AEPKABHA CHIYXKEBA 3 JHKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM ¥V KHIBCBKIHU OBJIACTI

npoB. Csitnnarnol Hapil, 3, s.Knis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko{@dls.gov.ua, Koy €IPTIOV 37078774

BHUCHOBOK
Apo AKICTH BBe3eHOT0 B YKpalHy miKapesKoro 3acoly

28.01.2025 Ne 1885/25/10

GOPJIAKC

{(HaiimenyBatnts mxspcrroro 3acoby 3riguo 3 poecTpaniilinin HoCAINUCHILTM)
HOPOMIOK AJISE IPHTOTYBAHHA PO3YHHY AAst IefOPAaIbLHONe 3acTocyBanns no 10r; mo 10,167 r
TOPOLUKY B BAKCTHKY; Ho 20 nakeTHKIB y KapTORHIK KopoGui

(hopaa aunycxy, mo3yRaHHEA, BI NAKYBALNA AiKapcLKDID 30066Y)

Homep peserpaniiinoro noceimueran UA/6852/01/01 crpox aii peecrpaniiinoro nocsigaenns 01.01.2099

Cepia aixapeskoro sacofy Ne C62808 Kinbkicrs BBe3eHOro nixapeskoro saceby 3510
Bupobtk BO®YP IIICEH IHAYCTPI, ®panuia
(nafisesyBanHs BupoGHitka AikapcLEOTa 3acoby, kpalna noxXomseHEA)
Breseo B Yipainy Crninbue yrpalHcbro-ecTONChKE NANPHEMCTRO ¥ (opMi ToBAPHCTBA
3 obMexenoio Bigmosigasisnicrio "Onrima~-Oapw, JIT", inenr. xea:
21642228

{mafimenyBanHs T4 koA 32 CAPFIOY 1opHanunol ccofii a60 MPi3BHIIE, M, [0 GaTsKOB] hiznunol
ocobu - ninnpuenus; ¥ micne npowisags Ta peceTpanifiunii Homep o6nikoBOT KAPTKI NAATIMEKS
10gaTxis abo cepis 13 HOMep RACNOpPTA)

Hpororon Bisyaasuero rourpomeo six 21.01.2025 Ne 0113/3,

3u. pesy/bTATAMHM JEXABHOTO KOHTPOMIO BCTAHOBIGHO, INO 7ikapchbkuli 3aci6  Bmesenc B YEepainy 2
ACTPHMAHHSIM BuMOT 33KOHONARCTRA IORO 3aGeINeueHHS AKOCT AIKAPCRRNX 3ac001a,
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5 Omera EPBOMEHKO
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Beaufour IPSEN Industrie
rug d'Ethe Virton
28100 Dreux

FRANCE
TEL : +33 (0)2 37 65 46 00

Version : 1

Incnexrosaua cepis/Inspection lot ; 040000349096 Kon npenapary/Material Code : 1035296UA
Buyrpiusuiit womep napriiinternal Batch Number : C62808 Hasna npenapary/Article name : ®OPJIAKC (no 10 r 20 naxeruxis)

Hata Bupobunursa/Manufucturing date © 20/7ne/2024

Jlara sakinuenns tepminy npnmarnocri/Expiry date : 312Kos/2027

HNocunanns wa cnenndixativo/Specification reference : 032349-SPC BPC-
DRE-0017-V1

[pouenypa/Procedure : 32130

Tect/Test MerowMethod Cnewmnixanis/Specification Pesynvrar/Result  OpwHudi/Unit

axernky 3 nopomkom Suioro a6o maktxe Ginoro
KOMHOPY, ACTKOPO3MHHHOTO Y BOMI, 3 3201aX0M
Onme Bisyansso aneascHHa Ta rpendpyra i 3
] . e N : . Bianosinae
Appearance Visual Sachets containing a white or almost white powder COMPLIES
having an odoar reminiscent of orange and grapefruit, ’
[reely soluble in water.

T T T T T ] Thvin, oTpUMati B XpoMATOrpanax BHIpOGYBAHGra
Tonkouaposa P P pams poby

h 1 CTRHAGPTHOrO po3wiHIB, NoBHHKI BlanosigaTk no
xposmatorpathis A P ¥ o

Maxkporosn 4000 . 03TAYBAHHIO | IHTEUCHBHOCT]
p (€sponciicoka Dapmaxores postaulysat !

. . " . 3 Binuosiae
Macr 4 7 a 3 2
it ac/ogol 000 2,)27) he spot obtained with the solution 10 be examined is COMPLIES

similay in position, intensity and size to the spot

i 2
W& (Ear Plind:ti2d) obiained with the reference solution

EkckniozvsHa xpoMatorpadis]  Mac yrpumysasts sunpoSyBaHoro posunty Mae

M (€pponeiickka Dapmaxones BIANOBIAATH CTAHAAPTHOMY POIHHY

axporon 4000 S . Ml A 4 . .

