I{EP}KHIKCJW}KBA VKPATHU
JEPIKABHA CJIVIKBA 3 JIIKAPCLKI./_IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUIBCLKII OBJIACTI

npocnext Banepin JoGanonekroro, 51, M. Ktiis, 03110, Ten/daxc: (044) 2753030
~-mail; dis.ko@dls.gov.ua, Kon C€IOPIIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3EHOTO B Yxpainy aikapcrkoro 3aco0y
24.06.2020 ; ‘ Ne 28604/20/1011
KOHTPOJOK®

(HafiMeRyBanns mikapcrkoro 3rco0y 3rinHO 3 peecTpaiitumm MoCHiTHeHnsM)
TA0JIETKH racTpopesneTenT i Mo 40 mr; o 14 TaGaerox Y Gaicrepi; no 1 Omicrepy B
Kaprouuiii Kopobui
(dopma Bumycky, AO3YBAHHA, BUA MAKYBAHHA TIKAPCHROTO 3ncody)

FHomep peectpaniiinoro nocaimuerms UA/9054/, 01/01 erpox aif peecrpatiiimoro moceigyenns 01.01.2099
Cepis nikapeskoro sacoGy Ne 470606 Kinekicts Bresenoro nixaperxoro 3acoby 23580

BupoGri Takea TmGX, Micrte BHpoGaMIITRA Opanienbypr, Himeuunna

(naiivenynanus supoGuuKa TKAPCHKOro 3acoBy, kpaina NOXOLAEHIIN)

Baeseno & Vxpainy Tosapucrso 3 06memxenoro BiAnoBipanLHicTIO "TAKEJIA
YKPAIHA", izent. xon: 35849505
(naiimenysauns 1a xon 32 EHPIIOY joprnuuno ocobe abo npisRnmE, iv's, no BaTskoi Gisnynof
0cobi - ninnpuemun, i micue TIPOKMBRHEA TA PeECTPaITiHIR HomMep 0GnixoBo] KapTKH NiaTHKKa
nonarkis 250 cepis T4 HoMep nacropra)

ITpoToxon Bisyamsnoro xonrpomo ix 17.06.2020 M 183872,

3a  pesynbraramu ASPKABHOTO  KOHIPOMO EBCTAHOBJEHO, (Lo mikapeekuii  3aci6  BResewo & Vxpainy 3
AOTPHMAHHIM smvor JaKOHOIABCTBR 104 3a0e3reuen s skocTi MKApCEKKX 3ac0fin.
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CERTIFICATE OF RELEASE AND GMP COMPLIA!\ICEI
CEPTUOUKAT COOTBETCTBMS GMP BbINYLUEHHOM CEPUIN

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14 f
[Mpoaywr: Kantpanok®, Tabnetim TACTpOpeaUcTeHTHEIE RO 40 Mr Ne 4 4

StrenglhIPotency; 1 tablet contains: 45.1 mg pantoprazole sodium sesquihydrate (which equivalent 40.0 mg
pantoprazole )/

ﬂoaa/Co,qepmaHue AefCTRYIOMMX BewecTs: 1 rabnetka conepkuT: 45.1 mr naHTonpasona CeckBuruApara Hatpun (uTo
IKBMBanenTHo 40.0 mr naHTonpasony}

Package size and type: 14 tablets in blister; 1 blister in carton box /
Paamep u sug ynaxoekn: no 14 Tatnertok g Gnucrepe; no 1 GnvcTepy B KapTOHHOW KopoGke

Markating Authorization: NeUA/S054/01/01 / Peructpayuonnoe Cenpnerenscrao NeUA/Q054/01/01

Dosage form: gastro-resistant tablets 4¢ mg/
Hexapcraennas dhopma: Tabnetyu racTpopesvcrenthse no 40 -

Manufacturing date ! Rata npoussoacrea: 08.01.2020 Batch number/ Cepus: 470606
Expiry date / Cpox rognocru: 01/2023 Balch size / Pasmep capun: 30050 packs /
YIIaKonok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstastte

Oranfenburg, Ne DE_BB_O1_MIA_201 7_1017/

Haseanue n HOMEp NuieHaul NPOU3IBOAMTENR, KOTopKIi BLINYCKAeT cepuio B oBpamenue: Takena FMBX, MecTo
7/

Address of Manufacturer, responsible for batch reloase: Lehnitzstrasse 70-98, 16515 Oranienburg /

Agpec fiponzsonuTtens, KOTOpPBIA BBINyChaeT cepuio 8 ofpauenue: Nemsyuipacce 70-88, 16515 Opauueuﬁypr

Country of origin: Germany ! Crpana-npoussoanreny: Fepmanus

Certification statement / 3assrenue o ceprudimkayun:
F hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packagingllabefing and quality control at the above mentioned site {s) in fup compliance with the GMp
requirements of the loeal Regulatory Agthority and with the specifications In the Marketing Authorization of the

Name and position ftitle of Dr. Sarah Potratz-Schniirch
person authorizing the batch Qualified Person /
release / Damusing AOKHOCTE YnonHomoueHnoe nyo

