JNIEPJKABHA CJIYKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCBHKIN OBJACTI

npos. Ceitnuynoi Hagii, 3, M.KuiB, 02099, Ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €PTIOY 37078774

BUCHOBOK
Ipo SIKiCTb BBE3€HOr0 B YKpaiHy JiKapcbKoOro 3acody

20.12.2024 Ne 66181/24/10

KOHTPOJIOK®

(1aliMeHyBaHHs 1iKapchKoro 3acoby 3rifHo 3 peecTpauiiiHnM roCBiAMeHHsIM)
TaGJaeTKHn racrpopesuctentHi no 40 mr, no 14 radaerox y GJicrepi; no 1 Guicrepy B
KapTOHHiH KopoOui

((popma BUMYCKy, 103yBalHsl, BiL NAKyBaHHs JiKapehKOro 3ac00y)
Homep pecctpauiitnoro nocsinuenns UA/9054/01/01 crpox aif peecrpaniitioro noceiguenns 01.01.2099
Cepis nikapchioro 3acoby Ne 563555 Kinbkicts BBe3eHOro sikapeskoro sacoty 30060

BupoGnk Takena Im6X, micue Bupobuuitsa OpaHienOypr, Himeuunna
(naitMeHyBaHHs BUPOGHMKA JIiKapCbKOro 3acoby, kpaiHa MOX0KEHH)

Baeseno B Ykpainy ToBapuCTBO 3 06MEIKEHOIO sinnosigaawuictio "TAKEIA
YKPATHA", izenr. xoa: 35849505

(valimeHyBanis Ta kox 3a CAPTIOY topumuunoi ocobu a0 npissuie, iM's, 110 Garhkosi (iznuol
0c06Y - MANPHEML, ii MiCLle TPOXHBAHHS Ta peecTpauiiitnii HoMep 06iK0BOT KapTKH MNATHHKA
nonarkis abo cepis Ta HOMEp nacriopra)

TpoTokon Bisyaasuoro kontpomo sin 20.12.2024 Ne 3966/1.

3a  pesyjabTaraMu JEPXKABHONO KOHTPOJIO  BCTAHOBJCHO, IO nikapepkuii  3aci6  BBeseno B Ykpaily 3

}lOTpI/lMaHHHM BUMOT 3aKOHO/IABCTBA LOAO 3a0e3MedeHHs SIKOCTI JIiKapChKUX 3ac00iB.
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 74/24 1
CEPTUDUKAT KAUECTBA CEPUW NEKAPCTBEHHOMO CPEACTBA Ne 74/24

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14/
Mpogykr: Konrponok®, tabnerkn racTpopesucTenTHbie no 40 mr Ne 14

Manufacturing date / lata npoussogcersa: 25.06.2024
Expiry date / Cpok roanocti: 05/2027

Batch number / Cepus: 563555
Batch size / Paamep cepun: 30060 packs / ynakosok

Analysis has bean done according to Quality Control Methods / AHanug BoillonHeH B COOTBETCTBUM © MKK.

Parameters /
HOpMaTMBHble noKazarernm

Specification /
Cneuyndukarms

Results /
PesynbTaTthl aHanmaa

Appearance / Onucanne

Visual/ Yellow, oval, biconvex, film-coated tablets,
with white to almost white cores, printed on one side
with «P40». The gastro-resistant tablets must be of
uniform shape, colour and size. /

Busyanbhbifi KOHTPONL/ YenTbie, oBarnbHbIR,
[BORKOBLINYKSILIE TABNETKM, NOKPLITLIE NNEHOUHON
obonoukon, ¢ agpamu Benoro i nouTn Genore usera.
C MapKVMpOBKOA KOPUUHERLIMU HEPHUITaMU Ha OHON
cropone: «P40».

Confarms / Cooteercrayer

Average mass /
Cpepmss macca

by Ph. Eur. 2.9.5/ Esp. ®apm. 2.9.5
204.0 mg £ 5% mg [ 204.0 mr £ 5% mr

200.7 mg [ 200.7 mr

Disintegration time /
PacnanaemocTs

by Ph. Eur. 2.9.1/ Esp. ®apm. 2.9.1

No disintegration over 2 hours in 0.1 N hydrochloric
acid; /He pacnapaiores B Tevenve 2 vacos 8 0.1 M
PACTBOPE KUCHOThLI XIIOPUCTOBOLOPOAHON,

followed by disintegration in pH 6.8 phosphate buffer
solution within not more than 60 min. / pacnagaorest
8 hochartHom Byhepe pH 6.8 B Teuenne ve Gonee 60
MUHYT.

