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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbl KuwevyHopacTteopumMbie 20 Mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC77568 Data npouseoactea 08.2023  Topen go 07.2025
TEST /| TECT REQUIREMENT / CMELIU®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble KenaTUHOBbLIe Kancynki paaMepa N°4, Conforms / CooTBeTcTBYET
C KpbILLEYKON CUHEro LUBeTa U KOpnycoMm
Genoro uBeTa, coflepiallyue cepuyeckme
rpaHynkl oT 6enoro fo no4ytu 6enoro ¢
HenToBaTbiM OTTEHKOM LUBeTa.
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 OO3WUPOBAHUA (AV) 3HaueHue AV, paccunutaHHoe gna 10 kancyn, 6,1

DOMKHO 6bITh He Gonee 15,0 %.

3HayeHue AV, paccuyuTtaHHoe ana 30 kancyn,

AOMKHO 6LITL He 6onee 15,0 % 1 cogepxaHue

omenpa3sona HU B OfHOM Kancyne He QOMMKHO

BbIX0AUTL 3a npegens! 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).
NMOANMUMHHOCTL (B3XX) Bpems yaepxuBaHus OCHOBHOro Conforms / CooTBeTcTBYET
NyKa Ha XpoMaTorpaMMe UCTILITYeMOoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpeMeHU yoepXUBaHUs OCHOBHOIO NUKa
Ha XpoMmaTorpaMMe cTaHOapTHOrO pacTeopa
(pazpen «KonuyecTBeHHOE onpedeneHuey).

Approval date (dd.mm.yyyy)/nata onoBpenus (og.mm.rrrr): 03.10.2023

(Signature & Date) Quality Assurance/(lMoanuce/aara) obecnevexusKadecTsa:

Release by/BeinywieHo Deputy Qualified Person/: J 4l

(Signature & Date)/(Moanucs/nata) Macarena Gonzélez A obt A0 L)

Manufacturing Site/Mpon3eofcTeeHHan nnolaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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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 AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOoOYKT OME3 kancynbl KMwe4yHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77568 Dara npouseonctea 08.2023 Fopen o 07.2025

TEST / TECT REQUIREMENT / CIIELU®UKALINA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANIMHHOCTL 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®-cnekrp nornoleHUs 0CHOBHOro NMUKa, Conforms / CooTBeTCTBYET
CHATLIW Npu XpomarorpadupoBaHuu
MCNbLITYEMOro pacTeopa, gormueH
COOTBETCTBOBaThL Y®P-cneKTpy nornoweHus
OCHOBHOIO NUKa, CHATOMY nNpu
XpoMarorpaMpoBaHuM CTaHRAPTHOTrO
pacTBopa (pazgen «KonuuecTBeHHOE

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 23%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asABNEeHHOro copepKaHus 101,2 %

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 20,2 mg/cap | MT/KATNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnoTtHana ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro cofepXaHus 3%
C17H19N303S (omenpa3sona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BytepHan cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3aaBneHHOro 100 %
copepxanusa C17H19N303S (omenpa3ona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3zona kap6okcunar

not more than 1.0 %
He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/narta ogobpenus (og.mm.rrrr): 03.10.2023

(Signature & Date) Quality Assurance/(lNoanuce/aarta) obecneyeHuaKadecTsa:

Release by/BrinyiieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/narta) Macarena Gonzalez P A

Manufacturing Site/MpoussoacTeeHHas nnowagaka: Laboratorios Liconsa, S.A. oH Jo & u Pagelctp. 2/5




) LABORATORIOS LICONSA, S.A.
ﬁ Y Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CHEMO

Fax: +34 949 26 68 37

Phone: +34 949 34 97 00

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NMPOOYKT OMES3 kancynbl kuweyHopacTteopumMblie 20 Mr

CODE
Kono 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77568 Oata npoussoagctea 08.2023 Fogen oo 07.2025
TEST / TECT REQUIREMENT / CNELJA®UKALIAA RESULT / PE3YNILTAT
IMPURITY F not more than 0.2 %
Mpumeckt F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumect G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Noban eguHUYHaA He 6onee 0,2 % <0,1%
HeMAEHTU(PULMPOBAHHAA NPUMECE
TOTAL IMPURITIES not more than 2.0 %
CymMma npumecei He Gonee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ HI. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE MNMpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aaTta ogobpenus (og.mm.rrrr): 03.10.2023

(Signature & Date) Quality Assurance/([oanuck/narta) obecneyeHusakavecTsa:
Release by/Buinywexo Deputy Qualified Person/: Jﬁ, A
(Signature & Date)/(Moanvce/nara) Macarena Gonzélez o+ )0

Manufacturing Site/MpouasogcTeenHas nnowaaka: Laboratorios Liconsa, S.A.

