JEPKABHA CJIVIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIA OBJIACTI

npos. Ceitimunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
- E-mail: dIs.ko@dls.gov.ua, Kog €JPIIOY 37078774

BHUCHOBOK
PO SIKiCTh BBE3eHOro B YKpaiHy JiKapchKoro 3acofy

15.10.2024 Ne 51569/24/10

MIKPOJIAKC®
(HalimeHyBaHHA NiKapCEKOTo 3ac0GY 3Ti/HO 3 PeeCTPALiHHM IOCBIIUCHHSM)
PO3YMH PeKTAJbHUN; 10 5 MJI PO3UMHY PeKTAJIBLHOrO B TY6i 3 yHiBepcaIbHIM
HAKOHEYHHKOM; 110 12 Ty6 3 yHiBepCcaJLHHMH HAKOHEYHMKAMM B KAPTOHHIi KopoGui
"(opma BumycKy, O3yBaHHA, B AKYBAHHA JTIKapCHKOTO 3aco6y)

Howmep peecrpauiiinoro nocinguenns UA/15636/01/01 crpox aii peecrpaniitaoro nocsinuenss 01.01.2099
Cepis nixapcskoro 3aco6y Ne A2586R KinsxicTs BBe3eHoro sikapeskoro sacody 35064

Bupo6Huk HEJIE®APM OPJIEAH, ®pannis

(naiimenyBauns BupoGHHKa JiKapcsKOro 3acofy, kpaiHa MOXOKEHH)

Bgeseno B Vkpainy ToBapucreo 3 00mexeHor0 BianoBigaabHicTio "Ikoncon i JkoHCOH

Yxpaina", inenr. xox: 35893512

(wafimenyBanns ta xon 32 €[PIIOY 1opuauuHoi ocoGx aGo mpispuine, iM's, 0 6aThKOBI (isuuHOl

ocobu - nignpuemus, ii MicLe NPOXUBAHHS Ta peecTpauiiinuit HoMep 061iKOBOT KAPTKY ITATHHKA
noxarkis abo cepid Ta HOMep NacnopTa)

Iporokoa Bisyanbuore kontposmo six 08.10.2024 N 3062/2.

3a pesympTaTaMH  ACPKABHOTO KOHTPOJIO BCTAHOBJIEHO, 110 mikapcekuii  3aci6 BBeseHo B VYkpainy 3
AOTPHMAHHSAM BuMOr 32KOHOAABCTBA MO0 3a0e3MEUEHHS SKOCTI JMKapcbKUX 3acobiB.
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171 Manufacturer / BupoGuuxk: DELPHARM ORLEANS/ JIEILOAPM OPJEAH
EFRM-0005531 rev2 - Address / Aapeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5 asenio j1e Kounclp, OPIAEAN CEJEKC 2, 45071, Opanuise

’,\ Manufacturing authorization number / Homep aiuemii aag mpoGunvol aiasuui: 2023 257 1.2
== Phone/Tenedon: +33 (0)2 38 69 81 00 Fax/baxc; +33 (0)2 38 63 36 29
RRLFRARD QUALITY CERTIFICATE / CEPTHOIKAT SKOCTI
. Product Name / Hagsa npoayxry: MICROLAX® / MIKPONAKCS
Product Code / Ko nipoayxry: 9993206 Internal 1D / Buytpinsmisi novep: 0A2386A
. Producing country? Kpaina-snpobunk: France/ Opanuig fmporting country / Kpaina iMuoprep: Ukraine / Yrpaina
Batch Number / Howmep cepii: A2586R Pharmaceutical form / Jlixapeska dopma:  Rectal solution/ Posunis pexraspimii
o 23 8 2024 ) ) 7 2027
Manufacturing date 7 Jlara supoBusuirraa: day! it yar  Lxpiry date/ Tepsis npinaruocti: month? yearl
. fEY MCSHL nix Midiie ik
Relcased Batch quantity / Posmip 1506 Consumer packs?
© BWIYIIEHOT cepii: S0 YUAKOBOK Date of batch release*? 6 9 2024
Muarket Authorization / Peccrpuuifiste nocaiavenns: UA/5636/01/01  Mara suycxy eepii*: day! moalty - yeart
Aewe Micsup  piN

Packaging type size 5 ml rectal solution in tube with universal tip; 12 tubes with universal tips in the carton pack with marking it Ukeainian language/ no 3 st posuy

