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B JEPYUIKCITYXEBA YKPATHU o

AEPKABHA CIIYIKBA 3 JIIKAPCHKHX 3ACOEBIB .

TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

By.1. bepesuskieska, 29, Kuis, 02098, Ten./Gaxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyiv@dis.gov.ua, Kon EJPIIOY 37079055

(ualimenyBanns nikapchkoro 3acoby 3rifHo 3 peecTpauifinuM nocsixuentsim)
aiodinizar s posauny AJsin’ exnil, mo 40 mr; 1 guraxon Y KoHTYpHil wapyHKoBiii
_YnakoBui; o 1 KoHTypHiil uapyukosii YHaKoBUi B KapTouuil kopobui
(¢opma BumycKy, R03yBaHIHS, BUA NAKyYBAHHA NiKaPCHKOrD 3acoby)

BUCHOBOK
PO SIKICTH BBe3eHOro B Ykpainy JiKapcLKoro 3acoby
26.05.2020 ’ Ne 24692120126 B
VJICEIIAH

- Homep peectpauitinoro nocimuenns UA/16671/01/01 CTPOK Aif peecTpanijifioro noceingenus 26.04.2023
Cepis nikapckoro 3aco6y Ne 1917029 KinskicTh Baesenoro Jikapeskoro sacoby 40994

BHpo6HHK Medap Lnag Can. A.ILL, Typeuyunna v
A (HaliMeHyBaHHA BHPOGHHKA NIKAPCEKOTO 3ac06y, kpaiHa NOXOHkeHHS)

- BeeseHo B Vkpainy TorapucrBo 3 06MexeH0I0 BiANOBiAANLHICTIO "Tpokac ®apma

Yxpaina", inenr. xon: 37177201

(ualtmenyBanng Ta kox 3a EJIPTIOY 10pHAYIOT 0CO6H 260 npiseuine, iM%, Mo GaTEKOBI (isHIHOT o
ocobu - nixnpuemus, iT Micue npoxHBaHHA Ta: peecTpanifiunit HoMep o6nikoBoi xapTicH nnatauka )
noziarxie afo cepis Ta HoMep nacnopra) |

IpoTokon BisyansHoro koutposo six 26.05.2020 Ne 1566/1.

3a pesymbrataMm  HepkaBHOrO xblripdmo BCTAHOBIICHO, IO JiKapcekii 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHAM BAMOT 3aKOHOIABCTB MO0 3a6¢3NedCHHS AKOCTI AKAPCHKHX 3acobiB.
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mefar

MecTopacnonoXKeHUE:

Ipousseneno Megap Anau Can. A.IIL

Pamasanoriy Max. Ducap xax. Ne 20, 34906 KypTxo# — [ermux/Crambya, Typuus

Junensus: 2008/01

CEPTA®HKAT KAYECTBA N22020000361

Haseanue npodyxma:
Jexapcmesennan gpopma,
mun u pasmep ynaxkoexu:

Cuna deticmeus / GKMuBHoOCMb:

YVJICEIIAH
Juodunuzam OnA pacmeopa ona urnvexyuli; no 40 m2

1 gnaxon ¢ nuodunuzamom oA pacmsopa OnA UKbEKUUi 8 KOHMYPHOU Avelikogoil

~

ynakoexe; no 1 xoumypron
MEOUUUHCKOMY RPUMEHEHUIO 6 Kkapmounoli kopobxe.