Pagelctp. 3/5




\./Jy LABORATORIOS LICONSA, S.A.
ﬁ \ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafal/Spain

@ I m g O 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 KMweyHopacTBopuMbie 20 mr

CODE
Kkon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77568 Oara npouzsogcrea 08.2023 Nopen no 07.2025

TEST / TECT REQUIREMENT / CNELUW®UKALINA RESULT / PE3YINILTAT

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-PVDCI/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 13 Conforms / CooTBeTCcTBYeT**
anMUHWEBOMW (honbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
€ UHCTPYKUMEN MO NPUMEHEHUIO B NaYKy
KapTOHHYO.
Mo 5 unu 10 6nucTtepoB no 6 kKancyn BMecTe
€ UHCTPYKUMEN MO NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ MHCTPYKUUel no
NMPUMEHEHUIO B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMuUHUEBLINA BnucTep.
Mo1,2,3,5, 6,9 unu 10 6nucrtepos no
10 kancyn BMecTe C UHCTPYKUMen no
NpUMeHEHUIO B NAaYKy KapTOHHYH.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKUWel no
MPUMeHEeHUIO B MaYKy KapTOHHYH.

Analysis performed according ND
INn-006953-180122

Ananua npoeegeHd no HA: .
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (og.mm.rrrr): 03.10.2023 J

(Signature & Date) Quality Assurance/(lMoanuck/nata) obecneyeHusakayecTsa: f

Release by/Buinyweno Deputy Qualified Person/: ;, ;.,ﬂi — _—
(Signature & Date)/(Moanucs/aata) Macarena Gonzélez
Manufacturing Site/MponasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5



\ﬁ,ﬂw LABORATORIOS LICONSA, S.A.
&K& Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ mﬂ— m 3 O Phone: +34 949 34 97 00
_ Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykKt OME3 kancynbl kuwe4yHopacTteopumMbie 20 mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77568 Oata npouzeopnctea 08.2023 Mopen no 07.2025

TEST / TECT REQUIREMENT / CNELUOUKALIAA RESULT / PE3YNILTAT

Notes / HaGnogeHUs
**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 (hoNbIu.
Mo 5 6nucTepor no 6 Kancyn BMecTe ¢ UHCTPYKUMel No NPUMeHeHUIo B Nayky KapTOHHYH.

&7y )
7 Ui 5
Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 03.10.2023
(Signature & Date) Quality Assurance/(Mognuck/gaTta) obecneveHuska4ecTsa: C
Release by/Beinywero Deputy Qualified Person/: 4/‘ .ff,_n:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez A\ wii o 2= )

Manufacturing Site/[pouasoacteerHas nnowanka: Laboratorios Liconsa, S.A. Pagelctp. 5/5




— ) LABORATORIOS LICONSA, S.A.

f
fx\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
i 19200 Azuqueca de Henares (Guadalajara), Espafal/Spain

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

Pa3peleHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl kuweyHopacteopumMbie 20 mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC77568 Nata npouseoactea : 08/2023
BATCH MANUFACTURING DATE

logen po : 07/2025 Paamep cepuu : 322.272 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswum s noaTeepxXaal, 4To gaHHas UHhopMaUusA ABNAETCS AOCTOBEPHON U TOYHON. [laHHas NapTus NpoayKTa
6bina npov3BefeHa, BKNOYas ynakoBKY/MapKMpPOBKY U KOHTPOMb Ka4yecTBa, Ha YKazaHHOM HUKe y4acTke (y4yacTkax)
B NONHOM COOTBETCTBUM ¢ TpeboBaHuAMM GMP MecTHOro perynupyrouiero oprasa, cneyuguKkaumMsiMm B paspeLeHmum
Ha MapKeTUHT CTPaHLI-UMMOPTEPa U TeXHUYECKUMU COrnalleHUsIMU, KOTOPhIe MOryT BbITh 3aKMKYeHbl, Unu dainom
cneuudukauuu npogykta ansa MccnegyeMiix nekapcTBEHHbIX CPEACTE.

3anucu no 06paboTKe, yNakoBKe U aHanu3y nNapTuu 6bINU NpoBepeHkl U NPU3HaHbl COOTBETCTBYOLMMU TpeGoBaHUAM
GMP.

MapTtus 6bina npousBefeHa B NlabopaTtopuoc IlvkoHca SA., a Tam, rae NpMMeHMMO MUKpoBuonoruyeckoe
uccnegoBaHue,
OHO npoBoauTtcs B JlabopaTtopuu 3yeBapHe 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,

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

PeructpauuonHoe yaocroeepenue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/19



