ﬂ) LABORATORIOS LICONSA, S.A.
(&_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH 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
nPoayKT OMES3 kancynbl Kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC83779 Data npouseoactea 03.2024  Tlopen po 02.2026
TEST/TECT REQUIREMENT / CNELUM®UKALUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMWUCAHUE Teepable XenaTMHOBLIe Kancynkl pasmepa N°4, Conforms / CooTBeTCTBYET
C KpbILEYKoM CUHEro LBeTa U Kopnycom
6enoro uBeTa, coaepxallue chepuyeckue
rpaHynel oT 6enoro Ao noytn 6enoro ¢
HenToBaTbIM OTTEHKOM UBeTa,
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.
OOHOPOOHOCTEL JO3UPOBAHUA (AV) 3HaueHue AV, paccuutanHoe ans 10 kancyn,

AOMKHO BLITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ans 30 kancyn,

[oMmKHO BbiTk He Gonee 15,0 % v copepxaHue

omMernpa3sona HY B OfIHOW Kancyne He OOoMKHO

BbIXoAuTk 3a npegensi 0,75M-1,25M.

9,0

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).
NOoANUHHOCTL (B3XX) Bpems yaepxuBaHUs 0CHOBHOMO
nuKa Ha XpomaTorpamme UCMbLITYEeMOoro
pacTBopa AOMKHO COOTBETCTBOBATL
BpEMEHU YAEPKUBaHUSA OCHOBHOIO NUKa
Ha XpomaTorpaMMe CTaHAapTHOro pacteopa
(paznen «KonuuecTBeHHOE onpeaeneHuen).

Conforms / CooTBeTcTBYET

Approval date (dd.mm.yyyy)/nata ogo6penus (oa.mm.rrrr): 28.06.2024
(Signature & Date) Quality Assurance/(Moanuce/naTa) obecneyeHusKadecTsa:
Release by/Buinywexo Deputy Qualified Person/:

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

Manufacturing Site/MpouasoacTeeHHan nnowapaka: Laboratorios Liconsa, S.A.
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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 AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynel kuweyHopacTteopumMbie 20 mr

CODE
kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC83779 Nata npouzsopctea 03.2024  Topgen po 02.2026
TEST/ TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YINILTAT
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).
NoaNMMHHOCTL B3XX (DAD peTekTop) Y®-cneKTp NornoLeHns OCHOBHOIO NuUKa, Conforms / CooTBeTcTBYET
CHATBIW NpU XpoMaTorpaupoBaHiu
UCNbITYEMOro PacTBopa, AOMKeH
COOTBETCTBOBaTL Y®P-CNeKTpy NornoweHus
OCHOBHOFO MUK, CHATOMY Npu
XpomaTtorpagMpoBaHumM cTaHOapTHOro
pacteopa (pasgen «KonuyecTBeHHoe
onpepeneHues)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,7 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMMYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asBNEHHOTO COAepPXaHus 101,2 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mgl/capsule to 21.0 mg/capsule
KONMUWYECTBEHHOE OMPEOENEHUE OT1 19,0 mr/kancyna no 21,0 mr/kancyna 20,2 mg/cap / MI/KATICYNA
MP/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnotHas ctagus) He Gonee 10 % oT 3asaBNeHHOro cofepxaHus 0%
C17H19N303S (omenpaszona)
yepe3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas cragus) He meHee 80 % (Q) ot 3asBneHHOro 95 %
copgepxanua C17H19N303S (omenpasona)
yepes 30 MUH.
RELATED SUBSTANCES

POACTBEHHbIE NPUMECU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3sona kapbokcunart He 6onee 1,0 % / /; <0,1 %
|
AN
_)éiké_\ 2

Approval date (dd.mm.yyyy)/nata ogo6penus (oa.mm.rrrr): 28.06.2024

(Signature & Date) Quality Assurance/(Moanuck/aarta) obecneveHuskadecTsa: 5 ) ]
i - — 28 O0ELT
Release by/BuinyweHo Deputy Qualified Person/: 4 / - / qf g =74
L

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez //v

Manufacturing Site/lMpoussoacTeeHHasn nnowaaka: Laboratorios Liconsa, S.A.  _—

-
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e LABORATORIOS LICONSA, S.A.

| \g) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CHEMO

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl Kuwe4yHopacTteopumblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC83779 Data npouseopctea 03.2024  Tlopen no 02.2026
TEST/ TECT REQUIREMENT / CNELIM®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
INwban eguHuyHan He 6onee 0,2 % <0,1%
HeuaeHTU(ULMPOBaHHaNA NpUMECH
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecen He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKWUPOBKA B cootBercTBUM ¢ H]. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHME Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 roga.

