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I[EP}KABHA CJHIYKDBA 3 JIIKAPCLKI/IX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMHY Y KHIBCHKIN OBJIACTI

npOB Ceitnuunoi Hagii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Mpo SIKICTH BBE3€HOr0 B YKpaiHy JIKapcbKoOro 32C00y
29.11.2023 i Ne 53822/23/10
o B 3 . - OME3® -

(HHHMEHyBaHHH NIKapCLKOro sacoﬁy 3riAHO 3 peEcTpauifHUM NMOCBIAYEHHAM)

kancyqan no 20 mr; no 10 kancya y Gaicrepi; no 3 OsicTepd y Kopooui L

((bopma BH]‘I}’CI(}’, NO3yBAHHA, BUA NaKyBaHHA Jlikapchkoro 3acoly)

Homep peecrpauiitnoro nocsiguenns UA/0235/02/01 crpoi nif peectpaniiinoro nocsiauenus 01.01.2099

Cepis nixapcbkoro 3acoby Ne B2303133 KinbkicTh BBE3EHOTO Jikapchkoro 3acoby 72

BupobHui H-p Penni’c Ha60paToplc JItn, ©®TO — 11, Inais

(Haumeuysaﬁﬂﬂ BUPOGHUKA NiKapChKkoro 3acoly, kpaiHa OXOAKeHH)

Bseseno B YKpalHy TosapucTBo 3 00MEKEHOIO BinnosiganwuicTio "' Ap. Pepal c

JlaGoparopi3'', inent. xo: 37560808

(HaliMeHyBaHHs Ta KO/ 34 €,[IPI'[OY IOpHﬂH‘IHOl 0061 a6o Mpi3BULLE, iM'sl, N0 6ATbKOBI {l}IBH'-IHOI
0co0M - MANPUEML, 1T MicLIE MPOXKUBAHHS Ta peecrpaummn HoMep O0IKOBOT KapTKH IJIATHHUKA
nojatkis abo cepis Ta HOMep NacrnopTa)

Iporokos Bisyaasnoro kourposio sin 31.10.2023 Ne 3460/7.
JlaGoparopHuii anaii3 skocTi fikapebkoro 3acoby 3MIHCHEHHH:

.Ha6opaTop1ﬂ dhapmakoneiinoro ananisy JIT "YkpaiHcbkuit HayKOBUHA dbapmakonenHun UEHTP
SKOCTI JIIKapchKkHX 3ac00iB" (M. XapKiB, BYJI. ACTpOHOMIYHa, 33)

(HaumeHyBaHHﬂ Ta MICLIE3HAXOLKCHHS naﬁopampn 1110 MPOBENa NaGOPATOPHHMIA aHani3 AKOCTI)

j e —-:.., ?3
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BUCHOBOK LLOJIO SKOCT fikapepkoro sacoby, sumanuii naGoparopieio Bix 28.11.2023 No

Pe3ynbTaTH J1a0OpaTOpPHOTO aﬂamay sKOCTI JNiKapchKOro 3acoly 3a NnepeBipeHUMY
BMMOTaM METOIB KOHTPOJIO AKOCTI (aHAMITHHHO-HOPMATHBHOT IOKYMEHTaLLIT).

3a pesyabTaTaMd AEPHKABHOTNO KOHTPOJIO  BCTAHOB/CHO, LIO JHKAPCHKH
AOTPHMAHHSAM BHUMOT 32aKOHOAABCTBA L1010 3a0e3NeYeHHs IKOCTI JIIKapChKy
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Product: OMEZ, capsulcs 20 mg Nv30 (10 x 3) in blisters

Mpoaykr: OME3® kaoeysn no 20 mr Ne 30 (10x3) y Oaicrepax
1 Capsule contains: Omeprazole 20 mg |
1 mancwm Mltlﬂlh.. Omeﬂ yasony 20 mr
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| Batch Quantlty 106" em naprii: 65681 pqcks / 65681

A A bR A A e e Ty

Country of manuﬁi{turer' India
*-Kp“'“a“m’lpﬁﬁumc: hiain

A ol 0 L 0 e L ot W B Bl 0 A, i, e, B e 2 2 . e o T A | e iy prirtevinl i s e e e prrcriy PR TITY

