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

O —I_ m_ _ _O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

‘H,.//w LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl KuwevyHopacTBopumMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77334 DNata npouseoactea 08.2023  Topen go 07.2025
TEST /| TECT REQUIREMENT / CNELNM®UKALINA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAtle XKenaTUHOBLIe Kancynkl paaMepa N°4, Conforms / CooTBeTCTBYET
C KpbllUeyKol cUHero LBeTa U Kopnycom
6enoro LBeTa, cofepxaluve cepuyeckue
rpaHynsl ot 6enoro go no4ytu 6enoro ¢
HenrtoBaTtbiM 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 A03UPOBAHUA (AV) 3HaueHue AV, paccuuTtaHHoe ansa 10 kancyn, 7,7

NOMKHO BLITL He 6onee 15,0 %.

3HaveHue AV, paccuuTtaHHoe ana 30 kancyn,

LOMKHO 6bITh He 6onee 15,0 % u conepxaHue

omMmenpa3ona HY B OAHOW Kancyne He JOMKHO

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).
NMOANMHHOCTL (B3XX) Bpems yaepXuWBaHWA OCHOBHOTO Conforms / CooTBeTCTBYET
nuUKa Ha XpoMaTorpaMme UcneiTyeMoro
pacTBOpa QOMKHO COOTBETCTBOBAThL
BpeMeHU yaepXUBaHUS OCHOBHOMO NUKa
Ha XpoMmaTorpamMmme cTaHAapTHOrO pacTeopa
(pazpen «KonuyecTBeHHOE onpeaeneHue).

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 28.08.2023

A 2] \ 2 2
(Signature & Date) Quality Assurance/(Toanucs/nata) obecneverusikadectaa: U 21071 €5
Release by/Beinywero Deputy Qualified Person/: i
(Signature & Date)/(lNognuce/aara) Macarena Gonzélez /2 69 773
Manufacturing Site/MpouasogcreeqHas nnowaaka: 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), Espaiia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKT OMES3 kancynbl Kuwe4yHopacTeopumMsle 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77334 Hara npoussopctea 08.2023 Fonen oo 07.2025

TEST / TECT REQUIREMENT / CNELLM®UKALIAA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOONUHHOCTE B3XX (DAD getekTop)

UV absorbance spectrum of the main peak
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).
Y®-cnekTp nornoiyeHusi OCHOBHOrO NMUKa, Conforms / CooTBetcTBYET
CHATLIW NpY XpoMaTorpagpupoBaHum

UCNLITYeMOro pacreopa, gomnxeH

COOTBEeTCTBOBAaThL v..e.n:m_ﬁ_.—uz_ nornoweHus

OCHOBHOrIO NUKa, CHATOMY Npu

XpoMarorpagpupoBaHUU CTaHAAPTHOTO

pacTteopa (pazgen «KonuyecTBeHHoe

onpegeneHue»)

WATER
BOMA

Not more than 5.0 %.
He 6onee 5,0 % 25%

OMEPRAZOLE ASSAY %
KONMUYECTBEHHOE OMNPEOENEHUE

95.0 - 105.0 % of label claim

95,0 - 105,0 % oT 3asnBNEHHOro coaepXaHus 101,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule

Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mg/cap | M[/KAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHWE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He G6onee 10 % oT 3asiBNeHHOro cogepmaHus 3%
C17H19N303S (omenpa3ona)

Yyepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHWE (BydepHas cTaaus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) or 3aaBneHHOro 95 %
copaepxanus C17H19N303S (omenpasona)

yepes 30 MuH.

RELATED SUBSTANCES
POJCTBEHHBIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpa3zona kapbokcunart

not more than 1.0 %
He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpexus (ag.mm.rrrr): 28.09.2023

(Signature & Date) Quality Assurance/(lNognuck/gaTa) obecnevyeHusKadecTaa:

Release by/Beinywexo Deputy Qualified Person/:
(Signature & Date)/(MNopnuck/nata) Macarena Gonzélez

Manufacturing Site/Mpou3aesoacTeenHas nnowagka: 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 AHAIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl Kue4yHopacTteopuMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUHA LC77334 Oarta npouaeoactea 08.2023 Fopen no 07.2025
TEST /| TECT REQUIREMENT / CNELU®UKALUA RESULT / PE3YNILTAT
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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INoban eguHUYHas He 6onee 0,2 % <0,1 %
HeWOeHTU(ULUMPOBaHHaA NPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceis He 6onee 2,0 % 0,1%
TOTAL AEROBIC MICROBIAL COUNT NMT 10+3 CFU/g
(TAMC)
0O6uwee yucno aapobHbIX He 6onee 1000 KOE/r <10 CFUIr
MWKpOOpraHu3MoB
TOTAL COMBINED YEASTS/MOULDS NMT 10%2 CFU/g
COUNT(TYMC)
ObLee YUCNO APOXOKEBBIX U NNECHEBkIX He 6onee 100 KOE/r <10 CFUIr

rpubos

Escherichia coli
Escherichia coli

Absencelg
OrcyrcrBue B 11

Conforms / CooTBeTCTBYET

LABELING According to ND

MAPKUPOBKA B cooTteeTcTBMU ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTM 2ropa.

