CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUGUKAT COOTBETCTBMS GMP BLIMNYWEHHOW CEPIAU

Product: Controloc®, gastro-resistant tabiéts 20:,mg Ne 14/ )
TMpoayxr: Kotrponok®, tabneTku racTpopesnCTEHTHbIS No 20 mr Ne 14

' Strength/Potency: 1 tablet contains: 22.57 mg pént;:';pra::ole sodium sesquihydrate (which equivalent 20.0 ing
ntoprazole)/ .

¥ - %
Aoza/Conepnanne aefcteyioumx BellecTs: 1 TaBNeTK: copepxuT: 22,57 Mr NaHTonNpasoria cecksuriapaTa Hatpus (M1o
akpuraneHTHO 20.0 MI naxTonpasona) e 7 :

Paclage size and type: 14 tablets in blister; 1 blisterin carton box /
Pasmep v Bug ynawosku: nio 14 tabneTtok B bnuciepe; o1 BnncTepy B KapToHHOW Kopobke

Marleting Authorization: NeUA/Q106/01/02 / Perprpa'uu;)HHoe Ceuperentcrao NelUA/D106/01/02

Dosage form: gastro-resistant tablets 20 mg / |
Jlewapcreennan hopma: TaBneTkM racTpopeancTenTHeR No 20 mr

Manufacturing date / [lara npoussoacrea:13.07.2020 Batch number / Cepun: 485448
Expiry date / Cpok rogrocru: 07/2023 5 : Batch size / Pasmep cepun: 19350 packs /
YIAKOBOK

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstitie
Oranienburg, Ne DE_BB_01_MIA_2019 0009/

Haspauue u Homep nuuexsnm nponzsoguTens, KOTOpLIW BLINYcKaeT cepmo B o6panienue: Takena MuBX, mecto
npoussoacTaa Opanuenbypr, Ne DE_BB_01_MIA_2019_0009

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
Appec npouzsoauTens, KOTODBIN BLINYCKaeT cepmo 8 obpamenne: Jlenvywrpacce 70-98, 16515 Opatuenbypr
- Counlry of origin: Germany / CTpana-npoussoautent: ['epmanns

-Certification statement / 3assnenue o ceprudhmkalm:

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality controi at the above mentioned site (s} in full compliance with the GMP
requirements of the focal 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 noareemigaaln, uto
Bbllleykasashan MHGOPMALUMA FIBNASTCR JOCTOBEPHOM # TouHoi. [laHHas cepws NpoOAYKUUM NPOM3RencHa {BlcntoMan
YNaKoBKy/MapPRUPOBKY) U NPOBERAEH KOHTPOSTh €8 KEYErTBA HA YKA3AHHOM YUYACTKE B MIONHOM COOTBETCTEMM € TPeGoBaHuAMM
GMP, yCTaHOBIEHHLIMY MECTHBIM DErysnsiTopHBLIM QPTaHoM, @ TaKKe B CODTBETCTBMM ¢O cneundurauueil, conepratlieiicn s
PErucTPaLMOHHOM 4OCBE CTPAHLI-UMNOPTEPa UMY B 40CHE CeluHKalumil Ha NPenapaT AnS UCCAISAYSMOr0 NeXapeTBEHHOO
cpeacTaa. MpoTokonb! NPOV3BOLCTBA, YRAKOBKYA ¥ aHany3a GuNik NEpECMOTPEHB! 11 YCTAHOBREHO cooTeeTCTBUE GMP.

Dr. Verena Olivier b

Name and position ftitle of Qualified Person /:
person authorizing the batch YhoniaomoverHoe nuLo
release / GaMnnus ¥ SOMKHOCTL :

nuua, BbiAaBiuero paspelleHne Ha

BBINYCK Cepuu . (9 -&f)f@,ﬂ;b‘lﬁ@*

Date of signature / ~ ’ " =
Hata nonnuck:; 26.41.2020 l bt {[ (\2@"“\2{{ . mama
i : / ¢ &
l‘.ﬁ'r:" T ' . k : 2
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 406/20 /
CEPTUOVIKAT KAYECTBA CEPYM NEKAPCTBEHHOT O CPECTBA Ne 406/20

Product: Controloc®, gastro-resistant tablets 20 mg Ne 14 /
Mpogyr: KoHTponok®, tabneTiow racTpopesncTeHTHLIe no 20 mMr Ne 14

Manufacturing date / [lata npoussoncrea: 13.07.20213:
Expiry date / Cpok rogroctu: 03/2023 :

Analysis has been done according to Quality"illn':;ntroi Met)

Batch number / Cepusn: 485446
Batch size / Pasamep cepun: 19350 packs / ynakonok _
hods / AHanuz seinonHen B caorBeTCTBUK ¢ MIKK.

