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

CHE"T]O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

(ﬂ) LABORATORIOS LICONSA, S.A.
(&4

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl KuweyHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC79316 Oara npoussogctea 11.2023  Togen no 10.2025
TEST / TECT REQUIREMENT / CMIELA®UKALIAA RESULT / PE3YNBTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeeppAble XenaTUHOBLIe Kancynbl pazmepa N°4, Conforms / CooTBeTcTBYET
C KpbILEYKoW CUHEro LiBeTa U Kopnycom
6enoro uBeTta, cogepxalive cchepulieckue
rpaHynel ot 6enoro Ao noyTu 6enoro c
HenToBaTLIM 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.
OOHOPOJHOCTE AO03MPOBAHUA (AV) 3HaveHue AV, paccuutaHHoe ansa 10 kancyn, 6,0

AomkHo 6bITb He Gonee 15,0 %.

3HaveHue AV, paccuuTaHHoe gns 30 kancyn,

OOMKHO 6bITh He 6onee 15,0 % u conepxaHue

oMenpa3ona HU B OAHOW Kancyrne He JOMKHO

BbIXOAWTL 3a npeaensi 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).
NOANMHHOCTL (B3XX) Bpems yaepuBaHUA OCHOBHOTO Conforms / CooTBeTcTBYET
nuKa Ha XpomaTorpaMme UcnbITyemMoro
pacTBopa foMmKHO COOTBETCTBOBATh
BpeMeHU yaepXuBaHUA OCHOBHOIO NUKa
Ha XpomaTorpamme CTaHAapTHOro pacTBopa
(paspen «KonuyecTBeHHOE onpeaeneHue).

Approval date (dd.mm.yyyy)/aata onobpeHus (aa.mm.rrrr): 20.12.2023

(Signature & Date) Quality Assurance/([Nognuce/aaTa) obecneveHuska4yecTsa:

Release by/BeinyweHo Deputy Qualified Person/: 5

(Signature & Date)/(lMognuck/gata) Macarena Gonzalez ?_b (1 15

Manufacturing Site/lMpouasoacTeenHas nnowagka: Laboratorios Liconsa, S.A. Pagelctp. 1/5
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19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
Phone: +34 949 34 97 00
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CERTIFICATE OF ANALYSIS

CEPTU®OUKAT AHAIIU3A

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

CODE
Kon 231903

BATCH
CEPUA LC79316

Manufacturing Date: Expire Date:
Oata npouasoactea 11.2023  Topen no 10.2025

TEST/TECT

REQUIREMENT / CNELIU®UKALIAA RESULT / PE3YIBTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANMUHHOCTE 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 nornolleHns 0CHOBHOTO NUKa, Conforms / CooTBeTcTBYET
CHATbLIW NpU XpomaTtorpadupoBaHumn
WCMBITYEMOro pacTBopa, AoMKeH
COOTBETCTBOBaThL Y®-CNeKTPY NOrMoLeHus
OCHOBHOTO NMWUKa, CHATOMY NMpK
XpomMaTtorpadupoBaHuM CTaHAapPTHOroO
pacTBopa (pasgen «KonuyecTBeHHOe
onpegpeneHue»)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 1,2%

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE ONPENENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3aABNEHHOro cofepXaHuna 99,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE OMPEOENEHUE
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/KATCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas cTaaus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNEHHOro cogepxaHus 0%
C17H19N303S (omenpazona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHan ctagusn)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoOro 95 %
cogepxanua C17H19N303S (omenpa3ona)

yepe3 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECK

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunat

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

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 20.12.2023

728

(Signature & Date) Quality Assurance/(lMognucb/aara) obecneveHuakaqecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aaTa) Macarena Gonzalez . / 20.11.19
Manufacturing Site/lNpouaroacteeHHas nnowanka: Laboratorios Liconsa, S.A. Page/ctp. 215




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

;—"\) LABORATORIOS LICONSA, S.A.
(&

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H 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
nPOOYKT OMES3 kancynbl Kuwe4yHopacTteopumslie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79316 Darta npouzsoactea 11.2023  lopgen go 10.2025
TEST / TECT REQUIREMENT / CMIELUA®UKALIAA RESULT / PE3YINILTAT
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
Mwban eguHUYHan He 6onee 0,2 % <0,1 %
HeuaeHTUdULMpOBaHHaA NPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKWUPOBKA B cooTteetcTBUU ¢ HL. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu TeMnepaTtype He Bblwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHoOCTH 2 ropa.
§ 7 Y
Approval date (dd.mm.yyyy)/nara ono6penus (og.mm.rrrr): 20.12.2023 i / s «/
(Signature & Date) Quality Assurance/(lMoanuck/gara) obecneveHuakadecrsa: 5
Release by/Beinywero Deputy Qualified Person/: }i_//“
(Signature & Date)/(Mopnuck/para) Macarena Gonzalez / 20. 7 1/)

