JEPKABHA CJIYXKFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIiBCHKIN OBJIACTI

npoB. Ceitnnuroi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo SAKICTHL BBE3eHOro B YKpaiHy JiKapchbKoro 3acoby

25.03.2025 Ne 13776/25/10

MIKPOJIAKC®

(nalfiMeHyBaHHA TIKapchKoro 3aco6y 3rifHO 3 PecCTpauiiHMM NOCBITIEHHAM)
PO3YIHH peKTaﬂbHﬂﬁ;HO S ma PO3YMHY PEeKTAJILHOIO B Tyﬁl 3 YKOPOYE€HHMM HAKOHECYHHKOM; 1O
4 Ty0i 3 yKOpOYeHHMH HAKOHEYHHKAMHA B KAPTOHHIii Kopo6ui

((popma BuITyCKY, 103yBaHHs, BHA [aKyBAHHS JTiKAPCHKOTO 3ac06y)
Homep peectpauiitnoro nocsizuenns UA/15636/01/01 crpox aif peectpauifisoro mocsizuenns 01.01.2099
Cepis nikapcekoro 3acoby Ne C0278R Kinekicts BBe3eHorO0 sikapcskoro 3acoby 102816

Bupo6unk JEJIb®APM OPJIEAH, ®panuis

(HaitMeHyBaHHs BUPOGHHKA JIKapCEKOTO 3ac0o6y, KpaiHa NOX0HKeHHA)

Beeseno B Ykpainy TosapucTBO 3 06MexkenoI0 BignopinaasaicTIo " Ixoncon i J[xoncon
Ykpaina", igent. kox: 35893512

(nafimeryBanns Ta ko 3a €JIPTIOY ropuuuaroi 0co6u a6o mpisBuIe, iM's, TI0 6aThkoBi (i3HaHOi
0co6u - nianpueMIS, 1i MiCHE IPOKMBAHHA Ta PEECTPaNiiHuit HoMep 06MTiKOBOi KAPTKA IIATHHKA
mofaTkiB abo cepis Ta HOMep mactopTa)

Iporokon Bisyannnoro kourposo six 21.03.2025 N 0875/2.

3a  pesyisTaTaMu JEPKABHOTO KOHTPOJIO BCTAHOBIEHO, WO JIKAPCHKMI 3aciG  BBeseHo B Vkpainy 3

AOTPHMAaHHSAM puMOr 3aKOHOABCTBA HIO/O 3a6€3NeueHHs AKOCTI JIKapCEKIX 3acoBiB.
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11 Manufacturer / Bupohums: DELPHARM ORLEANS/ AEJLBAPM OPAEAN
LERMAB Fres 2 ANS CEDEN 2, 45071, France/ S anewn ae Koncip, OPTEAR CEEKC 2, 43071, dpatris

Address £ Aapeca: S avenue de Coneyr, ORL

Manufacturing authorization number / Hoviep vinemsii st nupodunsiol ai inwm: 2023 257 1 2

Phonedcacdon - 33 (012 3869 81 00 FaxDake. +33 1012 38 63 36 29

DELPHARM QUALITY CERTIFICATE / CEPTH®DIKAT SIKOCTE :
Product Name / Hasea npeayky ATFCROTAXS ¢ MIKPOJIARCH :
Product Code / Koo npoavs iy A107004 Internal (D 7 Bivipinnnii nosiep DCO2TRA :
Producing countty’ Kpaira-piupodine France’ dpanius Importing country / Kpaina nniopiep tikraine / Yrpatia !
Batch Number 7 Hosep eepii 78R Pharmaceuatical form 7 Hikaponka hopyia Rectal solution” Possi pesia it

1 2025 122027
AManufacturing date < Jara spodinrsa Expiry date/ Tepaia npiaatioci iR

: w e
Refeased Bateh quantity ¢ Poswip 0 Consumer packs
. : 12840 3 ’ .
RIIVHICHOT Copii 10284 VIBAKOBOR Date of batch release*s
. o i ——
Market Authorization © Peccrpatuiine nocsyiieias LIAZESO36:0] 0] Jasa wnyery cepii

Sl rectal solution in tube with shoriened tp A4 wbes with shortened Gps in the carton pack with marking io Uikeainian languige: 1o S s
Packagang vpe stze 7 Ponnp ta
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131 BAKYERMINH N :

MAPKYBAHHAM YERPRIHCHEOQIO MOBOIY

1 mbof rectal solution containe - sodium citrate 90 my; sodim laurylsulfoacetate 70% 12,9 myp, sorbital 70% 129, diquid crvetalhising 893

