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

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAyYKT OMES kancynbl Kuwe4yHopacTBopumMbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83587 Nara nponseoacrea 05.2024  Topen no 04.2026
TEST / TECT REQUIREMENT / CNELIWPUKALINA RESULT / PE3YNIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TeepAble XenaTUHOBLIe Kancynkl paamepa N°4, Conforms / CooTBeTcTBYET
C KpbILEYKOW CMHero LBeTa U Kopnycom
6Genoro UBeTa, cofepXalliue cepuieckue
rpaHynel oT 6enoro Ao nourtu Genoro ¢
MEenTOBAaTLIM 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.
OOHOPOOHOCTL O3MPOBAHUA (AV) 3HauveHue AV, paccuntaHHoe gna 10 kancyn, 5,5

LomkHo 6bITb He Gonee 15,0 %.

3HaueHue AV, paccuutaHHoe ana 30 kancyn,

LomkHo 6bITe He Gonee 15,0 % u copepxaHue

OMenpa3sorna HY B OHOI Kancyne He JOIMKHO

BbIX0AUTL 3a npeenk! 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).
NOANUHHOCTD (B3XX) Bpems yaepXUBaHUA OCHOBHOIO Conforms / CooTReTcTRYET
nU1Ka Ha Xpomarorpamme ucnbITyemoro
pacTBopa AOMKHO COOTBETCTROBaTh
BpEeMeHM yoepXUBaHUA OCHOBHOTO NMuka
Ha XpomaTorpaMmme CTaHAapTHOro pacTeopa
(paspen «KonuvecTBeHHOE onpefenexues).

Approval date (dd.mm.yyyy)/aata opobpeHus (an.Mm.rrrr): 26.06.2024

(Signature & Date) Quality Assurance/(lNoanuce/aaTta) obecneveHuskavecTsa: ////}/ ZQ =i (/ Z C f
Release by/Beinywero Deputy Qualified Person/: 7

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez
Manufacturing Site/lMpouasoacTeeHHas nnolwaaka: Laboratorios Liconsa, S.A. = i Pagelctp. 1/5




) LABORATORIOS LICONSA, S.A.
(\\{ 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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl Kuie4yHopacTeBopumMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83587 [ata npouszeoactea 05.2024  Topen pno 04.2026

TEST / TECT REQUIREMENT / CNEUWDUKALIAA RESULT / PE3YNbTAT
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).
NOOANUMHHOCTL B3XX (DAD netextop) Y®-cneKTp nornollyeHuss 0CHOBHOro NnuKa, Conforms / CooTBeTCTBYET
CHATLINA NpU XxpomarorpadpupoBaHum
WUCNbLITYEMOro pacTBOpPa, AOMKeH
COOTBETCTBOBaThL Y®-cnekTpy nornoiieHusn
OCHOBHOIO MUWKa, CHATOMY Npu
XpomaTtorpatuporaHuu cTaHAapTHOro
pactBopa (pasgen «KonuyecteeHHoe

onpegeneHuer)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,5%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE OMNPEAENEHUE 95,0 - 105,0 % OT 3asIBNeHHOro copepXaHun 99,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mgl/capsule to 21.0 mg/capsule
KONWYECTBEHHOE ONPEOENEHUE Ot 19,0 mMr/kancyna go 21,0 mr/kancyna 19,9mg/cap | MITKANCYNA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnoTHas ctagus) He 6onee 10 % oT 3asBRNeHHOro cofepXaHus 0%
C17H19N303S (omenpasona)
yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cTragus) He meHee 80 % (Q) oT 3aABneHHOro 98 %

copepxavua C17H19N303S (omenpasona)
Yyepes 30 MUH.

RELATED SUBSTANCES

POACTBEHHBIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %

Omenpazona kap6okcunart He 6onee 1,0 % <0,1%
4 I/a’ 4 /-,./'=‘,‘: ]

Approval date (dd.mm.yyyy)/nata ono6perus (aa.mm.rrrr). 26.06.2024 l',?/ f AR

(Signature & Date) Quality Assurance/(lMoanucb/nara) obecneveHusKkavecTsa: )

Release by/BeinyweHo Deputy Qualified Person/: /ﬁf," //:} /{ & & £

(Signature & Date)/(Mognuce/naTa) Macarena Gonzalez / 7 /
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"‘?} LABORATORIOS LICONSA, S.A.

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

CH El l 'O 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 OMES3 kancynbl Kuwe4yHopacTBopumMble 20 Mmr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83587 Dara npouasoacrea 05.2024 Mopen no 04.2026
TEST /[ TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YNILTAT
IMPURITY F not more than 0.2 %
Mpumeckt 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
INoban eguHUYHan He 6onee 0,2 % <0,1%

HeugeHTUdUUMpPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

CymMMa npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKUPOBKA B cooTBetcTBUM ¢ H. Conforms / CooTBetcTBYeT
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bbile 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aata onobpenus (aa.mm.rrrr): 26.06.2024 \,}‘f'/ / Lour