Adelikoeoll ynaxkoexke emecme ¢ uHcmpyKuuei no

I anmonpason (8 popme naHmonpasona Hampus cecxeuzudpama) 40 mz

Cepmughuxam o pezucmpayuu: UA/16671/01/01
Ne cepuu: 2017002
Pasmep cepuu: 41 564 ynaxogox
JHama npousgodcmea: 01.2020
Cpox 200HoCmuU 00: 12.2022
IToxasamenu Hopmut Pezynomamot
Onucaunue
- nopowox JInoduAM3MpOBAHHEIH OPOIOK GENOTO Wil NPAKTUHECKH Georo upera COOTBETCTBYET
Tpo3pauHbLi GecLBETHLIA MK CAErKa KEITOBATHIH PACTBOP
- B0CCMAHOGNEHKBIR PACMEOD COOTBETCTBYET
Hnentudurxauns 3HaueHHs BPEMEHH YACDKMBAHUA OCHOBHBIX MHKOB Ha XPOMATOrpaMMax CootsetcTByeT
- nanmonpason HCCNEIYEMOTO | CraHIapTHOTO PACTBOPOB AOJDKHE! COBAANATE.
CpeaHss macca 45,11 mr+ 10% 44,0 Mr
OaHopoAHOCTL MACChI He Gonee 2 OTHENBHBIX 3HAYCHUH MOTYT OTKIOHATHCA OT CPCRHEro CooTtBeTCTBYET
sHauenus Goee ueM Ha 10,0%; HH OXHO 3HAYCHUE HE MOXCT OTKIGHATHCA
ot cpennero Gosnee ueM Ha 20,0%
OaHOpPOAHOCTE AO3NPOBAHHBIX Tlo/oKeH COOTBETCTBOBATh KpUTEpHAM (AV). CooTBeTcTBYET
eAMHHLL L1: Max. 15.0, L2: Max: 25.0
Bpemst pacTBOpEHHS NOPOIIKA He Gonee | MuHYTHI CoOTBETCTBYET
ConepxaHue BOJbI He 6oinee 5,0% 0,8%
TIpo3payuHOCTD M CTENEHbL MYTHOCTH JlomxeH GRITE IPOIPAUHBIM CooTBETCTBYET
pacrBopa
Crenens OKpalinBaHNA PacTBOPa BeciBeTHBI WM CBETAO-KSITHIA pacTsop, OKpalleHHk# He Gonee CooTBETCTBYET
MHTEHCHBHO, HEM PacTBOp CpaBHEHus Y
pH pactBopa 9,0-11,0 9,7
MexaHuyeckHe BKAIOYEHHA
- gudumble Nacmuybl OTCYTCTBYIOT CooTBETCTBYET
- HeGUOUMBIE HACMUYLL >10 mxm: He Gonee 6000 yacTuL/raxon 1483 uvactuy/raxon
>25 mkmM: He Gonee 600 yacruy/dnaxon 17 yactuu/dnakor
KonnyecTBenHoe 95,0% - 105,0% oT 3a9BNCHHOTO KONHYECTBA 103,3%
coaepxaHue (38,0-42,0 mr/¢naxon) (41,3 Mr/draxon)
PoacTBeHHbIe NpHMeECH
- npumeco A ne 6onee 0,2% <0,2 %
- npumece B He Gonee 0,2% <0,2 %
- npumece C ne Gonee 0,2% <0,2%
- npumecu D+F He Gonee 0,2% <0,2 %
- npumect E e Goyee 0,2% <0,2%
- HEU3BECMHAR COUHUNHAA NPUMECH
- cymma npumeceil He 6onee 0,2% 0,17%
ne Gonee 0,5% 0,17%
CrepuiibHOCTD JlomxeH OBITh CTEPHIILHLIM CooOTBETCTBYET
BakTepHaibHble JHAOTOKCHHRBL He 6onee 1,25 ED/Mr naHTonpasona <1,25 EQ/Mr

RONHOM COOmGemcmeul ¢ mpebosanuamu
cneyugurayueid u memodamu KOHMPONA Kavecmsa (MKK),

ananu3oe Bul1o NPOCMOMPERbL U YCIMAHOGNEHO COOMBEMCmeue GMP.
OAMHIHA M [JOJDKHOCTB/3BAHHE JIHLA, BBUIABIUETO  Menedocep OKK:Byxem Spen

PA3PELIEHHE HA BEITYCK CEPHH

TTOIITHCH M JATA TOATTACAHHA, IEHATS/LLITAMIT
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Dmum R CEUOEMensCmeyio, WMo NepeuCIeRHAR Gvlule URPOPMAYUR REAREMCR 00CmOGEPHOI U MONHOI. 3ma cepus npodyKuuu bsLra
npouséedena (6KONAA PHAKOSKY/MAPKUPOEKY) € nposederiueM KOHMPOAR Kawecmed Ha GBLUEYRAARHOM NPOUICOOCMIBERROM YUacmKe 6
GMP, ycmanosnennsimil pezytanioprslmM Opzanom Typuuu, a maxoice 8 cOomeemCImsuu. co

sapezucmpuposannux ¢ Yxpaune. Ipomoxonst npouseodcmsa; yRaKosKu u




Manufactured by Mefar Ilac San. A. S.

Location: Ramazanoglu Mah. Ensar Cad. No: 20, 34906 Kurtkoy — Pendik/Istanbul, Turkey
License: 2008/01

