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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC81256 Dara npouzeoactea 02.2024  Topen no 01.2026
TEST / TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teephble XenaTUHOBLIE Kancynkl paamepa N°4, Conforms / CooTBeTCTBYET
C KpbIlWeYKO CUHero LIBETa U KOpPNycom
Benoro LBeTa, cofepxalive chepudeckue
rpaHynsl ot 6enoro Ao no4yTtu 6enoro ¢
HentoBaTtbiM OTTEHKOM LBeTAa.
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.
OOQHOPOOHOCTb NO3UPOBAHUA (AV) 3HayeHue AV, paccuuTaHHoe ans 10 kancyn, 9,0

nomkHo 6Ltk He Gonee 15,0 %.

3HauveHue AV, paccuuTaHHoe ans 30 kancyn,

OonKHo BLITh He Bonee 15,0 % v copgepxanue

omenpasona HU B OfIHOM Kancyrne He AOMKHO

BbIXoAWTE 3a npeaens! 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).
NMOANUHHOCTb (B3XX) Bpemsa yaepXuUBaHUs 0CHOBHOIO Conforms / CooTBeTCcTBYET
nuKa Ha XxpoMaTorpaMmme UCNbITyemMoro
pacTBOpa AONKHO COOTBETCTBOBATL
BpeMeHU yaepK1uBaHUsA OCHOBHOTO NMuKa
Ha XpoMaTorpaMme cTaHAApTHOro pacTeopa
(paspen «KonuuectBeHHOE onpegeneHuey).

Approval date (dd.mm.yyyy)/nata ogo6penus {(ag.mm.rrr): 15.03.2024
(Signature & Date) Quality Assurance/(lMoanucb/aaTa) obecneveHuakaqecTsa:
Release by/Brinywieno Deputy Qualified Person/:

(Signature & Date)/(IMoanuck/nata) Macarena Gonzélez

Manufacturing Site/lMpouasoacteeHHas nnowaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81256 Oara npouzeonctea 02.2024 Nonen no 01.2026

TEST /| TECT REQUIREMENT / CNEJUA®UKALIUA RESULT / PE3YIIbTAT
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).
NOANUHHOCTL B3XX (DAD getekTop) Y®-cnekTp NornoLweHus 6CHOBHOTO NMuKa, Conforms / CooTBeTcTBYET
CHATLIA NpU XpomaTorpadupoBaHuu
WCMNLITYEMOro pacTeopa, AoMmKeH
COOTBETCTBOBATL Y®-cneKTpy nornolleHus
OCHOBHOTO MNUKa, nIm...DZ( npu
XpomaTtorpatmpoBaHuu cTaHAapTHOro
pacTeopa (pasaen «KonuyecteeHHoe

onpepeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,3%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONMPEOENEHUE 95,0 - 105,0 % oT 3anBneHHOro cogepMaHus 100,6 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mgl/capsule to 21.0 mg/capsule
KONWYECTBEHHOE OMNPERENEHUE Ot 19,0 mr/kancyna Ao 21,0 mrfkancyna 20,1 mg/cap / MI/KAMCYNA
MF/KATICYIA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHMUE (KucnotHas cranus) He Gonee 10 % oT 3asBneHHoOro coaepxaHusn 0%
C17H19N303S (omenpa3ona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctanus) He meHee 80 % (Q) ot 3aneneHHoro 102 %

copepianua C17H19N303S (omenpasona)
yepes 30 MUH.

RELATED SUBSTANCES

POOCTBEHHLIE NMPUMECH
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpasona KapBokcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aata ogobpeHua (ag.mm.rrrr): 15.03.2024 ,
(Signature & Date) Quality Assurance/(Moanuck/aaTa) obecneveHusikadyectea: M { 15-03. 14
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez 0
Manufacturing Site/lNpouasogcteeHHan nnowaaka: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIUSA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl KuwweyHopacTeopumMele 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC81256 MOara npouseoactea 02.2024  Topex pno 01.2026
TEST/ TECT REQUIREMENT / CNELU®PUKALILA RESULT / PE3YNbTAT
IMPURITY F not more than 0.2 %
Npumecsk F He Gonee 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
Mio6an eauHUYHARA He Gonee 0,2 % <0,1 %

HeupeHTUhULMPOBaHHAs NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cootBeTcTBMM ¢ HA. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bbilwe 25 °C,

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 roga.