(Signature & Date) Quality Assurance/([Moanuck/narta) obecnedeHuskavecrea: e

Release by/BuinywieHo Deputy Qualified Person/: 43 //// /;f (( 2

(Signature & Date)/(Moanuck/nara) Macarena Gonzélez // / /,// i

Manufacturing Site/lNpouasoacTeeHHan nnowaaka: Laboratorios Liconsa, S.A. /{'/‘ { Page/ctp. 3/5



r’\\) LABORATORIOS LICONSA, S.A.
\(_,) 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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAIIUA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoAYKT OMES3 kancynbl KuwieyHopacTtBopumMbie 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83587 Dara npoussogctea 05.2024 Mopen po 04.2026

TEST / TECT REQUIREMENT / CNELIM®PUKALINA RESULT / PE3YIIbTAT

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 6nNucTep U3 Conforms / CooTBeTcTBYET**
anMUHUeBOKH (honbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKLMel No NPUMeHeHUIo B MavKy
KapTOHHYIO.
Mo 5 unu 10 6nucrepos no 6 kancyn eMecre
€ UHCTPYKUUEIH N0 NPUMEHEHUID B NaYKy
KapTOHHYIO.
Mo 1, 2, 4, 8 unu 14 6nucrepos no 7
Kancyn BMecTe ¢ MHCTPYKUWel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnMUHMEBLINH BnucTep.
Mo 1, 2, 3, 5, 6,9 unun 10 6nuctepos no
10 Kancyn BMecTe ¢ MHCTPYKUUER No
NPUMEHEeHUI0 B NAYKy KapTOHHYIO.
Mo 1,2, 3,4 unu7 6nuctepos no 14
Kancyn BMecTe ¢ MUHCTPYKUUel no
NPUMEHEeHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND
1nn-006953-180122

Ananua npoeepeH no HL:
nn-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.mm.rrrr): 26.06.2024 \/ ~<Y* b ¢
(Signature & Date) Quality Assurance/(lNognuck/nara) obecneyeHusKkayecTsa: ’ —
Release by/BeinyweHo Deputy Qualified Person/: 2 4 //Z(, &7 é, 2
(Signature & Date)/([Moanuce/pata) Macarena Gonzalez / “ -/// //

//— =

Manufacturing Site/MpoussogcTeeHHas nnowaaxka: Laboratorios Liconsa, S.A. Pagelctp. 415




fﬂ) LABORATORIOS LICONSA, S.A.
\,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N\~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/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
NPOAYKT OMES3 kancynbl KMlieYyHopacTBOpUMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC83587 Data npoussoactea 05.2024  ropen no 04.2026

TEST/ TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YNLTAT

Notes / HabnopeHun
**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 6nuUcTep U3 aNKOMUHUEBOM dhonbru.
Mo 5 6nucTepor no 6 Kancyn BMecTe ¢ MHCTPYKLMel Mo NpUMeHeHUIo B NaYKy KAPTOHHYHO,

Approval date (dd.mm.yyyy)/aata onoBpenus (ag.mm.rrrr): 26.06.2024 ’\}/l,-/ V4010 178
(Signature & Date) Quality Assurance/(Mognuck/aara) obecneveHuskadecTsa;
Release by/BrinyweHo Deputy Qualified Person/:

w 160624
(Signature & Date)/(Moanuce/gata) Macarena Gonzélez // ’ 72/ /
s (J

- 7

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




ﬁ) LABORATORIOS LICONSA, S.A.
( __) 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

PaspelweHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : INM-006953
CEPUA : LC83587 Nara npoussoactea : 05/2024
BATCH MANUFACTURING DATE

lopex no : 04/2026 Pasmep cepuu : 172.512 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hactosiuum s noaTBepKAato, YTo AaHHasA uHdopmaLus SIBNSETCA AOCTOBEPHOW U TOMHOIA. [laHHana napTus npoaykra
6kIna npousBegeHa, BKMHOYasA YNakoBKy/MapKUPOBKY M KOHTPOMNb KauyecTBa, Ha YKa3aHHOM HIMKe yyacTke (yyacTkax)

B MOSIHOM cOOTBeTCTBUY ¢ TpeGoBaHuaMU GMP MecTHOro perynupyiollero opraHa, cneuvgukaumuamMu B paspeLeHmm
Ha MapPKeTUHr CTPaHbLI-MMMOPTEpPa U TEXHUYECKUMI COrnalleHUsIMY, KOTOphle MOTYT BbITh 3aKMoYeHbl, Unu cainom

cneuudukauum npoaykra ansA Mccnegyembix nekapcTBeHHLIX CPeAcTE.

3anucu no o6paboTke, ynakoBKe U aHanU3y nNapTuM 6LINU NPOBepeHbl U NPU3HaHLI COOTBETCTBYIOWUMU TPeBGoBaHUAM
GMP.

MapTuna 6bina npousBeneHa B NlaGopaTtopuoc MukoHca SA., a TaM, rae NPUMEHUMO MUKPOBUONOruYecKoe
uccrnenoBaHue,
oHo npoBoauTtcA B [laGopaTtopuu 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.

== 26 .06.2%

Mognucek u na'l:a lSignature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauvoHHoe yaoctoBepeHnune / Manufacturing Authorization: 3414E
Homep NMukoHca GMP / LICONSA GMP Number; ES/085HVI/19



