aK0HORABCTEA M0A0 salesnevenns AKOCTI AikapehkHX 3ac0bis.

Omera €PEOMEHKQO

{ininiany T2 Apizsnne}




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Té 1 +33(0)2.37.65.46.00

BOOVYP INCEH IMAYCTPI

Pio Ete Biptos - 28100 Ipso, Gpanuis
Ten : +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023 0191 2 4
Jlinensis na supobHuurso: 2023 01912 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUGIKAT AHAJII3Y/BUITYCKY

Inspection lot / KouTposnbHa cepis: 040000338797 Material code / Kon matepiany: 1035297

IPSEN lot number / Homep cepii ITICEH: C56829 Name of product /HaiiMenyBatus nponykry:
Manufacturing Date / [IaTa BuroToBAeHHS: 03/06/2024 FORTRANS */ ®OPTPAHC*
Expiry Date / TepMin npuaaTHocTi: 31/05/2027 Pharmaceutical Form / Jlikapcrka dopma:

© 0323537160  Powder for oral solution / [Topotuck ais opansHoro

po3ukHy

Specification reference / Cneundixauis:

Procedure / [pouenypa: 32155

o ( l/\:/}rs(:‘zi:e ) Sachets containing a white powder, freely soluble in o
Description Bisyansio water COMPLIES B
Onue (muyrpiusnif [aketukn 3 gopomkoa GLIOTO KONLOPY, AKHR ACTKO Bingosigac ’

era) POUUHACTHCR ¥ BOAI.
Size Exclusion The retention time of principal peak in the
Chromatography chromatogram of test solution is similar with retention
{In-house) time of the principal peak in the chromatogram of
Macrogol 4000 Meroa reference solution COMPLIES /
Maxporon 4000 Exckmosifnol Ha xpomatorpami sunpofosysaHoro posuHyy “ac Bianosinae
xpomarorpadif YTPHMYBAHHA OCHOBHOTO KA Ma€ BIANOBIAATH dacy
(sHyTpitHIN YTPUMYBAHES OCHOBUOrO nika HA  Xpomarorpami
MeTON) CTAH/IAPTHOIO PO3MHHY
fonic The retention glime of principal peak in the
) chromatogram of test solution is sitnilar with retention
chromatography : . .

) (In house) time of the p(mcmal peak in the chromatogram of ]
Potassium lonna reference solution COMPLIES
Kani#t xpomarorpadi Ha xposmarorpami sunpof0BYBaHOIO PO34HHY HaC Bianosinae

(mHyTpi iR YTPHMYBAHIIE OCHOBHOIO NiKa Mac #iAnosiaty vacy
s} YTPUMYBAHHS OCHOBHOIO KA HA  XpoMatorpami
CTRHAAPTHOTO PO3UUHY
Tonic The retention time of p{incipal peak in the
chromatogram of test solution is similar with retention
chromatography ; " i ) .
o e Fiase) time of the pqncxpal peak in the chromatogram of o
Sodium loika reference solution COMPLIES
Harpiit spoaTorpadis Ha xpomarorpasi annpoGoPyaauoro. posuHity wac Bianosinac
(syTpiHif YTPUMYBAHHA OCHOBHOI'O (1iKa Ma€ BIANOBiAATH acy
MCTOH) YTPUMYBAHHA OCHOBHOIQ NIKa HA XPoOMATOrpaM?
CTAHAAPTHOIO POITUHHY
oK The retention time of ] pr}ncipa} peka in }hc
chromatography ghromatogram qf test soluuor? is sitilar with retention
Chlorides (Farligiise) time of the ppncnpal peak in the chromatogram of o
reference sotution COMPLIES
Hnopuny onta :| i o 0 PoO3unMHYy 4ac Bianosinac
xposatorpadis Ha xpomarorpaui BHIPOGOBYBaHOTO PO3UMHY 2 ;
By Tplummit YTPUMYBRHHA OCHOBHOTO Nika MAC BUINOBIAATH Hacy
o) YTPUMYBAHHS CCHOBHOIO (KA HA XpOMatorpawi
CTAHIAPTHOTO PO3UNHY

2 ,fz/éfg
<t Page 1/5
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Tél: +33(0)2.37.65.46.00

BO®YP INCEH IHAYCTPI
Pio Ete Biprton - 28100 Jpso, ®paHuis
Tea : +33(012.37.65.46.00

Manufacturing Authorisation: 2023 0191 2 4
Jlivensin na supobunureo: 2023_019 1.2 4

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot / Konrponsta cepis:
IPSEN lot number / Homep cepit INTCEH:
Manufacturing Date / [lata BUroToBNICHHSA:
Expiry Date / Tepmiu npuaatHocTi:
Specification reference / Cneundpikanis:
Procedure / Ipouenypa:

Sulfates
Cynuatu

© Bicarbonates
| bikapGostatn

The retention

CEPTHUOIKAT AHAJII3Y/BUITYCKY

040000338797 Material code / Kon matepiany: 1035297

C56829 Name of product /Halimenysanus nporyKry:
03/06/2024 FORTRANS %/ ®OPTPAHC*

31/05/2027 Pharmaceutical Form / Jlixapcoka dopma;
032353/ 16.0

12155 PO3IUNHY

time of principal

peak in the

Powder for oral solution / TTopowok ans opansHOro

fonic R : :
chromatogram of test solution is similar with retention
chromatography ; 3 P \ :
(In hotse) time of the principal peak in the chromatogram of
Ioﬁua‘l reference solution COMPLIES /
sposmrgrpalbia Ha xpomatorpaMi BunpoloByBaHOTO pPO3UKHY vac Binnosinae
’ ?m; r iur;;xiﬁ YTPUMYBAHHA OCHOBIIONO NIKA MAC BLANOBIAATH vacy
\)1 cfou) YTPHUMYBaHHA OCHORHOTO ka1  xpomarorpami
T CTAHAAPTHOTO PO3UMRLY
Potentiometric
titralion
{1 house) ) N
. ; ) See « assay result » COMPLIES
[Torendiomerpuune /

THTPY BaHHS
(suyTpiumii
MeTon)

JIMBITHCS «PCIYABTAT KLILKICHOTO BU3HANCHHS

Bianonizac

Weighing
In-house -
Average mass 3(3'\»( 'a;nx:n 70.01 ~73.37 9304 .y
Cepeans saca Wiy BahHA {73.69 + 5% - !
(shyTpilusiM
MeToa)
On 20 sachets : not more than 2 sachets deviate from
the average m: J S%: O
Ph. Eur. (2.9.5) 'hc : r ge mass by more than + 7.5% and none
’ . 5 b deviates by more than + 15% e
Uniformity of mass €sponeiichka . . . p . COMPLIES ,
G 3 20 nakeruxis: ue Siabwe 2 naketHkia . : /
Oauopianicrs Macy bapmaxonen o Lo N i Bianosigae
2.9.5) BLINHISIOTHCA BiA CCPCAHBOTO 3HAYCHHA Mach Binniu
oo HiK 2 £ 7,5% T2 KOG1CH 3 (AKSTHKIB HE BIANMARCIACH
Giasw sive ua £ 156
Weighing (Ia-
Mass variation ROUSE) Not performed Not performed
o ) 3Bay BAHHA !
Bapianis macu it He suznanaetses He suznauancs
(BuyTphLINIA
METOA)
Clarity of solution Ph. Eur. (2.2.1) Sample salution ss (:’Ic:xr (Refm'enc‘c sohlmon J)f COMPLIES '
T, Caponeiichra 3pazox BHNIPOGYBAHOTO POIUMHY IIPO3OPUI Bianosiaae J
’ dapmaxonesn (2.2.1) (cranaaprauit posunn §) - ’
Ph. Eur. (2.2.2- : Lo .
Colar of solution method 11) Sample solution is (.olourk/ss {Reference solution B9) COMPLIES
3a6apBACHHA € sponeiickia : . f
) ” 3pasok sunpolynatoro peuusy Sesbapanuii Bianosiaac
posauty thapmakories (2.2.2 (cTamAapTHUi posuus BY)
- meron (D Aap P
H Ph. Eur. (2.2.3) The pH of sample solution is between 7.0 and 9.0
PH Caponeicska Juauenns pH BitnpoByBasoro posunuy 3HaX0ANTHCK 8.1 !
L P dapmakones (2.2.3) B Mewkax 7.0 12 9.0
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BEAUFOUR IPSEN INDUSTRIE
Rue Ethé Virton

Manufacturing Authorisation: 2023_019. 1.2 4
Jliuensin Ha supoGuuurso; 2023 0191 .2 4

28100 DREUX

France

Tél : +#33(0)2.37.65.46.00

BOQYP IMCEH IHAYCTPI
Pio Ete Biprox - 28100 Hpso, Opanuis
Ten : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®DIKAT AHAJI3Y/BUITYCKY

Size Exclusion

Harpito GikapGorar

THTPYBAHHA
(BuyTpimuik

Total Aerobic
Microbial Count *

uginesux rpubis
(TYMC)

Escherichia colt

(1.680 £ 7.5%)

Chromatography
{In-house)
Macrogol 4600 Meron 60.8 - 67.2 65.1 &/ sachet
Makporon 4000 Exckinosiinor 164.0 £ 5.0%) o 1/ Ha DAKETHK
xpomarorpadil
(BuyTpitHil
METON)
fonic
Potassium chloride chromatography 0.694 - 0.806 0.759 ¢ / sachet
Kanio xnopun fonna {0.750 £ 7.5%) o r/ Ha naxkeTHx
xpomarorpadis
lonic
Sodium chromatography 2.663 — 3.095 2610 g/ sachet
Hatrpi#t fonua (2.879 £ 7.5%) ’ '/ HA NAaKETHR
xposatorpadgis
lonic
Chlorides chromatography 1,149 — 1,335 1237 g / sachet
Xnopuiau fousa (1.242 4 7.5%) - » /1A naxeTHK
xpomarorpadis
Sodium sulfate fonic
anhydrous chromatography 5273 -6.128 5694 g / sachet
Harpito cynndar JoHua (5.700 = 7.5%) o r/ ua NAKeTHK
GeIBoannil xpoMarorpadis
Potentiomectric
titration
Sodium bicarborate | [ (Prhowse) 1.554 - 1.806 Lol g/ sachet
SR ’ r/ Ha N3KETHK

3aranene YHCIO NOT
- . . g
KUTTCIAATHHN <10 PERFORMED (él;t(})}%
acpobHnx He nukonysascs -
Mikpoopranizni
Z‘f]“ApM é))rarmsxm Ph. Bur.
Toral Yeasts and (2.6.12 and 2.6.13)
Moulds Count ? %D‘;L;)\?;?(f:g: NOT

ATLHE YHC ! CFU/g
RIS (2.6.12. <107 PERFORMED o
ApUKAKOBUX T4 2.6.1%) He Bukonysascs '

Absence/ 1g
Biacytus / Ir

NOT
PERFORMED
He sukonyBascs
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BEALFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Manutacioring Authorisation: 2023 0191 2 4

Jliuensis va supoBruuTso: 2023_019.1.2. 4

Tél : +33(0)2.37.65.46.100

BOOVYP HICEH IHIVYCTPI

Pio Ete Biptou - 28100 [pso, dpanuis
Ten 1 +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHUDIKAT AHATI3Y/BUITYCKY

! "This test is nol performed on release

| Jlastnii TECT He NPOROAKTHCH NPH BHITYCKY

*Microbiological test during release:

A periodic test performed at least once a year

MikpoGionoriuHe BunpoByBanus nin wac BUAYCKY:

flepiosuine sunpoByaatig, SKe BHKOUYCTHCH WOHANNEHIIE OJMH Pat Ha piK

Conclusion / Bucxosok: Batch complies / Cepia Bianosinae ycim Bumoram -7
Signature / ITinaue: oA
Isfued by / Bunannit: C.POCHIC .~
83 : Responsable Conilla Qualith
Date / Hara: 18/06/2024 BEAUFOUR-IPSENINELSTRIE SAS.
Approved by / 3aTsepmieHo: 20, RueEthe.\irfert - 28100 PREUX '
Date / Jlata: 18/06/2024 s I
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019,_1 2 4
Rue Ethé Virton JliueHsis Ha BupobunuTeo: 2023 019 1.2 4

28100 DREUX
France
Té) : +33(0)2.37.65.46.00

BO®YP ITICEH IHAYCTPI
Pio Eve Biprou - 28100 dpuo, Ppauuisa
Ten : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJIBY/BUITYCKY

Registration number / Homep peectpauifinoro noceiguenns: UA / 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chloride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cuna aif / AkTMBHICTS: | maKeTHK MicTHTL: Makporon 4000 - 64,00 r; natpito xiopun -1,46 r; kanio xnopus - 0,75 r;
natpito Oikapbonar-1,68 r; natpiro cynsdar 6e3soaunii - 5,70 r

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Po3mip Ta THn ynakosku: no 73,69 r nopowuxy y nakeTHKy; 110 4 MakeTHKH y KapTOHHIH kopobui..

Batch size / Po3mip cepii: 4 070 packs / 4 070 ynakosok

Comments / Kosmetrapi: Q}\{\ks( Applicable / He 3acrocosystecs
L3 Write comments if any / KOMCHTAPI, 38 HARBHOCTI! ©ooviiitiiiieciiiiiniiocaneesessnmensinssossmssssssmssinons

Certification statement:

I hereby certify that the above information iz 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.

3assa apo ceprudikauin

Lium 3acBinuylo, wo HaBedea suile indopmauis € n0cToBipHO Ta TouHo. Lito cepito npoaykuii Gyno supobreHo
(BrUTIOHAIOUHM MTAKYBAHHA/MAPKYBAHHSA Ta NPOBEACHO KOHTPOAE 1T AKOCT} Ha BHLIE3A3HAYEHIH AiftbHULI Y NOBHIH
BIAMOBIAHOCTI 3 BUMOramMu HanexHoi BupoBauyol npakTuin (GMP), BCTaHOBEHHMH MICUEBUM PErYASTOPHHM
OpraHoM, a TaKOX BIANOBIIHO 0 crneuMdikauiit, Wo MICTATLCR Y peecTpauiiiHoMy A0Che kpaitu-iMnopTepa.
[Tporoxonu BUpoOHHUTBA, MaKyBaHHA Ta ananizie 0yJi0 fAeperiaHyTO Ta BCTAHOBACHO BIANOBIAHICT BHMOraM
HanesxHoT BUpoBHKUUoT npakTrkn (GMP).

Batch release by / Cepis sunywena:

Name and signature of the Qualified Person / [pissuute Ta nignue YnosuosaxeHol ocobu:

.......................................................................................... D BB R GBI .o e rre e
Date of signature / JJata RIAMHCAHHA: .oovnvvcevviireirecnccneeenn 3.8 BB R et OO
g A 18- JUM- 2024 et
Pharmacien Assuranca Qualt -~ &

3 ™

e

Attached: Batch certificate of analysis / JlogacTeca: ceprudikar aHanisy: o

g
i
ot
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JAEPKABHA CIYXEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMI Y KHIBCBKIA OBJACTI

npoB. CeiTnunol Haxil, 3, m.Kuis, 02099, Ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
po AKICTh BBE3EHOI0 B YKpainy Jikapcskoro 3acody

11.02.2025 Ne 3808/25/10

POPTPAHC®

(HaiiMenynaniia nikapcekoro sacofiy 3Mano 3 peectpaniiiiny nocalnaentas
NOPOILOK I 0PAJILHOTD PO3UHINY; 10 73,69 r NopoIKy ¥ HaKeTHKY; 10 4 DAKETHKH ¥
KapTonHiit KopoOili

{thopma BHNYCKY, AO3YBaHHR, B NAKYEMHE AiKAPCLKoro aacaby)

Homep peectpanifinore nocsiysenas UA/6620/01/01 erpok aii peccrpaniitnoro nocsimuennz 01,01.2099

Cepis nixaperkoro sacoby Ne C60748 KinukicTs ssesenors mikapebroro 3acoby 4000
Bupobrik BO®VP HICEH IHAYCTPI, paruis
(satiMenysanus nupobuuka FiKapeskaro 3ucoby, xpalia noxomxeHHs)
Bacsero B Yipainy Crinbie ykpaiHCbKO-eCTORCLKE NIANPHEMCTBO y QopMi ToBApHCTBA
3 obmexenoro sinnosiganenicrio "Onriva-®apaz, T, inenr. kox:
21642228

{mafivezrysanus T2 ko 3a CAPIIOY wpaanunei ocodn abo npizswiue, is's, o GaTekopi thiaianol
ocabin - T ampHeMLA, 1T Micte TPoXHBAMIA Ta peecTpanifitiil romep oBaikoROT RAPTH MIATHIKA
HofiRTKiB 100 cepii Ta HOMEp MACIopTa)

IIporokoa eizyanenore xourpemo sia 31.01.2025 xe 0270/5,

30 pelynbTaTaMli JIEKABHOTC KOHTPOMIO BCTAHOBAEHO, 1O  NKApCHXHMIE 3acif  mmezeno B Yipaisy 3
AOTPHMAHHAM s1MOT 30K0N04ABCTER WOAC 3a0e3MCUeHI AKOCTI TIKAPCEKHX 3ac05IB.

