JEPXCIKCITY XKBA
AEPXKABHA CJIVXKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBHKI OBJIACTI

npocnekT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,htt@:ﬁwww.dis.gov.ua. Koa €IPITOY 37078774

BHUCHOBOK
Npo AKICTh BBE3€HOI0 B Ykpainy nikapcekoro 3acoly

23.11.2022 Ne 45632/22/10

KOHTPOJIOK®

(nafiMenyBanua aikapcekoro 32c00y 3riaHO 3 PecCTPaULIAHEM NOCBI19eHRAM)
NOPOWOK A5 PO3UHHY A iH’ekuiii no 40 mr; 1 ¢1akon 3 nopoumkom y KapTOHHi# Kopobui

{dopma Bunycky, 103y8anus. Bua NAKYBAaHHA NiKapCbKOTO 3acoby)
Homep peectpauiiinoro noceizuenns UA/0106/02/01 CTPOK Aii peecTpauiiinoro nocsiauenns 01.01.2099
Cepin nikapcbkoro 3acoby Ne 527696 KinekicTe BBe3eHOro nikapebkoro 3acosy 17530

Bupobuux Takega F'm6X, Himeuynna

{HaiMeryBanua BUpPoGHMKa 1iKapChKOTO 3806y, KpaiHa MoXoaxkeH s )

Beesero & Vkpainy Tosapucteo 3 06mexenoro BianosigaasnicTio "TAKEJA
YKPAIHA", ient. on: 35849505

(naiisenyeanug Ta kon a CAPIOY ropuamunoi ocabH abo npisBHLE, iM'4. 10 HaThkoBF hitnunoi
0cobH - mianpuesmim, i micne TIPOKHBANHA Ta PEECTPAUIHHHI HOMEp obiKOROT KAPTKH IaTHHKA
no.1aTKie abo cepis Ta Homep nacnopra)

fporokon sizyansnoro konrpoio sin 23.11.2022 No 2781/4.

3a  pesyneratamu AEPKABHOTO  KOHTPOMIO  BCTaHOBICHO. wIO fikapcexkHA  3acid  BBeleHo B Ykpainy 2
AOTPHMAHHSAM sumor jakoHonascTea W10 3a0e3neUeHH AKOCTI NiKAapCLKMX 3acoBiB,

Ipuna I[TAJIAMAP

{iMina ra n-pamun.:).

RNPRAY



Takeda GmbH
Robert-Bosch-Str. 8

78224 Singen
Takeda Germany

Certificate of Conformity (Release for Shipment)

Material Description CONTROLOC 40 MG 1 VIAL UKR
Material Number 1143801

Quantity 17530 PC

SAP Batch 527696

Customer Batch-No. 527696

Manufacture Date 04/2022

Expiry Date 03/2024

Importing Country Ukraine

Conformity Statement:

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 EU-GMP
requirements of the local Regulatory Authority and with the specification in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance

with EU-GMP.
23.MAY.2022 20:28:25 (CET+1) Martin Hermes (ZGY6929)
Date of Signature Qualified Person

This certificate is signed with an electronic signature in SAP and therefore valid.

P

Template Name: CT_21_000012_V01 Document 10 in SAP: © 1/4580%. 527696_CT_21 901012_V01_CO

M-NA

Last Changed By Martin Hermes ; A
Generated On: 1234

~=



Jakeda

Takeda GmbH
Robert-Bosch Str.8
78224 Singen

Certificate of Analysis

CONTROLOC 40 MG 1 VIAL UKR
Batch Number: 527696

Page 1 of 2

Germany

Material CONTROLOC 40 MG 1 VIAL UKR
importing Country Ukraine

Marketing authorisation No. UA/0106/02/01

Strength / Potency 40 mg/vial

Dosage form

Active Pharmaceutical ingredient
internal mat.-ID/batch number
Customer batch number

Powder for solution for injection
Pantoprazole sodium
S01143801 / 527696

527696

Test/Component

Specification

Result

Visible particles

Solution virtually free of visible
particles

conform with nominal value

Appearance

white to almost white dry substance

conform with nominal value

Appearance

Appearance of solution after
reconstitution: clear yellowish solution

conform with nominal value

Clarnity of solution

clear according to Ph Eur 2.2 1

conform with nominal value

Colour of solution

not more intensely coloured than
reference solution B6. acc. to Ph.Eur
222

conform with nominal value

Uniformity of dosage units

meets the requirements of Ph Eur.
2940

conform with nominal value

Reconstitution

with 0.9 % sodium chloride solution
gives a clear solution within 30
seconds

conform with nominal value

pH-value

90<=x<=105

9.7

Subvisible particles in solution

- Amount particle >= 10 ym

<=6000 per container

85 per container

- Amount particle >= 25 ym

<=600 per container

0 per container

Identity (NIR)

