JAEPKABHA CJIIYKBA 3 JIIKAPCI)KI./.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKII OBJIACTI

npos. Ceitnuunoi Hagii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
1po AKICTH BBe3eHOro B YKpaiHy JikapchKoro 3aco0y

23.01.2024 Ne 67586/24/10

OME3®

(uaiimenyBanus nikapcbkoro 3acoby 3rigHo 3 peecTpauifuum nocsiguenHsam)
Kancyau no 20 mr; no 10 kancya y Gaicrepi; no 3 0JiicTepu y KopoGui

(bopma Bunycky, no3ysauus, Bug NaKyBaHHs JikapchKoTo 3acoby)
Homep peectpauiiinoro noceinuenns UA/0235/02/01 CTpOK Aii peectpauiiinoro noceiguenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne B2303304 Kinexicts BBE3€HOrO NiKapesKoro 3acoby 72

Bupo6Huik H-p Peani’c JlaGoparopic Jita, ®TO — 11, Iugis

(HaitmenyBanHs BUPO6HMKA JTiKkapehkoro sacoly, kpaixa noxomkeHHs)

Baesero B Vipainy ToBapucrBo 3 06mexenor0 BixnoBigaIbHICTIO "IIp. Penni‘c
JlabopaTopis", ixenr. kox: 37560808

(naiimenyBanus ta xox 3a €J[PTIOY 1opuanyHoi 0cobu abo npissuie, iM's, 110 6aTbkoBI (iznunoi
0co0H - nianpuemus, if Micue npoxuBanHs Ta peecrpauilinuii Homep 06aiKoROT KapTKy MIATHHKA
nojiatkis a6o cepis Ta Homep nacriopra)

Nporoxoa Bisyansnoro kontpomo sig 08.01.2024 N 4307/4.

JlaGopatopuuii ananis skocTi nikapebkoro 3acoly 3aifiCHeHuit:

AIT "Llentpasnsna na6opaTopis 3 aHai3y SKoCTi iKapchbKUX 3acoBiB i MequyHOT npoaykuii"
(m.Kuis, Bys1. Kynpsscebka 10r m.Kuis, Byn. Kynpssceka 8B Kuiscbka o6nacts, ¢. Hosi [Terpisui,
ByJ. IBana ®panka, 19)

(HaliMeHYBaHNS Ta MICLE3HAXOKCHHS naboparopil, mo nposena abopatopuuii ananis AKOCTI)

BucnoBok woao sikocti nikapebkoro 3aco6y, sunamii naboparopiero Bin 19.01.2024 Ne 0123

Pesynbraru naGoparopuoro ananisy skocri JKapcbKoro 3acoly 3a NepeBipeHMMH MOKa3HIKAMH BiANOBIAAI0TH
BHMOraM METOAIB KOHTPOMIO AKOCTI (aHanITHYHO-HOPMAaTHBHOT IOKyMeHTaUif).
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AEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJIACTI

npos. Ceitnuunol Hanit, 3, m.Kuis, 02099, ren/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
NPo SIKICTH BBE3EHOro B YKpaiHy JiKapcbKoro 3aco0y

24.01.2024 Ne 1577/24/1011

OME3®

(HaliMeHyBaHHs JiKapcbKoro 3acoby 3rifHo 3 peecTpaliiHUM MOCBIAYEHHSIM)
xancyJu no 20 mr; mo 10 kancya y 6Jicrepi; mo 3 6Jicrepu y kopooui

(dopma BUITyCKY, NO3YBaHHA, BUA TTAKYBAHHS JIIKAPCHKOTO 3ac00y)
Howmep peectpauiiinoro nocsinuenns UA/0235/02/01 crpox nii peecrpauiiinoro noceiguenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne B2303304 Kinbkicts BBE3EHOTO AiKapcbkoro 3acoby 23940

Bupo6uuk J-p Penni’c Jlaboparopic JIta, ®TO — 11, Innais

(naiiMeHyBaHHsI BUPOOHHKA JiKapchKOro 3acoby, KpaiHa IOX0pKEeHHS)

Beesero B Ykpainy ToBapucTBo 3 06MexeH o010 Bignosinaabuictio " Ip. Peaai'c
JlaGopaTtopi3", inent. koa: 37560808

(naitmenysanns ta ko 3a €APTIOY ropuauunoT ocobu abo npizsue, iM's, no Garbkosi (isnunol
ocobu - mignpuemus, i Miclie NpoXKUBaKHs Ta peecTpauifinui HoMep 061iKoBOT KAPTKH IJIaTHHKA
nojaTkis abo cepist Ta HOMep nacriopra)

Ilpororou Bisyanasnoro kourpomo sin 18.01.2024 Ne 0122/1.

3a pesyabTaraMd AEPKABHOFO KOHTPOJIIO BCTAHOBIEHO, WIO JiKapeh Ykpainy 3

AT Blmm BOHAAPE! HKO
3acy \m} r\; ‘ua, I:IHTI it |

m( 10 mn (nimme)
{1t &

*1(}} »fx‘ﬁu‘q <
(YA JoE )

i F 4
\; pama P
- g VA %EHO
eSS & Q}" - @mmm




AEP;KABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KUIBCBKIN OBJIACTI

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

BUCHOBOK
PO SAKICTH BBE3eHOI0 B YKPAaiHy JiKapchbKOro 3acody

09.02.2024 Ne 5018/24/1011

OME3®

(naliMenyBaHHs JiKapchKkoro 3acoBy 3riano 3 peecTpauiiHuM NOCB AU HHAM)
kancyau no 20 mr; no 10 kancy. y 6aicrepi; no 3 6nicrepu y kopooui

(popma BuIyCKy, RO3yBaHHS, BUA AKYBaHHs JiKapchbkoro 3acoly)
Howmep peecrpauiiitoro nocsinuenns UA/0235/02/01 crpox aii peectpauiitnoro noceiguenns 01.01.2099
Cepis nikapcskoro saco6y Ne B2303304 Kinbkicts BBe3enoro sikapchkoro 3acoby 41472

Bupo6Hux H-p Penni’c Jlaboparopic Jitn, ®TO — 11, Inais

(naitmMeHyBaHHs BUPOOHHMKa JIIKapCBKOTo 3acofy, KpaiHa MOX0HKEHHS)

Baeseno B Ykpainy Tosapucrso 3 o6mexeHor0 BignosiganbHicrio "JIp. Peani'c
Jlaboparopis", inent. kox: 37560808

(naiimenysanns Ta ko 3a €JIPTIOY 1opuanunoi ocobu abo npiszsuiue, im's, no 6atbkosi Qizuunol
0co0M - mignpuemus, ii Micue npojkuBatiHs Ta peectpauilinuit Homep 061iKOBOT KAPTKY MNATHUKA
mogaTkiB abo cepis Ta HOMep nacropTa)

Mporokoa BisyansHoro kourpomo six 08.02.2024 No 0047/2.

3a  pesynbTaTaMM JEPKABHOIO KOHTPOJIO BCTAHOBJIEHO, WO JiKapch Ykpainy 3

AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LOAO 3a6e3neueHHs AKOCTi Jika
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CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI

gj} Ffi ;{%@3 §:§ ‘i?ﬁ? b4 %%

Page/iap | from/3 §

Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters

1 Capsule contains Omepramle 20 mg

Tpoayxt: OME3® kancyim no 26 mr Ne 30 (10x3) y Gaicrepax

Country of manufacturer: India
Kpatia-supobunic: lnain

Bateh / Cepin Nz. B” ()'6304

Batch Quantity / O6’em napril: 65501packs / 65501
YHAKOBIH

T/\llalvtical Report / Auastituanni 3pit Nes 2002FP23002498

Date of Analysis/ lvva punpobveanus: 31-10-2023

Date of Manufacture / Jata pupoGunursa;: 08/2023

Date of Expiry/ Tepmin npuaataocTi: 07/2026

Registration certificate / Peecrpanifinoro nocsinuenns Ne:
NeUA/0235/02/01

Valid till / Xiiiene go: unlimited / neobmexeno

Order of MOH; No 1212 dated: 30.05.2019 / Hakas MO3 Yipaiun: Ne 1212 pin 30.05.2019

Size and type of the package / Poamip Ta Tun naxysauns:

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

10 xancyn y Onicrepi; 3 Oaicrepn vy
MAPKYBAHHAM YEPATHCHIOIC MOBOI)

xopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysauns, agpeca ta vomep
aivensif BUPOOHHKE Ta KOHTPOAID FKOCTI:

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 Penni’c JIaGoparopic Jita, ®TO ~ I, dinnunust Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. bauynani, Bauwynauni
Maugan, oxpyr Menuan Mankaitripi - 500090, wrrar
Tenaurana, Taais, Jineusis Ne 63/RR/AP/96/F/R

N Test/Tect

Results / Pesyabrartu

Specification / Crnenndixanin

. Description / Ote

coloured

KoBrayxom, Bwmicr

eJIeTH,

'2 size hard gelatin capsule shells with
colourless transparent body and pink
transparent
“OMEZ” tmprinting on both body and
cap and filled with white pellets.

/ Teepiti wWenaTHHOBL BPO30PT KANCYIIH
posmipom 2, 3 MapkysakHsm OMEZ, 3
OcibapsHuM  KOPITYCOM

‘2 size hard gelatine capsule shells with
colourless transparent body and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Tsepni
HKENATHHOBE NPO30PL Kancynu posmipom 2, 3
mapkyBantiM  OMEZ, 3 Ge3bapsuum
KOPIYCOM Td pOXEBUM KoBraykom. Bwmicr
kancyJs - 6isi abo mathxe 6ini nesery.

cap, having

Ta POMEBUM
cancyn —  Giai

s

Identification / Lneurndicanis
a) UV spectrophotometry
method / metoa Y-
cniexrpodoromeTpil

b) By Liquid chromatography,
METOA PUIMHHOT XpomaTorpagfy

Complies as prescribed / Bianosinae
BUMOTram

ENtd / Bianosinae

a) The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength. /

Y®-cnekrpuy BUTNPOGOBY BAHOTO Ta
CTAHAAPTHOrO  PO3YMHIB MOBUHHI  MaTH

MAKCUMYMH MPH ONHAKOBIIT A0BMKHHI 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 yrpumyBanus
niKy, AKMY BiANOBiAAE OMENPaA30AY, Ha
xpomaror pami BUNPOGOBYBAHOIO PO3UUHY
Ma¢ BUANOBINATH YACY YTPUMAKHS THiKY
()Menpm()ny Ha XpoMar ,rp.mn

v ro postuu&f

Remarks: The product confinns to above specifications

Mpuamiriea: Iponykr ainnosinac suinesassavenii cnenudikauil

Prepared by / Tecrysas:

R. Pramod Reddy / Quality control- Team

Member
b .

Document Checked by / [Tepesipus:
. Latha / Quality control- Team Me

; wsrzzg i o ;
’ 7 NF{% $

Sign & Date / Iinnue/Jara: 31-10-2023

Sign & Date / HMipnme/Jlava: 31-10-2023




CERTIFICATE

OF QUALITY

CEPTHOIKAT SAKOCTI

e
‘s Qe

Dr.Reddy

Page/tiiop 2 fromia 5

Product: OMEZ, capsules 20 mg N30 (10 % 3) in blisters
Uponykr: OME3® xancyau no 20 mr Ne 30 (10x3) y Gaicrepax
I Capsule contains: Omeprazole 20 mg
T xancyna mietuts: Omenpasony 20 mr

Country of manufacturer: India
Kpatua-papoOumies Injxis

Batch / Cepist Ne: B2303304

YHAKOBKH

Analytical Report / Ananitiunuii 3sit Ne: 2002FP23002498

Date of Analysis/ /lata runpofyranus: 31-10-2

 Date of Manufacture / lava supobunursa: 08/2023

Date of Expiry/ Tepmin npugarunocri: 07/2026

Registration certificate / Pecerpaniiinoro noesinuenns Ne:

NeUA/0235/02/01

Valid till / Jificue 10: unlimited / veoGmemeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Yipaiuu: Ne 1212 sin 30,05.2019

Size and type of the package / Posmip Ta T nakysanus:

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

10 xamcyn y  Oaicrepi; 3 Gaicrepu y
MADKYBAHHAM YKPalHCLKOID MOBOO

kopobni 3

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanns, aapeca Ta somep
Ainensit BupobHIKA Ta KOHTPOMIO HKOCTI:

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, Nt 63/RR/AP/96/F/R

H-p Peani’c Jlaboparopic Jita, ®TO — I, linshuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢ Bauynani, Bauynasmi
Mangan, oxpyr Memuan Mankaitripi - 500090, wrar
Tenanrana, ligiis, Jineusist Ne 63/RR/AP/96/F/R

pressure not exceeding 0.7 kPa
for 4 hours / Brpata 8 maci npn
sucywyBarui (60°C, ruck ne
sue 0,7 xlla nporarom 4 roanu)

3. Diameter / Jliamerp 6.0l mmto 6.14 mm/ 6.00 mm = 0.30 mm (Between 5,70 mm and
6.0] MM~ 6.14 MM 6.30 mm) /
6,00+ 0.30 MM (5.70 Mm — 6.30 Mm)
4.1 Length / Jlomxuua 17.46 mum to 17.69 mm / 17.80 mm + 0.50 mm (Between 17.30 mm
17.46 msm — 17.69 mm and 18.30 mm) /
17.80 £ 0.50 mm (17.30 Mmm -~ 18.30 mm)
5.1 Average weight / Cepenns maca 334.5mg/ 334,5 mr 333.0 mg * 7.5% (Between 308.0 mg and
3579 mg)/ '
o 333 urd 7.5% (308.0 Mr - 3579 mr)
6. | Average net fill weight / Cepeann | 272.7 mg/ 272.7 mr 270 mg + 10.0 % (Between 243.0 mg and
Maca BMICTY Kancyu 297.0 mg)/
- 270 mr£ 10% (8ig 243.0 Mr 10 297.0 mr)
7. | Water/ Boga 1.3%w/w Not more than 3.0% w/w / He 6inwine 3.0%
8. ¢ Loss ondrying at 60 °C at a 0.7%w/w Not more than 3.0% w/w / He 6inswe 3.0%

Remarks: The product confirms to above specifications
Hpuamirka: Hpoaykr sinnosigae suuesastadeniii cneumdixauii

Prepared by / Tecrysas:
R. Pramod Reddy / Quality control- Team

Member s 2K exvﬁlﬁi&ﬂ‘w%lm
{ ® 0P .
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Document Checked by / INepesipun:
[3. Latha / Quality contro
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Sign & Date / [Tinnue/dara: 31-10-2023

Sign & Date / [Tinnue/Qava: 31-10-2023 W’mnnc/ Hara: 31-10-2023




CERTHFICATE OF QUALITY

i, I8

Dr.Reddy*

@o
A CEPTUOIKAT AKOCTI

Poue/lvop 3 from/3 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
TMponyxr: OME3® kancynu no 20 mr Ne 30 (10x3) y Gaicrepax
I Capsule contains: Omeprazole 20 mg
1 xancyna micrurs: Omeupasosry 20 mr

Country of manufacturer: India
Kpaina-snpouuk: lugis

Batch / Cepist Ne: B2303304

Batch Quantity / O6’est naprii: 65501 packs /5“5563
YHAKOBKH

:.Analvtlcal Report / Anasirusnnit asir No: 2002FP23002498

Date of Analysis/ Jata sunpodysanns: 31-10-2(73

Date of Manufaeture / lara supoSuusursa; 08/2023

Date of Expiry/ Tepmin npuaatsocri: 07/2026

Registration certificate / Peccrpauiftnoro nocsinuenusn Ne:
”M UA/M235/02/0 l

Valid till / [liliene no: unlimited / neoGmenxceno

S:ze and type oi tht, package / Plip TA THO NAKYBAHHS:

l{) capsuks in bhster, 3 bllstex's per carton with labelling in
Ukrainian /

10 wancya y Osicrepi; 3 Ouicrepn y
MAPKYBAHHAM YEPATHCLKOIO MOBO1O

Kopofui 3

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanun, axpeca Ta nomep
MineHsit BUPOOHHKA TA KOHTPOSIIO IKOCTE

Dr. Reddy’s Laboratories Ltd,, FTO - 1T

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

A-p Peani’e Jlaboparopic Jra, ®TO — 11, Ainbnnus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynani, Bawynani
Maunan, oxpyr Menuan Mankaiiripi - 500090, mrrar
Tenanraua, Inais, Jliveusin No 63/RR/AP/96/F/R

9 Umfmmlty of Weight for net fill
weight of capsule / OnmopinuHicTs
Macd BMICTY Karicy

Complies / Binnoeginae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than 10%
w/w and no capsule deviates by more than
20% wiw. /7 [pu sBaxysauni 20 xancyn
NpUnycTiMo He Ginbiie 2 IHMIMBIAYaNbHUX
MAC 3 BIIXMICHHAM Bl CePebOi Macu
Binble "k Ha 10% Ta xoamol Kancynu 3
BiAXueHHaM Giasiue vk Ha 20%

10. | Uniformity of dosage units / 2.8
OnropianicTh JO308aHUX

OAVHNILL

AV<15.0

1t. | Dissolution in 0.1 M HC1/
PosuunuicTs ¥
0,1 M posuuni HCI

0%, 0%, 0%, 1%, 0%, 0%

Not more than 10% of Omeprazole is
dissolved after 2 hours / He 6inbuwe 10%
OMEMPA3ONY  POIUMUAETLCS  NPOTArOM 2
rOAMH

12. | Dissolution

in pH 6.8 phosphate buffer
(calculated as C17H19N30:8) /
Posunnnicrs y Sydepuomy
po3unHi

pH 6,8 (B nepepaxyuxy Ha
Ci7H1sN3O:8)

Not less than 70% (Q) of the tabeled amount
of Omeprazole should dissolve in
30 minutes / He wmemwme 70% (Q)
HoMiHanbHOT Kinbkocti omenpazony mae
PO3HUHUTHCA NPOTATOM 30 XBHAUH

Remarks: The product confirms to above specifications
Hpumirka: [IponykT sinnosisae suuesastaueniit cneundikauii

Prepared by / Tecryrag:
R. Pramod Reddy / Quality control- Team
Member L

C}:‘yw

Document Checked by / [epesipus: ,: 4
D. Latha / Quality control- Team Mefi#ic
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Sign & Date / ITipnuc/Tata: 31-10-2023

Sign & Date / Minmue/Jara: 31-10-2023
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CERTIFICATE OF QUALITY

CEPTUH®IKAT AKOCTI

Page/C iup 4 from/3 5

l’lpouym 0ME3’" ercyam no 20 mr Ne 30 (10x3) y Guncrcpax
1 Capsule contains: Omeprazole 20 mg
| ancysa mictute: Omenpasosry 20 mr

Country of manufacturer: India
Kpaiua-supobuu: Injia

Batch / Cepist Ne: B2303304

Batch Quantity / O6’em napTii: 65501packs/ 65501
YIAKOBICH

A;{bdivtiml Rc‘port / Amni’rw{mzﬁ 'mi'r Nz. 2(}02[‘}’23002498

Date of Analysis/ lara nunpoOynanos: 31-1 Tt B

| Date of Expiry/ Tepmin npuaatrocti: 07/2026

Rag,lstratmn certificate / Pecerpauiiitoroe nocsinnenns Ne:
NelI A/0235/02/01

Valid till / Aiiicue po: unlimited / neobmenceno

Order of MOH: Ne 1212

dated: 30.05.2019 / Hakas MO3 Vipair

s No 1212 sin 30.05.2019

Size and type of the package / Poamip ra tHn nakysanus:

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

10 wameyn y  Oaicrepl; 3 Gaicrepn
MAPKYBAHHAM YKPATHCLKOIO MOBOIO

y kopobui 3

Name, address and numbers of the licenses of manufacture
and quality control/ Hailimenynranun, anpeca Ta somMep
sigensill supoduuKa Ta KOUTPOIO BKoCTi: :

Dr. Reddy's Laboratories Ltd., FTO - 11

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

H-p Peani’c JladopaTopic Jita, ®TO - 11, Ainenuun Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. bawynani, Bauynani
Manpan, oxpyr Meauan Maakafiripi - 500090, wrar
Tenanrana, hugis, Jlinensist Ne 63/RR/AP/96/F/R

13. | Related substances:
Highest individual impurity o Not'more than 0.5% / ne 6inbue 0.5%
Total impurities / Jominiku: 0.63%
r
[-;exﬁ6im,1,u§)'f iRRMBILYATBHOT 0.1% Not more than 2.0% / ne 6inse 2.0%
e CYMB ROMIUIOK :

14. | Assay 20.5 mg/capsule / At the tirme of release: from 19.0 mg to 21.0
Each capsule containg 20.5 Mr/kancysty mg (from 95.0% to 105.0% of labeled
Omeprazole 102.3% amount)

(calculated as Ci7H1oN;058) / At the time of stability: from 18.0 mg to
Kinbkicte BU3HAUEHHS 22.0 mg (from 90.0% to 110.0% of labeled
oMenpaszony 8 kancysi (8 amount) /
nepepaxytiy Ha Ci7HoN2038) Ha moment eunycky: eix 19.0 no 21.0 mr
(aix 95.0 % 1o 105.0% wHoMminaneHOT
KUTbKOCTT)
[Ipotarom Tepminy npumarsocti: Bin 18.0
po 220 wmr (siz 900 % no 1100 %
| HOMUHATIBHOT KiTLKOCTI)

15. | Microbiological purity / "

Mikpobioaoriuna uncrora:

a) Total aerobic microbial count/ | Less than 10 CFU/g ot more than 1000 CFU/g / ne
3araiibra KUbKIicTs acpobuux KYO/r e 1000 KYO/r

mikpooprauizmis (TAMC) 3

b) Total yeasts and mold count / Less than 10 CFU/

3aranbHa KiNbKICTL APDRIVKOBHX | KYO/r

Ta nnicussux rpubis (TYMC)

¢) Escherichia col Absent in | g/ Bincyr

Remarks: The product confirms to above specifications
Npuwmirka: Tpoaykr signosigae suwesasHadedii cnenndixauil

Prepared by / Tectypag:
R. Pramod Reddy / Quality control- Team

Member L/fiéi

Document Checked by / I'lepesipus:
. Latha / Quality control- Team Me

Sign & Date / Iianuc/Hara: 31-10-2023

Sign & Date / Minrwe/ Bava: 31

-10-2023




CERTIFICATY. OF QUALITY

Reddy's CEPTH®IKAT SIKOCTI

Pagr!C

from/a &

‘Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters
Mpoayxr: OME3® kancyan uo 20 mr N 30 (10x3) y 6aicrepas
I Capsule contains: Omeprazole 20 mg

Country of manufacturer: India
Kpatua-supoGuu: lugis

Bateh / Cepin Ne: B2303304

Batch Qua'ntit‘y / O6’em naprii: 65501 packs / 65501
YRAKOBIY

Bnalyticai Report / Ananiruuunnii 3sit Noe: 2002FP23002498

 Date of Manufacture / Jara supobunursa: 08/2023

Registration certiticate / Peccrpauiitinoro nocsinvenss Ne:
NeUA/0235/02/01

Valid till / diticae no: unlimited / neodmeneno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Yipait

s Mo 1212 Bia 30.05.2019

Size and type of the package / Posmip va tin nakysanus:

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

10 wancyn y Oaicrepi; 3 Onicrepu
MAPKYBAaHHIM YKPATUCHKOI0 MOBOIO

Y wopobui 3

Mame, address and numbers of the licenses of manufacture
and quality control/ Halimenysauus, aapeca Ta nomep
Aluensii BupobunKa Ta KOHTPOSIO AKOCTH:

Dr. Reddy's Laboratories Ltd., FTO - i1

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

A-p Penni’e Jlabopatopic Jita, ®TO ~ 11, Ainsuuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. bBauynaai, bBauynaJi
Maunpan, oxpyr Meguan Masnkaitripi - 500090, wrrar

Tenaurana, Iugis, JTinensin No 63/RR/AP/OG/F/R

Declaration of certification: | hereby certify that the above inf

ormation is authentic and accurate. This batch of product has

been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the

GMP requirements of the local Regulatory Authority and with the

country or product specification file for [nvestigational Medicinal Products. The batch

were reviewed and found to be in compliance with GMP.”

specifications in the Marketing Authorisation of the importing
processing, packaging and analysis records

Jexnapauis npo ceprudiraniios “LinM 3acBiuyio, 10 BULEBHKIIANCHA inpopmanis cripamicus i rousa. Lls cepin npomykry
Oyna BuroToB/IeHa, BKMOYAIONH YNAKOBKY/MAPKYBANUS Ta nepesipky sKocTi HA BMILE 3raganomy calti (aX) y nosHiN

sinnosignocti 3 sumoramu GMP  micuesoro Perynstopnol
peectpauiituomy nocse / roprosiit niuewsii KpalHu-iMoprepa
nikapesiux 3acobis. Jlokymernru no 06poui, yrrakoswi ta axanizy

opravy 1 minnosinHo no cneuugikauili, mo MicTaThes 8
abo y nocse creundikauil mpoLYKTY M LOCHLKYBAHKX
Oynn nepernsauyTi Ta BCTAHOBAEHO BiANORiAHicTH GMP.”

Remarks: The product confirnms to above specifications
Mpumirtia: Mponyxr Bianosinae Buwesaznaveuiii creundixargi

Prepared by / Tectysas:
R. Pramod Reddy / Quality control- Team
Member

. Latha 7 Quality contr
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Sign & Date / Mignue/ara: 31-10-2023

Sign & Date / Hipnwe/dara: 31-10-2023

or \”&Ba&ﬁ Pome/ Hara: 31-10-2023
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JEPXKABHA CJYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHLKINA OBJACTI

npos. CeiTnuunoi Hanit, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €IPTIOY 37078774

BUCHOBOK
Nnpo AKICTH BBe3eHOro B YKpaiHy JikapcbKoro 3aco0y

29.11.2023 ' Ne 53818/23/10

OME3®

(naiiMeHyBaHHS JiKapchKkoro 3acoby 3riIHO 3 peecTpauifiHuM MOCBIAYEHHAM)
xancyJan no 20 mr; no 10 kancya y Gaicrepi; mo 3 Gaicrepn y kopooui

((bopMa BumycKy, 103yBaHHs, BUA TAKYBAHHs JiKkapchKkoro 3acoby)
Howmep peectpauiittoro nocsinuenns UA/0235/02/01 crpok xif peectpauiiitoro nocsiauenHs 01.01.2099
Cepin nixapcskoro 3aco6y Ne B2302604 KinbKicTb BBE3eHOro Jlikapebkoro 3acoby 72

BupoGHHK J-p Penai’c JlaGoparopic JIta, @TO — 11, THpis

(HaliMenysanus BupoGHuMKa Jikapcuioro 3acoly, kpaiHa MOXOIKEHHS)

Baeseno B Yipainy ToBapHcTBO 3 06Mexen o010 BinnosizanbhicTio "p. Peaui'c
JlabGopaTopis", inent. kox: 37560808

(aiiveHyBaHHs Ta koa 3a €JPITIOY opnauuHoi ocobu abo Tpi3BULLE, iM's, 110 BaTbKoBi (isnHHOT
0co6H - mianpuemu, if MicLe NPOXKUBAHHA Ta peecTpauiiiHuit HoMep 006J1ik0BOT KapTKH MIaTHUKa
rnoAaTkie abo cepist Ta HOMEp rAcTopTa)

Iporoxon BisyaabHoro kontposmio siax 31.10.2023 Ne 3460/3.

JlaGopaTopHuit anasia skocti ikapcbkoro 3acoby 3aiHCHEHHH:

JlaGopatopis dapmakonerroro ananizy JAIT "VkpaiHcbkuii HaykoBuM (apmakoneHHNH LIEHTP
sikoCTi NiKapehkux 3aco6is” (M.XapKiB, Bysl. ACTpoHOMiUHa, 33)

(HaiiMeHyBaHHs Ta MicLe3HaxXoLKeH s naGoparopii, wo nposena naGoparopHui auHani3 AKocri)

BHCHOBOK 11010 SKOCTI Jiikapcskoro 3acoby, Bunanui naoparopicio sin 28.11.2023 Ne 728/
PesyisTaTy 1a60PaTOPHOro aHANI3Y AKOCT NiKapchkoro 3acoby 3a nepeBipeHUMH MOKa}Z mr&&“o‘%

BHMOFaM METOLIB KOHTPOJIIO SKOCTi (aHAITHYHO-HOPMATHBHOT AOKYMEHTALLT).

..\6
; N 5\

3a pesynsTaTamMd AEPXKABHOTO KOHTPOJIO — BCTAHOBJICHO, WO JIKapChKHUl s LUV Tfiny s

JOTPUMAHHSAM BMMOT 3aKOHOLABCTBA OO 3a6e3neuerHs SKOCTI JikapChK

3actTyir

(nocwxoaj

Sor O /‘/’2 45,




@o CERTIFICATE OF QUALITY
ol

Dr.Reddy’s

CEPTU®DIKAT AKOCTI

Page/Crap | fromh §

Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters
[ponyrer: OME3® wancynu no 20 mr Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg

1 kaneyna micturs: Omenpasoay 20 mr

Country of manufacturer: India
Kpatna-supobunk: Inpin

Batch / Cepisn No: B2302604

Bateh Quantity / O6’em naprif: 65813 packs / 65813
YIAKOBKY

Analytical Report / Ananirsunuii seit Ne: 2002FP23002 141

Date of Analysis/ Mara sunpodysanis: 12-09-2023

Date of Manufacture / J{ata supobuunrea: 07/2023

Date of Expiry/ Tepmin npuiarnocri: 06/2026

Registration certificate / Pecerpaniiinoro nocsiguenns Ne:
NelJA/0235/02/01

Valid till / Titicue no: unlimited / #eobmesmeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Yxpaiun: No 1212 nin 30.05.2019

Size and type of the package / Posmip Ta TN BakyBadHn:

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

10 xancyn y Gaicrepi; 3 Gnicrepn vy
MAPKYBAHHAM YKpalHCHKOW MOBOIO

rkopobui 3

Name, address and numbers of the licenses of manufacture
and quality control/ Halimenysanusi, aapeca Ta HOMEp
aiuensil BupoGrAKa T2 KOHTPOMO RKOCTI:

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

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

Ji-p Peaai’c Jladoparopic Jirn, ®TO -~ H, Risormus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢ Bauynani, Bauynaai
Mannan, oxpyr Menuan Maagaiiripi - 500090, wrrav
Tenanrana, Innis, Jivensin Ne 63/RR/AP/96/EF/R

No Test / Teer

Results / PesyasTaTi

Specification / Cneundircanis

1. Description / Onuc

coloured

Kosnaukom. Bmicrt
NEETH.

'2 size hard gelatin capsule shells with | 2 size hard gelatine capsule shells with
colourless transparent body and pink | colourless transparent body and pink
transparent  cap,
“QOMEZ” imprinting on both body and | imprinting on both body and cap and filled
cap and filled with white pellets.
/ TBepai xenaTUHOBI NPOJOPI KANCYNM | KEATHHOB] NPOIOPI KANCyH posmipos 2, 3
poaMipom 2, 3 Mapkysanusm OMEZ, 3 | Mapkysanisy
Ge3GapBHiM KOPUYCOM T2 pPOXNEBMM | KOPHIYCOM Ta POXMEBMM KOBUAtKoM. Bmicr

having | coloured transparent cap, having “OMEZ"
with white to off white pellets / Twepai
OMEZ, 3  Gesbapetum

kancyn ~ 6ini | xancyn — 6ini abo madxe 6ini nesery.