Parametrs /

Hopmarmsibie nokasarenn -

Bpecification /
Creyuchukaumn

Results /
PeyynbTaTe! ananuaa

Appearance / Onvcanue

Visual/ Yéflow, oval, biconvex film-coaled tablets

| with white to almost white cores, printed on one side
{ with «P20», The gastyo-resistant tablets must be of

uniform shape, colour and size. /

BuayarnHeiit xoHTpONs! HlenTele, oranbible,
BBOAKOBLINYITILIE TADNETIY, NOKPLITHIE NNEHOUHOM
oBonoukolt, ¢ aapanm Genore unu nouTy Benoro upeTa.
C MapipoBKoil KOpUYHEBbLIM YEepPHUIIOM Ha OAHOIA
cTopoie: «P20», MacTpopasucTeHTHLIS TabneTku
AOITKHb| BBITH DAMHAKOROM tHopMBI, LBETA 1 pasmeps.

Conforms / CocTeercrayer

Average mass /
Cpepuss macca

by Ph. Eur. 2.9.5 / Epp. dapm. 2.9.5
106.0 mg £ 5% mg 7 106.0 Mr + 5% mr.

105.4 moy 1105.4 mr

Disintegration time P
Pacnapaemocts

by Ph. Eur. 2.9,1 ] Egp. $apm. 2.9.1

No disintegration over 2 hours in 0.1 N hydrochioric
acid /He pacnagaioten B Tevenne 2 vyacos s 0.1 M
PacTBOPE XNOPUCTOBOAOPOAHOR KNCNOTET

followed by disintegration in pH 6.8 phosphate buffer
solution within not more than 80 min / pacrnapaiorca &
thocchatHom Bychepe pH 6.8 B reuenue ne Bonee 60
MUHYT .

Conforms / Cooteercreyer

17 min /17 vvH

Loss on drying / flotepsa B
L.Macce nhu BoicyLuMBaHum

by Ph, Eur. 2.2.32 | Esp. tapm. 2.2.32
20%-70%

4.3 %

Identity / MpenTudurarms
Pantoprazole / Mantonpasona

by Ph. Eur. 2.2.29/ Pantoprazole positive /

Esp. dapm. 2.2.29/ Bpems yaepuBanmisi OCHOBHOTO
UKA H3 XPOMATOrPAMME UCILITYBMOTO PacTROpA
AOSIKHO COOTBETCTBOBATEL BPEMEHU YASDKUBIHUS NUKa
NaHToNpPasona Ha XPOMSTOrPAMME GTaHAAPTHOTO

| pacTsopa. . .
| by Ph. Eur. 2.2.40 / Pantoprazole positive /
| EBp. ®apm. 2.2.40 / MonexuTensHas wn nasTonpasona |

Conforms / Coorsercypyer

Conforms / Coorsercrayer

Purity: f Onpejenatue uwcrorit
B3610-014 :
“(impurity A / npumecs A)
B8810-044
{impurities Dand F/
npumecu D u F) )
B8510-028
{(impurity B f npumecs B)
88401-026
(impurity C / npumecs C)
Unidentified by-products /
HewussectHble nofoutbie
NROAYKTbI

Total impuities/

Bcero npumeceii:

identified { napecrhLx
unidentified / HeussecTHBbIX
Total impuities!

| Cymma soex npuneced

A IA A

by HPLC 7 BOXX
=0.5% . T

| s0.2%

£01%

=01%

{202%

1.0%
0.5 %
1.0%

0.09 %

0.04 %

<0.01 %
0.02 %

0.05 %
0.05 %
0.05 %
0.05 %
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 406/20
CEFTUGUKAT KAYECTBA CEPUM NIEKAPCTBEHHOIO CPEOCTBA Ne 406/20

Product: Controloc®, gastro-resistant tablets 2¢ mg Ne 14 /
Mpoaykr: KoHTponok®, TabrneTkn ractpopesncTenTHbie no 20 mMr Ne 14

- Mé,nufacturing date / Jara npounssogcrea: 1337.2020;.
~ Expiry date { Cpok ronocTu: 07/2023 :

‘ Batch number / Cepna: 485446
Batch size / Paavep cepun: 19350 packs / yriaxonox

Analysis has been done according to Quality Control Methods / AHanus seinonHen 8 cooTreTeTaUN © MICK,

% Parametrs /
HopmaTuarele nokazatenn

Specification /
Creyndmrauma

Results /
Peaynstars asanuaa

Assay / KonuiecraeHHoe
onpeaenesue
Pantoprazole / [NauTonpasona

by HPLC / BOXX
20.0 mg * 5% mygltabl /
20.0 mr + 5% mr/ tabn

20.3 mygl tabl /
20.3 mr/ tabn

Dissolution / Pacteopenve

by Ph. Eur. 2.9.3 / Esp. ®apm. 2.9.3

Test for resistance to gastric juice: Tabl, 3; Level 1
and 2 (after 120 min.) must be fulfiled / TecT Ha
YCTOMMUBOCTS K XKenysouHomy cowy: Tabnuua 3
ACNyCTUMbIX Npedenos; ypopxdn 1 v 2 (uepea 120 muH)
AOnxHbI Bbll‘IOﬂHﬂThCH.‘ .

