JNEPKABHA CJYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJACTI

npos. Ceitnunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €PIIOY 37078774

BUCHOBOK
PO AKIiCTH BBe3€HOro B YKpaiHy JiKapchbKoro 3aco0y

24.04.2025 Ne 18628/25/10

NMPOKCIYM®

(HaliMernyBaiHA HKApCLKOro 3aco0y 3TIAHO 3 peeCTpalifiHkM NOCBiAYEHHAM)
MOPOINOK sl PO3UMHY /s in'exuiii mo 40 mr, mo 1 gpaakony B KAPTOMHIN na4ui

(dpopma BuRyCKy, 103yBaHHs, BUA NAKYBAHHS JIIKAPCHKOTO 3ac00y)
Homep peectpaiittioro nocsizuents UA/13996/02/01 crpok aif peectpaniitnoro nocsinuenna 01.01.2099
Cepis mikapeskoro 3acoby Ne AISR1 KinbkicTs BBe3eHOrO Jtikapebkoro 3acoby 25000

Bupobrux JlaGoparopioc Hopmoun C.A., Icnanis

(HaliMenyBanHs BUpoGHIKa iKapchkoro 3acoby, kpaiia NOXOKCeHAS)

BaeseHo B Yipainy ToeapucTBo 3 00Mesxenoro sianosizanpuicTio "YHIBEPCAJIBHE
ATEHTCTBO "IIPO-DAPMA", igenT. xox: 34414427

(HaiimetyBaHHA Ta kox 3a €JIPTIOY topuanuHoi ocobu abo npizeuiue, iM's, 110 GaTbKOBI (piznunoOl
0co6H - nianpuemus, if Micue npoXHBaKHs Ta peecTpanilinuii Homep 0651iK0OBOT KAPTKM ILIATIHIA
nonarkis abo cepist Ta HOMEp racnopTa)

Iporoxon Bisyaasnoro kourpodio six 18.04.2025 Ne 1184/1.

3a  pesylbTaTaMi JEPKABHOTO KOMTPONIO BCTAHOBICHO, WO Jikapchkuil 3aci6 BBeseno B Yipainy 3

JOTPHMAHHSAM BHMOT 3aKOHOJIABCTBA LOAO 3a6e3ne eHHs AKOCTI JIiKapchKuX 3aco0iB.
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CEPTH®IKAT AKOCTI

IIPOKCIYM®, MOPOIIOK /LISl PO3HMHY st in’excuii,

40mr

Tlani Anicis Tosanmec, Ynosuosaaicena ocoba Jlabopamopioc Hopmon C.A, 3aceiduye wo npenapam

Kpaina pupoOHuka: Icnanis

Cepin: A15R1

JaTa supoGuuicrsa: sotui 2025
Peectpauiiine nocsinuennst: UA/13996/02/01

KiabkicTs B cepil: 58974

Jlikapceka popma: NOPOIIOK JJist PO3UHHY JUTs i eKii# 40Mr
Posmip Ta THN makyBanHs: | GnaKoH y KapTOHHIH rayLl
Cuua ni/AxTuBmHicTs: [anronpasomny 40 Mr (y dopmi HaTpito ceckBiripaty 46 mr)

penapam 6ye supobenuii y 6I0N0GIOKOCMI 00 BUMO2 Hanesichoi 8upoBHUYOT npAKmMuKi ma peecmpayiinozo

noceiouenHs

BupoGHuK JiKapchKoro 3aco0y:
Jaopamopioc Hopmon C.A., Ponoa de Banvoexappico,6, Tpec Kanmoc, 28760 (Maopuo), Icnanin
Ceprudixar sinnosinHocti GMP BUpoOHHITBA TA KOHTPOJIIO AKOCTI:
supobnuk: Jabopamopioc Hopmon C.A.,

agpeca: Ponoda de Banvoexappico,6, Tpec Kanmoc, 28760 (Maopud), Icnania

Jlinensis Ha BUPOGHHUTBO IUTA BCIX BUPOOHUYHX JITBHALE 1 AUTBHHULI KOHTPOJTIO SKOCTI:

Cepmudixar BigmosigHocti GMP: NoES/057HVI/23

KonTpons nposenenuil y sigmosiguocti 3 MK o PIT Ne UA/13996/02/01

Tepmin npugarnocti: moruii 2027
Tepmin aii: HeoOMexeHUH

0330

NOKA3HUKHU

CIHEUMPIKALLSA ( Ha BunmycK)

PE3YJIbTATHU

1.0nuc

I[Toporuok Ginoro abo Maibike 6110T0 KOJIBOPY

Biarnosijae

2. InenTudikanis;
2.1. BEPX
(€.8.2.2.29)

2.1. Yac yTpuMyBaHHs OCHOBHOIO ITiKy NMAHTOMNPA30J1y Ha
XpoMaTorpmi BHIPOGYBAHOTO PO3UYHHY, OIEPKAHOTO B
YMOBaX KibKICHOIO BHM3HAYE€HHs, TOBHHEH BIAIOBINATH

. : Bianosinae
yacy yTpUMyBaHH 1Ky NaHTONPa3oJly Ha XpoMaTorpami
PO3YHHY TOPIBHAHHA
2.2. TWX 2.2. OCHOBHa IUIsIMA, HAa XpOMarorpami BUNpoOyBaHOro . .
(€.9.2.2.27) . Binmosinae
po3uMHy, 3a pPO3MIpOM Ta TIOJOXKEHHSM TOBHHHA
BIAMNOBIATH OCHOBHIHM IUISIMI HA XPOMATOrpami po3yuHy
TIOPIBHSHHSA
3.pH Bin 8,5 no 11,5 (€.9.2.2.3) 9.8
4. Bona He 6inbiue 6% (€.¢.2.5.12) 1%
5. TepMeTHYHICTD [loBMHHA BiAOBiZAaTH BUMOraM METOLY BHIIPOOYBaHHs Binnosinae!!)
(hnakonis’ (Brympiwiiii memod eupobiiuxa)
6. Yac po3yMHEHHS Meniie | XBWIHHU (i3yanviio) Bianosinae
7.I1po30picTh po3uKHy Posuun nosuHeH 0yTH NPO3OPUM (€. Papm. 2.2.1) Bianosinae

8.KonsopoBicThb

Po3yMH T[OBHHEH OyTH mnpo3opuM, GezbapsHum abo

Biamnosijae

oinpie mix (1+ L2x0,01)M.
L=15,0; L,=25,0 (v sidnosionocmi Cs.Papm.2.9.40)

PO3YUHY 371€TKa SKOBTYBATHM (6i3yansio)
OnTHdHa rycTrHa po3duny npu 430 um  He Ginbure 0,15 0,00
(suympiuinit Memoo supobHuKa)

9. OIIHOPilIHiCTB AV 10 nososannx omanis < L,

J030BaHUX OOUHHUIIB S0 AV 10 nososaix omumus = L, TOIL AV30 nososannx opmtnus =
L, i »o/Huit iHIMBIXyanbHEH BMICT B 1030BaHi} OIMHHLL Binrosinae
noeued Gyt He menmnM Hbk (1- Lox0,01)M ane ne AV:2.1

10. Cynposinui
nomimkn? (BEPX)
-Jlomimxa
Cynbdon(dom A)
-Tioedip (Tom B)
-Cyma jomimrox RRT
1.2 (nomimkuD+F)
-byne-aka oxpema
HeBizoMa JoMilliKa
-Cyma JIoMilIoK

