) LABORATORIOS LICONSA, S.A.
(&

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

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayYKT OME3 kancynbl KMuWe4yHopacTBOpuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC78285 Darta npoussoactea 10.2023  Tlopen mo 09.2025
TEST /| TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YNLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teepable enaTUHOBLIE Kancynbl pasmepa N°4, Conforms / CooTBeTcTBYET
c priu.lequoﬁ CUHero uBeTa U KOpnycom
6enoro LBeTa, coaepxallue cepuyeckue
rpaHynkl oT 6enoro Ao noytu 6enoro ¢
WenToBaThIM 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.
OJHOPOOHOCTbL AO3UPOBAHUA (AV) 3Ha4eHue AV, paccuutadHoe ana 10 kancyn, 6,8

OOMKHO BLITh He Bonee 15,0 %.

3Ha4eHue AV, paccuutaHHoe ansa 30 kancyn,

OOMmKHO BbITh He Gonee 15,0 % 1 cogepxaknue

oMenpasona HU B OAHOf‘[ Kancyrne He gOoMmKHO

BbIX04WUTL 3a npegensi 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).
NOANMUHHOCTDL (B3XX) Bpemsa yaepXUBaHUA OCHOBHOIo Conforms / CooTBeTcTBYET
nUKa Ha XxpoMartorpammMe UcnkITyeMoro
pacTBopa AOMKHO COOTBETCTBOBAThL
BpeMeHU yaepXUBaHUS OCHOBHOrO NUKa
Ha XpoMaTorpaMmMe CTaHOapTHOro pacTeopa
(paspen «KonuyecTBeHHOe onpegeneHues).

CA
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Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrrr): 13.11.2023
(Signature & Date) Quality Assurance/(Moanucs/aaTa) obecnevyeHusKayecTsa:
Release by/Brinywero Deputy Qualified Person/: ;
(Signature & Date)/(Moanuck/aata) Macarena Gonzalez
Manufacturing Site/lNpou3soacTeeHHas nnowaaxa: Laboratorios Liconsa, S.A.
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kMwe4yHopacTBopumMsie 20 Mr

CODE

Kop 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78285 Dara npouzesogctea 10.2023 Fopen no 09.2025

TEST /| TECT REQUIREMENT / CNELJU®UKALINA RESULT / PE3YNILTAT
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 getekTtop) Y®-cnekTp nornolleHUs OCHOBHOro nuka, Conforms / CooTBeTcTBYET
CHATLINA NpU XpomaTorpadupoBaHum
UCNbITYEMOro pacrteopa, gonxeH
COOTBEeTCTBOBAaThL ym-GﬂEKpr nornoweHus
OCHOBHOro nukKa, CHATOMY npu
XpomartorpacupoBaHuM CTaHOAPTHOTO
pacTeopa (pazgen «KonuyecTBeHHOE

onpefeneHuen)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,0%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUMYECTBEHHOE ONPEQOENEHUWUE 95,0 - 105,0 % oT 3aABNEHHOro copepaHus 100,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMYECTBEHHOE OMNPEOENEHUE OT1 19,0 mr/kancyna go 21,0 mr/kancyna 20,2 mgl/cap /| M[/KANCYINA
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHME (KucnoTHas ctagus) He Gonee 10 % oT 3asBneHHOro coaepxaHust 0%
C17H19N303S (omenpasona)
yepes 120 MmuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHME (BydepHan cTagus) He meHee 80 % (Q) oT 3aABneHHOro 97 %
cogepxanua C17H19N303S (omenpa3sona)
yepes 30 MUH.
RELATED SUBSTANCES

POOCTBEHHbIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Owmenpa3zona Kapbokcunar He 6onee 1,0 % <0,1 %
i\
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Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 13.11.2023

(Signature & Date) Quality Assurance/(lMopnuce/aara) obecnedveHusaKkadecTsa:

Release by/Brinyweno Deputy Qualified Person/: -

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez ]&%— :
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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
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPooyKT OME3 kancynbl KuwevyHopacTBopumMsble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78285 DOata npouseoactea 10.2023  ropen no 09.2025
TEST / TECT REQUIREMENT / CMIELUM®UKALIUA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwban eguHUYHAA He 6onee 0,2 % <0,1%
HeugeHTU(ULMPOBAaHHAA NpUMechL
TOTAL IMPURITIES not more than 2.0 %
Cymma npumecedn He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cooreercTBUU ¢ HJ. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu TeMnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocCTH 2 ropa.

(A

Approval date (dd.mm.yyyy)/nata ogobpenus (ag.mm.rrrr): 13.11.2023

(Signature & Date)/(Moanuce/nata) Macarena Gonzalez

Manufacturing Site/lpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A.

