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LABORATORIOS LICONSA, S.A.

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

CH EI l IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nMPOOYKT OMES3 kancynbl kuwevyHopacTBopumMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83452 Nara npouseopctea 05.2024 Nopex no 04.2026
TEST/ TECT REQUIREMENT / CNIELUAPUKALIAA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TBeppble wenaTUHOBbLIE Kancynbl pasmepa N°4, Conforms / CooTBeTcTBYET
C KpbllLEYKO! CUHEro LBETa U KOPNYCOM
Genoro uBeTa, cogepxalue cepuyeckue
rpaHynbl oT 6enoro 4o nNoyTy 6enoro ¢
XenToBaTkIM OTTEHKOM LBeTa.
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.
OOHOPOOHOCTbL AO3MPOBAHUA (AV) 3HauveHue AV, paccuutanHoe ans 10 kancyn,

LOMKHO BbITh He 6onee 15,0 %.

3HayeHue AV, paccyuTtaHHoe ana 30 kancyn,

LOMKHO BbITh He 6Gonee 15,0 % u copepikaHue

omMenpasona Hu B OfHOIA Kancyrne He JOMKHO

BbIX0AWTb 3a npegenst 0,75M-1,25M.

9,8

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).
NMOoONMUMHHOCTL (B3XX) Bpems yoepxuBaHus OCHOBHOTO
NMWKa Ha XpomMmaTorpamMmmMe UcnbiTyemoro
pacTBOpa AOMNKHO COOTBETCTBOBATh
BpeMeHU yAepKMBaHNS OCHOBHOIO NUKa
Ha XpoMaTorpamMmme cTaHAapTHOro pacTeopa
(paspen «KonuyecTBeHHOE onpeaeneHues).

Conforms / CooTBeTcTBYET
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Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 26.06.2024
(Signature & Date) Quality Assurance/(Moanuck/aata) oBecnevyeruakayecTsa:
Release by/BbinyweHo Deputy Qualified Person/:
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Manufacturing Site/lpouasoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A.
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(Signature & Date)/(MNopnuck/gaTta) Macarena Gonzalez 4 /%
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espafa/Spain
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
nrPoayKT OMES3 kancynsl KuweyHopacTeopumeie 20 Mr

CODE

Koq 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83452 Oata npouzsogctea 05.2024 Fopen no 04.2026

TEST / TECT REQUIREMENT / CNELU®UKALUA RESULT / PE3YINLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANUHHOCTL 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 nornolieHus 0CHOBHOIo NuKa, Conforms / CooTBeTCTBYET
CHATBLIN NpU XpomMarorpadupoBaHum
WUCMbITYeMOro pacreopa, JomKeH
COOTBETCTBOBAaTL Y®-creKkTpy nornolleHus
OCHOBHOrO NUKa, CHATOMY Npu
XpomMaTtorpagpupoBaHuMn CTaH[APTHOrO
pacrteopa (pasgen «KonuyecTeeHHOe

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 1,7 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oOT 3asABNEeHHOro cogepaHus 100,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONUWYECTBEHHOE OMPEAENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,1 mg/cap / MITKAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He Gonee 10 % oOT 3asBNeHHOr0 COOEPKaHUA 0%
C17H19N303S (omenpa3ona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asaBneHHoro 100 %
cogepxanua C17H19N303S (omenpa3sona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBLIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Owmenpasona kapbokcunat

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

/
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Approval date (dd.mm.yyyy)/aata ogobperus (og.mm.rrr): 26.06.2024 L= _
(Signature & Date) Quality Assurance/(lMoanuce/naTa) obecnedyeHusKayecrsa: 0.V &

Release by/Brinywero Deputy Qualified Person/:
(Signature & Date)/(lMoanuce/gata) Macarena Gonzélez
Manufacturing Site/lpou3eogcteeHHas nnowanxa: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Em O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

(’:‘\) LABORATORIOS LICONSA, S.A.
4

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl Kuwe4yHopacTtsopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC83452 Hata npoussoactea 05.2024 Fopex oo 04.2026
TEST/TECT REQUIREMENT / CNELUM®UKALIUA RESULT / PE3YNBTAT
IMPURITY F not more than 0.2 %
Mpumect F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
MNpumeck G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
NMioban eguHUYHAR He 6onee 0,2 % <0,1 %

HeugeHTUdUUMpOBaHHaA NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBetcTBUM ¢ H[. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpy Temneparype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocTu 2 ropa.