Osinra €

Gitiis) *Ciinfanitoy dipEisng)




BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation; 2023_019_1_2 4
Rue Ethé Virton Jiueusia Ha anpoGruurso: 2023 019 1.2 4
28100 DREUX
France
Tél: +33(0)2.37.65.46.00
BO®YP INCEH IMAYCTPI
Pwo Eve Bipron - 28100 Hpso, ®panuin
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHAJII3Y/BUITYCKY
Inspection lot / Kowrpoasna cepin: 040000345625 Material code / Kon marepiany: 1035297
IPSEN lot number / Hosep cepii INCEH: Co0748 Name of product /Halimenypanns aponyxry:
Manufacturing Date / Jlara BHFOTOBAEHHSA: 2440972024 FORTRANS */ QOPTPAHCY
Expiry Date / Tepmin npunardocti: 31/08/2027 Pharmaceutical Form / Jlikapcbxa dopma:
Specification reference / Crenudirauin: 032353/16.0 Powder for oral solution / [lopouwok e opanbsoro
Procedure / [MTpouenypa: 32155 PO3UHHY

al - . : .
(In house) Sachets containing a white powder, freely soluble in
Description ey : water PLIES .
csenp Biavaasuo ate ) e . CQM lT”:g £
Oue (m;y:r i Tlakerury 3 nopowkoy Ginore KoLopy. SKH IECKO Bianosizac
\wE")()JI) POIHHISECTLCA ¥ BOAT,
ADENTIFICATION [ 1/IEHTH

The spot obtained with the solution o be examined is

‘ ( 1”1;1[(‘)%“ ) idgntica) in position anq intensity to the spot obtained ‘ A
Macrogol 4000 THIX with the reference solution COMPLIES ’
Makporos 4000 {mpri:uniﬁ 3o, OTPUMAHT JUIT POUMIY, RICHTHYHT 38 HO3MUICIO Bixanosinac )
- . Ta THTCHCHBHICTIO BOHAM, OTPHMAHHM nan
MCTOA)

CTANUAPTHOUO PO3UHHY

Ph. Bur. (2.3.1 -
method b)

Potassium ; N Positive identification COMPLIES
Caponeiicska . . - ; /
Kaaiii ; Nosurusua peakuis Bianosiaac
(rapyaxones (2.3.1
- seToa b)
Ph. Eur, (23,1 -
; method a TSI P .
Sodium (RO ) Positive identification COMPLIES
. Capongiichra o . ; . /
Harpifi ) ) Moswraera peakuis Binogizac
(rapaakones (2.3.1
- METO/ 1)
Ph. Bur, (2.3.1 -
Chloride method b P P . r 1p
X o8 N 04 b Positive identification COMPLIES
FoprAl Caponcfichka i e P /
Flosurusna peakuis Bianosinae
apsaxones (2.3.1
-~ METOR b)
: Ph. Eur. (2.3, A . ; NN
Sulfates h ( 1y Positive identification COMPLIES
. Capoteichka g T . N /
Cyavdrarit Moswrnsua peaxuis Bianosixac
’ dapmakonea (2.3.1)
. h. Eur. (2.3. N e .
Bicarbonates Ph - “( b Positive identification COMPLIES
e €8poneicsra i . o /
BixapBonary Tlosstnsua peaxnid Bianosiaae

¢rapsaroniea (2.3.1)

Weighing
{({n-house)
Average mass ’ 70.01 -~ 77.37 .
Cepensis Maca 3“‘”1‘;‘ BARE (73,69 & 5% 73.49 g/t
(Brryrpiuii
METO)
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BEAUFOUR IPSEN INDUSTRIE

Rue Fthé Virton

28104 DREUX

France

Tél: +33M2.37.65.46.00

BOOYP IICEH IHAYCTPI

Pro Ete Biprow - 28100 Hpso, Gpanuis
Ten : +33(0)2.37.65.46.00

Manutacturing Authorisation: 2023 0191 2 4
Jliuewsia wa supoBHnUTBO: 2023 019,12 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJIBY/BUITYCKY

Inspection lot / Kontponera cepis: 040000345625 Material code / Kon mavepiany: 1035297

IPSEN lot number / Homep cepii TICEH: C60748 Name of product /Halimerysanns npoayxry:

Manufacturing Date / [lata Burorosnenns: 24/09/2024 FORTRANS “/ @OPTPAHCY

Expiry Date / Tepmin npraarsocri: 317082027 Pharmaceutical Form / Jlikapeska dopma;

Specification reference / Cneundikauis: 032353/16.0 Powder for oral solution / Mopowox qis opanssoro
32155 PO3UHHY

Procedure / Mpouezypa:

Ph. Eur, (2.9.5)

On 20 sachets @ not more than 2 sachets deviate from
the average mass by more than x 7.5% and none
deviates by more than 2 153%

hapsmarones (2.2.3)

Gravimetry
{In-house)

s Mokax 7.0 1a 9.0

Uniformity of mass Ceponeficnka . i Ty e . COMPLIES
A 3 20 nakernkig: we Siasme 2 nakerukin ; : /
Ohtiropizicrs Macu bapsakones ; g . . Bianosiaac
(29.5) BUINHBUOTRCH RUL COPCUHBOPO JHANCHIA MacH Olinniy
v HIX 118 % 7,500 T2 KOACH 3 HMKCTHEIR # BLANBIACTLLS
Siabi pix va + 15%
Weighing (In-
- house .
Mass variation ! ) Not performed Not performed
P ; 3pasyBatitis i
Bapiauis sacu S Freitae He siznanacrsen He misuauanes
(steyTpitinii
METON)
fo . Ph. Eur. (2.2.1 Sample solution is clear (Reference solution 1)/ e
Claity ofsotution | T2 L) Speic biipadysaara prsaasy masomell COMPLIES /
Nposopicrs possiy P oy pé PRSECHEIG P > ipo3op Bianosiaac
hapsakones (2.2.1) (cranaaprimii posuns [)
Ph. Bur. (2.2.2- )
; ample solution is colourless (Reference solution B9
Color of solution method 1) Sample solution is rless (R )
n N / COMPLIES
aCEpEm L 3pasox sirapoly Batore posuusy Gesbapsruii Biasosiuae !
POsUMHY Jrapsiaxones (2.2.2 P ’cfau,;m‘muﬁ po’m;m’B‘)) = AT
- steroz 1) t i p
pll Ph. Eur (2.2,3) The pH of sample solution is between 7.0 and 9.0
I"“ Caponelicska 3nauenus pH 8unpody BAHOro POIHUIY 3HAXOMTLCH 8.1 /

2/ thearical sachet

Macragol 4000 B ; 60.8 -~ 67.2
= ; I'pasiverpi : s 63. T/ ta TeopeTHU M
Magporos 4000 pasiviCrpiy (640 £5.0%) 8 a reopers
(BHY TPiLH IRKETHR
METOA)
Flame stomic
absorption
{In-house) ) :
. . g/ theorical sachet
Potassium chloride ATOMIO- (1.694 - 0.806 0.738 =7 fil FCODEE
Loty v PP NI o L7 v na reopersynii
Kaaito xaopsn abeopiuiiita (0.750 £ 7.5%) o
CHSKTPOMCTPISA
(BHY TR
MeTo )
Flame atomic
emission
. {In-house} o ¢ / theorical sachet
Soe o 2,663 - 3095 "
Qodm}? ATosso-emivilina &6 (-wj 2.865 r/ na TeoperHmii
Harpiii i (2.879 £ 7,586 )
COSKTPOMCTPIs ! [EKCTHR
(BHYTPiHil
METO)
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BEAUFOUR [PSEN INDUSTRIE

Rue Ethé Virton
28100 DRELX

France

Tél : +33(0)2.37.65.46.00

BO®YP ITICEH ITHAYCTPI
Pio Eve Biproun - 28100 Hpeo. Mpauuin
Ten 1 +33(012.37.65.46.00

Manufacturing Authorisation: 2023_019
Jliuensin wa supoOuuuTBO: 2023 019,

CERTIFICATE OF ANALYSIS/ RELEASE

[nspection lot / Kontponbua cepis:

IPSEN Iot number / Homep cepii [ITCEH:

Manufacturing Date / Jlara surorosnexus:

Expiry Date / Tepmig npuuarsocTi:
Specification reference / Cneungixauis:
Procedure / Mpouenypa:

Potentiomectric
tration
(In-house)

CEPTHU®DIKAT AHAJII3Y/BUITYCKY

040000345625 Material code / Ko marepiany: 1035297

C60748
2410912024
31/08/2027
032353/16.0
32155

Name of product /Hatimenysanus nponykry:
FORTRANS “/ @OPTPAHC"

Pharmaccutical Form / Jlikapcexa opma:

Powder for oral solution / lopottox mns opanshoro
po3umity

124
(.2.4

g / theorical sachet

Harpiio SikapSonar

Total Aerobic
Microbial Count *
araasue Hneno
AUTTEIAATHHN
acpofHHX
MiRpoOOprayisMia
(TAMC)

Total Yeasts and
Moulds Count >
3aransne YHeno
APIIKOBHX T

usinesux rpubia
(TYMC)

Escherichia coli

THIPY BaHHA
{puyTpinif
MeTos)

Ph. Eur.

(2.6.12and 2.6.13)
€rponeiicLra
Dapmaroncs

(2.6.12,
26,13}

(1.680 % 7.5%)

Chlorides : 1.149 — 335 .
SR i ; 23 Teope i
Xsopsut TNoTenuioserpusne (1242 % 7.5%) 1.230 v/ i TeopeTuun i
THTPY BaHHA HAKETHK
{BIy TPiLHIF
MeTo)
Sodium sulfate ((}I:?VI: ')1‘1‘3‘13’ p [ theorical sachet
anhydrous S 5.273-6.128 ” )
e fo o I'parimerpis pe S.611 1/ va reopeTHYIIE
Harpito cyswipar AL (5.700 £ 7.5%)
N {BUYTPiHIE HAKCTHI
Oe1RoUHUR
METOL)
Potentiomectric
titration
Sodium bicarbonale . ([n—flou&e) 1.554 ~ 1,806 . g / theorical sachcf‘
Floterionerprune 1.681 r/ na TeopeTiU i

MTAKCTHE

NOT
¢ 10} PERFORMED CFU/g
il Fe nukonysancs KYOir
NOT 8
BN e 1 CFU/g
%10 PERFORMED KYOh

Fe sikous pascs

Abscuce / g
Bincyruiers/ Ir

NOT
PERFORMED
He suxonysascs
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virion

28100 DREUX

France

Tél : +33(()2.37.65.46.00

BODYP INICEH IHOYCTPI

Pio Exe Biprox - 28100 Hpso. dpaxuis
Ten 1 +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023_019_1_2 4
Jliyeusia va BHpoSHUUTRO: 2023_(1Y_1_2_ 4

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot / KontponbHa cepis:

IPSEN lot number / Homep cepit ITICEH:
Manufacturing Date / Jlata suroTornenns:
Expiry Datw / Tepmin npuaaTrocTi:
Specification reference / Cneundirauis:
Procedure / Mpoueaypa:

CEPTHOIKAT AHAJI3Y/BUITYCKY

040000345625 Material code f Koa marepiany: 1035297

60748 Name of product /Haiimenysaung aponyxry:
24/09/2024 FORTRANS ®/ @OPTPAHC?

317082027 Pharmaccutical Form / Jlikapcnka dopma:
032353/16.0 Powder for oral solution / [Topowok 4 opansHoro
32185 PO3HUHY

'This test is not performed on release
Jlaunfi TeCT HE IPOBOANTHES (IPH BHITYCKY

*Microbiological test during release:
A periodic test performed at Jeast once a year

Signature / [lignuc:
Issued by / Bunaunii:

MikpoGionorivue BUnpody BaHIS 11 4aC BHAYCKY:
Tepioanasie BRUPOGY RAILIA. KKE BHKOUY€THCA WOHARMEHUIC OHH Pa3 #a PiK

Conclusion / Bucrosok: Batch complies / Cepis sianosigae ycim Bumoram

Date / Hara: 11/10/2024
Approved by / 3areepkeHo:
Date / lara: 11/10/2024

,,,,,

BEAUFOUR-IPSE SHRIE S.A.57
20, RusEthe-Vipbn »Z810p DREUX
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1.2 4
Rue Ethé Virton Jlitensis wa supobuuurso: 2023 0191 2 4
28100 DREUX
France
Tél: +33(0)2.37.65.46.00
BO®YP IMCEH IHAYCTP!
Pro Ere Bipron - 28100 Hpso, Ppanuia
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTH®IKAT AHAJII3Y/BUITYCKY

Inspection lot / Koutpossha cepis; 040000345625 Material code / Kon marepiany: 1035297

IPSEN lot number / Homep cepii {[ICEH: C60748 Name of product /Haftmenysanns nponykry:
Manufacturing Date / Jlata siurotosnenus: 24/09/2024 FORTRANS %/ ®OPTPAHC*

Expiry Date / Tepmin npuaatsocTi: 31/08/2027 Pharmaceuatical Form / Jlikapcoka dopma:
Specification reference / Cnennixauis: 032353/16.0 Powder for oral solution / Tlopowok ans opansHoro
Procedure / [pouenypa: 32155 po3UHHY

Registration number / Homep peecrpauifinoro nocsiaueuns: UA / 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chloride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cuna aii / Aktusricts: 1 naketni mictuts: Makporon 4000 - 64,00 r; natpito xnopHi -1,46 r; kanito xnopus - 0,75 r;
narpito SikapGonar- 1,68 r; narpito cynbdar Bessoanuii - 5,70 r

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Po3mip Ta Tun ynakoskit: no 73,69 r nopowixy y NakeTHKy; no 4 NaKeTHKK y KapTorHil kopoSui..

Batch size / Poamip cepii: 4 070 packs / 4 070 ynakosok

Comments / Kosenrapi: 0O Not Applicable / He sacrocosycrhes
0 Write comments if any 7 KOMCHTAPI, 30 HAABHOCTIY L. .ovv oo evrsoreectrse oo sesnssesesorereseseortons -

Certification statement:

[ 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.

