\3 LABORATORIOS LICONSA, S.A.
mf\‘ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OI m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPodykT OME3 kancynsl kuweyHopacTteopumble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78037 Nata npouseoactea 09.2023 Fopen no 08.2025
TEST [/ TECT REQUIREMENT / CNEUW®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.
OMUACAHUE TeepAble XenaTUHOBLIe Kancynbl pazmepa N°4, Conforms / CooTBeTCTRYET
€ KpbllWeyKoi cuHero LBeTa U KOpnycom
6enoro LBeTa, cofepXallue cthepuyeckue
rpaHynbl ot 6enoro 4o no4tu 6enoro c
XKenrtoBaTbiM 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.
OHOPOOHOCTEL OO3UPOBAHUA (AV) 3HayeHue AV, paccuutaHHoe ana 10 kancyn, 53

AOMKHO 6bITh He Gonee 15,0 %.

3HayeHue AV, paccuutaHHoe ansa 30 kancyn,

OOMKHO BbITL He 6onee 15,0 % u copepxanue

oMenpa3orna Hu B OAHOW Kancyne He AoMkHO

BbIXoAuTL 3a npegensi 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).
NOONMUHHOCTL (B3XX) Bpemsa yaepXuBaHUs OCHOBHOTO Conforms / CooTeeTCcTBYET
NUYKa Ha XpoMaTorpamMme UCMbITYEMOro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yAepXUBaHWA OCHOBHOIO NMuka
Ha XpomaTorpamme CTaHAapTHOro pacTeopa
(pazgen «KonuyecTBeHHOE onpeneneHuey).

Approval date (dd.mm.yyyy)/nata opobpenus (og.mm.rrrr): 31.10.2023

(Signature & Date) Quality Assurance/(Moanuce/narta) obecrneveHuskadectaa: - P g ANZOZ 5
Release by/Beinywero Deputy Qualified Person/: e a\n\.\\\ N.\ 112 2
(Signature & Date)/(Mognuck/garta) Macarena Gonzélez 7 a4
z_mscaoa_._:mm:m___.._uosumohoﬂmm::mm_._:oEm.u.zm“_.mwo_,mszom_._no:mm_m;p.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl kuweyHopacTeopumblie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78037 Dara npouszsoactea 09.2023  ropen no 08.2025

TEST /| TECT REQUIREMENT / CNELUA®UKALIAA 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).
NOANUHHOCTEL B3XX (DAD petekrop) Y®-cneKkTp nornoleHUs 0CHOBHOrO NuKa, Conforms / CooTBeTcTBYET
CHATLINA NpU XpomMaTtorpadupoBaHum
UCNLITYEMOro pacTeopa, AomKeH
COOTBETCTBOBAaTL Y®-cneKTpy nornoweHus
OCHOBHOIO NWKa, CHATOMY NpX
XpomartorpatupoBaHUKM CTaHAAPTHOIO
pacTteopa (pasgen «KonuyecTtBeHHoOe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE ONPEQOENEHUE 95,0 - 105,0 % oT 3asiBNEHHOro cofepXaHusa 98,8 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE OMPEOENEHUE OT 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mg/cap / MI[/KATICYNA
MI/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnoTtHan ctapus) He 6onee 10 % oT 2asBneHHoOro cogepxaHus 3%
C17H19N303S (omenpasona)
yepea 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctagus) He metee 80 % (Q) or 3anBneHHoro 94 %

copgepxanusa C17H19N303S (omenpa3sona)
yepez 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECH

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

Approval date (dd.mm.yyyy)/nata ono6penus (oo.mm.rrrr): 31.10.2023
(Signature & Date) Quality Assurance/(Moanuck/aata) obecrneyeHunkadecrea: C\x,. W20223 a4
Release by/BuinyuieHo Deputy Qualified Person/: ]
(Signature & Date)/(Mognuck/aaTa) Macarena Gonzélez

Manufacturing Site/MpouasoacTeeHHas nnotlanka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUA3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl KMwWe4YHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78037 Oata npouseoactea 09.2023 Fopen no 08.2025
TEST / TECT REQUIREMENT / CNIELUM®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs 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
IMwbasn eguHUYHanR He 6onee 0,2 % <0,1 %

HeuaeHTUdUUUPOBaHHasA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBetcTBUMM ¢ HL. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHMUE Mpu TemnepaTtype He Bbllwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 31.10.2023

(Signature & Date) Quality Assurance/(Moanucs/nara) o6ecneveHuskadectea: (. \\ 70723 407

Release by/Brinywero Deputy Qualified Person/: . g - 2
7 - p i

(Signature & Date)/(Mognuce/nata) Macarena Gonzalez / A .m i e

Manufacturing Site/lMpouaeogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. L Page/ctp. 3/5
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\\u//w LABORATORIOS LICONSA, S.A.
/\\

