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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71675 Nata npouseopctea 11.2022  Tlogen no 10.2024
TEST / TECT REQUIREMENT / CNELUUAPUKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlNMUCAHUE TBepAble xeraTuHoOBbIe Karncynbl pa3Mmepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIeYKol CUHEro LBeTa 1 KOpnycom
6erioro LBeTa, cogepxalyune cdepuyeckue
rpaHynbl oT 6ernoro fo rno4tu 6enoro ¢
enToBaTbIM 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 JO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 7,5

LOMKHO 6bITb He 6onee 15,0 %.

3Ha4eHue AV, paccuuTtaHHoe ansa 30 kancyn,

LOMKHO 6bITb He 6onee 15,0 % u copepxaHue

oMenpasorna HU B OAHOI Karcyrne He JOMKHO

BbIXOAUTb 3a npeaensb 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).
NOANMUHHOCTDL (B3XX) Bpems yaepXuBaHUsi 0CHOBHOIO Conforms / CooTBeTCTBYET
nuKa Ha XxpomMaTorpaMmme UcnbITyemMoro
pacTBopa AOMKHO COOTBETCTBOBaTh
BpeMeHU YAepXUBaHUSI OCHOBHOTO MnuKa
Ha XpomaTorpamMmMe cTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeneneHue»).

Approval date (dd.mm.yyyy)/aata ogobpenus (ag.mm.rrrr): 30.12.2022 (‘/ = Azj‘Q{ 2
(Signature & Date) Quality Assurance/(lMoanuce/aata) obecneyeHusikadecTsa: 2 )

Release by/BuinyiieHo Deputy Qualified Person/: Ne \ A S .
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez })]f\;k\mm/‘f O 2.0 ]. 2 é
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OMES kancynbl kMwevyHopacTBopuMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71675 Nata npoussogctea 11.2022 Fopen no 10.2024

TEST / TECT REQUIREMENT / CMELIU®UKALINA RESULT / PE3YIIbTAT
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).
NoaNMMHHOCTbL B3XX (DAD peTekTop) Y®-cneKTp nornoLeHnsi 0CHOBHOrO MuKa, Conforms / CooTBeTCTBYET
CHATLIV Npu XpomatorpadupoBaHumn
UCMbITYEMOro pacTBopa, AoMmKeH
COOTBETCTBOBaThL Y®-creKkTpy normnoweHus
OCHOBHOFO MKKa, CHATOMY Npu
XpomaTtorpadupoBaHumn CTaHAaPTHOrO
pactBopa (pasnen «KonuyecteeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE ONPEQEJNIEHUE 95,0 - 105,0 % oT 3asiBreHHOro cofepxaHus 101,1 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOINMUMYECTBEHHOE OMNPEOENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mg/cap / MI/KAMCYINA
MI/KAMNCYIA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He 6onee 10 % oT 3aABNeHHOro cogepxaHus 0%
C17H19N303S (omenpa3ona)
yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas craaus) He meHee 80 % (Q) oT 3asiBNeHHOro 99 %
cogepxanusi C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES

POACTBEHHbIE MPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3sona Kapbokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 30.12.2022 K ""“‘f——;“-
(Signature & Date) Quality Assurance/(Mopnucs/aara) obecneveruskavectsa: (- L
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzélez

Manufacturing Site/lMpoussogcTeeHHas nnotaaka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaoykT OMES3 kancynbl Kulwe4yHopacTBopuMble 20 Mr

CODE
Kopn 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71675 Oata npoussogctea 11.2022 Fopen go 10.2024
TEST / TECT REQUIREMENT / CNELIU®OUKALIAA RESULT / PE3YNIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 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
IMo6asi eguHUYHan He 6onee 0,2 % <0,1 %
HeuaeHTUPULMPOBaHHAs TPUMECH
TOTAL IMPURITIES not more than 2.0 %
He 6onee 2,0 % 0,1 %

Cymma npumecen

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUU ¢ HI. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbliwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/narta ono6perus (aa.mm.rrrr): 30.12.2022
(Signature & Date) Quality Assurance/(Mognuck/gata) obecrneveHuskayecTsa:
Release by/Brinywiero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/gata) Macarena Gonzalez
Manufacturing Site/MpouasoacTseHHasi nnowanka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl kniwe4vyHopacTsopumbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC71675 Oata npoussopctea 11.2022 ropex po 10.2024