Date of Manufacture / Jata BupoGunurna; 08/2023
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Re,glbtra tion certificate / Peecr pdulhlil’)l‘ﬂ nocixaenun Ne:

“ﬂ-‘r\“ LA LA AL LA U 1, 8 s I, L, gl A,

N e s HBICOBICH e s e
Analvtu,al Repg_r_t_{ Aﬂam'rmauii 3BiT Nb: 2002FP23002232 I)'lte of Analysis/ I[.:I_T,_i_i_ mmpuﬁ}inamm, ] 9 09—"? 023

| .Valid titl / Qiticne xo: unlimited / neoOMemeno |

Date of Expiry/ Tepmin npijaruocyis 0772026
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Name, address and numbers of the licenses of manufacture
and quality control / Halimenysauus, ajipeca Ta nomep
sinensil BupodHHKa T2 KOHTPOIID SIKOCTIS

10 capsules in blister; 3 blisters per carton with labelling in

Ukrainian /

10 xancyn y Oaicrepi; 3 OGnicrepu y wopofui 3
 MADKYBAHHSAM yKpalHCRKOIOMOBOKO
‘Dr. Reddy's Laboratories Ltd., FTO - I

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

J-p Peaai’c JlaGoparopic Jita, ®TO — 1, Jinbnuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. bauynani, bauynani
Mauaaaa, okpyr Mexuan Maakaiiripi - 300090, wrar

T O T e A T O Y DA T TR TS TP P S Lkl DT LR

Tenanraua, lHais, Jlinensist Ne 63/RR/AP/S6/F/R
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. Descuptlon/Oﬂm
colouriess transparent
coloured transparent
“OMEZ” imprinting o

PO3MIPOM 2, 3 MapKyB

KOBIAUKOM., BMicT

1 neneTy,
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I No Test / Teer Results PEZI J]b ! ﬁ I H
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2 size hard gelatin capsule shells with |

cap and filled with white peliets,
[ Toepil eAaTHHOBI NMPO3OPT KANCYITH

BezfapBHUM  KOPHYCOM Td pPOXEBUM

2 size hard gelatme capsulc %hell‘; “with
body and pink { colourless transparent body and pink
cap, having | coloured transparent cap, having “OMEZ”
n both body and | imprinting on both body and cap and filled
“with white to off white pellets / Tgepaui
AENATHHOBI (IPO30PI KANCyJlIu poIMIpoM 2, 3
mapkysanusm  OMEZ, 3 OesdapsriM
 KOPHYCOM T4 pOMeBumM Kosnavkom. Bmicr
karncyn — 6iti abo mathke Oial mesery,

anHamM OMEZ, 3

kancyn - ©im

----- gy b, ety % B N N R T

2. ldeﬁﬁkﬁcatim / [ﬂemmbuca 1A
a) UV spectrophotometry
method / meton Y<P-

criepopoToMeTpil BUMOFaM

p&H *

'L

b) By Liquid chromatography /
MeTOR PisiHHOT Xpomartorpadfl® @

Complies as prescribed / Bianosinae

a) The UV absorptuon Spectra of both
standatd and  sample preparation shall
exhibit maxima at the same wavelength. /
Yd-cnekrpu BUNPOOOBYBAHOIO T8
CTAHJAPTHOrO  DPOSHMHIB  IOBMHHI  MaTH
MBKCHMYMH Mpy OJHAKOBIA HOBKIHI XBUIi,

b) The retention time of the major peak of
omeprazole in the chromatogram of the
sample preparation should correspond to the
| peak of omeprazole in the chromatogram of
the standard preparation. / Hac yrpumysarns
| niKy, SKUM BIANOBIAAE OMErpa3ony, Ha
| xpoma'rorpwi BUNPOBOBYBAHOTO PO3HHHY
- MagE BANOBLAATI YACy YTPUMAHHS NiKY
| OMEMPAa30Jy Ha XPO ;;ﬂpa’.mi
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Remarks The product conhrms to above SpeCIflC'l’KIOHS
| [pumitka: [Ipoaykt anomnac BULLE3A3HAYEHIH cneuudikauit
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Prepared by / TecTysas: iDocument Checked by
CH . Prasad / Quallty contr01- Team
Member