Conforms / Coorsercrayer

17 min/ 17 mun

Loss on drying / Morepsa 8
MACCE Np# BblCYLINBAHUN

by Ph. Eur. 2.2.32 / Esp. ®apwm. 2.2.32
20%-7.0%

4.9 %

Identity / Unenmudumxarng
Pantoprazole / MNanronpasona

by Ph. Eur. 2.2.29/ Pantoprazole positive /
Erp. ®apm. 2.2.29/ NonoxurensHas pns naironpasona

by Ph. Eur. 2.2.40 / Pantoprazole positive /
Esp. Qapm. 2.2.40 / MonoxuTtenbran ans naxronpasona

Conforms / Cooreercrayer

Gonforms / Coorsercreyer
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 74/24 /
CEPTUDUKAT KAHECTBA CEPUW NEKAPCTBEHHOIO CPELNCTBA Ne 74/24

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14/
Mpopykr: Kontponok®, Tabnetiu racrpopesuctexTHbie no 40 mr Ne 14

Manufacturing date / [Jara npoussoncrsa: 25.06.2024
Expiry date / Cpok rogHocn: 05/2027

Batch number / Cepusi: 563555
Batch size / Paamep cepuu: 30060 packs / yriakosok

Analysis has been done according to Quatity Control Methods / Aranua seinonHeHr s cootaeTcTseny ¢ MKK.

Parameters /

Specification /

Results /

HopmarupHbie nokaszarenu Creuudpuxauus PeaynbTare! asanvaa

Purity/ Onpegenexue YucToTH! by HPLC 7 BOXX

B88610-014 20.4% 0.09 %

{impurity A / npumecs A)

538810044 S0.2% 0.04 %

{impurities D and ¥/

npumecn D u F)

B8510-028 £01% <0.01 %

(impurity B / npumeck B)

B88401-026 $01% 0.013 %

(impurity C/ npumecs C)

Unidentified by products / £0.2% < 8.02 %

HeunasecTHuie noGounsie 0.058 %

NPOAYKTH 0.08 %
005 %
<0.02 %
0.05 %

Total impurities/

Bcero npumecei:

identified / uaBecTHLix £ 0.6 % 0.2 %

unidentified / Hen3BeCTHLIX S05% 0.2 %

Total impurities/

Cymma npumecen: £06% 0.4 %

Assay / KonuuectseHHoe by HPLC 7 BOXX

onpeaenexe
Pantoprazole / [lauTonpazona

40.0 mg & 5% mg/ tab! /
40.0 mr & 5% wmrf vabn

40.1 mg/ tabl/
40.1 mr/ Tabn

Dissolution / Pactsopenue

by Ph. Eur. 2.9.3 / Erp. ®apm. 2.9.3

Test for resistance to gastric juice: Tabl. 3; Level 1
and 2 (after 120 min.} must be fulfilled / Tect Ha
YCTORUMBOCTB K KeryaouHomy coky: Tabnuua 3
A0ONYCTUMBIX NPeaenos; yposwu 11 2 (uepes 120 muw)
AOSDKHB! BBINONHATLES.

Testin pH 6.8 buffer: Tabl, 4 Level 1 and 2, Q=75%
{after 45 min.) must be fulfilled/ Tecr B Syceprom
pactasope pH 6.8: Tabnuua 4 ponycTuMsiX npeaencs,
ypoeHu 11 2, Q=75% (uepes 45 mun) aomiHb)
BIMONTHATLCS

Conforms / Cooteercrayer

Conforms / CooTaetcrayer

Microbiological purity!/
MukpoBuonoruueckas uucrora’

by Ph. Eur. 5.1.4/ Esp, ®apm. 5.1.4

by Ph. Eur. 2.6.12 / Erp. ®apm. 2.6.12TAMC-

not more than 10° CFU/g! e Sonee 10° KOEN

by Ph. Eur. 2.6.12/ Esp. ®apm. 2.6.12TYMC-

not more than 10 CFU/g/ ne 6onee 102 KOE/r

by Ph. Eur. 2.6.13 / E. coli-must be absentin 4 g/
Epp. ®apm. 2.6.13/ orcyretame E.colis 1 ¢

Not perfo@@’ Hikis b

He npo ff;wz;r:%ﬁ« Ank i}@).%z’z i

Page 2 of 3
Crpu. 213 3




BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 74/24
CEPTUOUKAT KAYECTBA CEPUM NEKAPCTBEHHOIO CPE[ICTBA Ne 74/24

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14/
MpoaykT: KonTponok®, TaGneTku ractpopesncrenTHbie no 40 mr Ne 14

Manufacturing date / Jara npovssogcrsa: 26.06.2024
Expiry date / Cpok roprocT; 05/2027

Batch number / Cepun: 563555
Batch size / Paavep cepvuu: 30060 packs / ynakosok

Analysis has been done according to Quality Control Methods / AHanu3s BLINONHEH B COOTBETCTBI ¢ MKK.

