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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTU®UKAT

AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85876 DNata npoussoactea 08.2024 Fopen no 07.2026
TEST / TECT REQUIREMENT / CNELUU®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.
ONMUCAHUE TBepAble xenaTMHOBbIE Kancynbl pa3mepa N°4, Conform / CooTBeTCTBYET

C KpbILLEYKOW CUHEro LiBeTa U KOpNycoMm
6enoro LBeTa, coaepxalluue cdepuyeckue
rpaHyrnbl oT 6enoro fo noytu 6emnoro ¢
XenToBaTbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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.

OAHOPOOHOCTb JO3UPOBAHUA (AV)

3HauveHue AV, paccuuTaHHoe ans 10 kancyn,

10,0

OOMKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe gnsa 30 kancyn,
LomkHo 6biTh He Gonee 15,0 % 1 cogepxaHue
omMenpa3sorna HU B OAHOM Kancyrne He AOMKHO
BbIX0oAUThL 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).
NMOANUHHOCTb (B3XX)

Bpemsi yaepX1BaHUs OCHOBHOIO

Conform / CooTBeTCTBYET

nuKa Ha XpomMartorpaMmMe UcrnbITyemMoro
pacTBopa [AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXuBaHUsi OCHOBHOIO nuka

Ha XpomaTorpamme cTaHAapTHOro pacreopa
(paspen «KonuuyectBeHHOe onpeaeneHue»).

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.MM.ITrT):

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

(Signature & Date)/(Mognucs/aata) Macarena Gonzélez

Manufacturing Site/lpou3soacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.
Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espaiia
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OMES3 kancynbl KuwevyHopacTBopuMble 20 Mr

CODE

Kkon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC85876 Nara npousBoactea 08.2024  Topen no 07.2026

TEST/ TECT REQUIREMENT / CNEUU®UKALINA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTb B3XX (DAD aetektop)

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 nornoieHusi 0CHOBHOrO NuKa,
CHATbIW NpU XpomarorpacguposaHuu
UCMNbITYeMOro pacTBopa, AOMKeH
COOTBETCTBOBaThL Y®P-cneKTpy nornoweHust
OCHOBHOTO NUKa, CHATOMY Nnpu
XpomaTorpaupoBaHuu CTaHAAPTHOroO
pactBopa (pa3aen «KonuyectBeHHoE

Conform / CooTBeTCTBYET

onpegerneHuey)
WATER Not more than 5.0 %.
BOJA He 6onee 5,0 % 1,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUYECTBEHHOE OMNPEAENEHUE 95,0 - 105,0 % oT 3asBNeHHOro cofepXaHus 98,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMPEAENEHUE Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,6 mr/kan

MI/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHOro cogepxaHus 0%
C17H19N303S (omenpasona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

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

PACTBOPEHUE (BydepHas ctagus) He meHee 80 % (Q) oT 3agBneHHOro 99 %
copepxanusi C17H19N303S (omenpa3ona)
yepes 30 MUH.

RELATED SUBSTANCES

POOCTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpa3sona kapb6okcunart He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogobperus (A4.MM.ITrT):
(Signature & Date) Quality Assurance/(lMoanuck/gaTa) obecneveHusikadecTsa:
Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/narta) Macarena Gonzalez

Manufacturing Site/MpoussoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OME3 kancynbl kMwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC85876 Data npoussoactea 08.2024  ropen no 07.2026
TEST / TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YIIbTAT
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 eauHuyHasn He 6onee 0,2 % 0,1%

HeugeHTUMULUPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

Cymma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM ¢ HA. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (o.MM.ITT): Y/
(Signature & Date) Quality Assurance/(IMoanucs/naTa) obecrieyeHusikadecTea:
Release by/BbinywieHo Deputy Qualified Person/:

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

Manufacturing Site/lMpou3asoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A. o Page/ctp.3/5




”\\) LABORATORIOS LICONSA, S.A.
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- Azuqueca de Henares, Guadalajara, 19200, Espaiia
o I [4 H “ \( 9 Phone: +34 949 34 97 00
AR1= R R\ Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES kancynbl Kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85876 Dara npoussoactea 08.2024  Topen no 07.2026

TEST / TECT REQUIREMENT / CNELIU®UKALIUA 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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2, 3,5, 6,9 or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep u3s Conform / CooTtBeTcTBYET

antoMUuHUeBoOl onbru.

Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe

C UHCTPYKUUei No MeAULIMHCKOMY NPUMEHEHUIO

B MayKy KapTOHHYI0 C KOHTpOIeM NnepBoro

BCKpbITUSA (nepdopauus).

Mo 5 unu 10 6nucTtepoB no 6 kancyn BMecTe

C UHCTPYKLUUEN No MeAULIMHCKOMY NPUMEHEHUI0

B MayKy KapTOHHYIO C KOHTPONEeM NepBoOro

BCKpbITUA (nepdopauus).