/ PoaMip 1a vu PEKTRIBHOTO 8 TY0I 3 yninepeathuns MaKOREURHKOM; 110 12 Ty6 3 YIIBCPCUIBIHMA HAKOHEHIIKINH B KAPTOHIIH KOPOGII 3 MAPKYBAHIAM YKPAIHCHKOIO
NAKYBABHA MOBOIO

1 ml of rectal solution containe: sodinm citrate 90 mg; sodium laurylsulfoacetate 70% 12,9 mg, sorbitol 70% 12.9, Hquid crystallixing 893 mg/ { s

 Strength/ Cyra i POIUIHY PEKTAILIOTO MICTHTS! Hatpito wirpary 90 s, watpito naypiicy;ndoanerary 70% 12,9 Mr, copGity posunmy 70%, mo kprcrarisyerses 893 ar

; Chemical control/ Analysis X Ref. Tech. analysis/ Version/ Sample status / Cratyc spaska:
. Xisiumitananiz  #Amnin Ne Ora2839841  cuppn Town Anania TC-0134 Bepeis: 2 Accepted/lTpufiugro
T Q.C. comments/ Koserrrapi niztixy Kourpo:o seocri: N/A / He sactoconyernea
: Test/ Tecx Specification / Coeundiranin Result / Pesynprar
Colourless opalescent viscous solution, containing small air bubbles!

* Description/ Onue

Bk oua;lca.xeu'nmﬁ Geabapeinii pogusn, U MicTI, MAIeHHKI Pass/ Biauosizac
OynGammxn nosirps

~ Identification/ Lrenrudrinanin

Sodium laurylsutfoacetate’ Hatpiio

aaypicyanpoaneraT Positive colour reaction/ ITosmrimia koavoposa peakitis Pass/ Biznonizae
Sodium citrate! Haxpio werpar Positive colour reaction/ Tlosutusia koam0posa peakiia Pass/ Biznosijac
- Sorbitol! Copbir Rf-value matches standard? 3navenns RE sianosinae craunapry Pass/ Bianosizae
- Volume.of the container content/ Volume not less than the labelled amount’ OF'en 1e Mente sasmicKoro Pass! Bisstonia
0d'cm pyicry Kontcitnepy i STHRETH 5K BULIONAL
CpH 6,0-8,0 6,7
* Density/ ycrnna 1,25-1,31 giem¥ vea? 1,29 glem™ ricse®

Assay/ Kiankicne sianavennn

Net

' Sodi ' I ate? Harni lm,,"' )
; Sndmxr lnut}lsulfo?x?etatu St 8,4-9,6 mg/ml 7 srvn ] ;f%? )E)K()}»Ec(v)l'i 9,1 mg/ml/ Mr/ma
srypracyasdoanerar SAA cOM
e . : KO )
. Sosium citrate/ Hatpito mrpar 85 - 95 mg/ml / Mrfun %K p ainan 91 mg/ml / mr/ma
Sorbitol/ Copbir 580 - 630 mg/ml / me/ya | nc.ﬂn<bigi(\\§j'“1*;"‘ ; 626 mg/mi/ Mr/ma
n 35893014y
Sorbic Acid/ Kueaora copGinona 0,90 - 1,10 mg/ml / srisea 1an . # 0,97 mg/mi / mr/sut
Microbiological
Control/ Analysis #/Ananiz - Ora2439 Ref. Texh. Analysis/ TC-0134 Sample status / Crarye spaska:
MikpoGiosoriumtii Ne 842 Craua, Texa Auvariz e AcceptedTlpwitisro
 KOHTPOIL
QC comments/ Kosewrapi siuniay Rowrpo:o skocri; N/A 7 He sactoconyerres

Test ! Tecx Specification / Cienndiranis Result / Pesvapiar

- Total yeasts and moulds count/3araania Kbinkicts
| APIRAKOBRX Ta wrichsnix rpudis (TYMC)

_ Microbial coutamonation / Mikpo6ua nourasinanin
_ Total aerobic microbial count/3aramua Kiapkicrs
" aepo0uHK Mikpoopranismis (TAMC)

not more TOCEU/mY ne iamue 10°KYOMa Pass/ Biauonizac

not more 10°CFU/mY we Siaptoe 10AKYO/Ma Pass? Bianosizac

_' Comments / Kovenrapis
* * 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 Qualificd Person at

validdted computerized system of production site /lata ssiyexy cepil - 2t RoAw fama cepis Byaa ceprinonana v nosHilt pigHoniRocTi Ao piMor HBIT 14 sarsepxeia
Vitosropaxenoto Ocoboio tEsK0M CACKTPONHOT0 HIIHCY B BAAIIOBAL ROMIIGTEpHITE ciscTeni spoBunuol piabnimi,

. ** Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDocP/ Hara, koau tranieposa pepeis cepridixary
Gyaa posipykonana Ta nizuucana Ynosuosarenow Ocoboio v miznosianoct 4o sistor Hasesnmod 11 pakuxks JloKysmertysanis

CONCLUSION: Accepted 7 BHCHOBOK: Biznosizac
This batch was released by the Qualified Person / Lls napris 6yaa sunyinena ANAVARROQ
Yuosnonakenon Ocolior: (Name of Qualified Person 7 bw's Yaosuonanenoi OcoGit)

. We hereby certify that the above information on English language is authentic-and accurate 7 EBis »i 3acsizsyemo, 1o sanciens e iQopMantis anraiicEKo MoBois ¢
" ROCTOBIPHOIO T TOMH.
¢ This bateh 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 bateh processing, packaging and analysis records were

. reviewed and found to be in compliance with GMP 7 Lo CePio 1POAYKTY BYA0 BHPOGACHO, BRAIOMMOWI HAKYBAIHA/MAPKYBANHS TA HPOBEASHO KOHTPOIK il ARocti na

§ miuesazuaseniii Alrsmii y noswill pizmosiznocri 3 nuvorasu GMP, seratoracni sicnennst PeryASTOPINIM OPIAtoM, & TAROK REAROBIANO 10 cuesgiranii Micuesoro

< PeryANTOPHOID Oprany iy pianoniaoeri 3i cenmdiranicto 1o pecctpanifioro caixourna kpaitst-turoprepa. Tporoxoas Bpodinisa, HaKysanpl Ta aHaaisin neperasiyTo 1a
" BCTAUOBICHO Bianosiiticrs GMP.

Qualified Person Name? Inf's Ynosuosazenni Ocobu gﬁ@! T Date**/Jlara*¥

Q. Navare %’ 0 6 SEP. 2024




JNEPKABHA CTYXKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KAIBCHKII OBJIACTI

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

BUCHOBOK
PO AKICTH BBE3€HOro B YKpaiHy JikapcbKoro 3acoby

24.03.2025 Ne 13485/25/10

MIKPOJIAKC®
(HaiiMeHyBaHHS JiKaPCHKOro 3aco6y 3riiHo 3 peecTpauilHUM MOCBiJUEHHAM)
PO3YMH PEKTATBHUH; 110 5 MJI PO3YMHY PeKTaJIbHOro B Ty0i 3 yHIBepcaIbHUM
HaKOHeYHMKOM; 10 12 Ty6 3 yHiBepcaIbHHMH HAKOHEYHHKAMH B KaPTOHHII Kopooii
(opma BUITYCKY, NO3yBaHHS, BUJ MAKYBaHHS JIiKapCHKOro 3acoly)

Homep peectpauiiitoro nocsimuenns UA/15636/01/01 crpox xii peectpaniitroro noceimaerns 01.01.2099
Cepis nikapcekoro 3acoby Ne A3689R KinekicTs BBE3€HOTO Jikapchkoro 3aco6y 2160

BupoGruk HEJIbOAPM OPJIEAH, ®pannis

(naliMeHyBaHHA BUPOOHHKA JTikapchkoro 3aco0y, KpalHa MOX0KEHHS)

Baesero B VkpaiHy ToBapuctBo 3 06MexeHO0I0 BigmoBigaasHicTIo " IxxoHcoH i [[KoHCOH

Yxpaina'', inenr. xox: 35893512
(naifmMeHyBanHs T2 kox 32 €JIPTIOY ropunuunoi ocoGu abo npissuuie, iM's, mo GathkoBi isnunol

ocofu - manpuemns, i MicIie IPOXUBAHHS Ta peecTpauiiinuii HoMep 06/1iKOBOT KAPTKM IUIATHHKE
mofaTkis abo cepis Ta HOMep Macropra)

ITpoToxoun BisyansHoro xourposo six 20.03.2025 Ne 0853/1.