Parameters / Specification / Results /

HopMaTuBHLIS NOKa3aTenu

Creuubrkauus

PesynbraTbl aHanuaa

Uniformity of dosage units/
O[HOPOLHOCTS [O3NPOBEAHHBIX

by Ph. Eur. 2.9.40 / Esp. ®apm. 2.9.40
1.1 {10 units) satisfy the acceptance value (AV) of no

Conforms / CooTBeTcTyeT

more than 15.0% or

1.2 (30 units) satisfy the acceptance value (AV) of no
more than 15.0% and all individual values are
between 0.75-M and 1.25-M/

L1 (10 enuHML) NPUEMOLHOE YAGHO AOMKHO BbiTh He
Gonee 15,0 % wnu

1.2 (30 eauHuL) NPUEMOYHOE YACHO JOMMKHO BblTh He
Gonee 15,0 % v 8Ce NHAUBUAYASLHLIS 3HAYEHWUS B
npeaenax 0.75-M n 1.25-M

SeANHNL]

The test is performed on one batch per month at the beginning and end of the shelf life, using the method of
sampling. | "Tect npoBoAMTCS Ha OJHOM CEpUM B MECAL, B HAUANE U B KOHLIE CPOKA XPaHEHNA RO METOaY BbIBOPOUHOro

KOHTPOMS.
' (e
g 1L 202y

Dr. Verena Olivier
Qualified Person/
YTiONHOMOUYEHHOE NNLO
Date of signature /
HaTa nopnueu:

Page 30of 3
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOUKAT COOTBETCTBUA GMP BhiNYLEHHON CEPUW

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14/
MNpoaykr: Konrponok®, rabnieTku ractpopesnctentHble no 40 mr Ne 14

Strength/Potency: 1 tablet contains: 45.1 mg pantoprazole sodium sesquihydrate (which equivalent 40.0 mg
pantoprazole)/

losa/Conepxanne pencrayoumx seinects; 1 rabnerka COAEPXMT: 45.1 MI AHTONPA3ONA CECKBUTMAPATA HATPUS (YT
akaupanenTHo 40.0 Mr nauTonpasony)

Package size and type: 14 tablets in blister; 1 blister in carton box /
Paamep u Bun ynakosku: no 14 tabnerok s Bnuctepe; o 1 BrvcTepy B KAPTOHHOM Kopobre

Marketing Authorization: NeUA/S054/01/01 / Pervctpauuontoe Cengetensctao NeUA/S054/01/01

Dosage form: gastro-resistant tablets 40 mg /
JlexapcTeenHan dopma: TaBNeTkn racTpopesucTeHTHLIE 1o 40 Mr

Manufacturing date / [lara npoussogcrsa: 25.06.2024 Batch number / Cepusn: 563555
Expiry date / Cpox roanocTu: 052027 Batch size / Paamep cepuu: 30060 packs / ynakosox

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstitte
Oranienburg, Ne DE_BB_01_MIA_2024_0021/

Haasanue ¥ HOMeD NNLEH3NK NPOMIBOAUTENA, KOTOPSLI BLINYCKAET cepuio 8 oBpamenne: Takena MubX, mecto
npouasonctea Opanuentypr, Ne DE_BB_01_MIA_2024_0021

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Afpec fpon3BoOaMUTENS, KOTOPLIN BbINYCKaeT cepwio B obpawenwe: Nenuywtpacce 70-98, 16515 Opanvenbypr
Country of origin: Germany / Crpana-nponagoauresis: lepmanus

Certification statement / 3assneuve o cepTudukaymu;

I 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 (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 or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / 3tum nogreepwaato, uto
BhilleyKasaHHas ukbopmaums ABMAETCH LOCTOBEPHON U Touwoh. [laHHas cepus NPOAYKUMK NponaseneHa (Bkrovas
YNaKoBKY/MAPKUPOBKY) 1t NPOBEAEH KOHTPOIIL €8 KA4ECTHa Ha YKadaHHOM YHACTKE B NOSHOM COOTRETCTBUM C TpeboBaHusmu
GMP, yCTaHoBNeHHLIMU MECTHLIM PErynsiTOPHbIM OpraHom, a Take B COOTBETCTRIAN CO Creuyuthukaumnen, coqepxatiencs s
PErncTpalMoHHOM A0CHE CTRANLIFUMNOPTENA UMK B A0CHE CNELMMDUKALIMI Ha NperapaT ans UCCHERYEMOro NEKapCTBEHHOrO
cpencTaa. NpoTokonkl NPOUIBOACTEA, YNAKOBKM U aHANM3a BbINK NEPeCMOTPEHb! 1 YCTEHOBMEHO cooTreTcTBNe GMP.

