;\\) LABORATORIOS LICONSA, S.A.
(\j Avda Miralcampo 7. Polig Ind. de Miralcampo
N\~ 19200 Azuqueca de Henares - Guadalajara - Spain

CH EI I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoOYKT OME3 kancynbl Kuwe4yHopacTtBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC68058 Dara npouseoactea 06.2022 Fopen oo 05.2024
TEST / TECT REQUIREMENT / CNELIU®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.
OMUCAHUE TBepAble XenaTUHOBLIE Karncynbl pa3mepa N°4, Conforms / CooTBeTCTBYET
C KphbILWeYyKol CUHEro LiBeTa U Kopnycom
6enoro uBeTa, coaepxalyue cepuyeckue
rpaHynsl oT 6enoro go no4yrtu 6enoro ¢
XenToBaTbIM 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.
OOHOPOOHOCTb JO3UPOBAHUA (AV) 3HauyeHue AV, paccuutaHHoe ans 10 kancyn, 4,2

LOMKHO 6bITh He 6onee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ansa 30 kancyn,

[ONXHO ObITb He 6onee 15,0 % U cogepxaHue

oMenpa3ona HU B OAHO Karncyrne He fOMKHO

BbIXOAUTL 3a npegenk! 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).
MNOANUHHOCTD (B3XX) Bpemsi yaepxuBaHusa oCHOBHOro Conforms / CooTBeTcTBYET
nuKa Ha XxpomMaTorpaMmme UCNbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBATb
BpeMeHU yAepXuUBaHUS OCHOBHOFO NuKa
Ha XpomaTorpamme cTaHAapTHOro pacteopa
(pa3pen «KonuuyecTBeHHOE onpepAeneHue»).

Approval date (dd.mm.yyyy)/aata ogobpenus (aa.mm.rrrr): 03.11.2022

(Signature & Date) Quality Assurance/(lMoanuck/aata) obecneveHuskayecTsa:

Release by/Brinyuieso Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/nara) Cristina Benedicto Ibafiez

Manufacturing Site/lNpouasoacreenHas nnowagka: Laboratorios Liconsa, S.A. | e w/ S Y Page/ctp. 1/5
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LABORATORIOS LICONSA, S.A.

Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain

Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancynbl kuiwieyHopacTtesopumMble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC68058 Oata npoussoactea 06.2022 FopeH po 05.2024

TEST / TECT REQUIREMENT / CMIELUA®UKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NoANnUHHOCTbL 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®-cnekTp nornoileHUsi OCHOBHOro MUKa,
CHATbIA NpU XpomaTorpadupoBaHum
UCMbLITYEMOro pacTeopa, AomKeH
COOTBETCTBOBaThL Y®-crneKkTpy nornoweHus
OCHOBHOFO MUKa, CHATOMY Npu
XpomartorpadupoBaHUm CTaHAAPTHOrO
pactBopa (pa3gen «KonuyectseHHoe

Conforms / CooTBeTcTBYET

onpepnenexuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOINMUYECTBEHHOE OMPEQOENEHUE 95,0 - 105,0 % oT 3asiBneHHOro cogepxaHus 100,3 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE OMPEAENEHUE
MP/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

20,1 mg/cap / M[/KAMCYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHMUE (KucnotHas cragus) He 6onee 10 % ot 3asaBneHHOro coaepxaHus 0%
C17H19N303S (omenpa3sona)
yepes 120 MUH

DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.

PACTBOPEHUE (BydepHas cranus) He meHee 80 % (Q) ot 3asBneHHOro 97 %
cogepxaHusa C17H19N303S (omenpa3ona)
yepe3 30 MuUH.

RELATED SUBSTANCES

POOCTBEHHBIE NPUMECHU

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

OmMenpa3ona kap6okcunar

Approval date (dd.mm.yyyy)/aata ogo6peHnus (oa.mm.rrrr): 03.11.2022
(Signature & Date) Quality Assurance/(Moanucek/naTa) obecneveHusikayecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Cristina Benedicto Ibafiez

Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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,’i\\) LABORATORIOS LICONSA, S.A.
(\{ Avda Miralcampo 7. Polig Ind. de Miralcampo
19200 Azuqueca de Henares - Guadalajara - Spain
C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaYKT OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC68058 Dara npoussoactea 06.2022 Fopen oo 05.2024
TEST / TECT REQUIREMENT / CINTIELLU®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumeck 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
IMobas eauHUYHas He Gonee 0,2 % <0,1 %
HeuaeHTU(ULMpPOBaHHas NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecen He Gonee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cootBeTcTBUM ¢ HO. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogo6penus (oa.mm.rrrr): 03.11.2022
(Signature & Date) Quality Assurance/(Mognuck/nara) obecneveHusikayecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafez /

Manufacturing Site/MpouasoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A. P‘ / ‘“(/ o031 22
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LABORATORIOS LICONSA, S.A.

f\\)
(k\)/ Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

CH E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIUSA

PRODUCT OMEZ capsules enteric-coated 20mg
nPoaykT OMES3 kancynbl kuwe4yHopacTBOpUMbIe 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC68058 Dara npoussoactea 06.2022 Fopen no 05.2024

TEST / TECT REQUIREMENT / CNIELIU®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 6nuctep U3 Conforms / CooTBeTcTBYET**

anioMuHUeBon (onbru

Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C UHCTPYKUUEN Mo NPUMEHEHUIO B Na4Ky
KapTOHHY!O.

