JEPHKABHA CIIYVIKBA 3 JITIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBHKIN OBJIACTI
npos. Ceirnmanol Hanii, 3. m.Kuis, 02099, ren/dake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua. Kog €APIIOY 37078774

BUCHOBOK
npo AKICTL BBE3eHOT0 B YKpaiHy JikapchbKkoro 3acody

07.10.2024 Ne 49301/24/10

KOHTPOJIOK®

(afiMenysamis KapebKoTo 3acofy 3rifHo 3 peceTpauilingmM nocsigetam)
NOPOINOK ISt po3uuy st it exuiif o 40 mr; 1 guraxoH 3 nopouixoM y Kaprounii Kopobui

(hopma BUNYCKY, HO3YBANHS, BU/L TIAKYRAHWS JIKAPCHKOTO 3ac00y)

Homep peecrpaniiinoro nocsingenns UA/0106/02/01 erpox ait peecrpanitinoro nocsixuerns 01.01.2099

Cepis nikaponkoro 3acody Ne 561183 Kintkicrs Breserioro nikapeskoro sacody 28130
Bupobunk Taxena I'moX, HiMeuunna

(nafimenyBanns BHPpoOHMKD Hikapenkoro 3acoly. kpaiia 1OX0MKeHs )

Baeseno B Yxpainy Tosapucrso 3 o6mMexeHo10 BignosianbuicTio "TAKEJJA
YKPAIHA", inenr. xox: 35849505
(maktmenynarmst Ta koji 3a CJIPTIOY roprmiamol ocobir abo npisswine, iM's, 1o Satbrosi (hismanoi
0co01 - TATpHCMIL, 11 MiCTIC TIPOKHBAHAS Ta peecTpatiiinyii noMep obAIKOBOT KAPTKH INATHIKE
HORATKIR aB0 cepist Ta HoMep nacnopra)

fIporoxoy eizyansnoroe kourpomo gig 07.10.2024 Ne 294372,

3a  pesysbTaTAMM  [CPXABHONO KOHTPOMI0 BCTAHOBICHO, MO  Hikapchkuit  3aci6 BBescHo B Ypainy 3

AOTPUMAHHIM suMOr 3aK0OHOAABCTBA WIOLO 3a6E31EYEHES SIKOCTI TKAPCLKIUX 3ac0BiB.
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPH NIKAPCBHKOIO 3ACOBY

Name of product:
HahmerysanHs nposykui

Controloc®, powder for solution for injections, 40 mg, in vial Ne 1
Kontponok®, nopowox Anst posuuHy 4N iH'ekiif no 40 mry dnakonax
Ne i

Country of origin: Germany

Jepwasa-srpobHuk: HimeuunHa

Marketing authoﬂsation number:

?g&?ﬁq’;ﬁ‘ipaw“”om UA/0106/02/01

Strength/Potency: 1 vial contains 42.3 mg pantoprazole sodium sesquihydrate (which

Cuna git/AKTUBHICTb:

equivalent 40.0 mg pantoprazole)
1 chriakoH MiCTHTE 42.3 MI NaHTONPasony HaTpilo (Wo exksisaneHTHo 40.0
MI TaHTONpPAa3oNy}

Dosage form:
RNikapcwia dopma:

Powder for solution for injections, 40 mg
Mopowiok Ans posunty ans iH'exui no 40 mr

Package size and type:
Poswmip Ta TMN NakysaHHs:

1 vial with powder in carton box
1 hnaxon 3 NOpoLLIKOM Y KapToHHIl kopoBuy

Batch number:

Homep cepii: 561183

Batch size: packs
Poamip cepii: 28130 YNEKOBOK
Date of manufacture:

Hara supobHulrsa: 052024

Expiry date:

Mpuparkui go; 04/2026

Name of Manufacturer, Takeda GmbH

responsible for batch release:
Hasra supobHuka, BIINOBIANLHOM
3a BUNYCK cepil:

Taxkena MubX

Address of Manufacturer,
responsible for batch release;
Anpeca BupoBnvika, BianosinaneyHoro
38 BUNYCK cepii:

Robert-Bosch-Sirasse 8, 78224 Singen, Germany

PoBepr-Bow-lirpacce 8, 78224 BinreH, HimeuwunHa

Authorization number of
Manufacturer, responsible for
patch release:

Homep nilensii BupobHuka,
BIANOBIANLHOIO 38 BUNYCK cepil:
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT SAKOCTI CEPI NIKAPCbLKOIO 3ACOBY

Results of analysis
PegynsTaTil NpoBegeHHs aHarnisy
Parameters Specification Results
[MokasHmky Cneuudikalia Peayrnsratu
Appearance Visual / White to almost white dry powder Conforms
Onue Bisyanssmit koHTpons / Cyxuii nopowok sia Binoro po Bignosinae
BinysaToro KonLopy
Appearance of solution Visual / Colorless to yellowish solution Conforms
after reconstitution
Qnuc posuuHy ficns BizyanbHuit KOHTpons / Posuun g BesBaperora go Bipnosipae
POSYMHEHHSA KOBTYBATOrO KONBOPY
Colour of solution by Ph. Eur. 2.2.2 / Not more intensely coloured than Conforms
reference solution Bs
Crynitb 3abapanexns Eap. Gapm. 2.2.2 / IHTEHCMBHICTL safiapBneHHs He mae Binnosinae
nepesuLiyBaTH IHTEHCUBHRICTL 3afapBneHHs PO3YMHY
fopisHAHKHA Be
Reconstitution Visual / With 0.9% sodium chloride solution:gives a | Conforms
clear solution within 30 seconds
POJUUHHICTL BisyarnbHuit KOHTPONb / 3 0.9% posquHoM HaTpio Bignosigae
XMOPUAY: APOI0PUI poaumK Yepes 30 ¢
pH by Ph.Eur.2.2.3/9.0 ~10.5
pH €ap. Gapm. 2.2.3/ 9.0~ 1057 9.9
Uniformity of dosage by Ph. Eur. 2.9.40 / Meets the requirements Conforms
units
OAHOPIaHICTL A03083HNX €ap. ®apm. 2.9.40 / Mae signosigatv sumoram Bignosipae
OfAMHMLD
Mechanical impurities by Ph. Eur. 2.8.19, USP “788" / Subvisible particles Conforms
MexauivHi BKINOYEeHHS 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. Papm. 2.9.19, USP «788» / BMICT HEBUAMMWX Bignoeigae
4acToK
- Posmipom 2 10 um He Binblue Hix 6000/thnakon
- Poamipom 2 25 pu He Sinbuie Hix 800/driakou
by Ph. Eur, 2.9.20, 5.17.2 / Practically free of visible Conforms
particles
€arp. Gapm. 2.9.20, 5.17.2 / NpakTvu4HO BiNbHUA BIA Binnosinae
BULMKX YACTOK
identity Pantoprazole by Ph. Eur, HPLC / The retention time of the main Conforms
lnewtucikauin peak in the chromatogram of the test solution
Maxronpason should correspond to the retention time of the
pantoprazole peak in the chromatogram of the TR
standard solution / & &.
Eap, Gapm., BEPX /Yac yTpumyBaHia OCHOBHOIO rika Bi,u.n(y((a@:@:\
Ha xpomatorpami 8unpoByBaHorc posyury Mae e M /
BIANOBINATY YACY YTPUMYBAHHA NIKA NAHTONPA3ONY Ha {/ (

XPOMaTOrpami CTAHAAPTHOIO POGHUHY

by Ph. Eur. NIR, 2.2.40 / Positive reaction
€ep. dapm., BIY, 2.2.40 / [osnTusHa peakuin