3asea npo ceprudikauiio

Liun 3aceinuyto, wio Hasesena Brwie indopmanis € nocToBipHOIO T2 TouHo. Lo cepito npoay«kuii Gyao supobaeno
(BKIHOUAKOUH NAKYBAHHA/MAPKYBAHHA Ta NPOBEAEHO KOHTPOIb (T IKOCTI) HA BHILE3AIHAYEHIH AINbHKLI y NOBHIH
BIANOBIAHOCTI 3 BUMOraMH HANEXHOT BUPOSHMU0T npaktHru (GMP), BCTaHOBACHHMM MicUEBHM PETYASTOPHUM
OpraHOM, a TAKOX BIANOBIIHO A0 cneumndikauil, o MieTATLCA y peecTpauifiHOMy 10Che KpalHu-iMmnopTepa.
[Mpotokonu BupoGuuUTBa, MAKYBaHHA Ta aHaNi3iB 6y10 MEPErlsHYTO T2 BCTAHOBNEHO BIATIOBIAHICTL BUMOraM
Hasexcol BUpoSuuyol npakruku (GMP),

Batch release by / Cepis Bunywena:

Name and signature of the Qualified Person / [Tpissuwe ta niznuce Ynosuosaxeroi 0codn:

................................................................................... K@§?%§W~,,,,.......m..
Date of signature / Jlara nifmtCants: oo oreveen, ??ﬁﬂ??ﬂ?@ ................................................ ceaennees ST

Pharmacion Assurars Camds
Attached: Batch certificate of analysis / lonactscst: ceprudikar ananizy:
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AEPXKABHA CJIYXXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npos. Caitanunol Haii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
IO 9KICTE BBE3€HOro B YKpaiHy JIKapcLKoro 3acofy

04.04.2025 Ne 15937/25/10

OOPTPAHC®

(maiistenrypanns nikapesxoro 3acofy 3riguo 3 peecrpanifiniM nocsiaMeHdsM)
MNOPOLIOK A1 0PAALHOr0 PO3UHHY; 10 73,69 I NOPOWIKY ¥ NAKETHKY; N0 4 MAKeTHKH Y
KapTONHIl xopobui

(dopma BHAYCKY, N03YBIHHEA, BHA TAKYBIHHA HKApCLKOTO 3ac06y)

Homep peectpaniitnoro moesiavenas UA/6620/01/01 cTpok Al peecrpauifioro noceinuenns 01.01.2099

Cepin nixapcrkoro sacofy Ne C63118 KinbkicTh BBe3eHOTO Aikapeskoro iacoby 4000
Bupobuuk : BODVYP IHICEH IHAYCTPI, ®pannin
{HalMeHyBAHHA BHPOOHHKA TIIKAPCHKOIO 3acoDy, KpalHa NOXOIKCHHA)
Baeseno B Ypainy Cnianne ykpaincbko-ecTOHChKe MianpHueMcerso y ¢opmi ropapuctra
3 00Mesreno10 BipnosigaaenicTo "Onrima-@apy, JT/1", inent. xom:
21642228

(nafimerysanua Ta Koy 3a €JPIIOVY wpuamyHel ocodn abo npissuine, is'd, no fatexosl izHuHoT
ocofr - nigapemu, 1 MicUe ApOKABAHEA Ta peccTpalifinyii Homep ofmiKoBOT KAPTKI IUTATHHKA
noaarkis abo cepis TA HOMEp nacnopTa}

Hporokoi Bisyaasiore kourpomo six 03.04.2025 Ne 1006/13.

3a  pesyieTaTamMy  IePIKABHOIO KOHTPONK BCTAHOBACHO, WO Jlikapcekuil 3acid  BeeseHo B Yipainy 3.
AOTPHMAHHSM BrMOT 32K0HOJABCTBEA UIOA0 3a0€3MeICHHA TKOCTI MKApCLKHX 3acodiB.

Omnera CPLOMEHKO

OTH KOHTPOITIO) {nignne) {iminiam Ta npizswie)
ol




REAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Tél = +33{0)2.37.65.46.00

BO®VYP HICEH IHIYCTPE
Pio Ete Bipros - 28100 Apro, Opanuia
Ten : +33{0)2.37.65.46.00

Manufacturing Authorisation: 2023_019_1_2 4
Jlitensis na BupobukuTso:; 2023 0191 2 4

CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJII3Y/BUITYCKY

Inspection lot / KontpontHa cepis: 040000345401. Material code / Koa marepiamy: 1035297
IPSEN lot number / Homep cepil NTCEH: C63118 Name of product /HalmMenyBanHs npoaykTy:
Manufacturing Date / [aTa sHroToesna:  22/11/2024 FORTRANS ® GOPTPAHC?
Expiry Date / Tepmin upHuaTHoCTi; 3171072027 Pharmaceutical Form / Jlikapcrka dopma:
$pecification relerence / Creuudikawia: 032353/16.0 Powder for oral solution / ITopoimox ana SPaLHOTO
Procedure / TTpouenypa: DRE-WM-00091 PO34HHY
Parameter/ Method /= .- f . R T Result / Unit /
T¥oKA3HUKY AKOCTI Memona - Spegl kcatlon lf.CHg_ﬂPflbmalllﬂ . PeaynpTath Onppsmin
. KOHTPOJI0 iy ) S
GENERAL CHARACTERISTICS /' 3AT AJTEHI XAPAKTEPHCTHKH, ;
o (I:;:St;i:le ) Sachets containing a white powder, freely soluble in
Description BiayaneHo water COMPLIES /
Qnuc (miy Tpitmis FIaKeTHKA 3 110POILKOM DLIOro KOILOPY, AKMH Nerko Biznowninae
\ierosi) PO3YHHAETECA Y BOAL.
IDENTIFICATION / HIEHTH®OIKALIS
Size Exclusion The retention time of prncipal peak in the
Chromatography chromatogram of test solution Is similar with retention
{(In-house) time of the principal peak in the chromatogram of
Macrogal 4000 Meron reference solution COMPLIES /
Makporos 4000 Excrmtosiinol Ha xpomarorpami BHNpo§OBYBAHOID POIYRNIY <ac Bixnoninae
xpomarorpadii YTPHMY BRI OCHOBHOI'O TIKA MAC BIANORIMATH HaCY
{sryTpiHiit YTPHMYBAHA OCHOBIOTO TIHKA Ha Xpomarorpasi
METOA) CTAHAAPTHOTO POIIHHY
lenie The retention time of pnncipal pesk in the
chromatography chromatograrm of test solution is similar with retention
({n-house) time of the principal peak in the chromatogram of
Potassium reference solution COMPLIES /
Kanit loHua Ha xpomarorpaMi BHUPoOOBYBAHOrO POSYHHY Hac Biarosinac
xpomarorpadis YYPHMYBAHHA OCHOBHOrO HiKA MAE RIAHOBIAATH 1aCy
(BHyTpiunIf YTPUMYBAHHA OCHORHOTO Tika Ha XpoMarorpami
METOT} CTEHIAPTHOTO POIYHHEYPOIUHHY
[onic The reteniion time of principal peak in the
chrematography chromatogram of test solution is similar with reteation
{In-house) time of the principal peak in the chromatogram of
Sodium reference solution COMPLIES /
[Tarpi# lonna 11a xpomarorpami BUIPOGOBYBRHOTO POSUMHY Yac Binnosigae
XpoMarorpadis YEPUMYBATILISl OCHOBHOIO THKA MAE BIETIORINGTH 4CY
(BHyTpiLIHIH YIPHMYBAITS OCHOBHOTO TiKA HA XPOMATOrpani
METOI) CTHHJAPTHOIO POIYUHY
lonic The retention time of principal peak in the
chromatography chromatogram of test solution is similar with retention
Chlorides {(In-hause) time of the pr:mcipa] peak in the chromatogram of
D reference so[utmn_ CC_)MPL_,! ES 7
[orna Ila xpomarorpami BHIIPOGOBYBAHOIC DO3YHHY Hac Binnosigac
xpomarorpadis YTPYMYBAHHAA OCHOBHOTO NiKa Mae BiIDOBINATH Yacy
(BuyTpilwHil YTPUMYRAUHS OCHOBHOTO MiKa Hd XPOMBETOTpaMi
METOI) CTAHAZPTHOTO PO3YHHY
TPage 1/3
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BEAUFGUR [PSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Tél 1 +33(0)2.37.65.46.00

BODYP ITICEH IHI[VCTPI

Pry Ete Biprou - 28100 Jlpro, $pannig

Ten: +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTUGIKAT AHAJII3Y/BUTTYCKY

Inspecticn lot/ Konrponkya cepis: 040000349401 Materiat code / Kon Matepiany: 1035297
IPSEN lot number / Homep cepii IITCEH: C63118 Name of product /HafiMenyBaHHA npoaykry:
Manufactuting Date / Hara surotopnesns:  22/11/2024 FORTRANS ®/ ®OPTPAHCY

Expiry Date / TepMin upHuaTHocTi: 31/10/2027 Pharmacentical Form / Jlikapceka dopma:

Specification reference / Cnewspiraris: 032353/16.0

Manufacturing Authorisation: 2023_019_1
Jiuensin sa BHpOOHUUTRO: 2023_019 1

2.4
24

Powder for oral solution / TTopoitox a8 OPaIEHOCS

Procedure / Ipouenypa: DRE-WM-00091 PO3R Uy
Parsmeter/ pﬁfﬁ??’j Spéditication / Criediptcanis:" - Resulry Unit/
HMoxasnuru sikoeTi. |<btl'rp;li1'i3" p o . ! e e Pe3yabTATH Omuunun
[onic The retention time of principal peak in the
chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Sulfates reference solution COMPLIES /
Cynodatu lonma Ha xposmarorpami BHIIPOGOBYRAHOIO DOIYMHY 4ac Biznosinae
xposMarorpaiis YTPHMYBAUHA CCHOBIOTC TIiKa Mac BIANOR gaTH Yacy
(enyTpinrHii YTPHMYBANHA OCHOBHOTO MiKA HA XPOMATOrpami
METOi) CTAHIAPTHOTO PO3YHEY
Potentiometric
titration
: (In house)
Bicarbonates Elbyresii omeTrine See « assay result» COMPLIES /
bikapGouarsu TP{pr.B'IHESI JIMBITECA «Pe3yIBTAT KUILKICHOTO BHIHAYEHHSAY Binnozinae
(BHYTRiEL
MCTOM)
TEST /| TECTH .
Weighing
Average mass 3221};{,122:;)’] 70.01 -77.37 74.10 e
Cepeana Maca (Bl—[yTypilllHiﬁ (73.69 + 5%) ’ £
MCTOH)
O 20 sachets : not more than 2 sachets deviate from
Ph, Eur. (2.9.5) the average mass by morc than + 7.5% and none
. . . i dewviates by more than £ 15%
Uniformity of mass €Bponeiiceka R . COMPLIES
p =t ] 3 20 rakeTHxiB: e Gigplie 2 nakeTHKin : : /
JHOPIAHICTS MacH dapmakones . 5 Binnoginae
2.9.5) BIAXHIAIOTECA Bijl CEPENHBOLO ZHAUGINA MAck
. Biapur sk Ha + 7,3% T4 WOACH 3 AKETHKIB HE
BHIXHIACTLEY Gl nix Ha t 13%
Weighing (In-
Mass variation ! hitise) Not performed Not performed
o i 3BaxcyBaHHA ] /
Bapiamia macu (ehyTpiumii He BuzyavaeTres He sugHavancs
Meron)
Clarity of solution EhaBi {2'2' b Sampte solution is clear (Reference solution I}/ '
: €Bponeiiceka o 4 COMPLIES
[Tposopicts Jparok BuNpodyBAHOIO POIUHHY (IPO3OPEH : 2 e /
papmarones (2.2.1) o Biamesinae
PO3UHEY (cranzapTHuT posyuH I)
Ph. Bur. (2.2.2-
. . : method 1 Sample solution is colourless (Reference solution
Color of solution P
aGa BI]C‘ o Cnponeiicrxa B9y / COMPLIES ;
(I;“ 1 thapmakones (2.2.2- 3pasek BUNPOSYBaHOro posuwHy GesbapsHnit Binnceigae
POSTIR Meron 11) (crawnapranil posunn B9)
Ph, Eur. (2.2.3) The pH of sample solution is between 7.0 and 9.0
nli Cl.apon;:i&c-s;;a 3uagends pH sunpoGysalero posyHHY 3HAXOANTLCA 83 s
ph bapuazortes (2.2.3) PNk Chast
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Tél 1 +33(0)2.37.65.46.00

BO®YP IICEH IHIYCTPI
Pio Ete Bipron - 28100 Apro, Opanais
Ten : +33{0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE

CEPTHOIKAT AHANMIBY/BUIIYCKY

Manufacturing Authorisation: 2023_019_1_2 4
Tlinemnsis ya BupodaMyTRO: 2023_019_1_2 4

Inspection lot / Konrponrra cepia: 040000349401 Material code / Koa marepiany: 1035297
IPSEN lot number / Homep cepil IITCEH: C63118 Name of product /HaliMeHyBauHA IPOAYKTY:
Manufacturing Date / {ata aurorosnennn:  22/11/2024 FORTRANS % ®OPTPAHCY
Expiry Date / Tepmin npHIaTHOCTI: 31/10/2027 Pharmaceutical Form / Jlikapcsxa dopwma:
Specification reference / Cnenudixanis: 032353/16.0 Powder for oral solution / [TopoLluok Ans opansHOro
Procedure / TTpouenypa: DRE-WM-00091 POITHHY
Parameter/ %\kthgd 4 S ~ Result/ Unit /
TToka3une AKocTi g ‘I‘eTonu: Specitication ] Cuenyipirania  Pe3 I Onuunus
A . YILTAT ML
KORTPOAIO . .
ASSAY / KINBKICHE BHSHAYERHA
Gravimetry g / theoretical
Macrogol 4000 Aroonse 60.8 - 67.2 6id maglet
Marxporoa 4000 PaBIMETPLA (64.0 = 5.0%) : roee
(BryTPULHIA TEOPEeTHYRUH
METOL) OAKETHK
Tonic
Potassium chloride chromatography 0.694 - 0.806 0.758 g/ sachet
Kaniwo xnopun lonma {0.750 = 7.5%) ' r/ Ha aKETHK
Xpomarorpadis
lonic
Sodium chrematography 2.663 -3.095 2.940 g/ sachet
HaTpiH TokHa (2.879 £ 7.5%) ' r{ Ha NaKeTHK
xpomarorpathia
Tonic
Chlorides chromatography 1.149-1.335 1 255 2/ sachet
Xnopuau fonna {1.242 £ 7.5%) o v/ Ha nakerHi
xpomaroipadis
Sodium sulfate lonic
anhydrous chromatography 5.273-6.128 5267 g / sachet
Harpire cyiegar [oHHA (5.700 = 7.5%) ’ r/ na nakerux
He3poanki xpomarorpadis
Potentiomectric
titration
Sodium bicarbonate (i ause) 1.554 — 1.806 g / sachet
[MoreoMeIpHyHe 1.707
r/ 1na naxetik

Harpiw 6ixapGonar

THIPYBaHESA
{(BHYTPILHIR
METOa)

(1.680 % 7.5%)

MICROBIOLOGICAL QUALITY {fetiodical fest) / MIKPOBIOJIOI THHA YHCTOTA (nepiogituunii)

Tota! Aerobic
Microbial Count ?
Jaraibiie 44eI0
HUTTE3AATHEX
aepo0sx
MIKpOOPI'2HI3MiB
{TAMO)

Total Yeasts and
Moulds Count ®

3arannue Yucie

JIPLKIKOBHX T2

(fainesux 1pHdin
(TYMC)

Ph. Eur.

(2.6.12 and 2.6.13)

Caponciichka
dapmaroies
(2.6.12,
2.6.13}

NOT
. CFU/g
3
<10 PERFORMED KYO/r
He BHKOHYB3aBCR
NOT -
CFU/g
2
< 10 PERFORMED KY O/

He suxorynascs
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BEAUFOUR IPSEN INDUSTRIE Marufacturing Authorisation: 2023_019_1_2 4
Rue Ethé Virton Jlinewsis Ha rupoGHHNTEO: 2023_019_1 2 4
28100 DREUX
France
Tl - +33(0)2,37.65.46,00
BOOYP ITICEH IHYCTPIL
Pro Ete Bipron - 28100 Jipso, ®pannis
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJIZY/BUITYCKY

Inspection lot / KonmponeHa cepis: 040000349401 Material code / Kox marepiamy: 1035297
IPSEN lot number / Homep cepii IITCEH: C63118 Name of product /HaliMeHyBaHHS NIPOAYKTY:
Mamufacturing Date / JMara purotosnenus:  22/11/2024 FORTRANS & ®OPTPAHC®
Expiry Date / Tepmid BpREETHOCTI: 31/10/2027 Pharmaceutical Form / Jikapceka popma:
Specification reference / Crierdikaris; 032353/16.0 Powder for oral solution / Hopowok s opanesoro
Procedure / [lpoueaypa: DRE-WM-00091 PO3UHHY

NOT

Absence/ 1g

Bincyrus / 1r PERFORMED /

He BuxonyBpasca

Escherichia coli ?