Testin pH 6.8 buffer: Tabl. 4 Level 1 and 2, Q=75%
(after 45 min,) must be fulfilled/ Teer 8 Bycheprom
pacTeope pH 6.8: Tabniia 4 AonyCTUMBbIX NPEeAenos,
yposHu 1 u 2, (1=75% (Jepes 45 mMuH) AONXKHL!
BbLINCITHATLCH

Conforms / CooreercrayeT

Comnforms / CooTeeTcTRYET

Microbiological purity?/
MukpeBronormieckas wictora’

by Ph. Eur. 514/ Eep. Gapm. 5.1.4

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

not more than 10° CFU/g / ve Bonee 103 KOE/r

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

not more than 10% CFU/g { He Banee 102 KOE/r

by Ph. Eur. 2.6.13./ E. coli-must be absentin1 g/
Esp, dapm. 2.8.13 / oveyrereue E. colis 1 ¢

Not performed on this batch [
He npoBoauTes ana AaHHoR
cepuy

.| Uniformity of dosage units/
s 'C_),quopo,quom-b AO3UPOBAHHLIX
' : ‘eanHuL

by Ph. Eur. 2.9.40 / Esp, dapm. 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 #ll individual values are
between 0.75-M and 1.25-M/

L1 (10 eauHmL) npuemouHoe Yucno [oMmKHo BeiTh He
Bonee 15,0 % wrn

L2 (30 eankiL) NpUeModHoe YUCHO ACIKHO BbiTh He
Gonee 15,0 % ¢ MHOMBUAYENLHBLIMY YPOBHSIMI B
npegenax 0.75-M n 1.25-M 5

Ceonforms / Coorpetcrnyer

*The test is performed on one batch per month at the beginning and end of the shelf life, using the method of
sampling. / 'TecT npoBoanTGs Ha OAHOM CepUit B Mecsli, B Hayane U B KOHLe CPOKa XpaHeHda no MeTony BLIGopoUHOro

KOHTDOAS,

Dr. Verena Qlivier
Qualified Person /
YNonHomMoueHHoe nmLo
Date of signature /

Hara nognuen: 26.11.2020

'. ﬁ'a“‘:*‘:{ -érr*-r‘:u ﬁf;r;x-f,' -
CSCEROBOEE Gmbt

CBetriebsstatte Oranienburg

ehnitzatrae 70-98

TRAB5LE Oranienburg

(A (5{/@11’}{ ;;ﬁ«r
NI ONTY,
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JEPHINKCITYKBA
HEPIKABHA CIIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIED 3A
HAPKOTHKAMM ¥ KHIBCHLKIIA OBJIACTI

nipocnext Banepia NoGanoscnkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363—06—50
E-mail: dls.ko@dls.gov.uahitps://www.dls.gov.ua, Kox €JIPTIOY 37078774

"BUCHOBOK
PO AKICTL BBE3EHOTO B YKpainy JiKapchKoro 3acody
20.01.2021

Ne 837/21/10KX

KOHTPOJOK®
(waiiMenyBanus nikapcexoro 3acofy 3rizHo 3 peecTpauiliHiAM AOCBIIUCHIAM)
abureTku racrpopesucrentii mo 20 mr; xio 14 tabaerox y duicrepi; o 1 Guicrepy 8
 KapToupii xopodui
((opma BHNYCKy, [03YBAHU, BHI TAKYBAHHA Jiikapebroro sacoly)

Homep peectpaniiisoro nocsinsenns UA/0106/01/02 crpoxk aii peecrpauiiiioro noesinnenns 01.01.2099

Cepis nixapcrkoro sacoby Ne 485446

Kinnkicts Beesenoro sixapeskoro sacoby 6390
Bupobuuix

Taxena I'm6X, micue supobuunea Opaniendypr, HiMeyunna

(naiivenysaiis BEpOSuMKE JiKapoLKOre 3acoby, KpaiHa noxomwxens)

Brezeno B Vipainy

Tosapucrso 3 oGmexenoro siamoninaaenicrio "TAKEJA
VEKPAIHA", inent. con: 35849505

(nafiMenypanis Ta koA 3a €APIIOY topiaunanol ocobu abo npispring, im's, o Garbkoni (isnynoi
ocobu - mAnpREMIL, 1T Micle TpoKMBARI T2 peectpallifuuii Homep oONiKOBOT KapTKit nAaTIHKS
rofgarxis aGo copis Ta HOME]P NacnopTa)

Hpotokos isyassioro korrposmo sig 15.01.2021 Ne 0064/1.

3a pelymLTATAMM J@PKABHOTO KORTPOIO . BCTAHOBNEHO, 10 Jikapebkuii 3aci®  BBeseno B

Yipainy 3
JAOTPHMAHHSIM BUMOT 3aKOHOAABCTBA LIO/0 3afiezneuenHs akocTi Iikapcsiux 3acobin

Onexciit COJIOJIPAM

(iniuiany ta npissninie)
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