«hf/w LABORATORIOS LICONSA, S.A.
/k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espania/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayYKT OMES3 kancynbl kuweyHopacTeopumMbie 20 Mr

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76316 Data npouseoactea 06.2023  Togen ao 05.2025
TEST/TECT REQUIREMENT / CMELWDUKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNWUCAHUE TeepAble XenaTUHOBbIe Kancynbl pa3mepa N°4, Conforms / CooTBeTcTBYET
C KpbIlWeYKoil CUHero LiBeTa U KOpnycom
6enoro LUBeTa, cofepxallue cepudeckue
rpaHynel oT 6enoro Ao nourtu 6enoro ¢
WentoBaTbiM 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.
OHOPOOHOCTbL OO3UPOBAHUA (AV) 3naveHue AV, paccuutaHHoe ana 10 kancyn, 91

nomkHo 6bITk He Bonee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ana 30 kancyn,

LOOMKHO BbITk He Bonee 15,0 % u copepxaHue

omenpa3ona HU B OfHOWM Kancyne He AOMKHO

BbIXOAWThL 3a npedens! 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).
NOANUHHOCTD (B3XX) Bpems yoepXuMBaHUs OCHOBHOIo Conforms / CooTBeTcTBYeET
NUKa Ha XpomaTorpamMmMe UcnbiTyeMoro
pacTeopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yAepXUBaHUS OCHOBHOMC Nuka
Ha XxpoMaTtorpamMmme CTaHAapTHOro pacTteopa
(pasgen «KonuuyecTBeHHOE onpeaeneHue»).

Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 02.08.2023 L
(Signature & Date) Quality Assurance/(Moanucs/nara) oBecnevenuskasecrsa: & 050723
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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espanal/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76316 Oata npouasoactea 06.2023 logex po 05.2025

TEST / TECT REQUIREMENT / CNELUU®UKALIAA RESULT / PE3YINIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOoONUHHOCTL 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 nornouieHnWs 0CHOBHOro NUKa, Conforms / CooTBeTcTBYET
CHATHLIA NpU XpomarorpadupoBaHum
WUCNBITYeMOro pacTBopa, AomKeH
COOTBETCTBOBAaThL YP-CreKTpy NornoleHusn
OCHOBHOFO MUKa, CHATOMY Npu
XpomaTorpadupoRaHul CTaHAApTHOrO
pactBopa (pasaen «KonuyecTBeHHoe
onpeneneHuen)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 2,3%

OMEPRAZOLE ASSAY %
KONMUWYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asiBNeHHOro cofepXaHus 100,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE ONPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap | MI'TKATICYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNEHHOrO COAEPKAHUA 3%
C17H19N303S (omenpa3ona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BycepHas ctanus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBneHHoro 96 %
copepxanusa C17H19N303S (omenpasona)

yepez 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/aata onobpeHus (ag.mm.rrrr). 02.08.2023 o
(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecnevenusiadectea: A ( 3 0% 3

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/naTa) Macarena Gonzélez \_/ o020 ¥ M
Manufacturing Site/TpouasoacTeerHan nnowanxa: Laboratorios Liconsa; S.A. ‘ Pagelctp. 215
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espainal/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
nPoayKT OMES3 kancynbl kuwe4HopacTBopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76316 Nara nponzsogctea 06.2023  Topen no 05.2025
TEST / TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YINbTAT
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
Nwbas eauHnyHan He Gonee 0,2 % <0,1 %
HeugeHTUdULUUPOBaHHAA NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cooTtBeTcTBMM € HI. Conforms / CooTBeTcTRYET
STORAGE Below 25 °C

XPAHEHUWE Mpu TemnepaTtype He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rogHoCcTH 2 ropa.

