ﬂ) LABORATORIOS LICONSA, S.A.
(\J) Avda. Miralcampo, N°® 7, Pol. Ind. Miralcampo
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19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

CH Emo 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
nPoOyKT OME3 kancynbl kMwe4yHopacTeopumMsie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC78559 NOara npouseopactea 10.2023  Topen no 09.2025
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YINIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTMHOBbIE Kancynbl pazmepa N°4, Conforms / CooTBeTCTBYET
C KpbILWeYKol CUHEro UBeTa U KOpNycoMm
Benoro UBeTa, coaepXallue cepuyeckue
rpaHynbl ot 6enoro go no4ty 6enoro ¢
KHenToBaTbIM 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.
OOHOPOOHOCTL AO3UPOBAHUA (AV) 3HauyeHue AV, paccuuTtaHHoe gnsa 10 kancyn, 91

AOMKHO 6bITk He Bonee 15,0 %.

3Ha4yeHue AV, paccuuTtadHHoe gns 30 kancyn,

AomkHo 6bITk He 6onee 15,0 % n conepxaHue

oMenpa3ona HX B OHOM Kancyrne He JoMKHO

BbIX0AWUTE 3a npegens! 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).
NMOANUHHOCTD (B3XX) Bpems yaepXUBaHUA OCHOBHOro Conforms / CooTBeTcTBYET
NUKa Ha XxpomaTorpamme UcnbITYyeMoro
pacTBeopa QOMmKHO COOTBEeTCTBOBATb
BpeMeHU yaepXuUBaHUA OCHOBHOrO NUKa
Ha XpomMmaTorpaMmMme cTaHaapTHOro pacrsopa
(paspen «KonuyecTBeHHOE onpeneneHuen).

Approval date (dd.mm.yyyy)/nata ogobpeHus (oa.mm.rrrr): 27.11.2023
(Signature & Date) Quality Assurance/(lNognucs/paTta) oﬁecneqewﬁxauecm_a:/ f
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuweyHopacTteopumble 20 mMr

CODE

Kog 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78559 Dara npouseogctea 10.2023 Fopen oo 09.2025

TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) 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).
NOANMMHHOCTL B3XX (DAD getexTop) Y®-cnekTp nornoueHus 0CHOBHOIO NUKa,
CHATBIW NpU XpomaTorpadgupoBaHnm
WUCMLITYEMOro pacTBopa, AOMKeH
COOTBETCTBOBRATL Y®-cneKTpy NornoLeHus
OCHOBHOTO MUKa, CHATOMY NpK
XpomarorpathupoBaH1MU CTaHAAPTHOTO
pacTeopa (pasgen «KonuyecTteeHHoe

Conforms / CooTBeTcTBYET

onpegeneHues)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,8 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oOT 3anABMNeHHOro cofepXaHua 98,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMWYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna ao 21,0 mr/kancyna 19,6 mg/cap | MI/KATICYNA
MP/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctagus) He 6onee 10 % oT 3aseneHHOro cogepxaHus 2%
C17H19N303S (omenpazona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHan ctagus) He mexee 80 % (Q) oT 3aAaBneHHoro 93 %
cogepxanuna C17H19N303S (omenpazona)
yepes 30 MUH.
RELATED SUBSTANCES
POOCTBEHHBLIE MPUMECHK
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpazona kapSokcunar He 6onee 1,0 % <0,1%

.y". . f/’,-"-‘j

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr); 27.11.2023
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl kuie4yHopacTteopumble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78559 Data npouseoactea 10.2023  Topen oo 09.2025
TEST/ TECT REQUIREMENT / CMELU®UKALIAA RESULT / PE3YNILTAT
IMPURITY F not more than 0.2 %
Mpumeck 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
Jroban eguHUYHaRA He 6onee 0,2 % <0,1 %

