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LABORATORIOS LICONSA, S.A.

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

@ H E m@ Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPOoOYKT OMES kancyrsbl kMwevyHopacTBopuMble 20 Mr

CODE
Kopn, 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71422 Dara npoussoactea 11.2022 Fopen no 10.2024
TEST /| TECT REQUIREMENT / CNELW®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 TBepAble XenaTUHOBbIe Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbIlEYKoil CUHEero LiIBeTa U KOpnycom
6ernoro LBeTa, cofepxaluue cgepuyeckme
rpaHyribl OT 6eroro 4o noyty 6enoro c
EenToBaThbIM 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.
OJHOPOOHOCTb OO3UPOBAHUSA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn,

[OMKHO 6bITb He Gornee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

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

omMernpasorna H1 B O4HOI Karcyre He AOMKHO

BbIXoAUTb 3a npegensi 0,75M-1,25M.

11,0

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).
NOANUHHOCTDb (B3XX) Bpems yaoepxvMBaHUsi OCHOBHOrO
nukKa Ha Xxpomarorpamme UCMbITYyeMOro
pacTBOpa AOMKHO COOTBETCTBOBaTh
BpeMeHU yAepXX1MBaHUs OCHOBHOIO Nnuka
Ha XxpomaTorpamme CTaHAapTHOro pacTeopa
(paspen «KonuyectBeHHOe onpenerneHue»).

Conforms / CooTBeTCTBYET

Approval date (dd.mm.yyyy)/nata ogo6bperus (og.mm.rrrr): 23.12.2022 < ~
(Signature & Date) Quality Assurance/(lMopnucek/garta) obecneveHuskadecTtsa: '
Release by/Brinywero Deputy Qualified Person/: 7
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez /\,
Manufacturing Site/lMponssoacteenHas 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), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaYKT OMES3 kancynbi kuwevyHopacTBopuMblie 20 mMr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC71422 Oata npoussogctea 11.2022 Fopen mo 10.2024

TEST / TECT REQUIREMENT / CNELAD®UKALIAA RESULT / PE3YJIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

noanMHHOCTb B3XX (DAD petektop)

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®-cneKkTp rorrnolleHnus OCHOBHOrO MNukKa, Conforms / CooTBeTCTBYET
CHATBLIN NpU XpomMartorpadupoBaHuu
UCMbLITYEMOrO pacTBOpa, JOMKeH
COOTBETCTBOBaThb Y®P-cneKTpy nornoLeHus
OCHOBHOTO MUKa, CHATOMY Npu
XpomaTorpagupoBaHuu CTaHAAPTHOro
pactBopa (pasnen «KonuuectseHHoe

onpegeneHue)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KOJIMYECTBEHHOE OMNPEOENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cofepxaHus 99,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEOENEHUE
MI/KAMNCYIA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MI'/KATICYITA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBNeHHOro cofepxaHus 2%
C17H19N303S (omenpasona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cTtagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBNeHHOro 98 %
copepxaHus C17H19N303S (omenpasona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.mm.rrrr): 23.12.2022

(Signature & Date) Quality Assurance/(Moanucs/aata) obecneveHusikadecTsa: R X -

Release by/BuinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnucs/aata) Macarena Gonzalez }L / v
/ X NTAT Pagelctp.2/5

Manufacturing Site/lMpousBogcTeeHHas nnowagka: Laboratorios Liconsa, S.A.




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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOoyKT OMES kancynbl KuwevyHopacTBopUMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC71422 Oata npouseogcrea 11.2022 Fopen mo 10.2024
TEST /| TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
MNMpumeck 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
IMobas eguHUYHas He Gonee 0,2 % <0,1 %

HenaeHTUULUpPOoBaHHas NPUMeCh

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND .

MAPKUPOBKA B cooTtBeTcTBUM ¢ HJ. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbliwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/aaTta onobpenus (aa.Mm.rrrr): 23.12.2022 ((Q’ﬁ?‘\‘ S 12D T~

(Signature & Date) Quality Assurance/(Mognucs/aata) obecneyeHuskadecTsa:
Release by/Beinyierno Deputy Qualified Person/: )
(Signature & Date)/(Moanucsk/nata) Macarena Gonzélez / Vi
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y \B LABORATORIOS LICONSA, S.A.

