BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 29/24 /
CEPTUOUKAT KAUECTBA CEPUW NEKAPCTBEMHOIO CPEACTBA Ne 29/24

Product: Controloc®, gastro-resistant tablets 20 mg Ne 14 /
MpoaykT: KOHTPONOK®, TaBneTkn racTpopesncTeHTHele no 20 Mr Ne 14

Manufacturing date / lara npoussopcrea: 11.02.2024
Expiry date / Cpok roanoctu: 01/2027

Batch number / Cepusn: §57338
Batch size / Paavep cepun: 15030 packs / ynakosok

Analysis has been done according to Quality Control Methods / AHanus BuiNonHex B cooTaeTeTBMK ¢ MKK.

Parametrs / -
HopMaTUBHLIE nokasaTeny

Specification /
Cneundwkaumn

Results /
PesynsTaTel aHanuaa

Appearance / Onucanue

Visual/ Yellow, oval, biconvex film-coated tablets
with white to almost white cores, printed on one side
with «P20». The gastro-resistant tablets must be of
uniform shape, colour and size. /

BuayanbHolil KoHTponb/ Xerbie, oBanbHLe,
ABOAKOBBINYKMblE YAGNETKY, MOKPLITHIE NMEHOUHGH
ofonouykon, ¢ Aapamu 6enoro wnm nouTy Benoro HeeTa.
C MapKUpoBKOi KOPUYHEBLIM YEPHUNOM Ha OAHON
cropone: «P20». MacTpopesncTenTHbie TabneTiv
LONKHBI 1T 0AMHAKOEOI thopmMbl, UseTa U paaMepa.

Conforms / Cooreetcrayer

Average mass /
CpeaHas macca

by Ph. Eur. 2.9.5/ Epp. ®apm. 295
106.0 mg + 5% mg / 106.0 Mr + 5% mr

Disintegration time /
Pacnapaemocts

104.2 mg /1042 mr

by Ph. Eur. 2.9.1 / Egp. dapm, 2.9.1

No disintegration over 2 hours in 0.1 N hydrochloric
acid /He pacnagaiorca B Teuenne 2 yacos 5 0.1 M
PacTBope XNOPUCTOBOAGPOAHOR KACNOTLI;

followed by disintegration in pH 6.8 phosphate buffer
solution within not more than 60 min / pacnanawTcs 8

tpocchatHom Bydepe pH 6.8 B TeueHue He Gonee 60
MUHYT

Conforms / Cooteetcrayer

16 min/ 16 MuH

Loss on drying / NoTeps s
MACCE NP BLICYLLUVBAHWK

by Ph. Eur, 2.2.32/ Eap. dapm. 2.2.32
20%-7.0%

4.6 %

ldentity / Maetmudburkaumst
Pantoprazole / ManTonpasona

by Ph. Eur. 2.2.29/ Pantoprazole positive /

Esp. ®apm. 2.2 29/ Bpems YASPKUBAHUA OCHOBHOIC
NUKa Ha xpomaTorpamme WCNLITYEMOro pacTsopa
AOMHHO COOTBETCTBORATL BPEMEHN YASPKUBAHUSA NUKa
NaHTonpa3aona Ha xpoMarorpaMmme CTaHAaPTHOMO
pacteopa.

by Ph. Eur. 2.2.40 / Pantoprazole positive /

Eep. Papm. 2.2.40 / MNonoxuTansHas ANA naHYTonpasona

Conforms / Cooteercrayer

Conforms / CooreeTcTeYeT
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 29/24 /
CEPTUOUKAT KAYECTBA CEPUN NEKAPCTBEHHOMO CPEACTBA Ne 29/24

Product: Controloc®, gastro-resistant tablets 20 mg Ne 14/
MpoaykT: KoHTponok®, TaGneTki racTpopesncTedTHbte no 20 mr Ne 14

Manufacturing date / [lata npoussoncrea: 11.02.2024
Expiry date / Cpok rogHocTu: 04/2027

Batch number / Cepun: 557338
Batch size / Pasmep cepuun: 15030 packs / ynakosok

Analysis has been done according to Quality Control Methods / Ananus BbinonHeH 8 coOOTBETCTBUM ¢ MKK,