HeuaeHTUUUMpPOBaHHas NpUMeck

TOTAL IMPURITIES not more than 2.0 %
CymMmma npumecen He Gonee 2,0 % 0,1 %
LABELING According to ND
MAPKWUPOBKA B cooTBeTcTBUM € HL. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbille 25 °C.
SHELF-LIFE 2 years
CPOKIOOHOCTHU 2 ropa.
AL )AL S
Approval date (dd.mm.yyyy)/naTta ogobperus (oa.MmM.rrrT): 27.11.2023 / r 7! ey
(Signature & Date) Quality Assurance/(lNoanuce/aaTa) obecneyeHuskavecTsa: = ]
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl Kuwe4yHopacTBopumMblie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC78559 Hata npouseoactea 10.2023  Togen no 09.2025

TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YINIbTAT

PACKAGE 5, 6 or 7 capsules in an aluminum
foil blister.
2 or 20 blisters of 5 capsules each and
a patient information leafletin 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.
YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep u3 Conforms / CooTBeTcTBYET**
antMUHKeBOI dronbru
Mo 2 unu 20 6nuctepos No 5 kancyn BMecTe
C UHCTPYKUUE MO NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 5 unu 10 6nuctepos no 6 kancyn eMecre
C MHCTPYKLUMeiA N0 NPUMEHEHWIO B NavKy
KapTOHHYH.
Mo1, 2, 4,8 unu 14 6nucrepos no 7
Karncyn BMecTe C UHCTPYKUUeii no
NMPYMEHEHMIO B Na4Ky KapTOHHYH.
Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnoMUHUEBBIN BriucTep.
Mo1,2,3,5, 6,9 unu 10 6nucrepoB no
10 kancyn BMecTe ¢ MHCTPYKUUen No
NPUMEHEHUIO B NaYyKy KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nuctepoe no 14
Kancyrn BMecTe € MHCTPYKU1el no
NPUMEHEHUWIO B NaYKy KAPTOHHYH.

Notes / HabnirogeHus
**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 6nNUcTep U3 antOMUHUEBOW onbru.

Approval date (dd.mm.yyyy)/aata ogobpenus (ag.mm.rrrr): 27.11.2023 ‘y/ .". ‘f 4
(Signature & Date) Quality Assurance/(lNognuce/gaTa) obecneyeHusaKavecTsa:
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f‘\) LABORATORIOS LICONSA, S.A.
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CH Emo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KuweyHopacTBopumbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIINM-006953
CEPUA : LC78559 Nara npoussopactea : 10/2023
BATCH MANUFACTURING DATE

lFopen go : 09/2025 Pa3smep cepuu : 344.016 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiluum 5 nogTEepXxAar, 4To AaHHaA MHOPMaLUUA ABNAETCHA AOCTOBEPHON U TOYHOM. [laHHasA napTus npoaykTa
6bina Nnpou3Be/jeHa, BKMOYas YNakoBKy/MapKUPOBKY U KOHTPOINb Ka4yecTBa, Ha yKazaHHOM HUXe y4acTke (y4acTkax)

B NOMHOM COOTBETCTBUM C TpeGoBaHuamMu GMP MecTHOro perynupyoLlero oprada, cneyugukaLMamMmu B pa3peLueHm
Ha MapKeTUHT CTPaHbI-MMMNoOpTepa U TEXHUYECKUMU CornalleHUs MU, KOTopble MOryT BLITh 3aKM4YeHb!, Unu gainom
crieuudukauuu npoaykrta ans Uccnegyembix NeKapcTBEHHLIX CPeACTR.

3anucu no o6paboTke, ynakoBKke U aHanu3y napTuu 6bINU NpoBepeHb! U NPU3HaHbl COOTBETCTBYHLWUMU TpeBoBaHUAM
GMP.

MapTus 6bina npousBepeHa B Nlabopartopuoc INukorca SA., a Tam, rae NPUMeHUMO MUKpoOBUONorvYecKkoe
uccnegoBaHue,
oHo npoBoauTtcs B [laGopatopun 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.

- |
/
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Moanuck u garta / Signature&Date: Macarena Gonzalez
I Deputy Qualified Person

PeructpauuvonHoe ygoctosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19
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