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

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

7)) LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OME3 kancynbl Kuwe4yHopacTBopumbie 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC78559 Nara npouszsoactea 10.2023  Togen no 09.2025
TEST/TECT REQUIREMENT / CNEUA®PUKALIUA 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 XenaTUHOBLIe Kancynki pasMepa N°4, Conforms / CooTBeTCTBYET
C KpbILLEYKoW CUHEro LIBeTa U KOPMycom
Benoro UBeTa, coaepxallue cepuyeckue
rpaHynbl ot 6enoro go no4ty 6enoro ¢
HenToBaTblIM 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.
OOHOPOOHOCTL JO3UPOBAHUA (AV) 3HavyeHue AV, paccuuTaHHoe gna 10 kancyn, 9.1

AOMmKHO B6bITk He Bonee 15,0 %.

3Ha4yeHue AV, paccuutadHHoe gnsa 30 kancyn,

AomkHo 6bITk He 6onee 15,0 % » copepxaHue

oMenpa3ona HX B OJHOU Kancyrne He JOMKHO

BbIX0AUTE 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).
NOANUHHOCTE (B3XX) Bpems yaepXuBaHWUs OCHOBHOro Conforms / CooTBeTcTBYET
nuKa Ha XpomarorpaMmMe uMcnbiTyemoro
pacTBOpa AOMKHO COOTBETCTBOBATh
BpeMeHU yAepKMBaHUs OCHOBHOTO NMUKa
Ha XpomaTtorpamMme CTaHAapTHOro pacTeopa
(pazgen «KonuuecTBeHHOe onpegeneHue»).

Approval date (dd.mm.yyyy)/naTta ogobpeHus (aa.mm.rrrr): 27.11.2023

(Signature & Date) Quality Assurance/(lNognuck/aaTta) OGECHEQEHMHKEHECTBa) f
Release by/BuinywjeHo Deputy Qualified Person/: - |
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez \l : A - L
Manufacturing Site/MpouaroacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Page/ctp. 1/4
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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 AHAIIU3A

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

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC78559 Oata npoussoactea 10.2023 Fopex no 09.2025

TEST / TECT REQUIREMENT / CNELU®UKALIAA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANWMHHOCTb B3XX (DAD petekrop)

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®-cnexTp normnolleHUs OCHOBHOIO NuKa, Conforms / CooTBeTcTRYET
CHATBIW NpyU XpomaTorpadgupoBaHum
WUCMBITYEMOro pacTeopa, AoMmkeH
COOTBETCTBOBRATL Y®-cneKTpy NornoLweHus
OCHOBHOTFO NMUKa, CHATOMY Npu
xpomartorpadpupoBaHUM CTaHAAPTHOTO
pacteopa (pasgen «KonuyecTteeHHoe
onpegeneHuen)

WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 1,8%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEQENEHUE

95,0 - 105,0 % oT 3anABNeHHOro cofepXaHus 98,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE ONPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,6 mgl/cap / MI/KATMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnoTtHas cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He G6onee 10 % oT 3aABNeHHOro cogepkaHus 2%
C17H19N303S (omenpasona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BytepHan ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) ot 3asBnNeHHOrO 93 %
cogepxanusa C17H19N303S (omenpasona)

yepe3s 30 MUH.

RELATED SUBSTANCES
POOCTBEHHLIE NMPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpa3aona kapbokcunar

not more than 1.0 %
He 6onee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/nata ogobperus (oa.mm.rrrr). 27.11,2023
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneveHuskaqectsa; 1" |
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzalez
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f"Q\) LABORATORIOS LICONSA, S.A.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3ZA

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOYKT OMES3 kancynbl kuwe4yHopacTeBopuMbie 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC78559 Dara npoussoactea 10.2023  Tlopen go 09.2025
TEST /| TECT REQUIREMENT / CMELIU®UKALIAA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecsk G He 6onee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
INoban eguHUYHaRA He G6onee 0,2 % <0,1%

HeM,ﬂeHTHd)HUMPOBaHHaFI npumeck

TOTAL IMPURITIES not more than 2.0 %
CymMmMa npumecei He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cooTteetcTBMuK ¢ H. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Boille 25 °C.
SHELF-LIFE 2 years
CPOKIOOHOCTHU 2 ropa.
& / ;-./ 7 ; ") / {./ >