Con? S\
Bian \?I,B.a@(
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPI NIKAPCBHKOIO 3ACOBY
Paramelers Specification Results
[oxasHuku Crieundikauis Peayneraru
Water content by Ph. Eur. 2.5.12/ Not more than 3.0%
Bmict Bogu €8p. ®apm. 2.5.12 / He Ginble Hik 3% 1.2 Y
Sterility by Ph. Eur. 2.6.1 / Medicine must be sterile Conforms
CrepunbHicTs €ap. apm. 2.6.1/ MNpenapar mae Gytu CTepuNbHUM Bignosigae
Bacterial endotoxin by Ph. Eur. 2.6.14/ Not more than 150 1U/vial IUkvial
Baktepianohi engorokcum €8p. Gapm. 2.6.14 / He Binbiue HDK 150 MO/hnakon <10 MO/thnakon
Assay Pantoprazole by Ph. Eur. 2.2.29/38.0 - 42.0 myg/vial (corresponds mg/vial
Kinskicne suaHavemus 10 95.0 - 105.0 % from claimed)
ManTonpason Esp. Gapm. 2.2.29/38.0 - 42.0 mr/dinakoH (signosinac 39.9 Mr/nakom
95.0 - 105.0 % Big 3ansneHoro)
Assay Disodium edeate by Ph. Eur., Potentiometric titration / 0.80 ~1.10 mg/vial
KinbkicHe susHaueHHa mg/vial (corresponds to 90.0 - 110.0 % from
Hunarpino epear claimed)
Esp. Gapm,, MNotentioverpuvne TMTPYBanHs / 0.90 — 0.99 MI/PnakoH
1.10 mr/chnakon (sinnosinae 90.0 — 110.0 % Big
3a8BNEeHOro)
Purity by Ph. Eur, 2.2.29, HPLC
Busrauennst wictoty €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,qmomi ' 3 0.1 % (koxHol) < 0.02 9%
HelpeHTudikosaHi
LOMitLKH
+ Total impurities
o Cyma JoMiloK £10% 0.12 Yo
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BATCH CERTIFICATE FOR MED&C%NAL PRODUCT
CEPTU®IKAT SAKOCTI CEPH MIKAPCBLKOIO 3ACOBY

r Cormmants AGeent
Komertapi BincyTHi
I B

| Certification statement: [

| Raspa npo cepTucikauiio: |

| 1 hereby ceriify that the above information is authentic and accurate. This batch of product has been

manufactured, including packaging/tabeling and guality control at the above-mentioned site in fuli :
compliance with the GMP requiremernts of the local Regulatory Authority and with the specifications inthe |
| Marketing Authorization of the importing country. The batch processing, packaging and analysis records f
! were reviewed and found to be in compliance with GMP.

i

| Uym 51 3acBia|yro, 1o HapeeHa pule ichopmatlis € AOCTOBIPHOK T& TOUHO!O. o cepito npoayxuit 6yno

2 supoBneno (BrOHaIoHY ﬂaKYBaHHﬂ/MapKyBaHHﬂ) Ta NPOBEAESHO KOHTPOb 1§ AKOCT Ha BULLEaaIHAleHINA AinbHAL
y NOBHINA pignosigrocTi 3 BuMoramm GMP, BCTasosneHnmMu MICUEBUM PErYNATONHAM oprasom, a Takox BIANOBIAHO
A0 cheuudikaui, wo MICTATLCH Y peecTpauiiiHomy pocee ato TOprosiit niuensii kpairu-supoBHmKa afo kpaivu-
ivriopTepa, AKWD npoayxulio iIMNopTOBAHO. Mporokonu BUpOBHULITEA, NaKYBaHH:A 13 ananizis BYNo NepernaHyTo 7a
BCTAHOBIEHO BIANOBIAHICTE GMP.

Name and position/titie of person authorising the batch release:

! !
) ) . P Jens Kruse, ’;
plasuiie T@ NoCaAa apanHs 0coBM, Aka BUAANa A03BIN Ha BUnNycK cepit: L Quatified Person E
'\"giméwﬁgfﬂ?e of person authorising the bate o o ‘}'7 R i
TMignue ocobu, sixa Buaana [ossin Ha BunycK cepil: g/
IO — e ———————————— . r/i/ %M
Date of signature: \ /
[ata nipnucarts: | /// 16.09.2024
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