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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKT OME3 kancynbl KuwevyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77232 Oara npouzeoactea 08.2023  Topen go 07.2025
TEST /| TECT REQUIREMENT / CNELUW®UKALINA RESULT / PE3YINbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble enaTUHOBLIe Kancynbl pa3mepa N°4, Conforms / CooTBeTcTBYET
C KpbllWeYyKol CUHero LBeTa U Kopnycom
6enoro UBeTa, cofepxallyve cpepuyeckue
rpaHynel oT Benoro 40 No4YTH 6enoro c
enToBaTbIM OTTEHKOM LBeTa.
UNIFORMITY OF DOSAGE UNITS (AV) AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

be more than 15.0 % and the content of

omeprazole in not a single capsule

should be outside 0.75M-1.25M.
OOHOPOOHOCTbL O3UPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe gns 10 kancyn, 7,9

AOMKHO BEIT He Bonee 15,0 %.

3HayeHue AV, paccuyuTaHHoe ansa 30 kancyn,

[OMiHO BEITk He Bonee 15,0 % 1 copepxaHue

omMenpa3ona HW B OOHOW Kancyne He [OMKHO

BbIXOAWTE 3a npeaensl 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC) The retention time of the main peak
in the chromatogram of test solution
should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).
NOANUHHOCTL (B3XX) Bpemsa yaepxuBaHua oCHOBHOro Conforms / CooTBeTcTBYET
NUKa Ha XpoMaTorpaMme UCMbITYEeMOro
pacTBopa AOMKHO COOTRETCTBOBATh
BpeMeHU yaepXUBaHUs OCHOBRHOTO NUKa
Ha XpomaTorpaMme CTaHAApPTHOro pacTeopa
(paspen «KonuyecTtBeHHOE onpefeneHue»).

CA

26523
Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.mm.rrrr): 28.09.2023
(Signature & Date) Quality Assurance/(lNognuck/naTta) obecneyeHusika4ecTsa:
Release by/BeinyweHo Deputy Qualified Persan/:
(Signature & Date)/(Moanuce/narta) Macarena Gonzalez
Manufacturing Site/lpon3eoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. V\p
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOOYKT OMES3 kancynbl KuweyHopacTteopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC77232 Dara npouseoactea 08.2023 Topgen no 07.2025

TEST / TECT REQUIREMENT / CNELUU®UKALINA RESULT / PE3YINBTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) recorded in the chromatography of test

solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).
NMOONMUHHOCTE B3XX (DAD petektop) Y®-cnekTp NOrnoweHns 0CHOBHOIO NUKa, Conforms / CooTBeTCcTBYET
CHATbLIA NpU XpomMarorpadupoBaHum
UCTLITYeMOro pacTBopa, JOMKeH
COOTBETCTBOBAaTL Y®-cneKTpy NornolleHus
OCHOBHOTO NUKa, CHATOMY Npu
XpomarorpagupoBaHUU CTAHOAPTHOTO
pacrtBopa (pasgen «KonuuecTeeHHoe

onpegerneHuey)
WATER Not more than 5.0 %.
BOJOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % oT 3asBneHHOro copepxaHus 101,1 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMPEOENEHUE O 19,0 mr/kancyna ao 21,0 mr/kancyna 20,2 mgl/cap / MI/KAMCYNA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnoTtHas cTagus) He 6onee 10 % oT 3asiBNeHHOro coAepiaHus 0%
C17H19N303S (omenpa3zona)
yepez 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHan ctagus) He meHee 80 % (Q) ot 3asaBneHHoOro 97 %

copepxkanusa C17H19N303S (omenpasona)
yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpasona kap6okcunar He 6onee 1,0 % A\ <0,1 %

Approval date (dd.mm.yyyy)/anata ogobpenus (an.mm.rrr); 28.09.2023
(Signature & Date) Quality Assurance/([Nognuck/gaTa) obecnevyeHusaKavecTsa:
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aaTa) Macarena Gonzalez WB 290 " i .|U
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ﬂ/ft\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
R 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

mw Tu m m.j O Phone: +34 949 34 97 00
. Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
MPOOYKT OMES3 kancynbl kMwe4yHopacTeopumMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77232 Oara npouasopgctea 08.2023  Trogen no 07.2025
TEST / TECT REQUIREMENT / CNELIM®UKALINA RESULT / PE3YNIBTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMwb6as eguHUyHan He 6onee 0,2 % 0,1 %

ImS.DmI._.S&uS_._SUOWmIINv_ npumech

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecei He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cooTBetcTBUM ¢ HJ. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE lNpu TemMnepatype He Bhlille 25 °C.

SHELF-LIFE 2 years

CPOKIrogHOCTH 2ropa.