U8, BbIAaBWero paspewenme ua
BEINYCK Cepuu

Date of signature /
Hara nogmucu: 25.05.2020

Y7978

- - Pags 1 of 1
LafoRoiT cmon CpH. 1ua 1

Elairighestatie Gl'anienburg;
Lehniizalraiie 70-28
D-18545 Cranienburg
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 173/20/
CEPTUOUKAT KAUECTBA CEPUW NEXAPCTBEHMHOIO CPEOCTBA Ne173/20

Product; Controloc®, gastro-resistant tablets 40 mg Ne 147
MpoayxT: KowTponok®, TabreTiu FaCTROPESUCTEHTHBIE Mo 40 ar No 14

Manufacturing date / fata npouasoncrea; 08.01.2020 Batch number / Cepun: 470606

Expiry date / Cpox rogHoctu: 0/2023

Batch size / Pasmep cepun: 30060 packs / YIIaKOROK

Analysis has been dona according to Quality Control Mathods / AHa1nm3 BeinonHel B COOTRETCTEMM MIKIC

Parametrs /
. Hopuatuemue nokasartenu

Specification /
Creumrhuraiun

Resuits / ‘!
Peaynerars avanusa

Appearance / Onucanne

Visuall Yellow, oval, hiconvex, film-coated fablets,
with white o almost white cores, printed on one side
| with «P4{l», The gastro-resistant tablets must be of
uniform shape, colour and size, /

BuayankHbLiit koHTposs/ HenTble, osanuHoe,
ABOSTKOBLINYXAbIE TABASTKY, NOKPBITLIE ANEHOUHOR
006CNCUIOR, © SIAPaNM BEore uiu noutk Genoro ueeTa.
C mapruposkoii KOP{HHEBbLIMI YEPHUNTAMY Ha OOHON
CTopoHe: «P40».

Cpenhsia macoa

Conforms / CooteeTtcTRYeT

by Ph. Eur. 285 fEep dapm, 295
204.0 mg * 5% mg ! 204.0 Mr + 5% NP

203.3 mg { 203.3 mr

Disintegration time /
Pacnaaaemocte

by Ph. Eur. 2.9.1/ Eap. Dbapm. 2.9.1
Mo disintegration over 2 hours in 0.1 N hydrochloric
acid; /He pacmagaioren & vevesne 2 yacoe s 0.1 M
PACTEODE KUCNOT! XADPUCTOBOAOPCAHON;

followed by disintegration in pH 6.8 phosphate buffer
solution within not more than 6C min. [ pacnagawres
8 thochatrom Bydhepe pH 8.8 B Teuenne He Gonee B0
MUTHYT.

Loss on drying / oteps &
MAGCe Mok BhicyluMBaHAN

Conforms / Cooteetcrayer

20 min/ 20 mun

by Ph. Eur. 2.2.32 / Enp. Gapm. 2.2.32
20%-7.0%

4.7 %

identity / Waenrnduranun
Pantoprazole / Dautonpasana

by Ph. Eur. 2.2.29/ Pantoprazole positive /
Esp. ®apm. 2.2.29/ MonosmrensHas [N¥ naHTonpasona

by Ph. Eur, 2.2.40/ Pantoprazole positive /
EBp. ®apm. 2.2.40 7 Monorurensran grin naxTonpaona

Conforms f Cooteercrayer

Conforms / Cootrercrayer -

Purity/ Onpenenanve YUCTOTLI
B3610-014
{impurity A/ npumecs A}
38310-044
{impurities D and F ¢
npumecu D i F)
B88510-028
{impurity B ¢ npusecsh B)
B8401-026
{impurity C / npumecs C)
Unidentified by products /
Heuarecmibte noboynme
NPONYKTE
Total impurities/
Beero npumecei:
identified / ussecTHbix
unidentified / nensrecTHix
Total impurities/

L Cymma npumeces;

by HPLC 7 BaMX
<04 %

=0.2%

201%
201%

202%

206 %
=05%
506 %

0.10 %

0.04 %

<001 %
.01 %

0.05 %
0.05 %

Page 1 of 2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 173/20 1
CEPTUOUKAT KAYECTBA CEPUM NEKAPCTBEHHOMO CPENICTBA Ne 173/20

Product: Controloc®, gastro-resistant tablets 4g mg Ne 14 /
Apogykr: KOHTponor(@, Tabnerku racTpopesncrenThbe [0 40 mMr Ne 14

Manufacturing date ! Bara npowseoncrea: 08.01.2020 . Batch number / Cepun: 470606
Expiry date / Cpox fogHocTu: 01/2023 Batch size / Pasmep cepwi: 30060 packs / yrmakonok
Analysis has been done according fo Quality Control Methods / Anamms BLINONHEH B cooTeeTCTEMM ¢ MKK,