3a pesynbTaTaMM JEPHKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JIKApChKMM 3aci6 BBeseHo B VYkpainy 3
AOTPHMAHHSAM BUMOT 32KOHONABCTBA MO0 3a0e3MeYeHHA AKOCTI NiKapChKUX 3aC00iB.
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DELPHARM

Precluct Name / Hamma sposyxry:
Product Code / Kox npojsiykry:

Proaducing country/ Kpaiia-mpodng;

Batch Number / Hoyep cepii:

Manulacturing date / Jlwra wapoduttesa:

Released Bateh quantity / Poaip
REHYIICHON Copii:

Market Authorization / Pecerpaniiine noesianais:

Manufacturer/ Bupotunr: DELPHARM ORLEANS/ JALALDAPM OPAEAL
105531 rev.2  Address / Aapecas 5 avenue de Coneyr, QRLEANS CEDEX 2, 45071, France/ § aneuto se Koucip, OPJAEAI CF/IEKC 2, 45071, Opanuis

Manufacturing authorization number / Hosep ainerwsit s pupofimnol plmnuni: 2023_257_1 2

Phone/Teseior: +33 (0) 2 38 69 81 00 Fux/baxke:

133 (D)2 38 63 36 29
QUALITY CERTIFICATE / CEPTHOIRAT SIKOCTY
MICROLAX®E / MIKPOJIAKCR

9993206 Internal 1D 7 Buyrpintuiii nosep:
France/ thpannin tmporting country / Kpaina ismoprep:
A3689R Pharmaceutical form /JHkapeska opsin
[0 12 L L ]
day st/ Fixpiry date/ Tepsin spigarnocsi:
e, it
3044 Consumer packs/
A YIKOROK Date of batch refease®/ 20
UA/ISG3G0101  Hata pisityeky cepif®: day/
Aons

OA3GB9A
Ukraine / Yrpaiia
Reetal solution? Poamm pekrastbinii

1§
monti
MicaIn

sontly?
MicKlth

2027

year!
pix

2025
your!
pin

Packaging type size 3 mil rectal solution in tube with universal tip;12 tabes with universal tips in the carton pack with marking in Ukrainian language/ 1o § st posaisny

£ Possip tathi

HIKVBAaHIng MOBOIG

PREKTAALBOIO 13 ’I’}’(;i 3 YHiHCpL‘iUIhU!‘!.\! THKQHCHITBROMS 110 12 l'_VG 3 )’IlillC])CZ\iIbHHMH FAROHeIDIRaMI 8 Jcap'rmmﬁi l\'QpOGlli 3 MAPKYBAIHEINM )’I\'])i\‘l‘IIChKOI()

1 mi of rectal solution containe: sodium ciirate 90 myg; sodium fauryisulfoacetate 70% 12,9 mg, sorbitol 70% 12.9, liquid crystallixing 803 mg/ | an

Strengthy Craa i

POBUIIY PERTAALIION MICHITL IIPHO rpary 90 My, wrrpiro naypioteyanoanctary 70% 12,9 sy, copity posunay 70%, o kpuctanisyerses 893 yr

Chemical control/ Analysis Rell Tech. analysis/ Version/ . Sample status/ Craryc spazki:
N . ) , 5 244634 " . T - 2 s P ore $h s corte
Nininesit avasnis siAnanis Mo ORAZHMGIH cpnp Texu, Anania IC-0134 Bepeis: 2 Aceepted/TIpsdusro
Q.C. comments? Kosmenapi si;utiny Kourposo arocti: NZA 7 He 3acroconycrben
Test/ Teer Specification / Cnemdinais Result / Pesvanny
Colourless opalescent viscous solution, containing small air bubbles/
Deseription/ Quuce Bskuit onarccuerrnngt GesBapsimtii poaui, Mo MICHID MAICHLE] Puss/ Binnonizac
BYABGATIM LOBITPA

Identification/ Lienmdiranis
Sudium lawrylsutfoacetate/ Harpie ] . - R
SAYPIICYRgIOareraT Positive colour reaction? Hosiornsua koxneposa peartis Pass? Biamouinae
Sodiumy eirate/ Harpho wirpar Positive colour reaction/ Togirrunna xoasopona peagiis Pass/ Bizoginae
Sorbitol/ Copbir Ri=value matches standard? 3nanews RY siutosinac cramapry Pass? Binmonijac
Volume of the container content/ Volume not less than the labelled amount/ OG'CM e MCHME 3aTRACHOTQ Buesd Bineoniie

