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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79351 Dara npouseogctea 11.2023 Nopen no 10.2025
TEST/TECT REQUIREMENT / CNELUU®PUKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNMWUCAHUE TeepAble XenaTUHOBbIE Kancynbl pa3Mepa N°4, Conforms / CooTeTcTBYET
C KpLILLIEYKOW CUHErO LiBETa U KOPNYCcoM
6Genoro uBeTa, cogepxalyue cipepuyeckue
rpanynbl oT 6enoro [o noyuTu 6enoro ¢
WenToBaTLIM 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.
OOHOPOOHOCTL OO3UPOBAHUA (AV) 3HayveHue AV, paccuutanHoe ans 10 kancyn, 6,0

AOMKHO BbITE He Bonee 15,0 %.

3HaveHue AV, paccuutaHHoe ana 30 Kancyn,

AOMKHO 6bITh He Gonee 15,0 % u copepxaHue

oMenpa3ona Hu B OAHOW Kancyne He JOMKHO

BbIX0OAWTb 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).

NMOOANMUHHOCTB (B3XX) Bpemsa yaepuBaHus oCHOBHOro Conforms / CooTBeTcTBYET
NUWKa Ha XpoMaTorpammMe Sn:_u_._‘Km—SOHO
pacTBopa QomKHO COOTBEeTCTBOBaThb
BpeMeHu yaepXuBaHusi OCHOBHOIo nNuka
Ha XpomaTorpaMMe CTaHOapTHOro pacTeopa
(pa3pen «KonuyecTBeHHOE onpegeneHue»).
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Approval date (dd.mm.yyyy)/aata ogobpenus (og.mm.rrrr): 19.12.2023
(Signature & Date) Quality Assurance/([Mognuck/narta) obecnevyeHusKadecTsa:
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl kuwe4yHopacTeBopumMblie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC79351 Dara npoussoactea 11.2023  Topen oo 10.2025

TEST/ TECT REQUIREMENT / CNELU®UKALIUA RESULT / PE3YIILTAT
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).
NOONUHHOCTbL B3XX (DAD petektop) Y®-cnekTp nornoLieHnUs OCHOBHOIO MUKa, Conforms / CooTBeTcTBYET
CHATLIA NpU XpomartorpadupoBaHum
UCNbLITYEMOro pacTtBopa, 4oIKeH
COOTBETCTBOBAThL <9|n=m—ﬁ_.h.< nornoLwjeHusd
OCHOBHOIO NMUKa, CHATOMY Npu
xpomartorpadupoBaHuM CTaHOApPTHOro
pacTBopa (pazgen «KonuyecTteeHHoe

onpegeneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,2%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONUWYECTBEHHOE ONPERENEHUE 95,0 - 105,0 % oOT 3asBNEHHOro cofepkaHus 99,9 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mgl/capsule
KONMWYECTBEHHOE ONPEOENEHUE OT 19,0 mrikancyna go 21,0 mr/kancyna 20,0 mg/cap / MI/KATICYTA
MPI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctagus) He 6onee 10 % oT 3asiBNeHHOro cofepaHusa 0%
C17H19N303S (omenpa3sona)
yepe3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHas ctagus) He meHee 80 % (Q) oT 3asaBneHHoro 95 %
copepwxanusa C17H19N303S (omenpa3sona)
yepe3 30 MUH.
RELATED SUBSTANCES

POACTBEHHLIE MPUMECH g

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3zona kapbokcunar He Gonee 1,0 % p <0,1 %

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 19.12.2023
(Signature & Date) Quality Assurance/(Mognuck/gata) obecneyeHusKavyecTsa: g
Release by/BeinyweHo Deputy Qualified Person/: u\h\ S y
(Signature & Date)/(Moanuck/nata) Macarena Gonzélez \\ el g \\ \ w
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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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl kuwevyHopacTteopumblie 20 mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79351 Data npoussopgctea 11.2023 Nogen oo 10.2025
TEST /| TECT REQUIREMENT / CNELW®UKALIAA RESULT / PE3YIIBTAT
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
IMPURITY

Noban eguHuyHan
HeugeHTUhMUMpoBaHHan NpuMech

not more than 0.2 %

He 6onee 0,2 % <0,1 %

TOTAL IMPURITIES
CymmMa npumecei

not more than 2.0 %
He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B cootBetcTBUMU ¢ HO. Conforms /| CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaType He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOOHOCTHU 2ropa.