Parameters / Specification / Results /

Hopmamvsusie nokasareny ‘ Creundmkayus Pesynerars ananuaa .
Assay / Konuvecraennoe by HPLC / BaM(X
onpefenexne 40.0 mg + 5% mg/ tabl / 40.0 ma/ tabl /
Pantoprazole / ManTonpasona | 40.0 M+ 5% M/ Tabn 40.0 mr/ 1265
Dissalution / Pacreopenue by Ph. Eur. 2.9.37 Eap. dapm. 2.0.3
Test for resistance to gastric juice: Tahl. 3; Level 1 Conforms / Coorsercrryer
and 2 (after 120 min.) must be fulfilled / Tect na
yeToRYMBOGTD K KenyaouHomy coxky: Tabnuuya 3
AONYCTMMbIX PeRence; yposnn 1 1 2 (4epes 120 MUH)
ROTBKHE! BLINOMHATLCS,
Testin pH 6.8 buffer: Tabl. 4 Leve| 1 and 2, Q=75% Conforms / Cootsetciayer
(after 45 min.) must be fuilfilled! Tecr s Gycbeprom

pacTsope pH 6.8: Tabmua 4 AoNycTunmbIx npeperiog,
ypoerut 1 u 2, Q=75v% (4epes 45 MHH) fomuHs

BLMONHATLGH
Microbiologica) purity? / by Ph. Eur. 514 I“li_ap.uﬁf:bapu.- 514 T T
anpoﬁuonomuecxan uretora’ | by Ph. Eur. 2612¢ Eep. ®apu. 26.12TAMC- Not performed on this batch /
not more than 10° CFUlg! He Gonea 102 KOE# He nposogutcs ANA AaHHoi
by Ph. Eur. 2.6.12/ Esp. dapm, 2.6.12TYMC- cepun

not more than 192 CFUlgl e Gonee 102 KOE/r
by Ph. Eur. 2.6.13 E. coli-must be absent in1g/
o Esp. dapm. 2.6.137 oTcyicTeve E. colie 1

Uniformity of dosage units/ by Ph. Eur. 2.9.40 7 Erp. dapm, 2.9.40 Conforms / Cooteetcieyer

QaxopoaHocTs BosnpoBanHex | L1 {10 units) satisfy the acceptance value {AV) of no

enuHuy more than 15.0% or

Lz (30 unitsj satisfy the acceptance valye {AV) of no

more than 15,0% and aj| individual values are

between 0.75-M and 1.25'M/

L1 {10 €AUHNLY) NpuemodHoE Yucno AONHHO BbiTh He

Bonee 15,0 % unu

L2 (30 SAVHULY NpreMorne UMCAO ZomKkHo Ghite ne

Bonee 15,0 % 1y BCe nHouBMOyanesHbie 3HavyeHus B

——— _J]E.EQE!‘Q.Q-.Z@.M.‘!u.‘!:gﬁ.‘i‘«".___,__..".‘.___,___N_‘ v

The test Is performed on one bateh Per month at the beginning and end of the shelf life f
Tecr NPoBOANTCA Ha ogHol CePUN B Mecsall B Havane n g KOHLe cpoka XpaHenns

Dr. Sarah Potr‘alz—Schniirch
Qualiflad Person /
Ynonaomoweﬂﬁoe o

Date of signatura / /""r ff/f’gkf
Aata noanncy: 25.05.2020 o Ve ‘f/ -

Page 2 of 2
CIpH. 2 U3 2




JlEP)KJﬂKCJIY)KBA
AEPIKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCLKIM OBJACTI

npocrniext Banepis Jlo6anorcwkoro, 51, m. Knis, 03110, ren/thake: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.eov.ua, Kon €)IPTIOY 37078774

BUCHOBOK
HPO sIKiCTH BBe3eHOro B YKpainy JIKAPCHKOro 3acoby

15.09.2020 Ne 45618/20/10

KOHTPOJIOK®

(uabimenysannn nikapcbkoro 3acofy 3rifno 3 peecrpauiitim ROCRIAUYCHHAM)
TAbIETKH racrpopesucrenTri no 40 mr; no 14 Tabzerox y Oaierepi; no 1 Gaicrepy B
KApPTOHHIH Kopobui

{(bopma sumycky, noaysanns, BuA naKkysan nikapceKoro sacofy)
Homep peectpaniiitoro nocrimuenas UA/9054/01/01 CTPeK aif peectpauilinoro moceinvenns 01.01.2099
Cepis nivaperkoro sacoSy Me 476027 KinpkicTs BResenoro nixaperkoro sacoby 19440

Bupo6mux Taxena I'M6X, micre supo6usnTea Opanienbypr, Hivewanna
(nalimenyBanna BHPOGHHKA NIKADCLKOTO 3acofy, kpaika noxoqueHus)

Baeseno B Vipainy Tosapucrso 3 06Mexenoro BignosiTaxpRicTIO "TAKEJTA
YEKPAIHA", ineur. con: 35849505
(nattMenypauns Ta xox 33 €iPIIOY YoprA4rOT 0co0r abo npissutue, iM's, mo Garekopi (isHunal
0co6u - mixnpucsuy, i Micue npoxHBadys T2 peecTpauiinmii Komep oOikoBol KapTKu MuATHHKA
neAaTkis abu cepin Ta Homep macnopra)

Iporokon Bisyaneuoro KouTpostIo Big 04.09.2020 N 2858/6.