0. Latha /- Quality ccntml- [eam Mei Ig@, m&ﬁﬁﬁ'f@ﬁlm’;

e and Position /
vl s 1a Hocana:

Z] Quality Assurance-
% f(f?gl ?f* T “‘T

/ Tlepepipus: -+ aRyPEAATEN 2 bR ke ar

_S gn & Date / l"luumc![[ara 29-09-2023
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“ISign & Date / Mianue/Jlara: 29-09-2023 ;
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| Product: OM f?, ¢ xpsules 0 mg Ne30 (lO x 3) in blisters

Mponykr: OME3® kancynu o 20 mr N 30 (10x3) y mere[mx
1 Capsule contains: Omeprazoie 20 mg
| xancyna micturs: Omenpaszony 20mre
‘Batch / Cepin No: R2303133

- Cmmtrv of manufactur er: lndia

' Hatch Quaﬁtlly / O em rtap"m 65681 pmks / 65681

PagelCovap 2 fromds 5
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fﬁ_ﬁgﬁ[gtzcﬂl Repart / Mmmrwm:m .;mr Ne: 2002F P23002232 | Date ofmzalyq:sf ,[lam Bmxpofiwmmm [ 9-(}0- 2023 N
{ Date of MMMO%HuTB_a.,"__.Qﬁ(?O,ZB _______________________ | Date of E‘(H__II’W Tepmin NPUAATHOCTI 07/20”6 e ,,
i Rt,gmtratum certificate / Peecr panmmmmlocrﬁztl{&mm MNe: Valid till / iticue go: unlimited / HeOGMEAEND

N A O S O s e — R s e N

Order ofMOH N 1212 dated 30 05, 2019/ Ilzucm M03 Yxcpa'nm Ne 1212 mn 30 05.20]9 o

Size and type of the p‘lckﬂge / Po3mip Ta TMI NAKYBAHHA

10 capsules in blister; 3 blisters per carton with Iabellmg in

Ukrainian /

10 mﬂcy.u y 6JliCTe[)i' 3 Onicrepu Y xkopodui 2
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Name, address and numbers of the hcenses of manuf'\cture
and quality control / Halimenysauun, anpeca 1a somep
Jrinensii BHpPOOHHKA T4 KOHTPOJIIO RKOCTI:

I Dr. Reddy s Laboratories Ltd., FTO - I

1500090, Telangana State, India, No 63/RR/AP/96/F/R

143, 44p, 45p, 46p, 53, 54, 83, ¢. bauynaji, bawynani

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -

JI-p Penni’c JlaGopavopic Jita, ®TO — I, Jineuuua Ne 42p,

Mawnpan, oxpyr Menvaa Maaxairipi - 500090,

HITAT
Tenanurana, Inais, Jligensia No 63/RR}’AW96EF!R |

ArwrnrrnTr AT T b VT L FT T i o

w,nmpﬁmrmmmnrrmwmmtmeWMMWmthMﬂm ﬁﬁﬁﬁﬁ

Mmfi“fmf;an1etém[1ameup T 6.09 mm to 6,20 mm / ! 6.00 mm < 0.30 mm (Between 5.70 mun and
6.09 mm — 6.20 MM | 6.30 mm) /
o 1 6,00 030 Mm (5.70 MM —6,30 MM)
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4. | Length/ [I,()Bmmﬁ '
17.45 mm — 17.66 MM
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5. | Average weight / Cepelra Maca
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1745 mmto 17.66 mm/
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17.80 mm £ 0.50 mm (Between 17.30 mm |

and 18.30 mm) /
17.80 # 0.50 Mm (17.30 mm - 18,30 mMm)

crLEa L A AL LR R gt LA AR LR A s R SRR RN g R g b T R B N NN AP S AL it B P L AL R LR L B e e b L Ll

333.0 mg £ 7.5% (Between 308.0 mg and |

3579 mg)/
| 333 mrk 7.5% (308.0 mr—357.9 mr)

IR PRI 4 Iy
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6. | Average net fill weight / Cepeans | 2
MAca BMICTY KancyJiu
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270 mg + 10.0 % (Between 243.0 mg and