Approval date (dd.mm.yyyy)/nata ogobperus (oa.mm.rrrr): 27.11.2023
(Signature & Date) Quality Assurance/(lMoanuce/naTa) OGGCHEHEHMﬂKaHEC:rBa T

Release by/Buinywero Deputy Qualified Person/: (‘L

(Signature & Date)/(Mognuck/nata) Macarena Gonzalez E) A U :é l Lues
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(ﬂ) LABORATORIOS LICONSA, S.A.
( Y Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kKuwe4yHopacTBopumbie 20 Mmr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC78559 Oara npoussopctea 10.2023 FNopen no 09.2025

TEST / TECT REQUIREMENT / CNELUW®UKALINA 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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep u3 Conforms / CooTBeTcTBYET**
antoMuHueBol donkru
Mo 2 unu 20 6nuctepos no 5 kancyn BMecTe
C UHCTPYKUUE Mo NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepos no 6 kancyn BMecTte
C MHCTPYKUMWE No NPUMEHEHUIO B NavKy
KapTOHHYH.
Mo1, 2, 4,8 unu 14 6nuctepoB no 7
Karncyn BMecTe ¢ UHCTPYKUUel no
NMPUYMEHEHVIO B Ma4Ky KapTOHHYHO.
Mo 10 unn 14 kancyn B NBX-N3-NBOX/
AnroMUHUEBLIA BniucTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nucrepor no
10 kancyn BMecTe ¢ MHCTPYKUUei no
NpUMeHeH1Io B Na4Ky KapTOHHYH.
Mo 1, 2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe ¢ MHCTPYKLUu1el no
NpUMEHeHUKo B NaYKy KAPTOHHYH.

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 antoMUHUEBON DONLIU.

7 ) 7
Approval date (dd.mm.yyyy)/aata onobpetus (oa.mm.rrrr): 27.11.2023 “/ / .? ‘) / 4 /
(Signature & Date) Quality Assurance/(lNoanuce/garta) oGecneyeHunkavectsa: :
Release by/BuinyweHo Deputy Qualified Person/: r A ' t{,
(Signature & Date)/(Mognuck/nata) Macarena Gonzalez 4 2
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,’;‘\\) LABORATORIOS LICONSA, S.A.
(k) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

PaspeweHue Ha BbINycK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OMES3 kancynbl kuweyHopacTBopumMsbie 20 Mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIIM1-006953
CEPU4A : LC78559 Hata npousrogctea : 10/2023
BATCH MANUFACTURING DATE

lopen no : 09/2025 Paamep cepun : 344.016 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswum st noaTBepxaato, YTo AaHHas WHGOpMaLUs SIBMAETCA JOCTOBEPHON U TOYHO. [laHHas napTusa NpoayKTa
6bina Nnpou3BeieHa, BKMHOYas YNakoBKY/MapKUPOBKY U KOHTPONb Ka4yecTBa, Ha yKasaHHOM HUXe yJyacTke (yyacTkax)
B NOMHOM COOTRETCTBMU ¢ TpeGoBaHuaMu GMP mecTHOro perynupyiolliero opraHa, cneyuukayusiMu B paspeiugHmm
Ha MapKeTUHT CTPaHbI-MMNOPTepa U TeXHUYECKUMU COrnalleHUAMU, KOTopbIe MOryT BbITh 3aKMnouYeHbl, Unu annom
cneuudmkauuu npoaykra ans Uccnegyembix NneKapcTBEHHLIX CPEACTR.

3anucu no o6paboTke, ynakoBKe U aHanu3y nNapTuu GbINu NPoBepeHbI U MPU3HaHbI COOTBETCTRYIOWUMU TPeGOBaHUAM
GMP.

MapTusa 6bina npousBeneHa B llaboparopuoc MukoHca SA., a Tam, rae NpMMeHUMO MUKpoBUuonoruyeckoe
uccnegoBaHue,
oHo npoBoauTtcs B lla6opaTtopun 3yeBapHe 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.

[~ N
l/l
o4 U gries
Moanuck u garta / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauvoHHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