2.4 ldentification / Inenrudixaiis
a) UV spectrophotometry
method / meron Y-
criektpodoromeTpil

b) By Liquid chromatography,
metoa piamnnol xpomatorpadffi
{ Complissad

Complies as prescribed / Binnosinae
BHMOTAM

a) The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength, /
YV®-cnexrpy BUNPOOOBYBAHOTO Ta
CTAHNAPTHOrO  PO3MMHIB  nOBMHHI  MaTy
MAKCHMYMH TIPH OLHAKOBIH AOBNHHI XBUIL
b) The retention time of the major peak of
omeprazole in the chromatogram of the
sample preparation should correspond (o the
peak of omeprazole in the chromatogram of
the standard preparation. / Yac yrpumyBaHus
rixy, skuil BIANOBIAE OMeENpa3zonNy, Ha
xpoMmarorpami BHIPOOOBYBAHOIO PO3UUAY
Mae BINOBIAATH YaCy YTPUMAHHS DKy
OMENpPasoily Ha XpoMateTpasmi

/ Binnoninae

v/

Remarks: The product confirms to above specifications
Mpumitia: poxykr signositae puinesasuavieniil cnenndicauit

Prepared by / Tecrysas:

D. Latha / Quality control- Team Member |G. Bhanu Chandar / Quality contrg=

Lé%w

|Document Checked by / [lepesipus:

Sign & Date / [Minme/Jara: 12-09-2023
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CERTIFICATE OF QUALITY

'DnReddy%

® CEPTUDIKAT AKOCT]

PugelCrop 2 fromia 8

Product; OMFZ, capsules 20 mg Ne30 (10 x 3) in blisters
Hponyier: OME3® kancysu o 20 mr N 30 (10x3) y Gaicrepax
{ Capsule contains: Omeprazole 20 mg

1 xancyaa mieturs: Omenpaloay 20 mr

Country of manufacturer: India
Kpatua-supotuui: Tntis

Batch / Cepia Ne: B2302604

Batch Quantity / O6’em naprii: 65813 packs / 65813
YOAKOBKH

Analytical Report / Ananitnuunit 3pir Ne: 2002FP23002141

Date of Analysis/ lata sunpo0yBsanus; 12-09-2023

Date of Manufacture / Jlata supoGrursa: 07/2023

Date of Expiry/ Tepmin npuparnocri: 06/2026

Registration certificate / Peecrpauniftnoro nocsiguenns Ne:
NelUUA/0235/02/01

Valid till / Jiicue ao: unlimited / eobmeneno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 YKpmHu No 1212 pig 30.05.2019

Size and type of the package / Poamip Ta THR nakyBauus:

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

10 xancyn y Oaicrepi; 3 Onicrepn Yy
MADKYBAHHAM YKPATHCLKOIO MOBOK)

wopobui 3

Name, address and numbers of the licenses of manufacture

| and quality control / Haitmenysanug, aapeca Ta nomep

ainen3ii BUpoBHUKA TA KOHTPOJIIO AKOCTE:

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

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

JI-p Penpi’e JlaGoparopic Jita, ®TO - 11, linwunus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, < bauynani, Baaynani
Maunas, owpyr Megsan Masicaiiripi - 500090, wrar
Teaauraua, buist, Jinensis Ne 63/RR/AP/96/F/R

6.06 mmto 6.15 mm/
6.06 MM ~ 6,15 MM

3. | Diameter / liamerp

6.00 mm * 0.30 mm (Between 3,70 mm and
6,30 mm)/
6.00 = 0.30 mm (5.70 mm - 6.30 mm)

4. | Length / Jlomxuna
17.48 MM~ 17.71 mm

1748 mmto 17.71 mm/

17.80 mm = 0.50 mm (Between 17.30 mun
and 18.30 mm)/
17.80 + 0.50 MM (17.30 mm -~ 18,30 Mm)

5. | Average weight / Cepenns maca 3332mg /3332 Mr

333.0 mg + 7.5% (Between 308.0 mg and
3579 mg)/
333 mr £ 7.5% (308.0 mr - 357.9 mr)

6. | Average net fill weight/ Cepenua | 270.2 mg/270.2 mr

maca BMicTy Kancyau

270 mg + 10.0 % (Between 243.0 ng and
297.0 mg)/
270 mr = 10% (Bin 243.0 Mr o 297.0 mr)

7. | Water/ Bona 1.4%wiw

Not more than 3.0% w/w / He Sibwe 3.0%

8. | Loss on drying at 60 °C at a 1.0%w/w
pressure not exceeding 0.7 kPa
for 4 hours / Brpara B Maci npu
pucywysauni (60°C, ruck ue
pruie 0,7 kl'Ta nporsrom 4 ropus)

Not more than 3.0% w/w / He Ginbie 3.0%

LY e
1‘“ \l\&\)?“‘la * "’n ~
240,

Remarks: The product confirms to above speciﬁcations
Npiesivica: Mponyir Biziosigae sniesasnayenii erewnpikauii

prepared by / Tecrysas: Document Checked by
D. Latha / Quality control- Team Member |G.
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Sign & Date / [linnuc/Mara: 12-09-2023

'atg,n & Date / Minrme/ Mg Fd 12-09-2023 "”";-;f,qmﬂ?'l.n‘ mnnc/,[[a’ra: 12-09-2023
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;Bnﬁeddy%

CEPTHMIKAT KO

Product: OMEZ, capsules 20 mg Xe30 (10 x 3) in hlisters
Tponyier: OME3® wancynn no 20 mr Ne 30 (10x3) y Onicrepax
I Capsule contains: Omeprazole 20 mg

1 weancyna micrsrs: Omenpasony 20 mr

Pape/Crop 3 from/s 5
Country of manufacturer: India
Kpaina-gapobuui: Tnain

Bateh 7 Cepin No: 32302604

Batch Quantity / O6’em napril: 65813 packs / 65813
YIAKOBKH

Aunalytical Report / Ananituynuh 3siv Ne: 2002FP23002 141

Date of Analysis/ Jara sunpolysanus: 12-09-2023

Date of Manufacture / JlaTa supo6unursa: 07/2023

Date of Expiry/ Tepmin npuaaraocri: 06/2026

Registration certificate / Pecerpanifinoro nocsinuenns Ne:
NeUA/0235/02/01

Valid till / [ificae xo: unlimited / neoGmenceno

Order of MOH: Fo 1712 dateds 30.05.2019 7 Hawas MO3 Ypaiun: 7o 1212 sin 30.05.2019

Size and type of the package / Posmip Ta THIN gaKyBaHHs:

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

10 wancyn y Gaicrepi; 3 Onicrepu y kopobui 3
MAPKYBAHHSIM YKPAIHCHKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / Haitmewysanus, axpeca 1a HoMep
ninensii BUPOGHHKA T2 KOWTPOIIS BKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, [ndia, Na 63/RR/AP/O6/F/R

JI-p Peaai’c JlaGopavopic Jitg, ®TO ~ 11, Hinbuunis Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. badynani, Bauynasi
Maupaan, okpyr Meawan Mankaiiripi - 500090, wrrar
Tenanraua, lupin, Jiinensis Ne 63/RR/AP/I6/F/R

9. | Uniformity of Weight for net fill
weight of capsule / OnHopianicTs
Macu BMicTy Kancyn

Complies / Binnosinae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than [0%
w/w and no capsule deviates by more than
20% wiw. /[ Tlpa 3saxysanui 20 kancysn
npUAYCTUMO He Binblue 2 iHAHBIAYRTBHHX
Mac 3 BIOXWIEHHAM BIL CEPEAHLOT MACH
Ginbwe ik Ha 10% ta HOAHOT xaneysiv 3
BiaxuaeHHam Binuiie wis Ha 20%

10. | Uniformity of dosage units / 3.0
OnuopinsicTs 20308aHAX
OUUHHMD

AV 15.0

(7. | Dissolution in 0.1 M HCI/
PO3UMRHICTb ¥
0.1 M poszuuui HCI

0%, 0%, 0%. 1%, 2%, 5%

Not more than 10% of Omeprazole is
dissolved after 2 hours / He Ginswe 10%
OMEMpasoly  POSUUMACTLCA  (pOTAroM 2
rOAMH

{2. | Dissolution

in pH 6.8 phosphate buffer
(calculated as Ci7t19eN3038) /
Posuuruicts y Oyhepromy
pO3UUHI .

pH 6,8 (8 nepepaxyHKy Ha
Ci7H 1sN3038)

Not less than 70% (Q) of the labeled amount
of Omeprazole should dissolve in
30 minutes /  He wmenwe 70% (Q)
HOMiHanbHOT KijibkocTi OMenpasosy Mae
POIMKUHATHICA TIPOTArOM 30 XBUtHH

Remarks: The product confirms to above specifications
[pumiTra: [ponykT Binnosinae BrwesazHayenii creundiixauil

Prepaved by / Tecrysas:

Team Member

Document Checked by / [epesipus
D. Latha / Quality control- Team Member }G. Bhanu Chandar / Quality contig

Sign & Date / Minnue/Mava: 12-09-2023




Qe

CERTIFICATE OF QUALITY

°®

'Dnﬁeddygg

@ CEPTUDIKAT SKOCTI

Pape/Crap 4 from/s §

Product: OMEZ, capsules 20 mg N30 (10 x 3) in hlisters
Mpoaykr: OME3® kancyau no 20 mr Ne 30 (10x3) y Gaievepax
1 Capsule contains: Omeprazole 20 mg

1 Kanevaa MicTHTL: Onernpasony 20 mr

Country of manufacturer: India
Kpaina-supobuar: Inais

Bateh / Cepia Ku: 82302604

Batch Quantity / O’ em naprii: 65813 packs / 65813
YIaROBRH

Analytical Report / Ananirnunuii 3sit Ne: 2002FP2300214|

Date of Analysis/ Jara sunpoGysanus: 12-09-2023

Date of Manufacture / Aata supobnuursa: 07/2023

Date of Expiry/ Tepmir npuaarunocti: 06/2026

Registration certificate / Peecrpanifinoro nocpinuenus Ne:
NelUA/0235/02/01

Valid till / Miticue no: unlimited / neobmenceHo

Order of MOH: No 1212 dated: 30.05.2019 / Haxas MO3J Ykpaii

1 Ne 1212 sin 30.05.2019

Size and type of the package / Posmip Ta THI DaKYBAHH

10 capsules in blister; 3 blisters per carton with Jabelling in
Ukrainian /

10 wanmcyn y Onaicrepis 3 Onicrepn y
MAPKYBAHHAIM YKPATHCHLIKOI0 MOBO)

xopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBsanus, agpeca ta nomep
Ninensit BUPOGHHKA TA KOHTPOJUO AKOCTE:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, [ndia, Ne 63/RR/AP/IG/FIR

J-p Peani’c JaGoparopic Jita, ®TO — I, Ainbauus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢ bauyynani, Bauynani
Mannan, owxpyr Menuan Maakaliripi - 500090, wrar

| Tenanraua, anis, Jineusis Ne 63/RR/AP/96/F/R

13. | Related substances:

Highest individual impurity

Total impurities / J{omitku:
HalGinbiuol inauBinyanbuol
cyMa OMILIOK

0.02%

10.1%

Not more than 0.5% / ue Ginsue 0.5%

Not more than 2.0% / ne 6insute 2.0%

14. | Assay 20.1 mg/capsule /
Each capsule contains 20,1 mr/cancyny
Omeprazole 100.3%

(calculated as C7H19N3038) /
KinskicHe Bra3HaueHHs
omernpasony 8 kancysi (3
iepepaxytky sa Ci7Hi1oN1018)

1" At the time of release; from 19.0 mgto 21.0
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) /

Ha moment suoycky: Bin 19.0 no 21.0 mr
C(Bin 95.0 % po 105.0% uHominannHoi
kifnroeT)

Tporsirom Tepminy npunatiocti: six 18.0
no 22.0 wmr (sin 900 % no 1100 %
HOMMHANBHOT KinbKOCTI)

15. | Microbiological purity /
MikpoSiosnoriuba 4reroTa:

a) Total aerobic microbial count /
3araibHa KisKicTh aepobuux
mixpooprauizmis (TAMC)

b) Total yeasts and mold count /
JAraibHa KINLKICTL JPIKIKOBUX
ta naicuasux rpudis (TYMC)

¢) Escherichia coli

KYO/r

KYO/r

less than 10 CFU/g /

L.ess than 10 CFU/g

Absent in | g/ Bincyrni

¢ more than
{000 KYO/r

1000 CFUlg / we

Remarks: The product confirms to above specifications
Mpumitica: [Tponykr siznopigae BunesasHadeHii crieunikadi

Prepared by / Tectynas:
D. Latha / Quality control- Team Member | G.

8

ozt

Document Checked by / ITepesipusg &

7 Tearm Member é

Sign & Date / TTiamue/Jara: 12-09-2023

Sion & Date / Thianwe/ Rara: 12-09-2023 |

linawe/ara: 12-09-2023
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CERTIFICATE OF QUALITY

]

Dr.Reddy’s ‘(3

CEPTU®IKAT SIKOCTI

Pageflvop 5 from/s 5

Product;: OMFEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Tpoayxr: OME3® kancyau no 20 mr N 30 (10x3) y Gaicrepax
t Capsule contains: Qmeprazole 20 mg

I kaneyna mictirs: Owmenpasony 20 mr

Country of manufacturer: India
Kpaina-supobrme: (uain

Bateh / Cepia Nu: B2302604

Batch Quantity / Q0 em naprii: 65813 packs / 65813
YHAKOBKY

Analytical Report / AnaniTusnuii 3sir Ne: 2002FP23002141

Date of Analysis/ Jata sunpoSysanun: 12-09-2(23

Date of Manufacture / lara supoSunursa: 07/2023

Date of Expiry/ Tepmin npuaatnocriz 06/2026

Registration certificate / Peecrpauifinoro nocsiguesns Ne:
NeUA/0235/02/01

Valid till / iticne no: unlimited / neoBMeseno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakaz MO3 Ykpait

tme No 1212 8in 30.05.2019

Size and type of the package / Posmip ra THIT naRyBAHHSE

10 capsules in blister; 3 blisters per varton with labelling in
Ukrainian /

10 wancyn y Gnicrepi; 3 OGaicrepn
MAPKYBANHAM YKPATHCHKO0 MOBOIO

y kopoGui 3

Name, address and numbers of the licenses of manufacture
and quality contrel / Hafimenysanns, agpeca va somep
Jtinensiy BAPOGHAKA TA KOBTPOIS AKOCT:

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 Peani’c JlaGoparopic Jira, ®TO — 11, Ainnnnug Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Gauynaai
Maunan, okpyr Menwan Manwakiripi - 500090, wrar

Teaaurana, Iaais, Jinensis Ne 63/RR/AP/96/F/R

Declaration of certification: 1 hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the impaorting
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.”

Jexnapauis npo ceprudirauin: “Llum 3acBinuyio, Wo BuueBUKIaeHa ndopMallis cupamius i Touna. Lla cepis nponykry

Byjia BUIOTOBMNEGHA, BK/MQUAIONW YNAKOBKY/MApPKyBaHHi Ta M€
pianosiguocti 3 sumoramn GMP  micuesoro Peryastoprol
peectpauiitiomy nocke / Toprosiif niuewsil kpainu-imnoprepa
nikapesxux 3aco6is. Jlosymerta no 06pobui, ynakosii ta aHanisy

pesipky AKOCTI Ha BMle 3rajaHomy caiiti (ax) y nosuilt
oprany | Bipnosinno g0 cneundixaiil, WO MICTATLCA B
abo y nocee cuenudikaull NPOMYKTY WA AOCHIMKYBAHMX
Gynu nepernaHyTi Ta BCTaHOBACHO BianosianicTs GMP.”

Remarks: The product confirms to above specifications
Mpumiria: Tpoaykr Bianosisae Buinesasuanenii cneundixauil

Prepared by / Tectysasb: Document Chécked by
D. Latha / Quality control- Team Membsr |G,

Team Member

".
w-(’.‘;

Bhany Chandar /- OQuality-cOnirg

s

ATTepenipnny

i

Sign & Date / ["Iinnnc/liam: 12-09-2023
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AEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoi. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B YKpaiHy JikapchbKoro 3acody

13.02.2024 Ne 5575/24/1011

OME3®

{HaHMeHYRAHHA MiKapchkoro 3acoby 2rifHo = peccTpaniinHM NOCBITICHAAM)
Kancyiad mo 20 mr; oo 10 kancya y Oaicrepi; mo 3 Guricrepr y Kopo0i

(topMa EHITyCKY, OIYBAHHSA, RH] IAKYRAHA JIKAPCLKOTO 2acoby)
Howmep peecpaniiinoro noceimacras UA/0235/02/01 crpok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3acoSy Ne B2303625 KimukicTh BRBe3eHOTO JiKapchKoro sacoby 24684

BrpoSHEK JI-p Peqmi’c JlaGoparopic JIta, ®TO — II, Iamis

(HaliMeHYBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa ToXOoMEHHNA)

Brezeno B Yxpainy ToBaprCTBO 3 00Mexenoio BinnoBinaasnictio "/p. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(BaiiMeRyBaHHA Ta KoX 3a CJIPTIOY ropraHHOI ocoSH afo npisBHIMe, iM'A, Ho 6aThKoEi dizHIHOL
ocobH - mianpHemn, 1i Miclie TPOXKHBANHA Ta peccTpanifinyi HoMep OGNiKORO] KAPTKH IIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xearpomo six 09.02.2024 N 0087/1.

3a pe3VNBTATAMH JEpABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

AOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3MeIcHAA AKOCTI MKapchKAX 3acobiB.




CERTIFICATE OF QUALITY
CEPTH®IKAT AKOCTI

Dr.Reddy’s Q’:‘

Page/Cyop 1 from/z §

Product: OMEZ, capsules 20 mg No30 (10 % 3) in blisters
Npogyxr: OME3? xancyau oo 20 mr Ne 30 (10x3) y 6uicrepax
1 Capsule contains: Omeprazole 20 mg

1 xancyna MicThTh: Omenpazony 20 mr

Country of manufacturer: India
Kpaina-supobunk: [nyiv

Batch / Cepin Ne: B2303625

YIAKOBKH

Batch Quantity / O6’em napTil: 64517 packs / 64517

Analytical Report / AnaniTnuuuii 3eir Ne: 2002FP23002747

Date of Analysis/ Iata sunpobysauns: 30-11-2023

Date of Manufacture / JaTa pupobunurea: 10/2023

Date of Expiry/ Tepmin npuaataocti: 09/2026

MUA/0235/02/01

Registration certificate / PeecTpauiiinoro noceiguenns Nu:

Valid till / Aificae no: unlimited / HeoOMmekeHo

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Ykpaiuu: No 1212 gin 30.05.2019

Size and type of the package / Poamip Ta Tuo nakysauus:

Ukrainian /
10 wancyan y

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

Gnicrepi; 3 Onicrepn ¥y kopofui 3

MApPKYBAHHAM YKPaiHCHKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HailimeHypaHHS, aapeca Ta HOMep
JTieH3il BHPoODHUKA TA KOHTPOJ1I0 STKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - II

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

Jd-p Penai’c JlaSopaTopic Jita, ®TO — II, Jinnuuua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauwynani, Bauynani
Manaan, oxpyr Meguan Mankairipi - 500090, wrar
Tenanrana, [ngia, Jineuzis Ne 63/RR/AP/96/F/R

Test / Tecer

Results / PezynbTaTn

Specification / Cnenudpikanis

1. | Description / Ounc

'2 size hard gelatin capsule shells with
colourless transparent body and pink
coloured transparent c¢ap, having
“OMEZ” imprinting on both body and
cap and filled with white pellets.

/ Teepai xenaTuHOBI MPo30Pi KANCyan
posmipoM 2, 3 mapkysadusm OMEZ, 3
6c30apBHUM  KOpPNyCOM T4 POMXEBUM
koBnaukoM. Bwmict kamcyn - 6inmi
MeneTu.

‘2 size hard gelatine capsule shells with
colourless fransparent body and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Teepuai
eIATHHOBI PO30pi Kancylu posMipom 2, 3
mapkypaHusiM OMEZ, 13 6e3bapeuum
KOPIYCOM Ta POMEBUM KOBMaykom. Bwmict
kancyn — ini abo malixe 6ini neneTu.

2. | Identification / [aeaTudikauis
a) UV spectrophotometry
method / Meton V-
cnexkrpodoToMeTpil

b} By Liquid chromatography /
MeToA PinMHHOT XpomaTorpadii

Complies as prescribed / Bianosingae
BHMOram

Complies as prescribed / Bianosigae
BHMOTaM

a) The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength. /
Yd-cnekrpu sunpoGoBypaHoro Ta
CTAHAAPTHOIO pOIUMHIB [OBUHHI  MaTH
MaKCHMYMH NPH OXHAKOBIN NOBXHHI XBKNi,
b) The retention time of the major peak of
e-in_the chromatogram of the

éz@,, \
fioh.
faibs ‘*"édé?ﬁﬁ?fi .

E“ﬁfM’“

Remarks: The product confirms to above specifications
TlpustiTea; [IpesykT Bianosinae Bumesazﬂaqeum cnendyikaniy

Prepared by / Tectyeas:

D. Latha / Quality control- Team Member

|

Document Checked by / [epesipne:
A. Susmitha / Quality control- Teamg

Pember @ﬂ

Sign & Date / Mianue/Hara: 30-11-2023




CERTIFICATE OF QUALITY

Qe
Dr.Reddy’s ".. CEPTH®IKAT SKOCTI

Page/Crop 2 from/a 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Mpoaywr: OME3® kancysn reo 20 mr Ne 30 (10x3) y GicTepax
1 Capsule contains: Omeprazole 20 mg

| 1 kancyaa mictHTs: Omenpazoay 20 Mr

Country of manufacturer: India
Kpaina-pnpobunk: Inia

Batch / Cepin Ne: B2303625

Batch Quantity / 08’cm papril: 64517 packs / 64517
YNaKOBKH

__A_;a lytical Report / AnaniTHunui seit Ne: 2002FP23002747

Date of Analysis/ laTa sunpobysanus: 30-11-2023

Date of Manufacture / lata eupobunursa: 10/2023

Date of Expiry/ Tepmin npuaaTaocri: 09/2026

Registration certificate / PeecTpaniiinoro noceiguenns Ne:
NaUA/0235/02/01

Valid till / Jiticke no: unlimited / Heobmexkeno

Order of MOH: N 1212 dated: 30.05.2019 / Hakas MO3 ¥kpalan: No 1212 rin 30.05.2019

Size and type of the package / Poamip Ta THN nakyBaHHS:

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

10 kaneyn y Gnicrepi; 3 Oaicrepn y wopofui 3
MAPKYBAHHAM YKPaTHCLKO MOBOI

Name, address and numbers of the licenses of manufacture
and quality control / HaiimenyBsauus, anpeca Ta HoMep
NMiueHsii BAPOOGHNKA TA KOHTPON AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

A-p Peagi’c JlaGopatopic Jita, ®TO — I, Ainkuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynani, Bayynani
Mauaanm, oxkpyr Meauan Mankaitripi - 500090, wraT
Tenaurana, lngis, Jlinensia No 63/RR/AP/96/F/R

3. | Diameter / iametp 6.11 mm to 6.19 mm /
6.11 MM —6.19 MM

6.00 mm + 0.30 mm (Between 5.70 mm and
6.30 mm) /
6.00 £ 0.30 mm {5.70 mm — 6.30 mm)

17.56 mm — 17.71 Mm

4. | Length/ Jomxuna 17.56 mm to 17.71 mm / 17.80 mm + 0.50 mm (Between 17.30 mm '

and 18.30 mm}/
17.80 £ 0.50 mm (17.30 mnm — 18.30 MM)

5. | Average weight / Cepeana maca 331.7mg/331.7 mr

333.0 mg £ 7.5% (Between 308.0 mg and
3579 mg)/
333 mr+ 7.5% (308.0 mr— 357.9 mr)

6. | Average net fill weight / Cepeans | 269.5 mg / 269.5 mr
maca BMicTy Kancynu

270 mg + 10.0 % (Between 243.0 mg and
297.0 mg)/
| 270 Mr £ 10% (Bin 243.0 Mr no 297.0 mr)

7. | Water/ Boma 1.5%w/w

Not more than 3.0% w/w / He Giaeine 3.0%

8. | Lossondryingat60 °C ata
pressure not exceeding 0.7 kPa
for 4 hours / Brpara s maci npu
Bucywysaudi (60°C, Tuck He
suwte 0,7 kla npotarom 4 roausx)

n \‘»
TOKY Wik H]H;\

Not more than 3.0% w/w / He Gigbiue 3.0%

Remarks: The product confirms to above specifications
IMpumiTka: [IpoaykT BiAnNoBiaae BULIe3a3HaeHil crieundixauil

Prepared by / TecTysas; Document Checked by / epesipue§ j
>, Latha / Quality control- Team Member [A. Susmitha / Quality control- Teanyg

\ g : Member a-

Sign & Date / [lianuc/Jara: 30-11-2023  [Sign & Date / [Tinnuc/ara: 30-11-2023 Ragds i




CERTIFICATE OF QUALITY
CEPTHO®IKAT AKOCTI

_ Dr.Reddy’s Q&

Pagel/Crop 3 from/s 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Mponyicr: OME3® kancynn no 20 mr Ne 30 (103) y GnicTepax
1 Capsule contains: Omeprazole 20 mg
| 1 kancyna MieTHTL: Omenpasony 20 Mr

Country of manufacturer: India
Kpalna-eupotuuk: Injin

Batch / Cepist No: B2303625

Batch Quantity / O6’em napTil: 64517 packs / 64517
YNAKOBKH

Analytical Report / AnaniTuumnii 3pir Ne: 2002FP23002747

Date of Analysis/ Aata Banpobysannga: 30-11-2023

| Date of Manufacture / laTa supobuuursa: 10/2023

Date of Expiry/ Tepmin npuaarnoeri: 09/2026

Registration certificate / PeceTpaniitnoro noceinuenus Ne;
NeUA/0235/02/01

Valid till / Qificne po: unlimited / neobMexkeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxa3z MO3 Ykpainu: Ne 1212 pia 30.05.2019

Size and type of the package / Po3mip T8 THN NakyBaHHsA:

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

10 kancyn y Ouicrepi; 3 Gnictepy ¥y xopofui 3
MapKyBAHHAM YKPATHCHEK0i0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HaitMmenyBanns, aapeca Ta HoMep
Jiuensii BApOGHHKA TA KOWTPOIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & B3, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Nt 63/RR/AP/926/F/R

A-p Peaai*c JIaGoparopic JIta, ©TO - 11, Jinsunusg Me 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, Bauymani
Mangan, oxkpyr Meguan Manxaitripi - 500090, wrrar
Tenaurana, Inain, Jiuensia No 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill
weight of capsule / OaxopiaticTs
MacH BMICTY Kancyn

Complies / Binnosinae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than 10%
w/w and no capsule deviates by more than
20% w/w. / Ilpu 3paxcysanni 20 kancyn
npunyctuMo He Oinbwe 2 iHoMpigyRnbHUX
Mac 3 BigxuneHhsM Bil cepenupoi Macu
Ginemwe Hix Ha 10% Ta XoAHOT KANCYITW 3
BixuneHHaM Oinsuie HiX HA 20%

10. | Uniformity of dosage units / 4.5
OpHopignicTs 1030BAHUX

OJHHHALL

AV=15.0

11. | Dissolution in 0.1 M HC1/
PO34HHHICTD ¥
0,1 M po3zuuni HCI

3%, 3%, 6%, 5%, 8%, 8%

,(\._.\ jubaiic il af ‘-,0
o (v m

Not more than 10% of Omeprazole is |
dissolved after 2 hours / He 6inewe 10%
OMENpa3ONy pO3UMHAETLCA OPOTATOM 2
JTHH

12. | Dissolution

in pH 6.8 phosphate buffer
(calculated as C7HsN;058) /
PosuundicTe y Gydepuomy
pO34HHI

pH 6.8 (B nepepaxyHxy Ha
Ci7Hi19N30s8)

92%, 94%, 94%

it gisd T Vo
&

in Nyt less than 70% (Q) of the labeled amount

Omeprazole should dissolve in
mninutes / He weHwe 70% (Q)
WiHanLHOT KiMbkOCTI omempazony Mae
' GoAUNHUTHCA NpoTAroM 30 XBHIHH

Remarks: The product confirms to above specifications
[pumirka: [TpoaykT gignoeinae puIne3asHaveniii cueundikanit

Prepared by / Tectysas: _
D. Latha / Quality control- Team Member
; : Member

&

Document Checked by / ITepesipus:§
A, Susmitha / Quality control- Teany

Bign & Date / ITianue/Mara: 30-11-2023




' @®s CERTIFICATE OF QUALITY
Dr.Reddy’s Q¢ “ cepmiemaraxoci

Page/Cyop 4 fram/ 5

Product: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters
Mpoaykr: OME3® kancyau no 20 mr Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyaa micturs: Omenpaizoay 20 mr

Country of manufacturer: India
Kpaina-supobank: Ingin

Batch / Cepin Ne: B2303625

Batch Quantity / O6’em mapTif: 64517 packs / 64517
YNAKOBKH

Analytical Report / AnauitHuunli 3eiT No: 2002FP23002747

Date of Analysis/ JlaTa sunpobysanua: 30-11-2023

Date of Manufacture / {ata supo6bumurea: [0/2023

Date of Expiry/ Tepmin npuaatrocti: 09/2026

Registration certificate / Peecrpauifinoroe nocsiquenna Ne:
NeUA/0235/02/01

Valid till / Qificae a0: unlimited / neodmexeno

Order of MOH: N 1212 dated: 30.05.2019 / Haxaz MQ3 ¥Ykpatun: N 1212 sia 30.05.2019

Size and type of the package / Poamip Ta THD nakysaHus:

10 capsules in blister; 3 blisters per earton with labelling in
Ukrainian /

10 kancyn y Oanicrepi; 3 Onicrepn ¥y wopobui 3
MEPKYBAHHAM YKPATHCHLKOI MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBaHus, agpeca Ta HoMep
JMiuen3ii BHpoOHHKA TA KOHTPOIIO AKOCTI:

Dr. Reddy's Laboratories Lid., FTO - [I

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

A-p Peagi’c JlaGoparoepic JIta, ®TO - I, Aineaunua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Manaan, oxpyr Meguan Mankaiiripi - 500090, wrar
Tenauraua, Inaia, Jivensia Ne 63/RR/AP/96/F/R

13.. | Related substances:

Highest individual impurity

Total impurities / Jomiwukmy:
Haitoinbol iHAMBi MyanbHOT
CyMa JOMilliok

0.03%

0.1%

Not more than 0.5% / ne Oinbine 0.5%

Not more than 2.0% / He 6itsine 2.0%

14. | Assay 20.1 mg/capsule /
Each capsule contains 20.1 mr/kancymy
Omeprazole 100.6%

(calculated as Ci7HsN3038)/
KinbkicHe BU3Ha4eHHS
OMENpa3oNy B Kancydi (B
NEPePaxyHKy Ha C |?H19N303$)

At the time of release: from 19.0 mg to 21.0
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) /

eHT BUmycky: Bia 19.0 mo 21.0 mr
% no 105.0% HomiHansHO!

15. | Microbiological purity /
Mikpofionoriuna uncrora:

a) Total aerobic microbial count /
3arajbHa KUTbKicTs aepobHux
mikpoopraxismie (TAMC)

b) Total yeasts and mold count /
3aranbHa KinbKiCTb APiXKIKOBHX
Ta mticHsBux rpubis (TYMC)

¢) Escherichia coli

KYOit

KYO/ir

Less than 10 CFU/g / Men

Less than 10 CFU/g / meHuie nix 10

Absentin 1 g/ Bincytris 1 r

aiha 2122
b) Not more than 100 CFU/g / He Ginbiue
100 KYO/r

¢) Absentin 1 g."Bi}y?THi Blr

Remarks: The product confirms to above specifications
TpumiTra: [Tpoaykr BiAnosifae pHLLeIa3HAqeH i cneundikauil

Prepared by / TecTysas:
D. Latha / Quality control- Team Member

B

Membier q'_'

Document Checked by / INepeipun:§
A, Susmitha / Quality control- Teang

Sign & Date / [inanc/Mara: 30-11-2023




Dr.Reddy’s ‘

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

Page/Crop § from/s 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Mpoayskr: OME3® kancynun no 20 mr Na 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg

| 1 kancyna MicTuTe: Omenpazony 20 mr

Country of manufacturer: India
Kpaina-pupobuuk: Tnis

Batch / Cepin Na: B2303625

Batch Quantity / 06°cm naprii: 64517 packs / 64517
YOAKOBKH

Analytical Report / AnajirHunnii 3giT Ne: 2002FP23002747

Date of Analysis/ Jara sunpefynanusa: 30-11-2023

Date of Manufacture / JaTa BupoGuuurea: 10/2023

Date of Expiry/ Tepmiu npnaarnocti: 09/2026

Registration certificate / Pecerpaniiinoro moceiauenns Ne;
| NeUA/0235/02/01

Valid till / Aiiicne no: unlimited / HeobMemeHo

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Ykpatan: Ne 1212 sin 30.05.2019

Size and type of the package / Posmip TA THI naKyBaHHa;

10 capsules in blister; 3 blisters per carton wnth labelling in
Ukrainian /

10 wancyn y Oumicrepi; 3 Gaicrepn ¥y kopofui 3
MAapKYBAHHAM YKPATHCLKOK MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenysanns, aapeca Ta HoMep
Jinensil BUpOOHIKA TA KOHTPOIIO AKROCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

J-p Peaai’c JIaGopaTopic Jita, ®TO ~ I, Ainbunua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynmani, Bauynanmi
Manaan, okpyr Meauan Maikaiiripi - 500090, wrat
Tenanrana, [ngin, Jinewsia Ne 63/RR/AP/96/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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,”

Jdexnapania npo ceprudivauning: “Llum 3acsinuyio, WO BULIEBNKTANCHA iuqaopmauin cnpasxHa i Touna. L cepis npoaykry
GyNia BHIOTORMEHA, BIIIOHAIOMH YOAKOBKY/MApKYBaHHA Ta nepesipky fKkocTi Ha Bumle 3raganomy calti (ax) y noBHii
pianosigHocti 3 sumoramu GMP micugsoro Perynsropuol opragy i sigpnoeigHo no cneuwdikauilt, mo wmicTaTecA B
peecTpauiinomy zocke / Toprosii niuensil kpaiHi-iMmoprepa a6o y moche crneumdikauil TPOLYKTY AMA NOCHIMDKYBAHHX

i i i i i Ta,50) eno signosiaxicts GMP.”

Remarks: The product confirms to above specifications
Mpumirka: [poaykt Bignosigac uwesazHagueHii cneundikanii

Prepared by / TecTypan: Document Checked by/ Mepeaipus : j
D. Latha / Quality control- Team Member (A, Susmitha / Quality control- Teary

) g Member .

4

jyim's Ta Mocana:
Quality Assurance-

Sign & Date / [lixnuc/Mara: 30-11-2023




JAEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJHIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpos. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE3€HOI0 B Y KpaiHy JikapchbKoro 3acody
15.05.2024 Ne 24662/24/1011

OME3®
{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)
Kancyiad mo 20 mr; oo 10 kancya y Oaicrepi; mo 3 6micrepn y kopo0mi
(topMa BHITyCKY, IOIYBAHHA, RH/] IAKYRAHA JIKAPCLKOTO 3acoby)

Howmep peectpaniiinoro nocgimacrnas UA/0235/02/01 crpok nii peectpaniitnore noceimaenss 01.01.2099

Cepin nikapcekoro 3acoSy Ne B2400087 KimnkicTh EBe3eHOTO JiKapchkoro sacoby 10974
BrpoSHEK J-p Peqmi’c Jlaboparopic JIta, ®TO — IT, Inmis

(HaliMeHyRaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 06Mexenolo BinnoBinaasnictio "Jp. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(BaiiMeRyBaHHA Ta KoJ 33 CJIPTIOY ropraHHOI ocoSH afo npisBHIMe, iM'A, Ho 6aThKoEi dizHIHOL

ocobH - mianpHemn, 11 Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IIIIATHHKA
IOJATKIE aff0 cepid Ta HOMEp TacHopTa)

IpoTokoen Bisyannaoroe xoarpomo eix 14.05.2024 N 1377/1.

3a pe3VIRTATAMH JEPKABHOIO KOHTPONIO BCTAHOBICHO, IO JOKAPCHKHE 3aci® BBezeHo B VYEpainy 3
JAOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3NeIcHAA AKOCTI MKapchKAX 3acobiE.

Onsra EPPOMEHKO
{initdank Ta nphasme)
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Dr.Reddy’s ‘S‘ CERTIFICATE OF QUALITY

CEPTUDIKAT SAKOCTI

Page/Cyop 1 from/z 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Mpoaykr: OME3® kancyan no 20 mr Ne 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna mictuts: Omenpazony 20 mMr

Country of manufacturer: India
Kpalua-snpoOunk: Ingis

Batch / Cepia Ne: B2400087

Batch Quantity / O6’em mapril: 65207packs / 65207
YNaKOBKH

: Analytical Report / AnaniTnunmii asit No: 2002FP24000054

Date of Analysis/ Jata eunpobysauns: 16-01-2024

Date of Manufacture / laTa supobunnTea; 11/2023

Date of Expiry/ Tepmin npuaatHocti: 10/2026

Registration certificate / Peccrpauniiinoro nociguenna Ne:
NeUA/0235/02/01

Valid till / Hjiicne po: unlimited / HeoOmekeHo

Order of MOH: Nt 1212 dated: 30.05.2019 / Haxas MO3 Ykpainua: Ne 1212 pig 30.05.2019

Size and type of the package / Posmip Ta THI nakyBaHHA:

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

10 xancyn y Gmicrepi; 3 6micrepu y kopobui 3
MAPKYBAHHAM YKpaiHCBKOKX) MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBaHHSR, agpeca Ta HOMep
Jinen3il BApoOGHHKA TA KOHTPOII0 AKOCTI!

| Tenanarana, Innis, Jinensis No 63/RR/AP/96/F/R

Dr. Reddy's Laboratories Ltd.,, FTO - 11

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

A-p Peani’c JTaGoparopic JIta, @TO - 11, Ainnnnua N 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynani, Bauynani
Manpan, oxpyr Meauan Manwafiripi - 500090, 1orar

No Test / Tecr

Results / PeaynbTaTl

Specification / Crreungixanin

1. | Description / Onue

NIENECTH,

*2 size hard gelatin capsule shells with
coloutless transparent body and pink
coloured transparent
“OMEZ” imprinting on both body and
cap and filled with white pellets.