Approval date (dd.mm.yyyy)/nata ono6pexus (aa.Mm.rrrr): 28.06.2024

~

£

(Signature & Date) Quality Assurance/(Mognuce/naTa) obecnedeHuskadecTsa:

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mognuck/naTa) Macarena Gonzélez
Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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"‘\) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Emo 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
nPOAOYKT OME3 kancynbi KMwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC83779 Data npouseoactea 03.2024  Tropen oo 02.2026

TEST / TECT REQUIREMENT / CMELUUPUKALINA RESULT / PE3YNIbTAT

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 U3 Conforms / CooTBeTcTBYET™
anMUHUEBOK thonbrun
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKUUEW NO NPUMEHEHUI0 B NaYKy
KapTOHHYHO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTe
C UHCTPYKUUENH No NPUMEHEHUIO B NaYKy
KapTOHHYH.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Karncyn BMecTe C UHCTPYKUMel no
NPpUMEHEHUIO B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-MN3-NBAX/
AnoMuHUeBLIA BnucTep.
Mo 1,2, 3, 5, 6,9 unu 10 6nucrepor no
10 kancyn BMecTe C UHCTPYKUUei no
MPUMEHEHMID B NMAYKy KapPTOHHYH.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Kancyn BMecTe C MHCTpYKUueii no
NpUMEHeHUIO B Na4Ky KapTOHHYH.

Analysis performed according ND

1n-006953-180122

AHanu3s nposegeH no HA:

1nn-006953-180122 /

Approval date (dd.mm.yyyy)/aaTta ono6perus (an.mm.rrrr): 28.06.2024
(Signature & Date) Quality Assurance/(lMoanuce/naTa) obecneyeHusKayecTaa: //"' 7 {f / (f
Release by/BuinyuieHo Deputy Qualified Person/: /,7/ s 2ITC0L
(Signature & Date)/(Mopnuck/nata) Macarena Gonzélez

Manufacturing Site/lpou3soacTeeHHanA nnowaaka: Laboratorios Liconsa, S.A.
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LABORATORIOS LICONSA, S.A.

7))
(&:_// Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

CH 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
nPOOYKT OME3 kancynbl Kulie4yHopacTeopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC83779 Nata npouseoactea 03.2024  ropen no 02.2026

TEST / TECT REQUIREMENT / CNEUW®UKALIAA RESULT / PE3YIILTAT

Notes / HabnopeHusn
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leafiet in a carton.
Mo 6 kancyn B Gnuctep U3 antoMUHUERON honbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUMEN Mo NPUMEHEHUI B MaYKy KapTOHHYH.

(R

Approval date (dd.mm.yyyy)/aata ogoBpeHus (og.Mm.rrrr): 28.06.2024 ot 21

(Signature & Date) Quality Assurance/(Mognuce/nara) obecreyeHusikadecTsa: s
: , 26 LA
Release by/Buinywero Deputy Qualified Person/: W &7, &

(Signature & Date)/(Moanuck/narta) Macarena Gonzélez .//%

Manufacturing Site/Mpou3soacTeeHHas nnowapka: Laboratorios Liconsa, S.A. -
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) LABORATORIOS LICONSA, S.A.
( J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
>~ 19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

(;H El’no Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NMPOAYKT : OME3 kancynbi KuweyHopacTteBopumMble 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPUA : LC83779 DNata npouseoactea : 03/2024
BATCH MANUFACTURING DATE

lFopen go : 02/2026 Pasmep cepum : 16.848 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswmm s nogTBepXaato, 4To gaHHas uHopMauus ABMNSeTCs JOCTOBEPHOI 1 ToYHON. [laHHas napTvua npoaykTa
6Lina npousBeAeHa, BKIOYas ynakoBKy/MapKUpoOBKY U KOHTPOMb Ka4yecTBa, Ha yKa3aHHOM HUMKe yyacTie (yyacTkax)
B NOMHOM COOTBETCTBUM ¢ TpeboBaHusimu GMP MecTHOro perynupyioliero oprasa, cneuudgurayuamu B papeLueHm
Ha MapKeTUHI CTPaHLI-UMMOPTEPa U TEXHUYECKUMM COrMalleHUsIMU, KOTOPLIE MOTYT BbITh 3aKnioYeHkl, Unu daiinom
cneuudukayum npogykra ansa Uccnegyembix nekapcTBeHHbIX CPeAcTB.

3anucu no obpaboTke, yNakOBKe U aHanu3y napTuu Obinu npoBepeHbl U NPU3HaHbI COOTBETCTRYIOLWUMU TpeboBaHUAM
GMP.

MapTuna 6eina npouseegeHa B fllaGoparopuoc MlukoHca SA., a Tam, rae NpUMeHUMO MUKpoBuonoruyeckoe
uccneaoBaHue,
oHo npoBoauTcs B lTa6opatopuu 34yeBapHe 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.

e P 7 £
/y//(‘ 2806 24

Mopnuck u pgara / Siénature&Date: Macarena Gonzalez
| Deputy Qualified Person

PerucTpauuvonHoe yaoctoBepenue / Manufacturing Authorization: 3414E
Homep INuukoHca GMP / LICONSA GMP Number: ES/085HVI/M9





