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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OME3 kancynbl Kuwe4yHopacTesopumMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC79856 Nara npouzeoactea 10.2023  Topen no 09.2025
TEST /| TECT REQUIREMENT / CNIELIUPUKALIUA RESULT / PE3YJIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable MenaTWHOBbLIe Kancynbl paamepa N°4, Conforms / CooTBeTCTBYET
€ KpbILUEeYKO CUHEro LBETa U KOpNYcoM
6enoro uBeTa, cogepxalive cchepuleckue
rpaHynkl oT 6enoro 4o NoyTH Genoro ¢
WenToBaTbIM 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.
OQHOPOOHOCTb O3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe gnsa 10 kancyn, 79

pomkHo 6bITh He Gonee 15,0 %.

3HaveHue AV, paccunTaHHoe ana 30 kancyn,

nomkHo BbITh He Gonee 15,0 % 1 cogepxaHue

oMenpazona HY B O4HOM Kancyne He AOMNXHO

BbIXOAUTL 3a Npegens! 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).
NOANMHHOCTL (B3XX) Bpems yaepXUBaHUA OCHOBHOIo Conforms / CooTBeTcTBYET
nuKa Ha XpoMaTorpamMme UcnbsITyeMoro
pacTBopa AOIMKHO COOTBETCTBOBAaThL
BpeMeHU YAePKUBaHMA OCHOBHOrO NuKa
Ha XpomaTorpaMmMe CTaHAAapTHOro pacTeopa
(pazpen «KonuyecTBeHHOe onpeaeneHuen).

Approval date (dd.mm.yyyy)/iaaTta ogo6penus (aa.mm.rrrr). 09.01.2024
(Signature & Date) Quality Assurance/(Moanuce/aata) obecnedeHuaKavecTaa: Mf Q9. « fi X

Release by/BoinyweHo Deputy Qualified Person/.
(Signature & Date)/(Monnuce/nata) Macarena Gonzalez »\Nf -
¥ Torol24
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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®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyKT OMES kancynbl KMwe4yHopacTBopuMbie 20 Mr

CODE

Ko 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79856 Mara npouasogctea 10.2023 Nopen no 09.2025

TEST / TECT REQUIREMENT / CIIELUA®UKALIUA RESULT / PE3YNIbTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NoANUHHOCTbL B3XX (DAD petexTop)

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 nornoileHsa 0CHOBHOro NUKa,
CHATLINA NpU XpomaTtorpadupoBaHumn
UCNLITYeMOro pacTeopa, AomKeH
COOTBETCTBOBAaThL Y®-cNeKTpy NornoweHusn
OCHOBHOrO NUKa, CHATOMY NpU
XpomarorpadupoBaHuM CTaHAAPTHOrO
pacteopa (pasgen «KonuyecTBeHHOE
onpepeneHue»)

Conforms / CooTBeTCTBYET

WATER Not more than 5.0 %.

BOOA He Gonee 5,0 % 23%
OMEPRAZOLE ASSAY % 95,0 - 105.0 % of label claim

KONWYECTBEHHOE OMPEOENEHWUE 95,0 - 105,0 % oT 2asBNeHHOro copepXaHus 99,4 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEQENEHUE
MI/KANCYNA

19.0 mglcapsule to 21.0 mg/capsule
OT 19,0 mr/kancyna go 21,0 mrlkancyna

19,9 mg/cap / MI/KANCYNA

DISSOLUTION ACID STAGE

Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min

PACTBOPEHMUE (KucnotHas ctagus) He 6onee 10 % oT 3aABneHHOro cogepxaHus 0%
C17H19N303S (omenpazona)
yepes 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas cragus) He meHee 80 % (Q) oT 3asBneHHoOro 88 %
copepwanusa C17H19N303S (omenpasona)
yepes 30 MUH.
RELATED SUBSTANCES
POOCTBEHHbIE MPUMECH $
OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpasona Kap6oxkeunat He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/aaTa ono6pexus (aa.mm.rrrr): 09.01.2024
(Signature & Date) Quality Assurance/(lognuce/aaTa) obecneveHuskaqecTsa: e oY od. 2\

Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/naTa) Macarena Gonzalez Kﬁ\(\b .
Manufacturing Site/MponasoacTeeHHan nnolanka: Laboratorios Liconsa, S/A. ©9.01 N_.. )
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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®UKAT AHANMU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOAYKT OME3 kancynbl KuweyHopacTBopumble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79856 DOata npouseoactea 10.2023  Tlopen no 09.2025
TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PESYNbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumeck G He G6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mo6an eguHUYHAA He 6onee 0,2 % <0,1 %
HeugeHTUdULMpPOBaHHaA NpUMeECh
TOTAL IMPURITIES not more than 2.0 %
CymMmmMa npumecent He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooreercrBuuM ¢ H. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHHUE Mpu TemnepaType He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aaTta ogobpenus (oa.mm.rrrr): 09.01.2024
(Signature & Date) Quality Assurance/(Moagnuce/nara) obecnevenusikadectea: - AP Oq.0

