@

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
nPoOyYKT OME3 kancynbl KuwevHopacTBopumbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79251 [Oaranpouseoactea 10.2023  Topen no 09.2025
TEST / TECT REQUIREMENT / CNELIM®UKALINA 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 XenaTUHOBbIE Kancynbl pasmepa N°4, Conforms / CooTBeTCTBYET

€ KpblllevKoii cUHero LBeTa U KOpnycoMm
Genoro UBeTa, cofepXalve cdepuieckue
rpaHynbl ot G6enoro 4o noytu benoro ¢
HEenToBaThbIM OTTEHKOM LiBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

O[HOPOOHOCTb JO3UPOBAHUA (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.

3HaueHue AV, paccuuTaHHoe ansa 10 kancyn, 79
nonxHo 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe gna 30 kancyn,
OomKHO 6bITh He 6onee 15,0 % 1 cogepxanue
oMenpasona HY B OfHON Kancyrne He OMKHO
BbIX0AWTL 3a npegenkt 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

MOANUHHOCTb (B3XX)

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).

Bpemsa yaepxvBaHUA OCHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XpoMaTorpaMmMe UCnbITYeMoro
pacTBopa OOMKHO COOTBETCTBOBaTh
BpeMeHU YAepKHUBaHUA OCHOBHOTO NUKa

Ha XpoMmartorpamMmme CTaHRApPTHOTO pacTBopa
(pasgen «KonuyecTBeHHOE onpeneneHuey).

Approval date (dd.mm.yyyy)/nata onobpeHus (aa.mm.rrrr): 21.12.2023
(Signature & Date) Quality Assurance/(loanucs/aara) o6ecrievenuskadectsa:  )\J $n2(222

Release by/Buinywetxo Deputy Qualified Person/:

_ 0
(Signature & Date)/(Mopnuck/naTa) Macarena Gonzalez &\ V\ oy
Manufacturing Site/lpoussoacTeeHHas nnowapka: Laboratorios Liconsa, S.A./ / Z7 1. ¢ ) Pagelctp. 1/5
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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
nPoOYKT OME3 kancynbl KAWwWevyHopacTBopuMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79251 Mara npouszeoactea 10.2023  Tlopen no 09.2025

TEST /| TECT REQUIREMENT / CNELIU®UKALINA RESULT / PE3YIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTL B3XX (DAD netextop)

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 nornolieHusa oCHOBHOro NyKa,
CHATLIA Npy XpomarorpadupoBaHn
WCNLITYEMOro pacTeopa, AoMmKeH
COOTBETCTBOBAaTL Y®-crneKTpy normnoLleHua
OCHOBHOIO NWKa, CHATOMY Npu
XpomarorpathvpoBaHUM CTaHAAPTHOTO
pacteopa (paagen «KonuvyectBeHHoe
onpepgenexluer)

Conforms / CooTBeTCTBYET

WATER
BOMIA

Not more than 5.0 %.
He 6onee 5,0 % 2,3%

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim

95,0 - 105,0 % oT 3asBNeHHOro coaepxaHun 99,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEQENEHWE
MI/KAMCYNA

19.0 mg/capsule to 21.0 mg/capsule

07 19,0 mrikancyna go 21,0 mr/kancyna 19,9 mg/cap / MI/KATCYNA

DISSOLUTION ACID STAGE

PACTBOPEHWE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asBneHHOro coaepxaHus 0%
C17H19N303S (omenpazona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHME (BydepHas crapus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3afBneHHoro 88 %
copepxanus C17H19N303S (omenpasona)

yepe3s 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
OMenpa3sona kapbokcunar

not more than 1.0 %

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

Approval date (dd.mm.yyyy)/nata ofgobpeHus (aa.mm.rrrr). 21.12.2023 )
(Signature & Date) Quality Assurance/(lMoanuck/nata) oBecneyeHunKayecTaa: NP2 21213

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez
Manufacturing Site/lMponasoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.Y
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) LABORATORIOS LICONSA, S.A.
(.2 Avda, Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
O _I_ m 30 Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES kancynbl kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC79251 Oara npouseoactea 10.2023  Tlopen o 09.2025
TEST / TECT REQUIREMENT / CNELA®UKALINA RESULT / PE3YIIBTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwban eauHNYHan He 6onee 0,2 % <0,1 %
HeuaeHTUUUUPOBaHHAs MTPUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He G6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cooTBercTBUY ¢ HIL. Conforms / CooTBeTCTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepatype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK roffHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/narta ogo6penus (oa.mm.rrrr): 21.12.2023

(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHuaKaqecTea;
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nara) Macarena Gonzalez

Manufacturing Site/MpouseoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

MP22:1223
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x\uﬂw LABORATORIOS LICONSA, S.A.
N(K Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