297.0mg)/
1 270 mr & 10% (Bin 243.0 Mr 10 297.0 Mr)

WHHWM“ B L R AR L

Not more than 3. 0% w/w / He Sinble 3 0%

s csnsnmusmarnres R UT . PR XU OUE  SPURRES.. . SOOI I
7, W’ltcl / Bo.ua 1.3%w/w
8. | Loss on drymfr at 60 °C at & 1 0. 7% w/w

pressure not exceeding 0.7 kPa
for 4 hours / BrpaTa 8 maci opu
sycyLnysaHti (60°C, THCK He
svwie 0,7 kITa nporarom 4 roau)

TRV T PR TR A perprnpniankrRRRRRRRRRR AT PR ITININnnnn

Remarks: The product confirms to above specifications
[pumitica: [IpoRYKT BIANOBIIYE pulesazHateHiil cneurgikai

Prepared by/ Tecrynan; {Document Checked by
CH . Prasad / Quality contral- Team
Member

iD. Latha / Quality control- Team ML
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PL}PMh@u ‘é\zﬁ e and Position /
EC&?M@PH\’! e K gvi’a Ta [Tocana:

w% oS Ouality Assurance-

/ Tlepesipus: |

L
[
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)

Sign & Dale / TTianwc/Tata; 29-09-2023

‘hgn & Date / [Tignve/Mlata; 29-09- 2023

"""er i i xunfic/jla ra; 29-09-2023




o e I T L I S A e Ay it er e s ol B A T Ry T LW T, S e A s bR T D b e L AT e R S T e e T A e M R e ey f e T r
T L e D e P e PR i A G DEPTER L o i T e T L P P R e Y T T P P AR LR D FPPP B PP Pr b g ot : J i, - = o . & & A - Y ERP 5 - RS, - - -
R A L ot e e A T A A A A e 1 ey et b ememaeme e AT A m e mn ymmn = mmyl i g | matmmm  §m et e s m femm g g Fnmmmny b, PRe— F e L 3 Ho e S D 2
o e mman l e e = e e m e e T g s e A im i m e e mamn e am e fmn e 1ees e mg 2 m Enmnn s s i § L E ARl A e ms St amee] Amae = 2§ AReE A mameaens maee impa e E AR P i Rt g R e e e e = e L e A R e e e e e e SETIRT
o O P P TRt LT TT ML AT PpE e

et L i L2 elrera el e B B O S P A Py PO N YT S g U PO AR R S IO R Y S

Wﬁﬁ " {1 ” |

PagelCrop 3 irom/a 8

Sy Lt e AR A s e B N e

E’;gdtztt wﬂM!JZ; Lapsuleﬂ 21) mg.:, Nﬂ&ﬂ (10 X 3) in blwtem (. mmtry of nz‘mumcmrw' India
Mponyxr: OME3® kanceynu 1o 20 mr Ne 30 (10x3) y Onicvepax | Kpai a-pupoiue: i

1 Capsule contains: Omeprazole 20 mg |

1 xancyna MICTHTL: OMenpasoty T R S e
Bateh / Cepin N B2303133 Bﬁtelt Qudm:‘ty f()n €M mpnr‘ 65681 paf..!{w 6%{581
I o —————— N B 4.0 - s Gyt
‘Analytical ﬁ;;'pa‘rt ! Amwmmrmu 3siT Ne: 2002FP23002232° | Date of Analyezs/ Hata Bm!poﬁymmim- 19-09-2023

[ Date of Manufacture / lara upobunurea: 08/2023 | Date of Expiry/ Tepuin upurarnoeri: 07/2020
Registration cer tificate / PeccTpanifinoro nocsinuenns Ne: | Valid till / [iitcwe xo: unlimited / neobmeneno

| MUA0235/02/0Y b siam———— s —
():du' of MOH: mmm!&}}mq%ted 30 05,2019 / Haka3 MO% '.chpamw Ne 1‘;12 BiA 30 05. 2019 e
"Size and type of the package / Posmp TR THIL NAKYBAHHA! 10 capsules in blister; 3 blisters per cart{m with ]abelimg, in