Macrowol 4000 2.2,30) The retention time of the test solution is identical to the Bianosinae
X SEC filtration sur gel (Eur. retention time of the reference solution COMPLIES

Ph. 2.2.30)

Kucnoraicts aGo nyx Kanopsumerpis He Ginsre wik 0.25 a0 0.1 M NaOH Bianosinae
Acidity or atkalinity Colorimetry < Q.25ml 0.1M NaOH COMPLIES
€eporeliceka dapmakones 9,661 10,68 r (10,17 r £ 5%)
ijﬁ’,‘“("”’:‘jff 2.9.5) 9,66 ¢~ 10,68 g (10,17 g+ 5%) - r
REma £h Eure2 93 : g
2/ 20 ynaxoBox - He Ginstue & 7,5% 0/ 20 e Sinbuic
QiHOpLIHICTE MacH BMicTy €aponelicyka (papmakones & 15%
YIAKOBRH (2.9.5) On 20 sachets : not more than 2 sachets deviate from Bianosizae
Uniformity of mass PhEur. 295 the average mass hy more than 7.5 % and none COMPLIES )

deviuates by maove than = 15 Yo,

Exckniosusia xpomarorpadial 9,50 - 10,50 ¢/ nakerux (10,0 ¢+
Maxporon 4000 (€Bponciicsia Papmakonca | 9.50 — 10.50 g / average sachet Theory: 10.00 g +- 5% r/ cepepnsn sara
Macrogol 4000 2.2.30) 9.94 nakeTuka
SEC Gel filtration glaverage sachet

This certificate was compiled by a validated laboratory information system and comes without genuine signatures. The approval was done in the
laboratory information system by means of traceable electronic signatures.

Tle#t cepraogikat CKAaACHUI NiepeBipenoio NabopaTopHow iHdOpMALIFHOI0 CHETEMOIO Ta HAJACThCA §¢3 OPUTIHATLHUX MiANHCiB, 3aTBepRACHAR OYII0
nposeseHo y nabopatophi indopMamiitaii cucteMi 3a JONOMOTOK BIACHIAKOBAHMK CIICKTPOHKRUX MIAIHCIB.
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Beaufour IPSEN Industrie
rue d'Ethe Virton

28100 Dreux

FRANCE

TEL : +33 (012 37 65 46 00

Version : |
Incnexronana cepis/nspection lot . 040000349096 Kon npenapary/Material Code : 1035296UA
Buytpiniii womep napriv/internal Batch Number : C62808 Hassa npenapaty/Article name . @OPJIAKC (no 10 r 20 nakeTnkis)

Jlikapcpka popma / Pharmaceutical Form :
TTopouIok TS IPHTOTYBAHHA POIYMHY AN MepopansHoro sactocysans / Powder for oral solution

BO®YP HICEH IHAYCTPI
Pio Ere Bipron

28100 JIPHO, ©panuia

Ten : +33(0)2.37.65.46.00

Jlizensis Ha BupoSumnurso / Manufacturing Autorisation : 2023 _019 1 2 4
Homep peectpaniftnoro nocsiguenss / Registration number : UA/6852/01/01

Cuna aif / AktusricTs: | nakersx Mictuts mMakporoay 4000 10 r
Strength 7 Potency : | sachet contains macrogol 4000 10 g

Poamip Ta thi ynakosku: 1o 10,167 r nopouxy B nakeTHKy no 20 nakeTHKIB y kapToxHi# kopoBui. / Package: 10.167 g in sachet, pack of 20 sachets in a
cardboard box
Posmip cepii: 6 700 ynakosok / Batch size: 6 700 packs

3asapa npo ceprudixaniio / Certification statement :

1{1M 3acBinyyio, o Haseena Brie iHQopMaNis € ZOCTOBIPHOK Ta T04HOK, LIto cepito nposyxuii 6ys10 BupobieHo (BKMOYAI0HN
MAKYBAHHA/MAPKYBAHHA T4 HPOBEHEHO KOHTPONL 1T SKOCTI) Ha BUILesasHaveHilt ninsaNLI y NoBHiH BinnosinnocTi 3 pumoramu HBII, acranosnennMy
MICHEBHM PEryisSTOPHHM OPraloM, & TAKOX BIANOBIAHO KO crenmbikauiil, uo MicTAThCS Yy peecTpauifinoMy Aocke kpainu-iMaoprepa. TipoTokony
BHPOBHULITBR, NAaKyBaHus Ta aHaNi3is GyNno neperisHyTo T4 BCTAaHOBASHO BIANOBIAHICTS Bumoram HBIT.

| 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 Regulatery 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.

Hactynui sunpoBysanns MoxyTs 6yt BiACYTHI, 0CKinsku MpoBoaaTsCs HepyTHrHo / Following test can be absent as it is carried out periodically
MikpoGionoriasa uuerora (HepyTunsuil Tect) / MICROBIOLOGICAL QUALITY (non-routine test)

Bucrnosox/Conclusion : Lot conforme / Batch Complies / Cooraercrsyer / Cepin Bignosinae
Enexrpouunit nianuc/Electronic signature
3arsepsoxkero/dpproved by : Emeranne PIERRE as EMPLOYEE
Java/Date : 29/7Tuc/2024 14:45:30 (UTC)

Bunauo/lssued by : Emeranne PIERRE

Hara/Date : 29/Muc/2024 14:45:31 (UTC)
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