Parametrs / Specification / Resuits /
Hopmatuauble nokazaTern Crneumdumkaums Pe3ynbTatii asanusa
Purity: / Onpepenetue uuctorss | by HPLC / BOYKX
B8610-014 £0.5% 0.08 %
(impurity A f npumecs A) :
B8810-044 50.2% 0.04 %
(impurities Dand F /
ripumecn D u F)
B8510-028 $01% <0.01 %
(impurity B / npumecs B)
B8401-026 $01% 0.013 %
(impurity C / npumecs C)
Unidentified by-products / 20.2% <0.02 %
HeuasecTHbie nofiounsie <0.02 %
MPOSYKTL <0.02 %
0.05 %
<0.02 %
Total impurities/
Beero npumeceit:
identified / usBecTHbIX £1.0% 01%
unidentified / HensBeCTHBIX £0.5% 0.1%
Total impurities/ £1.0% 0.2%
Cymma Bcex npumMeceit
Assay / Konuniecreernoe by HPLC 7 BOX
onpeneneque 20.0 mg £ 5% mg/tabl / 20.3 mg/ tabl /
Pantoprazole / anronpaszona | 20.0 mr + 5% wmr/ Tabn 20.3 mr/ 7abn

Dissolution / Pacrsopenve

by Ph. Eur, 2.9.3 / Eep. ®apm. 2.9.3

Test for resistance to gastric juice: Tabhl. 3; Level 4
and 2 (after 120 min.}) must be fulfilied / Tect Ha
YCTORUUBOCTE K WENYAOUHOMY COKy: Tabnuua 3
ACNYCTUMBIX Npeaenos; yposHi 1 v 2 (vepes 120 MUH)
DOMKHEI BLIMONHATLGH.

Test in pH 6.8 buffer: Tabl. 4 Level 1 and 2, Q=75%
{after 45 min.) must be fulfilled! TecT 8 GydepHom
pacTeope pH 6.8: Tanuua 4 aonycTuMbx npejesnios
YPOBHM 1 1 2, Q=75% (4epes 45 mMum) AoSmKHbI
BLINONHRTECA

»

Conforms / CootBetcTRYeT

Conforms / CooteeTcTayer

Microbiclogical purity? /
MukpoBuonaruueckas uncrora’

by Ph. Eur. 5.1.4 / Eep. ®apm. 5.1.4

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

not more than 10® CFU/g { ne Sonee 10° XOE/r

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

not more than 102 CFU/g / ve 6Gonee 102 KOE/r

by Ph. Eur. 2.6.13 J E. coli-must be absent in 1 gl
Esp. dapm. 2.6.13 [otcytcTove E. colin § 1
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BATCH QUALITY CETIFICATE FOR MEDICAL PRODUCT Ne 29/24 /
CEPTUDUKAT KAHECTBA CEPUU NEKAPCTBEHHOMO CPELCTBA Ne 29/24

Product: Controloc®, gastro-resistant tablets 20 mg Ne 14/
Npoaykr: Kontponok®, Tanetku racTpopesucTeHTHse o 20 Mr Ne 14

Manufacturing date / [lata npousscgerea: 11.02.2024 Batch number / Cepus: 557338
Expiry date / Cpox rogHocTv: 0172027 Batch size / Pasmep cepun: 15030 packs / ynakopok

Analysis has been done according to Quality Control Methods / Asanus BolNonHEH B COOTBETCTBUN ¢ MKK.

Parametrs / Specification / Resuits /
HopmartuBeHbie nokazarery Cneuudmkaiusn PesynbTatkl aHanuia

Uniformity of dosage units/ by Ph. Eur. 2.9.40 / Esp. dapm. 2.9.40
OAHOPOAHOCTD 103MPOBAHHLIX L1 {10 units) satisfy the acceptance value {AV} of no | Conforms / CooTBeTCTRBYET
enuHmL 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 1.25-M/

L1 {10 eguHUL) NpruemMouHoe WMCno A0MKHO 6biTk He
Gonee 15,0 % wnu

L2 (30 eauuuL) NpMeMOYHOE YUCNIO BOMKHO BbITh He
Bonee 15,0% ¢ WHAMBMAYANBHBIMKW YROBHRMK B
npegenax 0.75-M 1 1.25-M

"The test is performed on one batch per month at the beginning and end of the shelf life, using the method of

sampling. / "Tect nporoanTen Ha ook CEpMI B MECAL, B HAYANe U B KOHLE CPOKA XpaHEeHUA No MeToay BLIBOPOYHOre
KOHTPORA.