Strength Cuwra 2 M E S POSHHIY PORIAIBHOIO MICTH TR FEPIO 1 Epaty D0 sy, maipio aypirscyanboauernny 70% 129w, copdiry poenmy 70%, imo i
K Letiyenes 893 :
Chemeal control. Analvsis ) ! ,l Ref Tech. analyais Version’ . Sanple status 7 Crarye spaska
? 3 . GCO2TRA- . qee 0134 o 22 I i
KXot atns ST No Crana Foxu Apuny Bepeis Accepted?] Ipstitnare

CHENEN
QU comments” KOsMeH1apE By KOUPOIo SKocit N/A 7 He sae1oconyCiies

st/ Feer Specification / Coenpinanis
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Deseription/ Onse

tdentification/ Licnindincanin
Sodwm laurvisulfoacctate” Hapie

ypacyaLoasera Positse colour reaction” Homomia keawopona peakos Pass” Bianonnae

Sodumy citrate” TRupio sinpat Positive colour reaction” Hoaptiimna koanoposit peasita <" Braonne

Sorbtol” Copain Rizvaue matches standard” Suaucins REwianonac cramapy “Bisopiac

Valume of the container content/ Volume nof less than the labelted amont’ ORCw e ssemie oo ) N j
Ob'ex aticty woureiinepy RSTHEET i iitlonidac

pH 6080 67

Density/ Pycrnua 125121 giem pew! P8 picmy rew?

Assay/ Kiankicne siswaaens

Sodium Lawrylsulfoncetate” Flarpieo 1 ., ,
;. ¥ 84-0.6 map/ml 2 ve 93 me/ml/wiaa
AypiLacsandgoanear

Sosaum citeate’ Harpio o pay 85495 mpanl £ arva YKpdﬁm» 91 mg'ml 7 wae

Sarbitol” Copiin SRO- 680 mpiml /s |neHTHdiKauifnui G2 mp/ml 7 aiv
. . - o ‘ D 5 5 ‘) .

Sorbic Ackl” Kneaota COpOTHORL 0,904 1 10 me/ml /s «op 358935 12 % O mpimb s

Microbiological

R . PE-62- - ; : g :
Control? Anzhsis AR OCH278A Rel Texh Analysis? ‘ersion 3 3a Sample staus / Crarye spaska
Mikpodicorinmi - Ne o Crn Texan Awaciis epeist Accepted Tpnitisto

AICR-01
KOWIPO
QC cotments! KOs api B KOITPOIIO gK0c1i NYA S He sactocomcrnest
[ et Specifieation / Cucrdinanin Result/ Pejyantan

Microbint contamonation / Mikpofina ko avisaniy
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Fotal veasts and moubds count larasna viankictn . ~ e

notmore HCEU:mE ne Guasie TRV Pass” Ryaponie

APTIGERORIN GEILRCHA 1 pidin (1Y M)

Comments / Kowemapi:

* Date o bateh teleie 15 a date when specific bateh was certified i [l complimee with the GMP sequisements and clectonically signed for appravat by Qualified Persan

validated computerized sustem of production stte Zflata MIBYCKY Copii ~ Mats Ko A cepis Dy coptikorana b OBt Bwoestwect 1o s BRI a I REPITACH

§

VHORHOBAACHOW OCODO MATNOM CICKTPOITRONO HUTBICY 1 TCIONATHE RMITIO FCPHIT CHCTOM) BIPOGInmol b

“* Acttial date when paper copy of certificate was punted and manuatly signed by Qualificd Peeson in accordance with the GDoeP: Jara, ko sanepora repetst copiiieai
G POTIPY OB 10 IR0 YHOBHOREESHMO Ocobomo v acior soct 4o wson Flesesoon Tpastmas Jlosvsern veais

CONCEUSION Accepted - BHOHOBOK: Bitnon s

g e el o Altied Pere % 3 P
Thes bateh was released by the Qualified Percon « Tla napuin 6y mnvingig ALLebot

Viornomwesenon Ocabon

1 lerson I Vaomiomeeied Ocads)

P
We hereby certefy that the above information on Enghsh language s authentic and accurate 7 TIRESIE 50 REENOM0, 10 HARS U RIS THEOPMATES 20 HICHKOI0 MOROK ¢

Hae of Quabin

AOCTORBIPHORY b IO

This bateh of product has been manufactured, including packaging Taballing and quality control at the above mentioned sitefsd i fufl complianee with the GMP requitements of
the focal Regulatory Authooty and with the specifications i the Marketing Authorization of the imposting countiv. The biich provessing. packaging and anafvaes records were
teviewed and found to be in compliance with GNP 2 Tho copio Spezy a1y G310 1IPOAIAI0, BECGIOM IEEVGIIIE MAPE B 13 IPORCICH KONTPOIn it 4K0CT) 1
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