Ukrainian /
L) wancvn y ﬁ.rlic'repi; 3 OGaicrepst vy wopobui 3

M-Namt,, address and numbers of “the licenses of manufacture | Dr. Rcddy s L bOldt(}l‘IEb Ltd., Fro-11 -
and quality control/ HailmenyBauusn, agpeca Ta Homep Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
JtieH3iy BHpOoGHHKA Ta KOHTPOO SIKOCTL: | Village, Bachupally Mandal, Medchal Malkajgiri District -

300090, Telangana State, India, Ne 63/ RR/AP/OG/E/R

J-p Penai’c JJa6oparopic Jra, ®TO ~ H, Aineuuusa Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. baaynani, bauynasi
Mawnan, oxpyr Meauan Mangairiph - 500090, wrrar
| Teanuraua, Inais, Jlivey 3in N 63/RR/AP/I6/F/R

| 9,1 Umlcurmnty of Wﬁ'l}_.,ht for nel fill Lomphm;‘Bumomme S When 20 capsules are weighed, not mote
weight of capsule!()nnopmmmb i than two of the individual weights deviate
MacH BMICTY Kancyn i from the average weight by more than 10%
“w/w and no capsule deviates by more than
20% w/w. [/ Ilpu s3saxysanni 20 xancysn |
HpuIycTMMo He Ginble 2 IHAMBIAYANbHUX
MAC 3 BUIXHASHHUAM BijL CepelHbol Macd
Ginbire HK Ha 10% T2 MOMHOT Kancyiu 3
pixuneHasm Ginsiue Hix Ha 20%
"7 10. | Uniformity of dmage units / 14,7 AV 15.0
OnHOpUIHICTL 1030BAHHX |
B0 b ———— NI, S s
(T T Dissolution in 0.1 MHACI/ | 2%, 1%, 3%, 0%, 2%, 2% Not more than 10% of Omeprazole is
POSHUHHICTD Y _' dissolved after 2 hours / He Gimwine 10%
0,1 M po3uusi HCH | | OMENPA30AY  POSUMHAETHC  MPOTHCOM 2
| o bronar e
12, [)1535&101;“ | 0 | Not less than 70% (Q) of the labeled amount
| in pH 6.8 phosphate buffer 174 BM, HTUENR%, 94%, 91% | of  Omeprazole  should dissolve  in
{calculated as Ci7H 9N3035) / : N | 30 minutes / He wmenwe 70% ()
Posuunuicts y BydepHomy HOMIHANLHOT KIILKOCTI  OMENPA3oy  mac
PO3YURI - POZUHHATUCS (POTRIOM 3O XBUIIMH
pH 6,8 (B nepepaxyuky ta
CiH1oN31OsS)

“Remarks: The pmcluct contums to above spec:i ications
[Tpnmirica: Ipoaykr sianosinae BrU(e3a3HAYCHI cneundirautl

Prepared by / Tectysan: Document Checked by /T Iepempﬁs
CH . Prasad / Quality control- Team D. Latha / Quality g(}_n_;.wh Team Mg
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vPl oduct: OMFZ, capquleq 20 mg, .N‘v30 (I{J x 3) in blisters

CERTIFICM £ OF ¢

QUALITY

CEPTU®IKAT ,_mcoc:n

_..—wm_wmm- "unmm LR T M AL ) B AT KR T S

Tipoaywr: OME3® kancyan no 20 mr Ne 30 (10x3) y Gaievepax
| Capsule contains: Omeprazole 20 g

Kpaina-pupobunr: Injis

32l Ly

F e et e d e Mk o oL gt s b

Ceuntly of manufacturer: India

b= 1

1 wancyna mic THTL: Omenpasosny 20 mr [P e, _
"Batch / Cepist Ne: B2303133 | | Batch Quant:ty / Oﬁ’am nap*r:} 65681 packq/ 65681

LLLLLL o TN W .15 034 U ———
Analvtlcal Rc—port / Aaam’muunﬁ mn NQ: 20021* P230022_32 | Date of Analysus:‘ JlaTa BHﬂpOQyBA}insl. 19 09- 20?3 o

A EF gl Nyt hy ' .-.-

1

Regmtratmn certificate / I’eewpa witHOro TOCBIRMEHHST No:
 NelA/0235/02/01

PP PETTTN T Y P TV FFFEFEe]

oy Al L

P BEE R AR AR T (L

Ordelmolf VIOH:

1111111111111111111111111111

Size and type of the pankage / Po3mip T4 THI NAKYBAHHSL:

.......................................................