Approval date (dd.mm.yyyy)/nata onobpenus (aa.mm.rrrr): 15.03.2024

(Signature & Date) Quality Assurance/(lognuce/fata) o6ecneveHuskadecrsa: M | ]
Release by/BrinyieHo Deputy Qualified Person:

(Signature & Date)/(Moanuce/nata) Macarena Gonzédlez H._ v
Manufacturing Site/lpoussoacTeenHas nnowaaxa: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPodyKT OME3 kancynbl KulleyHopacTBopuMbie 20 Mr

CODE
kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC81256 Dara npouseoactea 02.2024  Topen no 01.2026

TEST /| TECT REQUIREMENT / CNELIU®UKALIUA 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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CooTBeTcTBYET**
anoMUHUeBol onbru
Mo 2 unu 20 6nucrepoB no 5 Kancyn BMecTe
€ MHCTPYKLMEW No NPUMEHEHUI0 B NaYKy
KapTOHHYH.
Mo 5 unu 10 6nucTepor no 6 Kancyn BMecTe
C MHCTPYKLMElH No NPpUMEHeHUI0 B Nayky
KapTOHHYH.
Mo1,2,4,8wunu14 6nucrepor no 7
Kancyn BMecTe ¢ UHCTPYKLUeiA no
npUuMeHeHWIo B Na4vKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnrmMuUHUeBLIA BnucTep.
Mo 1,2, 3,5,6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C MHCTPYKLMeH no
NPYMEHEHUIO B NaYKy KapTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nucrtepor no 14
Kancyn BMecTe C MHCTPYKL el no
NPUMEHEHUIo B NayKy KapTOHHYIO.

Analysis performed according ND
Jn-006953-180122

AHanua npoBegeH no HO:
1n-006953-180122

Approval date (dd.mm.yyyy)/aata ogobpenua (oa.mm.rrrr); 15.03.2024

(Signature & Date) Quality Assurance/(loanuce/aarta) obecnedeHuska4ecTsa: M
Release by/Boinywero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/aara) Macarena Gonzalez % H )
Manufacturing Site/lpoussoacTeeHHas nnolwaaka: Laboratorios Liconsa, S.A. & Pagelctp. 415
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) LABORATORIOS LICONSA, S.A.
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KuweyHopacTBopumble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81256 Oata npouseoactea 02.2024  ropen po 01.2026

TEST / TECT REQUIREMENT / CNELM®UKALIAA RESULT / PE3YIIbTAT

Notes / HabnrogeHus
**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 antoMuHUeBoi donbru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKUWEN No NPUMeHeHUIo B Nayky KapToHHYI,

Approval date (dd.mm.yyyy)/nata opo6peHnus (ag.mMm.rrrr): 15.03.2024

(Signature & Date) Quality Assurance/(Mognucs/nara) obecneyerusikavecrsa: [ (S0 \;
Release by/BeinyuieHo Deputy Qualified Person/: vanl e
(Signature & Date)/(Moanuck/nata) Macarena Gonzalez b B ﬂ :f o (50> L

Manufacturing Site/MpoussogcTeeHHas nnowapka: Laboratorios Liconsa, S.A. Pagelctp. 515
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Pa3pelueHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl kKuiie4HopacTsopuMble 20 Mr

PRODUCT

Kond: 231903 Market : Russia

CODE Homep MA / MA NUMBER : IM-006953
CEPUA : LC81256 Dara npoussoactea : 02/2024
BATCH MANUFACTURING DATE

Fonex pno : 01/2026 Pasmep cepum : 336.672 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiwyum s nogTeepxaalo, YTo faHHas MH¢opMaLuA ABNSEeTCA AOCTOBePHOW U TOYHON. [laHHas napTusa npoayKkra
Gbina npou3BeAeHa, BKMOYan YNakoBKY/MapKUMPOBKY U KOHTPONb KayecTBa, Ha yKa3aHHOM HUXe yvacTie (y4yacTKax)
B NONHOM COOTBETCTBUM ¢ TpeboBaHusamKU GMP MecTHOro perynupyoliero opraHa, cneludukaunsaMu B paspewieHuu
Ha MapKeTUHr CTPaHbLI-MMMOPTEpPa U TEXHUYECKUMU cornawleHusiMMu, KoTopkle MOryT BbITk 3aKkntoYeHbl, UNuy taiinom
cneuudukaym npoaykta ana Mccnegyembix nekapcTBEHHbLIX CPeAcTB.

3anucu no o6paboTKe, yNaKkoBKe M aHanu3y napTuu 6LINY NpoBepeHb! U NPU3HaHbl COOTBETCTBYHOLWUMU TpeGoOBaHUAM
GMP.

MapTus 6bina npousBegeHa B JNlaGopaTopuoc JlukoHca SA., a Tam, rae NpMMeHUMO MUKpobBuonoruveckoe
uccnenoBaHue,
oHo npoBoguTca B [laboparopun 34eBapHe 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 u pgara / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PeructpaunoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVIM9



