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

O_I_ mgo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OME3 kancynbl kMwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77711 Oata npouseoacrtea 09.2023 Nopen o 08.2025
TEST / TECT REQUIREMENT / CNELUW®UKALWA RESULT / PE3YNILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMUACAHUE TeepAkle KenaTUHOBbIE Kancynbl pa3Mepa N°4, Conforms / CooTBeTcTBYET
C KpbILUEeYKO CHHEro LiBeTa U Kopnycom
Genoro LBeTa, cofepxaliuve cepudeckue
rpaHynbl ot 6enoro 4o no4Ttu 6enoro ¢
MENnTOBaThbIM 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 OO3UPOBAHUA (AV) 3HadeHue AV, paccuutaHHoe gna 10 kancyn, 6,0

OOMmKHO BLITh He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe gnsa 30 kancyn,

LOMKHO BLITL He 6onee 15,0 % n conepxanue

omenpa3orna HU B OQHOU Kancyrne He BOMKHO

BbIXOAWTE 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).
NMOANMAHHOCTDL (B3XX) Bpemn yaepXuBaHUA OCHOBHOro Conforms / CooTBeTCTBYET
N1Ka Ha XpomMaTorpaMmmMe UcnbITyemoro
pacTBopa OOIMKHO COOTBETCTBOBAThL
BpeMeHU yaepXWBaHUsl OCHOBHOrO NuKa
Ha XpomaTorpaMme cTaHAapTHOro pacTeopa
(pasgen «KonuyecTBeHHOe onpegeneHue).

W\\\ 25023

Approval date (dd.mm.yyyy)/naTta ogobpeHus (oo.mm.rrrr): 25.10.2023
(Signature & Date) Quality Assurance/(MNognuce/gata) obecneyeHuskayecTaa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez :
Manufacturing Site/MpousBoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. . Pagel/ctp. 1/5
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPogyKT OME3 kancynbl kuwe4yHopacTsopumsble 20 mr

CODE

Kof 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77711 Oata npouasogctea 09.2023 Fopen pno 08.2025

TEST / TECT REQUIREMENT / CNIELUU®UKALIUA RESULT / PE3YIILTAT
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).

NOONMUMHHOCTL B3XX (DAD peteKkrop) Y®-cneKkTp nornolieHusi 0CHOBHOTO MUKa, Conforms / CooTBeTCcTBYET
CHATLIA Npyu XpoMaTorpacupoBaH1u
UCMBITYeMOro pacTeopa, foMmKeH
COOTBeTCTBOBaTL Y®P-crnekTpy nornoileHus
OCHOBHOrO NWUKA, CHATOMY NpU
XpomarorpadupoBaHuu CTaHAapTHOro
pacteopa (pasaen «KonuyectBeHHOe
onpegeneHue»)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,6 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3anBneHHOro cogepXaHun 100,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE OMNPEQENEHUE Ot 19,0 mrikancyna go 21,0 mr/kancyna 20,1 mg/cap / MI/KANCYIA
MI/KAMNCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnoTtHas ctagus) He 6onee 10 % oT 3asiBNeHHOro coepaHus 2%

C17H19N303S (omenpa3sona)
yepes 120 MuH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydgepHan cTagusa) He meHee 80 % (Q) or 3asBneHHoro 93 %

cogepxanuna C17H19N303S (omenpa3ona)
Yyepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHGLIE NPUMECHK

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

S X023
Approval date (dd.mm.yyyy)/narta onobpenus (aa.Mm.rrrr): 25.10.2023 /
(Signature & Date) Quality Assurance/(Mognucb/aata) obecneyeHuaKaqecTsa:
Release by/Beinyuieso Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/narta) Macarena Gonzélez

Manufacturing Site/MponaeogcTeeHHas nnotanka: 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
CEPTUD®PUKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykKT OME3 kancynbl kuweyHopacTeopuMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77711 Data npouseoactea 09.2023  Togen no 08.2025
TEST / TECT REQUIREMENT / CMIELIM®UKALIUA RESULT / PE3YINILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeckt G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMwbana equHUYHAERA He 6onee 0,2 % <0,1 %
HeuOeHTUPULMPOBaHHAsA NPUMECE
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 01%
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g
(TAMC)
O6ujee YMCcno aapoBHLIX He 6onee 1000 KOE/r <10 CFU/r
MUKPOOPraHU3MoB
TOTAL COMBINED YEASTS/MOULDS NMT 1042 CFU/g
COUNT(TYMC)
ObLee YUCNO APONOKEBLIX U NNECHeBkLIX He 6onee 100 KOE/r <10 CFU/Ir

rpuboB

Escherichia coli
Escherichia coli

Absencelg
OtcytctBUe B1ir

Conforms / CooTmeTCcTBYET

LABELING According to ND

MAPKWUPOBKA B cooTBeTcTBUM ¢ HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/naTa ogobpeHus (oa.mm.rrrr): 25.10.2023

(Signature & Date) Quality Assurance/(Moanuck/gata) obecnevyeHuaKaqecTsa: ==
Release by/BrinyweHo Deputy Qualified Person/: ﬂ
(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez f// /7 —_——

