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

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

(’/\\) LABORATORIOS LICONSA, S.A.
&J

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl Kulie4yHopacTBopuMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC84657 Nata npoussogctBa 07.2024  Topex po 06.2026
TEST / TECT REQUIREMENT / CNELIM®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 Teepable KenaTUHOBbIe Kancynbl paamepa N°4, Conforms / CooTBeTCcTBYET
C KpbILIEYKOW CUHEro LiBeTa U KOpnycoMm
6enoro LBeTa, coaepxalyue cpepuyeckue
rpaHynbl ot 6enoro Ao nouTu 6enoro ¢
XenToBaThbIM 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.
OHOPOOHOCTb JO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ana 10 kancyn, 7,7

[OMKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuuTtaHHoe ans 30 Kancyn,

AOMKHO 6bITb He 6onee 15,0 % U coaepxaHue

oMenpasona HU B OAHON Kancyrne He fOMKHO

BbIXOAUTL 3a npedensi 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).
NOANMMHHOCTb (B3XX) Bpemsi yaepxuBaHua OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XpoMaTorpamMmme UCnbITyeMoro
pacTBopa AOMKHO COOTBETCTBOBATh
BpEeMeHU yAepXUBaHUsi OCHOBHOrO NuKa
Ha Xpomarorpamme CTaHAapTHOro pacTeopa
(paspen «KonuuecTBeHHOe onpenerneHuer).

Approval date (dd.mm.yyyy)/nata ofo6peHus (Aa.MM.ITTT):
(Signature & Date) Quality Assurance/(Moanuck/aara) obecnedyeHusikayectsa: [ 2. O8 (Y
Release by/BuinyweHo Deputy Qualified Person/:

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

Manufacturing Site/lpoussoacTeeHHas nnolagxka: Laboratorios Liconsa, S.A. Pagelctp. 1/5




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 AHAJIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl Kiwe4yHopacTBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC84657 Oarta npoussoactea 07.2024  Topex no 06.2026

TEST / TECT REQUIREMENT / CNELIM®OUKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTL B3XX (DAD getekTop)

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®-criekTp nornouieHus OCHOBHOrO NUKa,
CHATbIN NpU XpomaTorpadrpoBaHun
UCMNbITYeMOro pacTBopa, JOIKeH
cooTBeTCTBOBaTh Y®-CcrnieKTpy nornoueHust
OCHOBHOrO NUKa, CHATOMY Nnpu
xpomaTorpacupoBaHuu CTaHAapTHOrO
pacTBopa (pasfgen «KonuuectseHHoe

Conforms / CooTBeTCcTBYET

onpeaeneHuey)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,7%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE ONPEQENEHUE 95,0 - 105,0 % oOT 3asBNEeHHOro coaepXxaHus 98,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMPEQENEHUE Or 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mr/kan
MI/KATMCYIA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas crtagus) He 60ornee 10 % oT 3asiBNeHHOIro coaepxaHus 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 cragus) He meHee 80 % (Q) oT 3asiBfieHHOro 98 %
copepxanusi C17H19N303S (omenpasona)
yepe3 30 MUH.
RELATED SUBSTANCES
POACTBEHHBIE NPUMECU
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona Kapbokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ofo6peHus (Aa.MM.ITrT):

(Signature & Date) Quality Assurance/(Moanuck/aata) obecrnedeHusikadecTaa: M@
Release by/Buinyuiero Deputy Qualified Person/.

(Signature & Date)/(Moanucs/nata) Macarena Gonzalez
Manufacturing Site/lpouasoacTeeHHasi 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), Espafia/Spain
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
NnPOAYKT OMES3 kancynbl KuweyHopacTtBopumblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC84657 Dara npoussoacrea 07.2024 FoneH no 06.2026
TEST /| TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YIIbTAT

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

Mo6as eguHUYHas He 6onee 0,2 % <0,1 %

HeuaeHTU(ULMPOBaHHas NpUMecCh

TOTAL IMPURITIES not more than 2.0 %

CyMMa npumeceti He Gonee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTtBetcTBUM ¢ HA. Conforms /| CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocCTu 2 ropa.