/ Teepai »eNaTHHOBI NPO30pPE KANCYNH
posmipoM 2, 3 mapkysanmsaM OMEZ, 3
0e30apBHMM KOPIIYCOM T4 POMEBAM
KOBMaykoM. Bwmict kamcyn - 6ini

‘2 size hard gelatine capsule shells with
colourless transparent body and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Teepui
KENATHHOBI NPO30pi KAlcyNn posMipoM 2, 3
mapkyeannaM OMEZ, 3  GesGapBHHM
KOPIYCOM T4 POXKEBHUM KOBMAaykoM, Bict
kancyn — 6ini abo maitxe 6ini neneru.

cap, having

2. | Identification / Inentrpikauis
a) UV spectrophotometry
method / meron Y-

cnexTpodioTomeTpii BHMOTaM

b) By Liquid chromatography /
MeToZ pinuHHoT XpoMarorpadii

BHMOIrMaM

Complies as prescribed / Binnosinae

Complies as prescribed /

a) The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength, /
Yd-cnekrpn BHNpoBCBYBAHOTO Ta
STAHNAPTHOrO pPO3YHHIB MOBWHHI MaTH

ARYMH NP OZHAKOBIH MOBXMHI XBUI,

b e \ el the chromatogram of the
| sample prepatation should correspond to the
}‘oripgg azole in the chromatogram of

e stangrg :

greparation. / Yac yTpuMyBaHHS

Remarks: The product confirms to above specifications

IIpumirka: [IpoaykT Bignokinae BumesazHaueHii cnermdikanii

&~

Prepared by / Tectysas: Document Checked by / Iepegipus:g ¢
A.Susmitha / Quality control- Team K.V.V.Satyanarayan / Quality controg
Member Team Member \:

Yuality, Assurance- Team

Sign & Date / [lianuc/Mara; 16-01-2024

Sign & Date / ITignue/dara: 16-01-2024




Dr.Reddy’s ‘g‘

1 Capsule contains: Omeprazole 20 mg

1 kancyna micTHTh: OMenpazony 20 mr

CERTIFICATE OF QUALITY
CEPTHOIKAT SKOCTI
Page/Cvop 2 from/s 5
Product: OMEZ, capsules 20 mg No30 (10 % 3) in blisters Country of manufacturer: India

IpoaykT: OME3® xancyan no 20 mr Ne 30 (10x3) y Gnicrepax | Kpaina-sHpoGruk: Inain

Batch / Cepin Ne: B2400087

Batch Quantity / O6’em naptii: 65207 packs / 65207

YIAKOBKH

Analytical Report / Ananithauuii ssiT No: 2002FP24000054 Date of Analysis/ laTa sunpo6yranns: 16-01-2024

Date of Manufacture / Jata BupoGuunrea: 11/2023 Date of Expiry/ Tepmiu npuaaraoceri: 10/2026

Registration certificate / Pecerpanitinoro nocsiguenns Ne: Valid till / Ajiicre no: unlimited / neoGmexkeno

MNUA/235/02/01

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakaa MO3 ¥Vkpaiun: N 1212 pig 30.05.2019

Size and type of the package / Po3zmip Ta THN nakyBaHHe: 10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 kamcyn y Gaicrepi; 3 ©Gnicrepm ¥y wopobui 3
MAPKYBAHHAM YKPATHCLKOI0 MOBOK)

Name, address and numbers of the licenses of manufacture Dr. Reddy's Laboratories Ltd., FTO - 1
and quality control / HalimenyBanua, anpeca Ta HoMep Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
niteH3if BHPoGHMKA TA KOHTPOJIH RKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri District -

500090, Telangana State, India, Ne 63/RR/AP/96/F/R

J-p Peani’c JiaGopatopic JIta, @TO — I, Ainkunua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauwynani, Bauynani
Manpan, okpyr Meauan Mankaiiripi - 500090, wrrar
Tenaurana, Innin, Jlinenzia N 63/RR/AP/96/F/R

3. | Diameter / Hiametp { 6.10 mmto 6.16 mm / 6.00 mm =+ 0.30 mm (Between 5.70 mm and
6.10 MM —6.16 MM 6.30 mm) /
6.00 £ 0.30 Mm (5.70 mm — 6.30 MM)
4. | Length / HosxuHa 17.50 mm to 17.66 mm / 17.80 mm £ 0.50 mm (Between 17.30 mm
17.50 MM — 17.66 MM and 18,30 mm) /
17.80 £ 0.50 mm (17.30 MM — 18.30 MM)
5. | Average weight / Cepeans maca 3283 mg/ 3283 mMr 333.0 mg £+ 7.5% (Between 308.0 mg and
357.9mg)/

333 mr£ 7.5% (308.0 Mr — 357.9 Mr)

6, | Average net fill weight / Cepenna
Maca BMICTY Karcyly

270 mg + 10.0 % (Between 243,0 mg and
297.0 mg) /
270 mr £ 10% (Big 243.0 mr no 297.0 Mr)

7. | Water / Boaa

Not more than 3.0% w/w / He 6imbiue 3.0%

8. | Loss on drying at 60 °C at a
pressure not exceeding 0.7 kPa
for 4 hours / BtpaTa B Maci npn
pHcymyaaHHi {60°C, THCK He
puie 0,7 kIla npoTAroM 4 roguH)

Not more than 3.0% w/w / He 6instue 3.0%

| Remarks: The product confirms to above specifications
IMpumirka: TIpoaykr Bignosinae BumesasHageniit cnemudikanii

Prepared by / Tectygag:
A.Susmitha / Quality control- Team

Member
&

ocument Checked by / l'IepeBipHB: 2O
V.V .Satyanarayan / Quality - controf
Team Member ;

Sign & Date / [innuc//{ara; 16-01-2024

Sign & Date / ITignue/Oata: 16-01-2024




[ 1)
Dr. Reddy's ‘.o. CERTIFICATE OF QUALITY

CEPTHP®IKAT AKOCTI

Page/Cyop 3 from/a 5

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Ipoaykr: OME3® kancyau no 20 mr N 30 (10x3) y GaicTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna micturh: Omenpazony 20 mr

| Country of manufacturer: India
Kpalua-enpobuuk: Inain

Batch / Cepin Ne: B2400087

| Batch Quantity / O6”em naprit: 65207 packs / 65207
YOAKOBRKH

Analytical Report / AnaniThuumit apiT Ne: 2002FP24000054

Date of Analysis/ Jata punpebysanan: 16-01-2024

Date of Manufacture / lara supodunursa: 11/2023

Date of Expiry/ Tepmin npraaTrocti: 10/2026

Registration certificate / PeecTpauiiinoro nocsinuenns Ne:
NeUA/0235/02/01

Valid till / Miiicue go: unlimited / neobmemero

Order of MOH: Nv 1212 dated: 30.05.2019 / Hakas MO3 Ykpainu: Ne 1212 gia 30.05.2019

Size and type of the package / Poamip Ta Tun makysaHns:

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /
10 xameyn y Oaicrepi;
MAaPKYBAHHAM YKpaTHCBLKOI0 MOBOW

3 Onicrepr y kopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / HaliMeHYBaHHS, afpeca TA HOMED
ninensil RupofHHKA TA KOUTPOAKG SAKOCTI:

Dr. Reddy's Laboratories Lid., FTO - 11

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

J-p Peagi’c Jlaboparopic JIry, @TO — 11, Ainnuuua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. bauynani, Bauynaai
Manpan, okpyr Meawan Maagaitripi - 500090, wmrar
Tenaurana, lugia, Jdinensia Ne 63/RR/AP/96/F/R

Remarks: The product confirms to above specifications
| Ilpumirka: [poaykT Bignosixgae BulesazHaueHilt cnenudikanii

£

Document Checked bymepenipna. T

Prepared by / TecTysas:
A.Susmitha / Quality control- Team K.V.V.Satyanarayan / Quality controe.
Member Team Member :

9, | Uniformity of Weight for net fill | Complies / Binnosigae When 20 capsules are weighed, not more
weight of capsule / OavopinHicTs than two of the individual weights deviate
MaCH BMICTY Karcyn from the average weight by more than 10%
w/w and no capsule deviates by more than
20% w/w. [/ llpu spaxysaHui 20 kancyn
apunycTHmMo He Ginpioe 2 iHAMBixyaneHHX
Mac 3 BiZXHNEHHAM BiJ cepefHboi MacH
Ginpwe Hixx Ha 10% Ta xomHOT KANCYNH 3
BiIXHJICHRAM OiNbie Hix Ha 20%
10. | Uniformity of dosage units / 4.1 AV£15.0

OnHopinHiCTE AC30BAHAX o

O/IMHHLLE 27 cHoin 2\,

11. | Dissolution in 0.1 M HCI / 0%, 0%, 0%A126,6%, 0% ~f.:'-30\ Not more than 10% of Omeprazole is
PozauHHICTR ¥ » i dissolved after 2 hours / He 6insme 10%
0,1 M pozunri HCI &/ NTOKYME HTIB OMENpazolly PpOIUMHAETRCH IPOTATOM 2

v rofHH

12. | Dissolution _“-E a ! Wl ) Not less than 76% (Q) of the labeled amount
in pH 6.8 phosphate buffer 96%, 95 , /u, 96%, 7%, 97%-5 - of Omeprazole should dissolve in
{calculated as Ci7H 9N3038) / '( % * 30 minutes / He wsexnme 70% (Q)
Pozunsnicts y 6yepHomy J 3 1 8 \ ‘/ HoMiHanpHO! KiNbkOCTi ©OMenpasoly Mae
po3unHi a:;, ) M. ‘/ pO3UMHUTHCA poTAroM 30 XBUNHH
pH 6.8 (B nepepaxyHKy Ha
Ci7H1sN3038)

/7

__: mie-and Pasition /
f In"s-Ta [Tocana:
/-Quality, Assurance- Team

. Mgég

Sign & Date / ITianuc/MaTa: 16-01-2024

Sign & Date / Iliamuce/Hara: 16-01-2024

Slgn & Date f' Hmnncl,[laTa 16-01-2024




Qe
Dr.Reddy’s "o. CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Hpoayxt: OME3® xancyan no 20 mr Ne 30 (10x3) y 6nicrepax
1 Capsule contains: Omeprazole 20 mg

Page/Cryop 4 from/a 5
Country of manufacturer: India
Kpaina-eapobunk: Inais

1 kancyna micTiTh: Omenpasony 20 mr
Batch / Cepis Ne; B2400087

Batch Quantity / O6°em naprit: 65207packs / 65207
¥YNAKOBKH

Analytical Report / AuaniTusHuii 3sir Ne: 2002FP24000054

Date of Analysis/ IaTa sunpoGysanns: 16-01-2024

Date of Manufacture / Jara supobunnrea: 11/2023

Date of Expiry/ Tepmin npugaTHocti: 10/2026

Registration certificate / Peectpaniiinoro nocsiauenna Ne:
NelUA/0235/02/01

Valid till / Jificae po: unlimited / Heobmexxeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakasz MO3 ¥Yxpainu: Ne 1212 Big 30.05.2019

Size and type of the package / Po3mip Ta THN nakyBsaHHA:

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

10 wkancyn y Gnicrepi; 3 Onicrepn y kopobui
MAPKYBAaHHIM YKPaTHCLKOI0 MOBOIO

3

Name, address and numbers of the licenses of manufacture
and quality control / HaliMenyBanng, agpeca ta HOMER
Jiuensii BUpoOHMKS Ta KOHTPOJIEO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 533, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

H-p Peani’c TaGoparopic JIta, ®TO — 1L, JlinLuuusa No 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynani, Bauynani
Manaan, oxpyr Meguan Maakaiiripi - 500090, mrar
Tenaurauna, Inaig, Jigeusig Ne 63/RR/AP/96/F/R

13. | Related substances:
Highest individual impurity 5 Not more than 0.5% / ue 6inbwe 0.5%
Total impurities / JomMimku: 0:93%
purities
Haﬁﬁinbmpi' inpurigyansuol 0.1% Not more than 2.0% / e 6isbwe 2.0%
CYMa AOMIiIIOK
14. | Assay 20.1 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 20.1 mr/kancyny mg (from 95.0% to 105.0% of labeled
Omeprazole 100.7% amount)
(calculated as Ci7HoN3018)/ At the time of stability: from 18.0 mg to
KinbkicHe BusHa9eHHA 22.0 mg (from 90.0% to 110.0% of labeled
OMENpPa3ony B Kancyni (B ount) /
nepepaxyHiy Ha CisHigN30Os18) OMEHT BHITYCKY: Bin 19.0 no 21.0 mr
7 \95.0 % g0 105.0% HoMinansroi
i)
M TepMilly npumatiiocTi: pig 18.0
Mr (mig 90.0 % amc 110.0 %
HOMMHEIEHOT KibkocTi)
15. | Microbiclogical purity / DY)
Mixpo6ionoriuna umcroTa: o
a) Total aerobic microbial count/ | Less than 10 CFU/g / NP 4) Not more than 1000 CFU/g / He
3aranbHa KiNbKicTh aepoGHHX K¥O/ir | Ginswre 1000 KYO/r
Mikpooprauizmis (TAMC)
b) Total yeasts and mold count / Less than 10 CFU/g / menme mix 10 | b) Not more than 100 CFU/g / ne 6inswe
3aranbHa KiNbKicTs ApikmroBux | KVQ/r 100 KVO/r
Ta nicHasKx rpubis (TYMC)
¢) Escherichia coli Absentin 1 g/ Bincyrnie 1 ¢ ¢) Absentin I %yﬂi Blr

| Remarks: The product confirms to above specifications
Ipamirka: [Ipogykr Bignosinae suuesasHaveHii cneundikarii

Prepared by / TecTypan: :
A .Susmitha / Quality control- Team K. V.V.Satyanarayan / Quality controg
Member [Team Member N\ ‘

&

Document Checked by / ITepesipn L E

=8,
Bidphis

Sign & Date / Ilianuc/Mata: 16-01-2024

Sign & Date / [Tignuc/Mara: 16-01-2024

Sign & Date / Hignuc/[lara: 16-01-2024




Qe
Dr.Reddy’s "o. CERTIFICATE OF QUALITY
CEPTHOIKAT SKOCTI

Page/Crop 5 from/s 5

Produci: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters
IMponyxr: OME3® xancy.nn no 20 mr Ne 30 (10x3) y GuicTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna micTHTh: Omenpazoay 20 mr

Country of manufacturer: India
Kpaina-supofunxk: Inaia

Batch / Cepist Ne: B2400087

Batch Quantity / O6’em napTiY: 65207packs / 65207
YIAKOBKH

Analytical Report / Anasirnannil 3sit Ne: 2002FP24000054

Date of Analysis/ Jata eunpoGysanus: 16-01-2024

Date of Manufacture / laTa snpofuunrea: 11/2023

Date of Expiry/ Tepmin npuaatrocti: 10/2026

Registration certificate / Pecerpauifinoro noceiauenna Ne:
NelUA/0235/02/01

Valid till / Hiiicue mo: unfimited / neoGmeikeno

Order of MOH: No 1212 dated: 30.05.2019 / Hakaz MO3 Vipaini: M 1212 gin 30.05.2019

Size and type of the package / Posmip Ta THI NaKYBAHHA:

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

10 xancyn y OGuierepi; 3 Gmicrepn y wopoboi 3
MAPKYBAHHAM YKpaTHChROI0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HajfiMmenysaHHA, agpeca Ta HOMep
ninensii BHPoGHMKA TA KOHTPOJIIO IKOCTI:

Dr. Reddy's Labaratories Ltd., FTO - 11

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

JI-p Peani’c JlaGopaTopic JIta, @TO — 11, Ainnauun Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauymani, Bauynani
Maungan, oxpyr Meauan Mankaiiripi - 500090, wTar

Tenanrana; Iugia, Jineusis Nt 63/RR/AP/96/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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.”

Jexnapauis npo cepruixauito: “LiuM 3acBimuyio, o BUIeBMKIANcHA iHpopMallia cnpabxns i Touna. L cepia mpoaykty
fyna BMIOTOBJNIEHS, BKIIOYAIOYH YIIAKOBKY/MApKYBAHHA Ta MepeBipky SKOCTI Ha BHING 3rAfaHOMY caliti (ax) y mnoBril
BiznoBigHOCTI 3 BMMoramm GMP Micueroro Perymatopuoi opramy i pizmosiaHo no crmenudikauil, o Mictatees B
peectpallituoMy nocke / Toprosilf minemsii xpaind-iMnoprepa abo y gocke cneupdixallii DPOAYKTY A JOCIi IKYBaHNX
nikapeekux sacobis. JoxyMeHTy no o6pobui, ynakoBLi Ta aHanizy 6ynu nepersisHyTi T2 BCTAHOBICHO Bignoeiasicts GMP.”

“Remarks: The product confirms to above specifications
TpumiTka: [IpoaykT Bianoeigae BumesasnaucHilt cnemudixanil

&

Document Checked by / Tlepesip A

Prepared by / TecTypae: :
A, Susmitha / Quality control- Team K.V.V.8atyanarayan / Quality contrad
Member Team Member ﬁ

same and Position /
k@i I’ s 1a [Tocana:
y / Quality Assurance- Team

Sign & Date / Ilinnuc//laTa: 16-01-2024

Sign & Date / Miamnc//lata: 16-01-2024 [Sign & Date / Hinnuc/Kata: 16-01-2024




TEPKABHA CJIYXKEBA 3 JIKAPCLKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMiBCBKIN OBJIACTI

mpos. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JikapchbKoro 3acody
05.04.2024 Ne 17028/24/1011
OME3®

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)
Kancyiam mo 20 mr; no 10 kancya y 6aicrepi; no 3 daictepn y kopooni

(topMa BHITyCKY, IOIYBAHHA, RH]] IAKYBAHHA JKAPCEKOTO 33coly)
Howmep peectpaniiinoro nocgimaerns UA/0235/02/01 cipok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3acoSy Ne B2400086 KinskicTs BRe3€HOTO Nikapchkoro sacoby 39744

BrApoSHEK JI-p Peqmi’c JlaGoparopic JIta, ©®TO — II, Iamis

(HaliMeHyRaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKeHHA)

Brezeno B Yxpainy ToBaprcTBO 3 06Mexenolo BinnoBinaasnictio "Jp. Penai’c
JlabopaTopi3", inenr. xox: 37560808

(BaiiMeRyBaHHA Ta KoJ 33 €JTPIIOY opraETHOI ocoSH afo NpisBHINe, iM'A, Mo 6aTEKOEI dizHTHOL
ocobH - mianpHemn, 11 Miclie TPOXKHBAHHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IIIIATHHKA
IOJATKIE aff0 cepid Ta HOMEp TacHopTa)

I potokoen Bizsyannaoroe xoarpoo eix 03.04.2024 N 0871/2.

3a pe3VNBTATAMH JcpKABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

JAOTPHMAHHAM EHMOT 3aKOHOJABCTBA MO0 3a0e3MeIcHAA AKOCTI MKapChKAX 3acobiE.

=
WCHOM .
- “\?)‘_‘_\_,.—__ Hif;_..

Onsra CPBOMEHKO
{iniciank Ta npisasme)




L X
Dr.Reddy’s Q'o. CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Bage/C-rop | from/s §

Product: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters
NMpoaykr: OME3® kancyan no 20 mr Ne 30 (10x3) y SaicTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna MicTHTh: Omenpasony 20 Mr

| Country of manufacturer: India
Kpaiua-pupobruk: Inaia

Batch / Cepin Ne: B2400086

Batch Quantity
YIAKOBKH

/ O6%em naprii: 65207packs / 65207

Analytical Report / AnaniTaauauit 3piT Ne: 2002FP24000048

Date of Analysis/ ata sunpo6ysaung: 13-01 -2024

Date of Manufacture / Jata snpoGunursa: 11/2023

Date of Expiry/

Tepmin npugarnocti: 10/2026

NelJA/0235/02/01

Registration certificate / Peectpaniiinoro nociguennn No:

Valid till / Hiiicne go: unlimited / neobmexxeno

Order of MOH: Na 1212 dated: 30.05.2019 / Haxaz MO3 Yxpainn: Ne 1212 sin 30.05.2019

Size and type of the package / Posmip Ta THn nakyBanusa:

10 capsules in b
Ukrainian /
10 xameyn vy

lister; 3 blisters per carton with labelling in

Gnicrepi; 3 Onicrepn y xopobui 3

MAPKYBAHHSIM YKPATHCHKOI MOBOK

Name, address and numbers of the licenses of manufacture
and quality control / HaliMenyBaHuR, agpeca Ta HOMep
Jinensil BHpobHHKA TA KOHTPOIO AKOCTI:

43, 44p, 45p,

Dr. Reddy's Laboratories Ltd., FTO - II

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

H-p Penni’c JlaGopartopic Jitg, ®TO — 1L linsuuna Ne 42p,

46p, 53, 54, 83, c¢. Bauyynani, Bauynani

Maupan, oxpyr Meguan Mankairipi - 500090, wrar
Tenaurana, Ingis, Jioeusin Ne 63/RR/AP/96/F/R

Test / TeeT

Results / PeayabraTi

Specification / Cnenndixanin

—

Description / Omuc

'2 size hard gelatin capsule shells with
colourless transparent body and pink
coloured transparent cap, having
“OMEZ” imprinting on both body and
cap and filled with white pellets.

{ Teepni wenaTHHOBI Mpo3opi kancynu
po3mipoM 2, 3 Mapkysarasam OMEZ, 3
6e30apBHUM KOPILYCOM T4 POXKEBHM
KoBnaukoM. Bwict kancynm — 6ini
fIENeTH.

‘2 size hard gelatine capsule shells with
colourless transparent body and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Trepai
MEJIATHHOBI [po30pi Kancyau po3Mipom 2, 3
mapkypanaaM OMEZ, 3  GesbapeHuM
KOpIYCOM Ta DOMEBMM KOBOAYKkoM, BmicT
kancyn — 6ini abo maiike 6ini neneTw.

2. | Identification / IzenTudikania
a) UV spectrophotometry
method / meTon V-
criekTpodoToMeTpii

b} By Liquid chromatography /
MeToX pinuHHoT xpomaTorpadii

Complies as prescribed / Bianosiaae
BUMOIaMm

e

MQKYMEHTIB
df}ﬁlhnnoninac

BallM

a) The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength, /
Y D-cneKTpH BHNpoSoBYBaHOTO Ta
CTAHAAPTHOTO PO3UMHIB [IOBWHHI MaTH

MAKCHMYMH NPH OAHAKOBil DORMRHI XBHITI,

b) The retention time of the major peak of

meprazole in the chromatogram of the

\Sai le preparation should correspond to the

pealy of omeprazole in the chromatogram of

the standard preparation. / Yac yrpuMysanus
iRy saxuif BiANOBIAAE OMeENpazony, Ha

Remarks: The product confirms to above specifications
ITpumiTka: [IpomykT Bianosigae umesazHaveHill coemudixauit

Prepared by / Tecrysas;
A . Susmitha / Quality control- Team

Member
L

Docuiment Checked by / [epesipas: | ¢
K.V.V.Satyanarayana / Quality contr§

[Team Member d'/’

Sign & Date / Iligmuc/Nata: 16-01-2024

Sign & Date / IHanuc/Hara: 16-01-2024




Qe
Dr. Re-ddy’s "o. CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI

Page/Crop 2 fromiz 5

1 Capsule contains: Omeprazole 20 mg

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Mpoaykr: OME3™ kaneysn no 20 mr Ne 30 (10x3) y Guticrepax

1 kancyna micTHTe: OMenpazoay 20 mr

Country of manufacturer: India
Kpaina-gHpoGunxk: Inain

Batch / Cepia Ne: B2400086

YOAKOBKH

Bateh Quantity / O6°em naprif: 65207packs / 65207

Analytical Report / AnaniTaunnii ssiT Ne: 2002FP24000048

Date of Analysis/ Jata eanpobyeannsa: 13-0 1-202,4

Date of Manufacture / Jlata supoGuunrsa: 11/2023

Date of Expiry/ Tepmin npuaathoeri: 10/2026

NelJA/0235/02/01

Registration certificate / PeccTpauitinoro moceiguenns Ne:

Valid till / {ificne po: unlimited / neofmexeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Ykpainn: Ne 1212 gig 30.05.2019

Size and type of the package / Posmip Ta THN NaKyBaHHA!

Ukrainian /

10 kamcyn Yy Guicrepi;
MapKYBAHHAM YKpalHCLKOK MOBOK)

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

3 Onicrepn y kopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBanusa, agpeca Ta HoMep
JMigensii BHpoOHAKA TA KOHTPOTH AKOCTI:

Dr. Reddy's Laboratories Lid., FTO - 11

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

I-p Penai’c JlaGopaTopic Jita, ®TO — II, dineuuug M 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bavuymani, Bauynani
Manpan, oxpyr Meguan Mankafiripi - 500090, mrart
Tenanrana, Inaia, Jliuensia Ne 63/RR/AP/96/F/R

3. | Diameter / [liameTp

6.03 mm to 6.09 mm/
6.03 MM — 6.09 MM

6.00 mm = 0.30 mm (Between 3,70 mm and |
6.30 mm) /
6.00 1 0.30 MM (5.70 MM — 6.30 mm)

4, | Length / Dorxkuna

17.60 mm to 17.71 mm/
17.60 MM — 17,71 MM

17.80 mm + 0.50 mm (Between 17.30 mm
and 18.30 mm)/
17.80 + 0.50 MM (17.30 MM — 18.30 mm)

5. | Average weight / Cepenna maca | 330.5 mg/330.5 mr 333.0 mg + 7.5% (Between 308.0 mg and
357.9mg)/
333 mr+ 7.5% (308.0 Mr — 357.9 mr)
6. | Average net fill weight / Cepenna | 269.5 mg / 269.5 mr 270 mg + 10.0 % (Between 243.0 mg and
Maca BMICTy Kancynn 297.0mg) /
ﬂt HO M‘N 270 mr 10% (Bin 243.0 Mr no 297.0 Mr)
7. | Water / Boga Cowiw 1\ (g \& Not more than 3.0% w/w / He Ginnme 3.0%
u\h\ WE HHIS\) A\

8. | Lossondryingat60°Cata
pressure not exceeding 0.7 kPa
for 4 hours / Brparta B maci npx
BHCYWyBaHH (60°C, THCK He
eumie 0,7 klla nporsarom 4 romm)

Not more than 3.0% w/w / He 6insime 3.0%

Remarks: The product confirms to above specifications
IMpumiTka: IIpoaykT BiamoBigae BHILiesa3zHaueHil crienudikawii

Prepared by / TecTyeag:
A Susmitha / Quality control- Team

Member _ -

g

Document Checked by / Tleperipus: | =
K.V.V.Satyanarayana / Quality contriy
Team Member '

e and Position /
M*a T2 [locana:

Sign & Date / ITigmac/data: 16-01-2024

Sign & Date / [lianuc/Mara: 16-01-2024

Slgn &Date f‘ l'lmnnchIaTa 16-01-2024




Qe
Dr.Red dY'S ‘:. CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI

Page/Crop 3 from/a 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3} in blisters
Opoaykr: OME3® kancynan no 20 mr Ne 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna micTuTh: Omenpasony 20 mr

Country of manufacturer: India
Kpaina-pupobunk: Ingin

Batch / Cepin Ne: B2400086

Batch Quantity / O6’em naprii: 65207 packs / 65207
YNAKOBKH

Date of Analysis/ TaTa sunpoSyeauus: 13-01-2024

Analytical Report / AnaniTwaHuii 3siT Ne: 2002FP24000048
Date of Manufacture / laTa BapoGunirsa: 11/2023

Date of Expiry/ Tepmin npugaTrocti: 10/2026

Registration certificate / PeecTpauiiinoro nocsigueHng Ne:
MNUA/0235/02/01

Valid till / Mi#icue go: unlimited / neobmemeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Ykpainn: Ne 1212 sin 30.05.2019

Size and type of the package / Po3mip Ta THN DaKyBaHAs:

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

10 xancyn y OGunicrepi; 3 Oumicrepn y wopobui 3
MapKYBAHHAM YKpPalHCLKO0I0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / Halimenyeanhs, agpeca Ta HoMep
Jiuen3ii BHpoOGHUKA Ta KOHTPONIO SKOCTi:

Dr. Reddy's Laborateries Ltd,, FTQ - 11

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’c JIaGopaTopic Jita, ®TO — 11, Jintnuua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Mangan, okpyr Mexguan Mankaiiripi - 500090, mwrar
Tenanrana, Ingia, Jinenaia N 63/RR/AP/96/F/R

9, | Uniformity of Weight for net fill
weight of capsule / OnnopinuicTs
MacH BMicTy Kancyn

Complies / Bignosigae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than 10%
w/w and ne capsule deviates by more than
20% w/w. [/ IIpu 3BaxcysaHHi 20 Kamcyn
OpUIMyCTEMO He Ginble 2 iRAWBIAYaNLHHX
Mac 3 RiAXHNEHHAM BiJl cepefiHboi Mach
finsme Hix Ha 10% TA XOmHOI Kancynu 3
BiaxunerHAM Ginbiue Hix Ha 20%

10.-| Uniformity of dosage units / 59

OnHOpiAHICTE AO30BAHHX

AV=<15.0

0,1 M pozunni HC1

| ONMHHHIEL |
11. | Dissolution in 0.1 M HCI/ 2%, 4%, 2%, 3%, 4%, 4% Not more than 10% of Omeprazole is
Po3unHHICTE ¥ dissolved after 2 hours / He Ginsme 10%

OMeNpazony pO3YMHAETBCA TpOTATOM 2
rOOMH

12. | Dissolution

in pH 6.8 phosphate buffer
(calculated as C,7H1sN3018) /
PozunHHicTE ¥ 6ydepHOMY
po3uHHI

pH 6,8 (B nepepaxyHKy Ha
Ci7H16N:058)

96%, 96%, 98%, 96%, 95%, 95%

Not less than 70% (Q) of the labeled amount

of, o e le should dissolve in
%ﬁ‘mimf 5 He wmennre 70% (Q)
HpMikansHo{s RinbkocTi omenpazony Mae

K pmﬂnﬁdﬁés

ATOM 30 XRHIHH

-
-
u
-
Iomac
S

- rﬂf

.

Remarks: The product confirms to above specifications
Ipumirka: [IpoayKT pinnosinae aumesazHaveHill coenudikanii

Prepared by / Tectysas:
A .Susmitha / Quality control- Team
Member

Document Checked by / ITeperipre:§ & o
K.V.V Satyanarayana / Quality contr@ys
Team Member é’_,_ o

\P 5 /’ * 7 7
Bt E A O A
] 55 of
PR RP AN D
SEA'R
i iy A9 me and Position /
0. g Im's Ta Mocana:
& { Quality Assurance-
Aevos Mgl

Sign & Date / ITipmue/Hara: 16-01-2024

Sign & Date / ITigmuc/Harta: 16-0 1-2024

Sign & Date / ITigmiac/laTa: 16-01-2024




Dr.Reddy’s ":'.

CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI

M_Qrup 4 fromf1 §

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Tpoaykr: OME3® kancyan no 20 mr Ne 30 (10x3) y 6nicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna mictute: Omenpasony 20 mr

| Country of manufacturer: India

Kpafua-supo6usk: Ingis

Batch / Cepin Ne: B2400086

Batch Quantity / O6’em napril: 65207packs / 65207
YIAKOBRH

Analytical Report / AnaniTaunuit 3siT Ne: 2002FP24000048

Date of Analysis/ lara sunpobysanns: 13-01-2024

Date of Manufacture / Jara pupobunursa: 11/2023

Date of Expiry/ Tepmin npuaarnocri: 10/2026

Registration certificate / PececTpauilinoro nocrinuenna N
NeUA/0235/02/01

Valid till / Jiiicue no: unlimited / neoGmesxeno

Order of MOH: Na 1212 dated: 30.05.2019 / Hakaz MO3 Ykpainn

: Ne 1212 mig 30.05.2019

Size and type of the package / Po3mip Ta THN makypanna:

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

10 wancymr y OGnicrepi; 3 Onicrepm ¥y xopobui
MApPKYBAHHAM YKPATHCLKOI MOBOIO

3

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanus, aapeca Ta HoMep
JNiuen3il BAPOGHHKA T4 KOHTPON O AKOCTI:

Dr. Reddy's Labaratories 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

H-p Peani*c JTaGoparopic JITa, ®TO — II, Tinuuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauymauqi, Bauynani
Manaan, oxkpyr Meayan Mankaiiripi - 500090, mrar
Tenawraua, Inaia, Jinenszia Ne 63/RR/AP/96/F/R

13. | Related substances:

Highest individual impurity o Not more than 0.5% / re 6ineme 0.5%
Total impurities / Jomimmku: 0.04%

p
Haitbinbwof iHgueiayansHOT 0.1% Not more than 2.0% / ne Ginkme 2.0%
CyMa JOMILIOK )

14. | Assay 19.6 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 19.6 mMr/xkancyny mg (from 95.0% to 105.0% of labeled
Omeprazole 098.2% amount)

(calculated as Ci7H9N30s8) / At the time of stability: from 18.0 mg to
KinbkicHe BH3HAYEHHA 22.0 mg (from 90.0% to 110.0% of labeled

oMenpazony B Kancyni (B amount) /
nepepaxyHry Ha Ci7H9N3;0s8) Ha momenr eumycky: Bin 19.0 no 21.0 mr
(glg 950 % po 105.0% HoMiHameHOT

KiNBKOCTi)
——==~] IlpoTsiroM TepMmiHy npupaTsocti: Bin 18.0
/@L‘E’.i‘?ﬂ 220 wmr (sin 900 % mo 1100 %

(BF i \%w AILHOT XiNEKOCTi)

15. | Microbiological purity / o 'LUH; MEHT]B\RN
MixpoGionoriuna uncToTa: ' " 5
a) Total aerobic microbial count/ | Less than 10 CFU MﬁaﬁhM }ZNbt more than 1000 CFU/g / we
3aranbHa KiLKiCTh aepobHRX K¥O/r ’ ¢ e 1000 KVO/r
Mixpoopranizmis {TAMC) g | .4
b) Total yeasts and mold count / Less than 10 CFU/g M #esre f*ﬁ"‘» W‘ *by/Not more than 100 CFU/g / ne Ginpme
3arajibHa KinbKicTh APiXIKOBUX KvO/ir % ,,‘”” = < .\\/ 00 KYO/r
Ta nnicHaanx rpubie (TYMC) ==
c) Escherichia coli Absentin 1 g/BigcytHiB Il T

c) Absentmlg!’ﬂﬂinlr
9

Remarks: The product confirms to above specifications
Ipumitka: [ponykr Bignosigae sriug3azHaueHii cneundikanii

Prepared by / Tectypas:
A.Susmitha / Quality control- Team K.V.V.Satyanarayans / Quality contrid
Member Team Member “

@

Docuiment Checked by / Teperipus$ I

B 't.'.'.wrw o

fme arid Position /
N Im’s1 72 Tlocasa:
ality Assurance-

Sign & Date / ITignuc/Jlata; 16-01-2024

Sign & Date / [lignuc/Jlata: 16-01-2024

S]gn & Date f' [Miprmc/Hara: 16-01-2024




CERTIFICATE OF QUALITY

Dr.Reddy’s ":'.

CEPTU®IKAT AKOCTI

Page/Crop 5 fromis 5

Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters
Ipoaykr: OME3® kancysu no 20 mr Ne 30 (10x3) y Gaicrepax
1 Capsule cantains: Omeprazole 20 mg

1 kancyna micTure: Omenpasoay 20 mr

| Country of manufacturer: India

Kpaina-supotuuk: Iuain

Batch / Cepin Ne: B2400086

Batch Quantity / O6°em napril: 65207packs / §5207
YOAKOBKH

Analytical Report / AnaniTnunuit sir Ne: 2002FP24000048

Date of Analysis/ [ara Bunpofypanis: 13-01-2024

| Date of Manufacture / Jara BupoGuuurea: 11/2023

Date of Expiry/ Tepmin npugaTnocti: 10/2026

Registration certificate / PeecTpantiitnoro nocriguenna No:
NeUA/235/02/01

Valid till / MiticHe go: unlimited / neoGmemerto

Order of MOH: No 1212 dated: 30.05.2019 / Haxas MO3 YKpaTHH Ne 1212 sia 30.05.2019

Size and type of the package / Posmip Ta Tun nakysanHa:

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

10 xancyn y Onicrepi; 3 6nictepn y wopofui 3
MapKYBAHHAM YKpalHChKOW MOBOIG

‘Name, address and numbers of the licenses of manufacture
and quality control / Halimenyranns, agpeca Ta HoMep
Jsringensii BHPOGHAKA TA KOATPONIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTQ - 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

I-p Peagi’c JlabopaTopic JIta, @®TO —II, Ainnuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Manpan, oxpyr Meauan Mankaiiripi - 500090, wTat
Tenaurauna, Ingia, Jineuzia Ne 63/RR/AP96/E/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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.”