38 pe3yibTATAMM  [EPKABHOTO KOHTPO/IO  BCTAHOBJIHO, 110 Jiikapchkuit  3acid  BBeseno B Vkpainy 3
JOTPHMABHAM BUMOr 3aK0HOABCTEA INOA0 32083 CHES SKOCTI JiKapchbKUX 3ac00iB.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE!/
CEPTUDUKAT COOTBETCTBUS GMP BhINTYUIEHHOW CEPVIM

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14
Mpoaykr: Koutponok®, TabneTtim racTpopesncreHTHble no 40 mr No 14

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

Hoza/Copepranve aelicTeyioumx eswecra: 1 TabneTha copepruT; 45.1 Mr naHTONpasona ceckeuriapaTa Harpus (4To
sxBnBanedTHo 40.0 &r nauTonpasony)

Package size and type: 14 tablets in blister; 1 bilster In carton box /
Pasmep 1 Bna ynakosku: o 14 tabnerok & Gnmcrepe; 1o 4 Onuvcrepy B kapTOHHOE KOpoDre

Marketing Authorization: NeUA/S054/01/01 / Pemcrpaquhnoe Ceupetenscrsa NeUA/S054/01/01

Dosage form: gastro-resistant tablets 40 myg/ ;
lerapcTaentan dopma: Tabnenm FACTROPE3UCTEHTHRIE NG 40 Mr

Manufacturing date / flata npounaeoacrea: 28.04.2020 Batch number / Cepun: 476027
Expiry date / Cpex rogroctu: 04/2623 ' Batch size / Pasmep cepun: 32040 packs /
: YHAKOBOX

Name and authorization number of Fianufacturer, responsible for batch release: Takeda GmbH Betriebastastte
Granienburg, Ne DE_BB_01_MIA_20617_1017/ :

Hassanvie w HomMep nuuenauK npoustoauTens, KOTOPLIA BLINYGRaeT cepuie B obpatuenne: Takeaa TMGX, mecto
npaussogcTea OpanwenBypr, Ne DE_BB_01_MIA_2017_1017/

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16615 Oranienburg /

Anpec RPoM3BOLNTeNs, KOTGpPLIN aninyckaer cepnio B obpaerwe: flennyutpacce 70-98, 16515 Oparnentypr
Country of origin: Germany / CTpana-rpoMsBoaMTens: I epMaHus

Certification statement/ 3asenenye o cepTudurkayn:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and guality control at the above mentioned site {s} in full compliance with the GMP
requirements of the iocal Regulatory Awuthority and with the specifications in the Marketing Authorization of the
Importing country or product specification file for Investigational Medicinal Products. Theé bateh processing,
packaging and analysis records were reviewed and found to be in compllance with GMP. / 3Tum noATeepaaln, 4o
BHILLIEYKRIBHHAA WHOOPMALMA FAENASTCH AOCTOBEPHOR W TouHOW. [aHHan Cepus NpoAyKUMN npovssefera (RKMOuanA
YNaKOBKY/MAPKUPOBKY) 11 IPOBEASH KOHTPONE €8 KAYECTEA HA YKAIAHHOM YUACTKS B NOMHOM COOTBETCTEMA C TpeboBaHnAmMK
GMP, yeTancBREHHLIMN MECTHLIM PeryNATOPHER OPraHOM, 8 TAICKE B COOTBETCTRVMM €O cneywbnatiued, collepiaulencn 8
PETUCTRAUMOHHOM J0CHE CTPaHEI-WMIOPTERS W B J10Che cneumrKatui Ha Npenapar Ans UCCHISAYEeMOro NeKapCTECHHGTo
tpegcTea. [TPOTOXOMNK NPOUIEAACTEA, YIFAKOBKM 1 AHANMAE (iNK NEPECMOTPEHE M YCTAHGBIEHO COOTBETCTEE GMP.

Name and pasition fitle of Julia Stolzenburg
person autharizing the batch Qualified Person /
release / Gamunus u QOIKHOCTL YNONHOMOYEHHDR NNLG
JHya, Bsasliera paspeljeHue Ha
BbIMYGK Cepvl /;
o J =

. 3 _— e
Date of signatura / { 7 /ﬁ; ‘i'f_fz_:;,-f/{v'{d',.-ff.f’
Hata nogwen: 14.07.2020 Ve

~
/
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fake Gmki
y . ; ; Page 1 of 1
Retriebsstitis Oranienburg i F?H_ Lo &

Lehnitzsiraie 7G-22
D-16515 CGranienburg
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUGT Ne 2421201
CEPTUGUKAT KAYECTBA CEPWUA NEKAPCTBEHHOIO CPELOCTBA Ne 242/20

Froduct: Controlec®, gastro-resistant tablets 40 mg Mo 14/
FpoayxT: Koktponow®, TatneTkm TacTPOPEesucTEHTHLIEe Mo 40 mr Ne 14

Manufacturing date / [lata npoussopcrea: 28.04.2020
Expiry date / Cpox roanocTu: 04/2023

Batch number / Cepun; 476027
Batch size / Pasuep cepuy: 32040 packs / ynakosox

Analysis has been done according to Quality Control Methods / Auanuz sunontey s COOTRATCTRMU ¢ MK,

Parametrs / Specification / Resulls /
HopMaTusHsle norgsarenu Creuudivkayun PesynbTaTel ananuza
Appearance / Onucanne Visuall Yellow, oval, bisonvex, filin-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, /

Busyanistiii keHypons/ Menteie, opansHbie,
ABOSIKOBLINYKIN LIS TADNETHY, NOKPLITIHIE NRSHOYHOR
oBono4KoR, ¢ aapami Benoro wiKk nouTM BEnoro LBETa.
C MapKiponkol KOPULHEBLIMH YSPHIIIAMM Ha DOHOE
CTOpOHE: «P40»,

