NEPKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KUIBCBHKII OBJIACTI

npos. Ceitnmunoi Haaii, 3, m.Kuie, 02099, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
Npo sAKiCTH BBE3€HOr0 B YKpPaiHy JiKapcbKoro 3acody

17.09.2024 Ne 45716/24/10

PIOITIAH

(maiiMeHyBaHHA Nikapcbkoro 3acofy 3rifHO 3 peecTpallifHUM NOCBINYEHHIM)
cycnensis opajabna, 800 mr/10 mut; no 10 ma B canre; mo 20 came B KApTOHHIH KOpoOui

(popma BHITYCKY, N03YBaHHS, BHA HAKyBaHHA Jikapchkoro 3acoby)
Howmep peectpauiittoro noceiguesns UA/11741/02/01 crpok nii peectpauiitnoro nocsinuenss 01.01.2099
Cepis nikapcekoro 3acoby Ne 558457 KinbkicTs BBE3€HOTO Jikapchkoro 3acoby 5760

BupobHuik Taxena 'm6X, HimeyunHa

(naiiMenyBaHHs BUPOBHUKA JiKapchkoro 3aco0y, Kpaina MoXomKeHHs)

Baesero B Ykpainy TosapucTso 3 o6Mexenoto Bianosiganenictio "TAKEJLA
VYKPAIHA", izent. von: 35849505

(uaitmenysanns Ta ko 3a €JIPTIOY opuauaHol ocobu abo npissuile, imM's, 10 6aTbKOBI
(hizmuHoT 0cobH - mipnpuemiy, i Micue npoxuBaHus Ta peecTpauifuuit nomep o6aikoBol
KapTKH MAATHUKA NOJATKIB a60 cepis Ta HOMEp NacrnopTa)

TMpotokoa BisyansHoro kourpomo six 13.09.2024 Ne 2705/5.

3a pesynbTaTaMH JIEPKABHOTO KOHTPOJIO BCTAHOBJNEHO, IO Jiikapcbkui 3aci6  BBeseHO B Vkpainy 3

JOTPHUMAHHSAM BAMOT 3aKOHOAABCTBA LIOJO0 3abe3neyeHHs AKOCTI TikapehKuX 3acobiB.
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIH NIKAPCLKOTO 3ACOBY

Name of product:
HaiimenyBarHs NpoayKLil:

Fiopan®, oral suspension, 800 mg/10 mi in 10 mi sachets Ne 20
Pionan®, cycnensia opansHa, 800 mi/10 mn no 10 Mn & cawe Ne 20

Country of origin: Germany
Depwasa-supobruk: Himeuwamna
Marketing authorisation number:

Homep peecrpauiinoro UBAM1744/02/01

NOCRIgUe HHR:

Strength/Polency:
Cunia il AKTHBHICTL:

1 sachet (10 mi) contains: 800 myg magaldrate anhydrous
1 cawe (10 M) micrire: 800mr maranapary BessogHore

Dosage form:
flixapceka hopwa:

Oral suspension, 800 mg/10 mi
CyCnexsia opansta, 800 mr/10 mn

Package size and type:
Poamip ta Tin nakysanHHs:

10 ml in sachet; 20 sachets in carion box
no 10 mn 8 cawe; no 20 calue B KapToHHii Kopobui

Batch numbern:

Homep cepli: 558457

Batch size: packs
Poawmip cepir: 11820 YIaKkoBoK
Date of manufacture:

Jara supobrmyTea: 0472024

Expiry date:

fipuparHui no: 032027

Narme of Manufacturer, Takeda GmbH

responsible for batch release:
Hassa supobuuka, signosinansHoro
34 BUNYCK cepii:

Taxepna 'vbX

Address of Manufaciurer,
responsible for batch release:
Anpeca Bupobrnka, BianosiganLHoro
3a BUMYCK cepil:

Robert-Bosch-Strasse 8, 78224 Singen, Germany

Pobepr-bow-llrpacce 8, 78224 3ivrex, Hiveuunna

Authorization number of
Manufacturer, responsible for
batch release:

Homep nitenail supobunka,
BIANOBIAANLHOIO 38 BUNYCK Ccepif:

DE_BW_01_MiA_2022 0102
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT SIKOCTI CEPH IIKAPCBKOIO 3ACORY

Results of analysis
PesynsTati Nposeienns axasisy

Parameters Specification Results
[Mokazmuiy Crieunikaulis Pesynsrati
Appearance Visual / White to cremecoloured suspension Conforms
Onuec BigyanbHull koHTpons / bina 3 kpemosu BigTiHKOM Bianosinae
cycreHain
Gdour Organoleptically / Odour of caramel Conforms
3anax Opranonentiunni / Janax xapameni Bignosinae
identity magaldrate by Chemical reaction
lnenrudikauia XimivHa peakuis
marangpary
»  Magnesium Positive Conforms
Maruin [ToantusHa Bignosigae
»  Aluminium Positive Conforms
Antomiris [Mosurnena Bignosinas
» Sulfate Positive Conforms
Cynetharn Mosutyara Bipnosinae
s Silver by AAS f Positive Conforms
Cpibno AAC / ToawtusHa Bianosinae
» Chlorhexidine by HPLC / Positive Not performed on this
bigluconate' batch
Xnoprekenansy BEPX / MNosutusxa He npoBOAUTLCH ANg

Birnwokonat

npauol cepil

Homogeneity Microscopy / Homogeneous suspension and Conforms
distribution of active ingredient in the
particles
{"oMOreHHiCTL Mikpocxonis / PiHomipHuii poanogin aAhouol peqosuny 8 | Bignosinae
YACTUHKAX, OAHOPIAHE Cycrnexsis
Particle size Microscopy / Not more than 100 um Conforms
Poamip wacTok Mixpockonisi / He Ginsise 100 uv Binnosinae
Density by Ph. Eur. 2.2.5 / 1.030 - 1.070 g/mil gimi
l'yctvna €ap. dapm. 2.2.5/1.030 ~ 1.070 t/mn 1.057 r/an
pH by Ph. Eur, 2.2.3/8.0-9.0
pH Cap. Gapm. 2.2.3/8.0~-9.0 8.6
Viscosity by Ph. Eur. 2.2.10 (rotational viscometry methad) i mPa-s
Bsiskicrs 40 — 100 mPa-s

€ap. Papm. 2.2.10 (metoz potauintol sickosumerpii) /
40 - 100 mla-c

Time to reach pH 3.0
Yac ana SOCATHEHHS
pH 3.0

Visual titration / Not more than 60 s
Biayanshe Turpysanus / He Binee 60 ¢

Suspension siability
CrificTis cycnenail

Visual / After shaking, it does not change for at least
5 minutes

BisyaneHui KoHTpons / [licna cTpywyBanta He
IMIHICETHCS NPOTATOM He Menwe 5 X8
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTHUOIKAT AKOCTI CEPH NIKAPCBKOI'O 3ACOBY

Parameters Specification Fesulls
flokazHnm Crieundixauis Pesynerarn
Sedimentation Visual / Not less than 0.95 Not performed on this
coefficient! hateh
Koediigienr Bisyanshuh kowrpons / He merwe 0.95 He nposoputecs ans
cepumenTaul’ Aarol cepil
Content uniformity by Ph. Eur, 2.9.6 (test B) potentiometric titration / Conforims
Should conform with Ph. Eur,
OgropigHicTb BMicTy €8p. Qapm. 2.9.6 (Tect B) noteHuiomerpuuHe Bianosipae
miTpysannna / Mae signoeigatu sumoram £sp. Gapm.
Assay
Kinbkicse susHadeHHs
+  Magaildrate Potentiometric titration 7 760.0 ~ 840.0 mg/10 mi mea/10 mi
anhydrous
Maranapary 6/sogr | lNoTeHuiomerpyute TUTPyBaHHs / 760.0 797 mr/10 mn

840.0 mr/10 mn

« Magnesium
hydroxide®
Maruio rigpokeng!

