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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®PUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOaykKT OMES3 kancynbl kuwevyHopacTBopuMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC81472 Oata npouseoactea 02.2024  ropen no 01.2026
TEST / TECT REQUIREMENT / CTIELIU®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE Teepfble }enaTUHoOBLIe Kancynbl pazMepa N°4, Conforms / CooTBeTCTBYET

C KpblleYKoW CUHero LBeTa U Koprycom
Oenoro useTa, cofepxallme cpepryeckue
rpaHynel oT 6enoro [o noyTtu 6enoro c

XenTtoBaThbiIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)
be more than 15.0 %.

AV accepted for 10 capsules should not

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 NO3UPOBAHUA (AV)

3HayeHue AV, paccyutaHHoe ana 10 kancyn,

3,8

AONKHO BbITE He Gonee 15,0 %.

3Ha4yeHue AV, paccyuTaHHoe ansa 30 kancyn,
OOMKHO 6bITk He Bonee 15,0 % K copepxaHue
omMenpa3sona Hu B OAHOI Karncyne He AOMKHO
BbIXOAWUTL 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).

MNOANUHHOCTL (B3XX)

BpeMs yOepXXUBaHUSI OCHOBHOTO

Conforms / CooTBeTCTBYET

nuKa Ha XpomaTtorpaMme UCMLITYeMoro
pacTBopa [OMKHO COOTBETCTBOBATL
BpeMeHU yAepKUBaHUA OCHOBHOrO NUKa

Ha XxpoMaTorpaMMe cTaHAapTHOro pacTeopa

(pa3pen «KonuyectBeHHOe onpegeneHuen).
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Approval date (dd.mm.yyyy)/aarta onobperus (oa.mm.rrrr): 20.03.2024
(Signature & Date) Quality Assurance/(lMoanuck/nara) obecnedyeHusKavecrsa:
Release by/BeinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuce/nata) Macarena Gonzalez

Manufacturing Site/[TpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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7 \) LABORATORIOS LICONSA, S.A.
(‘ B, Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kuwe4HopacTtsopumMbie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81472 Oata npouzeoactea 02.2024 Fopen no 01.2026

TEST / TECT REQUIREMENT / CNIELUW®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).
NMOONUHHOCTL B3XX (DAD netektop) Y®-cnekTp NornoweHusa 0OCHOBHOro NuKa, Conforms / CooTBeTcTBYET
CHATbIW NpU XpoMmaTtorpacdpupoBaHuu
WCMbITYEMOro PacTBOpa, AOIKEH
COOTBETCTBOBATL Y®P-CNeKTpy NOrnoweHus
OCHOBHOIO NMWUKa, CHATOMY NpMU
XpoMartorpaupoBaHUM CTaHBAPTHOTO
pacTBopa (pasgen «KonuyecTBeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMWYECTBEHHOE ONMPEOENEHUE 95,0 - 105,0 % oT 3asABNEHHOro coaepXaHus 100,1 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMPEOENEHUE Ot 19,0 mr/kancyna po 21,0 mr/kancyna 20,0 mg/cap / MI/KATNCYNA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctanus) He Gonee 10 % ot 3aABneHHOro cogepaHusa 1%
C17H19N303S (omenpazona)
yepea 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydcepHas cragus) He menee 80 % (Q) o 3ansneHHoro 94 %
copepxanua C17H19N303S (omenpaaona)
yepes 30 MuH.
RELATED SUBSTANCES

POOCTBEHHBIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpasona Kap6okcunar He 6onee 1,0 % <0,1 %
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Approval date (dd.mm.yyyy)/nata ogo6perus (oa.mm.rrrr): 20.03.2024 A/

(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecrneyeHuskadecTsa: r—A
Release by/BbinyuieHo Deputy Qualified Person/: l 1 ks .
(Signature & Date)/(Moanuce/narta) Macarena Gonzélez ( X \{w, V00T Y
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

7)) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OMES3 kancynbl KuweyHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81472 Data npouseoacrea 02.2024 lopen po 01.2026
TEST / TECT REQUIREMENT / CNELUIM®UKALIAA 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 Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Nio6an eguHUyHan He 6onee 0,2 % <0,1 %