Conforms / CooteeTtcrayet

Average mass /
Cpegras macca

by Ph. Eur. 2.9.5/ EBp. ®apm. 2.9.5
204.0 mg & 5% myg J 204.0 M1 £ 5% mMr

202.58 mg ] 202.5 mr

Disintegration time /
Pacnagaemocti

by Ph. Eur. 2.9.1 / Esp. Papm. 2.9.1

No disintegration over 2 haurs In 0.1 N hydrochloric
acid; / He pacnapaioTes 8 Teyerue 2 yacos 8 0.1 M
PacCTEORe KUCIOTh! XOPUCTORCA0PO/IHOW,

followed by disintegration in pH 6.8 phosphate buffer
solution within not more than 60 min, / pacnagmorcs
8 hochariom Gychepe pH 6.8 B TeueHne He Bonee B0
BKHYT,

Conforms / Cootpercreyer

26 min / 20 raun H

Loss on drying ! Noteps B
MACCE TIPK BLICYILMBEHNN

by Ph. Eur. 2.2,32 { Esp. $apm. 2.2.32
20%-70%

49 %

Identity / Mnertndurarmn
Panfoprazole / Nautenpasona

by Ph, Eur. 2.2.29/ Pantoprazole positive /
Erp. ®apt. 2.2.20/ MonoxwrensHan ans naxronpasona

by Ph. Eur. 2.2.40/ Pantoprazole positive /
Esp. Qapm. 2.2 40 / NonowuTensHas afis NAHTONpasona

Conforms / CooTBeTcTRYRT

Confarms / CootsetcTeyet

Purity/ Onpenenetne umcroTs!
BB610-014

{impurity A f npuneck A)
B2310-044

{impurities D and F
npumecu D # F)

B8510-028

{impurity B ! npumecs B)
B8401-025

{impurity C / npumecs )
Unidentified by producis /
HeuasectHbie nobounbie
NPOAYKTEL

Total impurities/

Beero npvmecen:

identified / wasecTHBLIX
unidentified / HeussECTHLIX
Total impurities/

Cymmaa npumeceii:

by HPLC | BOMX
504 %

£0.2%

<01 %
501 %

20.2%

<06%
2s0.5%
£086%

0.10 %

.04 %

<081 %
0.01 %

0.05 %

Page t of 2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 242/20 /
CEPTUDUKAT KAYECTBA CEPWM NEKAPCTBEHHOIO CPEACTBA Ne 242/20

Product: Controloc®, gastro-resistant tablets 40 mg Nz 14/
MpoaykT: KoHTponow®, TabneTkn racTpopeancTeHTHbIE o 40 mr Ne 14

Manufacturing date / Jata nponasogerea; 28.04.2020 Batch number / Cepun: 476027
Expiry date / Cpok reavoctu: 04/2023 Batch size { Pasmep cepuu: 32040 packs / yriakanok
Analysis has been done according to Quality Control Methods / Alanun3 BbinonieH B cooTeeTcTanm ¢ MKK,

Parameters /
HopmatveHbie nokasatenn

Specification /
Creundnkauyna

Results / 1
PeaynbTartkl aHanyaa |

Assay { Konwaecraertoe
onpeaenexye
Pantoprazole / Mantonpazona

by HPLC / BO)KX
40.0 mg = 5% mg/ tabl J
40.0 mr + 5% wr/ Tabn

40.4 mgl tabl /
40.4 mr/ 1abn

Dissolution / Pacteopenue

by Ph. Eur. 2.9.3 / Eep. ¢apm. 2.9.3

Test for resistance to gastric juice: Tabl. 3; Level 1
and 2 (after 120 min.} must be fulfilled / TecT Ha
YCTORMMBOCTE K KEnyAcuHomy coky: TaBnnua 3
ROMYCTUMbIX Mpeenos; ypusxu 1 v 2 {uepes 120 muH)
ROIMHHE] BEHIONHATECS,

Test in pH 8.8 buffer: Tabl. 4 Level 1 and 2, Q=75%
(after 45 min.}) must ba fulfilled/ Tect r Gydeprom
pacTeope pH 6.8: Tabnuua 4 gonycrimbix npegenaos,
yposiu 1 1 2, Q=75% (4epes 45 mun) aomib
BLINONHATLECH

Conforms / CoorpeTcTnyer

Conforms / CooTeercTayeT

Microbiolegical purity? /
MugpoSuonorvieckas yucroTal

by Ph. Eur. 5.1.4 / EBp. ®apm. 5.1.4

by Ph. Eur. 2.6.12 / Epp. dapm. 2.6.12TAMC-

not more than 10* CFU/g! ve Gonee 10° KQE/r

by Ph. Eur. 2.6.12 / Esp. hapm. 2.6.12TYMC-

not more than 102 GFUg! He Gonee 102 KOEfr

by Ph. Eur. 2.6.13  E. coli-must be absentin 1 g/
EBp. Papm. 2.6.13 /otcyrcrene E. colie i1