Titration / 393.6 - 532.8 mg/10 mi

Turpysanus / 393.6 ~ 532.8 mi/ 10 mn

Mot performed o this
batch

He npoBoguTLCH Ans
Aanol cepil

s Aluminium

Tiration / 256.8 — 367.2 mg/10 mi

Not performed on this

hydroxide’ batch
Arominito Turpysanns / 256.8 — 367.2 mi/10 mn He nposopuTsch ANs
rigpoxcun garof cepii

«  Silver AAS 790 - 115 pg/i0 mi 1#g/10 mi
Cpibna AAC /90 — 115 mMkir/10 wan 108 MK/ 10 mn

« Chiorhexidine
bigiuconate®
XrioprekcuiamnHy
Birrsokonary!

HPLC / Not more than 440 pg/10 mi

BEPX / He Sinbie 4490 mkr/10 mn

Not performed on this
bateh

He nposoauTLCH ONS
naxol cepii

Net content

Hominanbrui amicT

Weilghing in accordance with the Packaging
Regulations (Germany)/ 10 mi

Sachets with a content of less than 8.1 mi: o more
than 2%

The absence of a sachet with a content of less than
8.2 ml

3paxyBanHs BIANOBIAHO N0 NONOKEHHA NP0 YHAKOBKY
{Himeuuuna) / 10 mn

Cawe 3 smicTom MeHe 9.1 mn: He Binbwe 2%
BigeyTsicTs cawe 3 BMicTOM MeHile 8.2 wMr

Conforms

Bignosigae

ticrobiotogical purity?
MikpoBionoriuna uscrora?

by Ph. Eur. 2.6.12/ TAMC - not more than 10?7 CFU/mi
€ap. Papm. 2.6.12 / TAMC - ne Binwwe 102 KYO/mn

by Ph. Eur. 2.6.12/ TYMC - not more than 10' CFU/mi
€ap. Gapm. 2.6.12/ TYMC - ne Binbie 10! KYO/mn

an
%4.55‘}&‘3%
1

by Ph. BEur. 2.6.13/ Escherichia coli absentimi
€ap. ®apwm. 2.6.13/ Escherichia coli sincytHictb/Mn
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIl NIKAPCBKOTO 3ACOBY

Commenis The test is not routine
KowmerTapi TeqT He PYTUHHIR

*The test is performed only at the beginning and at the end of the stability
study
2TeoT NPOBOBUTLCA TiMNbKy HE NO4ATKY Ta HaTPUKIHLE BUBMEHHR CTaBINLHOCTI

Certification statement:
3asisa npo ceprudikaliio:

| herehy certify that the above information is authentic and accurate. This bateh of product has heen
manufactured, including packagingflabeling and quality control at the above-mentioned site(s) in full
compliance with the GMP requirements of the local Reguiatory Authority and with the specifications in the
Marketing Authorization of the importing country of product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be In
compliance with GMP.

Linm 5 3aceindyio, Lo HaseaeHa sule intopmallis € nocToBipHOIO Ta TouHoto. LIk cepio npogykuil Byno
BUpoBNeHo (BKIOMaI0UH (IAKYBAHNS/MEDRYBAHHSA) T2 NPOBENEHO KOHTPOML 1 KOCTI Ha BYULIE3A3HAUSHIR AiTeHML
¥ NOBHIA BIANOBIAHOCT] 3 BUMOramy GMP, BCTEHOBNEHUMW MICUEBUM DETYNIRTOPHUM ORranoM, a Takox sinnosinro
4o cneyudikaniit, Lo MICTATLCA Y peECTPaLitHoMy [OChE 800 Toproaii nivensii kpaimu-anpobika abo kpainu-
IMropTEPa, SIKILO NPOAYKUIID MNOPTOBAHO, abo y pocse cneuudpikauii Ha npenapat ana [OCHIKYBAHOTO
nikapcuroro 3acoby. [poTokonu supoBHULTBa, NAKYBAHHA T2 amanisis Gyno nepernaxyTo Ta BCT3HOBASHOD
gignosionicts GMP.

Name and positionftitle of person authorising the batch release: .
TMpissnie Ta Nocaaa/asaqtsa ocoby, Aka Braana £038iN Ha BrNYCK cepil: Dr. Dlrk.A mermann,
! Qualj ed Person

Signature of person authorising the batch release:
Migrue ocobu, ska Buaana AC3BIN HA BUNYCK cepil:

Date of signature:
[lata nignucaxHs:

29.08.2024
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