IThis test is not performed on relcase
JIaHWH TeCT He MPOBGAHTLCS IPK BHIIYCKY

Microbiological test during release:

A pericdic test performed at least once a year

MixpoGionoriude BUNMpoGyBasHa A 9aC BUIEYCKY:

[Tepioautse suupofypans, SKe BUKOHYCTHCA WOHAHMCHINE 0JHH pa3 HA pix

Signature / Thanme:
Issued by / Bunanmii;
Date / ata: 23/12/2024

Conclusion / Bucnosok: Batch complies / Cepis imosinae yeim sumoray j
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 019 1 2 4
Rue Eth¢ Virton Jlinensis na BapoSHULTBO: 2023_019_1 2 4
28100 DREUX
France
Tél : +33(0)2.37.65.46.00
BODVP IITCEH IHAYCTPI
Pio Ete Biprou - 28100 Apso, Opauilis
Ten: +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJNIIZY/BHUITYCKY

Inspection lot / KontponbsHa cepif: 040000349401 Material code / Koa matepiany: 1035297

IPSEN lot number / Homep cepii ITICEH: Co63118 Name of product /HafimeHdyBadHs NIPOIYKTY:
Manufacturing Date / JaTa BMroTORNEHH:  22/11/2024 FORTRANS & GOPTPAHC®

Expiry Date / TepMis OpHAATHOCTI: 31/10/2027 Pharmaceutical Form / Jlikapcsxa opma:
Specification reference / Crierudixania: 032353/16.0 Powder for oral solution / TTopowok A4 opalbHOro
Procedure / [pouenypa: DRE-WM-00091 PO3YHHY

Registration number / Homep peeerpauiitnoro nocsinuenns: UA'/ 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chioride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cuna ait / Axtusricts: 1 nakeTnk MicTure: Makporon 4000 - 64,00 r; marpiro xopun -1,46 r; kaniio xnopun - 0,75
r; HaTpito GikapGonar-1,68 r; warpilo cynedar Sessomrumii - 5,70 ¢

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

PoaMip Ta THIT YEAKOBKH: 11O 73,69 r NOPOLIKY ¥ NAKETHKY; [0 4 NAaKeTHKH Y KapToHHE xopodui.

Batch size / Poamip cepil: 4 070 packs / 4 070 ynaxorok

Comments / osenTapi: O Not Applicable / He aacTocoByeTscs
0 Write comments if any / KOMEHTAP], 38 HAIBHOCTI «woovviiecn et e eeeees

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.

3asna npo ceprudikanirno

Llptm 3aceifuyro, Mo HaseaeHa BAIE iHDOpMAaLId € A0CTOBIPHOK Ta TouHo. Lo cepiio Apoaykuil Syno srpobneno
(BKIIOYA:0YM TTAKYBAHHA/MapKYBAHHA T4 NPOBECHC KOHTPOIIE if #KOCTi) Ha BHINE3a3HAYe Il AinbHLI Y nosuid
BIJIOBINHOCTI 3 BHMOTAMM HANekHO! BUpoGHUTOI npakTHKH (GMP), BCTRHOBNEHEMH MICLEBHM PEryIATOPHAM
OpraHoM, a TaKOYK BIATIORIAHO N0 crierpdrkanii, 1o MicTaThea y peecTpaliifHoMy Joche KpaiHH-iMIopTepa.
[poTokony BUPOGHHIITER, TTAKYBAHHA T AHANI3IE OY/I0 NeperasHyTo TA BCTAHOBICHO BIAMOBIIHICTE BUMOTaM
manexnol Bupodumdol npakriky (GMP).

Batch release by / Cepia panymena:

MName and signature of the Qualified Person / [Ipissuuie Ta mignye Y HoBHOB®KEHO! 0codu:

RANE N -

Date of signature / Hara mignucansH€s:
3;43)130&({ ...........................................................................................................................................................

Attached: Batch certificate of analysis / dogaerecs: cepTudikat aHanizy:
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NEPKABHA CIYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM V KHIBCBKIN OBJIACTI

npos. CeiTmunct Haati, 3, M.Kuis, 02099, ren/bakc: (044) 576-40-41
E-mail: dls.kogudls.gov.ua, Kog €JIPITOY 37078774

BACHOBOK
MpPo SAKiCTh BBE3EHOI'0 B YKpainy JiKapchbKoro 3acody

03.06.2025 Ne 25101/25/10

POPTPAHC®

{uaitsenyaimis 2xapeLKOTo 3ac00y IFLING 3. peccTpariiiM acaiaqeHn)
IOPOMIOK A/ OPAJBLIOT0 PO3UNHY; Mo 73,69 r NOPOIIKY Y HAKCTHKYS 110 4 NAKETHKH Y
KApToHHiH Kopobui

(thopsa BHIIYCKY, BOIYEAHHS, BUE DAKYBAHHA JIKApCLKOro Jacody)
Hosmep peccrpauifinoro noceimnennn UA/6620/01/01 crpox aif peecrpaniitnoro nocsigennn 01.01,2099
Cepia nikapeskoro sacoby Ne C63131 Kinbxicts sBesenoro aikapeskoro sacoby 2200

Bupobtuug 5QOVP MICEH IHAYCTPI, Opania

{nafiseryRam rUPOBHIED AIKAPCRKOrG 3acoDY, KpalHa OXOHMCHH)

Baeaero B YRpaiHy CrinbHe YKPATHCLKO-CCTOHCHKE MIANPHEMCTBO Y HOpMi TOBAPHCTRA
3 oOMesxenzoro gignosigaasticrio "Onrisa-Papa, JITA", inenr. won:
21642228

(mailvenryBangra 14 Koa 3a EJIPITIOY jopiasunot acobn abo npizewue, iv'A, no Gatekosi Hisnuno]
ocolis - nizapiesus, 7T MiCLE OpOXKIBAKNA T peccTpauifinit noamep obaikosol kapTkit nRATHIKY
nogatkis afio cepiA Ta HoMep nacnopra)

Hpotorea eizyanenere konrpomio six 30.05.2025 Ne 1648/8.

3a  pesyaRTATAMH GCPHABHOIO KOMTPOHO BCTAHOBAEHO, IO JHikapcekii  3acif  Bpeseno s Vepainy 3
AOTPHMAHHAM suMor 30K0H0AABCTEA U100 3abesnicyehnn skocTi nikapeskisx sacofis,

Onera EPBbOMEHKO

(nianuc) {imigiani T2 npiansHLLE)




BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 0191 2.4
Rue Fithé Virton finersis Ha BrpodHILTEO: 2023 019 1.2 4
28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BODYP [TCEH 1HAYCTPI

Pio Ere Bipros - 28100 Jipro, panuin
Texn : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS/R TILEASE

CEPTHU®IKAT AHAJIBY/BUIIYCKY

Inspection lot / KonrpoisHa cepist: 040000349517 Material code / Kox marepiay: 1035297

IPSEN lot number / Homep cepii ICEH: 63131 Name of product /HaimeryBatus TPOAYKTY!
Manufacturing Date / [lata BUroTOBRCHIDL 22/11/2024 FORTRANS ® GOPTPAHCH

Expiry Date / Tepmit NPHAATHOCT]: 31/10/2027 Pharmacentical Form / Jlikapebia popma:
Specification reference / Crierdikaris: 032353/16.0 Powder for oral solution / TTopouox juis OpapHOTO

Procedure / Tlpoueaypa:

DRE-WM-00091 PORHBHY

Parameter/ Method / . ion / A Result Unit/
A xc?:f«emﬂ“» Specification Cnenutpiranist PesyabTaTh T —
GENERAL CHARAC CS 7 3AT AL XAPAKTEPH CTHKH

o ( l:/};t:iic ) Sachets containing a white powder, freely soluble in By »
Deseription ; water COMPLIES .
i Bizyanasio . o - p /
Orme Y [lare ks 3 TOPOUIKOM BLHOr0 KONhopy, Sl Jerio Bianopisae
(wuyTpliHii ) .
B - eral) POTHMHSCTRCS Y BOA,
IDENTIFICATION /1AEHTH BIKALIIA
Size Bxclusion The retention time of principal peak in the
Chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Macrogol 4000 MeTon reference sohition COMPLIES .
Marporos 4000 Erexmosiinol [Ha xpomarorpasi RUITPOGOBYBAHIOTO PO3UHEY 4aC Bilanoniiae !
xpovarorpadi YTPUMY BAHES OCHOBHOTG 1iKa MAE BULTOBLLATH Hacy
(BeyTpinIiH YTPUMYBAHESL OCHOBHOIO pika WA XpomarorpaMi
METOT) CTUBIAPTHOID POBIHHY
lonic The retention time of principal peak in the
chromatography chromatogram of test solution is simitar with retention
{In-howuse) time of the principal peak in the chromatogram of
Potassium reference solution COMPLIES y
Kaniit lonna Ha sposmatorpami BHIPOGOBYBAROYO POBYHHY {AC Bianosinae ’
xpomarorpadis YTPUMY BAHHS OCHOBRHOTO Hika MA6 BIATOBUMTI HaCY
(RuyypimHii L yTpEMYBARESL OCHOBIIONO pika Ha xpomarorpami
MCTO) CTAHARPTHOTO POIYHIY POSUHHY
fonic The retention time of principal peak in the
chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal pesk in the chromatogran of
Sodium reference solution COMPLIES 5
Harpiit louna Ha xpovarorpami BUHPOSORYBAHOFO POBUREY HAT Bianopijas !
xposarorpadis VIPHMYBAHER OCHORIDIO KA MAC BLUIOBLAGTH HACY
(oHyTplusuii VIPHMY BAHHS OCHOBHOTO HiKA 1A XPOMATOIpas]
METOM) CTAMAAPTHOIO POBHMHY :
fonic The retention time of principal  peak in the g
chromatography chromatograrm of fest solution is similar with retention
Chiorides {In-house) tin}c of the prf.m:ipal peak in the chromatogram of . ;
Xnopuan reference solutlon. ) (.',QMPL‘,H:S /
lonna Ha xpomarorpami prnpoloBYy saroro posUHHY vac Bianosigac
spomarorpadis VTPMY BIHIA OCHOBHOLO Fia Mac BULIOBIAATA 1acy
3 (mryTpimHii VIPUMYBAHLA  OCHOBNOUO kA WA XpOMATOrpam '
| MCTOML) CTAHAAPTHOLO POBUIHY |
i i ; R—
Vs é i N A ("/‘ {‘j]/
. Page 175 h
ord For e



BEAUFOUR IPSEN INDUSTRIE

Rue

Ethé Virton

28100 DREUYX
an (;4‘

Té 4 (o)L 37 as m 00
L()(DVI mc AyCT
Pro Ere Blplon - “M()(

Tes

Ingpection lot /
IPSEN lot number /|
Manufacturing Date
Expiry Date /
Speci

].[pbo, Dpaunis

:+33(0)2.37.65.46.00

Manufacturing Authorisation: 2023 019 1

Hiensis na BHPOOHHIETBO: 2023 019 |

CERTIFICATE OF ANALYSIS / RELEASE

Kowrponsna cepis:
Tomep
£ Jlara surotosnenms:
Tepmin npugarnocti;

fication reference / Cneundirais:

cepit ¢

Procedure / [Mpouenypa:

Metho cl

CERG

CEPTUMIKAT AHAJIBY/BUITYCKY

040000349517
63131
2271172024
3171072027
032353/16.0
DPRE-WM-00091

FORTRANS ®/ GOPT

PO3YHHY

PAHC®

Material code / Koa marepiany: 1035297
Name of product /F HaliMeny sarms HPOIYKTY:

Pharmaceutical Form / Jlikapeska hopma:
Powder for oral solution / Hopowox juis opansuoro

24
2.4

Clarity of

selution
Hposopicrs
POBHUHY

Ph. Eur. 2.2.1)
Crponciicsia
bapmakones (2.2.1)

Sample solution is clear (Reference solution 1}/
ApA30K BUIPOGYBAHOTO POy nposopwit
(Crargapruuit posaui 1)

Color of solution

Ph. Eur. (2.2.2-
method 11)

COMPLIES
Bianonigae

Parameter/ TR » : . Resuit / Unit/
, Merosun Specification / Cueundircanis ) L
Hoxasnukn srcoeri Pesynurarn Ouauunus
KOHTP oSG }
lonic The retention time of principul peak in  the
f
chromatography chromatogram of test sohution is similar with retention
(In-howse) time of the principal peak in the chromatogram of |
Sultates reference solution i COMPLIES /
Cynudaru lona Ha xpomarorpavi sunpofonyranoro POBURHY uac | Bisnosizae
xpovarorpadis YTPUMYBARHA OCHOBHOIO 1Tk Mac BIAUOBIAATH 4acy
(BUYTPIIRIH YTPMMYBARISL OCHORHOIG TKA Ha XpOMATOrpami
MeTo)) CTAIAPTHOLO POINHHY }
Potentiometric
titration
. (I house) . A A Tr e
Bicarbonates oo _“/ | See « assay result » COMPLIES 5
Bt on oretnoMerprane | o, 0 T e R e /
SikapGonaty Husirses epesyaprat vimseicnoro swmadentisy Biznosiaac
THTPYBAIIRA -
(sryrphininiii
oL R -
TEST ! TECTH
Weighing
In-house) oy
Average mass .322“ i ”“)” 7000 - 77.37 7312 577
-\ IBAKYRBAHI % 0 « Nt i
Cepesnis vaca v (73.69 4 5%) “
(pryrpiniuii
METO/) .
On 20 sachets @ not more than 2 sachets deviate from
Ph. Eur. (2.9.5) the average mass by more than + 7.5% and none
e o deviates by meorc than + 15% - s
Uniformity of muss Erponciicsra o n v o o . COMPLIES
: R : . 3 20 nakerii: e Sinsuie 2 akerikin 4 :
Oanopumicts mach Papmakories ! ) . ) . Bianonizac
(2.9.5) X HISIOTLCS BLL COPEIITLOTO 3UAUCHI Mach
T BLABLT WK a4 7.5% 14 koeH 3 naxeriis He
o BIISMANCIBCS Gixnh tine Ha & 5% B
Weighing (In-
e Iouse e . , =
Mass variation ! Sy ,) Not performed Not performed ,
Bapiaitis aacr | 3BaKYRAHNA He misiasaerne Py e s /
apialis Mack o He musnavacrnes He srznavapes
: (suyTpiunmiii
T N —

Sample solution is colourless (Reference solution

saBapunets Chponteiicoka 139)/ COMPLIES
Aalic 3 2 foy o - . .
posamiy bapmaxones (2.2.2- 3pazox BuIpOSyRANOTO posunty Gesbapnusit Bianosinue
3> |
‘ Meroi 1) (erawtapTauii pozumn B9)
y Ph. Bur. (2.2.3) The pH of sample solution is between 7.0 and 9.0
pH PR Buanenus pH sunpodynanoro POBMIHY FHAX QAN L0 o
CBponecLra . ) 3.2
cpH N B Mexax 7.0 ta 9.0

thapmaxoties (2.2.3)




BEAUFOUR {PSEN INDUSTRIE Manufacturing Authorisation: 2023 019
Rue Ethé Virion Jlilenais va BUpOGHUITBO: 2023 019

