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"CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayYKT OME3 kancynbl Kuwe4yHopacTBopumbie 20 mr

CODE
Koa 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC78482 Dara npouseonctea 10.2023 Fopen no 09.2025
TEST / TECT REQUIREMENT / CNEUN®UKALIAA RESULT / PE3YIIbLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable KenaTUHOBLIE Kancynbl pasMepa N°4, Conforms / CooTBeTCTBYET
C KpLILLIEYKOW CUHETO LIBETA U KOPNYCOM
6enoro UBeTa, cofepxaliue cepuyeckue
rpaHynkl oT 6enoro go noyty 6enoro ¢
MenToBaTbiM OTTEHKOM LiBeTa.
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.
OOQHOPOOHOCTEL JO3UPOBAHUA (AV) 3HayeHue AV, paccuutadHoe ansa 10 kancyn,

LomkHo 6biTk He 6onee 15,0 %.

3HayeHue AV, paccuyutaHHoe ana 30 kancyn,

OOMKHO 6bITh He 6onee 15,0 % n copepxanue

OMenpa30na HXU B OJHOM Kancyrne He JOIKHO

BbIX0AWUTL 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).
MOANMUHHOCTL (B3XX) Bpemsa yaepXuBaHUA OCHOBHOTO
nuKa Ha XpomaTorpamMme UcnbITyeMoro
pacTBOpa AO/MKHO COOTBETCTBOBATL
BpeMeHU yAepXMBaHWA OCHOBHOIO NuKa
Ha XpomaTorpamme CTaHAapTHOro pacTeopa
(pa3pen «Konu4yecTBeHHOE onpedeneHue»).

Conforms / CooTBeTcTBYeET

Approval date (dd.mm.yyyy)/nata ogobpexus (aa.mm.rrrr): 20.11.202 == Nﬂ.ﬂ.,r (7=
(Signature & Date) Quality Assurance/(Mognuck/aata) obecneveHuarayecTsa:

Release by/Beinywe+o Deputy Qualified Person/: LA == - 2/
v “H‘ 4

(Signature & Date)/(lMognuck/nata) Macarena Gonzélez
Manufacturing Site/lMponasogcTeerHas nnowapnka: Laboratorios Liconsa, S.A.
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl kMwWe4yHopacTBOpUMbIe 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78482 Oara npouzsoactea 10.2023  Toaen no 09.2025

TEST / TECT REQUIREMENT / CNELUW®UKALIUA RESULT / PE3YIIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANUHHOCTbL B3XX (DAD netekTop)

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 nornolleHUs oCHOBHOMO NUka, Conforms / CooTBeTCTBYET
CHATLIA Npy XpomartorpadupoBaHun
WCMbITYeMOro pacTBopa, JoMmKeH
COOTBETCTBOBaThL Y®P-cneKkTpy NornoljeHus
OCHOBHOTO MWKa, CHATOMY Npu
XpoMartorpadupoBaHUKU CTaHAAPTHOTO
pacTBopa (pasgen «KonuyecTeeHHoe
onpegeneHue»)

WATER
BOJA

Not more than 5.0 %.
He 6onee 5,0 % 21%

OMEPRAZOLE ASSAY %
KONUMYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asBneHHOro cofepmaHus 98,6 %

OMEPRAZOLE ASSAY MG/CAPSULE
KOINMMYECTBEHHOE ONPEOENEHUE
MI/KANCYIA

19.0 mg/capsule to 21.0 mgl/capsule
OT 19,0 mr/kancyna no 21,0 mr/kancyna 19,7 mg/cap / M[/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBNeHHOro cogepXaHus 2%
C17H19N303S (omenpa3sona)

Yyepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BytepHas cragus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3asBneHHoOro 90 %
copepxanua C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE MPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpazona kap6okcunar

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

Approval date (dd.mm.yyyy)/aata onobpenus (oa.mm.rrrr): 20.11.2023
(Signature & Date) Quality Assurance/(lNognuck/gaTa) obecnevyeHusKavecTsa:
Release by/Beinywerno Deputy Qualified Person/:
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(Signature & Date)/(Moanuce/gara) Macarena Gonzalez SR "
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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
nrPoaykT OME3 kancynbl Kuwe4yHopacTBopuMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78482 Oata npouasoacrea 10.2023 Nopen go 09.2025
TEST / TECT REQUIREMENT / CNELUM®UKALIUA RESULT / PE3YIIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He Gonee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeckt G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwoban eguHUYHan He 6onee 0,2 % <0,1%
HeugeHTUULMPOBaHHaA NpUMech
TOTAL IMPURITIES not more than 2.0 %
CymMmma npumeceit He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cootBetcTBUM ¢ HL. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nata onobperus (oa.mm.rrrr): 20,11.2023