U RN L R B ek R AR TR

Name, address and numbers of the licenses of manufacture
and gquality control / Hakimenysanust, aapeca va Homep
MineH3it BUpoOGHUKA T& KOHTPONIO SKOCTI!

Ne 1212 dated: 30, 05 20!9 / Hateas MO3 )’lcga'l o Ne 1212 BifL 30 035, 2019

m-. Rcddy s Laboratories Ltd., FTO - 11

i ..“.-;-u...-..'-.wrﬂw.ﬂ,mﬂ(m;ﬁmﬁh#ﬁﬁmfﬂ'ﬂﬂl’mrfmwaan

LI LA LI R TR -llm L1, L)

10 capsules in blister; 3 blisters per carton with labellmg, in
Ukrainian /
i{l tcancy.n y 6J1ic1*epi;

3 Ganicrepn Yy  kopolbui 3

PR POTPRY P RPRR PR ELETERUETF PR PoR R RN EREREREREE PR

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally

| Village, Bachupally Mandal, Medchal Malkajgiri District -

500090, Telangana State, India, Ne 63/RR/AP/96/F/R
-p Pepui’e Jadoparopic Jira, @TO — H, dinbnuus Ne 42p,

gty pantonstaban bl dele ol L L AT R A R TP PR PR

43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, bauynani|
Viauaasn, okpyr Menuan Manxaiicipi - 500090, wrrar |

PP TPTTRTPRINER TN PITETTERINTARRLLLETEL LY

13. | Related substances:
5 Highest individual impurity 0.03% | Not more than 0.5% / ue Oinsie 0.5%
. 0

Total impurities / JJOMILILKH:
HAHBINLILOT (HAMBILYaILHOT
CYyMa HOMILIOK

5 0.1%

Tenaurana, Inais, Jlivensis Ne 63/ RR/AP/OO/E/R

(ITUERENNNRT . R TR g

“Not more than 2.0% / 1e 6iasine 2.0%

rrrrrrrrrrrrrrrrrrrrrrrrrr

14/\3?21? """""""""""" 19.8 mg/capsule /-
Each capsule contains 19.8 Mr/xancyiy
Omeptrazole 59,1%

(calculated as Ci7H19N3038) /
- KinbkicHe susHaderHs
OMenpazony B kancysi (s
nepepaxysxky Ha Ci7HiN;0s8) |

mg (from 95.0% to 105.0% of labeled

| amount)
At the time of stability: from 18.0 mg to
22.0 mg (from 90.0% to 110.0% of labeled

amount) /
Ma moment sunycky: sig 19.0 no 21.0 mr
(Bia 95.0 % no 105.0% HoMiHaibHOT
KIbKOCTI)

[Tporsarom Tepmidy npupaTHocT Bid 8.0
t o 22.0 mr {(sig 90.0 % no 110.0 %
{ HOMUHABHOT wmmcw)

At the time of release: from 19.0 mé to 21.0

B e al e L el

--------------------------------------------
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15. | Mmrobmlog,lcal puuty/
MikpoGionori¥Ha yueroTa;

a) Total acrobic microbial count /
| sarabHa KisKicTh aepobunx
Mikpooprauismis (TAMC)

b) Total yeasts and mold count /
3aCrANIbHA KiNbLKICTH APLKIKOBHX
“7a naicussux rpubis (TYMC)

¢) Escherichia coli

KYO/r

Less than 10 CFU/g
KYO/r

...................

Less than 10 CFU/g /

more than 1000 CFU/g / we

1000 KYO/r

.........