)3.11-23

(Signature & Date) Quality Assurance/(lNognuck/aaTta) obecneyeHuska4ecTsa:
Release by/BeinyweHo Deputy Qualified Person/:
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espaia/Spain
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 Kuwe4yHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH
CEPUA

Manufacturing Date:

LC78285 Oarta npoussoactea 10.2023

Expire Date:
Fopen no 09.2025

TEST/TECT

REQUIREMENT / CTIELLU®PUKALIUA

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.

Mo 5, 6 unu 7 kancyn B 6nu1cTep U3
anoMUHUeBOU thonkru

YMNAKOBKA

Conforms / CooTBeTCcTBYET**

Mo 2 unu 20 GnucTepoB no 5 Kancyn BMecrte

€ UHCTPYKUMeii Mo NPUMEHeHUIo B Nayky
KapTOHHYH.

Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe

C UHCTPYKUUEA NO NPUMEHEHUIO B NayKy
KapTOHHYHO.

Mo 1, 2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTPYKLUel no
NPUMEHEHUI0 B NaYKy KAPTOHHYH.

Mo 10 unu 14 kancyn B NBX-N3-NBOX/
ArnOMUHUeBLIH GnucTep.

Mo 1,2, 3,5, 6,9 unu 10 6nucTtepor no
10 Kancyn BMecTe C MHCTPYKUUel no
MPUMEHEHUIO B NA4YKy KAPTOHHYH.

Mo 1, 2, 3, 4 unu 7 6nucrtepos no 14
Kancyn smecrte ¢ mncrpyxumef& no
NpUMMeHeHUH B Na4Ky KapTOHHYHO.

Analysis performed according ND
INMn-006953-180122

AHanu3 npoeefeH no HI:
JN-006953-180122

L1
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Approval date (dd.mm.yyyy)/nata onobpenus (ao.mm.rrrr): 13.11.2023 /1 J)
(Signature & Date) Quality Assurance/(Moanuck/nata) obecneyeHuskayecTsa:

Release by/Brinywero Deputy Qualified Person/:

s ©

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

N
Manufacturing Site/lpou3asoacTeenHan nnowaaka: Laboratorios Liconsa, S.A. A 3
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H EI I Io Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPOOYKT OMES3 kancynbl KulieyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78285 Oata npouseoactea 10.2023 Fopex no 09.2025

TEST/TECT REQUIREMENT / CTIEIU®UKALIAA RESULT / PE3YNIBTAT

Notes / HabnirogeHunA
**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 aNOMUHUEBON ONbLIK.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKUMEA Mo NpMMeHeHUHo B NaYky KapTOHHYH.

CA

2. (1.23
Approval date (dd.mm.yyyy)/narta ogo6penrus (og.mm.rrrr): 13.11.2023 z}‘ 4.} '2
(Signature & Date) Quality Assurance/(lNoanuce/gaTa) obecneveHusKkadecTsa:

Release by/Beinyuie+xo Deputy Qualified Person/: =
(Signature & Date)/(Mopnuck/pata) Macarena Gonzalez \%E

) : A
Manufacturing Site/lTpoussoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. ' A ! i3 I 7
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F;\) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspelweHue Ha BbInyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynsl Kuwe4yHopacTBopuMbie 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUA : LC78285 Nara npoussogctea : 10/2023
BATCH MANUFACTURING DATE

lopen no : 09/2025 Pasmep cepun : 327.600 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTeepxaato, 4To AaHHas UHgopMaUuuA ABNAETCA AOCTOBEPHOI U TouHoW. [laHHas napTus npoaykra
Obina npouaBefeHa, BKNOYas YNakoBKy/MapKUPOBKY M KOHTPONb Ka4yecTBa, Ha yKa3aHHOM HuKe yyacTke (y4acTkax)
B MOMHOM COOTBeTCTEBUU C TpeboBaHuaMY GMP mecTHOro perynupyrollero opraHa, cneyudukauusammu B pa3peLueHun
Ha MapKeTUHT CTPpaHbI-MMNOpTepa U TEXHUYECKUMU COrNalleHUAMU, KOTOpble MOTYT GbITh 3aKNHOYeHbl, Unu annom
cneuyudmkayu npoaykra ans MccnegyeMbiX NekapcTBEHHbIX CPEACTB.

3anucu no o6paboTke, yNakoBKe U aHANW3y NapTUM GbINU NPoBepeHbl U NPU3HaHbl COOTBETCTRYOWUMY TPeBoBaHUAM
GMP.

MapTus 6b1na npousBeaeHa B Jlabopatopuoc JlukoHca SA., a Tam, rae NpUMeHMMO MUKpOGUOoruyecKoe
uccnenoBaHue,
OHO npoBoauTcs B JlabopaTtopuu J4yeBapHe 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 Autharization 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.

ok v ey
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Moanuck 1 gara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaocTtoBepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