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

(\ H E m Q Phone: +34 949 34 97 00
4 - Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITA3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaoykT OMES3 kancynbl Kuwe4yHopacTBopUMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUSA LC71422 Oara npoussonctea 11.2022  Topen mo 10.2024

TEST / TECT REQUIREMENT / CNELUN®UKALIUA 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTtep 13 Conforms / CooTBeTCTBYET**
antoMuHUeBon donbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKLMEN No NPUMEHEHUIO B Na4Ky
KapTOHHYIO0.
Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe
C MHCTPYKUMEN MO NPUMEHEHUI0 B NayKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Karicyn BMecTe C MUHCTPYKL el no
NPUMeHEHUI0 B NaY4Ky KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-M3-NBOX/
ArnoMUHUEBBI 6nucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepoB no
10 kancyn BMecTe ¢ MHCTPYKUUen no
NPUYMEHEHUIO B NAYKy KQpPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND
11M-006953-180122

AHanus npoBeneH no HAO:
J1Mn-006953-180122

Approval date (dd.mm.yyyy)/aaTa ogobpenus (oa.Mm.rrrr): 23.12.2022 =527 S&RN2Z2 .

(Signature & Date) Quality Assurance/(Mognuce/aaTa) obecnevyeHusikaqecTsa: o

Release by/BbinyuieHo Deputy Qualified Person/: )

(Signature & Date)/(Mopnucs/para) Macarena Gonzélez L/ \ /,7

Manufacturing Site/lpoussoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A. ,/ {/ 221111 Pagelctp. 4 /5



”\\) LABORATORIOS LICONSA, S.A.

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

(Q\H El I IQ Phone: +34 949 34 97 00
o Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 karncyrbi KuwevyHopacTBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC71422 DOara npouseoacrea 11.2022 Fopen po 10.2024

TEST / TECT REQUIREMENT / CNELW®UKALKUA RESULT / PE3YINbTAT

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 antoMUHUEBON ponbriu.
Mo 5 6nivcTepoB no 6 kancyn BMecTe ¢ UHCTPYKLMeN o NpUMeHeHUIo B Mavky KapTOHHYIO.

YO (P74
Approval date (dd.mm.yyyy)/nata ono6perus (Aa.MM.rrrr): 23.12.2022 L
(Signature & Date) Quality Assurance/(lMoanuce/aata) obecneveHuskavecTsa:
Release by/Beinyuerno Deputy Qualified Person/: T
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez //;\‘ /',/ A
Manufacturing Site/[MponaBoacTBeHHas nrowazka: Laboratorios Liconsa, S.A. / / 1 5 .1 Pagelctp. 515



\) LABORATORIOS LICONSA, S.A.

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

(’”‘\H E m@ Phone: +34 949 34 97 00
> Fax: +34 949 26 68 37

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancyrnbl KuwedyHopacTBopumMmblie 20 mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M1-006953
CEPUA : LC71422 DNata npoussogcrea : 11/2022

BATCH MANUFACTURING DATE

lonen no : 10/2024 Paamep cepum : 331.609 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiwum 51 nogTBepxaato, 4To AaHHasi MH(opMaLus sIBISIeTCS JOCTOBEPHON U TOYHOMN. [laHHasA napTus npoaykra
6bina npousBeneHa, BKoUas yrnakoBKy/MapKUPOBKY U KOHTPOIb KauecTBa, Ha yKa3aHHOM HUXe y4yacTke (y4acTkax)

B MOJIHOM COOTBETCTBUM ¢ TpeGoBaHusiMu GMP mMecTHOro perynupytollero opraHa, crneuudpukaumamMmi B paspeLueHnm
Ha MapKeTUHr CTPaHbI-MMNopTepa U TeXHUYECKUMU COrfalleHUsIMU, KOTopble MOTYT GbITh 3aKMoYeHbl, UIu (annom
cneundpukaumm npopykra ana Mcernegyembix nekapcTBeHHbLIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanuU3y nNapTumn GbINy NPoBepeHbl U NPU3HaHbI COOTBETCTBYIOWUMY TPeGOoBaHUSIM
GMP.

MapTus 6bina npousBeneHa B Jlaboparopuoc fNlukoHca SA., a Tam, rae NPMMEHUMO MUKPOOBUOoNoruyeckoe
uccrenoBaHue,
OHo npoBoautcs B llabopaTopuu 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.

Mopnuck u gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuonHoe ynoctoBeperue / Manufacturing Authorization: 3414E
Homep NukoHca GMP / LICONSA GMP Number: ES/085HVI/19