Julia Stolzenburg
Qualified Person/ ‘%%A/

YNONHOMOUYEHHGE nuLo

Date of signature / o?(é
HAara nognucn: )
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE/
CEPTUOUKAT COOTBETCTBUS GMP BbINYLLEHHOW CEPUU

Product: Controloc®, gastro-resistant tablets 20 mg Ne 14/
NpoayxT: KoHTponok®, TaBneTkm racTpopesucTerTHle no 20 Mr Ne 14

Strength/Potency: 1 tablet contains: 22.57 mg pantoprazole sodium sesquihydrate (which equivalent 20.0 my
pantoprazole)/

fAosa/Conepxanne AeAcTayOWMX BelLecTs: 1 Tabnerka conepkut: 22.57 Mr naHTonpasona CECKBUIAPATA HATPUA {UTO
3kBMBANEHTHO 20.0 Mr nanTonpasona)

Package size and type: 14 tablets in blister; 1 blister in carton box /
Pasmep v Bug ynakoski: no 14 tadnerok e 6nuctepe; no 1 GrincTepy B KAPTOHHON kopobke

Marketing Authorization: NeUA/D106/01/02 / PerucTpaumonroe Cengerenscteo NeUA/Q106/01/02

Dosage form: gastro-resistant tablets 20 mg /
flexapcraernan dopma; TabneTin FACTPOpPE3NCTEHTHEIE MO 20 Mr

Manufacturing date / ,Elafa npouwssoacTea: 11.02.2024 Batch number / Cepna: 557338
Expiry date / Cpok rogHoctn: 01/2027 Batch size / Paamep cepuu: 15030 packs / ynakosok

Name and authorization number of Manufacturer, responsible for batch release: Takeda GmbH Betriebsstatte
Oranienburg, Ne DE BB_01_MIA_2022_0013/

Hazsanne u HOMep nuLeHaun AIPONIBOAUTENH, KOTOPLIA BLINYCKaeT cepuie & oGpawenue: Takeaa [N MBX, mecTo
npounseopcTea OpanuneHbypr, Ne DE_BB_01_MIA_2022_0013

Address of Manufacturer, responsible for batch release: Lehnitzstrasse 70-98, 16515 Oranienburg /
AApec APoNIBOOUTENs, KOTOPLIN Bhinyckaer cepuio 8 obpawenne: Jlenmuupacce 70-98, 16515 OpaHneHbypr
Country of origin: Germany / CrpaHa-nponssoanTent: "epMans :

Certification statement / 3assnenve o cepTudmukann:

| 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 Reguiatory 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. / Srum NOATBERMAAIO, YTO
BbilleykalaHHan WHGOPMAUNA ABNASTCH NOCTOBEPHOW W TOMHOM. HarHan cepwn npogykuum npounaseneda (Bxmiodan
YRaKoBKY/MapKUPOBKY) 1t NPOBEAEH KOHTPOML €8 KauecTsa Ha YKa3aHHOM YUACTKE B NONHOM COOTBETCTBUU ¢ TpeGOBRAHUAMY
GMP, ycTaHOBNEHHBLIMK MECTHbIM PETYNATOPHLIM OPraHoM, & Taioke B COOTBETCTBUM CO cneumdukaymen, cojepxawlencs B
PEIMCTPaLMOHHOM A0CKE CTPAHLI-UMACPTEPE WK B J0CHE Cnelwtukauuit Ha Npenapat 4na vccheayemoro neKapcTBeHHoro
cpepcTea. MNPpoTOKONE: TPOUSBOACTSEA, YNAKGBKN 1 aHanuaa Goiru AEPECMOTPEHb! U YCTAHOBMNEHO COOTBETETRUE GMP.

