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

Fax: +34 949 26 68 37

( ) LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

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

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86721 Nata npoussoactea 09.2024  Topen oo 08.2026
TEST / TECT REQUIREMENT / CMELUAPUKALIUA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble enaTMHOBLIE Kancynbl pa3mepa N°4, Conforms / CooTBeTCTBYET
C KpbILLIEYKOWN CUHEro LiBeTa U KOPMycoMm
6enoro uBeTa, cofepxaliue cepuieckue
rpaHyrbl oT 6ernoro o no4Tu 6enoro c
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 AO3UPOBAHUSA (AV) 3HauveHue AV, paccuuTtaHHoe ans 10 kancyn, 8,6

LOMKHO 6bITb He 6onee 15,0 %.

3HauveHue AV, paccuutaHHoe ans 30 kancyn,

LOMKHO 6bITb He 6onee 15,0 % v copepxaHune

omMenpa3sona HU B O4HON Karcyrie He [OMKHO

BbIXOAUTL 3a npegensbi 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).
NOANUHHOCTDb (B3XX) Bpems yaepXuBaHUsi 0CHOBHOro Conforms / CooTBeTCTBYET
nuKa Ha XpomaTtorpamMme UCnbITYyeMoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepXUBaHUSi OCHOBHOTO Nnuka
Ha XpoMaTorpaMmMe cTaHAapTHOro pacTeopa
(paspen «KonuuyectBeHHOE onpeneneHue).

Approval date (dd.mm.yyyy)/nata ono6peHus (aa.MM.ITTT): / 122
(Signature & Date) Quality Assurance/(Moanucs/aata) obecrneyeHusIKa4yecTsa: 2 C/
Release by/BuinyiieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez 7ﬂ \) 1 1 Z.\{

Manufacturing Site/lMpouasoacTBeHHas nnowagka: Laboratorios Liconsa, S. Page/ctp. 1/5




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
nPoayKT OMES3 kancynbl kMwe4yHopacTBopuUMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4 LC86721 Data npouseopctea 09.2024 Fopen no 08.2026

TEST / TECT REQUIREMENT / CNELUU®UKALUA RESULT / PE3YINbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

MNOANMMHHOCTbL 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 nornoiieHUsi OCHOBHOIO NUKa, Conforms / CooTBeTCTBYET
CHATLIVA NpU XpoMaTorpadupoBaHuu
UCMbITYEeMOro pacTBopa, AoMmKeH
COOTBeTCTBOBaTb Y®-cneKTpy normnoLeHus
OCHOBHOIO NUKa, CHATOMY Npu
XpomaTtorpadgMpoBaHUn CTaHAapPTHOIO
pactBopa (pa3gen «KonuyectBeHHoe

onpepneneHue)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 2,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEOENEHUE

95,0 - 105,0 % oT 3asiBNMeHHOro copepxaHusi 97,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE ONPELOENEHUE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 Mr/kancyna go 21,0 mr/kancyna 19,5 mg/cap / M[/KATCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNEHHOro coAepXXaHus 0%
C17H19N303S (omenpa3ona)

yepe3s 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BycepHas cranus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asiBneHHOro 94 %
cofepxanust C17H19N303S (omenpa3sona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOACTBEHHBIE NPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunar

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

Approval date (dd.mm.yyyy)/naTta onobpeHus (Oa.MM.ITIT): %:ia 12 z' g/

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

(Signature & Date)/(lMognuce/aata) Macarena Gonzélez 10 i l (/q
Manufacturing Site/lpou3ssoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. S
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LABORATORIOS LICONSA, S.A.

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

- Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES kancynbl KuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC86721 Dara npoussogctea 09.2024 Fopen no 08.2026
TEST / TECT REQUIREMENT / CMEUU®UKALUA RESULT / PE3SYNIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INMobas eguHUYHas He 6onee 0,2 % <0,1 %
HeuaeHTUULMPOBaHHas NpUMeCh
TOTAL IMPURITIES not more than 2.0 %
CymMa npumeceit He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBUM ¢ H. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TeMnepatype He Bbllwe 25 °C.
SHELF-LIFE 2 years
CPOK rOgHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/aata ogobpeHus (a4.MM.ITT): %)/0 122 (/

(Signature & Date) Quality Assurance/(lMognuce/aaTta) obecneveHusikayecTsa:
Release by/BuinyuieHo Deputy Qualified Person/:

(Signature & Date)/(lMoanuce/gata) Macarena Gonzalez

Manufacturing Site/lNpoussoacteeHHas nnolagka: Laboratorios Liconsa, S.A..

>4 "
/ 10.12. T4
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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 OMES3 kancynbl kuweyHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86721 Oata npoussoagctea 09.2024 Fonen no 08.2026

TEST / TECT REQUIREMENT / CMELU®UKALIAA RESULT / PE3YIbTAT
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 U3 Conforms / CooTBeTcTBYeET**

antoMuHueBoi ponbru.

Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe

C UHCTPYKLUeN No MeAULIMHCKOMY NPpUMEHEeHUo

B MayvKy KapTOHHYI0 C KOHTPONEM NnepBoro

BCKpbITUA (nepdopauus).

Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe

C UHCTPYKUUE No MeAULMHCKOMY NMPUMEHEHUIO

B MayvKy KapTOHHYI0 C KOHTPOIEM NepBoro

BCKpLITUA (nepdopauus).

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

Karncyn BMecTe ¢ UHCTpyKLUel no

MeAULIMHCKOMY NMPUMEHEHUIO B NavKy

KapTOHHYIO C KOHTPOJIeM NMepBOro BCKPbITUSA

(nepdopauus).

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

AntoMuUHUEBBIN BnucTep.

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

10 kancyn BMecTe ¢ UHCTPYKIIMENA No

Approval date (dd.mm.yyyy)/nata onobpeHus (4.MM.ITT): W/ 0122y
(Signature & Date) Quality Assurance/(Moanuck/naTa) o6ecneveHusikayecTsa:

Release by/BbinyweHo Deputy Qualified Person/: [ ~
Signature & Date)/(Moanuce/aata) Macarena Gonzélez & =
(Sig Y(Monnvce/nara) /ﬁo:lzw

Manufacturing Site/[poussofcTBeHHas nnowanka: Laboratorios Liconsa, S.A. Pagel/ctp. 4 /5



’\\) LABORATORIOS LICONSA, S.A.
(( /4 Avda. Miralcampo 7, Pol. Ind. Miralcampo,

S nﬁ F g a Phone: +34 949 34 97 00
Qﬂh H I]U Fax: +34 949 26 68 37

Azuqueca de Henares, Guadalajara, 19200, Espaiia

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES kancynbl kuwe4yHopacTsopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC86721 Oata nponazsoactea 09.2024  Tonex no 08.2026

TEST / TECT REQUIREMENT / CNEUW®UKALUA RESULT / PE3YNIbTAT

MeAULIMHCKOMY NPUMEHEHUIO B MayKy
KapTOHHYIO C KOHTPONEM NepBOro BCKPLITUS
(nepdopayus).

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

Karncyn BMecTe C MHCTPYKUUen no
MeAULIMHCKOMY NMPpUMeHeHUIo B Mayky
KapTOHHYI0 C KOHTPONEM NepBOro BCKPbLITUS
(nepdropavus).

Mo 2 6nucrepa no 15 kancyn BmecTe ¢
MHCTPYKUUEN No MeAULUHCKOMY NPUMEHEHUIo B
nayKy KapTOHHYHO.

Analysis performed according ND Ne:
JM-Ne(005063)-(PIr-RU)-020424
AHanu3s npoBegeH no H Ne:
IM-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 antoMuUHUeBoOl Gronbru.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLUEN MO NPUMEHEHUIO B NaYKy KapTOHHYIO.

Approval date (dd.mm.yyyy)/naTta ono6peHus (oa.MM.ITIT): % /0 /7 2y
(Signature & Date) Quality Assurance/(Mognuce/aaTa) obecneyeHusikayecTsa:

Release by/Beinyierno Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez \7.}l0 1 IOL\{
Manufacturing Site/[MpouasoncTeeHHas nnowagka: Laboratorios Liconsa, S.A/ o
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(5?\\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espafia

CHEmO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3spelwueHune Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancyribl KuweyHopacTBopumbie 20 Mmr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1INM-NO(005063)-(PI'-RU)
CEPUA : LC86721 Dara npoussoactea : 09/2024

BATCH MANUFACTURING DATE

lFopen no : 08/2026 Paamep cepum : 359.685 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosawum s noaTBepxaaro, 4To AaHHas MHopMauusa AABMsieTCA [OCTOBEPHOM U TOYHON. [laHHas napTus npoaykra
6blna npousBeAeHa, BKIOYasi yNnakoBKY/MapKUPOBKY U KOHTPOINb KayecTBa, Ha YKa3aHHOM HUXe yvacTke (y4yacTkax)

B MNOSTHOM COOTBETCTBUM € TpeboBaHuAMU GMP MecTHOro perynupyrollero opraHa, crneuudpukauusaMm B paspeLueHum
Ha MapKeTUHF CTPaHbI-UMMopTepa U TEXHUYECKUMU COrmalleHUsIMU, KOTopble MOTYT ObITh 3aKIoYeHbl, Unu dannom
cneyudukauum npoaykra ansa UccnegyeMbix nekapcTBeHHbIX CPeACcTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y napTumn 6bINu NpoBepeHbl U NPU3HaHbI COOTBETCTBYHOLWMMU TPe6OBaHUAM
GMP.

MapTus 6bina npousseneHa B Jlabopatopuoc JlukoHca SA., a Tam, rae NPUMEHUMO MUKPOOUOTOrMyeckoe
uccnenoBaHue,
OHo npoBoauTcs B JlabopaTtopuu 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.

0.1 20LY

Mognuck u pata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaocrtoseperue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



