AEPKABHA CJIYVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMMH Y KUIBCBHKIN OBJACTI

npos. Csitauunoi Hanif, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Mpo SIKiCTb BBE3€HOT0 B YKpaiHy JiKapcbKoro 3acoby

01.01.2025 Ne 70060/25/10

MIKPOJIAKC®
(naliMenyBanus nikapcebkoro 3acoby 3riHo 3 peecTpauiifaumM rnocBiueHusM)
PO3YHH PEKTANBLHUI; 110 5 MJI PO3UMHY PEKTAIBHOrO B TyGi 3 yHiBEpcaabHUM
HAKOHEUHHUKOM; 110 4 Ty6H 3 yHiBepcaJbHUMM HAKOHEYHUKAMU B KapToHHiil KopooIi
(hopma Bunycky, J03yBanHs, BUL TAKYBaHHS sikapeLkoro sacofy)

Howmep peecrpauiittoro nocsinuenns UA/15636/01/01 crpox aii peectpauiiivoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne A3191R KinskicTs BBe3eHOr0 Mikapcrkoro 3acoby 52776

Bupo6uuk HEJIb®APM OPJIEAH, ®panuis

(nadimenyBars BUpoGimKa NikapebKoro 3acofy, kpaila Noxo ke

Beeseno B Yipainy ToBapucTeo 3 06MekeHOI0 BiNOBINAABHICTIO " xoncon i daxoncon

Ykpaina", inenr. kox: 35893512

(HalimeHyBanust Ta kon 3a €JIPTIOY 1opuanunol ocobu abo npissLe, iM's, 0 6aTbKOBI (hiznunoi

ocoGu - minmpuenmua, i MiClC MPOXKMBARAS Ta pecCTpaiiHmi HOMEp 0BAIKOBOT KaPTIH IATHUKA
nojarkis abo cepis Ta HoMep nacnopTa)

[lpoTokon BizyansHore konutpomo ig 31.12.2024 N 4198/1.

3a  pesynbTaTaMM  NEpKABHOrO KOHTPOMIO BCTAHOBNEHO, IO nikapcbkuit  3aci6  BBeseHo B Ykpainy 3

AOTPUMAHHSAM BuMOr 3aKOHONABCTBA L1010 3a6€3MeyeHHs 1KOCTI JHKApCLKUX 3aC00iB.
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11 Manufacturer / Bupodusx: DELPHARM ORLEANS/ IETBDAPM OPAEAH
EFRM-0005532 rev.2 Address / Aapeea: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asemo ne Kouneip, OPJIEAH CEAEKC 2, 45071, Gpanuin

Manufacturing authorization number / Hostep ainensii 55 upodumunt Alsuuni: 2023 257 1.2

\& Phone/Tenedou: +33 (()2 38 69 8100 Fax/daxe: +33 (0)2 38 63 36 29

DELPHARM QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product Name / Hasza npoayxry: MICROLAX® / MIKPOJIAKC®
Product Code / Koxt npoayxry: 8997606 Internal ID / Buyrpiumiit nosep: O0A3IE
Praducing country/ Kpaina-nupoGinix: France/ ®paunis Importing country / Kpaiua imnoprep: Ukraine / Yxpaina
Batch Number / Hoxmep cepii: A3I9IR Pharmaceutical form / Jlixapcrka dopma:  Rectal solution/ Posuun pexransinnii

) ] 24 10 2024 . . ) 9 2027
Manufacturing date / Jlara supoGimirea; day? monthy yeay  EXpiry date/ Tepsist npunariocri: ol year/

AvHH sticat pix sicstly  pik
Released Batch quantity / Posip Consumer packs/
I b, 52776 .

BRIIYIICHOT cepii: YIAKONOK Date of batch release*/ 12 11 2024
Market Authorization / Peccrpaniiine nocrigesis: UA/I5636/01/01  Hata sunycky cepii*: day/ monly year!

neith sicsts  pix

5 ml rectal solution in tube with universal tip;4 tubes with universal tips in the carfon pack with marking in Ukrainian language/ no 5 mi
PO3UHIY peKTasIbiOro B ryGi 3 yiinepcadbHing HAKOHCHHIKOM, 110 4 TYGH 3 YHIDEPCATLINMH UAKOHEHHHKAMH B KapToHHii kopodii 3
MAPKYBAHHAM YKPATHCBKOIO MOBOIO

Packaging type size / Poamip ta
TUT HAKYBAKHA

I mi of rectal solution containe: sodium citrate 90 mg; sodium lauryisulfoacetate 70% 12,9 mg, sorbitol 70% 12.9, liquid crystallixing 893