Jernapanisg npo ceprugiranito: “Llum 3aceinuylo, mo BumesHknaneHa indopmauis copaexus i Touna. Ls cepis npoaykry
6yna BUTOTOBRJEHA, BKIIOYAOYM YNAKOBKY/MAapKyBaEHA Ta NepeBipKy AKoCTi Ha Buile 3rajaHoMy caliti (ax) y moswiit
pinmopinHocTi 3 REHMoramm GMP micueroro Perynmpﬂo'l' oprany 1 Bignoeimao uo cmeundikaniff, mo MicTATECH B
peecrpaluﬁuomy aocke / Topromiit mitensii kpainm-imooprepa abo y Hocke cneuudmcaull MPORYKTY A JAOCAUKYRAHHX
nikapenknx 3acobis. Joxyments no o0pobit, ynakosui Ta aHatizy Synu nepernaHyTi Ta BeTaHOBNeHo BinnopinaicTe GMP.”

4&;393"7}0

Remarks: The product confirms to above specifications
Ilpumitka: Ilpoaykr Bianoeigae puiesastaderifi cnewndikaliii

Prepared by / Tectypas: Décumerit Checked by / Tlepesipus -_'_ ' '.'uﬂwkdw J* X me and Position

A.Susmitha / Quality control- Team V.V . Safyanarayana / Quality contrg -' X ' Iit*a Ta Tlocaga:

Member ﬁ/ [Teanm Metnber l‘ sy £ Quality Assuranee-
[

Sign & Date / IMignuc/Tara: 16-01-2024

Sign & Date / ITiamuc//Mara: 16-01-2024

ISign & Date / ITinnuc/MNata: 16-01-2024




AEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoi. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JiKkapchbKoro 3acody
15.04.2024 Ne 19021/24/1011
OME3®

{HaHMeHYRAHHA MiKapchkoro 3acoby 2rifHo = peccTpaniinHM NOCBITICHAAM)
Kancyiad mo 20 mr; no 10 kancya y duaicrepi; no 3 daicrepn y kopooni
(topMa EHITyCKY, 10ZYBAHHSA, RH] HAKYBAHHA JKAPCEKOTO 33coby)

Howmep peecpaniiinoro noceimacras UA/0235/02/01 crpok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3acoGy Ne B2304023 KimukicTh BRe3EHOTO JiKapchKoro 3acoby 23920

BrpoSHEK JI-p Peqmi’c JlaGoparopic JIta, ®TO — IT, Iamis

(HaliMeHYBaHHA BHPOGHAKA KAPCEKOTO 3aco0y, KpaiHa ToXOoMEHHNA)

Brezeno B Yxpainy ToBaprCTBO 3 00Mexenoio BinnoBinaasnictio "/p. Penai’c
JlabopaTopiz", inenr. xox: 37560808

(BaiiMeRyBaHHA Ta KoX 33 €JIPIIOY oprAETHOI ocoSH afo NpisBHINe, iM'A, Mo 6aTRKOEI dizHIHOL
ocobH - mianpHemn, 1i Miclie TPOXKHBANHA Ta peccTpanifinyi HoMep OGNiKORO] KAPTKH IIATHHKA
IOJATKIB a0 cepid Ta HOMEp TacHopTa)

Ipotokoen Bizsyannaoroe xoarpomo eix 11.04.2024 N 1014/2.

3a pe3YNBTATAMH JEpKABHOTO KOHTPONIO BCTAHOBICHO, IO JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

AOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3MeIcHAA AKOCTI MKapchKAX 3acobiB.

/é . @;’/ Bikrop CTE®KIBChKHI

LTS {iriuiany Ta npizanuie)}




- Dr.Reddy’s "' CERTIFICATE OF QUALITY
CEPTU®IKAT SKOCTI

Page/Crap 1 from/z 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
HMpogyxt: OME3® kancyan no 20 mr Ne 30 (10x3) y 6micTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna MicTHTe: Omenpasony 20 mr

Country of manufacturer: India
Kpaina-pupotune: Inpia

Batch / Cepia Ne: B2304023

YNI1KDOBKH

Batch Quantity / O6°em nmaprii: 65087 packs / 65087

Analytical Report / AnaniTnunmit apit Ne: 2002FP23003063

Date of Manufacture / Jara supo6unnrea: 11/2023

Date of Analysis/ laTa sunpobysanns: 05-01-2024

Date of Expiry/ Tepmia npuaaTaoeri: 10/2026

Registration certificate / PeecTpaniitvoro noceinuenns Ne:

NeUA/(0235/02/01

Valid till / Aikicue ao: unlimited / HeoOmMenteno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakasz MO3 Yxpainn: Ne 1212 siz 30.05.2019

Size and type of the package / Po3mip Ta Thn nakysanHs:

Ukrainian /
10 xancyn ¥

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

Gaicrepi; 3 Omicrepn ¥y gopobui 3

MAPKYBAHHAM YKPATHCHKOI0 MOBOXO

Name, address and numbers of the licenses of manufacture
and quality control / HafimenysaHHa, agpeca Ta HOMEp
Jiuensii BApoOHHKA TA KOHTPOJO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - II

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Yillage, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, N2 63/RR/AP/96/F/R

J-p Penpi’c JaGopartopic JIta, @TO - II, dinnuuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, Bauynani
Manaan, oxkpyr Meayan Mankaitripi - 500090, wrat
Tenanrana, Inpis, Jinenzia Ne 63/RR/AP/96/F/R

Test / Tect

Results / PeayabsTaTv

Specification / Cnenndrikauin

o
H

Description / Onne

'2 size hard gelatin capsule shells with
colourless transparent body and pink
coloured transparent cap, having
*“OMEZ” imprinting on both body and
cap and filled with white pellets.

/ Teepai xenatuHOBI Mpo3zopi kancymu
posmipom 2, 3 mapxysanusm CMEZ, 3
Oe30apBHHM KOPNYCOM T2 POXEBEM
KOBNIauKOM. Bwmicr xancyn - 6im
NeJeTH.

‘2 size hard gelatine capsule shells with
colourless transparent bedy and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Tsepai
WeNATHHOBI NPO30pi KancyH posMipoM 2, 3
mapkypaHHaM OMEZ, 3  Gesbapsuum
KOpITYCOM T4 POXKEBHM KoBIAykoM. Bwmict
kancyJ — 6ini abo Maibke 6ini menery.

2. | Identification / Imentudikauin
a) UV spectrophotometry
method / meTog V-
cnekTpodoToMeTpil

b) By Liquid chromatography /
MeTog pinuarol Xpomarorpadii

Complies as prescribed /
BUMOram
nad :
LOKY MEHTIB

BHMOTaM

J\ 3‘!*\/

7 \¢TaHAApTHOTO PO3YMHIB TOBMHHI

"EaﬂM" \

ed / Bumoamae a Wi

a) The UV absorption specira of both
standard and sample preparation shall
exhibit maxima at the same wavelength. /
Vd-cnexTpH Bnnpoﬁosyuanoro T2
MaTH
KCHMYMM IIpH OXHAKoBI{ AOBKHHI XBUAi.

e retention time of the major peak of
razole in the chromatogram of the
uiple preparation should correspond to the
of omeprazole in the chromatogram of

/Ty, Akull BIANOBIdae oMenpa3omy, Ha
xpoma'rorpaMi BEMPoHOBYRAHOTO POIUMHY

| Remarks: The product confirms to above specifications
INpumirka: [pomykr pionorinac pumesasHaueHil cmenudikanii

Prepared by / TecTysas:
M. Brahmaji / Quality control- Team

Member —

Document Checked by / Tlepenipupll &
N, V. Krishna / Quality control- Teari

Member
4

AAQENT

1'“4' /i _:' ¢ and Position /
i sal 1M's Ta NMocana:
Assurance- Team

Sign & Date / Ilignuc/Mara: 06-01-2024

Sign & Date / ITigmc/ata; 06-01-2024

Sign &Date / Thignuc/lata: 06-01-2024




Dr.Reddy’s “:’

CERTIFICATE OF QUALITY

CEPTHUOIKAT AKOCTI

Page/Crop 2 from/a S.

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Iponyxr: OME3® xancyau no 20 mr Ne 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg
1 kancyna mictuTe: Omenpaloay 20 mr

Country of manufacturer: India
KpaTna-supoGruk: Ingis

Batch / Cepis Na: B2304023

Batch Quantity / O6’em napril: 65087 packs / 65087
YNaKOBKH

Date of Analysis/ Jara pnnpob6ypanns: 05-01-2024

[ Analytical Report / Ananitnynnii 3sir No: 2002FP23003063
Date of Manufacture / lata BupoGunurea: 11/2023

Date of Expiry/ Tepmin mpuparroceri: 10/2026

Registration certificate / PeecTpanifinoro nocsinuenns Ne:
NelUA/0235/02/01

Valid till / Tiitcwe ao: unlimited / neobmesceno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Yxpainn: M 1212 sin 30.05.2019

Size and type of the package / Posmip Ta THI MaKyBauna:

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

10 xancyn y Guicrepi; 3 Onicrepn y xopobui 3
MAPKYBAHHAM YRPalHCHKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / HafimenyBanns, anpeca Ta HoMep
Jtinensii BHpoOHUKSA TA KOHTPOJIK AKOCTI:

Dr. Reddy's Laboratorics Ltd., FTO - II

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 Peagi’c JlaGoparopic Jita, ®TO - II, dinenuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. bauynani, Bauynani
Manpan, okpyr Meauan Maagraiiripi - 500090, wrar

Tenaurana, Ingin, dinensia Ne 63/RR/AP/96/F/R

3. | Diameter / Hiametp
6.01 MM —6.08 MM

6.01 mm to 6.08 mm /

6.00 mm + 0.30 mm (Between 5.70 mm and
6.30 mm)/
6.00 + 0.30 MM (5.70 MM — 6.30 Mm)

4, | Length / Jlopxuna

17.62 mm to 17.85 mm /
17.62 MM — 17.85 Mu

17.80 mm £ 0.50 mm (Between 17.30 mm
and 18.30 mm) /
17.80 + 0.50 mm (17,30 mm — 18.30 mm)

5. | Average weight / Cepents Maca 329.1 mg/329.1 mMr

333.0 mg + 7.5% (Between 308.0 mg and
3579 mg)/
333 Mr+ 7.5% (308.0 mr — 357.9 mr)

pressure not exceeding 0.7 kPa
for 4 hours / Brpata B Maci npu
BHCYLIYEaHHI (60°C, THCK He
suwe 0,7 kI1a nporaroM 4 roguH)

6. | Average net fill weight / Cepenna | 268.9 mg / 268.9 mr 270 mg + 10.0 % (Between 243.0 mg and
Maca BMiCTY Kaneynu 297.0mg)/
270 mr £ 10% (Big 243.0 Mr o 297.0 M)
7. | Water / Boma 1.0%w/w Not more than 3.0% w/w / He 6insime 3.0%
8. | Loss on drying at 60 °C at a 0.8%wiw ﬁﬁm‘ 0% wiw / He 6umie 3.0%

o ~»
a e 1

1OKY VMEHTIB

Remarks: The product confirms to above specifications
Ipumitia: [IpoaykT BidNoBiae BRINe3asHaeHi coenudikauil

Prepared by / Tectypag:
M. Brahmaji / Quality control- Team IN.V. Krishna / Quality control- Teari
Member e Member

Document Checked by / LlepesipnBY

%

DA HUE Eithy _

‘#ﬂ?ﬁk‘b‘ww % Nime and Pesition /

R e g Ine’ v Tlocama:
Qg Assurance- Team

Sign & Date / Iigmuc//ara: 06-01-2024

Sign & Date / [Tinmuc//Tata; 06-01-2024

Slgn & Date ;" l'llnnﬂcfﬂara 06-01-2024




Dr.Reddy’s ":'.

CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Page‘f‘(l‘n;g 3 fromh S

Product: OMEZ, capsules 20 mg N30 (10 x 3} in blisters
Mpoayxr: OME3® kancynx nmo 20 mr Ne 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg
1 kancyna micTHTL: Omenpaszony 20 mr

Country of manufacturer: India
Kpaina-enpobuuk: Ingis

Batch / Cepin No: B2304023

Batch Quantity / O6’em napril: 65087 packs / 65087
YNaKoBKH

'Analytical Report / Auanituannii 3BiT No: 2002FP23003063

Date of Analysis/ JaTa sunpo6yBanns: 05-01-2024

Date of Manufacture / JaTa supoGannrsa: 11/2023

Date of Expiry/ Tepmin npuaaTaocri: 10/2026

Registration certificate / PeecTpanifinoro nocsiguenss No:
NeUA/0235/02/01

Valid till / Ojiicue po: unlimited / neobmexeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 ¥xpaiuu: N 1212 nix 30.05.2019

Size and type of the package / Posmip Ta THN naKysanns:

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

10 xancyn y OGumicrepi; 3 GOuicrepn ¥y opoGui 3
MAPKYEAHHAM YKpalHCLKOQ MOBOH

| Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBsauna, agpeca Ta noMep
Jinensii BApOOHHKA TA KOHTPOJII0 SIKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally
Yillage, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RR/AP/96/F/R

J-p Penai’c aGoparopic Jita, ®TO — II, Ainuunus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Manpnan, oxpyr Meguan Maakaiiripi - 500090, mTar

Tenaurana, Ingig, Jdinensia N 63/RR/AP/96/E/R

9. | Uniformity of Weight for net fill
weight of capsule / OpHopinHicTs
MacH BMICTY Kancyn

Complies / Biamosinae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than 10%
w/w and no capsule deviates by more than
20% w/w. [/ IlpH spaxkyBanHI 20 kancyn
NpUIIyCTHMO He Ginbmie 2 iHAWBiZyaThHHX
Mac 3 BIOXWICHHAM BiJ cepeaHs0l MacH
Gimsme A Ha 10% Ta xomHol kancyn 3
BigxuneHHaM Gimbwe Hix Ha 20%

0,1 M pozunni HCI

10. | Uniformity of dosage units / 4.5 AV<150
OpHopiAHICTE LO30BAHMUX
OIHHHIB

11, | Dissolution in 0.1 M HC1/ 2%, 4%, 4%, 0%, 0%, 7% Not more than 10% of Omeprazole is
Po3unHHICTS ¥ dissolved after 2 hours / He Oineiute 10%

OMENpazolly PpO3UMHACTRCA TIpOTATOM 2
TOIHH

12, | Dissolution

in pH 6.8 phosphate buffer
(calculated as C17H19N2QOa8}/
Po3uunHicTs y 6ydepromy
posuHHi

pH 6,8 (B nepepaxyHKy Ha
Ci7H1sN3058)

Not less than 70% (Q) of the labeled amount
of Omeprazole should dissolve in
30minutes / He wmemme 70% (Q)
HOMIHANEHOT KUIBKOCTI OMENpasely Mae
POITHHUTHCH NPOTATOM 30 XBHAHH

Remarks: The product confirms to above specifications
Ipumirka: [fponykr Bignoeizae emmesasHaueHili cneundikamii

Prepared by / TecTyeag: Docurient Checked by / l'lepempHB
M. Brahmaji / Quality control- Team N.V. Krishna / Quality control- TearR
Membet — Member

4

e and Position /
Iv*s ra Tlocana:
y Assutance- Team

Sign & Date / ITigmuc/Jlara: 06-01-2024

Sign & Date / [MTigmac/Mata: 06-01-2024

Slgn & Datef Hmnncf,[[a'ra 06-01-2024




Dr. Reddy’s "' CERTIFICATE OF QUALITY
CEPTU®IKAT AKOCTI

Page/Crop 4 from/z 5

Product: OMEZ, capsules 20 mg Na30 (10 x 3) in blisters
Mpoayir: OME3® kancyan no 20 mr Ne 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancysna micTurs: Omenpasogy 20 mr

Country of manufacturer: India
Kpatua-supolunk: Inaia

Batch / Cepist Ne: B2304023

Batch Quantity / O6’em napTil: 65087 packs / 65087
YIAKOBKH

Analytical Report / AuaniTnanmnii ariv Ne: 2002FP23003063

Date of Analysis/ IaTa runpoGyeanns: 05-01-2024

Date of Manufacture / ara supoGunursa; 11/2023

Date of Expiry/ Tepmin npagaTrocti: 10/2026

Registration certificate / Pecerpauifinoro nocsigyenus No:
NeUA/0235/02/01

Valid till / Ajitcue no: unlimited / neomexeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Ykpainn: Ne 1212 sin 30.05.2019

Size and type of the package / Posmip Ta Tun NaKypanns:

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

10 xancyn y OGnicrepi; 3 OGnicrepm y kopobnmi 3
MAPKYBAHHAM YKpaTHCLKOK MOBOK)

Name, address and numbers of the licenses of manufacture
and quality control / Halimenygauua, agpeca Ta HoMep
nitensil eMpoGHAKaA TA KOHTPOJID AKDCTI:

Dr, Reddy's Laboratories Ltd., FTO - 11

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

J-p Peaai’c Jabopatopic Jita, @TO — I, Ainbuuun N 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynani, Bauynani
Maungan, okpyr Meguan Mankaiiripi - 500090, wrrar
Tenanrana, Irpist, Jdiuensin Ne 63/RR/AP/96/F/R

13. | Related substances:
Highest individual impurity

Not more than 0.5% / ue 6inpne 0.5%

(calculated as C(7H;sN30s8) /
KinskicHe BHRHAYCHHA
oMenpazony B kancyni (B
nepepaxyHKy Ha C(7HsN30s38)

Total impurities / Jomimku; 0:03%
Haﬁﬁinbmpf iHnMeixyaneHol 0.1% Not more than 2.0% / ue 6insme 2.0%
cyMa HOMIIMOK ’

14. | Assay 20.2 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 20.2 mr/kancyny mg (from 950% to 105.0% of labeled
Omeprazole 101.0% amount)

At the time of stability: from 18.0 mg to
22,0 mg (from 90.0% to 110.0% of labeled

amount) /
Ha momenT Bunycky: Bin 19.0 go 21.0 mMr
(Bin 95.0 % mo 105.0% HomiHanbHOL
KimBKOCTi)

TpotsiroM TepMiHy mpunaTHocTi: Bim 18.0
mo 220 mr (ein 90.0 % mo 110.0 %
HOMHMHAJEHOT KiTLKOCTI)

15. | Microbiological purity /
MikpoGionoriaHa 9HeTOTA:

a) Total aerobic microbial count /
3AraibHA KUbKICTE aepoOHHX
Mikpoopranizmis (TAMC)

b) Total yeasts and mold count /
3aralbHa KiNLKICTh APIKIHKOBUX
Ta muicHsBHX rpubie (TYMC)

c) Escherichia coli

\ﬂ\(‘H OF

TU
nad

i}\fr'

EN
TOKY ME HHN
\ =
fg‘ﬁ@g
51
.lil“.‘-

tny
.

Wil

a) Not more than 1000 CFU/g / ne
Ginswe 1000 KYO/T

b) Not more than 100 CFU/g / ne Ginpie
| ; 100 KYO/r

c) Absent inl %}m Blr

Remarks: The product confirms to above specifications
Npumirka: IpoayxT BimoBigac BHIe3asHaUueHil coennpikauii

{Pusirpy el T

lusﬁndﬂ\f‘“" e Nime and Poesition /
S [ 5 ‘ra l'locana

Prepared by / TectyBag: Dacument Checked by / INepesipusgo o
M. Brahmaji / Quality control- Team N.V. Krishna / Quality control- Teati
Member - Member X

4

Sign & Date / ITigmuc/Mata: 06-01-2024

Sign & Date / [Tinnwc/data: 06-01-2024

STgn & Date/ l'Ii.uﬁuc!JIaTa: 06-01-2024




Dr.Reddy’s "' CERTIFICATE OF QUALITY
CEPTH®IKAT SIKOCTI

PagelCrop 5 from/s 5

Product: OMEZ, capsules 20 mg Ns30 (10 x 3) in blisters
Ipoayxr: OME3® kancyan no 20 mr Ne 30 (10x3) y Gnicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna mictnTh: Omenpaszenay 20 mr

Country of manufacturer: India
Kpaina-pupobuuk: Innia

Batch / Cepis Ne: B2304023

Batch Quantity / O6’em napril: 65087 packs / .65087
VIAKOBKH

Analytical Report / Ananirayuuii zriv Ne: 2002FP23003063

Date of Analysis/ Hata sunpobysanna: 05-01-2024

Date of Manufacture / {laTa snpobumurea: 11/2023

Date of Expiry/ Tepmin npuaatHocti: 10/2026

Registration certificate / Peectpaniiivore nocpizdensna Ne:
NoUA/0235/02/01

Valid till / Oiiicne go: unlimited / neobmexeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Ykpatun: Ne 1212 six 30.05.2019

Size and type of the package / Po3mip Ta TN nakysaHHsa:

'10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 wancyn y Guierepi; 3 Ousicrepu y kopobui 3
MAPKYBAHHAM YRpaTHCLKOK MOBOIO

. Name, address and numbers of the licenses of manufacture
and quality control / HaitMenyranHst, aapeca Ta HOMeD
nminensi Bapo6HsKa TA KOHTPOIW AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

O-p Peani’e Ta6opaTopic JITn, ®TO - I, Ainbuuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. hawynani, Bauynani
Manpan, okpyr Menuan Mankailtripi - 500090, wrat

| Tenaurana, Innin, JTivensia M 63/RR/AP/96/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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.”

Jexnapanis npe ceprrdikaunizo: “Ilum 3acBimuyro, O BHMEBKKIaAeHa iHGQopManis clpaBxkHeA i Touna. s cepis mpoaykty
Gyna BHTOTOBJIEHA, BKIIOYSIONHM YIAKOBKY/MADKYBAHHA Ta NepeBipky sKocTi HA BHIle 3rajanoMy caiiti (ax) y ToBHil
BigmosiznocTi 3 BuMoraMu GMP micnesoro Perynaropuoi oprady i Bignosimmo fmo cmernmdixauili, mo MICTATECA B
peecrpamﬁnomy goche / Toprosifi miueHaii kpa‘fﬂﬂ-mnop'repa abo y nmocee cneuudmcaun NpONYKTY I HOCHiMKYBaHHX
nikapchkux 3aco6in. JIokymenTd no 06po6i, ynakorwj Ta aHanisy Gy neperaqHyTi Ta BCTaRORJEHO BianosianicTs GMP.”

JIJ l‘;l

Remarks: The product confirms to above specifications
HpumiTra: Ipogykr eignoeizae BumesasHadeHil cnemudikamii

Prepared by / Tectypag: Docament Checked by # Tlepesipun@co o
. Brahmaji / Quality control- Team N.V. Krishna / Quality control- Tearng
emberﬁef; Member

%

Hmé and Position /
gt 1t 1a Tocana:
L. A

> Assurance- Téam

Sign & Date / ITignnc//lata: 06-01-2024

Sign & Date / Tlipnuc/Mara: 06-01-2024

Sign & Date / [Tinnuc/aTa: 06-01-2024
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CERTIFICATE OF QUALITY

: r 1.1)
Dr.Reddy’s ‘3‘-’

CEPTHDIKAT SKOCTI

Pﬂk‘iif"rup-t from/z 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
{ Mpoayk ez OME3I® kancyaw no 20 mr Ne 30 (10x3) y 6nicrepax
1.Capsule contains: Omeprazole 20 mg

{ rancyaa micturs: Omenpasosny 20 mr

Country of manufacturer: India
Kpatua-pupoGnuw: Liain

Bateh / Cepin Ne: B2400561

Batch Quantity / 06 em naprii: 65957 packs / 65957.
YNAKORKY

 Analytical Report / Ananirwanmii spit Ne: 2002FP24000509

_| Date of Analysis/ lata sunpoGysanus: 29-02-3024

Date of Manufacture / lata supobunurea: 11/2023

Date of Fxpiry/ Tepmin npunarnoeri: 1072026

Registration certificate / Peeerpauiitnore nocsinucnnn No:
Ml A/0235/02/01

Valid till / Hiticue zo: unlimited / neofmenceno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Vicpaiun: Ne 1212 oia 30.05.2019

Size and type of the package / Posmip Ta Tun RAKYBAHHA:

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

16 wancyn y @Gnicrepi; 3 Gaicrepu
MAPRYBAHHAM YKPATHCBEKOK MOBOK)

Y xopofui 3

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanus, aapeca ta HOMep
Jiuen3it BUPOBINKA T3 KOHTPOTIO RKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - II

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, T'elangana State, India, No 63/RR/AP/96/F/R

A-p Pesuni’c Jlaboparopic Jr, ®TO — I, Aineunus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. badynani, Bawynani
Maupan, oxpyr Mexvan Mankaiiripi - 500090, mrat|

Teranrauna, luais, Jinensia Ne 63/RR/AP/96/F/R

Ne Test / TecT

Results / PesynnraTi

Specification / Cueundikanin

1. | Description / Orug

*2 size hard gelatin capsule shells with
colourless transparent body and pink
coloured transparent cap, having
“OMEZ” imprinting on both body and
cap and filled with white pelléts.

/ Teepai xenatunosi npozopi xancynu
§ posmipom 2, 3 Mapkyeanuam OMEZ, 3
0e30apEEHM KODITYCOM Ta POIKEBHM.

KORI[AYKOM. Oini

TeNneTH,

Buicr  kancyn. —

imprinting on both body and cap and filled

"2 size hard gelatine capsule shells with
colourless transparent body and pink
coloured transparent cap, having “OMEZ”

with white to off white pellels / Tsepni
HENATHHOBI NPO30Pi Kancyny posmipom 2, 3
MapxysaHHaM OMEZ, 3 GesfapsHum
KOPIIYCOM Ta PONEBHMM KOBNMAYykoM. BMict
kancyn — 6ini abo Mafke Bini nemety,

2. | Identification / InenTudikaiis
a) UV spectrophotometry
method / meTon VO-
criekTpodioToMeTRii

b) By Liquid ¢chromatography /

Complies as prescribed / Bignosixae
BUMOTAM

MeTo/. pilHnol xpomaTorpadii

W/ Binnoeinac

- the standard preparation. / Yac yrpumysanys

a} The UV absorption spectra of both
standard and sample preparation shall
exhibit maxima at the same wavelength, /
Yd-cnexrpn BMAPoOOBYBAHOID Ta
CTEHAAPTHOFO  PO3YHMHIE  NOBUHHE  MarTn
MaKCHMYMMU [IPH CAHAKOBLH HOBKHHI XBUNI.
b) The retention time of the mtajor peak of
omeprazole in the chromatogram of the
sample preparation should correspond to the
peak of omeprazole in the chromatogram of

niky, axuii BiANORIgAE OMeENpazoNy, Ha
XpoMaTorpaMi BHIPOGOBYBaHOr0 PO3YUHY

Remarks: The product confirms to above specifications
Tlpnmirka: IpoayxT sinnosinae BuLe3asnayewiil cnemndikaniy

Prepared by / Tectysag:
D). Latha / Quality control- Team Member

o

Document Checked by / Tepenipse:
A.Susmitha / Quality control- Team §

Member
Cg/

“Mae BIAMOBINATA Macy YTpUMAHIA MKy
.OMEenpasony Ha xpomay/ra }ﬁi

Sign & Date / Hianne/ Lara: 29-02-2024

Sign & Date / Tlinnuc/flata: 29-02-2024 |3 g i

oy
b geig toes /‘9 &l (O ity /%,.,




CERTIFICATE OF QUALITY

dh® .
Dr.Reddy’s Q_%‘

CEPTHOIKAT SKOCTI

Prge/Cyop 2 fromss 5

 Product: OMEZ, capsules 20 mg No30 (10 = 3} in blisters
Tpoaywr: OME3” kancymu 1o 20 mr Ne 30 (10x3) y finicrepax
I Capsule contains: Omeprazole 20 mg

I karneynd sicraTe: Omenpasony 20 ymr

Country of manufacturer: India
Kpaina-gupotunk: Inais

Bateh / Cepin Ne: B2400561

VYHAKOBKH

Tﬁmalytica[ Report / Ananituannii 3eir Ne: 2002FP24000509

Date of Analysis/ laTa sunpoGysaunsa: 29-02—2(}24

Date of Manufacture / ara snpo6unnroa: 11/2023

Date of Expiry/ Tepmiu npngarnocri; 10/2026

Registration certificate / Peectpauiiinoro mocsinuesnns No:
NeUA/D235/02/01

Valid till / Tificne ao: anlimited / neabmexeno

Order of MOH: No 1212 dated: 30.05.2019 / Haxas MO3 Yxpainm: Ne 1212 pia 30.05.2019

Size and type of the package / Poamip Ta Tun nakysaaus:

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

10 wancya y Gnicrepi; 3 Guietepu vy KopoGui’ 3
MAPKYBAHHAM YKPATHCHKOIO MOBOIO

Name, address and numbers.of the licenses of manufacture
-and quality control / Halimenysauns, anpeca Ta HOMep
JHUCHIIT BUPOGHRKA TA KOHTPOMO RKOUTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500096, Telangana Siate, India, Ne 63/RR/AP/96/F/R

J=p Peani’c dadoparopic JIty, TO — I, Tinnruus Ne-d2p,
43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, Bauynani
Mangai, owxpyr Meguan Mankaiiripi - 500090, urrat
Tenanraiia, Iupin, Jiuenzin Ne 63/RR/AP/96/F/R

3. | Diameter / [liameTp
6.11 MM —6.18 MM

611 minto6.18 mm/

6.00 mm + 0.30 mm {Between 5.70 mm and |
6.30 mm)/
1.6:00% 0.30 MM (5.70 Mm — 6.30 mm)

4, Léngth /.J_.[oéméuﬁ. .

17.61 mm to 17.69 mm /
17.6] MM — 17,69 MM

17.80 mm + 0.50 mm (Between 17.30 mm |
and 18,30 mm)/
17.80 & 0.50 mm (17.30 Mm — 18,30 MM}

5. | Average weight / Cepenns maca 3274 mg /3274 Mr

333.0 mg & 7.5% {(Between 308.0 mg and
357.9mg)/
333 mr 7.5% (308.0 Mr - 357.9 M)

6. | Average net fill :weight / Cepengin

pressure not exceeding 0.7 kPa
for 4 hours / Brpara B Maci npu
‘Bucyinyeauni (60°C, ik e
suue 0,7 klla nporarom 4 romus) 2

266.4 mg/ 266.4 mr 270 mg + 10.0 % (Between 243,0 mg and
‘MAaca BMICTY KATicynu 207.0 mg)/
L 270 Mr =+ 10% (8in 243.0 Mr 50 297.0 M)
7. | Water/Bona 1.2%w/iw Not mere than 3.0% w/w / He Gimswe 3.0%
8. | Loss Gn'drying at 60 °Cat a 0.8%w/w Not more than 3.0% w/w / He Ginse 3.0%

Remarks: The product confinms to above specifications
Tipusirica: [TpopykT pignosigac srinesazHavenil cnemmikanii

Prepared by / Tectysag:
D. Latha/ Quality control- Team Member

g

Member @/

Document Checked by / ITepesipus; §
A.Susmitha / Quality conirol- Team

# 7a [Tocana;

¥ Oouality 4 Ssurance-

Sign & Date / [liznuc/lata; 29-02-2024

Sign & Date / Minnuc/}lara; 29-02-2024




CERTIFICATE OF QUALITY

_ G
Dr.Reddy’s €&¢

CEPTHOIKAT AKOCTI

Page/Chrop 3 frams 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Tponykr: OME3® kaneysu no 20 mr Ne 30 (10x3) y 6aicrepax
1 Capsule contains: Omeprazole 20 myg :
| ¥ ancyna mieTuTh: Oumenpasody 20 mr

Country of manufacturer: India
Kpaiua-supobuuic: Ingin

Batch / Cepin No: 32400561

Batch Quantity / O6%es napTii: 65957 packs / 659§5w_m_
YIAKOBKH

m:\_;)aiytica! Report / Auanirnuanii apit Ne: 2002FP24000509

Date of Analysis/ datra punpobysanss: 29-02-20724

1 Paie of Manufacture / lava upobunursa: 11/2023

Date of Expiry/ Tepmin npngatocri: 10/2026

| Registration certificate / Peccrpanifinoro noceigycHus Ne:
NeUAA235/02/01

Valid till / Misicwe no: unlimited / neofmekeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Yicpai

m; Ne 1212 nhg 30.05.2019

Size and type of the package / Poamip ta Tan naxysanus:

10 capsules in blister; 3 blisters per carton with labelling.in
Ukrainian /

10 kancyn y Opicrepi; 3 GnicTepw y Kopobui
MAPKYBAHHAM YKpaiHehKOI0 MOB0YO

3

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanus, agpeca 14 Homep
Jinensil srpobruKa Ta KONTPOMIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - Il

Survey No. 42p, 43, 44p, 45p, 46p, 533, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RR/AP/96/F/R

A-p Penni’e HaGoparopic Jira, ®TO — II, Ainbunun Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynaai, bBauynauni
Mappan, owxpyr Meguan Magngkaiiripi - 500090, wraT

Tenauraua, Inain, Jlivensia Ne 63/RR/AP/O6/E/R

9. | Uniformity of Weight for net fill Complies / Binnosigae When 20 capsules are weighed, not more
weight of capsule / Opgopignicts than two of the individual weights deviate
MacH BMICTY Kancyn from the average weight by more than 10%.

w/w and no capsule deviates by more than
20%.wiw, / [ipu seaxysauHi 20 kancyn
npunycTumMo He Ginkuue 2 inausinyansHux
Mac 3 BIIXWNEHHAM BiT cepemHsol macy |
Ginpme HDK Ha 10% Ta KoHOT kancymw 3
BinxuieHHs M Gibiue nix wa 20%

10. | Uniformity of dosage units / 1.7 AV=<15.0
ORHOPIARICTE 1030BANNX
ONVHHLL o » N _ o

11, ¢ Dissclution in 8.1 M HC1/ 1 1%, 1%, 1%, 1%, 1%, 4% Not morc than 10% of Omeprazole is |
Posuunnicrs y disselved after 2 hours / He 6inbwe 1[0% .
0,1 M pozunni HCI OMENPa30NY POIYMHACTHCE  OpOTATOM 2

o _ | oK

12, | Dissolution Not less than 70% (Q) of the labeled amount
in pH 6.8 phosphate buffer of Omeprazole should dissolve in
- (calculated as C7H 1oN;038) / 30 minutes / He wmemme 70% {Q)
PosyunuicTs y Gydepromy HOMIBANbHO! WIILKOCTI  OMeEnpasony wMae
PO3UIHI posurHMTHC ApoTarom 30 XBHANH
pH 6,8 (3 nepepaxyrxy na
C17}159N303S)

i

Remarks: The preduct confirms to above specifications
Hpumiria: Tipoayxt signosinac srinesasHaveniii cneumndixauii

Prepared by / Tectysas:
D. Latha / Quality control- Team Member

-

A.Susmitha / Quality co

Member @’,

Document Checked by / epeniphi:

ntiol- Feam §

Sign & Date / llinnne/Nara: 29-02-2024

Sign & Date / [ianne/Oara: 29-02-2024




CERTIFICATE OF QUALITY

@
Dr.Reddy’s ‘;‘

CEPTUDIKAT SIKOCTI

[ Product: OMEZ, capsules 20 mg Xe30 (10 x 3) in blisters
Npoayir: OME3® kancysn no 20 mr Ne 30 (10x3) y 6aicrepax
1 Capsule contzins: Omeprazole 20 mg

1 kancyaa micTuTe: Omenpazony 20 mr

Vupe/Crop 4 fromss 5
Country of manuofacturer; India T
Kpaina-supobuur: Inais

Baich / Cepis Ne: B240056]

YaKOBKH

Kna[ytical Report / AnaniTHunuii 3sit No: 2002FP24000509

Date of Analysis/ lats suipobysanus: 29-02-2024

Date of Manufacture / Jlata upobumurea: 11/2023

Date of Expiry/ Tepmiu npngarnocri: 10/2026

Registration certificate / Peecrpauiitnoro nocsizuennn Ne:
NeUA/0235/02/01

Valid till / Ajiicre qo: unlimited / HeoBmenmeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Yipainu: Ne 1212 pin 30.05.2019

Size and {ype of the package / Poamip 1a Tun nakyranns:

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

10 wancyn y OGaicrepi; 3 6GuicTepn
MADKYBARHIM YKPATHCHEKOKH MOBOID

¥  kopobui 3

Name, address and numbers. of the licenses of manufacture
and quality control / Haltmenysanust, anpeca ta nomep
ninensil RUPOOHNKA T2 KONTPOJIIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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.

