JEPKABHA CIIYKBA 3 JITKAPCBKNX 3ACOBIB TA KOHTPOJIYO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI
npos. Ceivsanoi Hanit, 3. m.Kuis, 02099, res/arc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
po AKiCTH BBE3EHOTO B YKpainy Jikapcbkoro 3acoby

07.10.2024 Ne 49301/24/10

KOHTPOJIOK®

(nafiMenysanns JIKapcbkoTo 3acofy 3rijo 3 pecCTpaliiinuM nocBigetsamM)
NOPOIIOK /ISt po3uuny st i’ exuiif mo 40 mr; 1 drakon 3 nopomkom y KapTonuii Kopooui

(opma BUNYCKY, HO3YBANHA, BU/L HAKYRAHUS JIKAPCLKOrO 3ac0fy)

Homep pecerpauitinoro nocsipuenns UA/0T106/02/01 erpox aii peecrpaniiinoro nocsixenns 01.01.2099

Cepis nikapenkoro zacody Ne 561183 Kinskicrs Beeseroro nikapeskoro sacody 28130
Brpotunk Takena I'm6X, HiMeuunna

(nafiMenypanns BUpoOHMKA NiKapeLKoro 3acofy. Kpaiia NoXoKeHs)

Baesewo B Yipainy Tosapucrso 3 o6mexenolo sixnosinansuictio "TAKEJA
YKPAITHA", inenrr. xox: 35849505

(mattmenynaris Ta ko1 3a CIPTIOY voprmuiol ocobu abo npissuine, iM's, 110 OaTLROBI hiranoi
0colH - THATPHCMILA, T MicTle MPOKHBAHNS Ta peccTpauiifnuil HoMep 08N IKOBOT KAPTKH TINATHIKA
NOAATKIB aB0 cepis Ta HOMEp nacopTa)

fIporoxen wizyansuoro kourposro eig 07.10.2024 Ne 2943/2,

3a  pesynpTaTaMM  JNEPNABHOIO KOHTPONIO BCTAHOBJIEHO. IO mikapchkuit  3aciG  BBesewo B Yxpainy 3

JAOTPUMAHHIM sumMor 3aK0HOAABCTBA WOXO 3a0C3MEHeHHS SIKOCT IKAPCLKIX 32C0BiB.
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPII NIKAPCHLKOIO 3ACOBY

Name of product:
HalimerysanHs npoaykuii:

Controloc®, powder for solution for injections, 40 mg, in vial Ne 1
KoHTponok®, nopowoK A4ns posuvHy AN iH'ekLyii o 40 Mry dnakonax

Country of origin: gi:many

Hepxapa-supoOHuK: HimeuunHa

Marketing authorisation number:

?g&?ﬁq@f‘f“ipa”m”"m UA/0106/02/01

Strength/Potency: 1 vial contains 42.3 myg pantoprazole sedium sesquihydrate (which

Cuna pit/AKTUBHICTb:

equivalent 40.0 mg pantoprazole)

1 (hrakoH MicTiTs 42.3 M naxTonpasony HaTpio (Wo exsisaneHTHo 40.0

M anTonpaszony}

Dosage fornm:
Nikapcwka dopma:

Powder for solution for injections, 40 mg
Mopowiok Ans poauuHy ans iH'ekuii no 40 mr

Package size and type:
Po3wmip Ta TUN NaKkyBaHH:!

1 vial with powder in carton box
1 hnaxon 3 rOPOUIKOM Y KapToHHIi kopoBuy

Batch number:

Howmep cepil: 561183

Batch size: packs
Poawmip cepil: 28130 YNEKOBOK
Date of manufacture:

Hara BupobHuursa: 0572024

Expiry date:

MpunarHui go: 04/2026

Name of Manufacturer, Takeda GmbH

responsible for batch release:
Haspa supoGuuxa, BinnoBiAaNeHOro
3a BUNYCK cepil:

Takepa MubX

Address of Manufacturer,
responsible for batch release:
Agpeca BupobHuka, BIRNoBIAanpHoro
3a sunyck cepii:

Robert-Bosch-Sirasse 8, 78224 Singen, Germany

PoBepr-Bow-llitpacce 8, 78224 3inrex, Himeuunna

Authorization number of
Manufacturer, responsible for
batch release:

Howmep niyensii Bupobuuka,
BIANOBIANLHOTO 33 BUNYCK cepil:

DE_BW_01 MIA_ 2022 0102
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT SIKOCTI CEPII TIKAPCbKOTI O 3ACOBY

Results of analysis
Pe3ynbTaTh NPOBEeASHHR aHariay
Parameters Specification Hesults
[Moxasrnkn Crieyudixalin Peaynbrat
Appearance Visual / White to almost white dry powder Conforims
Onue BisyanoHui koHTpons / Cyxuit nopowox sia Ginoro po Bignosinae
BirlyBaToro Konkopy
Appearance of solution Visual / Colorless to yellowish solution Conforms
after reconstitution
Qnuc posumHy nicns Bisyanbuit KORTpOrs / Posquk gig Besbaparore ao Bipnosinae
PO3YMHEHHA KOBTYBATORO KOMHOPY
Colour of solution by Ph. Eur. 2.2.2 / Not more intensely coloured than Conforms
reference solution Bg
Crynivb 3abapanexss Eap. ®apm. 2.2.2 / [HTEHCUBHICTL 3abapBneHHs He Mae Binnosipae
nepeBriLYyRaTH IHTEHCUBHICTL 3aBapBnNeHHa PO3YMHY
fiopieHsAHHA Be
Reconstitution Visual / With 0.9% sodium chloride solution:gives a | Conforms
clear solution within 30 seconds
PO3uMHHICTL Bisyaribniit KOHTpons / 3 0.9% po3HMHOM HaTPio Bipnosigae
XNOPUAY: NPO30pui poa4uH Hepes 30 ¢
pH by Ph.Eur. 2.2.3/9.0 - 105
pH €ap. Gapm. 2.2.3/9.0~ 1057 9.9
Uniformity of dosage by Ph. Eur. 2.9.40 / Meeis the requirements Contorms
units
OAHOPIARICTD A030B3HUX €ap. ®apwm. 2.9.40 / Mae signosigatu sumMoram Bignosinae
OfMHMLb
Mechanicat impurities by Ph. Eur. 2.9.19, USP “788" / Subvisible particles Conforms
Mexanivsi BKIOYeHHs in solution
- Amount particle 2 10 pm not more than 6000
per vial
- Amount particle 2 25 pm not more than 600
per vial
€ap. Gapm. 2.9.19, USP «788» / BMICT HEBUAUMNX Bignosinae
4acToK
- Posmipom 2 10 pm He Binblue Hix 8000/hrakon
- Poamipom 2 25 um He Binbuie Hix 600/drakon
by Ph. Eur. 2.9.20, 5.17.2 / Practically free of visible Conforms
particles
€ap. Gapm. 2.9.20, 5.17.2 / NpakTuHHO BiflbHUNA BIA Bignosigae
BUAUMNX YACTOK
identity Pantoprazole by Ph. Eur,, HPLC / The retention time of the main Conforms
laenTudikauia peak in the chromatogram of the test solution
Maxronpason should correspond to the retention time of the
pantoprazole peak in the chromatogram of the e f""‘“"’Q:\\\
standard solution / Tapsd) i ;} - ,‘(X.
Esp. Gapm., BEPX / Yac yTpumyBanHs OCHOBHOTO r1ika an(y((aq,jw/’“““ 4
Ha xpomatorpami BunpoByBaHoro po3yuHy mMae s
BIANOBINATY YACY YTPUMYBAHHA NIKa NAHTONPA3CNY Ha /

XPOMATOrpami CTaHAAPTHOMO PO3HNHY

by Ph. Eur. NIR, 2.2.40 / Positive reaction
€ap. Papn., BIY, 2.2.40 / MNosuTnaxa peakuis
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BATCH CERTIFICATE FOR M
CEPTU®IKAT AAKOCTI