HeugeHTUdULUpoBaHHaa NpUMechk

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKWUPOBKA B cooTtBercTBMM ¢ HA. Conforms | CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepartype He Bbilwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTH 2 ropa.
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Approval date (dd.mm.yyyy)/nata ogobpenus (ga.mm.rrrr): 20.03.2024 A / e
(Signature & Date) Quality Assurance/(Moanvce/aata) obecnevyeHuskavecTsa:
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Release by/Buinyweno Deputy Qualified Person/: % ‘,"|
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

f’-\\) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl Kuwe4HopacTBopumMsbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC81472 Data npouzeogctea 02.2024 Topen no 01.2026

TEST / TECT REQUIREMENT / CNELIN®UKALIAA RESULT / PE3YNBTAT

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 U3 Conforms / CooTBeTcTBYET**
anMUHUeBO| honbru
Mo 2 unu 20 6nucrepor no 5 Kancyn BMecre
C MHCTPYKUUEN No NPUMEHEHUIO B MavKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepoe no 6 kancyn BMecTe
C UHCTPYKUMENW NO NPUMEHEHUIO B NaYKy
KapTOHHYHO.
Mo 1, 2,4, 8 unu 14 6nucrepos no 7
Kancyn BMecTe ¢ MHCTPYKUUel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUeBLIW BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ UHCTPYKLUMEl no
NpYMeHeHUIO B Na4YKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyn BMecTe C MUHCTPYKUUEN no
npUMeHeHUHo B na'-u(y KapTOHHYH.

Analysis performed according ND
1nrn-006953-180122

AHanua npoeepneH no HA:
1nn-006953-180122
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Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 20.03.2024 5/” =< ‘vU_,\-Z
(Signature & Date) Quality Assurance/(Moanuck/aara) oBecneveHunkadecrea: =
Release by/Buinywero Deputy Qualified Person/: / :"‘ j

(Signature & Date)/(Moanucs/aata) Macarena Gonzalez \
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(ﬂ) LABORATORIOS LICONSA, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaina/Spain

C H E m O 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
nPoayYKT OME3 kancynbl KuweyHopacTtBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81472 Darta npousesoactea 02.2024 Topen no 01.2026

TEST/ TECT REQUIREMENT / CMEUU®UKALINA RESULT / PE3YNLTAT

Notes / HaBnrogeHus
**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 anNKOMUHWEBOMU honbLIU.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUWel Mo NPUMEHEHUIO B NaYKy KapTOHHYH,
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Approval date (dd.mm.yyyy)/aaTta ono6perus (aa.Mm.rrrr): 20.03.2024 y JAR 004~ l
(Signature & Date) Quality Assurance/(lNognuce/aata) obecneveHusKkavecTsa: AN
Release by/Buinywero Deputy Qualified Person/: ( ] l. ‘}
(Signature & Date)/(Moanuce/nara) Macarena Gonzalez Wa *ﬁ}'&“ oo 03 et

J
Manufacturing Site/lpouasogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. t !
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rﬂ) LABORATORIOS LICONSA, S.A.
(E./) 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

Pa3pelueHune Ha BbINycK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl Kuwe4yHopacTBOpUMbIe 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIINM-006953
CEPUSA : LC81472 [Marta npouasopactea : 02/2024
BATCH MANUFACTURING DATE

lNopen pno : 01/2026 Paamep cepum : 349.488 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiluum 51 noATBepxAalo, YTo AaHHaA MHOPMaUUs SBNSETCH AOCTOBEPHOMW U TOMHOW. [laHHas napTua NnpoaykTa
6bIna npou3BefeHa, BKNOYas YNakoBKy/MapKUPORBKY U KOHTPOIb Ka4YeCcTBa, Ha YKa3aHHOM HIKe y4yacTKe (yvacTkax)
B MOMHOM COOTBETCTBUU ¢ TpebGoBaHuamu GMP MecTHOro perynupyowlero oprasa, cneuudgurauuamy B paspelueHum
Ha MapKeTUHT CTPaHLI-MMNOPTEPa U TEXHUYECKUMI COrMaLleHUsIMU, KOTOPbIe MOTYT BhITh 3aKMYeHbl, unu tainom
cneyudmkauum npoaykra gns MccnepyeMbix nekapcTEeHHLIX CPeacTR.

3anucu no o6paboTKe, ynakoBKe U aHanu3y napTuu 66INu NpoBepeHkl U MPU3HaHLI COOTBETCTBYHOLWUMU Tpe6oBaHUAM
GMP.

MapTusa 6eina npouasegeHa B lla6oparopuoc lNukoHca SA., a Tam, rae NPUMeHUMO MUKpoBUonoruyeckoe
uccrieqoesaHue,
oHo npoeoauTcs B llaboparopuu 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 Authaority, 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 gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucTtpauunoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