O=p Penni’e Jaboparopic Jirn, ©®TO — 11, Tinenuns Ne 42p,
43, ddp, 45p, 46p, 53, 54, 83, c. Baaynani, Bauynani
Manaan, oxpyr Menuan Mankaifripi - 500090, urrar
Tenanrani, Ingia, Jiueusia Ne 63/RR/AP/I6/F/R

13, | Related substances:
Uighest individual impurity | Not morc than 0.5% / de 6inbme 0.5%
. . s : 0.04%
Total impurities / Jomimxn:
HalibGiniol inaueinyasenol 0.1% Not more-than 2.0% / ue Ginsure 2.0%
CyMa JOMLILOK _ _ L :
14, | Assay 19.5 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 19.5 mr/xancyy mg (from 95.0% to 105.0% of labeled
-Omeprazole 97.4% amount)
(caleulated as C7H 1eNa038)/ At the time. of stability: from 18.0 mg 10
KinukicHe pusnauenns 22.0 mg (from 90.0% to 110.0% of labeled
‘OMENPasoIy B Kancyni (B amount) /
nepepaxyHky Ha C7H19N3058) Ha moment mamycky: eix 19.0 .m0 21:0° mr
(iz 950 % a0 105.0% nominanswof
KinbkocTi)
Ilpotarom TepMiny npHaatHocTi: min 18.0
no 22,0 mr (Bix 90.0 % po 1100 %
o . HOMHHATLHOT KUTbKOCT)
15,1 Microbiological purity /
Mikpobionoritha uncrora; , : )
a) Total acrobic microbial count / 4 § Shar-+Ge %, / Memne uix 10 a) Not more than 1000 CFUl/g / ne |
3alaibHA KINBKicTh depobiux  Ho 1OV e Ginsure 1000 KYO/r
Mikpoopramizmis (TAMC) j _ '
b) Total yeasts and mold count 4{ 8 mere nie 10 b) Not more than 100 CFU/g / nie 6inswe
3AraILHA KiNLKICTR ApinxoBnil: 100 KVO/r
Ta naicuasux rpudis (TYMC) _
) Escherichio coli HiB 1 F ¢} Absentin | g/siagymHis |
L . //?7
e B o Ray K
Remarks: The product confirms to above specifications 3 D
Hpumiria: [IpofykT Binnosinae pumesaznavenii cnenndrikauii SR AR
Prepared by / Tectysag: Document Checked by / Mepesipuu: § g 326 e and Position /
D. Latha / Quality control- Team Member A Susmitha / Quality control- Team &5 SR, sl A 1y locaa;
/ Member % , aigoBwiAnSy JFIualily Assurance-
T st f
J e 2,01 R o '
Sign & Date / Migrmc/lara: 29-02-2024  [Sign & Date / Nignue/dara: 29-02-2024 [Si innuic/Hara; 29-02-2024




CERTIFICATE OF QUALITY

CEPTUDIKAT SIKOCTI

' $e
Dr.Reddy’s ‘;’

_ Page!Crop s from/fs §

Product: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters
HNpogywr: OME3® kancynn no 20 mr Ne-30 {10x3) y Guicrepax
1 Capsule contains: Omeprazole 20 mig
1 kancysa mictirh: Omcnpazoay 20 mr

Country of manufacturer: India
Kpatra-supobapx: Innin

Bateh / Cepin Ne: B240056]

Bateh Quantity / O6°em naprii: 65957 packs / 65957
YHAKUBKH

iiaalyticaf Report / Ananaitnuniit asit Ne: 2002FP2400035009

Date of Analysis/ TaTa Bnnpo6ysanus: 29-02-2¢24

Date of Manufacture / Jata nupoSuunrea: 11/2023

Date of Expiry/ Tepmin npapataocri: 10/2026

Registration certificate / Pecerpauiiinoro nocpiguenusn No:
NeUA/0235/02/01

Valid till / Jiticiie no: unlimited / neofmemeno

Order of MOH: Na E212 dated: 30.05,2019 / Haras MQ3 Ykpainn: Ne 1212 pig 30.05.2019

Size and type of the package / Poamip Ta Tui naxysans:

10 capsules in blister; 3 blisters per carton with. labelling in
Ukrainian /

10 wancyy y Onicrepi; 3 Onictepn y  wopobui 2

| MapryBaHHAM YKpalHCLEKOI0 MOBOH

Name, address and numbers of the licenses of manufaeture
and quality control / Haiimenypauns, aapeca Ta nomep
Jinensit BupoluNKa Ta KOUTPORIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - I
Survey No. 42p, 43, 44p, 45p, 46D, 53, 54 & 83, Bachupaliy |.
Village, Bachupally Mandal, Medchal Malkajgiri District - |
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

H-p Peni’e JTaboparopic Tra, ®TO — 11, Tinewwus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynaui, bauynani
Mannan, oxpyr Meauan Mamcaiiripi - 506090, wrat
Tenanraun, bugin, Jlinensia Ne 63/RR/AP/6/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of praduct has
been manufictured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specification file for Investigational Medicinal Produets. The batch processing, packaging and analysis records

were reviewed and found to be in compliance with GMP.”

Aexnapauin npo ceprudiraniio: “LiumM 3acsimyio, WO BHMEBNKIANCHA indopmanis cnpamns i Touna. Ls cepin [IPOAYKTY
Oyna BHTOTOBACHA, BIJHOMAIOYH YNAKOBKY/MAPKYBAHHST Ta LEPeBIPKY AKOCTE Ha BHIIE 3TafaHoMy caiiti (ax) y noswil
signopigxocti 3 mumoramnm GMP  wmicuenoro Peryastopnoi oprady i pignosiaso mo crenwdiikauif, wo mMicTstca B
peccTpauiftnomy nocke / Toprosiit minewsiy kpalau-iMnoprepa aGo y Accke crermdikarii OPOLNYKTY AAA HOCALDKYBAHHX
HKApCHKHX 3ac00iR, JoXynmenTu 1o o6pobi, ynakoii Ta aHanisy By neperasnyti Ta BCTAHOBNEHO BinnoBinFicTs GMP,”

TipumiTka: [Ipogykr pinosinac BUmesashadeHill cneundixauii

Prepared by / TecTynan:
D. Latha / Quality control- Team Member

L_ gz Member @'

-|Document Checked by / Hepesipus; 8
A.Susmitha / Quality conirol- Team §

e and Position /
o A a ocana:
3 CAssurance-

Sign & Date / [lianuc/ data: 29-02-2024

Sign & Date 7 inmnc/dara: 29-02-2024 81
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AEPKABHA CIIYIKBA 3 TIKAPCBKHX 3ACORBIB TA KOHTPOJIO 3A
HAPKOTHKAMH Y KUIBCHKIN OBJIACTI

npos. Ceitnrunoi Hapii, 3, m.Knis, 02099, Ten/tdaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BACHOBOK
NpPo AKICTH BBE3eHOT0 B YKpaiHy JiKapchKoro 3acoby

21.05.2024 Ne 14876/24/10°

e OME3®
(HalMenyBarmA NikapcekoTo 3306y aTiaHo 3 peecTpauifHuM TOCBIEaSHEAM)
Kaucysid mo 20 mr mo 10 kancya y 6aicrepi; mo 3 OaicTepu y KopoGui
{(popma BHIyCICY, N03YBAHNA, BHJT TAKYBAHHA IMKApCEKOro 3acofy)

Howmep peectpaniitroro nocsizenns UA/0235/02/01 crpox gii peectpanifinoro noceingenma 01.01.2099
Cepix nikaperkoro sacoby Ne B2400561 Kinekicts BBe3eHoro nikapcskoro 3acoGy 72

Bupo6uuxk J-p.Peani’c JlaGoparopic JItx, ®TO — I1, Tunia

(HalMeRyBAHHA BHPOGHIKA JHKAPCEKOrO 2ac00y, KpaiHa NOXOIKEHHS)

Beezeno B Yipainy ToBapucTeo 3 06Meskenolo BinnorinaneHicTIO "p. Peai'c
JlaGopaTtopiz", inenr. koa: 37560808

(raiimenyraima 1a ko 3a CAPIOY topuaruHoi 0cobH 460 TpiseALLe, iM'A, N0 GaTexoBi Biznumo]
ocobu - HiRpHEeMIy, T Micie IposKHBaHHS Ta peecTpaliiinui HoMep o61iKOROT KapTKH MIaTHHKA
nofatkis 260 cepis Ta Homep nacnopra)

IpoTokost Bizyanbioro koutpomo sin 03.04.2024 Ne 0726/2.
TlaGopatepruit ananis AkocTi NikapcEKoro 3acody suiticHermii:

JlaGopatopis 3 KoHTpomO AKOCT Jikapesknx 3aco6is TOB "JIOBPOBY T-IIKITTAR" (M. Kuis,
By Hosropon-Cisepeska, 6y1.3, HeXHTIHOBI HpHMITTEHIS 92)

{(HaAMEHYBAHHA Ta MiCIIe3HAKOWKEHHA TAOOPATOpIl, Wo npopena NabopaTopHHI ananis AkocTi)

Buchosox mopo sxocti mikapeskoro saco6y, ruaanmii naGoparopieto sin 20.05.2024 No 527-24

‘Pesymprat nabopatoproro aHanisy skocti mikapcekoro 3acoby 3a epeBipeHEMHE I0KA3 BRI IR B TAT0 T
BHMOTaM METOJIB KOHTPOIO AKOCTI (AHANITHYHO-HOPMATHRHOT JOKyMEHTALLT). :

3a  pesymbTaTaMu ACPHKABHOTO. -KOHTPONI) -BCTAHOBIEHO, LIO  IKAPCHKI

JOTPHMAHHAM EuMOT 3aKOHOAABCTRA OO 3abesnencHHA IKOCTI Nikapck ;

Wra EPLOMEHKO

fiuionn o nplasny)




AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

upos. Ceitnuanoil Haaii, 3, m.Kuis, 02099, ren/dake: (044) 363-06-50
E-mail: dls ko@dis.gov.ua, Kog €IPIIOY 37078774

BHUCHOBOK |
TIPO SIKICTE BBe3€HOro B YKpainy JMKAPCBKOTO 3ac00y
21.05.2024 Ne 24597/24/1011
OME3®

(Haﬁmeﬂysaﬁﬂx AiKapeekoTo 3aco6y TiHG 3 peccTpairiiimm HOCBITYSHHAM)
kancyiau no 20 mr; no 10 kancyn y Guicrepi; mo 3 Gaicrepu y kopodui
(dopma Bumycky, KOIYBAHHA, BT NAKyBaHHA riKapceroro sacoby)

Howmep peectpaniitioro noceisuenns UA/0235/02/01 erpox nii peecTpanifinore nocsizgenms 01.01.2099
Cepia mixapeskoro 3acoby Ne B2400561 KinbkicTs BRe3eHOro Mikapeskoro sacoby 65868

Bupobrux H-p Peani’c JTaboparopic JTta, ®TO — IT, Tunia

(malivenyRanut BUpOGHUKA TiKApCEKOTO 3acoly, KpaiHa ToXomKeHHN)

Baezero B Yipainy TosapucTro 3 06MexeHo0I0 BignoBiTANLHICTIO "Ap. Peppic
JlaGoparopiz", inenr. kon: 37560808

(nafivenybanns 1a ko 3a €JIPIIOY 0pHANIHO] 0COBH 400 npizeuILe, iM'A, 10 6aTbkoBi dizuuHol
-0¢00M - mianmpueMus, i Micue NpoRHBALHA T2 peccTpaniiHuil HoMep 0BNIKOBOT KAPTKY mIATHHKA
noAaTkis abo cepis T4 HOMep macnopra)

IIporexon pisyantuore kourponio ein 14.05.2024 Ne 1375/1.

3a Pe3yIbTaTaMK  AEPKABHOTO  KOHTPOIKY BCTAHOBIEHO; 10 Nikapcbkui- 3aci®  BReseHo B 'chpa'iny 3

AOTPUMAHHAM BHMOT 3aKOHOIABCTEA IO 3a6esmey eHis AKOCTI KApCLKIX 3acobin,

i

5

o
B.g. né@:‘xjﬁm
- S

% - Osnra EPBOMEHKO

ROHITHMHIY ‘Eﬁ Lauie) (Esisziarn om srpisbinme)
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e Dadidy’. @e@®  CERTIFICATE OF QUALITY
- Dr.Reddy’s Q.' CEPTHQIKAT AKOCTI
l’.l:'.oduct: OMEZ, capsules 20. mg Ne30 (10 % 3} in blisters Country of manufactﬁ.ref:‘-lndé#

NMpoaywr: OME3® kameyan no 20 mr Ne- 30 (10x3) y Onictepax | Kpatna-supobanie: liis
I Capsule contains: Omeprazole 20 mg

Bateh / Ceplst Ne: B2400420 Batch Quantity / O6’em naprii: 65213 packs / 65213
' . _ YUAKOBKH
Ealytical Report / Ananiruanuil 3eir Ne: 2002FP24000506 Date of Analysis/ flava nunpofysanun: 29-022024
Date of Manufacture / Hara supo6uunroa: 01/2024 Date of Expiry/ Tepmin npuaaraocii: 122026
Registration cerfificate / PeceTpauiiinoro nocripyenns Ne: Valid till / [liticue no: unlimited / neoBmesxena
MeUA/0235/02/01 - ;
Order of MOH: No 1212 dated: 30.65.2019 / Hakaz MO?2 Yipalun: Ne 1212 sin 30,05.2019 _
Size and type of the package / Pozstip Ta Tvn naxyeauns: 10 capsules in blister; 3 blisters per carton with labelling in |

Ukrainian /
10 gancyn y Gmicrepi; 3 Gnictepu y kopobui 3
MAPKYBAHHAM YRBATIICE K010 MOBDIO

: Namé, address and numbers of the licenses of manufacture Dr. Reddy's Laboratories Ltd., FTO - 1]
and quality control / Halimenysanus, agpeca Ta HoMep Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaliy
JHUGH3IT BHPOGHIIKA Ta KOWTPON TKOCTi: Village, Bachupally Mandal, Medchal Malkajgiri District -

500090, Telangana State, India, No-63/RR/ADP/96/F/R

A-p Penni’c Jladoparopic Jra, ®TO — 11, Jinsruus Ne 42p,
143, 44p, 45p, 46p, 53, 54, 83, o Bauynani,. Bauynani
Manpan, oxpyr Meauan Mamkadiripi - 500090, urar

Tenauraug, Ingis, Jliuensin Ne 63/RR/AP/96/F/R ]
N : Test / Teer " Results / PesyabraTtu Specification / Cneundirania
i. | Description / Onvic "2 size hard gelatin capsule shells with | *2 size hard gelatine capsule shells with

colourless transparént body and pink | colourless transparent  body and pink
colourcd transparent cap, having | coloured transparent cap, having “OMEZ”
“OMEZ” imprinting on both. body and | imprinting on both body and cap and filled
cap-and filled with white pellets. with white to- off white pellets / Taepni
/7 Trepai XeNaTHHOBI TIIPO30P1 KaliCynu | JKENATHHOBI NPOIOPI Kancynu posmipom 2, 3
posmipom 2, 3 Mapkyeauuam OMEZ, . MapxyrasnaM  OMEZ, 3 &esSapeunm
0e30apBHUM  KOPIYCOM Ta POMEBHM | KOPITYCOM Ta POKEBHM KOBNAYKOM. Bmict
KosmaykoM. Bwmict wancynm —  6ini | wancyn —6ini a6o mailwe G ey,

nehery,

2, I.dentiﬁc.:ation./I,uemmbikéuia a) The UV absorption _sbectra of both

a} UV spectrophotometry standard and sample preparation shall
method / Meron V- Complies as prescribed / Bianosinae exhibit maxima at the same wavelength. /
TReKTpoHoToMeTPiE BUMOTaM Yd-criextpu BHNPOGOBYBAHOTO Ta

CTaHRAPTHOTO PO3UMHIB  NOBMIHI  MaTH
‘MAKCHMYMHU [1IPH O\HAKOBINA TOBKHH] XBHJH.
b) The retention time of the major peak of
omeprazole in the chromatogram of the

" sample preparation should correspond to the.
ShenV Binrosijac peak of omeprazote in the chromatogram of
' the standard preparation. / Yac yrpiMyBanss
niky,. akuii Bignoeinac OMENPE30NY, Ha
XpoMaTorpaMi BINIPeGosyBAHOTD POTHARY
MAE BIANOEIATH HACY YTpHMaHHA 1KY

b) By Liquid chromatography / 7
MeTOL piminiol xpoMarorpadii 4/ :

Remarks: The product confirms to above specifications
' Tpumitka: [ponyxr sinnosigae BHHIE3azHAueHi# cneundicanii

Prepared by / Tectynag: Document Checked by / ITeperipus:
1), Latha/ Quality control- Team Member [A.Susmitha / Quality control- Team

g Member (&“

Sign & Date / TTianuo//lata: 29-03-2004  [Sign & Date / Tlinne/ara: 39-02.2024 Sigl ez B 1 nnvc/ ata: 29-02-2004

B’ re Tlocapa:
ouality Assurance-
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CERTIFICATE OF QUALITY

_. ’ _ ®o
Dr.Reddy’s Q;‘

CEPTHOIKAT SIKOCTI

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Fipoxywr: OME3® xancysas no 20 mr Na 30 (10x3) y 6aicrepax
1 Capsule containg: Omeprazole 20 mg
1 cancyaa micture:. Omenpagoay 20 mr

Country of manufacturer: India
Kpatua-supoShuk: Tngin

Batch / Cepia Ne: B2400420

Batch Quantity / O6°cw napril: 65213 packs 7 65213
y“::ll((“}](ﬂ

Aﬁalyﬁéal Report / AnaniTianmil 3siv Nz 2002FP24000506

Date of Analysis/ Jara Buupobysanns: 29*02.-2024

Dale of Manufacture / Java supoBunnrea: 01/2024

Date of Expiry/ Tepmin nproarnoeri: 12/2026

Registration certificate / Peectpaniiinoro nocriguenss Ne:
NeUA/0235/02/01

Valid til}/ Miiicxe go: anlimited / neofmencero

{ Order of MOH: N 1212 dated; 30.05.2019 / Hakas MO3 ¥rpai

1t No 1212 mig 30.05.2019

Size and type of the package / Posmip Ta Tun MAKYBAIA:

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

10 kancyn y Gnievepi; 3 Guicrepn vy
MAPKYBAHHAM YIPaiiiCLKOI0 MOBOK)

wopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / HalimenyBauust, agpeca Ta nomep
ainensii Bupodunxa Ta KOHTPEI0 SIKOCT:

| 500090, Telangana State, India, Ne 63/RR/AP/O6/F/R

Dr. Reddy's Laboratories Ltd., FTO - i :
Survey No: 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally.
Village, Bachupally Mandal, Medchal Malkajgiri District -

A-p Peani’e Jladoparepic Jra, ®TO ~ 11, Tinbuuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢ Bauynani, Bauynani
Mannan, owxpyr Megunn Maarabiripi - 300090, rrar

Tenaurawa, lnjgin, Jinensig Ne 63/RR/APAG/F/R

3. | Diameter / Hiamerp
‘ 6.10 MM —6.18 MM

G0 mmito 6.18 mm /

6.00 mm £ 0.30 nm (Between 5.70 mm and
6.30 mm)/
6.00 + 0.30 MM (5.70 MM —6,30 mm)

' 4. | Length/ Joswuna

17.56 mm to 17,69 mm /
17.56 MM — 17.69 MM

17.80 mm + 0.50 mm (Between 17.30 mm
and 18,30 mm) /
17.80 £.0.50 mm (17.30 MM — 18.30 mm)

5, Average weight / Cepenns Maca 330.7.mg / 330.7 Mr

333.0 mg £ 7.5% (Between 308.0 mg and
357.9 mg) /
333 mMr+7.5% (308.0 Mr—357.9 mr).

6. Average net fill weight / Cepenna 2675 mg /267.5 mr

Maci BMICTY Kancyau

270 mg = 10.0 % (Between 243.0 mg and |
297.0.mg) /
270 mr = 10% (Bix 243.0 Mr.mo 297.0 mr)

7.1 Water/Bona i .2%w/w

Not more than 3,0% w/w / He 6insme 3.0%

8. | Loss on drying at 60 °C at a 0.6%w/iw
pressure not exceeding 0.7 kPa
for 4 hours / Brpara B maci npy
BHCYWYBaHHi (60°C, THek He

srme 0,7 kITa nporsirom 4 ronm{ ‘

Not more than 3.0% w/w /.He Giﬂhmé 3;0%

Remarks: The product confirms to above specifications
FlpumiTica: [IpolykT Bianosiliae Buiesassavenii cnemdivanii

Prepared by / Tectysas:
D. Latha / Quality control- Team Member

Ap

Momber

Docunient Checked by / Mepenipus: s
A-Susmitha / Quality control- Team §

kY

M o [Tocanas
FOuality Assurance-

Sign & Date / Tiamio/ [ara: 20-03-2024

Sign & Date / Migrme/ Oara: 29-02.2024




.. ‘CERTIFICATE OF QUALITY

CEPTHO®IKAT JAKOCTI

Dr. Reddy’s ‘

PR tupS frum/fs 5

 Product: OM £Z, capsules 20 mg No30 (10 3} in blisters
Hpoaywr: OME3® wancysmno 20 mr Ne 30 (10x3) y Gnicrepax
1-Capsule containst Omeprazole 20 myg
T:xancyna micture: Omenpazony 20-mi0

Country of manufacturer: India
Kpatna-supobnui: Inain

Bateh / Cepin No: B2400420

Batch Quantity / 06 em napTii: 65213 packs /65213 -
VIR OBICH

Analytical Report/ Ananivuynuii seiv Ne: 2002FP24000506

Date of Analysis/ Java prapobysnins: 29-02-2024

Date of Manulacture / flara supofunarea: 01/2024

Date of Expiry/ Tepmin npugartnocTic 12/2026

Registration certificate / Pecerpaaiiinoro noesinuenna Ne:
NeUA/235/02/01

Vahd till / Nisicue po: nnlimited / neoGmexeno

Order of MOH: No [212 dated: 30.05.2019 / Hacas MO3 Yxpainu: Ne 1212 ig 30.05.2019

Size and type of the package / Posmip Ta Tun naxysanun:

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /. .

10 xameysr y Gaicrepi; 3 Gaicrepw vy
MAPKY BAHHIAM YKPaTHCLKO10 MOBOIO

xopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenynanns, aspeca ta nuomep
Mnensii BHpolHMKa T2 KOHTPOHO SKOCTi:

Dr, Reddy's Laboratories Ltd., FTQ - 11

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

A-p Peani’c JIaGoparopic Jita, @TO — I, dinbunun No 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Maunan, owrpyr Menuan Mankaiiripi - 500090, wvyar
Tenanraua, Iupis, Jiveusia Ne 63/RR/AP/O6/F/R

9, | Uniformity of Weight for net fill
weight of capsule / Oanopianicts
| MackH BmicTy Kancya

Complies / Binnosinae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than 10%
wiw and no capsule deviates by more than
20% w/w. / Ilpu seamyeauni 20 xancyn
NPUITYCTHMG He Oinslue 2 IHOHBiZYARBITHX
Mac 3 BIOXHIGHHAM BIl CepemHbOi Macy
finsuie nix Ha 10% Ta wonHOT KAMGynH 3
silxunennsn Glnblue abx Ha 20%

Uniformity of dosage units / 2.0

PO3HEHI
pH 6,8 (s 1epepaxynry Ha
CiiHppN3O38)

10. AVLI15.0

OAHCPIARICTE RO30BAHNX
| omBRus

11, | Dissclution in 0.1 M HCl/ 3%, 1%, 3%, 0%, 0%, 3% Not more than 10% of Omeprazole is
PosunnticTs y dissolved after 2 hours / He 6inpme 10%
0,1 M poaunni HCH OMENpasony PO3UMHACTLCS TPOTATOM 2
. _ LoAHH _ . .

12. | Dissolution Not less than 70% (Q) of the labeled amount
in pH 6.8 phosphate buffer of Omeprazole should dissolve in
(calculated as C7H N3 O:8) / J0minutes / He memwe 70% Q)
Posunnnicte ¥ 6ydepromy HOMiBaTLHOT KinbiocTi oMenpaszony Mac

POIUHHUTHCE RPOTATOM 30 XBHIHH

Remarlks: The product confirms to above specifications
TlpumiTia: [TponykT Binnosinae suwesasnaveniil cneundikauii

Prepared by / Tectysas: )
D. Latha / Quality control- Team Member
Member

&

Document Checked by / Tleperipus:
A.Susmitha / Quality control- Team ¥

Sign & Date/ I"ii;[m{c/ll:,a'ra:. 29-02-2024

[Sign & Date 7 Uinnwe/Oata: 29-02-3094




e CERTIFICATE. OF QUALITY

CEPTUDIKA

Dr.Reddy S ‘

T AKOCTI

g i Top-d feomhi 8.

Product: OMEZ, capsules 20 mg Ne38 (10 x 3) in blisters
| Hpopyses OME3Z® waneynn no 20 mr Ne 30 (10x3) y 6nicrepax
1. Capsule contains: Omeprazole 20 mg

I kancyna micTuTL: Omenpasony 20wy

Country of manufacturer; India
Kpaina-supobuue: Inain

| Bateh / Cepin Ne: B2400420

_"IB.atch Quantity / 06.’€M naprii: 65213 packs / 65213
YNAKOBKH

Analytical Reﬁort./ Awantrimdi soit Ne: 2002EP21000506

Date of Analysisf ﬁ;ﬁ;ggﬁnpoﬁysamm: 29-02-2024

Date of Manufacture / laTa supoGunursa; 01/2024

Date of Expiry/ Tepmiv npuaarnocri: 12/2026

| Registration certificate / Pecerpaniiinore nocsigaenns Ne:
1 NeUA/0235/02/01

valid till / diiicne po: unlimited / neofmenxeno

Order of MOH: e 1212 dated: 30.05.2019 / Haxas MO3 Yxpals

1 N 12152 sig 30.05.2019

| Size and type of the package / Posmip T8 THn nakysanus:

Ukrainian /
A0 waneyn y Onaievepii 3 Onicrepu Yy xopobui
MAPKYBAHHAM YKPATHCL KO MOBOIO

3

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

Nane, address and nambers of the licenses of manufacture
and guality control / Haitmenyrannn, agpeca Ta Homep
Ninensii BUPOGHIIKA T2 KOHTPOO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & 83, Bachupally
Yillage, Bachupally Mandal, Mcdeha} Malkajgiri District -
500099, Telangana State, India, Ne 63/RR/AP/O6/TF/R

A-p Pepsii’e Tadoparopic JIta, @TO — 11, Titennun Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauyuani
Mangan, oxpyr Meguan Mangaitripi - S00090, umvar
Tenaurana, Inaist, Jineusia Ne 63/RR/AP/96/F/R

13, | Related substances:
Highest individual impurity 0.04% Not more than 0.5%./ ae dinkwie 0.5%
Total impurities / Tomiusr: e
HBﬁﬁEﬂLIUf)]' iyaneimyansol 0.1%. Not more than-2.0% / ne Ginpine 2.0%
____I'cyMa zoMilIoK n
14. | Assay 20,0 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 20,0 Mr/kancyny mg {(from 95.0% to 105.0% of labeled
Omeprazole 99.8% amount) .
(calculated as Cy7HheN3038) / At the time of sfability; from 18.0° mg to
Kinekicne BuzHauenHs 22.0 mg (from 90.0% to 110.0% of labeled
OMENPAONy B KAMCYNi {8 amount} /
“mepepaxyHky 1ia C7H N3 058) Ha moment Bunycky: ig. 19.0 xo 21.0 mr
{sin 95.0 % no 105.0% somisamsnol
KIABKOCTL)
Tiporarom tepMivy npuparaocti: sin (8.0
ae 220 wmr (Big 900 % ne 110.0 %
N I HOMHHAIGHOT KIILKOCTI)
15, Mlcroblologwal punty/ o
Mikpob6ionoriusa yncrora:
a) Total aerobic microbial count- a} Not more than 1000 CFU/g / ne
3aranbHa KINbLKICTE aepoBHuX tinswe 1000 KYO/r
mikpoopragiamie (TAMC)
- bY Total yeasts and mold count i % b) Not more than 100 CFU/g ./ vie Ginpine
3aranbad Kinbiiors Aphxmxopui\ s 100 KVO/r
| Ta AnicuaBax rpubis (TYMC)
1 ¢) Bscherichia coli ¢y Absentin i g/ igeyiviplr

Remarks: The product confirms to above specifications
Npumirica: Hpoaykt piAncsigae BRmesasHaueHid cneuudikauil

Prepared by / Tectypag:
D. Latha / Quality control- Team Member

Member

Q-

Document Checked by / ITeperiprin; :
A.Susmitha / Quality control- Team: §

Sign & Date / Nigime/Jara: 20-02-2024

Sign & Date / Tlinnwic/ Rara: 29-02-2024




CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCT1

' V . '..'.
 Dr.Reddy’s €z

l.‘:|g("ff_.f vup S from/s 'S

[Product: OMEZ, capsules 20 mg No30 (10 x 3) in blistors
HApopyst: OME3® kancyau no 20 mr Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg

Country of manufacturer: India

Kpatua-ugpobuni: Ingin

Baich / Cepis No:-B2400420

YNAKOBKH

gAnalyt'icaI Réﬁort / Ananirieannii 38it Ne: 2002FP24600506

Date of Analysis/ {aTa sunpoGysanua;: 29-02-2024

Date of Manufacture / JaTa BHpobnunTea: 01/2024

Date of Expiry/ Tepmin npuaathocti: 12/2026

Registration certificate / Pecerpauiitnoro nocniguacuns No:
| NeUA/235/02/01

Valid till / Jificue go: unlimited / Heobmexkeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Ykpaiuu: No 1212 sig 30.05.2019

Size and type of the package / Poamip a Tan nakysanns;

110 waneyu

1¢ capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

y Omierepi; 3 Onicrepm ¥ kopobui 3
MAPKYBAHHAM YKPaTHCBKOIO MOBOIO

Name, address and numbers of the licenses of manufacture
and quality control / Halimertysauns, agpeca Ta nomep
Jiuensii BHpOBHUKA T8 KOHTPOMO BKOCTI:

“Tenanrana, Ingis, divensist Ne 63/RR/AP/96/F/R

Dr. Reddy's Laboratories Ltd., FTO - I1

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

O-p Peani’c JJabopartopic JIta, DTO - I, Jinnunus Ne 42p,
43, 44p, 45p, 46p, 53, 84, 83, ¢ Bawynani, Gauynani
Maunnan, oxpyr Meauwan Manwadiripi - 500090, wrat

Declaration of certification: “I hereby certify that-the above information is authentic and accurate. This batch of praduct has
been mapufactured, including packaging/iabelling and quality control at the above metitioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Autherisation 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.”

HAexnapadin upo ceprudiranio: “LiyM 2ackiIdylo, W0, BALEEHKN2AEHA indopmanin copamxns i rouna.. La cepis nponykty
Oyna BHIOTOBIGHA, BRIQUAIOYH. YIAKOBKY/MAPKYBAHHS TA MepeBipKy HKOCTI Ha BHWE 3ragaHoMmy caliTi (ax) ¥y NoRRiH
RianoBiAnocti 3 sumoramn GMP  micuesoro Perynsropwoi opramy i mianosizso Ao coeupdikaniil, mwo MicraTecs B
peccTpawiiiiomy moche / Toprosiif niueHsil kpaiHn-imnoprepa a6o y nocse cnemmdixanil nponykTy Ang NOCAIDKYBIHWX
NiKapChKAX 3acobis. JokymenTu mo-o6podui, ynakosui ra aHAM3Y GyJIM NEpersAHyY Tl T2 BCTAHOBASHO Binnosinuicts GMP.”

IpumiTea: [poaykr sinnosigac Buuesaznauenii cneuudixanii

Prepared by / Tecrysas:
D. Latha / Quality control- Team Member

Lhp—

Member

&~

Document Checked by / ITepesipus:
A.Susmitha / Quality control- Team §

e and Position /
gt Ta llocaaa;
Lk }'1_\' Assuraige-

Sign & Date / IMignue/flara; 29-02-2024

Sign & Date / Hiﬂnuc/jlaw‘é:.29;62-2054




=f

. AEPIKABHA CJIIYIKBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
B, HAPKOTHKAMMU YV KHIBCHKIA OBJIACTI

npos. Ceitimanoi Hagii, 3, m.Knis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox € IPIIOV 37078774

. BHUCHOBOK
npo SIKICTH BBE3eHOro B YKpaiHy JiKapchKoro 3acody
- 07.06.2024 Ne 28573/24/1011
OME3®

(Héﬁmeﬂynaﬁéx TiKAPCRKOTo 3ac0BY 3riAHO 3 peccTpaliitamm HOCBiJIqem-IﬂM) .
Kancyau 1o 20 mr; no 10 kancyn y 6uicrepi; no 3 dixicrepn y KopooILi
((bopma BrITYCKY, NO3YBAHHA, BHA TaKYBAHHS TiKAPCHKOTO 3acoby)

Homep peectpariinoro nocsinuenns UA/0235/02/01 crpox aii pecerpatifinoro mocsinenns 01.01,.2099
Cepis nixapeskoro sacofy Ne B2400420 KisipkicTh BBe3¢HOrO Nikapcrkoro sacoby 33912,

Bupobunk. = J-p Penni’c Jlaboparopic JIta, ®TO — II, Ingia

(natiMeHyBaHHA BHPOGHIKA NIKAPCEKOTO 3ac06Y, KpaiHa MOXOIKEHHN)

Breseno s Yrpainy Tosapncrso 3 06Mekenolo BignosinansnicTio "Np. Peagi‘c
JlaGoparopis", ixenr. xox: 37560808 _ N
(HaiiMenyBauug Ta wox 32 €J[PTIOY ropuaraHol 0codn abo upissHue, iM's, 10 GaTekoBi disnunol
ocobu - mianpuemus, T Micue IpoxiBaHHA Ta peecTpaniitnuii romep 06NiKORO] KAPTKY NNaTHKKA

topaTkis abo cepis Ta HoMep macmopTa)

Iporokon Bisyansitore kenrpome six 05.06.2024 N 1622/3.

3a  pe3ymeYaTAMH JIEPKABHOIO KOHTPOINO BCTAHOBIIGHO, IO AiKapchkuit  3acib. BBescno B Vipalny 3
ACTPUMAHHSIM BHMOT 33KOHOJABCTEA OO 3a6e3IeUeHHS TKOGT mKapcEKUK 3acobis.