Name and position fitle of Pr. Verena Qlivier
person authorizing the batch Qualified Person /
release / Pamunun U 4OMKHOCTL YnonHomoueHHoe nuuo

nMLA, BLIABLIETD paspelieHe Ha ‘ K a N
BBLINYCK Cepui {/Q . M }‘(;Qj“g”
Date of signature / :}/% ) ” ,_z'@:} Y

Hata nognuew:

E
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[Noromn: Takena /

CEPTUDIKAT AHAM3Y CEPIT NIKAPCBKOTO 3ACOBY Ne 74/24
Npoaykr: KoHtponox®, tabnetku ractpopesncrentHi no 40 mr Nel4

Jata supobunyrea: 25.06.2024 Cepia: 563555
Tepmix npugarhocri:  05/2027 Poamip cepii: 30060 ynakoBOK

AHania BMKOHaHO Y BignosigrocTi 4o MKA

Hopwamieil Cneuundirauin PesynbTaty aHanizy
MOKAZHUKY
Onwc BizyasibHuit KOHTPOAL/KOBTI, 0BA/IbHI, ABOONYKAI Bianosigae
TabneTku, BRpUTI niBKosoK 060N0HKOI0, 3 AApamM binoro
abo mae 6inoro KOMLOPY. 3 MapKYBaHHAM KOPUYHEBAM
YOPHWIOM Ha OfiHIN CTOPOHi «P40Y,
CepeaHa maca €sp. Papm. 2.9.5 200,7 mr
204,0 mr + 5% mr
Yac poznagy €sp. Papm. 2.9.1
He po3naaaloTsea NPoTArom 2 roanHy 0,1 M posunni Bignosigae

XAOPUCTOBOAHEBOI KMCAOTH
Posnagatoteca y pocdaTromy Bydepi pH 6.8 nporarom He | 17 xBuamnH
Binbie 60 xBUNUH
Brpata 8 maci npu €sp. dapm. 2.2.32

BUCYLUYBAHHI 2,0-7,0% 4,9%
InenTudikauia €ap. Papm. 2.2.29 / MNosuTusHa peakuia s Bignosinae
flavronpasony fraxnTonpasony
€sp. Gapm. 2.2.40 / NMosuTnsHa pearyia AN Bignosinae
naxTonNpasony
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/Narorun: Takepa /

CEPTU®IKAT AHANIZY CEPI IKAPCBKOTO 3ACOBY Ne 74/24
Mpoaykr: Koutponok®, rabnerku racrpopesucrentii no 40 mr Nel4d

Jata supobruursa: 25.06.2024 Cepin: 563555
Tepmin npugarHocri:  05/2027 Poamip cepii: 30060 ynaxosok

AHanis sukoHaHo y BignosigHocti a0 MKA

HOBMETHEH] Creymndivatlis PeaynwTtaTu ananisy
NOKa3HUKM
Buznavenna uncrotn | BEPX
B8610-014 <04 % 0,09 %
{flomiwka A)
B8810-044 £02% 0,04%
{Domiwkm D12 F)
88510-028 $0,1% <0,01%
{Homiwka B)
B8401-026 <0,1% 0,013%
{flomiwka C}
Hegigomi nobiyui £0,2% <0,02%
NPOAYKTH 0,05 %
0,05 %
0,05 %
<0,02%
0,05 %
BChoro fomitox
Binomux £0,6% 0,2%
Hesigomux £0,5% 0,2%
Cyma BCiX fOMILIOK <0,6% 0,4%
KinbkicHe BEPX
BUIHAYEHHA
flanTonpasony 40,0 mr 5% mr/Tabn 40,1 mr/Tabn
PO3UNHHICTL €ap. Gapm. 2.9.3
TecT Ha CTIKICTD 4,0 WAYHKOBOro cory: Tabnuuga 3
AonycTumMmx mexk; pisHi 1 1a 2 (vepea 120 xanamu)
NOBUHHI BUKOHYBaTUCA.
Tecry Bydepromy pozuuni pH 6.8: Tabaunus 4 gonycrumux)
mew, pisni 1 1a 2, Q=75 % (Yepes 45 XBUAKUH) NOBUHHI (7"
BUKOHYBATUCS, il
MikpoBionoriyna €sp. Papm. 5.1.4 ‘\‘\5-9
yucrora’ €sp. Papm. 2.6.12 / TAMC - He Binble 10° KYO/r LY
€ap. Papm. 2.6.12 / TYMC - ne Binbe 10% KYO/r N
€sp. ®apm. 2.6,13 / BigeytHi E.Coliy 1r
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/Norotun: Takepa /