Approval date (dd.mm.yyyy)/nata onobpenus (og.mm.rrrr): 19.12.2023
(Signature & Date) Quality Assurance/(Mognuck/aaTa) obecneveHusaKa4ecTea:
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl KuweyHopacTBopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79351 Oata npoussoactea 11.2023  Tlopen no 10.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIUA RESULT / PE3YNIbLTAT

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 / CooTReTCTBYET*
anvoMuHWeBon ponkru
Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe
C MHCTPYKUUEN NO NPUMEHEHMUIO B NMaYKy
KapTOHHYI0.
Mo 5 unu 10 6nucTepos no 6 kancyn BmecTe
C MHCTPYKUMEN No NPUMEHEHUIO B Na4Ky
KapTOHHYI0.
Mo 1, 2, 4, 8 unu 14 6nuctepoe no 7
Kancyn BMecTe C MHCTpyKUuueln no
NpUMEHEHUI0 B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn e NBX-N3-NBOX/
AnMUHUEBLIA GnucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepor no
10 Kancyn BMecTe ¢ MHCTPYKLUUen no
NPUMEHEHUI0 B NaYKy KaPTOHHYH.
Mo 1, 2, 3, 4 unu 7 6nuctepoe no 14
Kancyn BMecTe C UHCTPYKLUel no
NPUMEHEHUIO B Na4yKy KapTOHHYHO.

Analysis performed according ND
Jn-006953-180122

AHanu3a npoeefeH no HA: .
Nnn-006953-180122 /

Approval date (dd.mm.yyyy)/nata ogobpeHus (ag.mm.rrrr): 19.12.2023
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.\né LABORATORIOS LICONSA, S.A.
ﬁ & Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
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O—l—mgo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoaykKT OMES3 kancynbl kuwie4yHopacTeopumMmbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79351 DNata npoussoactea 11.2023 Fopen no 10.2025

TEST/ TECT REQUIREMENT / CMELUA®PUKALIUA RESULT / PE3YNBTAT

Notes / HabnogeHus
**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 anOMUHWEBON donbru.
Mo 5 6nuctepoB no 6 Karcyn BMecTe ¢ MHCTPYKUMEN No NpMMeHeHUIo B MaYky KapTOHHYIO.

LA

:
]9.12.22
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Approval date (dd.mm.yyyy)/aata ogoBpeHus (aa.Mm.rrr): 19.12.2023 ~
(Signature & Date) Quality Assurance/(Moanuce/aara) obecneveHusxadecTsa: y
Release by/Brinywero Deputy Qualified Person/: P \m\ e 7 =
7 ~ &
(Signature & Date)/(Moanuck/gata) Macarena Gonzalez 4 \\\ \ £ \ \ & .\u..
e

Manufacturing Site/MpouasoacTeeHHas nnowanka: Laboratorios Liconsa, S.A. Pagelctp. 515



x\\.u.)w LABORATORIOS LICONSA, S.A.

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

O_I_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl Kule4yHopacTBopuMble 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIlM-006953
CEPUA : LC79351 Oara npoussogctea : 11/2023

BATCH MANUFACTURING DATE

Fopex po : 10/2025 Pasmep cepuu : 252.864 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswum st noATBEPKAAKD, YTO AaHHaa UHopMauus ABNAeTCA 4OCTOBEPHOM U TOYHOM. [laHHaa napTvsa npoaykTa
Bbina npovssedeHa, BKNO4Yas yNnakoBKy/MapKUPOBKY M KOHTPOIb KayecTBa, Ha yKa3aHHOM HuXe y4acTke (y4acTkax)

B NONTHOM COOTBETCTBUM ¢ TpeGoBaHuamu GMP MmecTHOro perynupyrollero opraHa, cneuuipukaumaMmu B paspelueHum
Ha MapKeTUHr CTpaHbLI-UMMNopTepa U TEXHUYECKUMU CornalleHUsiMU, KOTOpbIe MOTYT ObITE 3aKMNYeHsl, Unu dainom
cneyudukaluu npoaykra ansa MccneayeMbiX NekapcTBeHHLIX CPeAcTs.

3anucu no o6paboTke, yNakoBKe U aHanU3y NapTuu 6biNu NpoBepeHkbl U NPU3HaHbl COOTBETCTBYOWWUMU TPeboBaHUAM
GMP.

MapTus 6bina npouseeaeHa e Nabopartopuoc NMukoHca SA., a TaM, rie NpUMeHUMO MUKpoGUonoru4ecKoe
uccnepoBaHue,
oHo npoBoAuTtca 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 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.

o

Mognucek u gata / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpayuoHHoe yaocrosepeHue / Manufacturing Authorization: 3414E
Homep JukoHca GMP / LICONSA GMP Number: ES/085HVI/19