CPAY

= >
WIAXOYTa. 4
x\s‘“fa WHUG rioff«b

' o e e P .
—-"él— (manvcy (THiniane Ta npizaine)




I[EP}I{ABHA CJIY)KBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCHKII OBJIACTI

nipoe. Ceitnwunoi Hanii, 3, M Kiiie, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CAPIIOY 37078774

BHUCHOBOK
_ PO SKICTH BBE3€HOTO B YKPAIHY JiKapCEKOro 3acoly
24052024 Ne26115/24/1011
OME3®

(HaFMeHyBaHHA TIXapCHKOTo 3ac06y 3riaHo 3 PEECTPAIHUM NOCBITIeHHAAM)
kancynu noe 20 mMr; no 10 kancya y 6aicrepi; mo 3 6uictepn v xopo6ui

{bopma BHOYCKY, 103YBAHNA, BUA. TaKYBaBHS MiKAPCEKOLO 3acoby)
Homep peectpanifinoro nocsiguenns UA/0235/02/01 crpox gii pecerpauiiinoro roceixuenns 01.01.2099

Cepist tixapebkoro.saco6y Ne B2400420 Kinexicrs sBeseHOro nikaposkoro zacoby 19008

Bupotuuk 2 _A-p Penni’c JlaGoparopic JItn, OTO — 11, Tunix

(HaliMeHyBanHT BUPOBHIKA NiKAPCEKOro 3ac06Y, KpaiHa TIOXOEHHS)

Breseno B Vpainy Topapucteo 3 06mexenolo Binnoeizaasnicrio "Jlp. Pemai'¢
JlaGopaTopiz", inent. xon: 37560808

(nattmenyrarns Ta xog 3a CJIPIIOV ropunusoi 0cobH a60 NpizBHIE, IM'4, 10 GaTEKOB
dhisuunoi ccobu - mignpremus, if micne npoxuBanng Ta peecTpauifingii HoMep obniKoBoi
KAPTKH MIATHHKA NOMATKIB abo cepis Ta Homep nacnopTa)

[Iporoxoy Bizyanbuors kourpomo eix 22.05.2024 N 147072,

3a  pesylbTaTaMK  JIepKABHOTO KOHTPOIO BCTAHOBIIEHO; WO NiKapchkuit 3aci6 Beeseo B Yipaimy 3

AOTPHMAHHAM BHMOT 3aK0HOTABCTEA MIOAY 3a0e3NCUCHIT TKOCT NKAPCEKHX 3ac00iB,

//‘é - @Z/ Bixrop CTEGKIBCHK MY

A
”6 {ianucy . {initiany ta npunmuc)

2 0y [0
Hongd ﬁ‘ﬁ* 4

My




- - JAEPKABHA CIIYAKEBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
-  HAPKOTHKAMMU Y KHiBCBKIN OBJACTI

npos, Ceitnrarol Haii, 3, m.Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koy €APTIOV 37078774

BUCHOBOK
TIPO AKICTE BBE3CHOI0 B YKpaiHy JiKApChKOTo 3ac08y
21052024 | Ne 24598/24/1011
OME3®

(HaﬁMeHyBaIIHx AiKapEBKOTO 3acoby 3TAKO 3 peecTpariiuHM nocai;mel—iﬁﬂm)
Kancyan wo 20 Mr; no 10 xancya y Guicrepi; no 3 6ictepn Y KOpooni
(bopma Bunycxy, fo3yBaHHA, BHA TAKYRAHHSA JIKAPCHKOTO zacoby)

Howmep peectpanitinoro nocsipyenns UA/0235/02/01 erpox aii peectpaniitnoro nocsinuensa 01.01.2099
Cepis nikapcexoro saco6y Ne B2400420 Kinsxicts BRe3eHOTO Nikapctkoro 3aco6y 12096

BupoGruk J-p Penni’c Jlaboparopic JItn, ©®TO — IT, Tunis

{HafiMenyBans BUPOGHHKA iKapceEKoro 3acoby, KpaiHa OXo/XkeHH s}

Baesero B Yipainy TonapucTBO 3 06MexkeH0I0 BiANORITA/ILHICTIO "Ap. Penai‘c

JlaGopatopis", inenr. con: 37560808

(zadimerysanns Ta kop 32 €JIPTIOY ropuauysoi ocoby abo npiseue, iM'a, o Garekori dismusoi
0coBH - mixnpuemus, fi Micne nposxHpanya Ta peecTpaniiinmii EOMep 0BIMKOBOI KapTKH MIATHHKA
NoAaTKiB aBo cepis Ta HoMmep nacmopra)

Iporoxon eisyanenoro kenrpomo six 14.05.2024 Ne 1375/2.

3a. pesynbraTaMu  ACpHABHOTO KOHTPOIIO. -BCTAHOBNCHO, INO  JIKAPChKiH 3aci6 BBeseno B VYkpainy 3

AOTPUMAHHSM ruMOr 3aKOHOMABCTBA mozo 3abesnede ys IKoCT TKAPCHKHX 33C00iB.

i, \
ugj% \_ ~ Ounra €PEOMEHKO
{1 i cu.{fua %ﬁg?‘@g%%ﬁ‘pﬁ%w} KON ) ‘Ei'iimuw} (Bsuskiauan vy fpEsiinme)
w7 -

N MU,




' JEPXKABHA CJIV)KBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMU Y KHIBCBKIW OBJIACTI

l'Ip.OB. Ceirmmunoi Hanii, 3, m Kuis, 02099, ten/pakc: (044).363-06-50
- E-mail: dls.ko@dls.gov.ua, Kox CPIIOY 37078774

BUCHOBOK
Npo AKICTH BRE3EHOr0 B YKpainy JIRAPCHKOro 3aco0y

21052024 Ne 14877/24/10

OME3®

(Haﬁme}ryééﬁﬂﬂ NiKApCEKOro 3acofy 3TiAHe 3 peecTpaliiauM HOCBIII[‘%GH.H}IM.). )
Kancynu 1o 20 mr mo 10 kancys y Gaicrepi; mo 3 Gnicrepn y KopoOui

((opma punycky, 103yBaHLs, BN TaKyEaHHA TKapeRKOro 3ac06y)
Howmep peectpaniitroro nocsimserns UA/0235/02/01 crpox aii peectpaniiinoro noceigvenmi 01.01.2099.
Cepia nixaperxoro sacoby Ne B2400420 Kinkxictn BBesenoro nikapeskoro sacoby 72

Bupofuuk = _A-p Pepni’c JTaBoparopic JIta, ®TO — 1T, Tnnis

. (HaliMeHyRAHHS BMPOGHHEKA JiKAPCEKOTO 3acody, KpalHa NOX0TkeHus)

Beeseno B Yxpainy Torapuctro 3 o6mexencw signosinannuicrio "Ip. Peni'c
JlabopaTopis", izenr. koa: 37560808

(HafiMeHyBaHHA Ta KO 32 CJIPTIOV 1opuanunoi ocofu abo OpIzRHIE, iM'A, 10 BaTBKOR] Ppizmanol
ocobu - mianpueMus, 1 Micne nposxusama Ta peecTpaniinni hoMep 06/TikoBoT KapTKH fIaTHHKE
Hoparkie abo cepis Ta Homep macnopra)

Hpotoroa sisyanstore koirpomio six 03.04.2024 N 0726/3.
Jlabopatopruit anamis axocti MKAPCHKOT0 3acoly anificuenuil:

Jaboparopis 3 kouTpOMO AKOCTI HiKapcEKNX 3ac06iE TOR "TOBPOBYT-JHKMJIAB" (M. Kuig,
_Byn. Hosropon-Cisepcrka, 6v1.3, HORHTIOR IIPHMIIICHHS 92)

(nafiMeHyBaHHS Ta MiCLE3HAXODKEHH Jaopatopii, wo nposena naGopaTopHui aBamis AKOCTI)

Brcrosox woso akoeti Mikapeskoro 3acofy, suaanmii naboparopiero in 20.05.2024 No.528-24

Pesymerarty naGoparoproro aHAaTi3y JAKOCTI MKAPCHLKOro 3ac00y 3a TePEBIPEHUMI 110 KA3KIES
BHMOTAM METOZIIB KOHTPOITIO AKOCTI {@HANITHYHO -HOPMATHEHOT JIOKyMEHTAaNRii), PN

34 pesyneraTamu JICPHABHOTO.  KOHTPOMIO-  BCTAHOBIEHO, INO- JiKapch
AOTPUMAHHAM BHMOT 3aKOHOAABCTEA MO0 326e3rIe IS AKOCTL MIKAPCE]

ra CPLOMEHKO

fulwn ta npisnine)
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1. @& CERTIFICATE OF QUALITY
Dr.Reddy’s ‘,0. CEPTU®IKAT AKOCTI

_Bage/C vap 1 fromss 5

Product: CMEZ, capsules 20 mg Ne30 (10 x 3} in blisters
Mpoaykt: OME3® kancynn no 20 mr Ne 30 (10x3) y 6aicrepax.
1 Capsule contains: Omeprazole 20 mg

1 kancyna micTuTh: Omenpazony 20 mr

Country of manufaéﬁirer: india
Kpaina-gnpobnuc: Inain

Bateh / Cepin Ne: B2401086

Batch Qﬁanﬁtf / O6’em naprii: 64973 packs / 64975
YOAKOBKH

Analytical Report/ AnaniTunnii 3siv No; 2002FP24000974

Date of Analysis/ llata sunpofysauns: 20-04-2024

Date of Manufacture / JaTa phpofuunrea: 03/2024

Date of Expiry/ Tepsmisnt npurgmruocti; 02/2027

{ Registration certificate / PecerTpauiiinoro moceinuennn No:
NelUA/0235/02/01

Valid till / Jifieve go: unlimited / neoBmexeno

Order of MOH: N 1212 dated: 30.05.2019 / Haxas MO3 Yipain: Mo 1212 ia 30.05.2019

Size and type of the package / Posmip ra Tun naxysavnn:

10 capsules in blister; 3 biisters per carton with labelling in |
Ukrainian /

10 wancyn y OGnicrepi; 3 Gaicrepn
MADKYBAHHAM YKPATHCHKOK MOB 010

Y wopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / HafimenyBauua, agpeca ta Homep
nieHsiv BupobHKKa Ta KONTPOMIC AKOCTI:

Dr. Reddy's Laboratories Litd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgirt District -
500096, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Peani’e Jaboparopic JIta, ®TO ~ IL, JinbHuus Na-d2p,
43, 44p, 45p, 46p, 53, 54, 83, ¢, Bauynani, Bayynani
Mangan, oxpyr Meauan Mankaiiripi - 500090, wraT
Tenaurasa, lupin, Jinensis Ne 63/RR/AP/96/F/R.

Test / Tecr

Results / PeayasTaTu

Specification / Crieundpixanin

.1 Description / Onuc

1+ coloured

colourless transparent body and pink
transparent  cap, having
“OMEZ" imprinting-on both body and
-cap and filled with white pellets.

/ Teepni xenatuHosi nposopi xancynu
posmipom 2, 3 Mapkyeauuam OMEZ, 3

“2.size hard gelatin capsule shells with

"2 size hard gelatine capsule shells with
-colourless  transparent body and pink.
coloured transparent. cap, having “OMEZ»
imprinting on both body and cap and filled"
~with white to off white pellets / Teepai
IKeNATHHOBI NPO30Pi kancynu poamipom 2, 3
mapkysaHiaM  OMEZ, 3 GesGappiaum

Ge3bapruM: KOPIYCOM Ta POMERHM
KOBMaykoM. BmicT Karicyn 6ini
neneTn.

KOpOycoM Ta pOXEBHMM KOENaukoM. Bmicr
kancya — 6uti abo maiixe 6ini neneru.

2. Identiﬁcationflnemmbikaﬁiﬁ. a) The UV absorption spectra of both

a} UV spectrophotometry standard and sample preparation  shall
-method / MeToa V- Complies as prescribed / Binnoginae exhibit maxima at the same wavelength, /
crnekrpodoroMeTpil BAMOram Y®d-criektpu BUNpoboryBaHaroe T4

CTAHIAPTHOrC PO3YHHIB HOBWHHI  MaTH

MAKCHMYMW NIPH ONHAKOBIH OBKHHI XBUMI.
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. / Yac yrpumysasns
niKy, AKkuii BiNoBinac omenpazony, Ha
XpoMatorpaMi BUNPOGOBYBAHOIO Po34HHY
Mac BiANOBifaTU Yacy y AHHA AiKy

b)" By Liquid chromatography /
METOL piakHHOl XpomaTtorpadii

3

19 1Bianosigae

Remarks: The product confirms to above specifications

I pumirica: lpoaykT eianosisae BHinesazHauenil ciotwixatii i
Prepared by / Tectypag: Document Checked by / Meperipus:
D. 1L.atha / Quality conirol- Team Member [, V.V. Satya Narnyana /' Quality conl

l Q [Teairi Member

Sign & Date / Tlignuc/Tata: 20-04-2024

he and Position /
M Ta INocaga:
¥ Assurance- Team

Wy

iamue/qata: 20-04-2024

Sign & Date / Hinnnc/Jara: 20-04-2024

.
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CERTIFICATE OF QUALITY

Qo
Dr.Reddy’s ‘;’

CEPTHDPIKAT AKOCTI

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Opoaykr: OME3® kancynu no 20 mr Ne 30 (10x3) y 6aicTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna micture: Omenpasony 20 mr

Country of manufacturer: India
KpaiHa-sapobhni: Innin

Batch / Cepia Ne: B2401086

Batch Quanfity / O6’em naprit: 64973 packs /' 64973
YHAROBKH

Analytical Report / Ananitauauii seiT Ne: 2002FP24000974

Date of Analysis/ lata sunpobypauns: 20-04-2024

Date of Manufacture / Tata supobuuurea; 03/2024

Date of Expiry/ Tepmin npraaruocri: 02/2027

Registration certificate / PecceTpaniiitore nocginuenns N
NelUA/0235/02/01

Valid till / Jidiene ao: unlimited / neoBmeneno

Order of MOH: e 1212 dated: 30.05.2019 / Hawcas MO3 Yipainn: Mo 1212 niz 30.05.2019

| Size and type of the package / Poimip Ta Tun nakypauns:

10 capsules in blister; 3 blisters per carten with labelling in
Ukrainian /

10 wancyn y 6aicrepi; 3 duictepn vy
MapKYBIHHAM YKpaTHCh KO MOBO

kopodui 3

Name, address and numbers of the licenses of manufacture
and quality control / Hailimenysauna, agpeca Ta Homep
JuineH1iy BHPOGHHKA Ta KOHTPOIIO AKOCTI!

Dr. Reddy's Laboratories Ltd., FTO -TI

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
5000990, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Peaai’c Jladopatopic d1a, ®TO - 11, Tinbunus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c bauynani, Bauynani
Mauaan, okpyr Meauan Mankadiripi - 500099, wrrav
Tenaurana, lugin, dinensin Ne 63/RR/AP/96/F/R

3. Diametér/,[[iame'rp
6.11 MM --6.17 Mm

6.1l mmto 6.17 mm/

6.00 mm * 0.30 mm (Between 5.70 mm and
6.30 mm) /
6.00 + 0.30 mm (5.70 MM — 6.30"mm)

4, 1 Length / ToexkuHa

[7.62 mm to 17.97 mm /
17.62 MM — 17.97 MM

17.80 mm % 0.50 mm (Between 17,30 mm
and 18.30 mm) /
17.80 + 0.50 mm (17.30 mMm ~ 18.30 mMm)

5 Average weight / Cepeans maca 3299 mg/329.9 mr

333.0 mg £ 7.5% (Between 308.0 mg and
357.9mg)/
1 333 Mr+.7.5% (308.0 mr — 357.9 M)

6. | Average net fill weight/ Cepenna | 269.1 nig/269..l T

Maca BMICTY Kancys i

270 mg = 10.0 % (Between 243.0 mg and
1 297.0mg)/
1270 mr+ 10% (Bin243.0 mr-ao 297.0 Mr)

7. | Water / Bona T 1%wiw

Not more than 3.0% w/w / He Sinswe 3,0%

8. 1 Loss on drying at 60 “C at a 0. 9% w/w
pressure not exceeding 0.7 kPa '
for 4 hours / Brpara B maci npu
gucywysanni (60°C, THck He

prwe 0,7 klla nporsrom 4 romum)

Not more than 3.0% W/w / He Ginbwe 3.0%

%

Remarks: The product confirms to above specifications
Npnmitia: TlpoaykT sianosinae Bre3asHaueHil cneundikanii

EH
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Prepared by / Tectynas;
D. Latha / Quality control- Team Member

g

Tenm Member

Document Checked by / [Tepesipus: §
K.V.V, Satya Narayaa / Quality corg@

G

Sign & Date / Hiannc/llara: 20-04-3074

Sign & Date / [innne/fara: 20-04-2024




$o
r. @lo@ CERTIFICATE OF QUALITY
Dr.Reddy’s QP CEPTUDIKAT SIKOCTI

Puage/Cvop 3 from/z 5

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Mpoaywr: OME3® kaneyam no 20 mr Ne 30 (10x3) y 6aicrepax
1 Capsule contains: Omeprazole 20 mg
! kancyna mictute: Omenpaiony 20 mr

Country of manﬂécturer: India
Kpalua-supobnnk: ingis

Batch / Cepin Ne: B2401086

Iiétch Quantity / O6’em naprii: 64973 packs ).64973

YNAKOBKH

Analytical Report / AnaniTnannii 3sir Ne: 2002FP24000974

Date of Analysis/ Aata punpobysauna: 20-04.2024

Date of Manufacture / [laTa supobuuurea: 03/2024

Date of Expiry/ Tepmin npunataocti: 02/2027

Registration certificate / Pecerpauiiinoro noceiguenns Ne:
| NeUA/0235/02/01

Valid till / iiicne po: unlimited / neoGMemeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 ¥ kpair

e —————.

nt: Ne 1212 sin 30.05.2019

Size and type of the package / Posmip Ta Tin nakysanus:

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

10 xancyn y GaicTepi; 3 Gaicrepn
MAPKYBAHHAM YKPATHCHLKOI MOBON

Y xopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenygaunn, agpeca Ta nomep
Niensil BUpodHNKa Ta KOHTPOAID KKOCTI:

Dr., Reddy's Laboratories Ltd., FTO - {1

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
5000990, Telangana State, India, Nt 63/RR/AP/96/F/R

A-p Pepai’e Jaboparopic JIta, ®TO — 1, inpunus No 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Manaan, okpyr Meauas Manxkaiiripi - 500090, wraT

Tenanrana, lugis, Jlineniia Ne 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill
weight of capsule / QanopinnicTs
1 macy smicTy xancyn

Comptlies / Bianosinae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from-the average weight by more than 10%
w/w and no capsule deviates by more than
20% wiw. / Ilpu 3paxysasni 20 xancyn
npHAycTHMo He Ginbwie 2 iHOMBinyaneHHUX
Mac 3 BIAXUNEAHAM BiR cepennsoi Mach
Ginbine Hik na 10% Ta *kouHoi kancymm 3
BiAXMNEHHAM Bibiue Ak na 20%

in pH 6.8 phosphate buffer
(calculated as Cy7H 1oN30:8) /
| Po3uHHRICTL ¥ Gydiepuomy
_ po3umHi
pH 6,8 (B nepepaxyHky Ha
Ci7HsN30,8)

10. | Uniformity of dosage units / 3.0 AV<15.0
OnHopigHicTs [030BaHIK
ONUHHLb _

1. | Dissolution in 0.1 M HCI/ 2%, 0%, 0%, 5%, 1%, 2% Not more than 10% of Omeprazole is
Pozunsgicts y dissolved after 2 hours / He 6inbwe 10%
0,1 M po3umni HCI 'OMENpazony PpORYHHAETECA NPOTATOM 2

FOJHH
12, | Dissolution Not ess than 70% (Q) of the labeled amount

should  dissolve in
30minutes / He wmenwe 70% (Q)
HOMiHanBHOT KinbkocTi omempasony Mae.
PO3YHHUTHCS OpOTAroM 30 XBHAMK

of  Omeprazole

Remarks: The product confirms to above specifications
ITpumiTica: [MpogyxT rimnosinac BMIe3asHaveni cnenngikanii

Prepared by / TecTysas:
D. Latha / Quality control- Team Member

L

Team Member

Document Checked by / Tlepesipus: §
K.V.V. Satya Narayana / Quality cor

iMne and Position /-
o7 ra {Tocana:
Assurance- Team

Sign & Date / Mianuc/dara; 20-04-2024

"[Sign & Date 7 Thinmic/ lata: 20-04.2024




CERTIFICATE OF QUALITY

Dr.Reddy’s @%¢

CEPTH®DIKAT SIKOCTI

Page!Corap 4 from/a 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Nponykr: OME3® kancynu mo 20 mr Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omcprazole 20 mg

1 reaneyin wienees: Ovenpitony 20 e

Batch / Cepin Ne: B2401086

Country of m.anufacturer: India
Kpaina-supofuuk; lnaia

ﬁétch_Quantity / 06’em naprii: 64973 packs /_64}_-')73-
YIAKOBKH

?nal_vtical Report / AnaaiTaini 3eir No: 2002FP§4000974 .

Date of Analysis/ Jlata BunpoSypanus; 20-04.2024

Date of Manufaciure / Jlata supofunnrea: 03/2024

Date of Expiry/ Tepmin npuxarnocri: 02/2027

Registration certificate / Peecrpauiiitoro nocsiguennn No:
NelUA/0235/02/01

Valid till / Qificue no: unlimited / neoGMmenxeno

Order of MOH: N 1212 dated: 30.05.2019 / Hakay MO3.Ykpaiuu: No 1212 Big 30.05.2019

Size and type of the package / Poamip Ta 140 nakysanus:

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /
10 wkancyn y 6aicrepi;

3 Gnictepn y

| MAPKYBAHHAM YKPATHCHEKOIO MOROID

Kopobui 3

Name, address and numbers of the licenses of manufacture
‘and quality conirol / Haitmenyeauus, agpeca ta somep
NiueH3iT BHPOGHHKA TA KOHTPOMIO AKDCTI:

Dr. Reddy's Laboratories Ltd,, FTO - 11
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

A-p Peani’e JlaGoparopic Jita, ®TO — 11, difbnuig Ne 42p;
43, 44p, 45p, 46p, 533, 54, 83, c. Bauynani, bauynani
Maunnan, owpyr Meauwan Mankaiiripi - 500090, wrar
Tenanrana, lunin, Jdiveusin No-63/RR/AP/OG/F/R

13. | Related substances:
Highest individual impurity Not more than 0.5% / He Giabwe 0.5%
' i S 0.04%
Total impurities / Homiumku:
Haibineiwol iRaMBiLyansHoi 0.1% Not more than 2.0% / He 6inkure 2.0%
|_cYMa JOMilnok .

14. | Assay 20.0 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsule contains 20.0-mr/xancyny mg (from 95.0% to 105.0% of labeled
-Omeprazole 09.8% amount)

(calculated as CH 9N3058) / At the. time of stability: from '18.0 mg to
Kinbxiche Busnavenns 22,0 mg (from 90.0% to 110.0% of labeled
oMenpasoity B xancyni (B amount)/
nepepaxyHky Ha Cil1yN3048) lla momenr ramycky: Bin 190 o 21.0 mr
{sin 950 % po 105.0% HoMiHannHoOT
KinwkocTi)
MpoTtsrom TepMiny tpusatHocTi: Big 18.0
o 22,0 wmr (Bix 90.0 % no 110.0 %
_ HOMHHANLHOT KinbKoCTI)
15. | Microbiological purity /
Mikpo6ionoriuma yucroTa;
a) Total aerobic microbtal count/ #] E/# Wmenize nik 10 a) Not more than 1000 CFU/g / me
3arajlbHa KinbKicTs agpodhux ' Ginsme 1000 KYO/r
mixpooprauismie (TAMC) :
b) Total yeasts and mold count / 10 b) Not more than. {00 CFU/g / e Ginbwe
3Ar&IbHA KiNLKICTh APIKIAKOBHX. 1} 100 KYO/r
Ta AnicHaskx rpubis (TYMC)
c) Escherichia coli ©) Absentin i g/ ai yrHi gl o
e
A L] 2;?; H"S,o‘_ @; o
Remarks: The product confirms to above specifications if 2.5 D

Hpumitia: TIpofyxT sianosinac BumesasHauenii cneundixanii

] H

Prepared by / Tectysae;
D. Latha/ Quality control- Team Member

-

Team Member

Document Checked by / Flepesipus:
K.V.V. Satya Narayana / Quality co
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Sign & Date / [ianwuc/Tara: 20-04-2024

Sign & Date / Tiannc/lata: 20-04-2034
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Sig Mianuc/dara: 20-04-2024




D
r. @le@® CERTIFICATE OF QUALITY
Dr.Reddy’s ‘P CEPTU®IKAT AKOCTI

Pape/orap § from/s s

moduct: OMEZ, capsules 20 mg No30 (10 = 3) in blisters
Tpopyxtr: OME3® kancyan mo 26 mr Ne 30 (10x3) y 6nicrepax
1 Cuapsule contains: Omeprazole 20 mg

I kancyna MicTuth: Omenpazony 20 mr

Country of manufé.é.turer: India
Kpaiua-snpotunk: Inain

Batch / Cepin Ne: B2401086

Batch Quantity / O6’cm naprii: 64973 packs 7 64973
YNAKOBKH

-Elalytical Report / AnaniTuunnii asit Ne: 2002FP24000974

Date of Analysis/ lata BunpoGyrannsa: 20-04-2024

Date of Manufacture / Jara supobuuutea; 03/2024

Date of Expiry/ Tepmiu npunarnocti: 02/2027

Registration certificate / PeecTpauiiinore nmocsixuenng Ne;
NeUA/0235/02/01

Valid till / Rificre no: unlimited / HeoSMexeno

Order-of MOH: Ne 1212 dated: 30.05.2019 / Haicas MO3 Y¥wxpaiuu: Ne 1212 Bin 30.05.2019

Size and type of the package / Po3mip Ta tun naxysaHus:

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

10 wancyn 'y Oaicrepi; 3 Galetepn y  wopobui 3
MIAPKYRBAHHAM YKPATHCBKOI0 MOBOIO

| Name, address and numbers of the licenses of manufacture
and quality control / Halimenyranus, agpeea Ta Homep
THuexsiy BUpoGRIKA TA KOHTPOJTIO AKOCT:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500099, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Peani’c JaGopatopicJita, ®TO — I, Aineanns Ko 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢ Bauynani, Bauynani
Maupan, okpyr Meawan Mankaliripi - 500090, wrrar
Teaaurana, Ingia, Jivensia N 63/RR/AP/96/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate, This batch of product has
been manufactured, including packaging/labelling and quality control at the -above mentioned site(s) in full compliance with .the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing

.country or product specification file for Investigational Medicinal Products.

‘were reviewed and found to be in compliance with GMDP.”

The batch processing, packaging and analysis records

Aexnapauia npo ceprudixauito: “LluM 3acBifuyio, wo BHIEBHKNALEHA inopmaniia cnpapxas i Touna. L cepia NpoxyKTY
€yna BUroToBNneHa, BKAHOHAIOMH YNaKOBKY/MapKyBaHHS Ta MEPEBipKy AKOCTI Ha Buile sraganomMy cafiti (ax) y noaHifi
Bintoeianocri 3 sumoraMu GMP  Micuesoro Perymparopnoi opramy i signoBindo no cneumdixdniii, Wwo MicTEThCH B
peecTpalliitioMy focse / Toprosil miuewnzil KpalHu-iMroptepa a6o y nocbe cneuudikawii npomykty win IOCniJuKyBaHKEX
nikapebkux 3acobis. Jlokymentn no o6pobi, ynakosti Ta ananjzy Oynu nepernaHyTi TA BCTAHOBREHO BiANOBiANicTL GMP.”

Remarks: The product confirms to above specifications
Hpumirka; [Tpoaykr Bianosinae sHinesasHateHii cnenpdixauii

Prepared by / Tecrysar:
D. Latha / Quality control- Team Member

L%L,_

K.V.V. Satya Narayana / Quality. cors
Team Member -

1
#ine and Position /
ol
wEEIvM's 1a Tocana:

Sign & Date / Tliguuc/fata: 20-04-2024

. Sign & Date / [lignuc/Jara: 20-04-2024
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AEPKABHA CJIVIKBA 3 JTIKAPCBKHUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

npos. Ceitinynoi Hapdl, 3, mKute, 02099, rea/taxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
Npo sKkicTh BBE3¢HOT0 B YKpaiHy JikapchKoro 3acody
31.07.2024 Ne 38048/24/10001
OME3®

(HaHMEHyBaHHJI TKApCEKOTO 3acofy 3riNHo 3 peecTpalifinuM NoCki T9eHHAM)
Kamncyau o 20 mr; no 10 xancyn y erpumi abo 6nicrepi; mo 3 ecrpunu a6o 6aicrepu y
Kopobdui
(d)opma BHIYCKY, TO3YBaHHA, B MAaKyBaHHA JiKapchkoro 3acoby)

Homep peecrpauiiinoro noceiguenns UA/0235/02/01 erpox mii peectpawiiinoro mocsigaenns 01.01.2099
Cepis nikaperkoro zaco6y Ne B2401086 Kinpkiers BBeseHoro fikapeskore-sacoby 42420

Bupo6iuk _J-p Penai’c JTa6oparopic JItm, ®TO — 11, Taais

{nafimenyranua BrPoOHNKA MKApPChKOre 3acoby, KpaiHa TOXOMKerH)

Baéjerio B Yipainy ToBapHCcTBO 3 00MEKEHOI0 BIANOBIAANLHICTID "Ip. Penai'c
_JIaGopaTopiz", iaenr. xox: 37560808
(naimenysanns Ta kon 3a €APIIOY woprmuthoi ocobu 260 npissume, iM'a, 0 GaTHKOBI
dizmurol acob - nignpremus, ii Micue IPOXMBANHA T2 peECTpaLiiHI HOMep. 00TIKOBOT
KAPTKH. IIATHUKA N0AaTKiB 260 cepif Ta nomep macnopra)

TIpoTokes BizyankHors xonrpomo eix 26.07.2024 N2 2212/2.

3. pesynsTaTAMM JIEpWABHOIO KOHTPONIO BCTAROBICHO, WO JNixapeskuil sacib smezeno B Yipainy 3

JOTPMMAHHAM BuMOT 3aKOROAABCTBA MO0 3a663NETEHHA AKOCT JIKAPCHKIX 3aC0DiB,

~ Omura €PEOMEHKO

R.o. fig mx%u m :\\

e
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HEPKABHA CJIYXBA 3 TIKAPCBKUX 3ACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMMR Y KHIBCBHKINU OBJACTI

npos. Caimmrasol Hanii, 3, m.Kuiz, 02099, ten/daxc: (044) 363-06-50
E-mail: dls ko{@dls:gov.ua, Kog €APTIQOV 37078774

BHUCHOBOK
PO SIKICTH BBE3EHOro B YKpainy JiKapesKkoro 3aco6y
23.07.2024 Ne 36327/24/1011
OME3®

(HalMEHYBaRH NIKAPCHKOTO 3acaby 3TigHO 3 peecrpauiﬁH.HM HOCBIZICHHAM)
kancyan oo 20 mr; no 10 kancyn y 6aicrepi; mo 3 baicrepu y kopo6ii

(thopma eunyexy, A0syBanns, BHA HaKyBaH:HA NIKApCEKOra 3acoby)
Homep pecerpauiitroro nocsiguerma UA/0235/02/01 crpox mii peecrpaiiitioro mocsigsenms 01.01.2099
‘Cepis nikapcskoro sacoby Ne B2401086 Kinskicte BBe3eHOTO Nikapebkoro sacoby 22464

BHPOGHHK -p Peani’¢ Jlaboparopic Jlta, ®TO — I, Inais

(HafimeryBanHT BUpoGHUKa nixapceKkoro 3acofy, kpaiga NOXOKEHHA}

Bresero B Ykpainy TosapueTro 3 6GMexenoro BigmoBinanLaicTIO "dp. Pexai'c
JlaGopaTopi3", ineur. kox: 37560808

(maiimenysanys Ta kon sa CJIPIIOY wpuantaol ocobu ao npissuie, im'a, no GaTekosi
biznuroil 0cobu - mianpremua, ii Micue OpOxHBAHEA TA peccTpauiiHni noMep o6aixosol
KAPTKH ILTATHHEA HOJATKIE a60 Cepit Ta HoMep macnopra)

Mporokon sisyansiore koitpoino six 22.07.2024 N 2117/1.

3a pesynsraTamu JEPHABHOTO KOHTPONKY BCTAHOBIIEHO, TG Wikapchkuil 3aci® BBeseHO B Vipaity =
AOTPHMAHHAM BHMOT 3aKOHOABCTEA I0/10 3A6C3TETSHHA IKOCT] miKapChKHX 2a¢0DiE.
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AEPKABHA CJIVIKBA 3 IIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npos. Ceitmnanoi Hapuii, 3, m.Kuis, 02099, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koo €JIPTIOY 37078774

BHUCHOBOK
PO sIKICTH BBE3EHOT0 B YKpaiHy JiKapchbKoro 3aco6y
08.07.2024 Ne 256096/24/10
OME3®

{(HalimeryBanax rikapcpkoro 3acofy srinmo 3 peecTpaniitmom TIOCBITIEHHEAM)
kancymu no 20 mr; wo 10 kancyn y 6aicrepi; mo 3 Guicrepu y KopoOIi
{opMa BUIYCKY, 03YBAHKS, BN ITAKYBAHHA mKapeskoro sacoby)

Homep peecrpaniitioro nocsinvenns UA/0235/02/01 crpok nif peectpanitinoro nocsiggenms 01.01.2099
Cepix nikapenkoro sacoby Ne B2401086 KinpkicTs BBesenoro nikapesxoro sacoby 72

Bupofinux J-p Pepai’c JlaGopatopic JIta, ®TO — IT, Ingis

(HabiMeRryBaHH BUDOGHHKA RiKapChKOIO 3aco0y, kpaina NOXOIKEHHS)

Beeseuo 8 Yipainy TosapucTBo 3 06Mexeno1 piamoBinaNLHICTIO "Hp. Peanic
_JlaGoparTopiz", inenr. koa: 37560808 _ _ _
(nafiMeRyBaHHS Ta koA 3a €JPTIOY fopuauIHOT ocobn abo npissume, iM's, mo GaTeKoBi
(izuaol ccobu - nignpuemus, T Micle mpoxHEatH T2 peecTpauiiiEait HoMep 06nixoro]
KApTxH IVTATHAKA NOJATKIE 260 cepix Ta-HoMep Nacnopra)

HpoToxon Bisyamsiore Kowtponrw six 21.05.2024 Ne 1428/1.
JlaGoparopruit ananis axocTi Jikapeekoro 3acoBy 3ilicHenHin:

Jlabopatopis 3 KOHTPOIIO sKOCTI TikapebKix 3ac06is TOR "TOBPOBYT-TIKUJIAB" (v. Kuis,
_Byn. Hosropozn-Cisepcpka, 6yn.3, nexutnosi npumimenus 92)

BrcHoBOK 1110710 AKOCT] s1iKapCchKoro 3acoly, BumaHuil nabopatopie Bif 04.07:20;
Pesynsrarn naboparoproro asanisy sxocri nikapeskoro 3acofy 3a IeperipeHIMy r/f
BUMOTaM METO/IIR KOHTPOIIO. AKOCT (AHANMITHHHO-HOPMATHRHOT Bokymenranii). f

34 pesydBTATAME IIEPKABHOIO  KOHTPOIEO BCTAHOBIICHO, IM0 MiKADCHKHN X4 Ay :;..; 3
JAOTPHMANHAM BHMOT 3aKOHOIABCTRA MO0 3a6e3MeYE LS TKOCT TMKAPCEKUX 300 :
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CERTIFICATE OQF QUALITY
CEPTU®IKAT SIKOCTI

Dr.Reddy’s Q::‘

Product: OMEZ, capsules 20 g N30 (10 x 3) in blisters
IpoayrT: OME3® kancynn no 20 mr N 30 (10x3) y Gmicrepax
1 Capsule contains: Omeprazole 20 mg

1 Kkapeyna micTre: Omenpasony 20 mr

Batch / Cepin No: B2402390

Page/Crop | from/fz §

Country of manufacturer; India
Kpaiua-gupotuni: Innia

Bateh Quantity / O6’em naprii: 64523 packs / 64523
YTIAKOBKH

Date of Analysis/ Tara sunpobysanns: 12-08-2024
Date of Expiry/ Tepmin npugaraocri: 05/2027

Valid til / DificHe ao: unlimited / HeoDMemeHo

Analytical Report / Auanituanuii 3eit Ne: 2002FP24001948
Date of Manufacture / lara BHpoOHBITRA: (06/2024
Registration certificate / Peectpauiiinoro nocaiggenns Ni:
NeUA/B235/02/01

Order of MOH: Mo 1212 dated: 30.05.2019 / Harwas MO3 Yxpaium: Xe 1212 Big 30.05.2019

Size and type of the package / Pasmip va Tun nacysanusn: 10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 xancyn y Guicrepi; 3 Gaicrep  y  wopobui 3
MAPKYRAHHIM VKPATHELK010 MOBOK

Dr. Reddy's Laboratories Ltd., FTO - 1]

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

H-p Pepni’e Jabopatopic Jita, ©TO - I, dinsunus No 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bauynani
Maunan, expyr Meagan Mangaiiripi - 500090, wraT
Tenanraua, Ingisw, Jlineqsis No 63/RR/AP/OG/F/R

Name, address and numbers of the Fcenses of manufacture
and quality contrel / Halimenynaxus, anpeca g HOMep
Aluensii BAPOSHNKA TA KOHTPONIO KOCT:

e Test/ Teer Results / Pesynurarn Specification / Cnenpdiraris |

L. | Description / Onuc "2 size hard gelatin capsule shells with | 2 size hard gelatine capsule shells with
colourless transparent body and pink | colourless  transparent body and pink
coloured transparent cap, having | coloured transparent cap, having “OMEZ>
“OMEZ” imprinting on both body and | imprinting on both body and cap and filled
cap and filled with white pellets, with white to off white pellets / Teepal
/ Teepni wenarruoni npozopi KANCYIH | JXENaTHHOS! TIPO30PI xancynu possipoM 2, 3
po3mipom 2, 3 MapkyBaHuaM OMEZ, 3 MapkyBaniaM  OMEZ, 5 GesGapeHum
GesbapsHum  Kopnycom Ta POXEBHM | KGDITYCOM Ta POKEEMM KOBREUKOM. Bamict
kopravkoMm. Bwmicr wameyn —  Gin kancyn — 0ini ado maibxe 6ini meneru.
neneTy,

2. | Identification / InexTndikauis a} The UV absorption spectra of both

a) UV spectrophotometry
method / MeTon ¥O-
cnexTpodoromeTpil

b) By Liquid chromatography /
MeTo pinHHHOT xpomaTorpadii

Complies as prescribed / Bignosizae
BHMOTaM

Complies as prescribed / Binnosisae
BHMOTaM

standard and sample preparation shall
exhibit maxima at the same wavelength, /
Yd-criekrpu BHIPOBORYEAHOTO Ta
CTAHBAPTHOTO  PO3YHMHIB  [ORMHHI  MaTH
MAKCHMYMI NPH OOHZKOBIH JORKMHI XBHJII,
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. / Yac YTPUMYBAHHA
iKY, AKUH BiANOBinae OMENPaz0NEy, Ha
XpOMATOrpami BAAPOGOBYBAHOTO PO3UIRY
MaE BIAMOBIAATH Yacy YTPUMAHAA [iky
OMENPAa3oNy Ha XPOMAT: ff?qj?