Approval date (dd.mm.yyyy)/nata ofo6peHus (aa.Mm.rrrr):

(Signature & Date) Quality Assurance/(lMognuck/aara) obecneyeHuskavecTsa: [~
Release by/BbinyweHo Deputy Qualified Person/:

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

Manufacturing Site/lpou3aBoacTBeHHas nrowlaaka: Laboratorios Liconsa, S.A.
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(’\\) LABORATORIOS LICONSA, S.A.
\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl Kuwe4yHopacTBopUMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC84657 Data npoussoactea 07.2024  Topen no 06.2026

TEST /| TECT REQUIREMENT / CNELIU®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 6nuctep u3 Conforms / CooTBeTcTBYET
antoMuHueBol gronbru
Mo 2 unu 20 6nucrepos no 5 Kancyn BMecTe
C UHCTPYKLUEN MO NPUMEHEHUIO B MaYKy
KapTOHHY!0.
’ Mo 5 unu 10 6nucrepos no 6 kancyn BMecTe
C MHCTPYKLUMWEN Mo NpUMeHeHUIo B Nayky
! KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancysn BMecTe ¢ MHCTPYKLUeli no
NPUMEHEHUI0 B NMaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMuHUeBbIN 6nucTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ MHCTPYKLUUe no
NPUMeHEeHUIO B NaYvKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ MHCTpyKLUueli no
NpYMeHeHUIo B NaYKy KapTOHHYIO.

Analysis performed according ND
In-006953-180122

AHanu3s npoBegeH no HA:
1nn-006953-180122

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.MM.ITrr):
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneveHuskayecTsa: [ (AL 10T A
Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aaTta) Macarena Gonzélez

Manufacturing Site/lNpou3BoacTeeHHasn nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4 /5




Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

~\ LABORATORIOS LICONSA, S.A.
(kj)

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH E mO 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 OMES kancynbl KuweyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC84657 Narta npoussBoactea 07.2024  Topen po 06.2026

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIIbTAT

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 antoMUHUEBOI donbru.
Mo 5 6nucTepoB no 6 kKancyn BMecTe ¢ UHCTPYKLUeH No NpMMeHeHUIo B NMaYKy KapTOHHYI.

Approval date (dd.mm.yyyy)/nata ogo6peHus (Aa.MM.rrrr):

(Signature & Date) Quality Assurance/(Moanucs/aata) o6ecriedeHusikavectsa: [ f
Release by/BuinyieHo Deputy Qualified Person/: ) D
(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez ///'f/'/ %’/ ]2.08\ &

Manufacturing Site/MpoussoacTBeHHas nnowiaaka: Laboratorios Liconsa, S.A. / 7{/
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”\\) LABORATORIOS LICONSA, S.A.
k\J/ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

f

PaspelueHue Ha BbINyCcK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl kKuwe4yHopacTBopumble 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1IM1-006953
CEPU4 : LC84657 Nata npouseoactea : 07/2024
BATCH MANUFACTURING DATE

lNogex po : 06/2026 Pasmep cepum : 367.632 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosium st noaTBEpXAalo, YTO AaHHasi MH(OPMaLUs SBMSETCS AOCTOBEPHON U TOYHOW. [laHHas napTusi NpoAyKTa
6bina npou3BeeHa, BKIOYas ynakoBKy/MapKupoBKY U KOHTPOMb KauyecTRa, Ha yKa3aHHOM Hubke y4acTke (y4acTkax)
B NOMHOM COOTBETCTBUM C TpeGoBaHusimu GMP MecTHOro perynupyioliero opraHa, cneuudukauusiMm B paspeLueHmu
Ha MapKeTUHT CTPaHbI-UMNOPTEPa U TEXHUYECKUMU COTfaLleHUsIMU, KOTOpble MOTYT BbITh 3aKmioueHbl, unu gainom
cneuudmKkauum npoaykra ansi Uccneayembix nekapcTBeHHbIX CPeACTB.

3anucu no o6paboTke, ynakoBKe U aHanM3y napTum Gbiny NpoBepeHk! U MPU3HaHbI COOTBETCTBYIOWUMU TPpeGoBaHUSIM
GMP.

Maptus 6bina npoussegeHa B Jlaopatopuoc JNukoHca SA., a TaM, rae NPUMEHUMO MUMKpoGuonoruyeckoe
uccnepoBaHue,
oHO npoBoguTcs B llaGopaTopuu 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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Moanuck u garta / Signature&Date: Macarena Gonzélez
| Deputy Qualified Person

PeructpaumorHoe ygoctoBepeHnue / Manufacturing Authorization: 3414E
Homep JlnkoHca GMP / LICONSA GMP Number: ES/085HVI/19