Release by/BuinyweHo Deputy Qualified Person/:
(Signature & Date)/(Moanuck/pata) Macarena Gonzélez
Manufacturing Site/MpouasogcTeeHHas nnowapka: Laboratorios Liconsa,

w\\\\\:_ o4
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\d LABORATORIOS LICONSA, S.A.
ﬁ/& Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
NS~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O_l_ m— _ _O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl KuwevyHopacTtsopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79856 Oara npoussonctea 10.2023  Togen no 09.2025

TEST /| TECT REQUIREMENT / CNELU®UKALINA 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 leafletin 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-PVDCI/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 6nucTep U3 Conforms / CootBeTCTBYET**
antoMUHUeBol honbru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C UHCTPYKLUUEN NO NPUMEHEHUIO B Nayky
KapTOHHYIO.
Mo 5 unu 10 6GnucTtepor no 6 Kancyn BMecTe
C MHCTPYKUMEN NO NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo1, 2,4, 8unu 14 6nuctepoe no 7
Kancyn BMecTe C UHCTPYKUWel no
NpUYMeHeHUIo B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnMUHVEBLIH BnucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucrepos no
10 Kancyn BMecTe C UHCTPYKLUMWel no
NPUMEHEHUIO B NaYKy KapTOHHYIO.
Mo 1, 2, 3, 4 unun 7 6nuctepos no 14
Kancyn BMecTe G UHCTpYKUUeii no
MPUMEHEHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND

nn-006953-180122

AHanua npoBeneH no HO: .
1nn-006953-180122

Approval date (dd.mm.yyyy)/aara ogobpenua (oa.mm.rrrr): 09.01.2024
(Signature & Date) Quality Assurance/(Mognuce/nata) o6ecriedenuakadectea: /A7 o9, o4. 24
Release by/Boinywero Deputy Qualified Person/: j
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez

Manufacturing Site/lpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S. Pagelctp. 4 /5




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

O _I_ m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

~A LABORATORIOS LICONSA, S.A.
Q

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAYKT OMES3 kancynbl KuweyHopacTBopuMblie 20 mMr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79856 Oara npouzeoactea 10.2023  Topew no 09.2025

TEST | TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YINbTAT

Notes / HaGnrogeHusA
**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 6GAUCTEp U3 aNOMUHUEBOW honbru.
Mo 5 6nucTepos no 6 Kancyn BMecTe C MHCTPYKLUUENH Mo NPUMeHEeHUIO B MAYKY KaPTOHHYIO.

Approval date (dd.mm.yyyy)/aata ogobpenus (og.mMm.rrrr): 09.01.2024
(Signature & Date) Quality Assurance/(Moanucs/nata) obecriederuskavectea: M O S ol 24

Release by/Buinywero Deputy Qualified Persont: ,
(Signature & Date)/(Monnuce/parta) Macarena Gonzalez \&/;N 0. O\ 14
4
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7)) LABORATORIOS LICONSA, S.A.
ﬂ//lt\ Avda, Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

OI m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelieHue Ha BbINyCcK
CERTIFICATE OF COMPLIANCE

NMPOAOYKT : OME3 kancynbl KMweYyHopacTBopuMble 20 Mr

PRODUCT

Koa: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M-006953
CEPU4A : LC79856 Dara npoussoactea : 10/2023

BATCH MANUFACTURING DATE

lonen go : 09/2025 Paamep cepum : 11.520 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtosiyvm 51 noaTBEpKAalo, YTO AaHHas MHthopMaLus ABNSAETCA AOCTOBEpPHOMU U TouHOM. [laHHan napTusa npoaykra
ObIna npovsBefeHa, BKIOYas ynakoBKy/MapKUMPOBKY U KOHTPOMNL KayecTBa, Ha YKa3aHHOM Hike yyacTke (yuacTrax)
B NMOSTHOM COOTBETCTBUU C TpebosaHusmu GMP mMecTHOro perynupyollero opraHa, cneyudmkalusaMm B pa3peLieHm
Ha MapKeTUHI CTPaHbI-MMNOPTEpa U TEXHUYECKUMU COrnallueHUs MU, KOTOpPble MOTyT GbITh 3aKNYeHbl, UNU dannom
creuudmkalun npoaykTa AnA Uccneayembix NnekapcTBEHHbIX CPeACTR.

3anucu no o6paboTke, YyNaKoBKe W aHaNW3y NapTuM 6biny NPoBepeHkl U NPU3HaHLI COOTBETCTRYIOWUMU TpeGoBaHUAM
GMP.

MapTuna 6bina npousseneHa e JNlabopatopuoc JlukoHca SA., a TaM, rie NpMMeHMMO MUKpoBUuonoruieckoe
uccnepoBaHue,
oHo npoBoauTcs B llaGopaTopuu BueBapHe SA.

I 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.

D
\/\\mfh;mr

Moanuck u gara / Signature&Date: Macarena Gonzélez
I Deputy Qualified Person

PeructpaunonHoe yaoctoeeperue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/M9