28100 DREUX

France

Tél: +33((‘))2.37.65.46.(}0

BODYP INICEH IHIYCTPI

Pio Ere Biprow - 28100 [pro, Ppan Lis
Ten 1 +33(0)2.37.65.46.00

R

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJIIBY/BUAITYCKY

Inspection lot / KonrpoikHa cepis: 040000349517 Material code / Koa matepiany: 1 (35297
IPSEN lot number / Homep cepil WICEH: 63131 Name of product /HajiMeyBars IPOAYKTY:
Manufacturing Date / Jlata BHIOTOBACHIA: 22/11/2024 FORTRANS */ ®O PTPAHC®
Expiry Date / Tepmin NPHAATHOCTI: 3171072027 Pharmaceutical Form / JlikapesKa hopma:
$pecification reference / Crieuadikanis: 032353/16.0 Powder for oral solution / TTopowox A 0pajs HHOTO
Procedure / [pouenypa: DRE-WM-00091 PO3UHHY
Parameter/ D'\i,le‘t,i_mvd ! Siecification /'C 4 cress Result/ Unit /
FToKAZHIKHK SIKOCT ¥ F'MH PRGHHCENGE A PIKAIR Pesyasrari Qpunnust
KOHTPOIIO ?
ASSAY / KIHBKICHE BH3HA YEHHA
Gravimetry % g / theoretical
Macrogol 4000 1“(-1 f";’.""‘ff"’? 60.8 ~67.2 o " sachet
Maxporon 4000 papICIRI (64.0 & 5.0%) 03 L
(moypimii : TEOPCTHHIHITH
_mero) . e B (AT
fonic
Potassium chloride chromatography 0.694 - 0.806 0.757 g / sachet
Ao XIOpHIL JosHa (0.750 % 7.5%) o [/ Hd BAKETHK
xpomarorpadis
lonic
Sodium chromatography . g / sachet
Harpiti fotHa 2.913 A AKETIE
pil O £ f HiL TIARETHE
N xpomarorpadis
lonic
Chlorides chromatography 1149 - 1.335 | 243 g / sachct
Kuopuin lonna (1.242:: 7.5%) o P/ HA KSR
xponmarorpadis
Sodium sulfate Tonic
anhydrous chromatography 5.273 - 6.128 5725 ¢ / sachet
Harpiio cynndar lonna (5.700+ 7.5%) o 1/ HA JTAKETHR
Oesnonumi _LXpoM arorpadis e
Potentiomectric
titration
Sodium bicarbonate l1<>'re(1-]1’1;i(23i:"::unwHe 1.554 - 1.806 1704 o / sachet
Hatpiio Gikapbouar e p i (1.680 % 7.5%) N 1/ A THIKETHR
THLPY BAHHS
(Buyvpitmii
MICROBIOLOGICAL QUALITY (periodical test) / MIKPOBIQJIONTHHA HHCTOTA (nepionuiiuit)
Total Aerobic
Microbial Count *
3arannhee weHo NOT ——
WHTTEIJATHAD I < 10° PERFORMED g
acpog;:imm ’ Ph. Eur. i }-]Ic Hrn\'o}.«\/nzn,«:ﬂ | A
: L (2.6.12 and 2.6.13) | : |
MIKPOOPTAHIS in Erponciichia ;
Total Yeasts and apMAKOTIeH |
Moulds Count ? (;2'(.']‘ 12, - {
Zaraibue Ynucsioe 2805 - ) .NQI " 1 CFUig
| =al <10 PERFORMED 1 s
JAPDIGRROBAN T3 He SUKOHYBABCS i KYOH
!




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BO®DYP HICEH THIYCTP!

Pio Ee Bipron - 28100 Jipso, Dpannis
Ten 1 +33(0)2.37.65.46.00

Manufacturing Authorisation: 2230191 24
Hineusis va supoSumirso: 2023 019 1.2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJII3Y/BUTTYCKY

Inspection lot / Kowrpossua cepis: 040000349517
IPSEN lot number / Homep cepii IITCEH: 63131
Manufacturing Date / Jlara surotostems: 22/11/72024
Expiry Date / Tepmin npunarnocri: 31/10/2027
Specification reference / Crierudiranis; 032353/16.0

Procedure / TIpouenypa: DRE-WM-00091

Material code / Koa matepiany: 1035297

Name of product /Haiimeuysanss LIPOLYKTY:
FORTRANS %/ GOPTPAHC®

Pharmaceutical Form / Jdirapenka dopma:

Powder for oral solution / Mopowox mng OPAITLHOrO
posHBy

|

i

¢ Escherichia eoli ?

Absence/ 1g
Bixeyrus / v

NOT 1
PERFORMED /
He muxconrynases |

"T'his test is not performed on relouse
Hannii tect ue nposoaurnes upu BUITY CRY

"Microbiological test during release:
A periodic test performed at least once a year
Mixpodioaoriune sunpoByeanns nig vac BHTIYCKY:

Signature / ITinrmvc:
Issued by / Bunanuii:
Date / Nara: 26/12/2024
Approved by / 3atseppxena:,
Date / Tara: 26/12/2024

Nepiomaie sunpobyranna, ske BHEORYETHLCS THOHAIMEHINS 0041 Das HA pik

Conclusion / Bucnosox: Batch complies / Cepis siznosinae yeiv sustoray
PN P /

s

Paged /5




BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 01912 4
Rue Ethé Virton Jiensis Ha BupoiIrso: 2023_019_1 24
28100 DREUX

Prance

Tél = +33(0)2.37.65.46.00
BOMYP TICEH IHIYCTPI
Pio Ere Bipron - 28100 Jpso, Dpaniris
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJIIRY/BUITYCKY

Inspection lot / KoHTponsHa cepist: 040000346517 Material code / Kog marepiany: 1035297

IPSEN lot number / Homep cepii HICEH: 63131 Name of product /HalmenyBanHs IpoAyKTY:
Manufacturing Date / Jfata BArOTOWICHI: 22/11/2024 FORTRANS %/ ®dOPTPAHCY

Expiry Date / Tepmin HPHARTHOCTI 31/10/2027 Pharmaceutical Form / Jlikapepka dopma:
Specification reference / Crneuudirauis: (032353/16.0 Powder for oral solution / TTopomox Ui OpaILHOTO
Procedure / TTpouenypa: DRE-WM-00091 POIHHIY

Registration number / Homep peecTpaiiiioro nocsinuenns: UA 7 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chloride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carhonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cuia (i / AkTuBaicTb: | TAKETHK wicTirs: Makporon 4000 - 64,00 13 garpito xtopuz -1,46 15 kastito xmopui - 0,75
r; warpiio Gikapbouar-1,68 1; HaTpito cyibdar GespoHMH - 5,70r

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Po3mMip Ta THIT YIIAKOBKH! TIO 73,69 r nOpOIIKY Y MAKETHKY; 110 4 NaKeTHKH ¥ KaproHiii Kopod.

Batch size / Poamip cepit: 4 070 packs /4 070 yrakoBox

Comments / Komenrapi: i1 Not Applicable / He 3actoCoRyEIhes

(] Write comments if apy / Komenra e e SR

Certification statement:
[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured
(including packaging/labelmg 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
fmporting country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.
3anBa npo ceprudixanin
LluM 3acBlIMYIO, 10 HaBeieHa BAHIC inopmaris € JOCTOBIPHOIO TA TOUHOK. [lfo cepito upoiyKiii 6yno BupobIeHo
(BRITIOHAIOUY [aKyBAHES/MAPKYBAHHA Ta TIPOBEICHO KOHTPOTB Tl AKOCTL) HA pue3asHadeHii JnpHAL Y noBHIH
BLANOBLABOCT] 3 BUMOTAMK HaTesKHoT BUPOGHUHOT NPAKTAKH (GMP), BCTAaHOBNICHAMM MICHCBHUM PEryJisITOPHAM
OpIraHoOM, a TAKOMK BianoBiAMo 2o crenndikaiii, wo MICTHTBCS Y PEECTPAliHHOMY J0CHE kpaiHu-iMIoprepa.
TIpoToKOH BUPOGHAMIITEA, [TAKYBANIHH Ta anaTi3is GyJ10 TIEperyiHyTO Ta BCTAHOBICHO BLATTOBIAHICTS BUMOTAM
Hastexknol BHPOOHHYOT IPAKTHKH (GMP).

C. DENARIEZ
Batch release by / Cepis Burtyiera: Pharmacien Responsable

Directeur Qualité

Name and signature of the Qualified Person/ [Tpissuiie T& (1 }_.—'.ll‘] wclnorm(mameuo'i ocobu:

....................................................................................... i /

Attached: Batch certificate of analysis / Jonaerses: ceprudixar anaiizy:
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AEPHCABHA CJ1YIKBA 3 JJIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKI OBJACTI

npoB. Ceitanynoi Hanii, 3, M.Kuis, 02099, ten/haxc: (044) 576-40-41
E-mail: dls.ko@dis.gov.ua, Kog €JIPITIOV 37078774

BHCHOBOK
ApOe AKICTH BBE3eHOTr0 B Yxpainy Jikapcokoro 3acofy

02.06.2025 Ne 25050/25/10

COPTPAHC®

{HaltMeHyBaniLT MKapCLEOTO 330Gy IrIAHO 3 peccTPaUiiiiing NoCRiTIENHAM)
IOPOIIOK AAif OPATILHOI0 PO3UNHY, 110 73.69T BOPOIUKY Yy HaKeTHKY; M0 4 RAKeTHKH y
KapToHuil ropodui

(thopaia Bumycky, 203YBANKS, BILT RAXYRAUNT TKIPCHKOLo 32c0by)

Hoatep peecrpaniiisoro mocgiguerua UA/G6620/01/01 crpox ait peecrpaniiinore nocsiguernna 01.01.2099

Cepis miktpesxoro sacody Ne C63120 Kiznkicrs seesenoro aikapesroro sacoty 4000
BupoGnuk "Bothyp Incen Inaycrpi", @panuis
{naiiMenyBanusg nupoBHnka sikapeekoro acofy, kpailg NOXOMKEHH)
Breseno B Yxpainy Crinpre yxpaincpKo-ecToHCEKe Rianpuemcrso y dopai Topapicrsa
3 obMeeHol0 BianosigannuicTio "Ontiva-Mapy, AT, izenr., wox:
21642228

(Hafvenysanans 1a kog 32 CAPIIOY jopizitnol ocofu abo npisoiue, iv'a, no Gatsresi gizisnot
acoly - mignpitemus, ¥ Micle NPOAHBANAA T4 peceTpauiitiil Homep obaikerol KapTrn Anatiika
noaaTkie afo cepisg Ta HONMCP HacnopTa)

poToroa Bisyaiasnore xewrpomo pia 30.05.2025 N 1640/3.

32 pe3yiAbTATAME ACPKABHOIO KONTPOMO BCTAHOBJEHO, (10 iKAPCHKHIT 3aci@  BBezeHo B Vipainy 3
AOTPDHMAHHIM pinMor 30K0HOLSBCTEA LOX0 320e3TCHEHHA. FKOCT SHKApCBKIX 23C06is,

B“\““ m e

Onera EPBOMEHKO

KoWTpOMID) {nimmc) (ininiamy ta npiaanme)




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BODYP TICEH THIAYCTPT

Pio Ere Biprow - 28100 Jlpro, dpanuis
Ten @ +33(0)2.37.65.46.00

CE

Manufacturing Authorisation: 2023_019
Jliuensis Ha BHpoGHuLTso: 2023 019 1

RTIFICATE OF ANALYSIS / RELEASE
CEPTU®IKAT AHAJIIZY/BUITYCKY

Ingpection lot / Kourponwra cepis: 040000349450 Material code / Kon matepiany: 1035297
IPSEN lot number / Homep cepii IICEH: C63126 Name of product /HaiiMedyBaHus NPOLYKTY:
Manufacturing Date / Jlara surotosnenns:  22/11/2024 FORTRANS % GOPTPAHC?
Expiry Date / Tepmin TpHIATHOCTL: 3171072027 Pharmaceutical Form / Jlikapeska dopma;
Specification reference / Crieuudyixanis: 032353/16.0 Powder for oral solution / TTopomox ans opajibHOTO
Procedure / llpoueaypa: DRE-WM-00091 PO3UHHY
Parameter/ M.e(lllud / .. . . . Result/ Unit /
HoKamHIIcH SIROCT] Meronu Specification / Creyndirauia Pesyabrath G
KOHTPOJHO
GENERAL CHARACTERISTICS 7 341 A HI XAPAKTEPHCTHKH
Visuul . w ; ]
‘ . T drasal) Sachets containing a white powder, {reely soluble in y B
Description T water COMPLIES ,
Bisvannuo . . . /
Onue (mﬂ:l‘pimnr'iri Tfakernicn 3 noponkom GLIOr0 KOL0pY. AKUIT Aerko Bianosinae
N POBHHHSETLES Y RO
METOM) :
IDENTIFICATION / 1AEHTHOIEALA
Size Exclusion The retention time of principal peak in the
Chromatography | chromatogram of'test solution is similar with retention
{In-house) time of the principal peak in the chromatogram of
Macrogol 4000 Meron reference solution COMPLIES ,
Maxkporoa 4000 Exeximositinol Ha xpomarorpami BHOpPOSOBYBAHOrO POBYMMY HAC Bianosiiac !
spomarorpadii YEPUMY BAHHS OCHOBHOIO THKA M€ BLTTOBIAATH Hacy
(mryrpitif VEPHMYRBAHHA  OCHOBHOIO [iKa Ha XPOMATOrpami
MCTOR) STAHAAPTHOTO POHHELY
lonic The retention time of principal peak in the
chromatography chromatogram of test solution is similar with retention
({n-house) time of the principal peak in the chromatogram of
Potassium reference solution COMPLIES /
Kanii lonna Ha xposmarorpami BunpoGoByBanoro po3uuHy wac Bianosinae ’
xpomarorpadix VIPUMYBAHHS OCHOBIOTO IIKA MaE BIATORDIATH Yacy
(BHYTPILIRAIH VIPHMYRAULs  OCHOBHOPO flika Ha XPOMaTOIpami
METON) CTAHARPTHOLO POULHY POIUMHY
[onic The retention time of principal peak in  the
chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Sodium reference solution COMPLIES ;
Harpiit Towna Ha xposmarorpami sHIpoGoBy BAHOIO POFYMHY YdC Bianoniiae !
KpoMarorpadis VTPUMYBAHHS OCHORIOPO XA MAC BILANOBIAATH Hacy
(BuyTpiuuiii VIPUMYBAHHS OCHOBHOIO IHKA 1 XPOMATOrpami
METON) CTAHAUPTHOIO PO3UHEY
lonic The retention time of principal peak o the
chromatography chromatogram of test solution is similar with retention
_—— {(In-house) time of the principal peak iu the chromatogram of
Chlorides S n o o g COMPLIES
Xropu - rqucfnu. _'S((")IL%“OH, o B /MBS /
Tonwa Ha xpomarorpami BUNpoGaBYBAIONO PO3UMMY UYdC Biaroninae
xpomarorpadis VIPUMYBARHS OCHOBAOTO THKA MAE BIATORILATH acy
{(BHyTpINHi VIPHMYBAHHS OCHOBLOPO KA HA XPOMATOTPaMi
METON) CTRHIEAPTHOTO POZUHRMY
/ Page 1 /5




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Té: +33(012.37.65.46.00

BO®VE ITICEH HIYCTPI

Pio Ere Biprou - 28100 pso, dpariis
Tes - +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023_019_ 1.2 4
Jliensis na pupobuunurso: 2023 0191 2 4

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot / Kontponbna cepis:
IPSEN lot number / Homep cepii INCEH:

Manufacturing Date / Jlara BMroTosnenus:

Expiry Date / Tepmin npunaTsHocTi:
Specification reference / Crienpdixaris:

CEPTUDIKAT AHAJIIBY/BUITY CKY

040000349450 Material code / Koa marepiany: 1035297
63120 Name of product /HalMenyRanHsI IPOLYKTY!
22/11/2024 FORTRANS % GOPTPAHCY

31/10/2027

032353/16.0

Pharmaceulical Form / Jlikapcbka (opma:
Powder for oral solution / TTopomiox mis opatsHoro

Procedure / [Ipoueaypa: DRE-WM-00091 po3ary
Parameter/ Method / g 3 P Result/ Unit/
Tloxasumicn scoeri Meroam Specification / Cieungircaiis PesyanTat Omunnos
KOHTROMO ?
lonic The retention time of principal peak in the
chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Sulfates reference solution COMPLIES p
Cyinharn louna Ha xpomarorpami suirpofOBYBEHOIG PO3URNY Hac Bijnosizae ’
spomarorpadyia VTPHMYRBATIHA OCHOBHOUO [11KA MAC RINOBIATH Hacy
{(BRyTpinsiif VIPHMYRAGHS  OCHOBHROCO TiKA Ha XpOMarorpami
METOA) CTANZAPTHOTO PO3YHHY
Potentiometric
titration
Bicarbonates . (ln}/um..\‘e_" say result » COMPLIES
o ] oreHuiomerpuune ; - . . : .y i
BixapGonari . JIHBITHER «PE3YALTAT KIABKICHOTO BUIHAUCHHSY Binnoniiae
THTPY BARHSL
(Bryrpimsi
e MeToN)
TEST [ TECTH
Weighing
(In-house) e e
Average nmiass - 70.01 —77.37 73 43 ol