Pantoprazole positive

conform with nominal value

Identity (HPLC)

Pantoprazole posiive

conform with nominal value

B8810-044 (D F) <=02% 006 %

Largest single unknown impurity <=0.1% <0.02 %

Total impurities (HPLC) ==10% 008 %

Water content <=30% 12%

Sterility test sterile conform with nominal vaiue
Bacterial endotoxins <=150 IU/vial

Content Pantoprazole

38 0<=x <=42 0 mg/vial

Content disodium edetate

090<= x <=1.10 mg/vial {9’

. [0'99-mghial
| e

o

LabLIMS

s

1764 58 23 05 2022



Certificate of Analysis

Takeda

Takeda GmbH

Robert-Bosch Str 8

78224 Singen

Germany

Deviations

There were no critical/major deviations.

CONTROLOC 40 MG 1 VIAL UKR
Batch Number. 527696

Page 2 of 2

This Certificate of Analysis was processed electronically from a test protocol which bears the electronic signature of
the responsible Qualified Person. Therefore it is valid without the original signature of the responsible Qualified
Person.

Qualified Person, Takeda GmbH (legal successor of Nycomed GmbH) Martin Hermes

LabLIMS Wy Ne5 .. 17/54 24 2305 2022
N Py



Takeda

Takeda GmbH
Robert-Bosch-Str 8
78224 Singen
Germany

Certificate of Conformity - Attachment

CONTROLOC 40 MG 1 VIAL UKR
Batch Number 527696

Page 1 of 1

Material

Importing Country
Marketing authorisation No.
Strength / Potency

Dosage form

CONTROLOC 40 MG 1 VIAL UKR
Ukraine

UA/0106/02/01

40 mg/vial

Powder for solution for injection

Active Pharmaceutical Ingredient Pantoprazole sodium
internal mat.-ID/batch number 501143801 / 527696

Customer batch number
Batch tree

527696

Material-ID Matenal name

501143801 CONTROLOC 40 MG 1 VIAL UKR

S06049627 PANTOPRAZOL | V WEST. OPTKTR ROW IND

S06049625 PANTOPRAZOL |V WEST. ABF ROW .IND

506049623 PANTOPRAZOL | V BULKLSG IND

Name and address of fabricator{s}, Batch Certificate / Eudra GMP number
manufacturer(s), manufacturing Certificate of Analysis

site(s)

Takeda GmbH na DE_BW_01_GMP_202
Robert-Bosch-Str 8 0_0058

78224 Singen

aommen

No additional comments

23.05.2022

Martin Hermes

Qualified Person, Takeda GmbH ( legal successor of Nycomed GmbH)

This Certificate of Conformity was created electronically and is valid without signature

Batch number
527696
12233813
12233640
12228999

Manufacturing
authorisation No.

DE_BW_01_MIA_2021_
0021

LabLiMS

ND



/Norotun: Takeaa/ Takena TmBX
PobepTt-Bow-LLTpace 8
78224 3iHren
HimeuunHa

CepTtudikart BianosigHocTi (Peni3 ana sigBaHTarkKeHHsA)

Mpoaykt KOHTPONOK®, nopowok ans po3unHy ana iH'ekuiid no 40 mry dpnakoxi Nel
Homep maTepiany 1143801

Po3mip cepii 17530

Cepin 8 SAP 527696

Homep cepii 527696

3aMOBHMUKA

Harta eupobHuuTea 04/2022
Tepmin npupatHocti  03/2024
KpaiHa-imnopTtep YKpaiHa

3ansa npo cepTudikanino:

Uum A nigTeepaxyto, Wo snweHaseaeHa iHbOpmMaUif € 4OCTOBIPHOO Ta TOYHOW. LA NapTia npoayKTy
Byna sMroToBAEHA, BKAKOYAOUM NaKyBaHHA/MapPKyBaHHA Ta KOHTPONL AKOCTI Ha BuULLe3ranaHomMy(mx)
micui{ax) y noeHin sianosigHocTi 3 sumoramu EC-GMP MiCUEBOro pPerynio4oro opraHy 1a 3i
cneymndikaliamu 8 peecTpauitHOMY NOCBIAYEHHI KpaiHu-imnopTepa. 3anucu npe 06pobky napTii,
YNakoBKy Ta aHani3 Bynun nepernanyTi Ta BU3HaHi signoegigHumu Bumoram EC-GMP.