Name and position /titte of Julia Stolzenburg
person autherizing the batch Qualified Person /
release / PamMunua U DOMKHOCTS. YNonHoMoueHHoe AnLo

NAU3, BLINSRWEro paspewleHie Ha
BLINYCK Gepun

s

Date of signature / 029 G{ QOQV 7 /

fara noanucu:
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/Norotun: Takeaa /

CEPTUGINKAT BIAMOBIAHOCTI GMP BUTNYLLEHO! CEPIT
MpopysT: KoHTponok®, TaBAeTHM, racTpapesncTenTHE no 20 mr Neld

flosa / BmicT Allounx pevwosuH: 1 TaBaeTKa MicTUTL 22,57 Mr naHronpasoay cexsirigpaty Hatpio (o
exsisaneHTHo 20,0 mr NaxTonpasony)

Poamip 7a 814 ynakosku: 14 rabnetor y Baictepi: no 1 BnicTepy 8 KapTOHHIN KopoGui

Peecrpauiiine noceiguenns: NeUA/0106/01/02

Nikapcbka dopma: TabneTku, racTpopesucTenTHi No 20 mr

fata smpobuunuyTea; 11.02,2024 Cepin: 557338

Tepmin npuaatHocri:  01/2027 Poamip cepii: 15 030 ynakosok
Hasea, Homep niueHsii Ta appeca BUPOGHUKA, AKMI eunyckae cepi s obir: Tarkepga 'mbBX, micue
BupobHuuTBa OpaHienbypr, No DE_BBO1_MIA_2027 0013

A,n.,peca meOGHnua, AKKMIA BUNYCKaE cepito & oBir: Newivwrpacce 70-98, 16515 Opanienbypr
Kpaina-eupoBume: Hiseuuuna

3ansa npo ceprudikauiio:

Unm nigTeepasyio, wo BUMeBKa3aHa iHPOPMALIA € NOCTORIPHOIG Ta TOMHOIO. HaHa cepia npogykuil
BUrOTOBAEHA (BKAOMAIOMM YNaKoBRY [ MIpKYRAHHA) Ta NPOBEAGHO KOHTPO/L 1i AKOCT HA BKa3aHid
ANbHUY ¥ noeHil sianosigrocti A0 Bumor GMP, Bcranosnesmin micuesum PerynaTOPHUM OpraHom, a
TaKoX Bignosiado fo cneuyudinayli, WO MICTHTBCA B PeEcTPauiiHOMY [0Cbe Kpalbu-imnoprepa abo B
Aocee cneundikauii Ha npenapar gna AOCAIAMKYBAHOIO nikapceKoro 3acoby. MpoTokonm supobHuyTea,
YNAKOBKIA Ta aHaAnizy Bynau nepernaHyTi i BCTaHOBAEHD sianosigHicTe GMP.

ApisBuwe Ta nocaga ocobu, wWo fwynis CtonbuenBypr

BHAaNa [O3BIN HA BUNYCK Cepii YnosHosameHa ocoba
/ Niaauc /

Hata nignucy: /24042024 /

FrifdiRaT
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[Norotun: Takena /

CEPTHUDIKAT AHANI3Y CEPIT JIKAPCHKOTO 3ACOBY Ne 29/24
MpogyKT: KOHTPONOK®, TabneTku, ractpopesncreHTHI No 20 mr Nol4g

flara enpobruuTea: 11.02.2024 Cepia: 557338

Tepmin npugatHocTi:  01/2027 Posmip cepii: 15 030 ynakogeok

AHaniz BUKOHaHO ¥ BignosigHoCTi Ao MKA

HopmaTtrei

NOKA3HKUKK _
Qauc BizyanbHmii KOHTPONB/HKOBTI, 0BaNbLHI, aBOONYKAI Bianosinae
TabneTku, BRPUTI niekoBoI0 060N0HKOW, 3 Agpamu
6inoro afo maiiwe Ginoro KOALOPY. 3 MapKyBaHHAM
KOPUYHEBMM HOPHVAOM Ha OAHIN CTOPOHI «P20».
FacTpopesucrenthi Tabnereun nosummi Byt ogHakoeoi
bopMK, KoaLopY Ta poamipy. )
Cepeans maca €sp. dapm. 2.8.5 104,2 rar
108,0 mr 4 5% mr
Yac posnagy He posnagaotbes npoTtarom 2 rogun y 0,1 M poaunHi Bianosigae
XA0PUCTOBOGHEBOT KUCNOTH
Poznaaaiotbes y docdatHomy Sydepi pH 6.8 npotarom He | 16 xemann
Ginbwe 60 xeuaurH
Brpara & maci npm €8p. ®apm. 2.2.32