He 6inpuue Hix 0,2%
He 6inbue ik 0,2%

He 6inpiue Hixk 0,2%

He 6inbuie Hixk 0,2%
He 6insure nix 0,5%

PQ?“‘ e o/ 1290 Q::ug L5048 28 d\(%




11. Kinbxicue 38-42 mr/dnaxon (95-105% Big HOMIHAIBHOTO BMICTY) 101%
Bu3HAueHHs (BEPX, (40,4 mr/paakon)
€C.@.22.29)

12. bakrepianpHi
EHIOTOKCHHH

13. CrepussHicTs Jlikapcekuii 3aci6 noBureH OyTH CTEPUILHUM (v
gionogsionocmi €s. Papn.2.6.1)

He Ginbue 1,01 MO/Mr (v sidnosionocmi €s.dapm.2.6.14) <1,01MO/mr

Bianosigae

14.Mexaniumi
BKJIFOUECHHS Buaumi yacTHHKH (Y gidnosionocmi €8, Gapr.2.9.20) Binmnosinae
Bwuict ¢akona ricns po3uHHEHHS He TIOBMHEH MICTHTH
BUIMMI YaCTUHKHU

HeBunumi yacTUHKY (y 6idnosionocmi €a.dapn.2.9.19):

>10 mxm: He 6inpie 6000 yacTok/dakoH 71 wacrox/dn
>25 MxM: He 6ibiie 600 yacrox/giakon

6 uactok/hJ

'~ He pyturEM KonTpons TecTyeThbes koxkHa 10-a BUpoGHUYA cepis ane He pinue ofHOro pasy Ha pik

* - He TPOBOJUIIOCH

% XapaKTepUCTHKA CYTPOBIHUX TOMILIOK:

Howmiwxa cynbpon: omimka A srigao €P: 5-nudropomeroxcu-2-(((3,4-nimetokcu-2-nipuanHin)metun ey andouin)-1H-
Oenzimijgazon
Homimxa tioedip (IlanTon-8): Jomimka B arigao €P: 5-gqudrropomeroxcu-2-((3,4-nimetokcn-2-mipuanyin)merunrio)- 1 H-
Oensimigazon
Cyma gomiwox 3 RRT 1,2: Cyma pomimox D+F srigno €0

Pesynwsrary anamizy: Jlana cepist Binnosinae sumoram MKSI no PIL: Ne UA/13996/02/01

"lanum cepTudikaTom MiATBEPAKYI0, 10 BUIIEHaBeAeHA iHpopMauis € 10cTOBiIpHOIO Ta Tounolo. L5 cepin
OyJia BUTOTOBJIEHA, BKJIIOYAIYH NAKYBAHHS/MAPKYBAHHS TA KOHTPOJIb SIKOCTI, HA BULIEHA3BAHII
AinbHAUl y nopHii Binnmosignocti BuMoram GMP BugaHuM MicHEBHM PeryJIoI0uHM OPraloM, a TAKOXK y
BiinoBiaHOCTI 3 cnenudikanicio Ko Peecrpaniiinoro mocke. IlpoToxkoam BUPOGHUIITBA, AKYBAHHS T
aHajiziB Oyam npoanasnizoBaui i Bu3naui y sinnoeignocri Bumoram GMP"

Hara: 07 Oepesns 2025

Auticis ['oBauTec (nionuc)
VYmosHoBaxena ocoba / wmamn




LABORATORIOS NORMON §.A.

CERTIFICATE OF QUALITY

PROXIUM®, powder for solution for injection, 40 mg

Ms. Alicia Govantes., Pharmaceutical Qualified Person of Laboratorios Normon S.A., certifies that the product:

Country manufacturer: Spain

Batch: A15R1

Manufacturing date: February 2025

Registration Ceriificate Number: UA/13896/02/01
Dosage form: powder for solution for injection 40 mg
The size and type of packaging: 1 vial in a carton box

Quantity in batch: 58974
Expiry date: February 2027
Valid Until: Unlimited

Strength / Potency: pantoprazole 40 mg
(in sodium sesquihydrate form 46 mg)

Has been manufactured according to the Good Manufacturing Practices and complies with its Marketing Authorisation.
Manufacturer of the medicinal product: Laboratorios Normon S.A., Ronda de Valdecarrizo, 6, Tres Cantos, 28760

(Madirid), Spain

GMP Certificates for all manufacturing sites and site of quality control:
- Site: Laboratorios Normon S.A.
- Address: Ronda de Valdecarrizo, 6, Tres Cantos, Madrid, 28760, Spain
- Manufacturing License (for all manufacturing sites and site of quality controf): 0330
- Certificate of GMP compliance Ne £S/057HVI/23