CTaH SUHHY L.~

. Y eMEHO £ T

Remarks: The product confirms to above specifications J%8h nase e

[pumivia: DpoaykT sianosiae BUUIE3A3HAYEHH cneundikani ,é%; HBWEMEEY i '
Prepared by / Tecryeas: Document Checked by / ITepenipus: e i miand Position /
D. Latha / Quality control- Team Member N.V. Krishna / Quality control- Team g‘_ 3 : gﬁx # Ta llocana:

g Member A %@% % ssurance- Team
a2
% b#?f . .?;:6' gy\o

Sign & Date / Tlinmuc/Jata: 13-08-2024 Sign & Date / Hignnc/Mara: 13-08-2074 Sign SFNanmc/Mara: 13-08-2024
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CERTIFICATE OF QUALITY

o o.
Dr.Reddy’s Q;‘

CEPTHRIKAT AKOCTI

Pape/Crop 2 from/z 5

[ Product: OMEZ, capsules 20 mg No30 (10  3) in blisters
Mpopyrer: OME3® kancynw oo 20 sr Ne 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg

| xaneynia micTuTe: Omenpasony 20 mr

Country of manufacturer: India
Kpaina-supoGuie: Tunin

Bateh / Cepin Ne: B2402390

Batch Quantity / O6°cm naprii: 64523 packs / 64523
YNAKOBKH

Analytical Report / Ananitrunaii 3git Ne: 2002FP24001%48

Date of Analysis/ Jara sunpoGypanus: 12-08-2024

Date of Manufacture / ata supo6ruursa: 06/2024

Date of Expiry/ Tepmin npunartuocri: 05/2027

Registration certificate / Peeetpauiitnoro nocsiguenns No-
NeUA/G235/02/01

Valid till / Qtitcne go: unlimited / neoByekeito

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Yxpainn: Ne 1212 six 30.05.2019

Size and type of the packase / Poamip va Tan naxyeauns:

10 capsules in blister; 3 biisters per carton with labelling in
Ukrainian /

10 xancya y Gnicrepi; 3 6aicrepn
MAPKYBAHHAM YKPAITHCHKOI MOBOH)

¥ Kopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haitmenyranms, appeca Ta HOMep
Jrinensit BapofuuKka Ta KOHTPOITIO HKOCTI:

Dr. Reddy's Laboratories Ltd,, FTO - 1I

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

H-p Pepni’c Jadoparopic Jira, OTO — IL, dineHuus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢, bauynani, Bauynani
Mangan, oxpyr Meayan Mangaiiripi - 500090, wrar
Tenanrana, Inpis, JHivensis Ne 63/RR/AP/OG/F/R

6.01 mim to 6.08 mm /
6.01 My —6.08 mm

Dviameter / NiameTp

6.00 mm + 0.30 mm (Between 5.70 mm ana
6.30 mm) /
6.00 =+ 0.30 mm (5.70 MM — 6.30 mar)

4. 1 Lengtii / Jlorxnna
1761 mm— 1786 mm

17.61 mm to 17.86 mm /

17.80 mm + 0.50 mm (Between 17.30 mm
and 18.30 mm) /
17.80 % 0.50 Mm {17.30 MM — 18.30 mm)

5. | Average weight / Cepenns maca 330.5mp /330.5 mr

333.0 mg + 7.5% (Between 308.0 mg and
357.9mg)/
333 mr+7.5% (308.0 mr - 357.9 Mr)

6. | Average net fill weight / Cepenus
Maca BMICTY Kancymin

268.7 mg / 268.7 Mr

270 mg £ 10.0 % (Between 243.0 mg and
297.0mg) /
270 Mr = 10% (8in 243.0 M g0 297.0 M)

7. | Water / Bona 1.2%wiw

Not more than 3.0% w/w / He Bumsizie 3.0%

8. | Loss on drying at 60 °C at a 0.8%w/iw
pressure not exceeding 0.7 kPa
for 4 hours / Brpara B maci pu
BHCYIEYBaHHI (60°C, THCK He

sulte 0,7 xIla nporarom 4 romus)

Not more than 3.0% w/w / He 6inbwe 3.0%

= s
Remarks: The product canfirms to above specifications
Hpumiria: [TpogykT signosinae suesasHaveHis crneuHdixauii

Prepared by / Tecrysas:
D. Latha / Quality control- Team Member

L

Nember

Document Checked by / Iepesipts:
N.V. Krishna / Quality control- Team 3

2

<% and Position /
& a1 ta [locaga:
Possurance- Team

Sign & Date / ITinnue/Tara: 13-08-2004

Sign & Date / Hinnmwe/Mata: 13-082024
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) e@ CERTIFICATE OF QUALITY
Dr.Reddy’s Q.‘ CEPTHGIKAT SKOCTI
[Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters Country of manufacturer: India
Hpoayxr: OME3® kancynu no 20 mr M 30 (10x3} y Gaictepax | Kpaina-eupoGuuk: Tunis

I Capsule contains: Omeprazole 20 mg
1 xancyna micTire: Osmenpasony 20 mr

Page/Crop 3 fromA 5

Batch / Cepin Ne: B2402390 Batch Quantity / 08’em naprii: 64523 packs / 64523
VIHAKOBKH

Analytical Report / Ananituunuii 3git Ne: 2002FP24001948 Date of Anaiysis/ Jata sunpotyeanns; 12-08-2024

Date of Manufacture / Jata supoSanursa: 06/2024 Date of Expiry/ Tepmin npuastaocti: 05/2027

Registration certificate / Pecerpauifinoro noesiguenss No: Valid tilti / Tiiicae flo: unlimited / neofmenceno

NeUA/0235/42/01

Order of MOH: No 1212 dated: 30.05.2019 / Haras MO3 Yxpainu: N 1212 sig 30.05.2019

Size and type of the package / Poamip 1a Tun nakyeanns: 10 capsules in blister; 3 blisters per carton with labelling in

Ukrainian /
10 wkancyn y Guoicrepi; 3 Oaicrepy  y  wopofui 3
MapKYBAHHAM YKPATHCLKOK MOBOI

Name, address and numbers of the licenses of manufacture Dr. Reddy's Laboratories Ltd., FTO - II
and quality control / Hafimenypanas, ajpeca Ta Homep Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Ninensiv BHpoBHuKa T2 KOHTPONK 9KO0CTI: Village, Bachupally Mandal, Medchal Malkajgiri District -

500090, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Penni’e JaGopatopic JItn, ®TO - 11, Ainbusnusn Ne 42p,
43, d4dp, 45p, d6p, 53, 54, 83, ¢ bauynani, Bayynasi
Manpan, okpyr Meguan Mankafiripi - 500090, wraT
Tenanrana, lugis, Tivenzis No 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill Complies / Binnoeigae When 20 capsules are weighed, not more |
weight of capsule / OmHopiguicrs than two of the individual weights deviate
MaACH BMICTY Karicyn from the average weight by more than 10%

w/w and no capsule deviates by more than
20% w/w. [ Tipu seamysapni 20 Kancyn
NPHNYCTAMO He Ginkine 2 JHOHBIAYanbHmx
M3C 3 BIIXHNEHHAM BiA CepeMHEDl MacH
Ginbwre uix Ha 10% Tta onHol Kancynu 3
Blnxunetxam Gilbiue Hik na 20%

10. | Uniformity of dosage units / 4.4 AVZ15.0
OHopirnicTE no30BaNEY
OMHHHIE
L1, | Dissolution in 0.1 M HC / 2%, 0%, 0%, 0%, 0%, 0% Not more than 10% of Omeprazole is
PosumnnicTh v dissolved after 2 hours / He Ginbwe 10%
0,1 M posuuni HCI OMCOPAIONY  PO3YMHACTLCS  TNPOTATOM 2
FOIHH )
12. | Dissolution Naot less than 70% () of the labeled amount -
in pH 6.8 phosphate buffer 97%, 95%, 93%, 92%, 94% 94%, of  Omeprazole should dissolve in ‘
{calculated as C7HsNs058) / 30minutes / He wsenme 70% Q3
Posuunnicts v Gydepronmy HOMIHANBHOT  KiiLxoeTi OMenpasoay mMac
pOsyHHI PO3UUHUTHCA npoTaromM 30 Xeunun

PH 6.8 (B nepepaxyuxy Ha
CiHpN;058)

S ) 7
Pk Pttt .

Remarks: The product confirms o above specifications

Hpamitea: NpoayxT Bignosinae suimesasnavenii crieundixariy
Prepared by / Tecrysas: Document Checked by / Tlepesipus: :
D. Latha / Quality control- Team Member N.V. Krishna / Quality control- Team

% Member d&

* I i :
Sign & Date / Higruc/ Mara: 13-08-2024 Sign & Date / Mimmic/Hara: 13-08-2024 SigﬁWﬁnmlﬂaTa: 13-08-2024




CERTIFICATE QF QUALITY

. o
Dr.Reddy’s ‘j’-’

CEPTHDIKAT AKOCTI

Page/Crop 4 from/s 5

ﬁ;aduct: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
Mpoaywr: OME3® kancyan no 20 mr Ne 30 (10x3) y GaricTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna micTute: Omenpasony 20 mr

Country of manufacturer: India
Kpaina-BrpoGuuk;: Ingis

Batel / Cepist No: B2402390

Batch Quantity / 06 em napril: 64523 packs / 64523
YIAKOBKH

Analytical Report / Ananituanuii 3git Ne; 2002FP24001948

Date of Analysis/ Hata BHiIpoDyBaHin: 12-08-2024

Date of Manufacture / lata supoGunnrsa: 06/2024

Date of Expiry/ Tepmin npusarhocri: 05/2027

Registration certificate / Pecerpauifisore nocsinuenns Ne:
NelUJA/0235/02/01

Valid till / Jiicne po: unlimited / neo6memero

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakaz MO3 Yxpaiuu: Ne 1212 gig 30.05.2019

Size and type of the package / Posmip Ta Tnn NAKYBAHHA:

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

10 wancyn y Gaictepi; 3 Guictepn Y KOpobui 3
MAPKYBAHHAM YEPATHCLKOK MOBOIO

Name, address and numbers of the Heenses of manufacture
and guality control / Hafimenysauns, aapeca T4 HoMep
Ninensit spobunka ta konTpoIo AKOCTI:

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

A-p Penai’e MaGoparopic Jita, DTO — I, Tinnunms Ne 42p,
43, 44p, 45p, d6p, 53, 54, 83, . Bauynani, Bauynaai
Maupan, oxkpyr Meguan Mankaiiripi - 3500090, wrar
Tenaurana, Ingia, Jdiuensin Ne 63/RR/AP/96/F/R

[ 13. T Related substances:

Highest individual impurity
Total impurities / JTomiwru:
Haifineuol inameinyansHol
CyMa AoMiLoK

0.03%

0.1%

Not more than 0.5% / ne Ginse 0.5%

Not more than 2.0% / He Ginbuie 2.0%

14, | Assay

Each capsule containg
Omeprazole

(calculated as Ci7H,oN3058) /
Kinekicte susHaueHns
OMEnPasoTy B Karcysi (B
nepepaxyHky Ha Ci7H;sNs0:5)

20.1 mg/ecapsule /
20.1 mr/eancyny
100.5%

At the time of release: from 9.0 mg 10 21.0
mg {from 95.0% to 105.0% of labeled
arnount)

At the time of stability: from 18.0 mg to
22.0 mg (from 90.0% 10 110.0% of labeled
amount) /

Ha moMent sumycxy: iz 19.0 mo 21.0 mr
{Bix 950 % @0 105.0% woMiHaneHoT
KiTBKOCTI)

IpoTarom rtepminy npupmatHocti: six 18.0
mo 220 wmr (Bin 90.0 % mo 1100 %
HOMWHAALHOL KiRBKOGTI)

15. | Microbiological purity /
MixpoGionoriyna ukcrora:

a) Total aerobic microbial count /
AATANRHA KithKicTh aepofinux
mikpoopranizmis (TAMC)

b) Total yeasts and mold count /
3aranbHa KITbKICTL APIKANKOBHX
Ta MAcEnBHX rpubis (TYMC)

) Escherichia coli

K¥Q/ir

K¥YO/r

Less than 10 CFU/g / menme win 10

Less than 10 CFU/g / Mewwe aix 10

Absentin | g/ Bincytris 1 r

a} Not more than 1000 CFU/g / ne
Ginknre 1000 KYQO/r

b} Not more than 100 CFU/g / He Ginbie
100 KYO/r

c} Absentin ! g/ai?yfnj. Blr
s

Remarks: The product confimms to above specifications
Mpumirka: MpoyxT Rinnosinae sHuezasnagenis ceustdikanii

Prepared by / Tectypag:

Document Checked by / epepipua: ;i
D. Latha / Quality control- Team Member |N.V. Krishna / Quality control- Team &

g Member g{

Sign & Date / Hlinmite/Hara: 13-08-2024

Sign & Date / Tiznnc/fara: 13-08-2024 [Sign ekt

TR ey e




CERTIFICATE OF QUALITY

Dr.Reddy’s @3¢

CEPTHOIKAT SKOCTI

Page/Crop 3 from/3 5

[Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Hpoayrr: OME3® eaneyan no 20 mr Ne 30 (10x3) y Gaicrepax
I Capsule contains: Omeprazole 20 mg

I kancyna mictute: Omenpazony 20 wmr

Country of manufacturer: India
Kpatna-supobuni: Ingis

Batch / Cepin No: B2402390

Batch Quantity / O6’em naprii: 64523 packs / 64523
¥YNAKOBKH

Analytical Report / AnanaiTiynuii 3it Ne: 2002FP24001948

Date of Analysis/ lara sunpodysanus: 12-08-2024

Date of Manufacture / [ara supodnuursa: 06/2024

Date of Expiry/ Tepmin npuparuocri; 05/2027

Registration certificate / Peectpauiitiioro nocsiguenms Ne:
NellA/0235/02/01

Valid till / Jificne po: unlimited / neodmesxceno

Order of MOH: No 1212 dated: 30.05.2019 / Haxkas MO3 Yrpaiuu: Ne 1212 Bin 30.05.2019

Size and type of the package / Posmip ra 1un naxysanus:

19 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 xancyn y Gmierepi; 3 Burictepn
MAPKYBAHHAM YEPATHCBLKO MOBOIO

Y xopobui 3

Name, address and numbers of the licenses of manufacture
and guality control / Hafimenybanns, ajpeca Ta Homep
Seensii BHpoGHIKa Ta KOHTPOIIO sKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - Il

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

A-p Penni’c Hadoparopic JIta, ®TO — I1, dinpauus No 42p,
43, 44p, 45p, d6p, 53, 54, 83, c. Bauynaai, Bawysaui
Manaan, oxkpyr Mepuan Manraiiripi - 500090, wrar
TFenanrana, Inain, JTineasin Ne 63/RR/AP/96/F/R

Declaration of certification: “i hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) i full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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 complianco with GMD,”

Aexnapauin npo ceprudicaniio: “IluM 3acBimuyio, mo BULEBMKNAICHR indhopmatin crpasxas 1 Touna, Ua cepis npomywry

byna sarovornena,
slanosizHocTi 3 Bumoramu GMP  micuesoro Perynaroproy

peccTpaniiinoMy nocke / Toprosidi Jilenzit Kpaiun-iMnoprepa

BRMOUAIONH  YNAKOBKY/MApKYBAHHR Ta 1€

PeBipKY SIKOCTI Ha Ruie rajadomMy caiti (ax) v mosnii
oprady 1 BiANOBiRHO no cneuudixauif, wo MicraTncs B

460 y nmocke cneuudikauii npogykty mwis DOCT JGKYBRHIX

mixaperkux sacodie. JJokymedTH 1o oGpodui, ynakoswi Ta axanisy Sy HeperIAHYTi Ta BCTAHOBIERC BiAnoBinticTs GMP,”

Remarks: The product confirms to above specifications
Mpumiria: Nponykr sinnosigac pumesazpauenii crenHdiay

Prepared by / Tectysag:
D. Latha / Quality contol- Team Member

Y

Member

Document Checked by / [Tepegipus:
N.¥. Krishna / Quality control- Team

£

Sign & Date / ignuc/Hara: 13-08-2024

Sign & Date / Mianue/Tata: 13-08-2024
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HEPKABHA CJIYKBA 3 TIKAPCHKIX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCHKIN OBJIACTI

npoe. Ceitymunol Hapii, 3, m.Kuis, 02099, ren/daxe: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
YIpo AKICTH BBe3eHOro B Ykpainy MiKApCHKOro 3ac00y

29.10.2024 Ne 48610/24/10

OME3®
(naiimenysanmns nixapcskoro 3acofy 3rifHo 3 peceTpaiiiim NOCBIAYCHEM)
Kancysin 1o 20 mr no 10 xancys y 6micrepi; o 3 baicrepn y xopobui
(tpopma runycky, nosysanms, sug 1AKYBARKA NKAPCHKOTO 3ac06y)

Howep peectpaniiitroro nocsingenns UA/0235/02/01 CTpOK il peccrpanifisore mocsiguenns 01.01.2099
Cepist nixapehkoro 3aco6y Ne B2402390 KinbxicTs Bresenoro mikapenkoro sacoby 72

Bupobinxk H-p Pepni’c Jla6oparopic JItn, ®TO — 11, Tumis

{maiimerynanus Bipobitika nikapcrKoro 3acoBy, kpaila MOXOGKEHH)

Baeseno B Vipainy Torapncrso 3 o6Mesxenoio Binnosigansuicrio " Ap. Pepui'c
JlaBoparopis", inewr. xon: 37560808

(Haitmenysanms ta ko 3a CIIPTIOY lopuanyEoi ocotu abo mpisemine, in's, to Garekoni hismvnoi
ocobit - mignpisemus, Ti Micue nposcuBanis Ta peccrpauiiiumii nomep obiikosof KAPTHY OaTHHKA
nosaTkie 860 cepin Ta HomMep nacnopra)

Tporokon sisyanssore xoxrpomo sin 26.09.2024 e 2885/1.

JabopaTopuuit auanis axocri nikapcexoro sacoBy siiitcHennit:

JaGoparopis 3 koHTpoIIO AKOCT nixapeskux 3aco6is TOR "JIOBPOBY T-JIIKIJIAR" (M. Knuis,
Byn. Hosropon-Cisepcrka, 6yi,3, Hexxuion npuMitneHs 92)
(nafivenysarna ta MICIIC3HAX OAIKCHIIN naGoparopii, wo nposena naBopaTopuiii aasis axocti)

Bucniosok ntozo socri nixapebioro sacofy, pupatuit naboparopieio sin 28.10.2024 No 1651-24

Pesynurary na6oparoproro aHani3y sxocTi Tixapeskoro 32c00y 32 ICpeBiperHIMY IIOKAZHIKAMY Bignoginawrs
BHMOraM MCTO/IB KOHTPOIIIQ AKOCT] (ananirnuno-HopMatusHOl HOKyMCHTALIT).

3a pezyapratamu  gepaBHOrO KOHTPOMC  BCTAHOBICHO, WO NiKAPCHKMH 3aci0  BBeseHOo & Ykpainy 3
JOTPHMAaHHAM suMor 3AKOHOAABCTBA UIOA0 3abe3neue s SKoeTi TiRAPCLKHN 32C00s,

¥ kP A TH ", ;.7
(S8 TA KO, 4 7
AN MG *’o'g\ff \ y e
Havansitin Syfei 2 CTE®KIBCBK M
S N e e OS2 i et | S DR Y
(no 18% aédba Hﬁﬂ HTPOMO) ¢ (ininiut Ta npisniie)
P. PEAAI'C

BOPATOPII»




JAEPIKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOEIR TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCLKIN OBJIACTI

npos. Ceitnuanoi Hagii, 3, m.Kuis, 02099, Ten/thake: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €LIPTIOY 37078774

BUCHOBOK
PO SIKICTE BBE3eHOTO B YKpainy JikapcsKoro 3acody
05.12.2024 Ne 64031/24/100
OME3®

{uaitMenyBang ixapcekoro 3ac0 Gy arinne 3 peccTpaniituin NOCBiRMEIINAM)
Kamncyin 110 20 mr mo 10 kaneyn y faicrepi; 1o 3 Gaicrepn Y Kopooui

(thopma munyexy, mosysanns, sun NAKYBaHHS Nikapebkoro 3acoby)
Howmep pecerpauititoro nocsipmenns UA/0235/02/01 CTpoK Aii peccrpaniiinore noceiguenun 01,01.2099
Cepis nixapesioro sacofy Ne B2402390 KinbkicTs Bhescnoro aixapenkoro sacoby 64434

Brpobru Z-p Penni’c Jlaboparopic Jity, ®TO — 11, Ipin

(uniiMenyranns BHpoGHIKa nikaperkoro sacoby, kpaina MOXOIKCHIR)

Bseseno B Yipainy TosapueTso 3 06MexeH0I0 BimrosigansmicTro "p. Pepaic
JlaGoparopis", inenr. xon: 37560808

(Halimertysains ta xog 3a CAPHOY HpHAKYHOT ocofin abo npissmue, is'a, no Garhkon] ({iznunoi
ocoby - mianpueMua, it Micue HpOKHUBAHREA TA peecTpaUilituii HoMep oBnikonot KapTKH INATHItKa
nomatkis afio cepis Ta Homep nacnopra)

Nporoxon sisyasnuoro xoutpomo sin 03.12.2024 e 3832/1.

3a  pesyusTaramu HCPMARHOrO  KOHTPOMIO BCTZHOBNEHO, IO nixapcekuit  3aciS  Breseno Yrpainy 3
,[IOTpHMElHHSIM BHMOTI 32KOHOAABCTRE ILOAQ 340E3MeYEHHE AKOCTI Jlixapcexux 3acofis,

s
i1 Omera €PLOMEHIKO

ae ?g@or KOHTPONIO) (nianuc) {ininiwm T2 npisanwe)
NE %
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CERTIFICATE OF QUALITY

' Dr. Reddy’s Qf‘:‘

CEPTHOIKAT SIKOCTI

Page/Cron | from/s 5

I Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Npoaykr: OME3® kancynu o 20 mr Ne 30 (10x3) v Gnicrepay
I Capsule contains: Omeprazole 20 mg

1 kancyaa micTnTe: Onrenpazony 20 mr

Country of manufacturer; India
Kpaina-siipofinnk: Ligia

s Bateh / Cepin Ne: B2402668

Batch Quantity / O6’cwm naprii: 63257 packs /63257
YNAKOBKIH

Analytical Report / Auanirnunuii 38iT Nov 2002FP24002209

Date of Analysis/ Tata sunpodysanss: 12-09-2024

Date of Manufacture / Jlata rupobumursa: 0672024

Date of Expiry/ Tepsin npuaaraocri: 05/2027

Registration certificate / Pecerpauiiinoro noceigaenns Ne:
NeUA/235/02/01

Yalid ¢ill / dijficue zo: unlimited / HeoGmeKreHo

Order of MOH: Ny 1212 dated: 30.05.2019 / Haray MO3 Yxpainn: Ne 1212 sin 30.05.2019

Size and type of the package / Po3mip ta Tnn makyeanns:

10 capsules in blister; 3 blisters per carton with fabeling in
Ukrainian /

10 kanmeyn y Gnierepi; 3 Snictepn  y
MADKYBAHHAM YKpailHCLKO0K MOBOI)

Kopodui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haitmenyranus, ajapeca T HOMep
Nineusil supofiHinka Ta KOHTPONO TKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
5000906, Telangana State, India, Ne 63/RR/AP/O6/F/R

H-p Peani’e Jadoparopic Jita, ®TO — I, Hinnuuua No 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynaui, Bauynani
Maungan, okpyr Mepuan Mankaficipi ~ 500090, wrar

Tenauraua, Innin, Jlineusin No 63/RR/AP/96/F/R

No Fest / TeeT

Results / PesyanraTn

Specification / Crneundixania

I | Deseriprion 7/ Onwe

coloured

noeJeTu,

"7 size hard peiatin rapsile shelle wirh
colourless transparent body and pink
transparent
“OMEZ" imprinting on both body and
cap and filled with white pellets.

/ Teepai wenaTHHoR NPO3OP] KamACyIIH
PO3MIPOM 2, 3 Mapkyeaknsm OMEZ, 3 MAapKyBaHHAM
OeabapsuuM  koprycom Ta POKEBHM
koBmaukom. Bmict karncyn — Gini

? size hard gelatine rapsile shells with |
colourless transparent bedy and pink
cap, having | coloured transparent cap, having “OMEZ”

imprinting on both body and cap and tilied
with white to off white pellets / Teepni
RENATHHOBI NPO3IOPI KATICYNH Po3Mipom 2, 3
OMEZ, 3  0Oc3bapBHuM
KOPTIyGOM Ta DOMEBHM KOBMaykom. Bmict
Kancyn — 6ini abo maibxe G6ini renety.

2. ! Identification / Ineutudixawis
a) Uy spectrophotometry
method / meTog V-

CRERTPOPOTOMETDIT BHMOTAM

b) By Liquid chrematography /
METOA pinsisol xpomatorpadii

BHMOTAaMm

Complies as prescribed / Binnosinae

Complies as prescribed / Bignosinae

a) The UV absorption spectra of both

standard and sample preparation shall
exhibit maxima at the same wavelength. /
Yd-cnekrpu BHIIPODOBYBAHOTO Ta
CTARIAPTHOIG  POIYWHIB  TIOBMHHI  MaTh
MAKCHMYMH [IPH OJHAKOBIHA JOBXKUHI XBHA.
b} The retention time of the major peak of
emeprazole in the chromatogram of the
sample preparation should correspond to the
peak of omeprazole in the chromatogram of

niky, skui Bianosinae omenpazony, na
XpOMATOTpaMi BUIIPOGOBYBAHDIC PO3UKKY
M&€ BIANOBIOATH vacy YTPUMAHHS miky
OMenpasosy Ha xpoma'?f‘pa.\a;

the standard preparation. / Uac YTPHUMYBAHHs |

|>Remarks: ‘The product confirms to above specifications
pnmitiea: Mpoaykr sinnosinae pumesasnavenii cneundisaniv

Prepared by / Tecrysas:
T. Durga Raju/ Quality control- Team

Member
(’Tb/l_/’

vlember

Document Checked by / Mepesips:
D. Latha / Quality control- Team

2

b and Position /
a1 Ta [Mocana:
o ssurance- Team

mwﬁ

Sign & Date / Hiaruc/Tata: 13-09-2024

Sign & Date / I'liznnc/fata: 13-09-2024

nc/)i[ara: 13=09.2024
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CERTIFICATE OF QUALITY

] Qe
" Dr.Reddy’s Q;“

CEPTU®IKAT SIKOCTI

Page/Crop 2 from/iz 5

Product: OMEZ, capsules 20 mg No30 (10 x 3) in blisters
[poayeT: OMEI® kaneyns no 20 mr N 30 (10x3) y 6aictepax
I Capsule contains: Omeprazole 20 mg

! xaneyna mictute: Omenpazony 20 mr

Country of manufacturer: India
Kpaiua-sipodunk: Ingia

Batch / Cepia Ne: B2402668

Batch Quantity / 06°em naprii: 63257 packs / 63257
YUAKOBRH

Analytical Report / AvaniTnunuii sgit Ne: 2002FP24002200

Date of Analysis/ Jata sunpodysanua: 12-09-2024

Date of Manufacture / Iara snpoBuunrea: 06/2024

Date of Expiry/ Tepmin npugaTrocti: 05/2027

Registration certificate / PeeeTpauniiisore noceinyenns Ne:
NebJA/0235/02/01

Valid till / TificHe no: unlimited / Heobmeskeno

Order of MOH: Aa 1212 dated: 30.05.2019 / Haka: MO3 Yxpai

19; Ne 1212 sig 30.05.2019

Size and type of the package / Poantip Ta Tho nakysanus:

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

10 xanmcyn y oOnicrepi; 3 Gaicrepn  y
MAPKYBAHHAM YEPaTHCL K010 MOBOI)

Kopofiui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenysanus, aapeca Ta HOMep
Jtinensit Bupobuuka Ta KOHTPOI0 9KOCT;

Dr. Reddy's Laboratories Ltd., FTO - {1

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

A-p Peani’e laGoparopic Jita, ®TO — 11, Ninvnunug Ne 42p,
43, 44p, 45p, 46p, 53, 34, 83, ¢ Bauynani, Bauynanj
Mannan, oxpyr Meguan Mankaiiripi - 500090, wrar
Tenanrana, Inuais, Jiuenzin Nv 63/RR/AP/96/F/R

3. | Diameter ! Tiamerp
6.03 MM — 6.09 Mm

6.03 mm to 6.09 mm /

6.00 mm % 0.30 mm (Between 5.70 mm am
6.30 mm)/
6.00 % 0.30 am (5.70 mat — 6.30 )

4. | Length / Tomxuna

17.62 mmte 17.81 mm /
17.62 mm—17.81 Mm

17.80 mm + 9.50 mm (Between 17.30 mm
and 18.30 mm)/
17.80 % 0.50 npema (17.30 sam — 18.3¢ MM}

5. | Average weight / Cepenns maca 3329 mg /3329 Mr

333.0 mg &+ 7.5% (Between 308.0 mg and
357.9 mg)/
333 Mr 7.5% {308.0 Mr— 357.9 MT)

6. | Average net fill weight / Cepenns
MACA BMICTY Kancynu

270.8 mg /270.8 mr

270 mg + 10.0 % (Between 243.0 mg and
297.0mg)/
270 mr  10% (8in 243.0 mr 10 297.0 mr)

7. | Water/ Bona 1. 4% w/w

Not more than 3.0% w/w / He Ginsire 3.0%

8. | Losson drying at 60 °C at a 0.6%w/iw
pressure not exceeding 0.7 kPa
for 4 hours / Brpara 8 magi npu
Bucytysanui (60°C, THCK He
stie 0,7 klfa nporarom 4 ropuw)

L }

Not more than 3.0% w/w / He Ginbrue 3.0%

[‘Remarks: The product confirms to above specifications
T pamitka: TpoaykT siznosinae sumesaznaveniit cneungikaniy

Prepared by / Tectysap:
T. Durga Raju / Quality control- Team

Member
Y

Member

Document Checked by / Iepenipus:
D. Latha / Quality control- Tean;

e

wm(J

Sign & Date / Hipnuce/Hata: 13-08-2024

Sign & Date / Minrruc/Mara: 12-09-2024 [Sig ot

anuc/darta: 13-09-2024




CERTIFICATE OF QUALITY

' Dr. Reddy’s ‘f’:‘

CEPTHUDIKAT AKOCTI

Page/Crop 3 from/z 8

Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters
Mpoxyxr: OME3™ kancyns 1o 20 mr Ne 30 (10x3) y Baicrepax
I Capsule contains: Omeprazole 20 mg

1 kaneyina micrury: Onenpasony 20 mr

Country of manufacturesr: India
Kpatna-supobuuk: Ingin

Batch / Cepin Mu: B2402668

Batch Quantity / O6"em naprii: 63257 packs / 63257
VIAKOBKH

Analytical Report / AnaniTnunuii 3eir Ne: 2002FP24002200

Date of Analysis/ lata sunpoGysauns: 12-09-2024

Date of Manufacture / IaTa upotunrea: 06,2024

Date of Expiry/ Tepmin npuaatuocri: 05/2027

Registration certificate / Peeerpanifinoro nocsiguensst Nes
NellA/0235/02/01

Valid till / djiicwe go: unlimited / neodmenceno

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakas MO3 Yicpait

i No 1212 Big 30.05.2019

Size and type of the package / Polsmip Ta Thu nakysanua:

10 capsules in blister; 3 blisters per carton with fabelling in
Ukrainian /

10 wameyr y Gaicrepi; 3 Gmicrepn
MAPKYBAHHAM YKDATHCEKGH MOGBOI0

y ®opodni 3

Name, address and numbers of the licenses of manufacture
and quality control / Hafimenypanus, anpeea ta HOMep
Ainensil BHPOBHIKE Ta KOHTPONIO TKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

I-p Penni’e MaGopatopic JJtn, ®TO — 11, Hinenuns N 42p,
43, 44p, 45p, 46p, 33, 54, 83, ¢. Bauyvmaai, Bauynani
Mannan, oxpyr Meguan Mankairipi - 300090, wrrart
Tenanrawa, {ugis, Jdinenzis Ne 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill Complies / Binnosinac When 20 capsules are weighed, not more
weight of capsule / OaxopianicTs than two of the individual weights deviate
M&CH BMICTY Kancyn from the average weight by mare than 10%

w/w and no capsule deviates by mare than
20% wiw. / Tlpu ssawyeamsi 20 Kancyn
ApUIYCTHMO He Olnbilie 2 IHAMBiRyarsHIX
MAC 3 BIIXWIEHHAM Bill CEpemHLOT MacH
Oiibine Hix Ha 10% 1a xomiof Kaocynd 3
BIOXHAEHHAM 6inbine Hix Ha 20%

10. | Uniformity of dosage units / 3.7 AVZI50
OIHOPIAHICTE 1030BANKX
OANHHLL

[l | Dissolution in 0.1 M HC[/ 0%, 2%, 1%, 1%, 0%, 0% Not more than 10% of Omeprazole is
Posunnsicts y dissolved after 2 hours / He Ginewme 10%
0.1 M posyuni HCI OMENPA30MY POZYMHAETLES RPOTATOM 2

FOIMH i

12, | Dissolution Not less than 70% (Q) of the labeled amount |
in pH 6.8 phosphate huffer D6%, 94%, 97%, 96%, 96%, 26% of  Omeprazole  shoold  dissolve  in
{calculated as C)7H sN3058) / 30minutes / He wenwe 70% (Q)
Posunnsicrs y 6ydepromy HOMIHanbHOT  KinbkocTi omenpazony mae
po3yiHi pPo3dHHUTHCA ApoTsToMm 30 xBuAuY
pH 6,8 (8 nepepaxyuxy na
Ci7HpN:058)

NhpETHg

Remarks: The product confirms to above specifications
Npimitka: [IpoaykT simnosinae pvmesasuauenis crietndy xauii

* EHD
.4.?' i _,‘4

Prepared by / Tecrysan:
T. Durga Raju / Quality control- Team

Member
T oh—

Meimber

Document Checked by / IMepesipns:
D. Latha / Quatity control- Team

>

F e and Position /
o st Ta [Tocana:

Assurance- Team

Sign & Date / Minnuc/Mara: 13-09-2024

Stgn & Date / Tlignuc/Tara: 13-09-2024




CERTIFICATE OF QUALITY

5 Qe
 Dr.Reddy’s ‘}‘

CEPTH®IKAT SIKOCTI

Page/Crop 4 fromis §

Product: OMEZ, capsules 20 mg Ne30 (10 = 3) in blisters
Hpoaykr: OME3® wancynmas no 20 mr Ne 30 (10x3) y Baicrepax
1 Capsule contains: Omeprazole 20 mg

1 waneyna mictirb: Omenpazony 20 mr

Country of manufacturer: India
Kpatna-supotunk: Tanin

Batch / Cepig Ne: B2402668

Batch Quantity / O87esmt naprii: 63257 packs / 63257 '
YHAAKOBKNH

Analytical Report / Auanitnunni seir Ne: 2002FP24002209

Date of Analysis/ Jata sunpodyranus: 12-09-2024

Date of Manufacture / lata upofunursa: 06/2024

Date of Expiry/ Tepmin npuaatuoeti: 05/2027

Registration certificate / PeecTpaniiiHoro nocsiguenns Ne:
NeUA/235/02/01

Valid till / Jificre pno: unlimited / neoGmemeno

Order of MOH: Nt 1212 dated: 30.05.2019 / Hakas MO3 Yxpatau: Ne 1212 sia 30.05.2019

Size and type of the package / Poamip Ta Tun NIKYBAHIA!

