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 AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaYKT OME3 kancynbl kuweyHopacTBopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76196 Data npouseoactea 06.2023  Tlopen no 05.2025
TEST / TECT REQUIREMENT / CNELIM®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.
OMNMUCAHUE TeBepAble XenaTUHOBLIE Kancyrbl pasmepa N°4, Conforms / CooTBeTCcTBYET

C KpbIWEeYKON CUHEro LBeTa U KOpnycom
6enoro uBeTa, coaepxawue chepuieckue
rpadynei ot 6enoro Ao no4tu benoro ¢
HEeNnToBaTLIM OTTEHKOM LBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

ONHOPOOAHOCTb OO3UPOBAHUA (AV)

AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

he more than 15.0 % and the content of
omeprazole in not a single capsule

should be outside 0.75M-1.25M.

3Hauenue AV, paccunTtadHoe ana 10 kancyn,
LoMmkHo BbiTk He Bonee 15,0 %.

3Hauenue AV, paccunTtadHoe gnsa 30 kancyn,
LoMmkHo BbiTh He Gonee 15,0 % n copepxaHue
OMenpa3ona HU B OJHOI Kancyne He JOMKHO
BbIXxoAUTL 3a npegensi 0,75M-1,25M.

9,2

OMEPRAZOLE IDENTIFICATION (HPLC)

NOAMMHHOCTb (B3XX)

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).

Bpems yAepHUBaHUA OCHOBHOIO

NUKa Ha XpomaTorpaMMe UcnbITyemoro
pacTBopa AOMXHO COOTBETCTBOBATh
BpeMeHU yaepXMBaHUsl OCHOBHOTO NUKa

Ha XpomaTorpamme cTaHAapTHOro pacTeopa
(pasapen «KonuyecTBeHHOE onpeaeneHuey).

Conforms / CooTBeTcTBYET
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Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrr): 28.07.2023
(Signature & Date) Quality Assurance/(lNoanuck/nara) oﬁecneqeﬁnxaqemaa:

Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Mopgnuce/nata) Macarena Gonzalez /

P09.6123

Manufacturing Site/lMpouasoacteeHHan nnowaaxa: 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

CEPTUOUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaYKT OME3 kancynbl KuwevyHopacTtBopumbie 20 Mr

CODE
Kon 231903

BATCH
CEPUA  LC76196

Manufacturing Date: Expire Date:

DaranpousBoactea 06.2023  Topen no 05.2025

TEST / TECT

REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOoONUHHOCTL B3XX (DAD petekrop)

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 NornoweHns 0CHOBHOIO NUKa, Conforms / CooTBeTCTBYET
CHATHIA NpyY XpoMaTtorpaduposaHuu
UCNLITYEMOro pacTeopa, [OMKeH
cooTEBeTcTBOBaTL Y®-cnekTpy nornoweHus
OCHOBHOTO NMUKa, CHATOMY Npu
XpomartorpagupoBaH1Mn CTaHAAPTHOIO
pactBopa (pasgen «KonuyecteeHHoe
onpegeneHuen»)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 23%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE OMNPEAENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3anBNeHHOro copepxaHus 102,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPERENEHUE
MF/KANCYNA

19.0 myg/capsule to 21.0 mg/capsule
O1 19,0 mr/kancyna go 21,0 mr/kancyna 20,5 mgl/cap / M[JKANCYINA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3asiBNeHHOro coaepwaHus 0%
C17H19N303S (omenpazona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHan cranus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) oT 3anBneHHoro 97 %
copepxanHua C17H19N303S (omenpa3sona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHGLIE MPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpasona kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1%
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Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 28.07.2023 k"/ y E
(Signature & Date) Quality Assurance/(Moanuck/paTa) OSECHE‘{EHMHKEH/(?CTBE

Release by/BoinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez /
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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®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl Kuwe4yHopacTeBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC76196 Oata npouseopgcrea 06.2023  Topen no 05.2025
TEST / TECT REQUIREMENT / CNMELW®UKALIUA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
MNpumeck G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mw6asn eauHUYHAaA He Gonee 0,2 % <0,1%
HeUaeHTUHULMPOBAHHAA NPUMeECh
TOTAL IMPURITIES not more than 2.0 %
CymMmma npumeceit He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUM ¢ HA. Conforms / CooTretcTRYyeT
STORAGE Below 25 °C

XPAHEHUWE Mpu TemnepaType He Bhiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOgHOCTH 2 ropga.