Quality control testing complies with the QCM of the Registration Gertificate UA/13996/02/01

PARAMETER SPECIFICATIONS (release) RESULTS
1. Description White or off-white powder (visually) Complies
2. ldentification 2.1. Retention time of the main pantoprazole peak in a chromatogram of
test solution, obtained by assay, should be match the retention time
pantoprazole peak {n a chromatogram of reference solution (Eur.Ph 2.2.29, Positive
rmethod HPLC)
2.2. The main spot, in the chromatogram of test solution, in size and position Positive
should be match the main spot in the chromatogram of reference solution
(Eur.Ph 2.2.27, method TLC)
3. pH From 8.5 1o 11.5 (Eur.Ph 2.2.3) 9.8
4. Water Not more than 6% (Eur.Ph 2.5.12) 1%
5. Air-tightness of vials Complies with the requirements of the test method (visually, in-house c e ()
. I omplies
(non-routine control) method of company)
8. Dissolution time Less than 1 min. (visually) Complies
7. Clarity of the solution Solution should be transparent (Eur.Ph 2.2.1) Complies
8. Colour of the solution Solution should be transparent, colourless or slightly yellowish (visually) Complies
The optical density of the solution at 430 nm: not more than 0.15 (in-house 0.00
method of company)
9. Uniformity of dosage units AV10 dosage units S L1.
I AV10 dosage units > L.1: then AV30 dosage units L1 and no individual content Complies
in dosage unit not less than (1 ~ L2 x 0.01) M or not more than (1 + L2 x AV: 2.1
0.01) M (Lt = 15.0; L2 = 25.0) (Eur.Ph. 2.9.40)
10. Related impurities ®
(Eur.Ph 2.2.29, method HPLC) .
Sulphone impurity (Impurity A) Not more than 0.2% O.(gl &
Thioether impurity (Impurity B) Not more than 0.2% <QL
Sum Impurities with RRT 1,2 %
(Impurities D+F) Not more than 0.2% 0‘820/"
Any unknown individual impurity Not more than 0.2% 8‘300"
Total impurities Not more than 0.5% -30%
11. Assay 38 - 42 mgivial (95-105% of the stated amount) (Eur.Ph 2.2.28, method 101%
, HPLG) . (40.4 mgivial)
12, Bacterial endotoxins Not more than 1.01 EU/mg (Eur.Ph.2.6.14) <1.01 EU/mg
13, Sterility Medicinal product should be sterile (Eur.Ph. 2.6.1) Complies
14. Mechanical particles - Visible particles: (Eur. Ph. 2.9.20). vial contents should be free of visible
particles after reconstitution Complies
- Sub-visible particles: (Eur. Ph. 2.9.19)
= 10 um: not more than 6 000 particles/vial; 71 ple
= 25 um: hot more than 600 particles/vial 6 plc

*No Performed

™ Non-routine test. Performed for each 10th production batch but not fess than once a year,

2 Characleristic of related impurities:

Sulphone impurity: Impurity A of Eur, Ph.; 5-difluoromethoxy-2(((3 4-dimethoxy-2pyridinyl) methyl) sutfonyl) -1H-benzimidazole.
Thioether impurity (Pantol-8): Impurity B of Eur, Ph.- 5.diffuoromethoxy-2-((3,4-dimethoxy-2- pyridiny)methylthic)-1 H-benzimidazole
Sum Impurities ter 1,2 the sum of impurities D + F of £ur. Ph,

The results of the analysis: This batch meels requirements of the method of Quality conlrol of Registration Cerlificate UA/13996/02/01
| hereby certify that the above information is authentic and accurate. This hatch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements of the locat Regulatory
Authority and also in compliance with specification of the Registration Dossier. The batch processing, packaging and___gnalysis records
were reviewed and found to be in compliance with GMP. "~ o . 2y

Date: 07- March- 2025 i, T . R .
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Alicia Govantes
Qualified Person






http://www.tcpdf.org

