Q LABORATORIOS LICONSA, S.A.

p
ﬁ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
2 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
NPOAYKT OME3 kancynbl kuwe4yHopacTBopumMsie 20 Mr

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC77982 Nara npoussoactea 09.2023  Topen no 08.2025
TEST / TECT REQUIREMENT / CNEUA®UKALIUA 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 enaTUHOBLIE Kancynbl paamepa N°4, Conforms / CooTBeTCTBYET
C KpbILIEeYKOoW CUHEro LiBeTa U Kopnycom
Genoro UBeTa, cofepXallue cdepuyeckue
rpaHynkl ot 6enoro Ao no4tu Genoro ¢
XentoBaTkiM 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.
OQHOPOOHOCTL OO3UPOBAHUA (AV) 3HayeHue AV, paccuutaHHoe ana 10 kancyn, 4.3

OOMKHO B6LITL He Gonee 15,0 %.

3HaveHue AV, paccuutaHHoe gnsa 30 kancyn,

LOMKHO BkITh He Gonee 15,0 % u conepxaHue

oMenpa3ona H4 B OQHOW Kancyne He JOMKHO

BbIX0AUTL 3a npegensi 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 (B3X(X) Bpems yaepxuBaHUsA 0CHOBHOro Conforms / CooTBeTCcTBYET
NUKa Ha XpoMaTorpaMMe UCTbITYeMoro
pacTBOpa OMKHO COOTBETCTBOBATh
BpeMeHU YepXXWBaHUsl OCHOBHOIO NUKa
Ha XpoMaTtorpamMmme cTaHAapTHoOro pacTeopa
(paspgen «KonuyecTBeHHOE onpeneneHues).

Approval date (dd.mm.yyyy)/aata ogotpeHus (oa.mm.rrrr): 28.10.2023 a(n.lwwﬂLrOﬁMU
(Signature & Date) Quality Assurance/(lMoanuvce/nara) obecneyeHusKaqecTsa:
Release by/Beinywwero Deputy Qualified Person/:

(Signature & Date)/(lMoanuce/nara) Macarena Gonzalez \ 20 O s V
zm:cﬂmna_._._._mm:m:._no_\_mmchﬁmm::mm::oEmhxm“rmuoﬁmﬁo_._.um_,_oosmm,m.?\ o , _umnm,,ﬂu.‘___m

A
|



\)J
(&
CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOAYKT OME3 kancyrnbl kile4yHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77982 Oata npoussoactea 09.2023  Togen no 08.2025

TEST / TECT REQUIREMENT / CMMELUM®UKALIAA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MOANUHHOCTL 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 nornolleHUsi 0OCHOBHOTO MNUKa, Conforms / CooTBeTcTBYET
CHATLIA Npy XpoMaTtorpadpupoBaHuu
WUCMbITYEMOro pacteopa, AomKeH
cooTBeTcTBOBaTL YP-cnekTpy nornoweHus
OCHOBHOro nuKa, CHATOMY npu
XpomaTorpapMpoBaHUM CTaHAAPTHOro
pacreopa (pa3gen «KonuyecTBeHHoe
onpefeneHue»)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,7 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEAENEHUE

95,0 - 105,0 % oT 3afBNEeHHOro conepaHus 99,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNMPEOENEHUE
MI/KAMCYNA

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

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cTtagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oT 3aABneHHoOro coaepxaHus 0%
C17H19N303S (omenpa3sona)

yepea 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BycepHan ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He mexee 80 % (Q) or 3aaBneHHoro 97 %
cogepxanua C17H19N303S (omenpaaona)

yepes 30 MuH.

RELATED SUBSTANCES
POACTBEHHbIE MPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpaszona Kap6okcunar

not more than 1.0 %
He G6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ogo6pexus (oo.mm.rrrr): 28.10.2023
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(Signature & Date) Quality Assurance/(Moanuck/aata) obecneyeHuskadecTaa:

Release by/BuinyweHo Deputy Qualified Person/: m
(Signature & Date)/(Moanuce/aata) Macarena Gonzélez \ At -
Manufacturing Site/MpouasoacTeeHHasn nrolyaaxa: Laboratorios Liconsa, S.A,
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LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPOAYKT OMES3 kancynbl Kuiwe4yHopacTBopuUMble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC77982 DOara npoussopctea 09.2023  Topen no 08.2025
TEST /| TECT REQUIREMENT / CNELUU®UKALIAA 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 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHUYHaR He 6onee 0,2 % <0,1 %
HengeHTUMULUPOBAHHAA NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUMM ¢ H]. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rOgHOCTH 2 ropa.

