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
CEPTU®UKAT AHAIIUSA

PRODUCT OMEZ capsules enteric-coated 20mg

nPoaYKT OMES3 kancynbi Kuiwe4yHopacTeopumMbie 20 Mr

CODE
Ko 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC74169 Oara npouseonctea 03.2023  Tlopen no 02.2025
TEST / TECT REQUIREMENT / CIMIELUU®UKALIUA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMUCAHUE TeepAble XenaTuHOBLIE Karncynbl paamepa N°4, Conforms / CooTBeTCTBYET

C KpbILEYKOI CMHEro LIBeTa U Koprnycom
6enoro LBeTa, cogepxalyue cepuleckme
rpaHynbl ot 6eroro 4o nouTy 6enoro ¢
WenToBaTbIM 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.

OOHOPOOHOCTb [JO3UPOBAHUA (AV)

3HaueHue AV, paccuuTaHHoe ans 10 kancyn,

48

AOMKHO 6bITb He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 Kancyn,
[OMKHO 6LITh He 6onee 15,0 % v copepxaHue
oMernpasoria H4 B OfHOW Karncyrne He AOMMKHO
BbLIXOAUTHL 3a npepensi 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).

NOANUHHOCTDL (B3XX)

Bpewmsi yaepXuUBaHUSI OCHOBHOFO

Conforms / CooTBeTCTBYET

nuKa Ha XpomarorpamMmme UCNbITYeMoro
pacTBopa A0MKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOrO Nuka

Ha XpomaTorpamme cTaHAapTHOro pacteopa
(pasgen «KonuuecTBeHHOe onpefeneHune»).

Approval date (dd.mm.yyyy)/aata ogobpeHus (ag.MMm.rrrr): 26.04.2023

(Signature & Date) Quality Assurance/(lMoanucs/aara) obecrneveHusikadecTsa:

Release by/BbinyieHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/nara) Macarena Gonzalez

Manufacturing Site/MpouasoacTBeHHas nnolaaka: 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), Espafal/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPoaykKT OMES3 kancynbl KuleyHopacTBopumble 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC74169 Oata npoussogctea 03.2023 Fopen po 02.2025

TEST / TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YJIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOASIMHHOCTh B3XX (DAD netektop)

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 normnoLeHusi OCHOBHOIO MuKa, Conforms / CooTBeTCTBYET

CHATBLIN NpU XpomarorpadupoBaHumu
UCTLITYeMOro pacTBopa, JoKeH
cooTBeTCTBOBaThL Y®-creKTpy rnorrnoLeHus
OCHOBHOTO MUK, CHATOMY Npu
XpomaTtorpaupoBaHumn CTaHAaPTHOroO
pacrtBopa (pasnen «KonuuectseHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He G6onee 5,0 % 1,9 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMNPEOENEHUE 95,0 - 105,0 % oT 3asiBNeHHOro copepXaHusi 101,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KOJNMMYECTBEHHOE ONPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,3 mg/cap / MI'/KATICYITA

MI/KAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctanus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBreHHOro coepxaHus 0%
C17H19N303S (omenpa3ona)

yepe3s 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asiBNeHHOro 103 %
copepxaHus C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kap6okcunar

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

<0,1 %

Approval date (dd.mm.yyyy)/nata onobperus (Aa.MM.rrrr): 26.04.2023

(Signature & Date) Quality Assurance/(IMognucs/aaTa) obecneveHusikadecTsa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez

Manufacturing Site/MpoussogcteeHHas nnowiaaka: 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), Espaiia/Spain
Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg

nPoaoyKT OMES3 kancynbi kMwevyHopactBopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC74169 Nata npouseoactea 03.2023  Topen no 02.2025
TEST / TECT REQUIREMENT / CNELUUA®UKALINA RESULT / PE3YNIbTAT
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 Gornee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
IMo6as eguHKuHas He Gonee 0,2 % 0,1 %
HeupeHTUpULMUPOBaHHas NpUMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cootsetcTBUM ¢ HI. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE MNpu Temnepatype He Bblwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aata ofobperus (oa.Mm.rrrr): 26.04.2023

(Signature & Date) Quality Assurance/(Moanuck/aara) obecneveHuskadecTsa:

Release by/Boinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez

Manufacturing Site/MponssofcTBeHHas nnotaaka: Laboratorios Liconsa, S.A.

. o\ 1 5 Pagel/ctp. 3/5

LT

Zeceul3

A




,wq\) LABORATORIOS LICONSA, S.A.

(\\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
(ﬁ H = ﬁﬂ (} Phone: +34 949 34 97 00
e | = - Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAIU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OME3 kancyrnbl KulieyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74169 Nara npouseopcrea 03.2023 Fopen o 02.2025

TEST / TECT REQUIREMENT / CMELIU®UKALINA RESULT / PE3YJIbTAT

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 6nucrep U3 Conforms / CooTBeTCTBYeT**

antoMuHueBol onbsru

Mo 2 unu 20 6nucTepoB no 5 Karicyn BMecTe
C UHCTPYKUMEN MO NMPUMeHEHUIo B Nayky
KapTOHHYIO.

