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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