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3SA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl Kuwe4yHopacteopumMsie 20 mr

CODE
koA 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC78037 Oara npoussoactea 09.2023 Fopen no 08.2025

TEST / TECT REQUIREMENT / CNELUM®UKALINA RESULT / PE3YNIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leafletin 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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTcTRYET**
anwMUHUEBOM thonbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKUMEN NO NPUMEHEHUIO B MaYvKy
KapTOHHYH0.
Mo 5 unu 10 6nucTtepor no 6 Kancyn BMecTe
€ UHCTPYKUMEN NO NPUMEHEHUIO B MaYKy
KapTOHHYH0.
Mo 1,2, 4,8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTPYKLUUEN no
NPUMEHEHUIO B NaYKy KaPTOHHYH.
Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnoMUHKEBLIN GnucTep.
Mo 1,2, 3,5, 6,9unun 10 6nucrepos no
10 kancyn BMecTe C MHCTPYKLUMWEN no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTPYKLUUel no
NpPUMeHEeHUIo B NaYKy KapTOHHYHO.

Analysis performed according ND

nn-006953-180122

AHanuz npoBegeH no HQ: E
nn-006953-180122

Approval date (dd.mm.yyyy)/aara ogobpenus (an.mm.rrrr): 31.10.2023
(Signature & Date) Quality Assurance/(Mognucs/naTa) obecneyeHuakadecrea: () L WZ2023 n

Release by/Beinyweno Deputy Qualified Person/: .
PA G 2122

>

(Signature & Date)/(Moanucs/narta) Macarena Gonzalez
Manufacturing Site/lNpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. m Pagelctp. 4 /5




- LABORATORIOS LICONSA, S.A.
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19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O _I_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OME3 kancynbl KMLWe4yHopacTBOpuMble 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78037 Dara npoussogcrea 09.2023 lFopen oo 08.2025

TEST / TECT REQUIREMENT / CNELUW®UKALAA RESULT / PE3YNILTAT

Notes / HabnogeHus
**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 anoMUHUeBOH donbru.
Mo 5 6nucTepoB no 6 Karicyn BMecTe ¢ UHCTPYKUMeA No NpUMeHeHUI B NayKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/gata onobpenus (ag.mm.rrrr); 31.10.2023

(Signature & Date) Quality Assurance/(Mognucs/para) obecneveHuskavectea: (1.2 | \Za? ) NP
Release by/Beinywexo Deputy Qualified Person/:

(Signature & Date)/(lMopnuce/aata) Macarena Gonzalez

Manufacturing Site/lNpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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\)ﬂw LABORATORIOS LICONSA, S.A.

(& Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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O_I_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelieHue Ha BbinyckK
CERTIFICATE OF COMPLIANCE

MPOAOYKT : OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC78037 Dara npoussopctea : 09/2023

BATCH MANUFACTURING DATE

Fopex po : 08/2025 Paamep cepum : 351.216 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswuMm s noATRepXAalo, YTo AaHHas uHopMaLUs SBRMNAETCS AOCTOREPHOM U ToYHON. [laHHasA napTua npoaykra
6bIna npov2BefieHa, BKMOYas YNakoBKY/MapKUPOBKY U KOHTPONL Ka4yecTBa, Ha YKa3aHHOM HUKe y4yacTke (y4acTkax)
B NOMHOM COOTBETCTBUM ¢ TpeboBaHuaMu GMP MecTHOro perynupyroulero opraHa, cneyuduKauusmMmu B paspeLueHmnm
Ha MapKeTUHI CTPaHbI-UMMOPTEPA U TEXHUYECKUMU COrMalleHUsIMU, KOTOPbIE MOTYT BbITh 3aKMOYeHkl, Uy daitnom
cneyudukauumn npoaykra anst UccnegyeMbix NekapcTBEHHLIX CPeacTE.

3anucu no ob6paboTke, ynakoBKe 1 aHanuay naptuu 661N NpoBepeHbl M NPU3HaHbI COOTBETCTBYHOLMMMY TpeGoBaHUAM
GMP.

MapTus 6bina npouszBeneHa B JlaBoparopuoc Ilukorca SA., a Tam, rae npMMeHUMO MUKpo6BUuonoruyeckoe
uccnefoBaHue,
oHo npoBoauTcs B lla6opatopuu JueBapHe 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 Autharity, 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.

R =7 21723

Moanuck u gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe ygoctoeepeHue / Manufacturing Authorization: 3414E
Homep [lukoHca GMP / LICONSA GMP Number: ES/085HVI/19



