LABORATORIOS LICONSA, S.A.

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl KuwevyHopacTBOpuUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86643 Oata npouseoacrea 09.2024 Fopen oo 08.2026
TEST / TECT REQUIREMENT / CNEUUA®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.
OMNMUCAHUE TBeppAble XenaTUHoOBbIe Kancynbl pa3mepa N°4, Conform / CooTBeTcTBYET

C KpbilleyKol cuHero uBeTa U KOpnycom
6enoro LBeTa, copepxalyue cpepudeckue
rpaHynbl OoT 6ernoro 4o noytu 6enoro ¢
}enToBaTbIM OTTEHKOM LiBETa.

UNIFORMITY OF DOSAGE UNITS (AV)

OJHOPOAHOCTb JO3UPOBAHMUA (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.

3HauveHue AV, paccuutaHHoe ans 10 kancyn, 11,0
OOJKHO 6bITb He 6ornee 15,0 %.

3HayeHue AV, paccuuTtaHHoe ansa 30 kancyn,
LOJKHO 6bITb He G6ornee 15,0 % u copepxaHue
omenpa3oria HU B O4HOM Karcyre He JOMmKHO
BbIX0oAUTL 3a npeaenst 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

MOONMUHHOCTh (B3XX)

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).

Bpemsi yaepXu1BaHusi 0CHOBHOro Conform / CooTBeTCcTBYET
nuKa Ha XxpomaTtorpamMmMe UCNbITYeMOro
pacTBopa [OMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUA OCHOBHOrO nuka

Ha XpomaTtorpaMme CTaHAapTHOro pacteopa
(pa3pen «KonuvecTBeHHOe onpeneneHue»).

Approval date (dd.mm.yyyy)/nata ogobpeHus (A4.MM.ITT): WO 1224

(Signature & Date) Quality Assurance/(INoanuck/naTta) obecneveHusikayecTsa:

Release by/BbinywieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nara) Macarena Gonzalez :
Manufacturing Site/lpoussoacTeeHHas nnowazaka: Laboratorios Liconsa, S.A. V\//, 0172 1\4 Page/ctp. 1/5




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

CEPTUD®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86643 Dara npousBoactea 09.2024  Tlonen no 08.2026

TEST/ TECT REQUIREMENT / CMEUW®UKALUA RESULT / PE3YINIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUMHHOCTbL 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 normnoleHusi OCHOBHOro MNuka, Conform / CooTBeTcTBYET
CHATBIN NPU XpomarorpadupoBaHum
UCMBITYeMOro pacTeopa, AomKeH
COOTBETCTBOBaThL Y®P-cneKTpy nornoweHus
OCHOBHOTFO NUKa, CHATOMY Mnpu
XpomartorpadupoBaHuu CTaHAAPTHOTO
pacTtBopa (pasaen «KonuyecrBeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOJOA He G6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMNPENENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro copepXxaHus 99,0 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEAENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mg/capsule
OT 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mr/kan

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asiBreHHOro cogepxaHus 2%
C17H19N303S (omenpa3sona)

yepe3 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 3asiBreHHOro 94 %
conepxaHusi C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POACTBEHHbIE NMPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpa3sona kap6okcunar

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

Approval date (dd.mm.yyyy)/nata ogo6peHus (o8.MM.ITrT): C%‘/O 122 (/

(Signature & Date) Quality Assurance/(lMoanuce/aata) obecneyerusKadecTsa:

Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/narta) Macarena Gonzélez
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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
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OME3 kancynbl Kuwe4yHopacTBopumMmblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86643 Dara npoussogctea 09.2024  Topen no 08.2026
TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YJIbTAT
IMPURITY F not more than 0.2 %
Mpumecst 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 eguHuYHas He 6onee 0,2 % <0,1 %

HeuaeHTUdUUMPOBAHHas NpUMeCh

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTBeTcTBUM ¢ H]. Conform / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.
SHELF-LIFE 2 years
CPOK rOgHOCTHU 2 ropga.
™
Approval date (dd.mm.yyyy)/naTta ofo6penus (44.MM.ITrT): ;?—E—// 0122 {/

(Signature & Date) Quality Assurance/(lNognuck/aaTa) obecneyeHusikayecTsa:

Release by/Beinyiero Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/aata) Macarena Gonzalez //»\/j _
~/ Qe T
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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
CEPTUPUKAT AHAIIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl KMwe4yHopacTBopumMblie 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86643 Oata npoussoactea 09.2024 Fopen no 08.2026

TEST/ TECT REQUIREMENT / CNELUA®UKALUA 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.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep u3 Conform / CooTBeTCcTBYET

antoMuHueBOK ponbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe

C UHCTpYKLMel No MeAULMHCKOMY NPUMeHeHUIo

B Mayky KapTOHHYI0 C KOHTpOIeM nepBoro

BCKpbITUS (Nepdopauus).

Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe

C UHCTpYKUMel No MeaULMHCKOMY NPUMEHEHUIO

B Mayky KapTOHHYIO C KOHTpOneM nepBoro

BCKpLITUA (Nepdopauus).

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

Kancyn BMecTe ¢ UHCTpYKLUeli no

MeAULMHCKOMY NPUMEHEHUIO B NMaYKy

KapTOHHY0 C KOHTPOIEeM NMepBOro BCKPbITUSA

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NMBX-NM3-NBAOX/

AntoMuHUeEBbI 6nucTep.

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

10 kancyn BMecTe ¢ UHCTPYKIMeN N0

Approval date (dd.mm.yyyy)/aata ogobpeHus (O4.MM.ITIT): %/O 122U
(Signature & Date) Quality Assurance/(Moanuck/gaTa) obecrneyeHusikadecTsa:

Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/parta) Macarena Gonzalez //\f {C 1 1\1

Manufacturing Site/lNpou3soncTBeHHas nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5



"\\) LABORATORIOS LICONSA, S.A.

{(KJ Avda. Miralcampo 7, Pol. Ind. Miralcampo,
) Azuqueca de Henares, Guadalajara, 19200, Espaia
((\v’"‘\;s E_}J Eﬂ ”E (» Phone: +34 949 34 97 00
4 |- e Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES kancynbl Kuwe4yHopacTBopumMbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86643 Data npoussoactea 09.2024 Nopen no 08.2026

TEST / TECT REQUIREMENT / CMELUA®PUKALINA RESULT / PE3YINbTAT

MeAULUHCKOMY MPUMeHEeHUIo B Mayky
KapPTOHHYIO C KOHTPOJIEM NMEPBOro BCKPbLITUSA
(nepdropauus).

Mo 1, 2,3,4unu7 6nucrepor no 14

Karicyn BMecTe ¢ MHCTPYKLUUelN no
MeaULMHCKOMY NMPUMEHEHUIO B Nayky
KapTOHHYH C KOHTpPONeM NepBoro BCKPbITUS
(nepdopauus).

Mo 2 6nuctepa no 15 kancyn BmecTe ¢
UHCTpYKUUel no MegULUHCKOMY NPpUMEHEHUI0 B
nayvky KapTOHHYHO.

Analysis performed according ND Ne:
J1M-Ne(005063)-(Pr-RU)-020424
AHanus npoBepeH no HI 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 antoMUHUEBON (PONbru.
Mo 5 6nucrepoB no 6 Kancyn BMecTe C UHCTPYKLMEN Mo NPUMEHEHUIO B NaYKy KapTOHHYHO.

Approval date (dd.mm.yyyy)/nata ogobpeHus (Aa.MM.ITTT): q /)O 224

(Signature & Date) Quality Assurance/(lMoanucs/aata) obecneveHuskavectsa:

Release by/BeinywieHo Deputy Qualified Person/: J

(Signature & Date)/(Moanvce/aata) Macarena Gonzalez /{/7" 101724

Manufacturing Site/MpouasofcTeeHHas nnotagka: Laboratorios Liconsa, S.A. Page/ctp. 5/5



p ) LABORATORIOS LICONSA, S.A.
\j Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

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

Pa3peweHune Ha BbINycK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl Kuwe4yHopacTBopuMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-NO(005063)-(PI"'-RU)
CEPUSA : LC86643 Nata npouseopctea : 09/2024

BATCH MANUFACTURING DATE

lopeHn po : 08/2026 Pasmep cepun : 24.336 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiluMm 51 noATBepXAal, YTo faHHasi MHopMaLuus sIBIsieTCS JOCTOBEPHON U TOUHON. [laHHas napTusi NpoAyKTa
6bina npou3BeAeHa, BKNIoYas ynakoBKy/MapKUpOBKY U KOHTPOIb KauecTBa, Ha yka3aHHOM HuXke y4yacTke (y4acTkax)

B NONHOM COOTBETCTBUM ¢ TpeboBaHusiMu GMP MecTHOro perynupyoLiero opraia, crieuudukaumsiMy B paspeLueHmm
Ha MapKeTUHF CTPaHLI-UMMOPTEPa U TEXHUYECKUMU COrmnalleHUsIMU, KOTOPble MOFYT ObIThb 3aKMnko4eHbl, Unu gaiinom

cneuudukaumm npopykra ans Mccnegyembix nekapcTBeHHLIX CPeACTR.

3anucu no o6paboTke, ynakoBKke U aHanu3y naptum 6b1nu npoBepeHbl U NMPU3HaHbl COOTBETCTBYIOLMMY TPEGOBaHUSIM
GMP.

MapTus 6bina npousBeaeHa B Jlaboparopuoc fukoHca SA., a Tam, e NPUMEHUMO MUKPOoGUonornyeckoe
uccnenoBaHue,
oHo npoBoauTtcs B JllaopaTopun JueBapHe 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.

W \u\”oLk1
/

Moanuck u nara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucrpauumoHHoe yaoctoBeperue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