-
a
EE- PENSE

["Remarks: The ptoduct confirms to above spemﬂcahons
[pumirka; [poaykr Bianosinae BALIE3A3HAYEHIA cneundqixaiul

Prepared by / Tectysas: Document Checked by
CH , Prasad / Quality controi- Team
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MEZ, capsules 20 mg Na30 (10 x 3) in blisters

e e P b b e

I Capsule contains: Omeprazole 20 mg

Batch / Cepin Ne: B2303133

REASE A L ) LT AT

AT eyt v g L

 Analytical Report / AnaniTHanui 3eit Ne: 2002FP23002232

wrsa: 08/2023

i i

Date of Manufacture / lara BHPOGHH

2% CEPTUDIKAT SIKOCTI

R L L e

Country of manufacturer: Tndia

L kancyna micTurs: Omenpasogy 20 mr N

TP e TRTEYEERTE (2T ¥y

du'l IF PR Y 1 T O T W ey

| Date of Expiry/ Tepmin npuparnocri; 07/2026

e LB Cyop & fromin 8

v i oot e e a Lase kL LER AL bbbl S rrdy 24 ey

it n n i e D B A T A e B - B 4 A LT Y e e AL bl ok e ) e L I bt sy gl AU LB KA G4 2 8§ L L AL b K AR

'Batcthintity [ Ob’em xmp't:i'f: 65681 packs / 65681 |
YIAKOBEY

T S e e I A R A DL UL R UL PP e e VA o g R O ey o gy g p i o v R VO A L O Frrose

‘Date of Analysis/ lata sunpoGysanust: 19-09-2023
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Registration certificate / Peccrpaniiinoro nocsinuenns Ne: | Valid tilt / Aittiecne no: unlimited / neobmenxeno
NeU A/0235/02/01 P S—— —.

-------------------

.......

-------------------------

Name, address and numbers of the licenses of manufacture
and quality control / Haltmenysanud, aapeca Ta HoMep
SgieH3il BpOOHHUKA TA KOHTPOIIO AKOCTE:

‘Order of MOH: N 1212 dated: 30,05.2019 / Haxas MO3 Yxpainu: Ne 1212 nin 30.05.2019

L R TN L TE T rry

T lluwu"uuu‘MI| b e e e L1t iy

A PRSI R P e SO R o s [FEUFFFTERENE TVETY T

10 capsules in blister; 3 blisters per carton with labelling in |
Ukrainian / |
10 wancyn y  Gaicrepi;
MApKYBAHHIAM YRPATHCHKOI0 MO

S hh il L L L ATLLLL L,

3 Onicrepn y wopobui 3

BOlO

y LA NS LR R B B Ry A L B R T

| Dr. Reddy's Laboratories Ltd.,, FTO - 1l

| Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

J-p Peani’e JlaGoparopic Jira, ®TO ~ H, Jinsunos Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. banwynani, bauynasm
Magupas, oxpyr Meguan Maakairipi - 300090, wiray

Tenaurasa, Inais, Jineusia Mo 63/RR/AP/IO/T/R

L1 LI L R R ER R F RO O F O e e R Rl e il 4

LA L L L A 0 A L e v A T T T T et et e P FEE T R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch c?f' pt‘OdLECt has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in ﬂ:lllb §0:nplra:1cn'§ with the
GMP requivements of the local Regulatory Authority and with the specifications in the Marketing Aut]wr.lsatmn of the importing
country 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.”

Nexnapauia apo ceprudivauio: “Lum 3acBiniylo, 1o BAICBHKIANCHA indopmauin copasxcus i Touna, Lis cepis NPORYKTY
Byna BUrOTOBMIEGHA, BKJHOUAIOMW YNAKOBKY/MAPKYBAHHA TA (EPEBIPKY SKOCTI HA BUIE 3rajlaHoMy caitri (ax) y nNoBHi

pignosignocti 3 sumoramu GMP  Micuesoro PeryasTopHOl

oprady 1 BIONOBIAHO 10 cretudixauifl, WO MICTATBCH B

peecTpauiitiomMy Hocke / toprosiit ainemail xpainu-iMnoprepa abo y 0CHE crieuugixamy NPoRyKTy A nocg}.xix}n)ﬁeaﬂmx
pikapchkux 3acobis. Joxymentu ro 06podi, ynakosui 1a aHanizy Oysau neperiisHyrl Ta BCTaHOBNCHO BLANOBLAKICT, GMP,

A o b A T AN 0L PNl

“Remarks: The product confirms to above specifications

..........

CH . Prasad / Quality controi- Team
Member C;Qy
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Siom & Date / Mo/ lara: 29-09-2023  [Sign & Date / Tlianuc/ava: 29-09-2023
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