Mot performed on this batch /
He npapoaurcs ans fganHoi
cepun

Uniformity of dosage unijts/
OnHOPOAHOCTE  AOAMPOBAHHLIX
EOVMHWL]

by Ph. Eur, 2.3.40 f Esp. ®apm. 2.9.40

L1 (10 units) satisfy the acceptance value (AV) of no
more than 15.0% or

L2 (30 units) satisfy the acceptance value (AV) of no
more than 15.0% and all individual values are
between 0.75-M and 4.25-M/

L1 (10 egummig) npremoyHoe YMSHo ADITKHE BhiTh He
Gonee 15,0 % wnu

L2 (30 eguHuLy) npuemMoYHOe YHCNO BaMmKHO GhIT He
Gonee 15,0 % v 8ce MHAMBWYaNbHbLIE 3HEUEHNS B
npepgenax 0.75-M 1 1.25-M

The test is performed on one

Conforms / CoorsetcTeyer

batch per month at the beginning and end of the shelf life /

"TecT nposoauTeH Ha oAHoI cepmgi,? MECALl B HAHANE U B KOHUE CPOKA XPaHeHUA
v )

Julia Stolzenbury
Qualified Person /
YnonHomoueHHoe nuua

Date of signature /
Harta nogrucu: 14.07.2020

b

Beirisbsstéitie Oranienburg

Lehnlizstrae 7O-28
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AEPHJIIKCIIYIKBA .
AEPKABHA CIYKBA 3 JIIKAPCBKI{!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥ KHIBCLKIN OBJIACTI

npocnext Banepis JloGanosewkoro, 51, M. Kuin, 031 10, Ten/daxc: (044) 363-06-50
-mail: dis.ko@dls.gov.ua,https://vww.dls.oov.ua. Kop €APIIOY 37078774

BHCHOBOK
PO AKICTH BBEICHOTO B YKpainy JKapCcBLKOro 3acoly

22.02.2021 Ne 5500/21/10

KOHTPOJIOK®
(naitMeHyBaHHS TiKapceKOTo 3aco0y 31JA00 3 peecTpartiiinsm TOCBLAYEHAAM )
TABNETIH FACTPOPESHCTCHTH 1o 40 mr; 1o 14 Tabnerok y Gaicrepi; mo 1 Gricvepy B
KAPTOHHI# Kopolui
(opma runycky, nosysases, Buj [AKYBAHHI DIKEPCHROO 3ac00y)

Howmep peectpaniitroro nocsinuenas UA/9054/01/01 CTpOK il peectpaniiinoro moceiguenns 01.01.2099
Cepia mikapeskoro sacoGy Ne 486638 KisskieTs 8BE3€HOrO Jikapewkoro sacody 14760

Bupobuux Taxena M'M6X, Micite supo6ruITEA Opanientypr, Himeaauna
; (naitMenypaHHg BUpobHEVKa nikapcerOTO 3acoby, kpailHa TIOXO/KEHHH )

- Boeaero B Ykpainy TonapHcTBO 3 06MeKEH0X BIINOBIARILHICTIO "TAKEJA

YEKPAITHA", ineur. con: 35849505

(rafiMeryRanas Ta xoz sa £ PTIOY Topumsnol ocobir abo npizsume, iM's, Bo Gatekosi (iznunot

0co6u - miampreny, 11 Miche npoxuBanEs T3 peecrpauiiiuit Homep o6nikonol kapTRH MmsTEEKA
nonarkie abo cepif ta HOMEp NacriopTa)

Iporoxon Bisyansnoro xorTpomo Bix 11.02.2021 MNe (338/3.

34 pPe3yNLTATAMH  JIemKaBHOIO KOHTPONIO = BCTAHOBIAGHO, W0 JHKAPCHKMHA 3acifG  BBE3sHO B Vxpainy 3
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOUKAT COOTBETCTHIAH GMP BbINYLWEHHOW CEPUI

Product: Controloc®, gastro-resistant tablets 40 mg Ne 14 §
MpoaykT: Kontponok®, TaGneTku racTpopeancTeHTHble o 40 Mr Ne 14

Strengih/Potency: 1 tablet contains; 45.1 mg panfoprarcle sodlum sesquihydrate (which equivalent 40.0 mg
pantoprazole)/

. Hosa/Copepxanue SelcTeyIotvX BelecTa: 1 TafineTa coAeknT: 45.1 MI NaHTonpasona CecKBUIMAPAaTA HATPUS {utc
SKBUBENEHTHO 40.0 Mr nanTonpasony) .

"‘Package size and type: 14 tablets in blister; 1 blister in carton box /
: Pasmep_n Butn, ynakoski: no 14 tabnerox s Gnucyepe; rio 1 GnucTepy B KapTOHHOI KOPOGKS

* Marketing Authorization: NelJA/8054/01/01 / PEFMCTpaL[MOHlH-C_)é Cavperenscteo NeUA/S054/01/01

Dosage form: gastro-resistant tablets 40 mg /s 5
NexapcTeentan chopma: TaBneTiu rachopemc"ren-:m:‘:lg no 40 mr

Manufacturing date / Jata npoussoncrea: 04.10.2033 Batch number / Cepun: 486638
- Expiry date / Cpox rogrocTn: 10/2023 - Batch size / Pasmep cepum: 14760 packs /
YIIAKOROK