Approval date (dd.mm.yyyy)/gata onobpenus (og.mm.rrrr): 26.06.2024

(Signature & Date) Quality Assurance/(lMognuck/narta) o6ecnedeHunakKayecTsa: .
Release by/Buinywexo Deputy Qualified Person/: L ! Z( o G .5

(Signature & Date)/(Moanuck/aata) Macarena Gonzalez /’7/ ,/// a
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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.
(\/

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KuwevyHopacTteopumMmbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83452 Dara npouseopgctea 05.2024  Trogex no 04.2026

TEST/TECT REQUIREMENT / CMELIM®UKALINA 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.
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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep ua Conforms / CooTBeTCTBYET
antMUHUeBoW (onbru
Mo 2 unu 20 6nuctepor no 5 Kancyn Bmecre
C MHCTPYKLUUWe No NpUMeHeHUIo B NayKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 Kancyn BmecTte
C UHCTPYKLUUWENH NO NPUMEHEHUIO B MavKy
KapTOHHyiO.
Mo1,2, 4,8 unu 14 6nuctepos no 7
Kancyn BMecTe Cc MHCprKIJ,MBI;‘I no
NnpyuMeHeHUK0 B Nadvky HapTotum.
Mo 10 unwu 14 kancyn B NBX-N3-NBOX/
AntomuHWeBLIA GnucTep.
Mo 1,2,3,5, 6,9 unu 10 6nucrtepos no
10 Kancyn BMecTe ¢ MHCTPYKUUWEN No
MPYMEHEHNIO B NAYKy KAPTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKUUEel no
NpUMMeHEeHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND
Jrn-006953-180122

Ananu3 npoeegeH no HAO:
Nnn-006953-180122
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Approval date (dd.mm.yyyy)/aata ogobpenus (oa.Mm.rrrr): 26.06.2024 26 Db\
(Signature & Date) Quality Assurance/(Moanuce/narta) obecneveHusikadecrsa: )
Release by/BobinyweHo Deputy Qualified Person/: ' / - G
(Signature & Date)/(Moanucs/aaTa) Macarena Gonzélez /"/" //// 6.0 LM
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—_ LABORATORIOS LICONSA, S.A.
@

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl KuwevyHopacTBopuMbie 20 mr

CODE

Koa 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83452 Dara npoussoactea 05.2024 ropen no 04.2026

TEST/TECT REQUIREMENT / CNIELUU®UKALUA RESULT / PE3YIILTAT

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 anNOMUHUEBOIA oNbru.
Mo 5 6nuctepor no 6 Kancyn BMecTe ¢ MHCTPYKLUUel No NpUMeHeHUIo B NaYKy KapToHHYIO.

Approval date (dd.mm.yyyy)/nata ogobpexus (og.mm.rrrr): 26.06.2024
(Signature & Date) Quality Assurance/(lMoanuck/aaTta) obecneveHuakayecTsa:
Release by/BeinyweHo Deputy Qualified Person/:

P
(Signature & Date)/(Moanuce/gata) Macarena Gonzéalez ) /”;'-" // /)é"‘ OC. 25
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(7‘*\) LABORATORIOS LICONSA, S.A.

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

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

PaspeleHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl Kuwe4yHopacTBopumMsle 20 mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIM-006953
CEPUA : LC83452 Data npouseoactea : 05/2024
BATCH MANUFACTURING DATE

Fopen po : 04/2026 Paamep cepun : 356.154 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswwum s nogTeep#aalo, 4To AaHHas MH(opMaLus SBNAETCS AOCTOBEPHON M TOUHO. [laHHas napTus npoaykTa
6blna npousBefeHa, BKNHOYasA yNnakoBKY/MapKMPOBKY U KOHTPONb KaYecTRa, Ha YKa3aHHOM HUXe yyacTKe (yyacTkax)
B NOMHOM cooTBeTcTBUM ¢ TpeGoraHuamu GMP mecTHoro perynupyollero oprasa, crneyudpukauuamMy B pazpeLueHnm
Ha MapKeTUHI CTPaHbI-MMNOPTepPa U TEXHUYECKUMU COrMalleHUsiMU, KOTOPbIE MOTYT BbITh 3aKMKYeHkl, UNKY (aknom
cneyudukauum npoaykra ansa MccnegyeMeix nekapcTBeHHLIX CPEACTE.

3anucu no 0b6paboTKe, ynakoBKe U aHanuly napTuu 6bL1nY NpoBepeHbl U NPU3HaHbl COOTBETCTBYHOLMMU TpeboBaHUAM
GMP.

MapTun 6b1na npousBeneHa B lNlaGopatopuoc lNMukoxca SA., a Tam, rge NnpUMeHUMO MUKpobuonoruyeckoe
uccrnenoBaHue,
oHo npoBoauTtca B llaboparopuu 3ueBapHe 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.

A == ~ 2606 .2k

.
Mopnuck u pata / Signature&Date: Macarena Gonzdlez
I Deputy Qualified Person

PeructpauvorHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep IlukoHca GMP / LICONSA GMP Number; ES/085HVI/M9