Mo 5 unu 10 6rnuctepoB no 6 kancyrn BmecTe
C UHCTPYKUMEN Mo NPUMEHEHUIO B MayKy
KapTOHHYHO.

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

Karicyn BMecTe C UHCTpYKLUueii no
NPUMEHEHMIO B NaYKy KapTOHHYIO.

Mo 10 unu 14 xancyn B NBX-N3-NBOX/
ArnoMUHUEBBI 6nucTep.

Mo1,2,3,5,6,9 unu 10 6nucrepos no

10 Kancyn BMecTe ¢ MHCTPYKUUel no
NPUMEHEHMIO B NaYKy KapTOHHYIO.

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

Karncyrn BMecTe C UHCTpyKLuern no
NPUMEHEHMIO B NaYKy KapTOHHYIO.

Analysis performed according ND
J1N-006953-180122

AHanus nposepeH no HA:
11n-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6peHus (Aa.Mm.rrrr): 26.04.2023 ¢ ?

(Signature & Date) Quality Assurance/(Mopnucs/aaTa) obecrneveHuskadecTsa: S { 2 COMA 22
Release by/BeinywyeHo Deputy Qualified Person/: \, -

(Signature & Date)/(Moanucs/aarta) Macarena Gonzalez % ( . \ N
Manufacturing Site/lMpouasoacteeHHas nnotjagka: Laboratorios Liconsa, S.A. \P}\ K e L,
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J’\\) LABORATORIOS LICONSA, S.A.
r(\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
"~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

@ H EI i i@ Phone: +34 949 34 97 00
o Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OMEZ capsules enteric-coated 20mg
nPoayKT OMES3 kancynbl kMwevyHopacTBopumble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC74169 Nara nponseonctea 03.2023 Fopen po 02.2025

TEST /| TECT REQUIREMENT / CMELIA®UKALINA RESULT / PE3YIIbTAT

Notes / HabntogeHus
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 karcyn B 6rucTep U3 antoMUHUEBON (onbru.
Mo 5 GrnivcTepos o 6 Karcyrn BMecTe ¢ MHCTPYKLUUel Mo NpuMeHeHUIo B navky KapTOHHYtO.

Approval date (dd.mm.yyyy)/nata ofobpenus (Aa.MM.rrrr): 26.04.2023 kL‘\ = /F)(c VAR
(Signature & Date) Quality Assurance/(lMoanuck/aaTa) obecneveHusikaiecTsa: \ e

Release by/BoinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez Q \\ G

Manufacturing Site/lMponssoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. b }\ t\ﬁ} """" - - 2 ‘g Pagelctp. 5/5
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: \\) LABORATORIOS LICONSA, S.A.
(K\{ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
- 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
M EHEMN O Phone: +34 949 34 97 00
g’mﬂ% Vg E @Kﬁ(j Fax: +34 949 26 68 37

PaspelueHune Ha BbIMyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KAlieyHopacTBOpuMble 20 Mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM-006953
CEPUA : LC74169 Nara npoussogctea : 03/2023

BATCH MANUFACTURING DATE

Fonen po : 02/2025 Paamep cepum : 87.408 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiuum s noaTeepxgalo, Uto gaHHasi uH(opMaLust SIBISIETCS JOCTOBEPHON 1 TOUHON. [lJaHHas napTus npoaykra
6bina npousBeneHa, BKNOYas YNakoBKY/MapKUpPOBKY 1 KOHTPOSb Ka4ecTBa, Ha yKa3aHHOM HUKe yHacTke (y4acTkax)
B MOMHOM COOTBETCTBUM ¢ TpeGoBaHusMu GMP MecTHOro perynupyoLlero opraHa, cneuyudukauusiMm B paspeLueHmm
Ha MapKeTUHI CTPaHbI-MMMNOPTEPa U TEXHUYECKUMU COTMaLIEHUSIMU, KOTOPbIe MOTYT ObITh 3aKMo4eHbl, Unu gaiirnom
crneuudmkaumum npoaykra ans Mcenepgyembix NeKapCcTBEHHbLIX CPeACTB.

3anucu no o6paboTke, ynakoBKe 1 aHarnuU3y napTuu GbInv NPoBepeHbl U NPU3HaHbl COOTBETCTBYIOWUMU TPeGOBaHUSIM
GMP.

MapTus 6bIna npousseneHa B Jlabopatopuoc NukoHca SA., a TaMm, rae NPMMEHUMO MUKpobuonoruyeckoe
uccriefoBaHue,
oHo npoBoauTtcs B llaopatopuu 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.
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Mopnuck u gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaumoHnHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep ukoHca GMP / LICONSA GMP Number: ES/085HVI/19