* Name and authorization number of Manufacturer, responsibla for batch release: Takeda GmbH Betriebsstaette
Oranienburg, Ne DE_BB_01_MIA_201 9_0008/ w BEE
Hazeawve u Homep NHueHINMK NPOMIBOAUTENS, KOTORLNA BLITIYCHABT COpUIO B o6palleHms: Taxkena MibX, mecto
npoussopcTea OpanueHbypr, Ne DE_BS_01_M IA_2018_0009/ : ’
Address of Manufacturer, responsible for batch refease: Lehnifzstrasse 70-98, 16515 Oranienburg /
ADpes nponsecauTens, KOTOP&IR BRINYCKAET CEPUIO B oBpalieHue; Renvuwirpacce 70-98, 16515 Opanuenbypr
Country of osigin: Germany / CTpaHa-npovssonuTent: Mepmanus

Certification statement / 3assnenne o cepTudhukaLmn:

| 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 bateh processing,
' packaging and analysis records were reviewed and found to be in compliance with GMP. / Otum NOATEEPHAAL0, YTO
A © | BHLUBYKRIAHHAA MH(OPMELMS SBRReTCH AOCTORSPHON M TOMHOM. DanHan ceprn npoaykumn npoussegena (BKtOvYar

. YNAKOBRY/MAPKUPOBKY) U NPOBEAEH KOHTPONL 86 KAYECTRa Ha YKAIAHHOM YUHECTHE B NOSIHOM COOTBETCTBUM & TpeGoBaHAMM
GMP, YCTAHOBREHHBIMN MECTHBIM PErynsTOPHLIN GPrasoM, a TAKKE B COOTEETCTAUM CO creymMdmkaLield, cofepraiyeicn B .
 pervcTpaumMoHHom aocke CTPaHbI-#MNOPTEPA UiTK B 4OCkE CNeUMMUKaUui Ha NPeNapaT Ans MCCHeaYemoro NexapcTBEHHOIG i

CpeacTBa. pOTOKONLI NPOUABOACTRA, YNAKORKM U AHANUSE. GBIy NepecMOTPEHL! 1 YCTEHOBNEHO cooTReTCTEKe GMP.

; Name and position /title of Verena Olivier
: person authorizing the batch Quatified Person /
release / damunua v gomxHOCTL YNOAHOMOUSHHDE NULIO

NNUA, BEIABLLISTO paspalieHue Ha : | £
enyckcepnn O . QU o

- Date of signature / D S ot
Data nogswick: 13.011.2021 i3, ¢ { l{g
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- BATCH QUALITY GETIFICATE FOR MEDICAL PRODUCT Ne 14/21/
CEPTUUKAT KAYEGTBA CEPUM NEKAPCTBEHHOIO CPEMICTBA Ne 14/21

Product: Coﬁtyoion‘m, gastro-resistant tablets 40 mg Mo 14/
Mponyrr: Kontponos®, Tabrnetkn racrpepes#ime‘mmgi;arna 40 pr Ne 14

Manufacturing date / fata nponseoacrea: 01.10.2020
Expiry date / Cpox ropHoctv: 1072023 i oa

Analysis has been done according to Quality Controi' Met

Batch number / Cepusi: 486638
Batch size / Pasmep cepum: 14760 packs / ynaxonox
hods / AHanus BLINONHAH B cOOTBETCTEXN & MKK,

" Parametrs /
Hopmaruanbie noxkasareny

- . Spetification /
Caeyntbukains

Results /
PeaynsTtaTk: avanuaa

Appearance / Onucadue

Visualf Yellow, oval, biconvex, fiim-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. /

| BusyanuHuiii koHTpome/ MenToe, OBafibHBIR,

ABOAKOBLINYKITEI@ TAGNSTN, NOKPLITLIE NAEHAYHO
oBonoqkoit, ¢ AfpamMr Geroro MM NouTH Genoro upera.
C mMaptpoBKOi KOpIiHeRbIM YepHUrami Ha ofHolM
cTopore: «P40»,

" Conforms / CooTtreTcTayer

Average mass /
CpepHas macea

by Ph. Eur. 2.9.5 ] Eap. Gapm. 2.0.5
204.0 my * 5% mg J 204.0 mr + 5% Mr

201.1 mg / 2011 wr

Disintegration time /
Pacnsgaemocts

by Ph. Eur. 2.9.1 ] Egp. ®apm. 2.8.1

No disintegration over 2 hours in 0.1 N hydrochloric
acid; /He pacnagaica B Tauesue 2 yaces s 0.1 M
PacTROPE KVCTOTE! X[IOPUCTOBOAOPOGHODIR:

followed by disintegration. in pH 6.8 phosphate buffer
solution within not isiore than 60 min, / pacnaganTes
& dsoccratHom Gydhepe pH 6.8 B Teuenme ve Gonee 80
MUHYT,

Conforms / CooTretcTeyeT

18 min / 18 mun

| Loss on drying f Tlotepa &
L.Macce npu BLICYILWBANMY

by Ph. Eur. 2.2:32/ Eap. dapm. 2.2.32

45 %

ldentity /. WoexTidpurauus
Pantoprazole / Mauronpasona

20%-70%

by Ph. Eur. 2.2,28/ Pantoprazole positive /
Eep. ®apm. 2.2.29/ Nonoxurenshan ans naHTonpasona

by Ph, Eur. 2.2.40 { Pantoprazale positive /

. Esp. dapm. 2.2 40 / Nonoxutensyas AnA nasTonpasona

Conforms / Coorsetcrayer

Conforms / CooTeeTcTayeT

. Purity/ Onpegenssve uicrorte!