Approval date (dd.mm.yyyy)/aata ogo6penus (aa.mm.rrrr): 02.08.2023
(Signature & Date) Quality Assurance/(Toanuce/aaTa) obecneyeHuskadecTsa:

Release by/Bbinywe+xo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aara) Macarena Gonzalez
Manufacturing Site/MpoussogcTeerHas nnolaaka: Laboratorios Liconsa, S.A.
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p= /w LABORATORIOS LICONSA, S.A.
\s i/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O I m 3 O 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 Kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76316 Dara npouzsopctea 06.2023  Topen no 05.2025

TEST /| TECT REQUIREMENT / CNELIU®UKALINA 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, 6,9 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 U3 Conforms / CooTBeTcTBYET**
anlMUHUEeBOU (honbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKLMEN NO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 5 vnu 10 6nucTepos no 6 kancyn BMecTe
€ UHCTPYKUUEN MO NPUMEHEHUID B NayvKy
KapTOHHY!O.
Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTpyKuuen no
NPUMEHEHUIO B MaYky KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnOMUHUEBBIA BriMcTep.
Mo1,2, 3,5, 6,9 unu 10 6nuctepor no
10 kancyn BMecTe C MHCTPYKUMWEN no
NPUMEHEHUID B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTpYKUUeii no
NPUMEHEHUI B NaYKy KapTOHHYHO.

Analysis performed according ND

1nn-006953-180122

Ananus npoeeneH no HA: .
1n-006953-180122

Approval date (dd.mm.yyyy)/nata opobpeHus (aa.mm.rrrr): 02.08.2023

(Signature & Date) Quality Assurance/(Mognuck/aata) obecneyeHuakaqecTsa: 030 123 i 2

Release by/Brinyweno Deputy Qualified Person/: =

(Signature & Date)/(Mognuck/paTa) Macarena Gonzalez \ /.\\Q 20 . v\ -
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\CJ}V LABORATORIOS LICONSA, S.A.
ﬁ/\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espafna/Spain

O_l_ m BO 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 KMwe4yHopacTBopumbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76316 Oata npouseoactea 06.2023  Troaen no 05.2025

TEST / TECT REQUIREMENT / CNMELUA®UKALIUA RESULT / PE3YNIBTAT

Notes / HabnwgeHus
**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 6auctep U3 antOMUHUEBON ONLIY.
Mo 5 6nuctepos no 6 Kancyn BMecTe ¢ UHCTPYKLUMeN MO NPUMMEHEHUI0 B NaYKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/aaTa ono6peHus (aa.mm.rrrr): 02.08.2023 -

(Signature & Date) Quality Assurance/(Tlognucs/aata) obecnevenuskadecrea: 0> 0643 NP
Release by/Buinywero Deputy Qualified Person/: \

(Signature & Date)/(Mopnuck/nata) Macarena Gonzalez / ,Ns ©3.0 3.2 w

Manufacturing Site/MpouasoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A/ Pagelctp. 5/5



) LABORATORIOS LICONSA, S.A.
N/c& Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espana/Spain

O _I_ m 3 o Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

MPOOYKT : OME3 kancynbl kMwe4yHopacTtesopumMble 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIN-006953
CEPK4A : LC76316 Narta npoussoactea : 06/2023

BATCH MANUFACTURING DATE

lopen po : 05/2025 Pasmep cepum : 355.680 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiwum s nogTBEPXAako, MTo faHHas MHpOpMaUus ABMNSeTCA 4OCTOBEPHON U ToYHON. [laHHasA napTusA NPoAayKTa
6bina Nnpou3BeAeHa, BKNHOYasl ynakoBKy/MapKMpOBKY U KOHTPOIb KayecTBa, Ha yKka3aHHOM HuXKe yJacTke (y4acTkax)
B NONHOM COOTBETCTBUM ¢ TpeboraHuamu GMP MecTHOro perynupytollero opraHa, cneyudgpuxkaymamMu B paspelieHum
Ha MapKeTUHI CTPaHLI-MMIOPTEpa U TEXHUYECKUMU COrfalleHUsiMU, KOTOPbIe MOTYT BbITh 3aKMioYeHkl, UMK dailnom
cneuuduKauum npoaykTa aAna UccnegyeMbix nekapcTBeHHbIX CPeCcTB.

3anucu no o6paboTKe, YNaKoBKe U aHanuay napTuu Gbinu NpoBepeHs! M NPU3HAHBLI COOTBETCTRYIOWUMMU TpeboBaHUAM
GMP.

MapTun 6bina npoussegeHa B NabopaTtopuoc MukoHca SA., a Tam, rae NPUMEHUMO MUKpoBuonoruyeckoe
uccrnegoBaHue,
oHo npoBoguTtcs B [labopaTtopun 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.

' =
\i_\mm.wu_,..w m.‘.r\

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

PerucTpaunonHoe ygoctosepenue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HVI/19