CEPTUBIKAT AHAJI3Y CEPIT IKAPCHKOMO 3ACOBY Ne 74/24
MpoayKT: KoHTPOAOK®, TaBNeTKM racTPOPE3NUCTEHTHI NO 40 mr Neld

[Lara supoBHuyrsa: 25.06.2024 Cepin: 563555

Tepmin npuparHocri:  05/2027 Posmip cepii: 30060 ynakosok

AHania BMKOHaHO y BignosiarocTi o MKA

Hopmatuei Cneundirauin Peaynbrarti aHanisy
AIOKA3HUKN

QpHopiaHicTL €sp. Gapm. 2.9.40

A030BaHUX OARHMUL | L1 (10 0AMHULB) npuiimasibHe HNUCI0 NOBAHHO Byrv He Bianosinae

Hinvuwe 15,0 % abo
L2 (30 oauHULb) NPUIAMAbHE YNCHO NOBUHHO ByTh He

Binbwe 15,0 % 1a sci iHAUBIAYaNbHI 3HAYEHHA Y MEXKaX
0,7M71al1,25M

! TectT npoBOAMTHCH HA OAHIR cepil B MicAUb, Ha no4aTky T1a B Kinyi repmidy 36epiranna no merTony
BUBIPKOBOrO KOHTPOMIO.

Nloxrop Bepena Qnisiep

YriosHoBaeHa ocoba / Nianuc /
[ara nignucy: /28.11.2024 /
Crop3i33 ’




/Norotun: Takena /

CEPTU®IKAT BIANOBIAHOCTI GMP BUMYLWEHOT CERIT
Mpoaykt: Kontponok®, TabneTkn ractpopesucrenTri no 40 mr Nel4d

fosa / Bmicr pitoumx peyosuH: 1 tabnetka mictutb 45,1 Mr nauTonpasony ceksirigpary Hatpino {(Wo
exsisanerTHo 40,0 mr nanTonpazony)

Pozmip T1a sug ynaxkosku: no 14 tabaetok y Bnicrepi; no 1 6aicrepy B KapToHHiN kopobuj

PeecTpauifine nocsigenns: NoUA/9054/01/01

Nikapcoka dopma: TabneTru ractpopesucTeHTHi no 40 mr

Aara supobruursa: 25.06.2024 Cepist: 563555

Tepmin npuaatHocri:  05/2027 Po3smip cepii: 30060 ynakosox

Hassa va nomep niuensil Bupobrura, axuil Bunyckae cepiio B obir: Takepa IMBX, micue BUpoBHULTEA
Opanienbypr, Ne DE_BB_01_MIA_2024 0021

Anpeca supobHuka, aknid BUnycrae cepito 8 obir: Nleninwrpacce 70-98, 16515 OpanieHbypr
Kpaina-supobuuk: Himeuunna

3ansa npo ceprudikauito:

Lvm nigreep/pkyio, wo suweskasana iHdopmauin € JOCTOBIpHOIO Ta ToMHolo. [flaHa cepin NPOAYKUIT
BUrOTOBAEHE {BK/TIOUAKOYUN YRAKOBKY / MapKyBaHHA) Ta NPOBEAEHO KOHTPOAL Ti AKOCTI HA BKa3amiii AlnsrUi y
NOBHINA 8iANOBIAHOCTI B0 BUMOr GMP, BCTAHOBAEHUMM MICUEBUM DPEryARTOPHUM OpFaHomM, a TaKOoX
BIANOBIAHO A0 cneuudikaui, wo micTuTcs B peecTpauifHOMy A0CHE Kpainu-imnoprepa abo Y AOCLE
cneuudikauiil Ha npenapat 419 AOCAIMKYBAHOIO NiKapCbKOro 3acoby. MPoTokoau BUPOBRULTEA, YNAaKoBKK
Ta aHanisy Bynu nepernsuyTi i BCTAHOBNEHO BigNOBiaHICTE GMP.

fipizsnuie Ta nocaga ocobu, wo Hoxrop BepeHa Onisiep
supana 203sin Ha BUNYCK cepil YnosHosaxeHa ocoba
/ Nianue /
Hara nignucy: /28.11.2024 /
Crop.1i31
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