(Signature & Date) Quality Assurance/(Moanucs/aaTa) oBecneyeHuskadecTsa:

Release by/Buinywero Deputy Qualified Person/:
(Signature & Date)/(Moanucs/narta) Macarena Gonzalez
Manufacturing Site/TlpoussogcTeeHHas nnowanxa: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC78482 Darta npouseogctea 10.2023  ropen po 09.2025

TEST /| TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YINLTAT

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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep ua Conforms / CooTBeTcTBYET**
anwMUHUeBOU tonbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
€ UHCTPYKUUElW No NpUMeHeHUIo B Nayky
KapTOHHYHO.
Mo 5 unu 10 6nucTepos no 6 kancyn BMecTe
C UHCTPYKLUEH No NpUMeHEHUIO B Nayvky
KapTOHHYH.
Mo1, 2, 4,8 unu 14 6nucrepos no 7
Kancyn BMecTe ¢ MHCTPYKUUei no
NpYMeHeHUIO B NavKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUHUEBLINA BRvcTep.
Mo1,2,3,5,6,9 unu 10 6nucrepor no
10 kancyn BMecTe ¢ UHCTPYKUUEl no
NPYMEHEHUHD B NaYKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepos no 14
Kancyrn BMecTe C MHCTpYKUUel no
NPpUMeHEHUI0 B MaYKy KapTOHHYHO.

Analysis performed according ND

nn-006953-180122

Ananua npoeefied no HA: .
In-006953-180122

Approval date (dd.mm.yyyy)/nata ogobpexus (og.mMm.rrrr): 20.11.2023 = N Nﬁu..,rm N.W
(Signature & Date) Quality Assurance/(Mognuck/nata) obecnevyeHusikadecTsa:

Release by/Buinywero Deputy Qualified Person/: 7 \V_..n =5
(Signature & Date)/(Moanuce/gata) Macarena Gonzélez 4 P\\\
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OME3 kancynbl Kule4yHopacTeBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC78482 Dara npoussoacrea 10.2023 Nopen no 09.2025

TEST / TECT REQUIREMENT / CNELU®UKALUA RESULT / PE3YNBbTAT

Notes / HabnogeHuUsA
**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 anloMUHKWEBOW doNbru.
Mo 5 6nucTepos no 6 Kancyn BMecTe ¢ MHCTPYKUMEW No NPUMEHEHUIo B Na4Ky KapTOHHYIO.

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 20.11.2023 e mw L NW
(Signature & Date) Quality Assurance/(lognuce/aara) obecneyeHunakayecTsa:
Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/(IMoanuck/aaTa) Macarena Gonzalez

Manufacturing Site/pouasoacTeenHan nnowaaka: Laboratorios Liconsa, S.A. Page/ctp. 515
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PaspeweHue Ha BbInycK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl KMlwe4YHopacTBopuMbie 20 Mr

PRODUCT

Kog: 231903 Market : Russia

CODE Homep MA / MA NUMBER : IMN-006953
CEPUA : LC78482 Harta npoussoactra : 10/2023
BATCH MANUFACTURING DATE

lNogen no : 09/2025 Paamep cepum : 331.920 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiwum 51 nogTeepxaato, 4To AaHHasA UHdOpPMaUUs ABNAETCA AOCTOBEPHON U TOYHOM. [laHHanA NapTusa npogykra
6bina nponsBeaeHa, BKNIOYas YNakoBKY/MapKUPOBKY M KOHTPONb Ka4ecTBa, Ha YKa3aHHOM HUXe y4acTke (y4acTkax)

B NOMTHOM COOTBETCTBUM ¢ TpeboBaHuaAMM GMP mMecTHOro perynupyrllero opraHa, cneuMuKauusimg B paspeweHnm
Ha MapKeTUHT CTpaHbI-UMNopTepa U TEXHUYEeCKUMU COrnalleHUAMU, KOTOPLIe MOTYT BbITh 3aKnK4YeHbl, Unu dannom
cneuundukauumn npogykra ana Mccnegyemblix NekapcTBeHHLIX CPeacTR.

3anucu no o6paboTke, yNakoBKe U aHanu3y NapTuu 6LINK NPpoBepeHsl U NPU3HaHbI COOTBETCTRYOLWMMK TpeBoBaHUAM
GMP.

MapTusn 6bina npouaBefeHa B JlabopaTtopuoc NMukoHca SA., a TaMm, rAe NPUMEHUMO MUKpOBUOoNoruyecKoe
uccnenoBaHue,
oHo npoBoauTtca B llaGopaTtopuu 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.

ol

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

PerucTtpauuorHoe yaoctoeepenue / Manufacturing Authorization: 3414E
Homep JNukoHca GMP / LICONSA GMP Number: ES/085HVI/19



