EFRM-0004732 rev. 2.0

Product Name/ Hasea npoaysry.

Froduct Code 7 Kon npoaykry.

Botch number / Hoatep ceppi.

Manufacturing date /jata
BHpPOGHHUTS.

Specification/ Criennduranrs

Released batch quanuty / Poamip eumymesoi

cepir
Acutf [/AkTHBHE peuosumna |

Local Preduct Name/
Jloxantuan wazea npoayxTy

Pharmaceutical form/ JT IKapeeRa hopaa;

1/2

Magufacturer / Bupotuuk: JNTL Consumer Health (France) SAS 7 IDKHTN Koucsromep Xenc (dpauc) CAC
Address / Anpeen: Domiaine de Margremont, Val-de-Rewl, 27100 France / Hoscr ac Merpemon, Ban-ae-Pioff, 27100,

Ppanuin

Manufacturing Autharization number / Homep sinemit gna sipotinnaol miRALmOCTi: 2022 235 ] 2

QUALITY CERTIFICATE/ CEPTH®DIKAT JIKOCTI

IMODIUM® CAPS 2 MG 6 UA MMONIYME KAICYAH 2 MI" 6 YKP

Intemal batch number?

90082002J Brytpunmh nosep cepit Fa20601
4HV1{1] Potency I/ Cina mi 1 Zmgl2mr
2 8 2024 Expiry date / Tepmin 7 2029
daynetis  monthfuicsun yearix APHAATHOCTI momhidicaus yearfpax

Market Authorization / Peccrpamiine

PR-009354 rev19 e —

Imponting country ¢
4238 Kpaiua innoprep:
Loperamide HCI flonepamin riipexnopug

IMODIUM®/
IMOMIYM®

Packaging type size/
PoInMip T THN HAKYBATUA

Capsules 2mg/ Kancynu no 2 sr

UA/9831/01/01

Ukraine/Ykpaina

6 caps in the blister; 1 blister in a cardboard package/s

Kancyn y Gaetepi, no 1 6aicrepy s KApTOHHIA naqui

TESTS/TECTH REQUIREMENTS / BSIMOLH RESULTS / PE3VIILTATIL
I. Appearance / White powder filled in capsules (size 4} wilh green cap and dark Comply/Bumosinac
Onie grey bady*/ Kaneynu poamipos 4 13 senenoio KPHIIEH KO T2 TCMMHD-

CIPHM KOPRYCOM™ . AKI MICTATE nopotok Giaero KOnwOpY
2 identification active: Loperamide Compiiance with the retention times of loperamide peak in the Camply/Biananigac
HPLC/ chromatograms of the iest and slandard solutigns
laenviiizauia nonepaminy BEPX Burrosianers vacy YCpIMYyBalie Ky Roneparizy Ha

X[ONATOTPaNI LOCNULKYEANOID Ta CTAILIAPTHOTG POIIHIR
3. ldentification active Loperamde Compliance with (he Rf value of loperamide spot in the Comply/Bianoauae
TLC ! chromatograms of the test and standard solutions 7
laewvndukania nencpaminy TINX Bianosiztiers eeniein RT anam AOMEPAMIAY Ha XpoMaTorpaMi

AOCIHAKYBAROCO TA CTAUAAPTHOTO POTHHHIR
4. Assay Loperamide hydrochlonde/  [93.0%-105.0% of the stated amount (1.9mg-2. Img lopeeamide 98,1%
KinbxicHe ranavenns nonepamiay  [hydrachloride per capsule)r
rmpoxnopIay 93 0%-105 0% min 3anznensi xinskoen (1 9mr-2 IMr nonepamuty

CUIpOXIOpHAY ¥ Kancyni)
5. Degradation compounds/ IT POAYKTH poInany
3 [ Individual specifie/ Tsusuayansy
crewdraHL
RO21169 =02% <0,1%
R054659 202% =0.1%
RO584235 =02% <0,1%
RO60204 <02% <0,1%%
5.2. Individual unspecified/ 02% <0,1%
lmABBUEYINENE HecTenH I
3 3 Degradalion compounds: 207% <}.1%
Total/fipoayxrn poinany Cyma