Mo 5 unu 10 6nucrepor no 6 kancyn BMmecTe
€ UHCTPYKUUEN No NPUMEHEHUIO B NayvKy
KapTOHHY!O.

Mo 1, 2, 4, 8 unu 14 6nucrtepos no 7

Kancyn BMecTe ¢ UHCTPYKLUei no
NpYMeHeHUIo B NaYKy KapTOHHYHO.

Mo 10 unu 14 kancyn B NMBX-MN3-NBAX/
AnoMUHUEBLINA 6niucTep.

MNo1, 2, 3,5, 6,9 unu 10 6nucrtepos no

10 kancyn BMecTe C UHCTPYKUUel no
NpUMEHeHUI0 B NAYKy KAPTOHHYIO.

Mo 1, 2, 3, 4 unu 7 6nuctepos no 14

Kancyn BMecTe ¢ UHCTPYKLUel No
NPUYMeHEHU0 B NaYKy KapTOHHYIO.

Analysis performed according ND
In-006953-180122

AHanu3s nposeneH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/aaTta onobpeHus (ag.mm.rrrr): 03.11.2022 ’ ' =
(Signature & Date) Quality Assurance/(lMoanuce/gara) obecneyeHuskayecTsa: C)% \ l . 2 Z
Release by/BrinywieHo Deputy Qualified Person/: ,
(Signature & Date)/(IMopnuck/nara) Cristina Benedicto Ibafiez x
Manufacturing Site/[MpoussoacTBeHHas nnowagka: Laboratorios Liconsa, S.A. O forchfr e
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LABORATORIOS LICONSA, S.A.

~)
((/\\_,J) Avda Miralcampo 7. Polig Ind. de Miralcampo

19200 Azuqueca de Henares - Guadalajara - Spain

CH EmO 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 OMES3 kancynbl KuweyHopacTtesopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC68058 Oata npoussoactea 06.2022 Mopen no 05.2024
TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT

Notes / HabnoaeHUs
**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 (PONbLIU.
Mo 5 6nuctepoB no 6 kancyn BMecTe ¢ MHCTPYKLXe No NPpUMeHEHHIO B MavKy KapTOHHY!O.

Approval date (dd.mm.yyyy)/aata onobpenus (aa.mm.rrrr): 03.11.2022 .
(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneyeHuskavecTsa: \ (\% : \l \ QZ
Release by/Beinywerno Deputy Qualified Person/: ’
(Signature & Date)/(Moanuck/nata) Cristina Benedicto Ibafiez Py [
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Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. }
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) LABORATORIOS LICONSA, S.A.

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

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

Pa3spelwueHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES kancynbl KuwevyHopacTeopumMbie 20 mMr

PRODUCT

Kof : 231903 Market : Russia

CODE Homep MA / MA NUMBER : I1lM1-006953
CEPUA : LC68058 [ara npoussoactea : 06/2022
BATCH MANUFACTURING DATE

FoaeH o : 05/2024 Paamep cepuu : 340.992 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoawmm s nogreepxaalo, UTo AaHHas UH(hOpMauua SIBNSETCA AOCTOBEPHOI U TOYHOI. flaHHan napTus npoaykTa
6bINna npousBeaeHa, BKMIOYAA YNaKoBKY/MapKUPOBKY U KOHTPONL KauecTBa, Ha yKa3aHHOM HUXe y4yacTke (yyacTkax)

B NOMHOM COOTBETCTBUM ¢ Tpe6oBaHUAMU GMP MeCTHOro perynupytoLlero opraHa, cneyuguKkalusMm B paspeLueHum
Ha MapKeTUHI CTPaHLI-UMNOPTEPa U TEXHUYECKUMU COTnalleHUIMU, KOTOPLIe MOTYT GbITh 3aknioyeHbl, Unu ¢ainom
cneyudukauum npoaykta gna UccnepyeMeix nekapcTBeHHbLIX CPeACTB.

3anucy no o6paboTke, ynakoBKe U aHanuay napTuu 6bLINY NnpoBepeHsbl U NPU3HaHbI COOTBETCTBYIOWUMU TPeBOBaHUAM
GMP.

MapTusa 6bina npouaseaeHa B llaGopaTtopuoc NukoHca SA., a Tam, rae npuMeHUMo MUkpo6uonoruveckoe

uccnenosaHue,
OHO npoBoguTca B JlaBopaTtopuu 3uyeBapHe 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.

Y / D
f ”’/ y(l‘/é (l 7 Zﬁ

Moanuck u aata/ Signature&Date: Cristina Benedicto Ibafiez
1 Deputy Qualified Person

Perucrpauunontoe ynocroeepeHue / Manufacturing Authorization: 3414E
Homep JTukoHca GMP / LICONSA GMP Number: ES/085HVI/9