e

(Signature & Date) Quality Assurance/(loanuck/aaTa) obecneyeHusaKaqecTsa:

Release by/BrinyuieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuce/naTa) Macarena Gonzélez

Manufacturing Site/Mpou3ssoacTeeHHas nnowaaka: Laboratorios Liconsa, mb\

Approval date (dd.mm.yyyy)/nara ono6peHus (OA.MM.ITrT): 28.10.2023 2o ol 2,
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPOOYKT OMES3 kancynbi Kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC77982 Dara npouaroactea 09.2023 Fonen no 08.2025

TEST / TECT REQUIREMENT / CNELIUDPUKALIUA 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 GnucTep 13 Conforms / CooTBeTCTBYET**
anwMUHUEBOU honbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUMWEN N0 NPUMEHEHUIO B MavKy
KapTOHHYH.
Mo 5 unu 10 6nucTepos no 6 Kancyn BMecTe
C MHCTPYKUUWEN MO NPUMEHEHUID B NavKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nucTtepor no 7
Kancyn BMecTe ¢ UHCTpYyKLUWei no
NpUMeHeHUIo B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-MN3-NBOX/
AnOMUHUEBLIN BnucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepoe no
10 kancyn BMecTe ¢ MHCTPYKLUUei no
NPUMEHEHUIO B NaYKy KAPTOHHYHO.
Mo 1,2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C UHCTPYKLWEl no
NPUMEHEHUIO B NaYKy KaPTOHHYIO.

Analysis performed according ND
In-006953-180122

AHanu3s nposegeH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpenus (ao.mm.rrrr): 28.10.2023% m_w — bAU,mHW
(Signature & Date) Quality Assurance/(lMognucs/aata) obecnedeHusikaqecTsa: i

Release by/BuinyweHo Deputy Qualified Person/: \

(Signature & Date)/(Moanuck/narta) Macarena Gonzélez x.\ \/\« 010 T 3
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\n)w LABORATORIOS LICONSA, S.A.
m/r\s Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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O _I_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nrPoaykT OMES kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC77982 Oata npoussogctea 09.2023 Monen no 08.2025

TEST / TECT REQUIREMENT / CNELA®PUKALIUAA RESULT / PE3YIILTAT

Notes / HabnrogeHun
**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 antOMUHUEBOW onbIu.
Mo 5 6nvcTepor no 6 kancyn BMecTe ¢ MHCTPYKLMeW Mo NPUMeHeHUK B NavKy KapTOHHYH.

Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.mm.rrrr): 28.10.2023 ql/l
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(Signature & Date) Quality Assurance/(lognuck/aata) obecneyeHuskayecTea:
Release by/Beinywero Deputy Qualified Person/: m
(Signature & Date)/(Mognuck/gata) Macarena Gonzélez \\ f\»...\ 0.0 %

Manufacturing Site/lNpoussoacTeeHHas nnowanka: Laboratorios Liconsa, S.A. / Pagelctp.5/5
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Pa3spelueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl Kuwe4yHopacTtBopumMbie 20 mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JINM-006953
CEPUSA : LC77982 Nata npouseogctea : 09/2023

BATCH MANUFACTURING DATE

Mopex oo : 08/2025 Pasmep cepum : 326.590 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTBepXaalo, YTo AaHHas uHdopMauus siBnseTcsl JOCTOBEPHOW U ToYHOM. [laHHas napTus NpoAykKTa
6blna NpousBedeHa, BKMOYas YNakoBKYy/MapKMpPOBKY U KOHTpONb Ka4ecTBa, Ha YKa3aHHOM HUXe yJyacTke (y4acTkax)
B MOMHOM COOTBETCTBUU ¢ TpeGoBaHuAMM GMP mMecTHOro perynupyroliero opraia, cneuudukaumamMm B paspelueHum
Ha MapKeTUHT CTPaHbI-UMMOPTEPa U TEXHUYECKUMU COrnalleHUs MY, KOTOPbIe MOTYT ObITh 3aKnioYyeHsl, unu gannom
cneuudgukauuu npoaykra ans Uccnenyembix nekapcTBEHHbLIX CPEACTB.

3anucu no oB6paboTke, yNakoBKe U aHanM3y NapTuu Gbinu NpoBepeHbl U NPUM3HaHbl COOTBETCTBYHLWMMU TPeBOBaHUAM
GMP.

MapTtusa 6wina npousBeneHa B llabopatopuoc NukoHca SA., a Tam, rae NpUMEHUMO MUKpoGUonoruyeckoe
uccnenoBaHue,
oHo npoBoauTcs B NaGopatopuu 34yeBapHe 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.

N
\ /\\A..,C \V N\_U

Mognucek u gata / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HVI/19