TEST / TECT REQUIREMENT / CMELIM®UKALIAA

RESULT / PE3YJIbTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep U3
anoMuHueBoi conbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C MHCTPYKUMEN NO NPUMEHEHUIO B NMaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKLUEN No NPUMEHEHUI0 B MayvKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unn 14 6nuctepoB no 7
Karncyn BMecTe ¢ UHCTpYKLUueln no
npyYMeHeHUI0 B NaYKy KapTOHHYO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIN bnucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepos no
10 Karncyn BMecTe C UHCTPYKLUUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Karcyn BMecTe ¢ MHCTPYKLUel no
NpUMEHEHUIO B NMauKy KapTOHHYIO.

Conforms / CooTBeTCTBYET**

Analysis performed according ND
IMn-006953-180122

Ananus npoBepeH no HA:
11Mn-006953-180122

—

Approval date (dd.mm.yyyy)/aata ofobperus (oa.mm.rrrr): 30.12.2022 — 2;1\ 2
(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecreveHusikadecTsa: =
Release by/Buinywero Deputy Qualified Person/:

Manufacturing Site/MpoussoacTeeHHast nnowjagka: Laboratorios Liconsa, S.A.

K
(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez \I\/ ’ UL 0 1. L%

Pagelctp. 4 /5




'”\\) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl kuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC71675 Nata npoussogctea 11.2022 Mopex oo 10.2024

TEST/ TECT REQUIREMENT / CNELU®UKALIAA

RESULT / PE3YINIbTAT

Notes / HabntopeHus
** 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 6nuctep U3 antoMUHUEBON donbru.
Mo 5 6nucTtepos no 6 Kancyrn BMecTe ¢ UHCTPYKLMEl No NpUMeHeHUIo B NavKy KapToHHYHO.

Approval date (dd.mm.yyyy)/nata ogo6perus (ag.mm.rrrr): 30.12.2022 ((—::jizg
(Signature & Date) Quality Assurance/(Moanuce/aara) obecredeHusakadecTsa: -
Release by/Bbinywero Deputy Qualified Person/: Q
(Signature & Date)/(Moanuck/narta) Macarena Gonzalez = B
Manufacturing Site/Mpon3soacTeeHHas nnowagka: Laboratorios Liconsa, S.A.
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PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OMES3 kancyribl KuilleyHopacTtBopumMbie 20 mMr

PRODUCT

kKon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J11M1-006953
CEPUA : LC71675 Hata npouseopctea : 11/2022

BATCH MANUFACTURING DATE

Fonen no : 10/2024 Paamep cepuu : 349.200 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum s nogTeepxaato, UTo AaHHas MHopMauus sIBrsieTcsl [OCTOBEPHON U TOUHOMN. [laHHaA napTus npopykra
6bina npousBeneHa, BKIOYasl yrnakoBKy/MapKUpOBKY Y KOHTPONb Ka4yecTBa, Ha yKa3aHHOM Huke yvacTke (y4acTkax)

B MOMHOM COOTBETCTBUU ¢ TpeGoaHusiMu GMP MeCTHOro perynupyroLlero opraHa, crneuudpukaLunusamMmm B paspelueHnu
Ha MapKeTUHI CTPaHbLI-MMMOPTepa U TEXHUYECKUMU COrmalleHUsIMU, KOTOpble MOTyT GbITh 3aKnioUeHbl, unu dainnom
crieumdukauuy npogykra ana Uccrnepgyembix rnekapcTBeHHbIX CPeACcTB.

3anucu no o6paboTke, yrnakoBKe U aHanu3y napTuu 6bINY NPoBepeHsl U NpU3HaHbl COOTBETCTBYIOLIMMY TPe6oBaHUAM
GMP.

MapTus 6b1na npoussegeHa B Jlaboparopuoc flukoHca SA., a TaMm, rae NPUMEHUMO MUKPOBUOoruyeckoe
uccnenoBaHue,
OHo npoBoauTcs B llabopaTopuu 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.

- 02- 0. 23

Mopnuck 1 gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep TNukoHca GMP / LICONSA GMP Number: ES/085HVI1/19



