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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoavkT OMES3 kancynbl kuwe4yHopacTBopuMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC76938 Oata npoussogctea 07.2023 Nogen o 06.2025
TEST /| TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTMHOBbIE Kancynbl paamepa N°4, Conforms / CooTBeTcTBYET
C KpbILWEeYKO CUHEro UBETa U KOPMYCOoM
benoro UBeTa, cofepxallue cihepuyeckue
rpaHynbi ot 6enoro go noutu 6enoro ¢
WenToBaTLIM OTTEHKOM L|BETA.
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.
OHOPOOHOCTb OO3UPOBAHUA (AV) 3HaveHue AV, paccuuTaHHoe ansa 10 kancyn, 7,2

AomKHOo 6bITh He Gonee 15,0 %.

3HaveHue AV, paccuutaHHoe ansa 30 kancyn,

AomKHo 6bITk He Gonee 15,0 % u cogepxaHue

omenpa3ona HU B OHOW Kancyne He JOMKHO

BbIXOAUTE 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).
NOANUHHOCTL (B3XX) BpeMs yaepXUBaHUA OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XxpoMmaTorpaMme UCnkLITYyeMoro
pacTtBopa OOoMmMKHO COOTBETCTBOBATH
BpemMeHU <.Dm—uuxsmm—._5u OCHOBHOTrO NMUKa
Ha XpomaTtorpaMmMe ctaHoapTHOro pacrTeopa
(paspgen «KonuuecTBeHHOE onpeAeneHue).

Approval date (dd.mm.yyyy)/aara ogobpenus (aa.mm.rrrr): 02.09.2023
(Signature & Date) Quality Assurance/([Nognuce/narta) obecneyeHusKkayecTsa:

Release by/Brinywexo Deputy Qualified Person/: \e. )

(Signature & Date)/(Moanucs/aata) Macarena Gonzélez / v oLo9 s

Manufacturing Site/MpouasogcTeexnas nnowaaka: Laboratorios Liconsa, S.A./ Page/ctp.1/5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOyKT OMES3 kancynbl KuWe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76938 Oara npoussonctea 07.2023  Topen oo 06.2025

TEST / TECT REQUIREMENT / CNELJU®UKALIAA RESULT / PE3YINILTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANMUHHOCTb B3XX (DAD getekTop) Y®-cnekTp nornoujeHus oCHOBHOIO NUKa,
CHATLIA NpyU XpomarorpacpuposaHumn
UCMNbITYEMOro pacTeopa, 4oMmKeH
COOTBETCTBOBaTh YP-cnekTpy nornoujeHus
OCHOBHOTO NUKA, CHATOMY Npu
xpomaTtorpadpoBaHuu CTaHAapTHOro
pacteopa (paspen «KonuyecreeHHoe

Conforms / CooTBeTcTBYET

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5.0 % 23%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONPEQOENEHUE 95,0 - 105,0 % oT 3aABNEHHOro coaepXaHus 100,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE ONMPEAENEHUE OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MI'IKATICYIA
MI/KAMNCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctaaus) He 6onee 10 % oT 3asBNEHHOro coepXaHus 0%
C17H19N303S (omenpasona)
Yyepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHME (BycepHas ctagus) He menee 80 % (Q) oT 3asBneHHoro 96 %
cogepxanus C17H19N303S (omenpaaona)
yepes 30 MuH.
RELATED SUBSTANCES
POOCTBEHHBLIE NPUMECH
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3zona kap6okcunart He 6onee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)/nata opobpexus (ag.mm.rrrr): 02.09.2023 A\\ﬁ”ﬁi/nﬂ ~ml

(Signature & Date) Quality Assurance/(lMoanuce/gaTa) obecneveHuaka4ecrea:
Release by/BrinyweHo Deputy Qualified Person/: m
(Signature & Date)/(Moanuce/narta) Macarena Gonzélez /
Manufacturing Site/MpouasoacTeerHas nnowagka: Laboratorios Liconsa, SA°
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

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

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC76938 Oara npoussoactea 07.2023  Tlopen no 06.2025
TEST / TECT REQUIREMENT / CMELUUN®UKALILAA RESULT / PE3YINIBTAT
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
Moban eguHUYHARA He 6onee 0,2 % 0,1%

HeuaeHTUULMPOBaHHaA NPUMech

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,2 %
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUM c HL. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbilwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHocCTh 2 ropa.
; ”’ -