L Bl gmanpusp K i e
O’ s pyicty Rowveinnepy A crRend ¢ e
pH 6,0-8,0 6,7
Density/ T'ycruna 1,25-1,31 glewy/ tdem® 1,28 gfem véenm?
Assay/ Kiankiene spsuaucnus
Sodium ltaurylsulfoacetate/ Harpiio ; ;
: aury e an 8,4-9,6 mgiml / Mriva 8,9 mg/ml / mr/ima
sraypuacynsoanerar L
Sosium citrate/ Harpito wrpar 85 - 95 mg/ml/ suins 91 mg/ml 4 sudsa
Sorbitol/ CopGiv 580 - 6RO mg/ml £ mr/ma 622 mgAml 7 mrian
Sorbic Acid/ Knenora copbinena 0,90 - 1,10 mg/m! ¢ syines 4,99 mg/ml £ s
Microbiological
Conuol/ Analysis fiAnaniz - ORA244 Rel. Texh. Analysis/ Version/3 2 Sample status / Crarye 3paska:
MikpoGiosorinumii Ne 6342 Crana Texn. Amaiis epeis Accepted Iputisro
ROUTPOIL

QC comments! Koserrmapi siagiay KOrpoiio axocri;

Test / Tecr

NZA 7 Te aucroconycries

Specification / Cucimdinanis

Result / Peavarny

Microbial contamonation / Mikpobua vonramiunis

Total aerobic microbial count/3araania kisvkicrn

acpotimx Mikpoopraiiain (TAMC)

Total yeasts and moulds count/3araimntia kiapkicrs
APBRARORAN TA wicHnsnx rpubin (TYMC)

Canuments / Komeneapi

not more [ECFUMI ve Gianie TOAKY Oz

not more T0CEFU/MY ne Gixmine 102KYOAa

Pass/ Bianonizae

Pass! Biauonitac

* Date of batch refease is a date when speeilic batch was certified in Tull compliance with the GMP requirements and clectronically signed for approval by Qualificd Person at
validated computerized systen of production site )l mtnyery cepii - surva ko sana cepin Gyaa cepridixonana w nonnili planonianocri ao wusor MBI 1a saonepoxena

¥iostoniarelioto Ocooto BLESIX0s GIKIPOIMION HAUHCY 1 haiionanii woMioTepii cucremi uupoGuniod ixsma.

** Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with the GDacP/ Jata, kosn natiepona nepeis ceprinpikary

Byita posapyroam ra nignncans Yoosiosamenoto Ocoboro y wianonianocti 1o nwsor Flasesor Vpakeim Jokysertysanin

CONCLUSION: Accepled S BHCHOBOK: Bixnosiiac
This bateh was released by the Quulified Person / L niapris Gysa sinyineia
Yrornowwkenoo QOcobon:

M, Lebet
(Name of Quatilicd Person / I Yiontonakenoi Ocolin)

We hereby certify that the ubove information on English language is authentic and accurate # LI M7 SCBRTYENG, 1O NABCHCIRS BIE iniopManis AHICHEOI0 MOBOIO ¢

SAOCTOBIPHOW 1 TOMUOIQ.

This bateh of product has been manufactured, including packaging/labelling and guality control at the above mentioned site(s) in-full compliance. with the GMP requirements of

the Jocal Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The bateh processing, packaging and analysis records were
reviewed and found to be in compliance with GMP / Llio cepito npoaykty 8y:70 BHPoGACHO, BTIOTRIONS HARY BOLLSAAPKY DT T8 IPOBCACHO KOWTPQaD 1T AKOCTE Ha
RINTICIABIRCICHIR RGBT Y HOBNT BIATORLAIOCH 3 WiMOoraMit GMP, neTatonaeis Micreniiss PELYARTOPIIN-ODFAHOM, & (aR0K BioBLI0 fo cnergnpisanili Micienoro

PErVASTOPHOTO Oprany i y mianoni;utoeri si cnernpikauicio 4o pecerpaniinoro eaizomrsa kpait-issoprepa. TIPOTOK0AE BHPOGHINLIBA, HARYBAIIN 18 anaiisin HEPCIHIYTO T

do. 0l ZoQs

BCTANOBICHO BinoRiAvicTy GMP.

(hol

J\-/Sl"gﬁzﬁf)rtf/f? e
Vj
for ox 17 g5

R ; P g 2
Quahified Person Name? Ind's Yoonnonasxenof Ocobu

Date** 7 lara**
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