23 TpasHa 2022 20:28:25 (CET+1) MapriH lepmec (ZGY6926)
Hata nignucy YnosHosaxeHa ocoba

Lleih cepTudikar bys nignucaHunii E/eKTPOHHWUM NIANMCOM B CUCTEMi SAP i, TaKMM YMHOM, € A4IRCHUM.

IW's CT_21.000012 V01 D Aokymenty 8 SAP:  1143801_527656.CT-21-0000%2_VO1_COC_V1
TeMNAeNTY N \\:'.-.
OcTaHHi 3MiHM  MapTin fepmec CrsopeHo: 23 tpasHa 2027 20:28:25/{CET+1}

BHECeHOo




/Norotun: Takepa/ Ceprudixar AHanisy
Takega MmBX
Po6ept-Bow-WTpace 8 KOHTPO/OK®. nopowok Ans po3YuHy AN iH'exuiit no 40 mry dnakoxi Ne1
FB228 Jnren Howmep cepii: 527696
HimeyumHa
Cropinka 1i3 2
Npoayxr KOHTPONOK®, nopowok Ana po3unHy Ans in'exuii no 40 mr y dnakoni Ne1
KpaiHa imnoprep YKpaina
PeecrpauinHe noceigueHHa Ne UA/0106/02/01
Cuna piil 1 donakoH MICTUTL: 42.3 Mr naHTonpasony HaTpilo, Wo eignosigac 40.0 Mr
AKTUBHICTL naHTonpasony
Nikapcbka bopma NOPOLWOK ANA PO3YUHY ANA iH EKLIA
BHyTpiwHiv ingukaTtop S01143801/527696
marepiany/Homep cepii
Homep cepii 527696
Noxaswwx " "7 Creundixauis o ... _ . _|Pesynorar
Buaumi qactkv | MosunHi GyTwn BigcyTHi T | Bianoeigae
QOnuc | Cyxwi Nopowok sig Ginoro Ao BinysarToro koneopy Bianoeigae
Onuc poaunHy nicna - Mpo3opui xo8TYBaTUA PO3UKH " signosigae
PO3UMHEHHRA
MNpo3opicTs Poaunn nosuHen ByTu npo3opum. | Bignosigae
€ap ®apm2.2.1. I
KonwoposicTs . IHTEHCUBHICTL 3aBapBneHHs He NOBUHHA NepesuulyBaTh T sianosinae

IHTEHCHUBHICTL 3abapenexHs po3uuHy NopiBHAHHS BE,
€sp. ®apm. 222 ;
MNoswkHa BignoBIAaTM BUMOram. €ep dapm 2.9 40 ! signosigae

OAHOPIAHICTL A030BaHKX
0AMHNUL |
Po3uuHHicTe : 30 9% po3uuHOM HaTpIlD XNOPUAY NPO3oPWIA poaunH uepes 30 cex. | Bianosigac

1 s
oH [80-105 ' e
MexanidHi BKNIOMEeHHS " He 6inswe 6000 / chnakon T . 85/ dpnakon
BmicT HEeBuAMMUX YacTUHOK :
poamipom 2 10 um
PO3Mipom 5_5_|.|M T He Ginbwe 600!¢naxou o ' B f)rq)naxon =
laentudikauis (BIK) 1 MosnTvewa peaxuin - - f signosinae
laentucpikauis (BEPX) | Yac yTpuMyBaHHR OCHOBHOrG Nika Ha. xpomaTorpami BUNPOGyBanoro | sianosigac

| PO34MHY MAE BIANOBIAATH Yacy yTPHUMYBaHHS NiKy NaHTOAPA3oNy Ha |
XPOMATOIPaMi CTaHAAPTHOTO POIUMHY '

| B8810-044 (qomiwka D. F) [$02% == 0 T T006%
MooanHoki HeiaenTudikosani . <0 1% o S ! <0.02 %

BOMILLIKU, KOXHOI . !