Cepeans saca L
(nuyrpinmii

MCTOM)

(73.69 £ 5%

Ph. Bur. (2.9.5)
Caponeicnbra
thapMakores
(2.9.5)

Uniformity of mass
QiIOPIHICTDL MacH

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%

320 naxerukin: re OLALIE 2 NAKETHKIB
BUIKMISIOTHCH Bt CEPENHBOTO SHAMCHHS MACH
Bispur Hin Ha & 7,3% Ta IKOACH 3 (AKCTHKIB HE
BLANINAECTHC GLbL i Ha & 15%

COMPLIES
Biuwosinac

Weighing (In-
house)
SRANCY BN
(BuyTphnil
METOiL)

Mass variation !
Bapiauis sacu |

Not performed
He nusugaacrnes

Not performed
He susiavascs

Ph. Eur. (2.2.1)

Clarity of solution - N
Crponeicsra

Iposopicrs

Sample solution is clear (Reference solution 1)/
3pasok BuipoOGYBAHOTO POIYHIY NPOZOPHT

COMPLIES

thapmarones (2.2.3)

dapmarones (2.2.1) . Bisnoriaac
POBHHHY hap ( (cravaapTHH posuuy [) 4 1ac
Ph. Eur, (2.2.2-
Color of solution _‘mu[hug 1)) Sample solution is coh'mrie:ss (Reference solution ‘ )
SapaieHia CrporeiicLra B9)/ COMPLIES
pm'll - thapmakones (2.2.2- 3pasox sunpoByBanoro posunny Gesbapsuuit Binanosigae
‘ - meroz ) (crappapTHuil posynn BY)
b 7 The pH of sample solution is between 7.0 and 9.0
pH et '311'1%;:1}1 I; mxi't oi;\'u'm()m DOZUMHY 313 f( The
ERHERBERE Bitt p POGYBALOTO POSHHHY SHAXOAUTECH {4 ;
pH B mesxax 7.0 va 9.0
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BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 _019 1 2 4

Rue Fthé Virton Jliuensis ua supoBmareo: 2023_019 1 2
28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BOMYP ITICEH HIVCTPI

Pro Ere Biprou - 28100 [Ipro, dpanuis

Ten : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE
CEPTHU®DIKAT AHAJIIZY/BUITY CKY

Inspection lot / Kourponsua cepis: 040000349450 Material code / Kon matepiany: 1035297
IPSEN lot number / Homep cepiy HICEH: C63120 Name of product /HaliMeryBanus npoaykry:
Manufacturing Date / Hara gurorossicHus: — 22/11/2024 FORTRANS ¥/ GOPTPAHCY
Fxpiry Date / Tepmin npunarHocti: 31/10/2027 Pharmaceutical Form / Jikapcerka Gopma:
Specification reference / Crieuudikania: 032353/16.0 Powder for oral solution / [Topourok s OpasbHOre
Procedure / ITpouemypa: DRE-WM-(0091 PO3UUAY
Parameter/ l\l/‘j;ﬂ.md / Specification / C oo Result/ Linit/
Howazuukn scocTi n SPECHICAHDE HCheihphcadis Pesyavrars OQamunus
KROHTPOIO
ASSAY / KIABKICHE BHIHAYEHHH
Gravimetry g / theoretical
Macrogol 4000 Lt 60.8- 672 sadlich
Maxkporon 4000 I3<“;41M‘(4fpff¥' (64.0 1+ 5.0%) Bl . r{ e
(BryTpitinii ’ PEOPETYHN
METO) AARETHE
Tonic
Potassium chloride chromatography 0.694 - 0.806 0.746 g / sachet
Kaniro xropmi forna (0.750 4 7.5%) T I/ HA TRKETHK
xpoMarorpadis
Tonic
Sodium chromatography 2.663 —-3.095 2912 &/ sachet
Harpi# lovua (2.879 4:7.5%) o '/ 1A NAKEeTHK
xpoMarorpadyis
lonic
Chiorides chromatography [.149 .- 1.335 | 236 £/ sachet
Kropuan fouua (1.242 % 7.5%) 4 A AR i
xpomarorpadris
Sodium sulfate lonic
anhydrous chromatography 5273 -6.128 5733 g / sachet
Harpito cysandar founa (5.700:% 7.5%) T I/ Ba NaKETHK
GC3BONHMI Xpomarorpadis
Potentiomectric
titration
- . ) (In-house) - g 7 sl ar
Sodium bicarbonate Tl et oM TP HE 1.554 - [.806 1701 g/ sachet
Harpio Sikaptouar o P {1,680 4 7.5%) o ©f HA AKCTHK
: THTPY BUHHS
(ruyTpiurii
MeTwa) s -
MICROBIOLOGICAL QUALITY (periodical test) / MIKPOBIOJAOT{MHA MHCTQTA (mepiogiiiii)
Total Aerobic
Microbial Count *
3arajpHe HHCRO ] NOT CPU/g
KICTES AT Ph. Eur, < 104 PERFORMED YO
mfpom‘mf - (2.6.12 and 2.6.13) He BuionyBascs
MIKPOOPTaHizMb ———
{TAMC) i s
Total Yeasts and dpmﬁmoncx
Moulds Count * (2L, —
BarainHe Yncio 26:59) "2 A CFU/g
Jafdt <10 PERFORMED gl
APTRILKOBIX T2 He Brkoniy BaBCs K¥YOh
Linerax rpubis
(TYMO)
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Tél: +33(012.37.65.46.00
BOGYPITTCEH IHIYCTPL

Pio Ere Biprow - 28100 Ipyo, Dpauyuia
Ten: 33(0)2.37.65.46.00

Manufacturing Authorisation: 2023 019 1 2 4
Jlineuzis ga papodHuurso: 2023 019 1 2 4

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot/ Konrponsya cepis:

IPSEN lot number / Homep cepil IICEH:
Manufacturing Date / Jlata BUroToBICHHS:
Expiry Date / TepMin npraaTHocTi:
Specification reference / Coenadicaii
Procedure / {lponenypa:

CEPTUGIKAT AHAJIBY/BUITYCKY

Fischerichia coli *

040000349450 Material code / Kon Marepiany: 1035297
063120 Name of product /HaliMeryBayHs (poLyxry:
22/11/2024 FORTRANS ® GOPTPAHCY
3171072027 Pharmaceutical Form / Jlikapeska dopma:
032353/16.0 Powder for oral solution / ITopomox s opansHOro
DRE-WM-00091 PO3UMHY
NOT
Absence/ 1g PERFORMED /

Bigeytus / Ir
i He BuxoHyBaBCS

IThis test is not performed on release
Jlansit recT HE NIPOBOAKTLCR ITPH BHITYCKY

Microbiological test during release:
A periodic test performed at least once a year

Signature / Hipnuc:
Issued by / Bupasnwii:

MikpoGioaoriume BHapOSYBAHNA B HAC BHUYCKY!
[Tepioarane sunpolyBanus, AKe RHKOHYCTECA IIOHARMEHIIE QUM PA3 Ha PiK

Conclusion / Bucnosok: Batch complies / Cepis BinmoBizae yciM BHMORaM i
Date / Jara: 23/12/2024

Approved by / 3arsepipreno:.”
Date / Dara: 23/12/2024

Paged /5




BEAUFOUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 019 1 2 4
Rue Ethé Virton JNiuensis ra supodunnTse: 2023_019_1 2 4
23100 DREUX
France
Tél - +33(0)2.37.65.46.00
BO®YP HICEH IHJIYCTPI
Pro Ere Biprou - 28100 Hpro, Dpanuis
Test : +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJIIZY/BUITYCKY

Ingpection lot / Kowrponbua cepist: 040000349450 Material code / Ko marepiaty: 1035297

IPSEN lot number / Homep cepit ITTCEH: C63120 Name of product /HaltmenyBans npoaysTy:
Manufacturing Date / Jlata surorosaeuns:  22/11/2024 FORTRANS ®/ DOPTPAHCY

Expiry Date / Tepmiy npanaTaocti: 31/10/2027 Pharmaceutical Form / Jlixapcexa dopma:
Specification reference / Crenpdixanis: 032353/16.0 Powder for oral solution / IToponiox wis OpaibHOTo
Procedure / Tlpouenypa: DRE-WM-00091 PO3YUHY

Registration number / HoMep peecrpanifinoro noceimyenss: UA / 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chloride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cuna gl / Axcrreiniers: 1 narersk mictuts: Makporos 4000 - 64,00 r; warpio xmopui -1,46 r; kaxio xnopui - 0,75
r; Harpito Oikapbonar-1,68 r; warpito cynepar 6ezsonuuil - 5,70 r

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Poamip ta tirt ynaxosxu: 10 73,69 r nopowKky y MakeTHKY; 10 4 NakeTHiEH Y KapTouuii kopobii.

Batch size / Posmip cepii: 4 070 packs / 4 070 ynaxosox

Comments / Komenrapi: 1 Not Applicable / He sacrocosyerses
O Write comments if any / KOMERTAPI, 38 HASBIIOCTI oo

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.

3assa npo ceprudivanio

1lum saceinayro, o nasegena suine iHbopmanis € Joctosipuoo ta Tounoeo. o cepiio nposyxuii Syio supobaeno
(BKITIOUATOYM MAKYBAHHA/MAPKYBAHHS T TIPOBCUCHO KOHTPOIIH 1T SKOCTI) HA BHIIC3A3HAUCHIH JUbHUUL Y TIOBHIH
BIJTOBIHOCTI 3 BUMOTaMH HaNexHOT BUpoOHuyol npakracy (GMP), BCTaHOBIEHUMY MICLEBUM PETYIATOPHHM
OPTaHOM, 8 TAKOIK BIAMOBLIHO 20 crtetmdikaliii, 1o MICTATCS Y peecTpailifiHoMy J0Cke KpalHH-IMIIOPTEpa.
Iporokon BupoGHUIITBA, NAKYBAHEN Ta aHANI318 SYiT0 NeperistiyTo Ta BCTAHOBICHO BIANOBIIHICTL BHMOraM
HanexHol Bupobunyol nparuky (GMP).

Batch release by / Cepist sunyuiena:

Name and signature of the Qualified Person / Tlpissuiue 1a Hiae Y iosroswkenol ocodu:

s e

Date of signature / Jlara nixnucanns:
A et et b e

Attached: Batch certificate of analysis / Jlonaerses: ceprudixar aHanisy:
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AEPKABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KHIBCHKIHA OBJIACTI

npos. Caitsnartoi Haaii, 3, m.Kuts, 02099, texn/hake: (044) 576-40-41
E-mail: dis.kofd!s.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Hpo AKiCTh BEE3EHOI0 B Y Kpainy MiKapcsKoro 3acody

02.06.2025 Ne 25051/25/10

OOPTPAHC®

(HafiMenyBanna Nikapcsroro sacofy 3riaN0 3 peecTpauifiinin nocsinyennam}
TOPOLIOK /ISl OPAJNBLHOTO POMHY; 10 73,69 I NopowIKy y NAKETHKY; 110 4 NAKETAKH Yy
KapToHRiH Kopodui

{thopma srmyesy, 03YBAENA, BIA BAKYRANiE TIKAPCLEOro 3acoGy)

Hoxiep peectpaniiinoro nocsiguenna UA/6620/01/01 crpox it peecrpauiiinoro noceiauerus 01,01.2099

Cepia sikapchioro sacody Ne C63129 KinskicTb BBC3eHOrO dikapobroro sacody 2000
BupotHig BOOYP HICEH IHAYCTPI, ®panuis
(srafimenysanns BUpoGHIKA NIKAPCHKOLD Jacody, Kpailia noxvitseling)
Breseno b Ykpainy Cruinbne yrpaincbko-ecToHCLKe MANPHEMCTBO Y dopyi ToBapucTRa
3 obaexenoro Binnosigansuictio "Onrima-Capsr, ITH", ixent. wom:
21642228

{nafivenysatna Ta xoa 3a €APTIOVY woputanei ocobit ado apiseuime, M, 110 GaTekob] driazunni
ocobir - rinnpaeas, T Micte NPOXUBIRER T4 peccTpadiiiani HoMep aGAIXORCT KAPTRI MAXTHEKA
HogaTKiE 460 CCPi T4 HOMEp nacnopTa)

IIporexon Bisyanabnore kerrpomo gia 30.05.2025 N 1640/4.

3a  pesyNbTAaTAMH  HEPRABHOrO KONTDONIO BCTAHOBASHO, w0 Jjikapcskuil 3aci6  Beeseno B Vrpaiuy 2
ﬂOTth\-lal{ HAM BitMOr 31KOHOLABCTBA MO0 3a0€3NCUCHHR AKOCTI MIKAPCLKIK 30C0BIE,

Omera EPEOMEHKO

ROKTPOND) {minnue) {(ininiesm Ta npizane)




BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

&l A 33(002.37.6
BO®VP HIC

5.460.00
IHAYCTPI

Pro Ere Bipron - 28100 pbo, ®panilis
Ten : +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023_019_1
Hinenziz wa BupoOHUNITRO: 2023_019_1

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot / KostponbHa cepis:

TPSE

N Jot number / Homep cepil HICEH:
Manufacturing Date / Java surorosnerus:  22/11/2024

Expiry Date / TepMin npuiiarHocTi

Specification reference

Procedure / TTpouenypa:

/ Crietupixartis:

CEPTUDIKAT AHAJIZY/BUITY CKY

(40000349452
C63129

31/10/2027
032353/16.0

DRE-WM-00091 POBYMHY

Material code / Kox martepiany: 1035297

Name of product /Hafimeuysanns npoayKTy:
FORTRANS # GOPTPAHCY
Pharmacentical Form / Jlikapceka hopma:
Powder for oral solution /

24
24

MOPOIMOK 218 0PalibHOTO

lonua
xpomarorpadis
(BuyTpiumii
METOM)

Ha xpomarorpami BHRpOGOBYBAHOIO PO3YMITY 4ac
YTPUMYBaABI OCHOBNOIO T1KA MAC BIAHOBIALTH qaCy
VIPHMYBAUKA  OCHOBHOIO 11IKA HA XPOMaTOIpami
CTAHAAPTHOND POSHHHY

Parameter/ I\’Ict‘l.md/ e . , N Result / Unit/
TOKAIHHIH SKOCTI Meroau Specification / Cnenudiranin Peavii T G
KOHTPONIO >
GENERAL CHARACTERISTICS / 3ALAJDIT XAPAKTEPHCTHEN
o (1,\,/;;?:3& ) | Sachets conraining a white powder, frecly soluble in _ B
I?e.scnptw on Bisvainmo water COMPLIES /
Onne (n'”;,; 'p"iﬂx.u.iifi Tlakeruxu 3 NOPOUKOM BLa0r0 KONLOPY, KM JCIKO Bixroninac
o POSYHHIECTHCS Y ROAL
METOM)
IDENTIFICATION / IAEHTHOIKALIH
Size Exclusion The rctention time of principal peak in the
Chromatography chiromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Macrogol 4000 Meroit reference solution COMPLIES ,
Maxporon 4000 Lxermosiitaol Ha xpomarorpami BMIpoGOBYBAHOIY POJUUHY wac Bianosiyue '
xpomarorpadii YIPHMYBAHS OCHORHOID NMika MAC RIATIOBIAYTYH Hacy
{rHyTpimif YTPUMYBAIIIS  OCHOBROIO 1IKA Ha  XpOMaTorpami
METOM) CTAHAAPTHOIO POSTHHY
lonic The retention time of principal peak in  the
chromatogr, chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Potassium reference solution COMPLIES P
Kanif fonna Ha xposmarorpami BunpoSoBYBAHOTO POSHMHY Y&C Biamosigae ’
Xposmarorpaiis YIPHMY B OCHOBHOTO IHIKA Mae BIIHOBLAATH HACY
(auyrpininiii YIPUMYBAHUS  OCHOBHOIO  UHKA  ua  XPOMATOrpasi
METOJ) CTAUAAPTHOTO POATRILY POIYBHY
Jonic The retention time of principal peak in  the
chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Sodium reference solution COMPLIES y
Harpi lonua Ha xpomarorpaMi BUIPOGOBY BAHOTO POIUMHY HAC Bijnosinac '
xposmarorpadis YIPAMYBAUS OCHOBHOTO UiKA MAC BLANOBLAATH YACY
(BuyTpinmii YEPHMYBAHAS OCOBHOIO UIKA HA XPOMATOPaMi
METO) CTATIAQPIHOTO POSHHUY
lonic The retention  time of principal peak in  the
chromatography chromatogram of test solution is similar with retention
Clillofides (In-house) time of the pr?ncipal peak in the chromatogram of . B
, i reference solution COMPLIES ;
Xnopui Bimrosinae /
lamosinae




BEAUFQUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Tél: +33(0)2.37.65.46.00

BODOYP ITCEH IHJIYCTPL
Pro Ere Bipron - 28100 [pro, Opannis
Tes +33(0)2.37.65.46.00

CERTIFICATE OF ANALYSIS / RELEASE

Inspection lot / Kowrposapta cepis:

IPS

V1ot number / Homep cepil INICEH:
Manufacturing Date / J{aTa BUroTOBICHHS:

Expiry Date / Tepmin npuaaTHocTi:

Specification reference / Cricundixauis:

Procedure / TIponemypa:

CEPTUODOIKAT AHAJIBY/BUITYCKY

040000349452

63128 Name of product /Haiimedysanus opoayKTy:
2211172024 FORTRANS ® ®OPTPAHC®

31/10/2027 Pharmaceutical Form / Jlikapebxa dopma:
032353/16.0

DRE-WM-00091 POIUHHY

Material code / Kog mavepiasy: 1035297

Powder for oral solution / {Topowmox Ajig OpasbHoro

Method /

xpomarorpadis
(BHYTpLINIT

YIPUMYBAHIE OCHOBHOTO riKa Mae BLATIORIIATH Hacy
VIPUMYBAHRE  0CHOBHOIQ ika  Ha }'\’DO,\’(B,’I‘()I"]’)H:’\’H

Parameter/ : : : ; Result/ Unit/
TORasHIH SIKOCT Meroan Specification / Crienmdixauin PesvanTath Ot
ROIFTPONI0 .
lonte The retention time of principal peak in  the
chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Sulfates reference sohition COMPLIES ;
Cysabharu lonaa Ha xpomarorpami BHIPoGOBYRANOIO POIMURY 4ac Binnosinae ’

Oanopianicrs Macu

('1)21]’);’\1 AKONCT
(2.9.5)

3 20 nakeruking ne Sinpire 2 makeTurin
BUINHSIOTECS B CEPCUHLOIO SHAMCHIS MACH
Sinnui HbK BHa:l 7,5% Ta )KOHCH 3 ITAKCTHKIB He
BiAXMsIErbes Olani Hix ya sk 15%

Bijnonsixae

_______ ] MeToi) CTANAPTHOTO POUHRY
Potentiometric
Gration
- (In house) . o i
Bicarbonates o, & See « assay result » COMPLIES
. Horeoniomerpuine ; i L e
bixapSonary JIABITLOS «peRyABTAT KLILKICHOTO RH3HAYCHNAY Bimostisae
: TRUDYBAHHS
(sryTpinsaif
MOTOL)
TEST ! TECTH
Weighing
(In-house) o rey
Average mass ';} o »mm)x p 70.0% - 7737 7230
. - SREKVBUHLIY ; SR S5
CPEAHS MACE ; s (73.69 & 5%)
(REYTpHITIH ’
MOTOM)
On 20 sachets @ not more than 2 sachets deviate from
Ph. Eur. (2.9.5) the average mass by more than £ 7.5% and none
L . . . N deviates by more than £ 15% . e
Uniformity of mass €pponelichbra Y ) ' COMPLIES

Mass variation |
|

piasis Macu

Weighing (In-
house)
3panyBasHA
(BHyTRpIIMIT
MUTOL)

Not performed
He sugnanacrses

Not performed
He pusnadtascs

Clarity of solution
[Ipozopicrs
POIUHITY

Ph. Bar. (2.2.1)
Crponefichra
hapmakones (2,2.1)

Sample solution is clear (Reference solution 1) /
3paszor BUIPOGYBALOIO DOBYHHY NPOIOPIL
(crampapriuit posunm 1)

COMPLIES
Bignosinae

Color of solution

Ph. Eur. (2.2.2-
method 1)

Sample solution is colourless (Reference solution

thapmaroies (2.2.3)

Caporneiicbra 39) / : PLIES
safapraens P brea . ~ B9)/ o 5 (._.(')MI LIES
POIMIY thapsaxones (2.2.2- pazox sunpolysanoro posuray Oesdapsumit Bianosigac

’ ; meTon 1) (crasap i posusy 39)

Pb. Eur. (2.2.3) The pH of sample solution is between 7.0 and 9.0
pH AR S Fuaucnast pH BHAPOOY RAHOTO POFUMNY FHAXOAWTLCS ,
€pporneitchia o 8§.2
pH B mewax 7.0 ta 9.0
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BOGYP HICEH IHIIYCTPI

Pro B
Tea

Biprow - 28100 [Ipro, Pparuis
33(0)2.37.65.46.00

Tnspection lot/ Kourpossra cepis:

[PSEN lot nunber / Homep cepii ITICEH:
Manufacturing Date / Jlata BUroTOBACHHS:

Expiry Date / TepMin npuiarsocti:

Specification reference / Creundikauis:
Procedure / [poneiypa:

0400003494
C63129
22/11/2024
3171072027
032353/16.0

DRE-WM-00091

52

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUDIKAT AHAJIIBY/BUITY CKY

Material code / Koj marepiaiy: 1035297

Name of product /HalimeuyBanis npogyxty:
FORTRANS %/ GOPTPAHC®

Pharmaceutical Form / Jlikapcexa dopma:

Powder for oral solution / [TopoLok s opajibHOTO

POIUUHY

Method /

xpomarorpadis

Parameter/ ) ; ; 5 . . Result / Unit/
i . Meroa Specification / Cuenndikauin .
Hokasuuky sakocri . Pesynwrarti Ounnuus
KOHTPOIIO
ASSAY / KIALBKICHE BHIHAYEHHN
Ciravimetry ¢ / theoretical
Macrogol 4000 r( {’:Rf’;’ (ﬁ‘f‘? ) 60.8 672 A "ff?}i‘
Maicporos 4000 kil (64.0 + 5.0% i Lo
(BryTpiweii TEOPCTHUHNH
METOL) HHARCTIIC
Tonic
Potassium chloride chromatography 0.694 - 0.806 0.740 g / sachet
Kanio xitopun fouua (0.750 L 7.5%) S 1 HE Ak THIK
xpoMarorpadis
Tonic
Sodium chromatography 2,663 —3.095 2908 g / sachet
Harpit lontia (2.879 :1: 7.5%) o "/ B3 HAKETHI

Chlorides
Xaopuan

fonic
chromatography

fonna
xposmarorpadiz

1149 - 1.335
(‘ 242 4 73"/2,)

g/
1/ I ATGRCTHK

Sodium sulfate
anhydrous
Harpio cynngar
Geanonnit

Tonic
chromatography
lowa
xpomarorpadis

5273 - 6.128
(5.700 £ 7.5%)

3.695

¢ / sachet
I/ A HAKETHK

Sodium bicarbonate
Harpito Gikapbonar

Potentiomectric
titration
(In-house)

Iorendomerpuiue

THTPY BAHES
(Brytpinoi
METOA)

[.554 . 1.800
(1.680 & 7.5%)

1.695

g/ sachet
r/ Ha EKeTIK

MICROBIOLOGICAL QUALITY (periog

tical test) / MIKPOBIOJOTTYHA YHCTOTA (nepiomiruiii)

Taotal Acrobic
Microbial Count ?
3arabHe YHCio

AHTTEINATHHIX
acpoBHIX
MIKpPOOprasizuie

3UransHe YHeHo
APHKAKOBMN Ta
UBLICRIX rpUbin

(TYMO)

Ph. Ear.

(2.6.12 and 2.6.13)

CpponeHcnra
Mapmaronea
(2.6.12,
2.6.13)

NOT -
<100 PERFORMED L
KYOh

He pukonyrancs
<107 PERFORMED Ul
ERLORMEL KY O/

He suronypascs

Page 3/5




BEAUFQUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BODYP MICEH IHAYCTPI

Pro Eve Biprou - 28100 Hpro, Gparis
Ten : +33(0)2.37.6546.00

Manufacturing Authorisation: 2023_019_1 2 4
Juemsis na supoOuuireso: 2023 019 1 2 4

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUGIKAT AHAJIZY/BUITYCKY

Tospection lot / Korrponsna cepis: 040000349452 Material code / Koa marepiany: 1035297

IPSEN lot number / Homep cepil HHICEH: 63129 Name of product /HalimenyBarts nposyxry:
Manufacturing Date / Jlara purorosnennss:  22/11/2024 FORTRANS & GOPTPAHCE
Expiry Date / Tepmid IpuaaTnocTi: 31/10/2027 Pharmaceutical Form / Jlikapcska dopma:
Specification reference / Crietudixaiis: 032353/16.0 Powder for oral solution / Iopomok wist opansHoro
Procedure / [Tpouenypa: DRE-WM-00091 posUnHy

i ; o ; Absence / 1g NOT .

Escherichia coli® ADSEDEE T 15 PERFORMED /

Bigeyrus / 1r
He BUKOHYBABCH

"This test s not performed on release

"Microbiological test during release:
A periodic test performed at least once a year
MikpoGionorinie BUnpoSy BIHNS i1 4aC BAITYCKY:

Signatuve / [ijrme:
Issued by / Buaaunii:
Date / Jara: 23/12/2024
Approved by / 3aTBep/DKERO:
Date / Hara: 23/12/2024

[Tepioanme BUAPOBY RAUHA, AKC BMKORYCTHCH LOHANMEHIIS OAHH Pa3 M Pik

Conclusion / Bucnorox: Batch complies / Cepia Bianosijae yoiM BUMOTam -
L ".--") 2w

R T P /
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BEAUFOQUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023_019_1 2 4
Rue Fthé Virton Jlivensis va BupoOuuurso: 2023 019 1 2 4
28100 DREUX

France

Tél : +33(0)2.37.65.46.00

BOOVP HICEH THYCTPI

Pro Ere Bipron - 28100 Jpno, Opamuis

CERTIFICATE OF ANALYSIS / RELEASE
CEPTUPIKAT AHAJIBY/BUITYCKY

Ingpection ot/ Kontponsza cepis: 040000349452 Material code / Koy matepiany: 1035297

IPSEN lot number / Homep cepii ITICEH: 63129 Name of product /HalMeRyBauus [IPOAYKTY:
Manufacturing Date / Jlara surororaenus  22/11/2024 FORTRANS */ pOPTPAHC®

Expiry Date / Tepmin ripuaataocri: 31/10/2027 Pharmaceutical Form / Jlikapcska dopma:
Specification reference / Crienudyikanis: 032353/16.0 Powder for oral solution / TTopowok uis opaisHoro
Procedure / Tpouenypa: DRE-WM-00091 POSHUMHY

Registration number / Homep peecrpauiiisoro nocsinuenns: UA/ 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chloride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g

Cura iit / AkTHBHICTE: | makeTHk MicTHTh: Makporon 4000 - 64,00 r; Hatpito xnopux -1,46 r; kanito xnopua - 0,75
r; parpiro Gikapbouar-1,68 r; narpiro cynbdat Gezsompuii - 5,70 r

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Posmip Ta Tan ynakosku: 1o 73,69 r HopomiKy ¥ [AKeTHKY; 110 4 NMaKeTHKK Y KapTOHHiA kopodil.

Batch size / Poamip cepit: 4 070 packs / 4 070 ynaxorok

Comments / Komenrapi: {71 Not Applicable / He sacrocoryetnes

() Write comments if any / KoMmenrapi, 38 BASBHOCTII o e

Certification staternent:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured
(inctuding 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.

3agsa upo ceprudirvaniro

Llnu 3acsiguyio, o Hapegena suute indopmatis € 10cToBIpHOIO Ta TogHot0. Llfo ceplio mponyiuii 6y:10 BUpoOICHO
(BIONOUAIONY TIAKY BAHMS/ MAPKYBAHHS T4 TTPOBEAEHO KOHTPOSIH 1T SK0cT]) Ha BHILNe3a3HAUCH M JALHIIL Yy [TOBHIHA
BLOBIIHOCTI 3 BAMOraMy HANEXKHOT BHPOGHHUOT npaxTuiy (GMP), BCTAHOBISHUME MICUEBUM PErYSTOPHUM
OPraHOM, & TAKOX BIANOBIANO A0 crietMBikalliil, 1O MICTATECH Y PEECTPAUIHHOMY HOChE KpalHH-IMIOpTCpa,
[TpoTokons BUpOOHUIITBA, DAKYBAHHA Ta AHANI3IB YN0 NEePervHYTO Ta BCTAHOBIEHO BLITOBIICTL BUMOTAM
HaexHOT BupoSHmuol npaxruxy (GMP).

Batch release by / Cepist sunyimena:

Attached: Batch certificate of analysis / Jonacrses: ceprudikar ananizy:
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EPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHE ¥ KHIBCBKIU OBJACTI

npoa. CeiTaudHOl Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
1po SKICTH BBE3EHOTO B YKpaiHy JIKApCHLKOro 3acody
07.07.2025 N 31806/25/10
OOPTPAHC®

{aiineHyBAHHA JIKAPCHKOTO sacofy 3riano 3 pescTpadiiHim AIOCBifIYEHEAM)
[IOPONIOK /1N 6PAJBHOTO PO3HITHY; IO 73,69 r MOpPOMIKY Y MAKETHKY; [0 4 nakeriryu y
KapToHHiii xopooui
{thopMa BHIYCKY, HO3YBRHHA, BIZ NAKYRAHHI nrikapcLEoro 1acoby)

Hontep peecTpauiiiHOro nocsiHenns UA/6620/01/01 ctpox aii peectpauiiinoro nocsizsenns 01 .01.2099

Cepis nixapcskoro 3acoby Ne D53463 Kinbxicts BBesenoro Jikapeskoro sacedy 2000

Bupofuux BEO®YP IMICEH IHTYCTPI, dpanuig

{HaiinMeHyBaHRA BHpOBHMKA TTKAPCHROTO 3ac06y, KpaiHa NOX0AKCHHA)

Baeseno B Yxpainy Cniaple yKpailchbKo-eCTONChKe NINPUEMCTBO Y topmi
TOBApPHCTBA 3 00MEXKEHO0 sigmosinanemictio "Ontima-Papm,
JITA", tnenr. xom: 21642228

(HaiiMeHYBAHEA Ta KOZ 32 €JIPTIOY ropranunoi-ocobi aflo mpizBHILe, IMA, N0 BaTeROsi
drizmanoi ocofi - TEANPHEMIA, if MiCle IpoMHBANNA Ta peccTpaitiiisuil Homep obnixosol
KAPTKH IIATHNKA NOJATKIB afo Ccepis Ta HOMEP NAcTopTa})

IIpoToK0A BisyAIBIOTO KOWTPOIIO BiT 03.07.2025 Ne 2049/17.