B8610-014

(impurity A ! npumack A)
B8810-044

| {impurities D and B /
npumecn D u F)
B3510-028

(impurity B { npumecs B)
B8401-026

{(impurity C / npumecs C)
Unidentified by products /
HewmseecTHle noBountie
MROAYKTb

Total impurities/

Beero npumesei:

identified / nanecthbX
unidentified / venssecTHLIX
Total impurities/

by HPLG | BIK
<04% -

20.2%

1£01%

| £0.1%

£0.2%

£0.6%
0.5%
20.6%

0.08 %

0.04 %

<0.01 %
0.1 %

<0.02 %
<002 %
<0.02 %
<0.02 %
<0.02 %
<0.02 %

1 043%

0.00 %
0.13 %

| Cymma npumeceii:

Page 10f2
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BATCH QUALITY GETIFICATE FOR MEDICAL PRODUCT Ne 14/21 /
~ CEPTUDUKAT KAYECTBA CEPII NEKAPCTBEHHOIO CPEQCTBA Ne 14/21

' 'F"roduét:_ Controloc®, gastro-resistant tablets 40 mg Ne 14 /
MpoaykT: Kontpono®, tabnaTium racTpopesucTeHTHbie no 40 mr Ne 14

Manufacturing date / lata npoussoacrea: 01.10.2020 Batch number / Cepus: 486638
Expiry date / Cpox rosrocTu: 40/2023 . _ Batch size / Pasmep cepym: 14760 packs / yoaxoBok
Analysis has heen dane according to Quality Control Methods / Ananus sminonqen B coorsereTeuk ¢ MKK.

Parameters /
Hopmatubieie nokasatenn

Spesification /
Crelncbvrauna

Results /
PesynsTaTth ananusa

| Assay / KonudectseHhoe
.ohpenenenue
Pantoprazole / Nadvonpasona

by HPLG / B3}0C .
40.0 mg * 5% mg/ tabl /
40.0 mr £ 5% mr/ 1a6n

40.5 mg/ tabi /
40.5 mif 1abn

Dissolution / Pactropenne

by Ph, Eur, 2.9.3 / Eep. dapw. 2.0.3

Test for resistance to gastric juice: Tabl. 3: Level 1
and 2 (after 120 min.) must be fulfilled / Tecr ua
YCTORUMBOCTL K JkenyaoqHony coky: Tabnuua 3
gonycmmux_npé;qeqon; ypesum 1 m 2 (depes 120 mMun)
AOIHHBI BLINONHSTHCS,

Test in pH 6.8 buffer: Tabl, 4 Level 1 and 2, QG=75%
(after 45 min.) must be Fulfillec Tecr & Gycheprom
pacteope pH 6.8: Talirula 4 AoNyCTUMLIX NRenenos,
yposHy 11 2, Q=75% (yepes 45 MAH)} LOMKHBI
BLINONHATLCR

Conforms f Cootrertcrayer

Conforms f CooteeTcTayer

. _Microbiological purity™/
1 MukpoBuonarugeckas Yucrora!

by Ph. Eur. 5.1.4 f Esp. Gapw. 5.1.4

by Ph. Eur. 2.8.12 1 Enp, Dapm. 2.6.12TAMC-

not more than 10* CFU/gf ve Gonee 10° KOEr

by Ph. Eur. 2.6.12/ Eep. dapm. 2.6.12TYMC-

not more than 102 CFWgf 1e Gonee 102 KOE/r

by Ph, Eur. 2.6.13 / E. coli-must be absent in 1 al
EBp. dapm. 26,13/ otoyteteve E. colis 11

Not perfermed on this bateh /
He npoeogures ans pavHon
cepvin

Uriifmmity of dosage units/
OpHopoaHocTs AO3UPOBEHHbIX
1 eauHuy E

by Ph. Eur. 2,9.40"/ Eap. dapm. 2.9.40

L1 {10 units) satisfy the acceptance value (AV) of no
more than 15.0% or

L2 (30 units) safisfy the acceptance value {(AV) of no
more than 15.0% and all individual values are
between 0.75-M and 1.25-//

. L1 (10 epgninn) npuemsaroe yvcno JOMKHO BbiTe He
- Gonee 15,0 % unu ;

L2 (30 eaunuLy) npHeMOMHoE YACTIO A0MKHO Buith He
Goriee 15,0 % 1 BCe UHAMBUAYANBHLIE 3HAYEHNA B
npepenax 0.75-M n 1.25M

Conforms / Couteetcmeyet

"The test is performed en one

Verené Olivier
Qualified Person /
YNOoNHOMOUSHHOE NnLo
Date of signature /

HAara nogrmcu: 13.01.2021

batch per month at the beginning and end of the shelf life /
"Tect nposomuTest Ha oaHoii Cepunt B MEcal B HAYare U B KOHUE CPaKa XpaHeHus
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