‘Cyma nomiwok (BEPX) Ts10% ' ' ' ‘ 0.09 %

BMmicT Boau _ “"He Binswe 30% e 112%
Crepunbhicts ’_npehapéT noBuHeH ByTi CTepunbHM ' T | Bignosinae

| BakTepianbhi éuaomkcuum \ He Binswe 150 MO / dnakon ' o : < 10 MO/nakon
KinbKicHe 8uaHadeHns " 38.0 - 42 0 mriconakon T | 40.2 mr/chnaxom
Manvonpasony |

Kinekiche BuaHaueHHs . 0.90 - 1 10 mr/conakon T R =T mr/pnakon i

Awnatpio egerar

Na6LiMms




[Norotun: Takega/ Ceprudikar AHanisy
Takega r'm6X
PobepT-Bow-litpace 8

18849 3luren Homep cepii 527696
HimeuyunHa

KOHTPONOK®. nopowok ana PO3YMHY ANS IH'eKUiA No 40 Mry dnaxkoHi Ne1

Cropinka 2 i3 2

Biaxunenus

KputuuHux sigxuneHs He auasneno

Liett CeptudikaTt ananisy Bys cknaneHuit ENEKTPOHHUM YMHOM 3 TECTOBOIO MPOTOKONY, AKMI MICTUTL
ENeKTPOHHWIA NiaNKC BigNoBiAaNLHOT YnoerosaxeHol ocobu. Tomy, € AjlicHum Ge3 OpPUriHAALHOTO NigNUCy
8i4N0BIAaNLHOT YNOBHOBaKEHOT 0COBHU.

YnosHosaweHa Ocoba, Takega rm6X (odiyilinnin npuitmau Hikomep, FmBX) Maprtin Nepmec

figotas N\ Y e,



/Norotun: Takepa/ BrnapenHa po Ceprudikarty signosigHocri
Takena M6X

Pob6epT-Bow-lTpace 8 KOHTPONOK®, nopowok Ans po3unHy ANs iH ekwik no 40 Mr y dnakori Ne1
78224 3ivren Homep cepii. 527696
Himeuyunna
CropiHka 1i3 1
Mpoaykr KOHTPONOK®, nopowok ans PO34MHY ANA iH'ekUid no 40 mr y conakori Net
Kpaina imnoprep Ykpaina
PeecTpadiitve noceiguenns Ne UA/0106/02/01
Cwna gpii/ 1 nakoH micTute: 42 3 mr naHTonpasony HaTpiw, woe eignosigae 40.0 mr
AKTuBHICTL naHTonpasony
Nikapcbka popma NOPOLWOK ANA POIYMHY ANA iH €KL
BHYTpiwHi#A inaukaTop $01143801/527696
MaTtepiany/Homep cepii
Howmep cepii 527696
IcTopin cepii
BHYTPiWHIWA ingmMkaTop Hasea marepiany Homep cepii
marepiany
501143801 KOHTPOMOK® 527696
NOPOLLOK ANA PO34unHy ANS iH'EXUiR no 40 mr y donakoHi 3
NOPOLUKOM B KapPTOHHIA kopoBui / Ykp
506049627 MaxwTonpasony n.s. WEST, OPT.KTR.ROW, IND 12233813
506049625 MaHTonpasony n.3. WEST, ABF.ROW, IND 12233640
506049623 NaHTonpasony n.3. BULKLG. IND 12228999
Hazea ta agpeca Ceptudikar Cepii Ceprudikat GMP HOoMmep Homep niyeHsii
BupobHuKa(is) /CepTtudikar Ananisy
Takeaa Fm6X, PoGepT- He Bka3saHo DE_BW_01_GMP_2020_0058 DE_BW_01_MIA_2021 0021

Bow-lWTpace 8, 78224
3iHreH, HimeuyuuHa

Komenrapi

AogarkoBux kKomeHTapig 8i4CYTHI.

23.05.2022 Mapriv Nepmec

YnosHoBamena Ocoba, Takeaa Mm6X (odiuiinuit npuitmau Hikomea rm6X) -

Uei ceptndikat sianosigHocri 6ys CTBOPEHWNIA B @NeKTPOHHOMY BUINAAi Ta giﬁc,/!.-_e"’u_i i ;ies-n'i,;gn.«.éii-.‘:s;\\

Na6bLiMms
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