MEDICINAL PRODUCT
CEPII NNIKAPCBKOIO 3ACOBY

Parameters Specification Results
(oxaaHunky Crieundpikauis Pesyneraru
Water content by Ph. Eur. 2.5.12/ Not more than 3.0%
Buict Bogu €sp. ®apm. 2.5.12 / He GinbLie HbK 8% 1.2 %
Sterility by Ph. Eur. 2.6.1 / Medicine must be sterile Conforms
CrepunbHicTs €sp. Gapm. 2.6.1 / Npenapat mae Gyrv CTepubHUM Bignosinae
Bacterial endotoxin by Ph. Eur. 2.6.14 / Not more than 150 IU/vial IUfvial
BaktepiansHi eHaoToKcUHm €8p. Gapm. 2.6.14 / He Ginbwe HDK 150 MO/dnakon <10 MO/dnakown
Assay Pantoprazole by Ph. Eur. 2.2.29/38.0 - 42.0 myg/vial (corresponds mglvial
KinbiicHe snaHauenns t0 95.0 - 105,0 % from claimed)
ManTonpason €sp. Gapm. 2.2.29/38.0 - 42.0 mr/dinakon (signosinac 39.9 Mr/hnaKkoH
95.0 - 105.0 % Big 3asBIEHOrO)
Assay Disodium edeate by Ph. Eur., Potentiometric titration / 0.80 - 1.10 mg/vial
Kinskiche BusHavents mg/vial (corresponds to 90.0 - 110.0 % from
Hurarpio epear claimed)
E€sp. Gapm., Norexuiomerpuyne TUTPYBaHHs / 0.90 — 0.99 Mr/hnakon
1.10 mr/cbnakon (sianosinae 90.0 ~ 110.0 % sig
3asIBREHOro)
Purity by Ph. Eur. 2.2.29, HPLG
BusnauenHst wuctomy €ap. dapm. 2.2.29, BEPX
+  BB810-044
(impurity D and F)
B8810-044 £02% 0.07 %
(nowitwka D | F)
« Single unknown £ 0.1 % (each)
impurity
. l‘lo‘o,qwnoxii ' % 0.1 % (xoxHol) < 0.02 9%
HelaeHTugikoBaHi
LOMILLIKY
+ Total impurities
o CymMa gomilok £10% 0.12 Y%
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BATCH CERTIFICATE FOR MEDHCINAL PRODUCT
CEPTU®IKAT SIKOCTI CEPII MIKAPCBLKOIO 3ACOBY

[ Comments Absent
Komertap BigcyHi

Gortification statement:
| Basmsa npo cepruikauio:

1

Lo msmcormeemmressanmrm st sttt A S

1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above-mentioned site 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.

i

| Uy /8 3ac8in4yto, 1o HaBeeHa pulie ichopmalin € A0CTOBIPHO T8 TOUHOO. o cepito npoayxuii 6yrto
2 BUpOGNEHO (BKIIOHAIONH naxyaaum/mapxyaanm) Ta NPOREAEHO KOHTPONb i AKOGTI HA BULLIE3a3HaYeHIR AinbHAL
y NOBHIf pianosigrocTi 3 BUMOramMi GMP, BCTaHoBNeHUMA MICUEBUM PEryIRTOPHUM oprasom, a Takox BIANOBIAHO
A0 cneundikauii, 10 MICTHTHCS ¥ PEECTPALIHOMY pocwe abo Toproaiit niuexsil kpaiHu-BUpOBHMKE a0 kpaiHu-
iMrIopTepa, SKWo npoayxLiio iMnopToBaHo. Mporokonu BUpOBHULITBAE, NaKyBaHHs 12 ananiais Byno NepernaHyTo 1a
BCTAHOBMNEHO BIAMOBIGHICTE GMP.

Name and position/title of person authorising the batch release: % pron ’,
i / i s i
Mpizsuiue Ta NOCAKA/3BAHNA 0c0BM, kA BUAANA A03BIN HA BUNYCK cepii: L Quatified Person E
i Signature of person authorisinathe batch release: o - "/'/7/ o i

Mignue ocoby, siKa suaana [038IN Ha BANYCK cepil: by
R [ (=

Date of signature: ‘

[ata nignncanns: |

/
//’ 18.09.2024
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