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrrr): 28.07.2023
(Signature & Date) Quality Assurance/(lNognuce/gaTa) obecrnedeHUsIKdiecTBa:

Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Mopnuce/nara) Macarena Gonzélez

Manufacturing Site/MpouaBoacTeeHHas nnowaaka: Laboratorios Lidonsa, S.A.
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) LABORATORIOS LICONSA, S.A.
(.2

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

CH E W'?O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OME3 kancynbl KulIeYyHopacTBOopUMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76196 DNata nponseoacrea 06.2023  ropen go 05.2025

TEST / TECT REQUIREMENT / CIIELUM®UKALIAA 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.
1,2,3,5,6,9or 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 6nuctep U3 Conforms / CooTBeTcTBYeT**
anvoMUHUEBOH thonbru
Mo 2 unu 20 6nuctepos no 5 Kancyn BMecTe
C UHCTPYKUMEA No NPUMEHEHUIO B NaYKy
KapTOHHY10.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C UHCTPYKUMEH NO NPUMEHEHUIO B Nayky
KapTOHHYIO.
Mo1, 2, 4, 8 unu 14 6nuctepoe no 7
Kancyn BMecTe ¢ UHCTpYKLMel no
NPUMEHEHUIO B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLIH GnucTep.
MNo1, 2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ UHCTPYKUMEN no
NPUMEHeHU IO B NaJKy KapTOHHYIO.
Mo 1,2, 3,4 unu 7 6nuctepos. no 14
Kancysn BMecTe ¢ UHCTPYKUWel no
NPUMEHeHMIo B NaJKy KapTOHHYH,

Analysis performed according ND
nn-006953-180122

AHanuz npoeeaeH no HI:
nn-006953-180122

Approval date (dd.mm.yyyy)/narta onobpenus {on.mm.rrrr): 28.07.2023 (3! / 00T
(Signature & Date) Quality Assurance/(lMognuck/aara) oﬁecnquHuﬁxaqecha:
Release by/Brinyweno Deputy Qualified Persont: [ p O
; NP 9 .«}7‘2‘)
(Signature & Date)/(Mopnuce/nata) Macarena Gonzélez / f :) % L
Manufacturing Site/lMpouasogcTeeHHan nnowagka: Laboratorios Liconsa, S.A. Pagefctp. 4/5




) LABORATORIOS LICONSA, S.A.
(&

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

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OMES3 kancynbl kMwe4yHopacTBOpUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76196 Dara npouzsogctea 06.2023  rogen go 05.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIASA RESULT / PESYNLTAT

Notes / HaGnoaeHUA
**6 capsules in an aluminum foil blister.
3 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6nucTep U3 anNntOMUHUEBOM (DONBLIK.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLMEN Mo NPUMeHeHUIo B NaYKy KapToHHYIa,

7

Approval date (dd.mm.yyyy)/nata ono6penus (ag.mm.rrrr): 28.07.2023 ) Al 1)\‘}) 2
(Signature & Date) Quality Assurance/(Moanuce/aata) obecnedeHuskayectsa:
Release by/Buinywero Deputy Qualified Person/: /R,\_//‘} L
(Signature & Date)/(Moanvce/aata) Macarena Gonzalez / | ) g‘(ﬂ g Z Y

Manufacturing Site/MpousBoacTeeHHan nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 5/5




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

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

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 karncynbl Kulle4yHopacTBOpUMble 20 Mr

PRODUCT

Kona : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIlM-006953
CEPUA : LC76196 DOata npoussopctea : 06/2023

BATCH MANUFACTURING DATE

Fopen go ;: 05/2025 Pasmep cepuu : 348.006 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosium 51 nogTBepxpato, YTo AaHHas MH(opMaLus siBrsieTcsl AOCTOBEPHOM U TOUHOI. [laHHas napTua npopykTa
6blna Npou3BefeHa, BKIOYas YNakoBKY/MapKUPOBKY U KOHTPOMbL Ka4ecTBa, Ha yKa3aHHOM HUXe y4acTie (yyacTkax)
B MONHOM COOTBETCTEBUU ¢ TpeBoBaHuaMu GMP MecTHOro perynupyiollero opraia, cneuudukalusiMiu B paspelieHum
Ha MapPKeTUHI CTPaHbLI-UMINOPTEPa U TEXHUYECKUMU COrNalleHUsIMU, KOTOPble MOTYT 6bITh 3aKMIOYeHbI, UNU haidnom
cneuudmkauum npogykra ans UccnegyeMbix NekapcTBeHHbLIX CPencTB.

3anucu no o6paboTke, YNaKOBKE M aHaNM3y napTuu 6bINTM NPoBepeHsl U NPU3HaHBI COOTBETCTRYHOLMMY TPeBOoBaHUSIM
GMP.

MapTua 66ina NnpousBeaeHa B llabopaTopuoc JlukoHca SA., a Tam, rae NpMMeHUMO MUKPOBUONOruvecKoe
uccnegoBaHue,
OHo npoeoauTtca B Jlaboparopuu 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.

AL
/ \7/'2:_6 0TS
Mopgnuck u para / Signature&Date: Macarena Gonzéalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number; ES/085HVI/19



