"Q\) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES kancynbl kKuweyHopacTBopuMblie 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73344 Nata npoussogctea 12.2022  Tlopen pno 11.2024
TEST / TECT REQUIREMENT / CNEUU®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUNCAHUE TBepAable XernaTUHOBbLIe Karncynbl pasMmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKol CUHEero LBeTa U Koprycom
6ernoro LBeTa, coaepxaiiue cdpepuieckme
rpaHyribl OT 6ernoro fo noytu 6enoro c
XenToBaTbIM OTTEHKOM LiBeTa.
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.
OOHOPOOHOCTb AO3UPOBAHUSA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn,

J[0JKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccunTtaHHoe ansa 30 kancyn,

LOMMKHO 6bITh He 6ornee 15,0 % u copepxaHue

oMerpa3sora HU B O HO Karicyre He JOMKHO

BbIXoAuUThL 3a npeaensi 0,75M-1,25M.

6,0

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) Bpems yaepuBaHuUsi OCHOBHOFO
nuKa Ha XxpomaTorpamme UCHMbITYyeMoro
pacTBOpa AOMMKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOIO NnuKa
Ha XpomMarorpamme ctaHAapTHOro pacteopa
(pa3pen «KonuyecTBeHHOE onpeAeneHue»).

Conforms / CooTBeTCTBYET

e
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OMES3 kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73344 Dara npoussoacrea 12.2022 Nonen pno 11.2024

TEST / TECT REQUIREMENT / CMELIUPUKALIUAA RESULT / PE3YJIbTAT
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).
NMOANTMHHOCTb B3XX (DAD petektop) Y®-crekTp nornoLeHusi 0CHOBHOIO MNUKa, Conforms / CooTBeTCTBYET
CHATBIV Npu XpomaTorpadupoBaHun
UCMNbLITYEMOro pacTBopa, JOMmKeH
COOTBETCTBOBaThL Y®-CreKTpy MNormnoLeHus
OCHOBHOFO MU1Ka, CHATOMY Mpu
xpomartorpadrpoBaHum cTaHAAPTHOFO
pactBopa (pasgen «KonuyectseHHoe

onpepfeneHue)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJIMYECTBEHHOE OIMNMPEOENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro cogepxaHus 100,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUMYECTBEHHOE OMPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mg/cap / MI'/KAMCYNA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He 6onee 10 % oT 3asiBfieHHOro coAepXaHus 0%
C17H19N303S (omenpa3sona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) ot 3asiBneHHOro 97 %

cogepxaHust C17H19N303S (omenpasona)
yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sorna kapb6okcunar He 6onee 1,0 % <0,1 %

e
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAITUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl kuwevyHopacTBOpUMble 20 Mr

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC73344 Nata npoussogctea 12.2022 Fopen pno 11.2024
TEST / TECT REQUIREMENT / CMIELJUDPUKALINA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6ornee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMobas eguHuuHas He 6onee 0,2 % <0,1 %

HeupeHTUULUUpoBaHHas npuMech

TOTAL IMPURITIES not more than 2.0 %

CymMmma npumecen He 6onee 2,0 % 0,2 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bblilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aata onobpenus (oa.mm.rrrr): 30.03.2023 (ig\_
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOykT OMES3 kancynbl kKuiieyHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC73344 Dara npoussoacrtea 12.2022 Fonen oo 11.2024

TEST / TECT REQUIREMENT / CNELUUA®UKALINA RESULT / PE3YIIbTAT

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-PVDC/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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep U3 Conforms / CooTBeTcTBYyEeT**
antoMuHueBol gonbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C UHCTPYKLMEN MO NPUMEHEHUIO B MaYKy
KapTOHHYHO.
Mo 5 unu 10 6nucTtepos no 6 kancyn BMecte
C VIHCTPYKLUEN Mo NPpMMeHEeHUI0 B Nayky
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucrtepos no 7
Karcyn BMecTe ¢ UHCTPYKLUEl no
NpUMeHeHUIo B MaYvKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-M3-NBAOX/
AntoMuHMEBbIN 6nucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ UHCTPYKLUUEl no
NPUMeHeHUIO B MaYKy KapTOHHYIO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Karncyn BMecTe ¢ MHCTPYKLUEN no
NPUMEHEeHUI0 B MaYKy KapTOHHYIO.

Analysis performed according ND
In-006953-180122

AHnanu3s npoBegeH no HA:
JM-006953-180122

Approval date (dd.mm.yyyy)/aaTta onobpenus (aa.mm.rrrr): 30.03.2023 (1 e ‘QW

(Signature & Date) Quality Assurance/(lMognuce/aaTa) obecneyeHusikayecTaa: e S LY

Release by/Bbinyuero Deputy Qualified Person/: )

(Signature & Date)/(lMoanuck/nara) Macarena Gonzalez /\/’/‘ o
A/ ‘3 (. 0 -

Manufacturing Site/llpovasoacTBeHHas nnowaaka: Laboratorios Liconsa, D Pagel/ctp. 415



Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

y:\\) LABORATORIOS LICONSA, S.A.
(.2

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl KuwevyHopacTBopumMmblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC73344 Oata npoussogctea 12.2022 Fopen no 11.2024

TEST /| TECT REQUIREMENT / CMELU®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnrogeHUsA
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karncyn B 6nuctep U3 antoMUHUEBON (hONbIN.
Mo 5 6rncTepoB no 6 Kancys BMecTe ¢ UHCTPYKLMeN Mo MpYMeHEHUIo B NMaYvky KapTOHHYIO.

T ——
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CHEMO Fav 434 94926 68,37

PaspelueHune Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl Kuwe4yHopacTBopumMblie 20 Mr

PRODUCT

kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPU4 : LC73344 INata npoussoactea : 12/2022

BATCH MANUFACTURING DATE

lNonen po : 11/2024 Pasmep cepun : 25.200 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum s nogTBEpPXAato, YTo AaHHas uHdgopMauus SIBMsieTcs JOCTOBEPHON U TOUHON. [laHHas napTusi npoaykra
6bina npousBeeHa, BKNovas yrnakosKy/MapKUpOBKY Y KOHTPOSb KauecTBa, Ha yKasaHHOM HuXe yvacTke (y4yacTkax)
B MONTHOM COOTBETCTBUU ¢ TpeGoaHusiMu GMP MecTHOro perynupytolero opraHa, crneuudukalmusMu B paspeLieHnm
Ha MapKeTUHI CTPaHbI-MMIopTepa U TEXHUYECKMU COrnalleHUsiMU, KOTopble MOTyT GbITh 3aKnoUeHbl, Uy aninom
crieumdmkauuy npogykra ans Mcenegyembix nekapcTBeHHbIX CPefCTB.

3anucu no ob6paboTke, yrnakoBKe 1 aHanu3y napTuu 6k NpoBepeHbl U NPU3HaHbl COOTBETCTBYOLWMMU TPpe6oBaHUAM
GMP.

MapTus 6bina npoussegeHa B JlabopaTtopuoc NukoHca SA., a Tam, rae NpMMeHUMO MUKpPOOUororuyeckoe
uccriefoBaHue,
OHO npoBoauTtcs B JlabopaTtopuu dueBapHe SA.

| 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.

/)
/N
/ 172, V) — R
Moanuck n pata / Signature&Date: Macarena Gonzilez / > VD, O

| Deputy Qualified Person (

PeructpaunorHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