Strength/ Cuaa uii mg/ | M1 pOSHHIY PEKTUILIOIO MICTHTE: HATPHO LHTpaty 90 Mr, narpio naypisicyasoaneraty 70% 12,9 mr, copbity pozwity 70%, uio
KpucTaniaycrses 893 mr
Chemical control/ Analysis 2443992 Ref. Tech. analysis/ . Version/ , Sample status / Crarye spuska:
Nisiunmii ananis HiAnaniz Ne  Ora2d439 Crann, Texn. Anais TC-0134 Bepcis: 2 Accepted/TIpnitusro
Q.C. comments/ Komerrapi riznisty koHTpo:uo skocti: N/A / He sactoconycrhes
Test/ Teer Specification / Coeundisanis Result / Peavapyar
Colourtess opalescent viscous solution, containing small air bubbles/
Description/ Ouse Riasxanit onasiecuen i GesGapnunit posuu, mo MicTHT ManeHbKi Pass/ Biztosinac
GynnGaukn noritps
TIdentification/ Lnenrudiraunin
Sodium laurylsulfoacetate/ Harpiso N o . .
AaypHACYAbYOAETAT Positive colour reaction/ Tlosirupia koswopona peaxtis Pass/ Bianouinae
Sodium citrate/ Harpito wirpar Positive colour reaction/ Moanmiuna KoALOPOBA PeaKiis Pass/ Biruiosijac
Sorbitol/ Copbir Rf-value matches standard/ 3navenis RE nianosinae cranpapry Pass/ Bizanosinae
Volume of the container content/ Volume not less than the labelled amount/ O'cy ne Mernme sasssienoro Pass/ Bixioni
06'exm vaticry ronreituepy Ha etneri ass/ Bijumoninac
pH 6,0-8,0 6,7
Density/ T'ycruna 1,25-1,31 glemd/ riew’ 1,29 gfem¥ i

Assay/ Kitbgicne pusnavennn
Sodium laurylsulfoacetate/ Harpito

8,4-9,6 mg/ml / mr/vi 8,9 mg/ml / Mi/a

saypuscyasoaterar lﬁ;}{(g HCOH
Sosufm citrate/ Harpiio wnpar 85 - 95 mg/ml / Mrfaen ! y;{g}&'{%i an | 92 mg/ml / Mr/vi
Sorbitol Copbir 580 - 680 mg/ml / MrAutiz\. T & 623 mg/mi / Mmitsi
Sorbic Acid/ Kuciora copBinona 0,90 - 1,10 mg/ml / Mi/sa X ; 1,01 mg/ml / Mriaen
Microbiological 8oy,
Control/ Analysis #/Anaais  Ora2443 Ref. Texh. Analysis/ 3% 22 Sample status / Cratye apaska:
MikpoGiozoriunmi  Ne 993 Crani. Texn. Anaxis Accepted/TTpuitisro
KONTPOIL
QC comments! Kosewtapi Biainy KouTpoitio sKocrti: N/A [ He sactocoryerncs
Test/ Teer Specification / Cuciuidisanis Result / Peayapiar

Microbial contameonation / MikpoGien kewravinanis . .
Total aerobic microbial count/3aranbia Kinbkicts LO*CEU/ml ne 6is LOKYOh Pass! Binosinac
aepobHx Mikpoopraniayin (TAMC) nol more 10°CFU/m}/ ne 6issue VOAun ass/ Bianosizac
Total yeasts and moulds counv3araapna kiapkicrs . .

¥ ; ’ " not more 10:CFUMY e dizue 102KYOhHn Pass/ Biznoninac

APDRAAOBHX Ta wicussux rpudin (TYMC)
Comments / Kosmenrapi:

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for approval by Qualified Person at
validated computerized system of production site /Jlara simycky cepii - aata Kozt fana cepis Sy ceprndiconana s nosiit nianosinocri 1o sivor BT ta satnepakena
Yuosuosasxenoo (Jcofoio LIAXOM CCKIPOIHOTO HUHCY B BATAOBAHIT KOMIIOTEpHiH creTei BlpoSIuroi AlbHALI

** Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ Jara, koan naneposna sepeis ceprudirary
Gyna posapyronana Ta niamcana Yonnosakenow Qcobolo ¥ sianoRiinocti a0 vrsor Haneskuol [paxruky Jlokysentysanus

CONCLUSION: Accepted / BUCHOBOK: Binnosinae
This batch was released by the Qualified Person / Lix naprin Gyaa sunyiena M.Lebel

YnosHosaweu01o Ocoboto: o
{Name of Qualified Person / Ix's Yiossosaxeuoi Ocolu)

We hereby certify that the above information on English language is authentic and accurate / Ui s 3aCBIUYEMO, 1O HARSACHA BIINE HHQOPMALIL aHIITICHKOI0 MOBOK €
HOCTOBIPHOWO § TOHHOIO,

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site(s) 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 / Lho cepito npoaykry 8yut0 pitpob:ieHo, BroMIN HaKyBAHHA/MaPKYBAHHA 12 1POBEACHO KOUTPOLDL il #KOCT Ha
BUIC3ASHANCHIH AinsI y noBRIT sinposiziocti 3 mivorayar GMP, BCTAHORICIIM MICUERHA PEry/ISTOPHIM OPraHOM, & TAKOAK BIANOBIAHO JIO crierudikallii Micuesoro
PErYAATOPHOTO vpraity i y sianosianoeti 3i ererdikauicio 10 pecerpauiiinoro cuinotrrsa kpaini-isnoprepa. [poroxoss pipoGHiTa, NAKYBAHHA Ta RUATIB EPEFIAHYTO TA
BCTRHOPACHO BiANORLICTS GMP,

Aol M) ' 2 A

T Qualified PerSon Name Isfn Y onnonanenol Ocobs NS enmiure? Higmite " Date** /flata**
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