Cneuundikayin Feaynurary aHanizy

BUCYLIYBAHHI 2,0-7,0% 4.6 %
laeHTMdikauia Hac YTPUMAHHA OCHOBHOTO NiKy Ha xpomaTtarpami Bignoeigae
ManTonpaszon BUNPOBYB3HOTO POIUMHY NOBKMHHO Bignosinaty vacy

YTRUMaHHA NiKkY NoHTONpasony Ha Xposmarorpami
CTaHABPTHOrO Po3uUHY.
€sp. ©apm. 2.2,40 / NoauTusHa peaxuyis Binnosinae
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[Norotun: Takepa /

CEPTUDIKAT AHAMI3Y CEPIT IIKAPCBKOTO 3ACOBY Ne 29/24
NpoaykT: KoHTPonok®, tabnetkm, racTpopesucTeHTHi ng 20 mr Noi4

fata eupobavuyrea: 11.02.2024 Cepia: 557338
Tepmin npwaarHocryi:  01/2027 Posmip cepii: 15 030 ynaxosok

AHania BuKkoHaHo y BignosiaHocTi oo MKA

HopmarueHi . : .
OK33HHKM Cneundirayin PesynbTtatu aHaniay
BH3HAUEHHA u4cTOTH | BEPX
Aomimrka A £0,5% 0,08 %
Aomiwka Dr1a f £0,2% ' 0,04 %
Aomiwka B <0,1% <0,01%
Jdomiwka C £0,1% 0,013 %
Hesigomi noBiyni £02% <0,02 %
APCAYKTH : <0,02 %
<0,02%
0,05 %
<0,02%
Bebore gomimon
Binomux £1,0% 0,1%
Hesipomux £05% 0,1%
Cyma BCix fomition £1,0% 0,2%
Kinbkiche BEPX
BM3HAYEHHA
MaxTonpason 20,0 Mr # 5% mr 20,3 mr/TaBn
PO3umHHICTL €8p. ®apm. 2.9.3
TecT Ha CITRKICTL A0 wWAYHKoBOMD cory: Tabauua 3 Bignosipae
ABNYCTUMUX Mex; pisHi 1 1a 2 {yepes 120 xeuann)
NOBUHHI BUKCHYBAaTHUCA,
Teery bydepHomy posumHi pH 6.8: Tabnuya 4 Bignosinae
AoAYCTUMUX mex, pigHi 1 1a 2, Q = 75 % (4yepes 45
XBWAMH] NOBUHHI BHROHYBATUCH.
Mikpobionoriyna €8p. ®apm. 5.1.4
yuctoTa! €sp. Papm. 2.6.12 / ne binbwe 10° KYO/r
€8p. Papm. 2.6.12 / ne binvwe 107 KYOQ/r
€op. Papm. 2.6.13 / sigcytni £.Coliy 17
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[Norotun: Takega /

CEPTUDIKAT AHANIZY CEPIT NIKAPCBKOIQ 3ACOBY No 29/24
Npoaykr: Kontponox®, Tabnetku, racTpopesucTeHTHi no 20 mr Nols

fata BupobhuiTea: 11.02.2024 . ' : Cepia: - 557338
Tepmin npugamocri: 01/2027 Posmip cepii: 15 030 ynakosok

AM3Ni3 BMKOHAHO ¥ 8iANOBIAHOCTI Ao MKA

Hopmazmeni Cneundikauin PesynetaTy ananisy
IOKaZHU KK

OaHopigHicTs €ep. Papm. 2.9.40

Ao30BaHUX oauHMub | L1 (10 oanHUypb) MPHHAMANBHE YNCAD NOBUHHO Byt He Bianosiaae

Ginbwe 15,0 % abo
L2 (30 0aAvHMLB) npUAManbHE YMEND NOBUHHO Gyrth He

binbwe 15,0% 3 tHAMBIAYanbHYM pisHeM ¥y mexax 0.75 Ta
1.25 M

! Teer nposoguTbea Ha 0AHIR cepil B micaub, Ha MOYaTKY Ta B KiWU] Tepmidy s6epiranna no Metoay
subipkoeoro konTpono,

Lynia Cronbuenbypr

YnoBHoBasmeHa ocoba / Mignuc /
HfaTa nianucy /24.04.2024 /
Jwpaika
YEp, 7
1‘16:
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