Approval date (dd.mm.yyyy)/nata ogobpexus (og.Mm.rrr): 28.09.2023
(Signature & Date) Quality Assurance/(lMognuce/nata) obecneyeHusiadyecTsa:
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(lMognuce/gata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnolwaaka: Laboratorios Liconsa, S.A.
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ﬁ/r\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

ﬁaﬂw I m 3 O Phone: +34 949 34 97 00
w5 Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OMES kancynbl kuwe4HopacTBopumMbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77232 Oara npousesogctea 08.2023 Fopen oo 07.2025

TEST / TECT REQUIREMENT / CNIELIM®UKALIAA RESULT / PE3YNILTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leaflet in a
carton.
5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.
10 or 14 capsules in PVC-PE-PVDCJ/AI
blister.
1,2, 3,5, 6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.
1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

anoMuHUeBol onkri

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKLUEN NO NPUMEHEHUIO B NavKy
KapTOHHYO.

Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C MHCTPYKUMER NO NPUMEHEHWI0 B Nayky
KapTOHHY!O.

Mo 1,2, 4,8 unu 14 6nuctepo. no 7

Kancyn BMecTe ¢ MHCTPYKUUeii no
NPUMEHEHUIO B MaYKy KApTOHHYH.

Mo 10 unu 14 kancyn B NMBX-N3-NBOX/
AnoMUHUeBEIA BniucTep.

Mo 1,2, 3, 5, 6,9 unu 10 GnucTepos no

10 kancyn BMecTe ¢ UHCTPYKLUEN No
NpUMEHEHUID B NaYyKy KapTOHHYHO.

Mo1, 2, 3, 4 unu 7 6nucrtepos no 14

Kancyn BMecTe ¢ UHCTPYKUWUen no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

YIMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep U3 Conforms / CooTBeTcTBYET**

Analysis performed according ND
nn-006953-180122

AHanua npoeefeH no HA: .
In-006953-180122

7 £k ru 2
Approval date (dd.mm.yyyy)/aara ogoBpeHus (aa.mm.rrrr): 28.09.2023 e N» ) A 2
(Signature & Date) Quality Assurance/(Moanuce/nata) obecneyeHuakavecTsa:
Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Mognucs/aata) Macarena Gonzélez V =
A 2 P09 4)

Manufacturing Site/lpouaeogcTeeHHas nnowaaxa: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OME3 kancynbl KMweYHopacTBOpUMbIe 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77232 Oara npouaeogctea 08.2023  Topgen no 07.2025

TEST / TECT REQUIREMENT / CNIELU®UKALIUA RESULT / PE3YNILTAT

Notes / HaGnogeHun
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6GUCcTep U3 aNKOMUHUEBOW honbIri.
Mo 5 6nucTepor no 6 Kancyn BMecTe ¢ MHCTPYKLMWEN MO MPMMEHEHWH B MNaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/aata ono6perus (ag.mm.rrrr); 28.09.2023 ..JN %\ U
(Signature & Date) Quality Assurance/(Moanucs/nata) obecneveHuskadecTsa:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(MNoanucs/narta) Macarena Gonzalez

Manufacturing Site/lpoussopcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagefctp. 5/5
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PaspelueHue Ha BbInycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuwevyHopacTtBopumMbie 20 mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1lNM-006953
CEPUA : LC77232 DOarta npoussopctea : 08/2023

BATCH MANUFACTURING DATE

logen po : 07/2025 Paszmep cepuu : 339.264 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosium 51 noaTEepXaalo, 4To faHHan uHdopMaLus ABNAETCA AOCTOBEPHON M TOUHOM. [laHHasn napTus npodykTa
6bina npon3BeaeHa, BKIOYas ynakoBKY/MapKMPOBKY M KOHTPOIb Ka4eCcTBa, Ha YKa3aHHOM HUKe y4yacTke (y4acTkax)
B NONHOM COOTBeTCTBUM ¢ TpeGoBaHnmamMu GMP MecTHoro perynupyrollero oprasa, cneyupmkaumsimmu B paspeLueHum
Ha MapKeTUHr CTPaHbI-MMNOpPTEpPa U TeXHUYECKMMU COrnalleHNAMU, KOTOPkIe MOTYT BLITh 3aKnK4eHbl, UNu tainom
cneuudukauyum npoaykra ans Mccnegyembix nekapcTBeHHbIX CPeACcTB.

3anuvcu no obpaboTke, ynakoBKe U aHanU3y NapTuu GkINW NPOBepeHkI U NPU3HaHbLI COOTBETCTBYHWUMU TpeboBaHuAM
GMP.

MapTus 6bina npoussegeHa B llabopartopuoc lNMukoHca SA., a Tam, rge NpUMeHUMO MUKpoBUonoruyecKoe
uccnegoBaHue,
oHo npoBoauTtcs B JlabopaTtopuu 3ueBapHe SA.

I hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the below mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Authority, with the specifications in the Marketing Authorization of the importing country and with technical
agreements that might be in place 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.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

Moanuck v garta / Signature&Date: Macarena Gonzélez
!/ Deputy Qualified Person

PeructpauuorHoe yaoctoeepenue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number; ES/085HVI/19