32 peaynbTATAMH JIEPH@BHOr0  KOHTPOMIO BCTAHOBNEHO, WO JHKApChKuit 3acié  BpezeHc B Yrpaidy (3

JOTPUMAHHAM suMOr 3aKOHOABCTRA Woao 3aBe3NeUeHAA KOCT] HiKaPChKIX 3aco0is,

1 Kx:xc? Ly

B TAXOH T, 4

Ny i-\;\mm IPO%{
A

Havasns g /ﬁeﬁﬁ'\? K

/é . CQ;/ Bixtop CTE®KIBChKHI

o A —— : E] - - -
{#TPO.1ID) W (iniuinay Ta npiasuile)

{no fan quxﬁﬂ Aep# :'l’;_}g%ro-

[+=]




Manufacturing Authorisation: 2023 019 1 2 4

BEAUFQOUR IPSEN INDUSTRIE X
Jlinenain Ha BUpoGRULTBO: 2023 019 | 2 4

Rue Ethé Virton
28100 DREUX

France
Tél - +33(0)2.37.65.46.00

BODYP HICEH IHIYCTPI
Pio Ete Bipror - 28100 Jpso, Dpanuis
Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHAJI3Y/BUIIYCKY

Inspection lot / Konrponnua cepis: 040000356910 Material code / Ko matepiany: 1035297
[PSEN tot number / Homep cepii ITICEH: D53463 Name of product /HaliMeHyBanHA MPOAYKTY:
Manufacturing Date / JTata surorosmenms: 24/03/2025 FORTRANS ® @OPTPAHCY
Expiry Date / Tepmin npuaaraocti: 29/02/2028 Pharmaceutical Form / Jlikapcrka popma:
Specification reference / Crieuudirauis; 032353/16.0 Powder for oral solution / Ylopowok s opanbkoro
Procedure / ITponenypa: DRE-WM-00091  posuuny
Parameter/ Method. SRR et B e - Result/ |  Units
Moxasemky skoeri kﬁ‘:‘:"f‘;’a o | peu :cau_en,l 1“"““‘#‘".‘_?1““ ‘ Peayapratn | Omuiig
GENERAL CHARACTERISTICS Y SATANEHI-XAPAK TEPHCTHRKH:
o (],Y;:S;?;e ) Sachets containing a white powder, freely soluble in
Description Hisyansiy water COMPLIES /
Omie (BryTpitmif TMakeTuxy 3 nopoukoM Ginoro KOJILOPY, KWL Ierke Bixnosinac
HETE) PO3YHHAETBCA ¥ BOAI.
IDENTIFICATION / ITEHTHQIRALIT ™
Size Exclusion The retention time of principal pesk in the
Chromatography chromatogram of test solution is similar with retention
(In-house) time of the principal peak in the chromatogram of
Macrogol 4000 Metox reference solution COMPLIES
Maxporox 4000 Excxmesifinot Ha xpomarorpami erupoGosyeanoro PO3YHHY HAC Binnosinae 4
xpomarorpadit YTPHMYBAHNA OCHOBHOTO [1i%a Mae BIANORINETH vacy
(BHYTpiWHiit YTPEMYBAUIA OCHOBHOIG liika Ha xpoMarorpasi
METGIT) CT2HIAPTHOTD PO3YHHY .
i The retention time of‘ prAInc.ipa‘] pe_ak in the
chromatography c.hromatogram .Of test SOlUt]Ol:l 1s similar with retention
. (In house) time of the pr.mmpa] peak in the chromatogram of
Potqsgmm st reference solution COMPLIES /
Kanii Xpomzrarpatis Ha xpomarorpami sunpoGosysanoro pO3uHIY YaC Bianosinae
(B!:I}’Tpl-Ll]H]'l‘rJI YTPHMYBAHHA OCHOBHOID i Ka Mae BLEMOBIAATH Hacy
M) YTPHMYBAHM OCHOBIOrC ItiKA HAa xpOMATCrpaMi
CTAIGIAPTHOTO PO3YHITY
[onic The retention time nf. pr'inclipal peak in Fhe
chromatography clhromatog'ram _of test soiuhor} Is similar with retention
. R houie) time of the principal peak in the chromatogram of
Sodium Tomua reference solution COMPLIES /
Harpii xposaTorpagis Ha xpemarorpasi sunpeGoryranoro POSHHMHY HaC Bimmosinac
(BH}’TP!’UJHJ‘F[ yTpHMYB’aIIIIH OCHOBHOTO H}Kﬂ Mae mnnomﬂarn-‘[acy
seron) YTDHMYBAHHS OCHORHOIC Mika 12 XpoMaTorpani
CTaBAaPTHOrO POIUHILY
655 The retention  time of' pr.inc'ipall pe_ak in the
chromatography c.hromatogram ‘oft-est SO]Uthr.I is similar with retention
Chlorides Hhorne) time of the pr_mmpai peak in the chromatogram of
X ronm . reference solutlon. COMPLIES y
pa . Ha xpomatorpami sunpoBoBYBRHOTO pPOIYHHY uac Binnosinae
XpoMarorpadis F i pobaey @ pos i o
(i YTPHMYBAITHA OCHOBHOTO nixa sae slrnosiary qacy
M) YTPHMYBAKHE OCHOBHOTC mika Ha XpoMarorpaMi
L CTaHIAPTHOIO PaSHHHY
Page 1/5
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton

28100 DREUX

France

Tel: +33(0)2.37.65.46.00

BOOYP [FICEH IHTYCTPI

Pio Ete Bipton - 28100 Jpso, Dpanin
Ten : +33(0)2.37.65.46.00

Manufacturing Authorisation: 2023 0191 2 4
Jlintensix Ha BUPOGHHNTEO: 2023 0] 9124

CERTIFICATE OF ANALYSIS / RELEASE

CEPTHUOIKAT AHAMIIV/BUITYCKY

Inspection lot / Kontponbha cepis; 040000356910 Material code / Kox matepiany: 1035297
IPSEN lot number / Homep cepii ITICEH: D53463 Name of product /Haitmenysanms MPOLYKTY:
Manufacturing Date / J{ata BUroToRNICHHS: 24/03/2025 FORTRANS ®/ ®OPTPAHC®
Expiry Date / Tepmin npugatsocrti: 29/02/2028 Pharmaceutical Form / Jlixapeska diopma;
Specification reference / Crieuudiraria: 032353/16.0 Powder for oral solution / Topowox sy OparbHOro
Procedure / [Ipouenypa: DRE-WM-00091  posunuy
Moxaskukn axocri R - SRegihication  Cennpikania . . PesynwraTh Onunuus
KOHTPOUTEY - S 2 SR P
Tonie The retention time of principal peak in the
chromatogram of test solution is similar with retention
chromatography j £ the brine: sk i flie: oh P
(In house) time of the principal peak 1n the chromatogram o
Suifates reference solution COMPLIES
oHna g 3 . /
Cyandarn XpoMzTorpadix Ila xposarorpami BHMPOCORYBAHOIO POIMMEY Hac Binnosigae
I()BH - ilI[I)Hiﬁ YTPUMYBAHHA OCHOBHOIG NiKA MAE BIONOBiTaTH Yacy
3: ef')o- ) YTPUMYBAHHY OCHOBHOTD TiKA HR XpOMATOrpami
5 & CTAHIADTHOTC POIYHHY
Potentiometric
titration
. (In hoise)
Bicarbonates e See « assay result » COMPLIES
. {Torenuiosmerpuune : " ; . /
BixapGouaru o Hueitees «pesyntrar KinkKicHORO BuBHAYEHIITY Binnosinac
THTPYBAHHN
(BHyTpImHiK
METOk) -
 IEST| TECTH e " S8 *
Weighing
Average mass 3?;;;(}1{:;;?‘;9}); 70.01 - 77.37 7364 ;
Cepenna vaca YE = (73.69 £ 5%) ’ g/r
(BHYTpiTaii
MeTo)
On 20 sachets : not more than 2 sachets deviate from
= B 0,
Ph. Eur. (2.9.5) the average mass by more than % 7,5% and none
; . . by deviates by more than = 15%
Uniformity of mass Caponeiiceka ) : ) COMPLIES
. 2% ® 3 20 nakcruxis: e 6inpwe 7 makeTukin ; ; /
Qauopianicts Macy (hapMaxones . . Binnobigae
BUIXH/AIOTECS BLI CEPEAILOYO AYEHES MACH
(2.9.5) g . ;
Olabw Hix Ha £ 7,5% Ta KOAEH 3 MaKeTHKin He
RIIXUISETRCH BiRble min g2a + 15%
Weighing (In-
Mass variation ! 3 }_wuse) Not performed Not performed
L ] BaAKY BAHHS /
Bapiauia macu M He Buznavacroes He uznauancs
(BHYTPilIHIH
sMeron)
Clarity of solution Ph, Bur. {2.2.1 Sample solution is clear (Reference solution I/
: i . COMPLIES
TTposopicte €aponeiichxa 3pasok BHNPOBYRANOTO PO3HHHY NpO3OpHi : : f
o Bianosigae
POIIHHY Papmaxones (2.2.1) (cranmapriwii posynm [)
. Eh.Bur. (0.2.0: Sample selulion is colourless (Reference solution
Color of sclution method 1)
i i B9/ COMPLIES
3abapsie ks Crponeiicrra i 3 : " /
3paszok nunpoGysaoroe pozyuny GesGapsHuit Bianogipae
PO3YHHY apmarones (2.2.2 (CTAHIAPTHHY pozaHs B9)
- Meton I FRAPEHD
Ph. Eur. (2.2.3) The pH of sampic solution is between 7.0 and 9.0
pH
H Capoueliceka 3uavenus pH sunpobysanore POIYHIY SHAXONHTACS 8.2 /
? papatakoues (2.2.3} B Mexax 7.0 ta 9.0
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BEAUFOUR IPSEN INDUSTRIE

Rue Ethé Virton
28100 DREUX
France

Tel : +33{0)2.37.65.46.00

BO®VYP IIICEH IHEVCTPI
Pro Ete Bipton - 28100 JIpro, Opanwiz
Tex : +33{0)2.37.65.46.00

Manufacturing Authorisation: 2023 019 1 2 4
Jliensiss Ha BHPOGHUIITRO: 2023_01% 1 2 4

CERTIFICATE OF ANALYSIS / RELEASE

CEPTUDIKAT AHATII3Y/BUITYCKY

Pdaramecter/

Iowraznnwu swacri

N Mgtﬁgf{'}?j' :
Mévomi

_cROETpemiD |

- “Speeification /:Crei

1

o et
’ ‘PedyabraTit

Unit /
Quitunus

i

TN

Macrogol 4000
Maxporon 4000

Size Exclusion

Chromatography

{(In-house)
Meton
Excrmositimot
Xpomarorpacii
(3ryTpimaiit
MeTOoH)

60.8 - 67.2
(64.0+ 5.0%)

64.0

g / sachet
r/ Ha naxeTHK

Potassium chloride

Kamiio xnopun

Tonic
chromatography
Ionna
Xpomarorpadis

0.694 - 0.806

(0.750 + 7.5%)

0.750

g/ sachet
r/ Ha nakeTHK

Sodium
Harpiii

lonic
chromatography

[ona
Xpomatorpadis

2,603 -3.095

(2.879 % 7.5%)

2.886

g / sachet
r/ Ha naxkeruk

Chlorides
Xnopunn

Tonie
chromatography
lonna
xpomMarorpadis

1,149 1.335

(1.242 2 7.5%)

1.235

g/ sachet
I/ Ha IIaKeTHK

Sodiun sulfate
anhydrous

Harpixo cymdar

OesBoaH#i

Tonic
chromatography
Iouna
Xpomarorpapis

5273-6.128

(5.700 + 7.5%)

5.660

g/ sachet
r / Ha maxketux

Sodium bicarbonate
Harpiw GixapGorar

Potentiomeciric
titration
{f-house}

HMorenniomerpuane

THTPYBAHHS
(eHyTpimwHiit
MeTon)

1.554-1.806

(1.680+ 7.5%)

1.718

g/ sachet
r/ Ha akeTHK

MICROBIOLOGICAL QUALLTY (periodical test)/ MIKPOBIOTOTIHHA MHCTOTA (epiopiivnuit)

Total Aerobic

Micrabial Count 2

3aranpne qucio
JKHTTEINATHHX
a2epobhmx

MIKpOOpranizmie

(TAMC)

Total Yeasts and
Moulds Count 2

3aransue Hucio

DpIEOHROBEX Ta

uBinesux 1pubip
(TYMO)

Escherichia coli 2

Ph. Eur.

(2.6.12 and 2.6.13)

€aporecExa

Papmaxones
(2.6.12, .
2.6.13)

NOT
2 1B PERFORMED Cruie
KYOir
He Blkonysascs
NOT
<102 PERFORMED CFUlg
KYO/r
He Bukonysasca
NOT
Absence/ lg PERFORMED /

Bincyrus { Ir

He Brxouygascs
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BEAUFOQUR IPSEN INDUSTRIE Manufacturing Authorisation: 20230191 2 4
Rue %ithé Virton Hineusia ua supo6HUOTEG; 2023_01 9124

28100 DREUX

France

Tél: +33(0)2.37.65.46.00

BO®VP IIICEH IHAYCTPI

Pio Ee BipTon - 28100 [pro, Dpariix

Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTHOIKAT AHAJIIRV/BUITVCKY

'This test is not performed on release
Hlawuii eer He nposoauTEEA MpH BUNyCKy

Microbiological test during release:

A periodic test performed at least once a year

MikpoGionoriuue BrnpofyBania mig uac BHITYCKY:

Uepionpune umpoSypauns, sxe BUKOIYCT5CA WOHAMERKIE 0ZHH a3 Ha pik

Conclusion / Bucorok: Batch complies / Cepis sijnosinac yCiM BHMOTam

Signature / TTigmue:

Issued by / Bugannit:

Date / Hara: 11/04/2025

Approved by / 3aTeepmkeno: ngl}; ?}é’?"'
Date / JTata: 11/04/2025 e
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BEAUFOQUR IPSEN INDUSTRIE Manufacturing Authorisation: 2023 019 1.2 4
Rue Ethé Virton Jliuensis Ha BHpoGHUITBO: 2023 019 ([ 2 4

28100 DREUX

France

T&l ; +33(0)2.37.65.46.00

BO®YP ITICEH IHYCTPI]

Pio Ete Bipron - 28100 Jlpro, ®parnis

Ten : +33(0)2.37.65.46.00
CERTIFICATE OF ANALYSIS / RELEASE
CEPTU®DIKAT AHATISY/BUIIVCKY

Registration number / Homep peecrpaniitaoro nocsiguenus: UA / 6620/01/01

Strength / Potency / Macrogol 4000 64,00 g, Sodium chioride 1.46 g, Potassium chloride 0.75 g, Sodium hydrogen
carbonate 1.68 g, Sodium sulfate anhydrous 5.70 g .

Cuna gii / AkTreHICTE: | MakeTHk MicTHTE: Maxporon 4000 - 64,00 r; watpiro Xnopug -1,46 r; kamito xnopup - 0,75
r; Harpio GikapGouar-1,68 r; narpio cynbbar Gespomunii - 3,70 r

Package size and type / 73.69 g powder in sachet, 4 sachets in the box

Posmip ta THN ynakosku: no 73,69 r TOPOLIKY ¥ MAKETHKY; 10 4 [TAKETHKH Y KapTOHHIH xopobii..

Batch size / PoaMip cepii: 4 070 packs / 4 070 YIAKOBOK

Comments / KomenTapi: i¥ Not Applicable / He 3ACTOCOBYETHCH
O Write comments if any / Kosentapi, 3a naspuocri: e e e et b b e

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.

3assa npo ceprudikanio

LM sacsingyro, 110 HaBegena BHLe IHOPMALIIA € JOCTOBIPHOIO T2 TOUHOK, Lo cepito npogyxuii 6ymno supoSneno
{(BIUTIOYAIOUH naKyRAHHA/MAPKYBAHHS Ta TIPOBENCHO KOHTPOND 1T IKOCTI) Ha BUlite3A3HAUCHIH JinkHLi ¥ TIOBHIEK
BIANOBIAHOCT] 3 BUMOTAMH HANEKHOT BUPOOHA4OT npakTHicy (GMP), BCTAHOBIIEHAMH MiCIeBHM PEryiATOPHUM
OpPraHOM, a TAKMK BIAUOBI MO 1o criewHdikauiif, wo MicTsThes ¥ peecTpauiiiHoMy Jiocke KpaiHu-iMioprepa.
TpoTokomt BHPOGHALTRA, MakyBaHHA Ta aHATAs GyI1o reperniAHyTO Ta BCTAHOBIEHO BIAMOBIAHICTE BUMOraM
HANEAROT BUpoGHHUOT npakThie (GMP).

Batch release by / Cepis punymena:

Name and signature of the Qualified Person / Hpizsuine ta nignuc Vooenoraxenoi 0cobm:

......................................................................................................................

.....................................................................................................................

Pharmacien Assurance Qualité

Attached: Batch certificate of analysis / JlonaeTsos: cepTHOiKaT ananisy:
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