(’:“\) LABORATORIOS LICONSA, S.A.
( 2 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
e 19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOykKT OMES3 kancynbi kuweyHopacTtBopumbie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80909 Oara npoussoactea 01.2024 Tonen oo 12.2025
TEST / TECT REQUIREMENT / CNELUADPUKALIUA RESULT / PE3YINLTAT
APPEARANCE ~ Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMUCAHUE TBepAble XenaTUHOBLIE Kancynkl pazmepa N°4, Conforms / CooTBeTcTBYET
c KphILIJE'-IKDﬁ CUHero uBeeTa U Kopnycom
6ernoro LuBeTa, cofepxalive cthepudeckue
rpaHyrnbl oT 6enoro Ao no4Ty 6enoro ¢
HENTOBaThLIM 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.
OJHOPOOHOCTb AO3UPOBAHUSA (AV) 3HauveHue AV, paccuutaHHoe ans 10 kancyn, 58

OOMmKHO BbITh He Bonee 15,0 %.

3HayeHue AV, paccuuTaHHoe ana 30 kancyn,

nomxHo 6bITk He Gonee 15,0 % u cogepxaHue

oMenpasona HU B OﬂHOﬁ Kancyne He OOMKHO

BbIXOAWUTL 3a npefgensi 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).
NMOANMUHHOCTL (B3XX) Bpems yaepXUBaHUA OCHOBHOIO Conforms / CooTBeTCTBYET
nUKa Ha XpomaTorpaMmMe UCTLITYEMOTo
pacTtBopa OoMKHO COOTBETCTBOBaTb
BpeMeHU yaepXXuBaHUA OCHOBHOro nukKa
Ha XpomarorpamMmme cTaHgapTHOro pacreopa
(pa3zpen «KonuyecTBeHHOE onpegeneHue»).

Approval date (dd.mm.yyyy)/aaTta ogo6penus (aa.mm.rrrr): 01.03.2024 e OS2
(Signature & Date) Quality Assurance/(loanuck/garta) obecneveHuakayecTsa:

Release by/Brinyiwero Deputy Qualified Person/: Y ik 4
(Signature & Date)/(Mopnuce/nara) Macarena Gonzalez r fa '\)_u X
Manufacturing Site/lpouasogcTeeHHas nnowlaaka: Laboratorios Liconsa, S.A. . Pagelctp.1/5
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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 AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl KMweyHopacTeopuMble 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80909 Oara npoussoactea 01.2024  Topen no 12.2025

TEST / TECT REQUIREMENT / CTIEUM®UKALIAA RESULT / PE3VYNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANWMHHOCTbL B3XX (DAD getekTop)

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 nornoljeHusi o0CHOBHOro nuka, Conforms / CooTBeTcTBYET
CHATLIA NpU XpomartorpadupoBaHum
UCMBITYEMOTO pacTBOpa, JOMKeH
COOTBETCTBOBRaTEL Y®-cneKTpy NornoweHus
OCHOBHOTO NUWKa, CHATOMY Npu
XpomatorpadupoBaHuM CTaHAAPTHOrO
pacTteopa (pasgen «KonuyecreeHHoe
onpefeneHue»)

WATER Not more than 5.0 %.
BOOA He Gonee 5,0 % 25%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMMYECTEBEHHOE ONPEOENEHUE

95,0 - 105,0 % ot 3asBneHHOro cogepxaHua 98,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MF/KANCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,7 mg/cap / MT/KAMCYINA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHan cTagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % OT 3afABNeHHOro cofepxaHus 0%
C17H19N303S (omenpaszona)

yepe3 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHan cTagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asBneHHoOro 97 %
cogepxanus C17H19N303S (omenpa3sona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHBIE NMPUMECH

OMEPRAZOLE CARBOXYLATE

not more than 1.0 %

Omenpa3zona Kapbokcunart He 6onee 1,0 % <0,1 %
Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 01.03.2024 _r"-,_“\k‘_,‘l:)L\_\ A

(Signature & Date) Quality Assurance/(Moanuce/aaTa) obecneveHusaka4ecTsa: [ ,/-l !4

Release by/Buinyweno Deputy Qualified Person/: 0 "! lil (8 N
(Signature & Date)/(Moanuck/aarta) Macarena Gonzélez \ I WA

Manufacturing Site/MpouasoncTeeHHas nnowanka: Laboratorios Liconsa, S.A. Pagelctp. 2/5



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

Cﬂ_,ﬂ E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
MPOOYKT OME3 kancynbl kuwe4yHopacTBopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80909 Nata npoussoactea 01.2024 Tlopen no 12.2025
TEST /| TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YINIBTAT
IMPURITY F not more than 0.2 %
Mpumeck F He Gonee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumeck G He Gonee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwban eguHUYHaR He 6onee 0,2 % <0,1%