Df,]l” Qax. /49/ DO

10 18- 49 B




Manufacturer ¢ BupoGuus JNTL Consumer Health (France)} SAS ¢ IKHT Koncsiomep Xene (®panc) CAC

Address ! Anpeca Domarne de Maigremont, Val-de-Reuil, 27100 France ¢ Boserr ae Merpeston, Bag-ne-Proii, 27100,
EFRM-0004732 rev. 2.0 Mpauix

Manufrctunng Authorrzation number ¢ Homep nitteisn ans supoBuiaei amaskoct 2022 235 1 2

Product nanes Hazsa nponykTy- IMODIUME CAPS 2 MG 6 UA AVMOAIYME KANCYIH 2 ML 6 YKP
Praduct Cede/ Kon npoAyKTY Intemal baich number B420691
900820024 BayTpiumnii sovep cepi
Batch number/ Howep cepii. 4HVIIIT Importing country / Kpatna IMNOpTED: Ukraine/Yxpaiua
Manufacturing date?
Aara supobunurea 2 8 2024  Expury dated Tepaun 7 2029
deyzenn manth? yeorfpix  MPHAATHOCTI manthiricaus  yearpix
Nitau
Specification/Crewsdikaws PR-009354 rev]® Market Authonization / Peectpamifine UA/983 110181
NOCBYAYEHNT
6. Dissolution / Posunnenis Q=70% at 30 munites Q=70% 22 30 xpinnm Comply/Bunnostaae
7. Content umsformny Lopecanude Meets the requirements of Ph. Eur/ Bianoeiae sumoran Esp Comply/Bianopiaac

hydrechloride / Onropulicts omtery Dapar,
oncpaMIzy napoxtopuay

8. Microbiologtcat purity/ MikpoGionoriuna wicrora

8 | TAMC®* (Total Aerobec Microbial % 10" CFUvy product: KYQer npogykry Comply/Brananinac
Count) 3aratena kiALKICTL acpoditax

daxrepiii

8 2 TYMC**(Total Combined < 10° CFU/g produck KYO nponyaTy Comply/Bianosinac

YreostsfMoulds Count)aranuia
KGILKLC Th APIERTHOBAX T2 IMICHT I

rpniis
8.3 Specificd microorganismst Absence Eschenichia coliin | 8 product/Buteytiicts Eschenclua Comply/Branosiaae
Crewbrm Mixpoopran s coli B ! r nponykny

Comiments / Kemenvapi:

* Due 1o local regulatory and markelmg requirentents, the capsules may have a specific imprnting! B 3ancwxuocTi sin sisor PUIYAATOPHNX OpraHiB Ta MapreTiury,
KANCYRI MORYTL MATH CrcLa]mani BiaduTox

** Test frequency an product release every bateh uanl 3 successive batches pass, then every 10th batch with a minimum of 1 batch per year tlactova npoacsenng
BN poGyeans opit BHIIYCKY ANS KOKHOT COPIi, N0KH e Sy/AyTL OTPHAIIL O THB I PCIYALTATH 1A% 3x cepifi, noTIM Ana Koxnoi 10-7 cepii, ane He menwe, ik )
cepity pix

***“Date of batch release” is a date when specific bach was certified in fuil compliance with the GMP requirements and elleciranically signed for approval by
Qualilred Person at validated computertzed system of production siie /fara EHBYCKY CCPIF - NaTa Koan JaHa copa Gyan cepTndnronas  nopmii BIANORIANOCTI A0
Biesor HBTT o satepamena Yiosnosanenog Ocafiors uutaxom cnerponmore niAnicy & saninanaini KOMITHITEPII CHOTeMI PHPOGHINO Wik

CONCLUSION/BUHCHOBOK Accepled/Bianoeinac
Tius bsl_ch was released by the Qualified Persan/Lis cepin Gyna Bithymena Yuoonunameng Killian CARRE
ocofioio
(Name of Qualified Person/Im'a Ynosuonaxeilol Ocobn}
Date of batch releaye***/fara punycky |0 10 2024
Copittt day aem  montlfuicaus  yrarjus

