‘ Jw LABORATORIOS LICONSA, S.A.
ﬁ(k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N> 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
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Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OME3 kancynbl kuweyHopacTteopumbile 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80199 Nata npouseoactea 12.2023 Nopen no 11.2025
TEST /| TECT REQUIREMENT / CMELIAD®UKALIAA 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 TeepAble XenaTUHoOBLIE kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbllWeYKoi cUHero LBeTa U Kopnycom
Genoro UBeTa, cofepXallve cthepuldeckue
rpaHynkl ot 6enoro Ao no4Ttu 6enoro ¢
¥HenToBaTkIM OTTEHKOM LUBeTa.
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.
OOHOPOQHOCTb [JO3UPOBAHUA (AV) 3HaueHue AV, paccunuTtaHHoe gns 10 kancyn, 7,0

AOMKHO BBITL He Bonee 15,0 %.

3HayeHue AV, paccynutaHHoe ansa 30 kancyn,

LOMKHO 6EITL He Bonee 15,0 % v copepXaHue

omMenpa3ona HY B OJHON Kancyne He OOMKHO

BbiXxoAuTk 3a npeaens! 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).
NOANMUHHOCTL (B3XX) Bpems yaepXUBaHUA OCHOBHOro Conforms / CooTBeTCcTBYET
NUKa Ha XpomaTorpamMmme UcnkITyeMoro
pacTBopa OOMKHO COOTBETCTBOBATh
BpeMeHU yaepXUBaHWUA OCHOBHOIO NuKa
Ha XpomaTorpaMmMe CTaHAapTHOro pacTeopa
(paapen «KonuyecTBeHHOE onpeaeneHuey).

Approval date (dd.mm.yyyy)/nata ogobperua (ag.mm.rrrr): 25.01.2024
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneyeHuakadecTsa: MP ¢ .24
Release by/Buinyweto Deputy Qualified Person/: ;
(Signature & Date)/(Mognuck/aata) Macarena Gonzalez Jﬂ

Manufacturing Site/MpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. 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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbi kuwe4yHopacTeopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80199 Oara npouzeoactea 12.2023 ropen no 11.2025

TEST /| TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YINILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMUMHHOCTE 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®-cneKkTp nornoweHUsi OCHOBHOro nuka,
CHATbLIA NPU XpomaTorpacmpoBaHum
MCNbLITYyeMOro pacTBopa, AoMmkeH
COOTBETCTBOBaTL Y®-cnekTpy nornoujeHus
OCHOBHOTO MUKa, CHATOMY NPy
XpomarorpatupoBaHUM CTaHAAPTHOrO
pacTeopa (pa3gen «KonuyecTeeHHoe
onpeneneHue»)

Conforms / CooTBeTCTBYET

WATER Not more than 5.0 %.

BOOA He 6onee 5,0 % 23%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asBneHHOro cogepXxaHua 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEOENEHUE
MI/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna

20,0 mg/cap / MI/KATCYIIA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHMUE (KucnoTHas ctagus) He 6onee 10 % oT 3asBneHHOro cogepxaHus 0%
C17H19N303S (omenpasona)
Yyepe3s 120 MuH

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

PACTBOPEHMUE (BydepHas cranus) He mexee 80 % (Q) ot 3asBneHHOro 100 %
cogepxaHua C17H19N303S (omenpaszona)
yepes 30 MuH.

RELATED SUBSTANCES

POOCTBEHHLIE NPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

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

Approval date (dd.mm.yyyy)/nara ogobpeHus (ga.mMm.rrr): 25.01.2024
(Signature & Date) Quality Assurance/(lognuck/aata) obecnedernsikadectea: M1 1L oA 1Y

Release by/BuinywieHo Deputy Qualified Person/:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez
Manufacturing Site/lpouseoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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\)ﬂw LABORATORIOS LICONSA, S.A.
& /u‘ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
O_l_ mgo Phone: +34 949 34 97 00
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuweyHopacTtBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC80199 DOara npoussogctea 12.2023  Topen po 11.2025
TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YIILTAT
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
Mwobas eaUHUYHAA He 6onee 0,2 % <0,1%
HeUaeHTU(MLUPOBAHHANA NPUMECE
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecei He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B cooTtBeTcTBuM ¢ HI. Conforms / CooTBeTCcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bhiwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTH 2ropa.

Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.mMm.rrr): 25.01.2024
(Signature & Date) Quality Assurance/(Moanuck/naTa) obecnedequnkadectsa: M /[ o |
Release by/Brinywexo Deputy Qualified Person/:

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

Manufacturing Site/MpouasoacTBeHHas nnolagka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O I m 3 O Phone: +34 949 34 97 00
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~) LABORATORIOS LICONSA, S.A.
(&4

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80199 DOara npouszsogctea 12.2023 ropen po 11.2025

TEST /| TECT REQUIREMENT / CMELIM®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.
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 6Griuctep U3 Conforms / CooTBeTcTBYeT**
anwwMUHUeBOI donkri
Mo 2 unu 20 6nucTepos no 5 Kancyn BMecTe
€ MHCTPYKUMEl NO NPUMEHEHUIO B Na4Ky
KapTOHHY!0.
Mo 5 unu 10 6nuctepos no 6 kancyn Bmecre
C MHCTPYKUMWEN MO NPUMEHEHUIO B MaYKy
KapTOHHYI0.
Mo 1, 2,4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ MHCTPYKUu1en no
NPUMeHEHUIO B NaYyKy KapTOHHYH.
Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnomMuHUeBLIA BnucTep.
Mo1,2,3,5,6,9 unu 10 GnucTtepos no
10 kancyn BMecTe C MHCTpYKUuei no
NPUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepor no 14
Karncyn BMecTe ¢ UHCTpyKUU1el no
NPUMeHeHUI0 B Na4Ky KapTOHHYHO.

Analysis performed according ND

1n-006953-180122

Ananua npoBegeH no HO: -
1rn-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpeHus (0a.mm.rrrr): 25.01.2024

(Signature & Date) Quality Assurance/(Ioanuck/aaTa) o6ecneveHusikadectaa: MF 4L O 1) "
Release by/BuinyuwieHo Deputy Qualified Person/:

(Signature & Date)/(Moanwck/aara) Macarena Gonzalez f

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




)v LABORATORIOS LICONSA, S.A.
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o~ 19200 Azuqueca de Henares (Guadalajara), Espafna/Spain
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Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOoOYKT OME3 kancynkl KuwieyHopactBopumMmblie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80199 Oata npoussogctea 12.2023 Nopen no 11.2025

TEST /| TECT REQUIREMENT / CNEUW®UKALIUA 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 anlOMUHUEBONR oNLIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ MHCTPYKLUUWeH Mo NpUMeHeHUIo B Nayky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nara ogobpeHus (aa.mm.rrrr): 25.01.2024 o~

(Signature & Date) Quality Assurance/(lognuck/nara) obecnedenuskavectsa: 2L 04 L4

Release by/BbinyuieHo Deputy Qualified Person/: -

(Signature & Date)/(Moanuce/nara) Macarena Gonzélez o 7\\\[.\ T

Manufacturing Site/lpou3soacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. /v\, e 260! NJ Page/ctp. 5/5



\)ﬂw LABORATORIOS LICONSA, S.A.
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Pa3pelwieHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuwevyHopacTeopumMble 20 Mr

PRODUCT

Koq : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1NM1-006953
CEPK4A : LC80199 Nara npoussoacrea : 12/2023

BATCH MANUFACTURING DATE

Fopen po : 11/2025 Pasmep cepum : 365.472 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiuum s noaTRepxAalo, YTo aHHasA uHopmauus SsBNAeTCs NOCTOBEPHOW U ToYHON. [laHHana napTua NnpoaykTa
6bina npov3BeAeHa, BKNYas ynakoBKy/MapKMpOBKY U KOHTPONb Ka4yecTBa, Ha YKa3aHHOM HUXe y4acTke (y4acTKax)
B NONHOM COOTBETCTBUU ¢ TpeboBaHuamu GMP MecTHoro perynupyolliero oprata, cneyudpyukauuaMm B paspeLieHnm
Ha MapKeTUHT CTPaHbI-UMMNopTepa U TEXHUYECKUMIK COrMalleHUs MY, KOTOphIe MOryT GbITh 3aKNO4eHbl, Unu tainom
crneunduKkauumn npoaykTa Ana MccnegyeMbix nekapcTBeHHbIX CPeacTB.

3anucu no o6paboTKe, yNaKoOBKe M aHanu3y napTum 6LINK NpoBepeHbl U NPU3HAHLI COOTBETCTRYHOLWMMU TpebGoBaHUAM
GMP.

MapTus 6bina npousseneHa B llabopatopuoc lNukoHca SA., a Tam, rge NpMMeHUMMO MUKpobuonormyeckoe
uccnenoBaHue,
oHo npoBoautcs B llabopatopuun 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.

Mognuck 1 gata / Signature&Date: Macarena Gonzalez
/| Deputy Qualified Person

PeructpaumoHHoe yaoctoeepedue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVII19