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

Kancyn BMecTe ¢ MHCTPYKLUel Nno

MeAULIMHCKOMY NPUMEHEHUIO B NMauKy

KapTOHHYIO C KOHTPOMEM MepBOro BCKPbITUS

(nepchopauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBAX/

AnomMUHVeBbIV 6nucTep.

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

10 kancyn BMecTe ¢ UHCTPYKIIMER O

’/’/'){' ) IA Q
Approval date (dd.mm.yyyy)/nata ogobpeHus (44.MM.ITT): /\,,/»ﬁ/(/ f“,\’_/‘( &d

(Signature & Date) Quality Assurance/(Moanuck/naTa) obecneveHusikayecTsa: /:
Release by/Bbinyuieno Deputy Qualified Person/: // /// AZK)) ci2 X
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez / ' ‘7 /

Manufacturing Site/lMpoussoactBenHas nnowanka: Laboratorios Liconsa, S.A. e
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuwe4Hopactsopumblie 20 mMr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC85876 Nara npoussoactea 08.2024  Topen po 07.2026

TEST / TECT REQUIREMENT / CNHELUA®PUKALIUA RESULT / PE3YIIbTAT

MeaULMHCKOMY NMPUMEHEHUI0 B Nayky
KapTOHHYIO C KOHTPOIeM NMepBOro BCKPbITUSA
(nepdopauus).

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

Karicyn BMecTe ¢ UHCTpYKUUel no
MeAULMHCKOMY NMPUMEHEeHUIo B Nayvky
KapTOHHYIO C KOHTPONEM NepBOro BCKPbITUSA
(nepdopauus).

Mo 2 6nucrtepa no 15 kancyn BMmecTe ¢
MHCTpYKUUel No MeAULIMHCKOMY MPUMEHEHUIO B
nayky KapTOHHYHO.

Analysis performed according ND Ne:
JM-Ne(005063)-(PIr-RU)-020424
AHanus nposegeH no HA Ne:
J1M-Ne(005063)-(Pr-RU)-020424

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 antOMUHUEBOM honbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLIME MO NPUMEHEHUI0 B MaYKy KaPTOHHYHO.

| DF 230125
Approval date (dd.mm.yyyy)/nata ono6peHus (4a.MM.ITrT): >/ /] 4 Vgl
(Signature & Date) Quality Assurance/([Mognucs/aata) obecneveHuskadecTsa:
Release by/Bbinywwero Deputy Qualified Person/:

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

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




,"\‘\) LABORATORIOS LICONSA, S.A.

.(\“\/ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
. Azuqueca de Henares, Guadalajara, 19200, Espaiia

PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OMES3 kancynbl KuwevyHopactesopumMbie 20 Mr

PRODUCT

Kona : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JTM-NO(005063)-(PI"'-RU)
CEPUA : LC85876 Jara npousBoactea : 08/2024

BATCH MANUFACTURING DATE

Fonen no : 07/2026 Pa3amep cepum : 349.056 UN

EXPIRY DATE BATCH SIZE

(( {z fi {i' A,’ ‘;’ u n ( “‘3’) Phone: +34 949 34 97 00
et | Bl ] U %S Fax: +34 949 26 68 37
OMEZ capsules enteric-coated 20mg

. HacTroswum s noaTBepxaalo, YTo faHHas uHGopmMaLus siIBRsieTCsl 4OCTOBEPHON 1 TOYHOM. [laHHas napTusi npoaykTa
| 6LIna nponsBeaeHa, BKNioYas YnakoBKY/MapKUPOBKY U KOHTPOIb KayecTBa, Ha yKa3aHHOM HUXe y4acTke (y4acTKax)
B NOMTHOM COOTBETCTBUU C Tpe6oBaHusAAMU GMP mecTHOro perynupytollero opraHa, crneundgukaumamm B paspeLueHumn
Ha MapKeTUHI CTPaHbI-UMMOpTepa N TeXHUYECKUMU COrnalleHUsIMU, KOTOpbIe MOTYT BbIThk 3aKmntoyeHbl, Unu ainom
cneuudukauum npoaykra ans Mccnepyembix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTke, ynakoBKe 1 aHanM3y napTum G6binv NPoBepeHsl U NMPU3HaHbI COOTBETCTRYHOLWMMU TPe6oBaHUAM
GMP.

MapTus 6bina nponsseneHa B fllaboparopuoc NlukoHca SA., a Tam, rae NPUMEHMMO MUKPOBUOSIOrUYecKoe
uccnepoBaHue,
OHo npoBoautcs B [labopaTopuu SueBapHe 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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oanuck u gara / Signature&Date: Macarena Gonzalez // %?Z

| Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