Manufacturing Site/lTpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, sA/
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

@ LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl Kuwe4yHopacTteopumMbie 20 Mr

CODE
Koa 231903

BATCH Manufacturing Date: Expire Date:
CEPUHA LC79316 Oara npoussoactea 11.2023  Topen go 10.2025

TEST/TECT REQUIREMENT / CIIELLM®UKALIKA RESULT / PE3YIILTAT

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**
anvMUHUEBON thonbru
Mo 2 unu 20 6nucTtepoB no 5 Kancyn BMecTe
€ UHCTPYKUMEN Mo NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepos no 6 Kancyn eMecTte
c MHCprKLlMBﬁ no NpUMeHeHUHK B Nayky
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nuctepoe no 7
Kancyn BMecTe c HHC‘.prKUMEﬁ no
NpUMeHEHWH B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnioMuHMeBbIR BnucTep.
Mo1,2,3,5, 6,9 unu 10 6nuctepos no
10 kancyn BMecTe C MHCTPYKUUEN No
NPUMEHEHUIO B NAYKY KapTOHHYH.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTPYKUUen no
MPUMEHEHUIO B NavKy KapTOHHYIO.

Analysis performed according ND
1nn-006953-180122

Ananus npoeepeH no HO:
1nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHus (ag.mm.rrrr): 20.12.2023 %ﬁf

(Signature & Date) Quality Assurance/(lNognucs/garta) obecneveHusKa4yecTsa:

Release by/Buinywexo Deputy Qualified Person/: {

(Signature & Date)/(Mopnuce/nata) Macarena Gonzalez / /\/'2 O ‘f( .rl L)

Manufacturing Site/lpouasogcTeeHHas nnowanka: Laboratorios Liconsa, S.A, Page/ctp. 4 /5




,f:\\) LABORATORIOS LICONSA, S.A.
(\‘) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
S~ 19200 Azuqueca de Henares (Guadalajara), Espaial/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl kMwe4yHopacTBopuMbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79316 Data npouseoactea 11.2023  Tropen go 10.2025

TEST /| TECT REQUIREMENT / CNELUUM®UKALIUA RESULT / PE3YNILTAT

Notes / HabnwgeHus
**g 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 anoMUHUEBONW donbru.
Mo 5 GnucTepoB no 6 Kancyn BMecTe C MHCTPYKUMEN Mo NPUMEHeHUIo B Nayky KapTOHHYIO.

il s Py Wy
Approval date (dd.mm.yyyy)/nata ofgo6penus (aa.mm.rrrr): 20.12.2023 p) /f / '\"U'f ¢
(Signature & Date) Quality Assurance/(Mopnuce/aarta) obecneveHuskayecTaa:
Release by/BuinyweHo Deputy Qualified Person/: ) 2
(Signature & Date)/(Moanuck/garta) Macarena Gonzalez /’ \f/ iJ_U (z ?”5

Manufacturing Site/MpouasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. |

Pagelctp. 51715




}"\\) LABORATORIOS LICONSA, S.A.
( ) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C’:H E mo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3spelueHue Ha BbINyck
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl KMwevyHopacTBopumMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J11-006953
CEPUA : LC79316 Data npoussoactea : 11/2023

BATCH MANUFACTURING DATE

logen no : 10/2025 Pasmep cepum : 46.656 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiluum 5 noaTBepxaalo, YTo AaHHas MHGopMaLua ABNAETCA JOCTOBEPHOI U TOYHON. [laHHana napTus npoaykra
6bina npousBefeHa, BKIKOYasi yNnakoBKY/MapKUPOBKY U KOHTPOMNb KauecTBa, Ha YyKa3aHHOM HUWXe y4acTKe (yyacTKax)
B MOMHOM COOTBEeTCTBUMU ¢ TpeboBaHuamu GMP mecTHoro perynupyroLiero oprada, cneuudukaunamMu B paspelueHuu
Ha MapKeTUHT CTPaHbLI-UMNOpTEepPa U TeXHUYECKUMU COrnalleHUAMY, KOTOpLIE MOrYT ObITh 3aKNYeHbl, UNU gainnom
cneuudukauuu npogykta ansa Uccnegyembix nekapcTBEHHbIX CPeACTB.

3anucu no o6paboTke, yNakoBKe W aHanu3sy napTuu Gbinv NPoBepeHbl U NPU3HaHLI COOTBETCTBYHOLUMU TpeboBaHUAM
GMP.

MapTua 6bina npouseeneHa B flaGopartopuoc INukoHca SA., a Tam, rae NPUMeHMMO MUKpobuonoruyeckoe
uccnefoBaHue,
oHo npoBoauTcs B lla6opatopun J4yeBapHe 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.

/L\fQL.‘ D

Moanuck u gara / Signature&Date: Macarena Gonzélez
I/ Deputy Qualified Person

PeructpauuoHHoe ygoctoBeperue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