Manufacturing Site/lpouasogcTBeHHas nnolanka: Laboratorios Liconsa, S.A.
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\\Jq LABORATORIOS LICONSA, S.A.
N./.k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 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
CEPTU®UKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayktT OME3 kancynbl kuwe4yHopacTeopumMsie 20 Mr

CODE
Koa 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77711 MOarta npouseoactea 09.2023 lopex oo 08.2025

TEST / TECT REQUIREMENT / CNELUM®UKALIAA RESULT / PE3YINIbTAT

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 6nucTep U3 Conforms / CooTBeTCcTBYET**
anwoMUHUeBoU onbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn Bmecre
C MHCTPYKUME Mo MPUMEHEHUIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepor no 6 kancyn BmecTe
C UHCTPYKUMEN NO NPUMEHEHUIO B NaYvKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoe no 7
Kancyn BMecTe C S_.—n._.—uv-:_..—sm—.m no
NpUMEHEHUH B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIH GnUcTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrtepor no
10 kancyn BMecTe C UHCTPYKLUUWel no
NPUMEHEHWIO B NaYKy KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe c SIn.Hﬁ<=:Sm_“_ no
NPUMEHEHUIO B NaYKy KAapTOHHYH).

Analysis performed according ND

nn-006953-180122

Ananus npoeeneH no HO: .
1nn-006953-180122

‘ %ﬁ.o\q SL07%
Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 25.10.2023 -
(Signature & Date) Quality Assurance/(Mognuce/aata) o6ecneyenusKadecTsa;
Release by/BuinyweHo Deputy Qualified Person/: fu
(Signature & Date)/(lMoanucs/aata) Macarena Gonzalez ’/\ /h ] e
Manufacturing Site/lMpouaeoacTeerHas nnowaaka: Laboratorios Liconsa, S.A. A 1) le. L P Pagel/ctp. 4/5



Q LABORATORIOS LICONSA, S.A.

N/..\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O I m _)D O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKT OMES3 kancynbl kuwe4yHopacTtBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77711 Oara npouzeonctea 09.2023 Nopnen oo 08.2025

TEST / TECT REQUIREMENT / CMELA®UKALINA RESULT / PE3YINILTAT

Notes / HabnrogeHUA
**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 GNUCTep M3 antOMUHUEBON (ONBLIU.
Mo 5 6nucTepoB. no 6 Kancyn BMecTe ¢ UHCTPYKLIWel Mo NPUMEHeHUI0 B NavKy KapToHHYH.

’ 2 )
Approval date (dd.mm.yyyy)/nata ogo6penus (oa.mm.rrrr): 25.10.2023 m\ \\ vfum \%h.\a
(Signature & Date) Quality Assurance/(Moanuce/aata) obecnedeHuakadecTsa: N
Release by/BeinyweHo Deputy Qualified Person/:
(Signature & Date)/(Mopnuck/aaTa) Macarena Gonzalez ﬁﬂ B
J_V\, 8 5 \» 0 & ),

Manufacturing Site/MpouasoacTeeHHan nnowyaaka: Laboratorios Liconsa, S.A. Pagefctp. 5/5



\\)Jw LABORATORIOS LICONSA, S.A.
ﬂ_fu\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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Fax: +34 949 26 68 37

PaspelueHue Ha BbIMyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl kuweyHopacTeopumbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1N-006953
CEPUA : LC77711 Nata npouseoactsea : 09/2023

BATCH MANUFACTURING DATE

FopeH po : 08/2025 Paamep cepum : 347.904 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTeepiaato, YTo gaHHas uHdopMauus ABMNAETCA JOCTOBEPHON U TOYHOM. [laHHaA napTusA NpoaykTa
6bina npov3BefeHa, BKNHOYaA YNAaKOBKY/MapKUpOBKY U KOHTPOMb KavyecTBa, Ha YKa3zaHHOM Huie yuyacTke (yyacTkax)
B NOMIHOM COOTBETCTBMMU ¢ TpebGoBaHuAMU GMP mMecTHOro perynupyoLlero oprada, cneuudukaumsimm B paspelueHmm
Ha MapKeTUHT CTPaHbI-UMMOPTEPa U TEXHUYECKUMU COrNalieHUsAMU, KOTOPble MOTYT ObITh 3aKno4eHbl, UMK (ainom
cneyudcMKkaumumn npoaykra ans MccnenyeMeix nekapcTBeHHLIX CPeacTB.

3anucu no o6pa6oTke, ynakoBke U aHanu3y napTuu GLINU NpoBepeHsb! U NPU3HaHbl COOTBETCTRYOWWUMU TpeboBaHUAM
GMP.

MapTtusa 6bina npoussegeHa B Jlabopatopuoc JlukoHca SA., a Tam, rge NPUMEHMMO MUKpoBUonoruyeckoe
uccrnegoBaHue,
oHo npoBoguTcs B llaGopaTtopuu 3uyeBapHe 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.

Ny e

Moanuck u parta [ Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PerucTpaumoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep fukoHca GMP / LICONSA GMP Number: ES/085HVI/19