Approval date (dd.mm.yyyy)/nara ogobpenus (oa.mm.rrrr): 02.09.2023
(Signature & Date) Quality Assurance/(lognuce/nata) obecneyeHuskadyectsa: /)
Release by/Buinywexo Deputy Qualified Person/: /A p)
(Signature & Date)/(Mopnucs/nara) Macarena Gonzalez /
Manufacturing Site/MpouseofcTeeHHas nnowaaka: Laboratorios Liconsa, SA. Page/ctp. 3/5
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC76938 Oara npouzeoactea 07.2023  Topen oo 06.2025

TEST / TECT REQUIREMENT / CTIELLU®UKALINA 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 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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTcTBYET**
anMUHUEeBOW dronkru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKLUEN N0 NPUMEHEHUWIO B NavKy
KapTOHHYHO.
Mo 5 unu 10 6nucTepor no 6 kancyn BMecTe
C MHCTPYKUMEN NO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo1, 2, 4,8 unu 14 6nuctepoB no 7
Karncyn BMecTe C MHCTPYKUKWeN no
NpUMeHEHUI0 B NaYKy KapToOHHYHO.
Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnoMUHUEBLIA BnivcTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ MHCTPYKUUEW No
NPUMEHEHUKD B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrtepoe no 14
Kancyn BMecTe ¢ MHCTPYKLUel no
NPUMEHEHUH B NaYKy KapTOHHYH.

Analysis performed according ND

Jn-006953-180122

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

p—

Approval date (dd.mm.yyyy)/nata onobpexus (oo.mm.rrir); 02.09.2023 —=% A ﬂ.u.v
(Signature & Date) Quality Assurance/(Moanuce/aarta) obecneyeHuskaqecTsa:

Release by/BeinyweHo Deputy Qualified Person/: NZN )
(Signature & Date)/(Moanuck/naTa) Macarena Gonzalez Rl AR«

Manufacturing Site/MpouasoacTeeHHan nnowaaka: Laboratorios Liconsa, S.A. Pagel/ctp. 4 /5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC76938 Oara npouseoactea 07.2023 Nopen no 06.2025

TEST / TECT REQUIREMENT / CIIELIM®UKALIUA RESULT / PE3YNILTAT

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 anNtOMUHUEBON (honbru.
Mo 5 6nucTepoR no 6 Kancyn BMecTe C MHCTPYKLUUER MO NPUMEHEHUIO B NaYKy KapTOHHYH.

=

Approval date (dd.mm.yyyy)/gata ogobpeHus (oa.mm.rrrr): 02.08.2023 ml \Aﬂ:uw O HWL
(Signature & Date) Quality Assurance/(lNoanvce/aaTa) obecneveHusikavecTsa:

Release by/Beinywero Deputy Qualified Person/. _.‘_

(Signature & Date)/(lMognuck/gata) Macarena Gonzalez e o

Manufacturing Site/TlpoussoacTeeHHas nnowaxa: Laboratorios Liconsa, S.A. [ S
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PaspelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl Kuwe4yHopacTBopumMblie 20 Mr

PRODUCT

Koa: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIM-006953
CEPUA : LC76938 DNata npoussoactea : 07/2023

BATCH MANUFACTURING DATE

Fopen oo : 06/2025 Paamep cepum : 357.840 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s noaTBEpPXAAD, YTO AaHHaA UHGOPMaLMs SIBNAETCH JOCTOBEPHOW U TOYHOW. [laHHas napTus nNpoaykTa
6bina npoussefeHa, BKMOYas YNaKoBKY/MapKMpOBKY U KOHTPOINbL KauyecTBa, Ha YKa3zaHHOM HUXe yyacTke (yyacTkax)
B MOMHOM COOTBeTCTBUU C TpeGoraHuamMU GMP mMecTHOro perynupyrlLero oprada, cneyuguKalMsaMu B paspelueHnm
Ha MapKeTUHT CTPaHLI-UMNOpTepa U TeXHUYECKUMUK COrNalleHUs MUY, KOTOphLIe MOTYT BbiTh 3aKnioYeHbl, Unu gannom
cneundukayuu npopykra Ansa MccnepgyeMuix NeKapcTBEeHHbLIX CPeacTR.

3anucu no o6paboTke, ynakoBKe U aHanuay napTuu 6LINU NPOBEPEHBI U NPU3HaHbI COOTBETCTBYIOLUMMU TpeGoBaHUAM
GMP.

MapTus 66ina npouzeeneHa B NabopaTtopuoc INukoHca SA., a Tam, rge NPUMEHUMO MUKpoGUonorudeckoe
uccnegoBaHue,
oHo npoBoauTcs B lla6opaTtopuu 3uesapHe 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.

/

%hr 0aLH
Moanuck 1 aara/ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucTpauunoHHoe ygoctoeepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