Approval date (dd.mm.yyyy)/nata onobperus (og.mm.rrrr): 28.09.2023

(Signature & Date) Quality Assurance/([Noanuck/naTa) obecnedeHuarKaqyecTsa: A) P24
Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/(Mopnuce/nara) Macarena Gonzalez
Manufacturing Site/lpouaeopcTeeHHas nnowaaxa: Laboratorios Liconsa, m.\
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OImBO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

| LABORATORIOS LICONSA, S.A.
aﬁxw

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancyrnbl KuwevyHopacTtBopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77334 DNata npouseogctea 08.2023 Nopen no 07.2025

TEST / TECT REQUIREMENT / CTIELUDOUKALIUA 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 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 briucrep u3 Conforms / CooTBeTCcTBYET**
anwMUHUeBOK honbrn
Mo 2 unu 20 6nucTepoB no 5 kancyn emecTe
C UHCTPYKUMEN Mo NPUMEHEHUIO B NayKy
KapTOHHYIO.
Mo 5 unu 10 GnucTepos no 6 kancyn BmecTe
€ UHCTPYKUMEN No NpUMEeHEHUI0 B NaYky
KapTOHHYIO.
Mo1, 2, 4,8 unu 14 6nucrepos no 7
Kancyn BMecTe C UHCTPYKUuWel no
NpUMEHEHWH B NMavKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AnMUHUEBLIN BriucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nuctepoe no
10 kancyn BMecTe C MHCTPYKLWEeA no
NPUMEHEHUHO B NaYyKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTpyKUueii no
NPUMEHEHUIO B Na4Ky KapTOHHYIO.

Analysis performed according ND
nn-006953-180122

AHanua npoBegeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata onobpeHus (ag.mm.rr): 28.09.2023 1
(Signature & Date) Quality Assurance/(loanuck/aaTta) obecneveHusKa4yecTsa: Ca 290123
Release by/Brinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/naTa) Macarena Gonzalez

Manufacturing Site/lpoussoacTeeHHas nnolaaxa: Laboratorios Liconsa, S
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) LABORATORIOS LICONSA, S.A.
a
ﬁ /) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kuwe4HopacTeopumMsbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77334 Data npoussoactea 08.2023  Topen no 07.2025

TEST / TECT REQUIREMENT / CMELUW®UKALIAA RESULT / PE3YINILTAT

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 6nNUcTEp U3 antOMUHUEBON donbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLMEeW No NpMMeHeHUIo B Navky KapToHHY!Ho.

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.Mm.rrrr): 28.09.2023

(Signature & Date) Quality Assurance/(Mognucs/nata) o6ecrieveHuakasectaa: AJ T 2¢1 023
Release by/Brinywieno Deputy Qualified Person/: i

(Signature & Date)/(Moanvce/naTa) Macarena Gonzéalez A
Manufacturing Site/MpouagoacTeenHas nnolwagka: Laboratorios Liconsa, S.A. /'~ M\, 2002
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M/d LABORATORIOS LICONSA, S.A.

N/L\s Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O _I_ m— ﬂ ._O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbInyckK
CERTIFICATE OF COMPLIANCE

MPOOYKT : OMES3 Kancynbl Kulle4yHopacTteopumble 20 mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1INM-006953
CEPUA : LC77334 DNata npouseoactea : 08/2023

BATCH MANUFACTURING DATE

lopen no : 07/2025 Paamep cepun : 331.488 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosimm s noATBEpXAal0, 4TO AaHHas WHhopMaLUs SIBNsSeTCA AOCTOBEPHOW U TOYHON. [laHHasA napTus npoaykra
6bina npousBeAeHa, BKMOYas YNakoBKY/MapKUPOBKY U KOHTPOIL Ka4yecTBa, Ha yKa3aHHOM HUXe y4acTKe (y4acTkax)

B NOMTHOM COOTBETCTBUU ¢ TpeboBaHuaMy GMP MeCcTHOro perynupyrolero opraHa, cneyuuKaumamMm B pa3peLieHunm
Ha MapKeTUHI CTPaHLI-MMMOPTEPa U TEXHUYECKUMMU COrMALIEHUSIMU, KOTOPLIE MOTYT BLIThL 3aKMOYeHb!, Unu annom
cneyudukauumu npoaykTa ans MccnegyeMeix nekapcTBeHHLIX CPeacTB.

3anucu no o6paboTke, YNaKOBKE U aHanu3y NapTum GbINU NPoOBepeHkl U NPU3HaHLI COOTBETCTRYHOLWUMY TPeGoBaHUAM
GMP.

MapTus 6bina npousBeneHa B Nlabopartopuoc MukoHca SA., a Tam, rae NnpUMeHUMO MUKpoBuonoruyeckoe

uccnegoraHue,
oHo npoeoauTtcs B llabopatopuu 3ueeapHe 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 Authaorization 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 \mﬁ % e B A

Moanuck 1 garta / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PervcrpaunoHHoe ygoctoBepeHnue / Manufacturing Authorization: 3414E
Homep lMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