OI m:)_O 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
nPoayYKT OME3 kancynbl KulieyHopacTBopuMbie 20 mMr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79251 [ara npoussoactea 10.2023  Topex po 09.2025

TEST / TECT REQUIREMENT / CNELLU®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 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 6nivcTep U3 Conforms / CooTBeTcTBYeT
anioMUHUeBol thonbru
Mo 2 unu 20 6nuctepeB no 5 Kancyn BMecTe
C MHCTPYKLUU1el No NPpUMEHEHUID B NavKy
KapTOHHYH0,
Mo 5 unu 10 6nucTepos no 6 kancyn BmMecTe
€ MHCTPYKLME No NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo, 2,4,8 unu 14 6nuctepeB no 7
Kancyn BMecTe ¢ MHCTPYKUWei no
NpUMeHeHWUI0 B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NMBX-NM3-NBAX/
AnoMUHUeBLIH BnucTep.
Mo 1,2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe ¢ UHCTPYKUUeii no
npMMeHeHUIo B NaYkKy KapTOHHYIO.
Mo 1,2, 3,4 unu 7 6nuctepor no 14
Kancyn BMecTe ¢ MHCTPYKLMeli no
NPUMEHEHVIO B NaUKy KApTOHHYHO.

Analysis performed according ND
Nn-006953-180122

Ananua nposepeH no HO:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rerr): 21.12.2023

(Signature & Date) Quality Assurance/(loanuce/aara) obecneveHusakaqecTsa: L.. A 223
Release by/BrinywieHo Deputy Qualified Person/:

Signature & Date)/(Moanuck/nara) Macarena Gonzalez A 0 o Y
(Sig ) \ /ﬁ R ARY) rv
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) LABORATORIOS LICONSA, S.A.
ﬂ,/k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O I m 3 O 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 OME3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Ko[Q 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79251 Oata npouaeoactea 10.2023  Tlopen go 09.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIAA RESULT / PE3YNbTAT

Notes / HabnogeHus
**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 GnucTep U3 antoMUHWeBol onbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKUUel No NpMMeHeHUo B Nayky KapToHHYO.

Approval date (dd.mm.yyyy)/aaTa onobpenus (ag.mm.rrrr); 21.12,2023

(Signature & Date) Quality Assurance/(Tognuck/aara) oGecneyeHuskadectaa: APL21222
Release by/Buinywero Deputy Qualified Person/:

Signature & Date)/(Mognucs/nata) Macarena Gonzélez AL o
| o1l

Manufacturing Site/MpouaeoacTeenHas nnowlaaka: Laboratorios Liconsa, S.A. Pagelctp. 5/5



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

O_l_ m _‘jo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3spelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl Kulie4yHopacTBopuMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M1-006953
CEPUSA : LC79251 Nara npouseonctea : 10/2023
BATCH MANUFACTURING DATE

Fonen po : 09/2025 Pasmep cepum : 10.944 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s NOATBEpPKAALD, UTO AaHHas MHGOPMaLIMA SBNSIETCS AOCTOBEPHOMU U TOUHON. laHHan NapTusi NPoAYyKTa
6LINna Nnpou3BeAeHa, BKMHOYas ynakoBKy/MapKMpOBKY M KOHTPONb Ka4ecTBa, Ha YKazaHHOM HUXe y4acTke (yuacTkax)
B NOMHOM COOTBETCTEBUU ¢ TpeGoBaHuaMU GMP MecTHOro perynupyoLlero oprasa, cneuudukauuamu B paspelieHnu
Ha MapKeTUHT CTPaHLI-MMNOPTepa U TEXHUYECKUMU COrnalleHUsIMU, KOTOPLIe MOTYT BbITh 3aKnio4eHbl, UK doaiinom
cneuvduKkauuy npoaykTa ana MccneayeMiix nekapcTeeHHbIX CPeACTB.

3anucu no 06paboTKe, ynakoBKe U aHaNU3y NapTUM GbINU NPOBEPeHbl U NPU3HaHbLI COOTBETCTBYIOWUMU TPeBOBaHUAM
GMP.

MapTus 6bina npouseeneHa B flaGoparopuoc INukorca SA., a Tam, rae NpuMeHUMo MUKpobuonoruyeckoe
uccnegoBaHue, :
oHo npoeoauTcs B llaboparopun 3uesapHe 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.

Moanuck 1 gara / Signature&Date: Macarena Gonzalez
!/ Deputy Qualified Person

PeructpaliMoHHoe ynoctosepenue / Manufacturing Authorization: 3414E
Homep MNMukorHca GMP / LICONSA GMP Number: ES/085HVI/19