HEHAEHTHd)HuMpDBEHHaH npuMechb

TOTAL IMPURITIES not more than 2.0 %
Cymma npumeceit He 6onee 2,0 % 0,1%
LABELING According to ND
MAPKUPOBKA B cooteeTcTBUM ¢ H]. Conforms / CooTeeTcTBYET
STORAGE Below 25 °C
XPAHEHUWE Mpu TemnepaTtype He Bbile 25 °C.
SHELF-LIFE 2 years
CPOK rogHOCTH 2roga.
——
Approval date (dd.mm.yyyy)/nata ogo6peHus (na.mm.rrrr): 01.03.2024 T ,;‘_,"SL\I\
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LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3SA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynbl kuwe4yHopacTtBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80909 Oata npouseoactea 01.2024  Topen no 12.2025

TEST / TECT REQUIREMENT / CNELUWPUKALINA

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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B Gnuctep U2
anoMUHWeBoi donkru
Mo 2 unu 20 6nuctepoB no 5 Kancyn BMecTe
C VHCTPYKUMEl No NPMMEHEHUIO B Navky
KapTOHHYHO.
Mo 5 unu 10 6nucrepoB no 6 kancyn BMecTe
C UHCTPYKUUEN No NPUMEHEHUIO B NayKy
KapTOHHYH.
Mo1, 2, 4, 8 unu 14 6nucrepoB no 7
Kancyn BMecTe C MHCTPYKLUUel no
NpUMEHeHUIo B NaYKy KapTOHHYH.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnoMUWHUWEBLIA BnucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrepoB no
10 Kancyn BMecTe ¢ UHCTPYKUWEN no
NPUMEHEHUIO B Na4Ky KapTOHHYH.
Mo 1, 2, 3, 4 unu 7 6nucrepos no 14
Kancyn BMecTe ¢ MHCTPYKUUeid no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Conforms / CooTBeTCTBYET

ek

Analysis performed according ND
nn-006953-180122

AHanua npoeegeH no HA:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogoGpenus (aa.mm.rrrr): 01.03.2024 g = s '?’_-,,?_‘\
(Signature & Date) Quality Assurance/(Mognuck/aata) obecneveHusKaqecTsa: bzt
Release by/Buinywero Deputy Qualified Person/: '
(Signature & Date)/(Mopnuck/aata) Macarena Gonzélez |
Manufacturing Site/MpouaeogcTeeHHan nnowaanka: Laboratorios Liconsa, S.A. \
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,5"\) LABORATORIOS LICONSA, S.A.
\1-'-/) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CI_{ 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
MPOOYKT OMES3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80909 Nata npouseoactea 01.2024  Topgen go 12.2025
TEST/ TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YIILTAT

Notes / HabnogeHun
**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 aNKMUHUEBOW (onbru.
Mo 5 6nuctepos no 6 kancyn BMecTe ¢ UHCTPYKUMEN NO NPUMEHEHUID B NaYky KapTOHHY0.

Approval date (dd.mm.yyyy)/nata ogobpexus (og.mm.rrrr): 01.03.2024 L { P
(Signature & Date) Quality Assurance/(Moagnuce/aata) obecneqeHuska4ecTsa:
Release by/Beinywero Deputy Qualified Person/: - [
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez ‘5 | / \ ;)L{L.“l‘
Manufacturing Site/MpouasogcreeHHas nnowaaka: Laboratorios Liconsa, S.A. N
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) LABORATORIOS LICONSA, S.A.
(\) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

CH Em O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OMES3 kancynbl Kuwe4yHopacteopumble 20 mr

PRODUCT

Koo : 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1INM-006953
CEPUA : LC80909 Nata npouseopctea : 01/2024
BATCH MANUFACTURING DATE

Mopen go : 12/2025 Pasmep cepun : 356.016 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosium s noATBepKAalo, YTo AaHHAs UHOPMALUA ABMSETCA AOCTOBEPHON U TOYHON. [laHHas napTuA NpoAayKTa
Gbina npousBeaeHa, BKNIOYasa yNnakoBKy/MapKMPOBKY U KOHTPONb Ka4yecTRa, Ha yKa3zaHHOM Huxe y4acTke (y4acTkax)
B NOMHOM COOTBETCTBUM ¢ TpeBoraHusamu GMP MecTHOro perynupyroLlero oprasa, cneyndukaumnsmMu B paspeLeHnu
Ha MapKeTUHT CTPaHbLI-UMAOPTEPa U TEXHUYECKUMIW COrNalieHUsAMMU, KOTOpkIe MOryT BbiTh 3aKNHYeHbl, UNK tainom
cneyudmkaumu npoaykra ana UccnenyeMiix nekapcTBeHHbIX CPEACTE.

3anucu no o6paGoTKe, yNaKkoBKe W aHanu3ay napTuu 6Ny npoBepeHbl U NPU3HaHLI COOTBETCTBYOWWMK TPeboBaHUAM
GMP.

MapTus 6bina npousseaeHa B Jlaboparopuoc INukoHca SA., a Tam, rae NPUMEHUMO MUKpoBuonoruyeckoe
uccriegoBaHue,
oHo npoBoauTtcsa B [labopaTtopun 3uyeBapHe 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 Autharity, 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.
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Moanuck 1 aara / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PerucTpauuoHHoe yaoctoeeperune | Manufacturing Authorization: 3414E
Homep IukoHca GMP / LICONSA GMP Number: ES/085HVI/19