CERTIFICATE OF ANALYSIS No.2020000361

Product name: ULSEPAN Batch size: 41 564 packages
Pharmaceutical form, lyophilisate for solution for injection 40 mg; 1 Batch no.: 2017002
package type and size: vial with lyophilisate for solution for injection in

contour tray; 1 contour tray together with a
leaflet in a carton box

Dosage / potency: Pantaprazole (as pantoprazole sodium Manufacture date: 01.2020
sesquihydrate) 40 mg
Registration certificate: UA/16671/01/01 Expiry date: 12.2022
TEST SPECIFICATION / LIMIT RESULT
Appearance
- powder White or almost white lyophilized powder Conform
- reconstituted solution Clear, colourless or slightly yellowish solution Conform
Identification Retention times of main peaks obtained from sample and standard | Conform
- pantoprazole solutions chromatogram must be same.
Average weight 45.11 mg+ 10% 44.0 mg
Weight uniformity Maximum 2 of single weights can deviate from average weight for | Conform
10.0%; none can deviate from the average weight for 20.0%
Uniformity of dosage unit Should meet the acceptance criterias (AV). Conform
L1: Max. 15.0, L2: Max: 25.0
Re-dilution time of powder Not more than | min Conform
Water content Not more than 5.0% 08 %
Clarity and degree of opalescence | Should be clear Conform
of solution
Coloration of solution Colourless or light yellow solution, reference solution colour is not | Conform
more intensive than Ys
_pH of solution 9.0-11.0 9.7
Particulate contamination
- visible particles absent Conform
- sub-visible particles 210 pm: not more than 6000 particles/vial 1483 particles/vial
>25 pm: not more than 600 particles/vial 17 particles/vial
Assay 95.0% - 105.0% of label claim 103.3%
(38.0-42.0 mg/vial) (41.3 mg/vial)
Related substance
- impurity A not more than 0.2% <0.2%
- impurity B not more than 0.2% <0.2%
- impurity C not more than 0.2% <0.2%
- impurities D+F not more than 0.2% <0.2%
- impurity E not more than 0.2% e <02%
- unknown single
impurity not more than 0.2% 0.17%
- total impurities not more than 0.5% A 0.17%
Sterility Should be sterile Conform
Bacterial endotoxins Not more than 1.25 EU/mg of pantoprazole <1.25 EU/mg

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured (packaging/labelling
included) under the quality control on the abovementioned manufacturing site in full conformity with the GMP requirements, established by
the regulatory agency of Turkey as well as with the specification and coritrol methods of the analytic-normative documentation, registered in
Ukraine. The protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

SURNAME AND POSITION OF PERSON, Quality assurance Manager: Buket Erel

APPROVING BATCH RELEASE TO MARKET

SIGNATURE AND DATE, STAMP 28.02.2020
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HAEPXIIKCITY XBA YKPATHU ,
II,EP)KABHA CJIYXKFA 3 JIKAPCHKHX 3ACOBIB |
TA KOHTPOJHO 3A HAPKOTHKAMH Y M. KH€EBI _
1:3%) 8 BepeanKchska, 29, Kuis, 02098, Ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail; dls.kyiv@dls.gov.ua, Koz €IPTIOY 37079055

_ BHCHOBOK
Npo sikicTh BBe3eRoro B Yxpainy Jixapcnkoro 3aco0y
26.05.2020 ) Ne 24697120126 B
- VICENAH = |
(naleryBanna ikapcskoro 3aco0Y 3rigio 3 peecTpaitifinm TocBi/T4eHHAM)

Jdiodinizar ANd posuBRy auis-in’ excuiii, o 40 mr; 1 paaxon y KOMTYpHiii wapyniobiii
YHaKkoBHi; mo 1 KOHTYphiii HapyHKoBil ynakosnj B KapToHRil xopobui
(dopma BHITYCKY, Z03yBAHHS, BH| NAKYBaHHR JKAPCLEOro 38C00Y)

Homep peecrpaniiinoro nocnime'rm:i'UA/ 16671/01/01 crpox nit PeecTpaniiinoro nocsizvenns 26.04.2023

Cepist nixapcrxoro 3aco6y Ne 201 7002 Kimbkicts BBeaesioro niK&pchKoro 3acoby 41494

Bupo6nk Medap Inag Can, AL, Typewauna o
(nattwenynannq BupoGHRKa hixapcukoro 3acoGy, kpaiua HOXOJKEHHSR)

Baeseno B Vkpainy ToBapucrso 3 o6mexenoro BlAnOBiRAILHICTIO "Tpokac ®apma

YKpaina", izenr. xon: 37177201 _ ) )
(natimenysarms Ta ko 38 €APTIOY ropansof ocoby abo npiseume, iM'S, 10 6aTEKOBI Gizmasof
006 - ninmpaemus, it micne NPOXHBAHHS T4 peccTpaititinhii HOMep 06nikoBoT kKapTkH miaTHNKa

Hporoxon isyansuoro xonrpoio Bin 26.05.2020 3 1567/2.

3a pesymsTaTamn ACPKABHOIO  KOHTDOIMO BCTAHORJNICHO, MO JHKapchbkulf  3acif BBE3CHO B Vkpainy 3
AOTPMMAHHSAM sumor 3KOHOXABCTBA MIOXO 3a6e3NEqeHNA TKOCT] TKAPCHKIXK 3acobis.
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