Certification statements / 3aana npo ceprudinanio:

We hereby centify thar ihe above information on English language is authentic and accurale. This batch of product has been manufaciured, including
packaging/labelling and quality control at the shove mentioned site(s) in Tull compliance with the GMP requirerents of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the imponing cauntry, The batch processing, packaging and analysis records were revicwed and found to be n
comphanee with GMP / 1lum 5 JACBIALYIO. LU0 HIBSALHD BHUIE IKGOPMALIA AHFMITCKKOK MOS0 ¢ noctosipHoio j ToitHoo Lo cepuo nponykTy 6v10 BupoSreHo
[nrnoaIos NakyBaHKa/MapKy RaLHR) Ta APOBCACHO KOHTPOMDb [T AKOCTI Ha BINMEINIHA R TenbinLy ¥ Aonil sinnosianoct 3 pusorastn GMP, scTanosneta
MICUCBIIM PErYARTOPHHY OPFAHOM, A& TAKOK BIANGBIANG [0 caeundiranifi micuesaro perynstopitoro oprauy [ y sinnomigHacTt 1 cneninduraero o pecTpatniinoro
CBUTOUTEA Kpaikti-1nopTepa MpoTukonit espoBisrea. DAKYBIHKRA TA AHANISIB NCPETNANYTO T BCTAHOUACHD BIGMOBIANICTS BIMOFaN GMP

This Quality ceruficate has been prnted and signed on £ Lleii

cepridikat akocti Gys poupykosasnii ta nigaucar . 12 11 2024
dayzenn manlhf yeanpix
HICRLU.

Signature of the Qualified Person/ MNianuc YnoeHosaseno( Ocobu




7/

AEPIKABHA CJIYIKBA 3 JIIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCBHKIH OBJIACTI

npos. Caitnnunol Hagif, 3, m.Kis, 02099, Tenfpaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
PO SAKICTH BBE3EHOr0 B YKpaiHy JiKapchLKOro 3acoby

04.12.2024 Ne 60915/24/10

IMOJIYM®

(naiistenysanug sikapebicoro 3acofy 3rinHo 3 peecTpauiiingm nocaiguenisiag)
KameyJn no 2 Mr, 1o 6 xaneyn y 6aicrepi; mo 1 Baicrepy B kapTouniii nauni
{hopra Bunycry, nosyeanny, pun NakypaHls NikapcLkoro sacoBy)

Homep peecrpauiitnoro nocsinvesns UA/9831/01/01 CTpox Al peectpauiiivoro noceinuenns 01.01.2099
Cepin mikapebkoro 3acoby Ne 4H V1111 KinekicTs BBesenoro nikapeskoro sacoby 27936

Bupobruk LPKHTII Koncsromep Xene (Ppanc) CAC, Opanuis

(waiivenysanns sipoGimka sixapeskoro sacoby, Kpaia noxoeHy)

Baeseno b Yipainy TosapucTBo 3 06MeskeH0I0 Bitnosigansuicrio " Mxotcon i Isxoncon

Ypaina", igenr. xon: 35893512
(nafisenyranig Ta kon 3a CAPTIOY lopuauunot pcobu aGo npizsne, ivM's. no BaThrom! fnatnor

ocobu - nixapuenwst. i micue nposiBaitiy Ta peccTpauiititeit nonen 0BNIKOROI KIPTKH NNATHHK
nofaTxis a6o eepia Ta HOMep macnopra)

MpoToxon sisyamsuore wonrpomo sin 04.12.2024 N: 3630/1.

34 pesynkTaTaMH  REpWABHOTO KONTPONMIO BCTAHOBNCHO, Mo mikapeekiit  3aci6 meeseHo B Yipafny 3
AOTPHUMAHHSIM snvoT 3aKOHONABCTAA UO0 3A6E2MeUHNS TKOCT] nixapepKny 3acobis.

% - Onnra EPLOMEHKO

KOUTpONIG) (ninnse) {iniuiasei T npizouae)
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