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

10 waomeya y Gnicrepi; 3 Gnicrepu y
MAPKYBAHHAM YKPAaTHCHEKGI0 MOBOOD

Kopodui 3

Name, address and numbers of the licenses of manufacture
and quality control / Hailtmenypannsi, aapeca ra HOMep
Jitensii BIpoGHHKA Ta KOHTPONIO AKoETI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

A-p Peaai’c MaGoparopic Jra, ®TO — 11, TinvHuus N 42p,
43, 4dp, 45p, 46p, 53, 54, 83, c. bauynani, Bauynani
Manaan, oxpyr Meguan Mankaiiripi - 500090, wurrat
Tenanrana, Tntisn, Jinensis Ne 63/RR/AP/Y6/F/R

19.8 mr/kancyny
99.0%

Each capsule contains
Omeprazole

(calculated as CizH:oN;048) /
Kinrkicke BH3HAYeHRS
OMEHNPa3oNy B kancysni (B
nepepaxynxy Ha C7H oN;(0:S)

13. | Related substances:
Highest individual impurity 0.05% Not more than 0.5% / ne isewe 0.5%
Total impurities / Homiunicu: e
]iﬂﬁﬁiﬁblﬂ‘of inauBinyansuol 0.1% Not niore than 2.0% / ue Ginbine 2.0%
cyMa DOMioK
14, | Assay 19.8 mg/capsule / At the time of release: from 19.0 mg to 21.0 |

mg (from 95.0% to 105.0% of labeled
amount)
At the time of stability: from 8.0 mg to

amount} /

(gin 950 % mo 105.0% womiransuol
KiTbKOCTI)

[ipotarom Ttepmidy npuaaTthocti: sin 18.0
zo 22.0 mr (ein 900 % go 1100 %%
HOMHHANBHET KINLKOCTI)

15. ) Microbiological purity /
Minpo0Ioinor iMia vrv v,

a) Total zerobic microbial count /
3aranhHa KibKICTb 4¢pOBHNX
mikpoopranismis (TAMC)

b) Total yeasts and mold count /
3AranbHa KMLKICTE EPIKIDKOBHX
Ta nricuasHx rpubis (TYMC)

¢) Escherichia coli

KYO/ir

KYO/r

Less than 10 CFU/e / Memure Hix 10

Less than 10 CFU/g / menwe Hix 10

Absentin I g/ Bincytsin [ r

ay Not more than 1000 CFU/g / me
timewe 1000 KYO/T

b} Not more than 100 CFU/g / ne Ginume
100 KYO/r

22.0 mg (from 90.0% to 110.0% of labeled

Ha moment Bunycky: Bin 19.0 no 21.0 mr |

c) Absentin I g/B]l,!lC}”I‘H‘;-B Ir

Remarks: The product confirms to above specifications
Dpumitiea: Npoaykr sixnosinse sunesasaay ewiit crienrgrkaiy

Prepared by / Tectysas:
T. Durga Raju / Quality control- Team

Document Checked by / Mepesipus:
[3. Latha / Quality control- Team

Member Member Assurance- Team
- "' i)
En & Date / Ilinnue/llara: 13-09-2024  [Sign & Date / Minmic/Hara: 13-09-2024 [Sign e A 1/ Natee 13-09-2024




CERTIFICATE OF QUALITY

| Dr;Reddy’s ‘f":"

CEPTHRIKAT SIKOCTI

Page/Crep 5 from/z §

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Hpoayrt: OME3Z™ kancynu 1o 20 mr Ne 30 (10x3) ¥ Gaicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna mieTnte: Osmenpasony 20 svr

Country of manufacturer: India
Kpatna-supobiik: Inain

Batch / Cepia Ne: B2402668

Batch Quantity / OG'enr nnapril: 63257 packs / 63257
YIAKOBKH

Analytical Report / AnaniTnynuii sir Ne: 2002FP24002209

Date of Analysis/ Tara gunpofysanun: 12-09-2024

Date of Manafacture / Tata Bupodunursa: 06/2024

Date of Expiry/ Tepmin npugarwocri: 05/2027

Registration certificate / Peecrpauiiinoro nocsiauenus No:
NeUA/G235/02/01

Valid till / Nificne po: unlimited / ncoBmeskeno

Order of MOH: Ne 1212 dated: 30.05.2619 / Hakas MO3 Ywpainn: Ne {212 sin 30.05,2019

Size and type of the package / Posmip Ta Tun NAKYBAHH:

[G capsules in biister; 3 blisters per carton with labelling in
Ukrainian /

16 wancyn y 6aicrepi; 3 Gaicrepu ¥
MAPKYBAHHAM YKPATHCEKOM MOBOO

®opobuwi 3

Name, address and numbers of the licenses of manufacture
and quality control / Hafimenypanns, aapeca Ta HOMep
Miuensil BHPOTHYKE TA KOHTPOI0 SKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - Il

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/O6/F/R

HA-p Peaai’c TaGopaTtopic Jita, BTO - I, diseauus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Baaynani, Bauynani
Manaan, oxpyr Meauan Maanwaiiripi - 500090, wrar
Tenanrana, (uain, Jineusis Ne 63/RR/AP/96/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate.

This batch of product has

been manufactured, including packaging/labetling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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.”

Heknapauin npo ceprudirauito: “UnM 3acBinyyio, IO BUIEBHKAANCH indopmauis cnpasxHr | Touna. Lls cepis npoayxty

Oyna BUrOTOBIEHA, BKIIOYAIOYH YTIaKOBKY/MapKyBaHHE Ta ne

BiANOBIAHOCTI 3 BAMorami GMP  micuesoro Perynatopuoi

PEBIpKY SIKOCTI Ha BHIIE 3rajaHoMy caiiTi (ax) y mosuiff
oprady | BiAnomizHo mo cneuudixalif, wo MicTAThCT B

peectpailiftioMy aocke / Toproeif miuensii KpaiHH-iMnopTepa afo y nocke crneundixarii NPOAYKTY ANA JOCHLUDKYBAHMX
AkapeernxX sacodis. JloxymMentn no o6pobui, ynakosui ta aHanizy 6ynu nepernsHyTi Ta BeTaHOBNEHO BiANORiAHICTE GMP.”

el P
peikg Iy
}\(EHO;O

Remarks: The product confirms to abave specifications
Ipumirica: [lponyxT piznorinae sumesassatedif creunrixauii

Prepared by / Tectysas:
T. Durga Raju / Quality control- Team

Member
Tht—

Member

Document Checked by / ITepegipis:
D. Latha / Quality controi- Team

-

#fle and Position /
1’51 Ta Tlocana:
f Assurance- Team

Sign & Date / Minnue/Tara: 13-09-2024

Sign & Date / Minnuc/Mara: 13-09-2024

Minmmc/ fath, 13-09-2024
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HEPKABHA CIYIKBA 3 JJIIKAPCHLKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIIA OBJIACTI

npos, Ceitmuunol Hapii, 3, m.Kufs, 02099, Ten/thaxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €LPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOI0 B Yxpainy nikapesxoro 3aco0y

10.12.2024 Ne 57463/24/10

OME3®

(iraitMertysanma nikapesxoro 3acoby srigmo 3 peectpantiimHm noceimenam)
Kancynu mo 20 mr o 10 xancya y Oaicrepi; no 3 Gaicrepn y Kopobii

{ibopma sunycxy, nosysams, sy NAKYBAHHA NiKapeLkoro acoby)
Howmep peectpauiitnoro nocsingenna UA/0235/02/01 CTpoK Aii peccTpariiinoro mocsiguenns 01.01.2099
Cepis sixapeskoro saco6y Ne B2402668 Kimsxicrs sBe3enoro nikapenkoro sacofy 72

Bupobruxk H-p Penni’c Jlabopatopic Jitx, GTO — 11, Tupis

(1raitvenysanun BupoGuika miKapesKoTo 3acoby, kpaina MOXOJGKEHHS)

Bseseno B Vipainy Toeapuerpo 3 o6mesxenoro sigmopinanLuicTio "Op. Pemai’c
Jlaboparopis", igenr. xox: 37560808

(HaiiMcHYBaHES Ta Ko 32 CHPTIOY tophmunoi ocod abo npissue, ia's, 00 GaThkon dH3HH O
0COGH ~ MANPHCMUA, 1t MICUE NPOYKHBAHHS T4 peecTpawiimii tomep 06mkosol kapTkn muaTnsKa
nopaTkin afo cepis ta HOMEp nacnopra)

lpoToxon nisyannuoro xomrpoaro six 06.11.2024 N 3425/4,

Jlaboparopunit ananis sxocti NiKapcsKOre 3acoby 3mitcHenyi:

JlaGoparopis 3 xonTpomo AKocTi TiKapeEKHX 3acobis TOB "HOBPOBYT-JIIKUJAB" (m. Kuig,
Byn1. Hosropon-Cisepcrka, Oya.3, Hexxwrnosi npuMinienHs 92)

(HaiiMeHyBanns Ta MICLCIHAXOfRCIRS Jadoparopu, wo nposena nabopaTophnii anams AKoctr)

Buctonox oo axoe atkapeskoro sacofy, Bigannii naoparopiero rin 09.12.2024 Ne 1890-24

Pezynyratn naoparoproro AHANI3Y AKOCTI MikapchKoro 32c0o6y 32 MepeBipeMN NOKa3HKANMH BiANORinaIOTE
BHMOTaM MCTORIB KOUTPOIIO AKOCT! (anamiTHuNO-HOpMaTHEHOT HOKYMEHTALIT).

3a  pesyneTaTanmu ACPIKABHOrO  KOHTPOJII0  BCTAHOBIEHO, 1O mxapcekuH  3aci6  BeeseHo B Yrpainy 3
HOTDUMAHHANM samor J4KOHONABCTBA W00 3abe3neueHHs SKOCT] JKapCLREX 3acobis,




)

JEPKABHA CJIVKBA 3 JIIKAPCHKUX 3ACCC 17 0A KOHTPOJIIO 3A
HAPKOTUKAMUM Y KHIBCHK 1 1 HIEACTI

npog. Ceimiinanol Hami, 3, s Kuie, 12099, ren. ke (0 "4) 576-40-41
E-mail: dls.ko@dls.gov.ua. og €JPTH Y 37078774

BUCITIOBOK

Npo AKICTH BBE3CHOTO B Yipaimy i oo 3ac00y
02.01.2025 Ne 70665/25/1011
OME3®
(HaiiMeEHyBaITITS NIKAPCHKOTO 3aCOQY 3TIUT0 3 PEECTP: 11T 1 1oL PICIHIISM)
Kancyau no 20 mr no 10 kancys y d.aicrepis v - 1y Kopooui

(popma BUNYCKY, ZO3YBAHHS, BILI UAKYBAHILA JTit Lo eoiy)
Howmep peectpauiittoro nocsigaenns UA/0235/02/01 crpok uii peeerpmiiiinoro nocrixuenns 01.01.2099
Cepis nikapcnkoro 3acoby Ne B2403287 KinnsicTs BResetiorn uorenioro sucoby 63540

Bupobunk H-p Pepni’c JTaboparopic JIta, OT

(HaitMenyBans s oBIHKA SR k0 ooy KpaTHa TOXODKEHHS)

Breseno B Yrpainy TosapucTpo 3 o6meskciioro Bigmoniiiniuicto " Ip. Pexnic
JlaGoparopis", inenr. wor: 37560808 -
(nafimerrysanmis ta kot 3a CLAPHOY 1opigsnn « o0 it e vpissimie, iM'e, 1o 6atbrosi disnanol
0cOBH - nianpHemin, i MiCUe HpoKUBaIIS Ta 1 e it ioxep 00IiKOBOT KAPTKH IIATHHKA
1 TKIB abo (LR TR :npm)

Tporoxon Bisyasibioro kwontpoiio six 27.12.2024 Ne 4240/2.

32 pesyaLTaTaAMM  ICPKABHOTO  KOHTPONIQ  BCTAHORASHO, 10 Jii s “aeiy BBE3eHO B YKpaiHy 3
JOTPHUMAHHSM BHMOT 3aKOHOIABCTBA 11010 3aBesITC CHHS SIKOCTI 1/ i odiB,

“‘\\
\‘AV\ KO#r,
o "0 L7 BANS

x\“ EUR rp)

an Top C TI:CDKIBC >KI/IH

(nnmd,m Ta npnmmlu)




JIIEPJKABHA CJIVKBA 3 JIIKAPCHLKUX 3ACOBIE TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBLKI111 OGJIACTI

ripos. Ceityunoi Hanii, 3, M.Kuis, 02099, rea/dare: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €JPLIOY 27073774

BUCHOBOK
Npo SAIKICTH BBE3EHOT0 B YKPATHY JilnapChioio 3aco0y

10.12.2024 Ne 57442/24/10

OME3®

(HRliMCHYBalIts IKAPCHKOTO 3ac00Y 3TN0 3 pecat i i ek HICHITSIM)
kancy u no 20 Mr no 10 kancyJ y cTpumni ado Guric cpiz iin S auicrepd y Kopooui

(hopma BUITYCKY, O3YBAHHS, BUA MAKYBaHH: Sk EOT0 BUCOOV)

Homep pecctpawiitioro nocsiguenns UA/0235/02/01 crpow aii pecerpauiiinoro uocnijienns 01.01.2099

Cepin nikapenkoro 3aco6y Ne B2403287 Kinbkictt nrezctoro dikapenkoro sacoby 72
Bupobuuk -p Peaai’c Jla6oparopic Jltj, 470 -, dnne
(HaiiMEHyBaHII BUPOGHHKA Ik et sacody. kpaita HOXODKEHIN)

Baeseno B Yipainy TosapucTBo 3 00MeKeno10 Bijuiosijtaibiiciio " Jlp. Peati'e
JIaGopartopis", inent. kog: 37560808
(naitmenysaimst Ta ko 3a €APTIOY toprinimnai o0 avo 1pi3RIIIE, iM'a, 110 6aTbKOBI diznuHOT
0coBn - nLmIpHEML, T MICUE TPOXRIBAIISA 1 v siliiinih Hoaep 00J1iKK0BOT KAPTKH [IATHITKA

FOAATKIE a00 ¢ 4 P HONCD TR THeITA)

Mporoxkos Bisyaasuoro koutpomo six 05.11.2024 Ne 3421/2.
JlaBoparopHuii ananis skocTi Jikapeskoro 3acoy sailcHeHuii:

JlaGopaTtopisi 3 KOHTPOIIO SKOCTI JiKkapepkux 3acobin TOB CINOLY TLITKAITIAB! (M. Kuis,
sysi. Hosropon-Cisepceka, 6yi.3, HEXHUTHOBI IPUMILLCIHI 1

(H’lHMCHyBE\HHﬂ T4 MiCIIC3HAXOJKEHHA )1a60paTop11 110 TIPOBCLEE . wop(uopnnu AHAaI3 HKOCTI)

BUCHOBOK W00 AKOCTI TiKapehkoro 3acoby, siganmii naGopatopicio siz 09.12.2021 No 1884-24
PesynbTaTH 1aBopaToOpHOTO aHAIl3Y SKOCTi iKApChKOTO 3aco0y 30 1ICPCRIPEHINE ORI ITTKAMH BianoeinaThL
BHMOIaM MCTOAIB KOHTPOIIO SKOCTI (AHAIITHIHO-HOPMATUBHOT JIOKV MUt 71,

32 pesynbTaTaMu  JICPXKABIIOTO  KOHTPOMIO  BCTANOBICHO, 1HO sikaponKiil cid BBeseHo B YKpainy 3

ﬂOTpHMﬂllHﬂM BHUMOT 3aKOHOJIABCTBA HIOZO0 3a0e3neuen st SKOCTI MikapebKIn 71c0o0iB,

1%

T %KO HTPOIO)

’i.ji
6\"//




?@? CERTIFICATE OF QUALITY

@ CEPTHOIKAT AKOCTI

Dr.Reddy’s

I Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters “Country of manufacturer: India
Mponywr: OME3® kaneyan 1o 20 mr Ne 30 (10x3) v Gaicrepax Kpaina-siupodmix: Tujia

i | Capsule contains: Omeprazole 20 mg

o Kaneysa Mictirn: Omenpasoay 20 sy

Page/Crop | from/s 5

Batch / Cepin Ne: B24G3287 Bateh Quantity / O8 em maprii: 63629 packs / 63629
VIIAROBK
“Analvtical Report / Awasitiesidi spit Ne: 200212007338 ‘Date of Analysis/ arta punpodysanus: 15-10-2024
-Date of Manufacture / laya snpobnmygraa: 0872021 T Date of Expiry/ Tepmiu npuaatiocri 072027
Registration cerfificate / Pecerpauiitnoro nocsinticins N Valid 6/ Jijtene ao: uplimited / neodmeneno

NeUA/0235/02/01

Order of MOH: Ne 1212 dated: 30.05.2019 / Hakaz MO3 Yipainn: Ne 1212 sia 30.05.2019

Size and type of the package / Posmip ta v nakypanns: 10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 wancya y Guaicrepl; 3 Oaicrepn  y  Kopodui 3
MAPKYBAHHAM YKpaTHCh K010 MOBOI ‘

Name, address and numbers of the licenses of manufacture Dr. Reddy's Laboratorics Ltd,, FTO - I
and quality control / Haiimenysanus, agpeca 7a Homep Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
SHEed3IT BUPOOHUKA TA KOHTPONIO AKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri District -

500090, Telangana Stale, India, Ne 63/RR/AP/I6/F/R

A-p Peani'e Nadoparopic Jra, PTO 1Y, Aiasnnus N 42p,
43, 44p, 45p, 46p, 53, 34, 83, ¢ bauynani, Bauynaui
Mangan, oxpyr Meauan Mankaiicipi - 500090, wrar
Teaanrana, Inaia, Jhseusin Ne 63/RR/AP/OG/FIR

Ne Test / Tecr Results / Pesyanrar Specification / Crieundhianin
1. Description / Onne "2 size hard gelatin capsule shells with | "2 size hard gelatine capsule shells with

colourless wansparent body and pink | colourless

transparent  body and  pink
coloured  transparent  cap, having | coloured transpavent cap. having “OMEZ"
‘OMI:

77 Imprinting on both body and | impihiing on both body and cap and filled
cap and filled with white pellets. witli white to off white pellets / Taepni
/ Toepii KeNaTHHORI NPO3OPT KANCYAB | KeAsTHIOBI NIPO3OPT KANCYIM po3MipoM 2, 3

posMipom 2, 3 mapkysannsaM OMEZ, 3 maprysunaam  OMEZ, 3 GesbapsHum
GesBapiHUM  KOPNIYCOM T4 DOXERMM | KOPLYCOM T4 POKERUM KOBRA4KOM. Bmict

KoBIAYKOM. Buict kancyn -~ Giri | kancys - Gini aGo maitxe 6ini nenern.
NeseT.

2. | Identification / Tnenvudicauis a) Lo LY absorption spectra of both
a) UV spectrophotometry standard and  sample preparation  shall
method / metoa Y- Complies as prescribed / Bianosinac exhibit maxima at the same wavelength. /
cnextpodoromMeTpil BIMOraM Yo KTPH BUNPODOBYRAHOTO Ta

THOTO  pO3MMHIB  MOBHHHI  MaTH
FLEVRTH TIPH OALHAKOBIH LOBKHHI XBAIL
1tion time of the major peak of

v in the chromatogram of the
steparation should correspond to the
“omeprazole in the chromatogram of
i nrd preparation, / Hac yrpumysanins
nixy o0 o BIANOBIAAE OMENPA3ONY, Ha

CTai

b) By Liquid chromatography /
METO pinviHoT xpomarorpadii
Complies as prescribed / Biaoosinae
BAMOT M

Xprea orpami BUIPODORY BAHOIO PO3IHHY
Mac aireninaTH 4acy yTpy i

OME: 7 1Y Ha Xp()MdTQY{}J‘

Remarks: The product confirms to above specifications

Hpomitea: NpoaykT sianosinae smuesaskadeniil cneundixaui
Prepared by / Tectysas: Document Cheekad by # Mepesipng: H &
D. Latha / Quality control- Team Member | T. Venkata Ramana / Quality control- & ot

L&@/* Team Member i

Sign & Date / [Tianne/Hata: 15-10-2024  Sign & Date / TTiume/ Hava: 15-10-2024

mH and Position /
;’r\ s Ta [ocana:
SFAssurance- Team

oY

A?v
Hione/ Hara: 15-10-2024

/4%*-- . n— eLPyT
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CERTIFICATE OF OUALITY

D

Dr.Reddy’s

CIEPTHOIKAT AKOCTI

Page/Crop 2 from/3 &

‘Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters

Mipoayvir: OMEZ® kancyan o 20 mr Ne 30 (10x3) v daictepax
1 Capsule contains: Omeprazole 20 mg

1 kaneyaa micrurs: Omenpazony 20 amr

Country of manuf
Kpatna-sipodunn: in:

+ India

“Batch / Cepin No: B2:403287

CVITAKOBKH

Bateh Quantity / Q7 en saprilt 05629 packs /63629

: Date of Analysis/ J

Analytical Report / Auaaivinunnii 3siv Ne: 2002FP24002538
| Date of Manufacture / dara supotumursa: 08/2024

snofiysannst: 15-10-2024
arnpcric 07/2027

I Registration certificate / Pecerpauiiinoro nocsiguenns No:
NelJA/0235/02/01

Order of MOH: Nu 1212 dated: 30.05.2019 / Hawas MO3 Yrpair

ju: Ne 1212 min 3

Size and type of the package / Posmip 1a 1THN MakyBanbsL:

10 capsules in &
Ukrainian /
10

Kaneyns oy
MAPKYBaHHSM YRp

Name, address and numbers of the licenses of manufacture
and quality control / Hafimenysanust, siapeca ta somep
Ainensiv BUPOGIIIKE Ta KOHTPOMO SIKoCTT:

43, 4dp, 45p
Mangan, o
Tenanrana,

Dr. Reddy’s Loboraivr us
Survey No. 42p, 43, d4dp.
Village, Bachupalls
SO0090, Telangnno
J-p Peani’c JladopuTonic
46:..

y

Diameter / Hiametp

L3

6.00 MM —~ 6.09 MM

6.00 mm 0 6.09 mm /

4. | Length / Josxuua
17.60 mn - 17.80 MM

17.60 mmto 17.80 mm/

5. | Average weight / Cepenns maca 3311 me /330 L wmr

6. | Average net fill weight / Cepennsa | 269.8 mg / 269.8 My

MaCa BM iC'T)’ Kancyiu

7. | Water/ Bona 1.2%w/iw

cate. t

duters per carton with labelling in

e 24 v

Gaicrepu ¥y KRopobui 3

- MOBOK

Gdy FTO -1

. 46, 53, 54 & 83, Bachupally

Medchal Malkajgiri District -

dia, Ne 63/RR/AP/OG/F/R

drep, @TO =11, dinsnuans Ne 42p,

S, 83, ¢ Bawynauni, bawyvnani
Tagkanripi - 500090, wrar
S 63/RR/AP/I6/FIR

x

3.30 mm (Bewween 5.70 mm and

4 i (570 MM — 6.30 Mm)
£ 0.50 mm (Between 17.30 mm
/

M (17,30 mm - 18.30 mm)
4 7.5% (Between 308.0 mg and

% (308.0 pr — 357.9 mr)
C 0.0 % (Between 243.0 mg and

N4 (pin 243.0 My 10 297.0 mr)

3.0% wiw / He 6inve 3.0%

8.1 Loss on drying at 60 °C at a 0.7%wiw
pressure not exceeding 0.7 kPa
for 4 hours / Brpata s maci npu
BHCyWwyBanHi (60°C, TheK He
puie 0,7 wlla nporsiros 4 rogiH)

Remarks: The product confirms to above specifications
MpusiTra: [poykT siAmoBiAAE BULIESasHAYEN T cnenndikauii

Prepared by / Tectysas:
2. Latha / Quality control- Team Member

Lg A

Team Member

Document Checked by / Tepesipus:

T. Venkata Ramana / Quality control- |

Sign & Date / Miamse/ava: [5-10-2024

Sign & Date 7 Minnue/Iara: 15-10-2024

<o than 3.0% wiw / He 6insine 3.0%

éand Position /
P s va lMocana:
Assurance- Team

0

e/ ara: 15-10-2024




CERTIFICATT. €

JFOQUALITY

Dr.Reddy’s

CEPTHURIKA l AKOCTI

Page/Crop 3 from/s &

“Product: OMEZ. capsules 20 mg Ne30 (10 x 3) in blisters

[Tpoayir: OME3" kanevan no 20 s N 30 (1033) v daierepin

1 Capsule contains: Omeprazole 20 mg
| wanceyaa sictirrs: Oatenpasony 20 s

Country of manufacturer: India

Kpatua-sipobunc biaia

“Bateh / Cepin Net B2403287

Batch Quantity / Q6 cst napTiiz 63029 packs /63629

CVNAKOBEK

Analytical Report / Auaniviii 3sit Nog 2002FP24002538

Date of Analysis/ dara pnnpodypanya: 15-10-2024

 Date of Manufacture / Jlava supobunnrea: 08/2024

Date of Expiry/ Tepain npusarnocri: 07/2027

i Registration certificate / Pecerpauiiinoro nocsigucnns Ne:
{ NeUA/0235/02/01

Valid till/ diitene ao: nalimited / neofmeneno

LOrder of MOH: Ne 1212 dated: 30.05.2019 / Haas MO3 Yipain

10 Ne 1212 Bin 30.052019

Size and type of the package / Po3mip ta 1o nakysannsg:

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

10 xanecyn ¥ nip 3 OaicrepH Y
MAPKYBAHHAM YR 10 MOBOIY

ropodIE 3

=
e

Name, address and numbers of the licenses of manunfacture
and quality control / Haiimenysannsn, agpeca 1a Hoxep
JHICH31T BHPOCHIKA T4 ROWTPOJI0 SIKOCTE

Dr. Reddy's Laboratorics Ltd., FTO - 11
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Piandal, Medchal Maikajgiri District -

500090, Telangnna

43, 44p, 45p, 4dop.
Manaan, oxpyr B

Teaadrana, Ingis, S

ie, Tndia, Ne 63/RR/AP/96/F/R

H-p Peani’e JlaGoparopic Jra, @TO - 1L, Hisemans Ne 42p,

5, 54, 83, ¢ bauynani, bauynani
Manxaiiripi - 500090,

+ 63/ RR/APIOG/FIR

mvar

9.1 Uniformity of Weight for net fill
weight of capsule / OnnopinuicTs
MaCH BMICTY Kancyh

Complies / Bianonisae LW s
E thii
from

Mac

20 capsules are weighed, not more
rwo of the individual weights deviate
the average weight by more than 10%
cud no capsule deviates by more than

S lpw 3saucysaHui 20 rancyn
v pe Siipine 2 iHaMsiayanbHUX

5 BIANMACHHAM BUL CepeaHBbOl MACH

PO34MHBICTh Y
0,1 M posunui HCI

Binnien ubk va 10% 13 KOAHOT KancynH 3
Dl cownam Sinsine HiK Ha 209%
10. : Uniformity of dosage units / 3.0 AV150
OnHopiaHicTs J1030BaHHNX
OJIMHHILb B »
11, | Dissolution in 0.1 M HC1/ 0%. 1%. 0%. 0%. 0%, 1% Not more than 0% of Omeprazole s

ved after 2 hours / He Ginwume 10%
DAY DOIMMHAETLCH  NPOTATOM 2

£

Dissolution

in pit 6.8 phosphate bufter
(calculated as C7HisN;O38) /
PozuunmicTs y GydepHomy
poO3UHHI

pH 6,8 (B nepepaxysky Ha
CiaHaN;0:8)

95%. 9%, 9449, 93%, 953%, 91% ol

Remarks: The product confirms to above specifications
Mpumirtia: TipoaykT BiANOBiIAC BHLIE3AHAUEHI T crieurd kit

Prepared by / Tectysas:

D. Latha / Quality control- Team Member

Document Checked by / Viepesipus:
T. Venkata Ramana / Quality control-;
Team Member

Sign & Date / Tlianne/arta: 15-10-2024

Sign & Date / Thinnue/[lata: 15-10-2024

cimeprazole

3 than 70% (Q) of the labeled amount

should  dissolve  in
He wmenwme  70%  (Q)
; KILKOCTI  OMENPasnily  Mae
vyrHes poTarom 30 xBunun

' ra Hocana:
Assurance- Team

Jnmed Hara: 15-10-2024

S



CERTIFICATE OF QUALIT
CEPTHOIRAT HKOC ﬁ

;es@

Dr.Reddy’s

:Product: OMEZ, capsules 20 mg N30 (10 x 3} in blisters “Country of manufac: o india
Mpoeaysr: OME3® wancyan no 20 me Ne 30 (10x3) v faicrepax  Kpaina-supodnuk: 1
-1 Capsule contains: Omeprazole 20 mg
(1 wancvaa micTute: Osmenpaseny 20 mr B ,
Batch / Cepisn Ne: B2403287 “Bateh Quantity / 07
VIS KOBKIS
~Analvtical Report / Auaniynunnii 3837 Koz 2002FP220023538 :Date of Anab
* Date of Manufacture / Mara supoSmgrsa: 05/2024 i Date of Expiry.

Page/Crop 4 from/s 5

63629 pucks /63629

‘papns: 13-10-2024
rioeri: 07/2027

chnnatmn certificate / Pecerpaniiinoro noepipdennn N ; Valid il 7 jiiicne i tited / HEOBMCIKEHO

- NeUUA/0235/02/01 |

Ovder of MOH: Ne 1212 dated: 30.05.2019 / Haxaz MO3 Yipaiun: Ne 1212 pin 30.05..

Size and type of the package / Posmip Ta Tun nawysanus 10 capsules in blis' o« - bistocs per carton with labelling in
f Ukvainian /
10 wanmeya y  Ss0 opic > Oaievepw Y wopolui 3
| wm;nwmnumt N C RO

Name, address and numbers of the licenses of manufacture i ; FTO -1

and quality control / Haitmenypanus, anpeca va noMep : bun vey No. 42]), 43: Lin, 45p, 40p, 53, 54 & 83, Bachupally

JHuensii prpoGHIKA TA KORTDOMIO SIKOCTI: v Vitlage, Bachupall» . .l ’\>f‘dch‘11 Malkajgiri District -

o 03/RR/APYG/FIR

GTO ~ 1, Hineuuus Ne d2p,
. K3, e. Bauynani, Bauynani
Vapkaitripi - 500090, wrar
©O3IRR/APIIGFIR

A00090, Telangans 7 o fi)
Jp Peaai’c Jadopy o i

43, 44p, 45p, 4~
Mawaal, oKpyr
Tenanrana, In iu

I 13| Related substances:

Highest individual impurity 0.040% N el .5% / He Ginbure 0.5%
Total impurities 7/ Jomiwn: A
}vmﬁ6mb1.up'1‘ TH MBIV L HOT 0.1% ot e o 2.0% / we Gisbwe 2.0%
Cyma JJOMIlIOK _

14. | Assay 19.9 mg/capsule / ~eeleaser from 19.0 mg to 21,
Each capsule contains 19.9 mrixaucyny my oom 950% o 105.0% of labeled
Omeprazole 99.6% ' ar
(calculated as Ci7H 19N 058) / A ! ostability: ﬁ'om 18.0 mg to
KinpxicHe BU3HAUCHHS : z { 90.0% to 110.0% of labeled
oMenpazoay B kancyni (8 SRS :
nepepaxyHky va CisHioN:03S) i1 cerpomryekys Big 19.0 no 21.0 mr

1o 105.0%  HomivanbHOl
Kt i)
I poor repuivy apragrrocri: sin 18.0
poL0 e s 90.0 % po 1100 %
B : A0bE L FihKOCTI)
15. | Microbiological purity /
Mikpobionoriyna yuerora:
a) Total acrobic microbial count/ | Less than 10 CFU/g / memwe nix 10 : © oo than 1000 CFU/g 7 owe
3araibHa KiabKicTh acpodHux KY O v UG KYO/re
Mikpoopradizmis (TAMC)
b) Total yeasts and mold count / Less than 10 CFUfe 7 memue nin 10 c o mers than 100 CFU/g 7 ne Sinbiue
ATAILHA KIBKICT, APDRAKOBAN KYOir KW
ta nnicussux rputis (TYMC)
¢) Escherichia coli Absentin | g/ Bincyruip 1 r

Remarks: The product confirms to above %pcciﬁvmiorw

Mpumiria: Tpoaykr BiANOBigae BuEIazHAEHIH Cneudixanil
Prepared by / Tecrypas: Document Checked by 7 Hepeoipius:
0. Latha 7 Quality control- Team Member | T. Venkate Ramana 7 Quality control-

tng' Team Member ﬁ %

Sian & Date / Minmc/Jata: 153-10-2024  |Sign & Date 7 Hianue/ Hara: 15-10-2024 l

1A ﬂow}m
/\xsumnw Team

mgfﬂQ

et Jlara: 15-10-2024




@

CERTIFICATE OF QUALITY
CEPTH®IKAT IIKOCTI

- Dr.Reddy’s

Page/Crop 5 from/y 3

Product: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters Country of manufo- o«
Mpoaykr: OME3Z” kavncyan no 20 vy Ne 30 (10x3) v 6aierepax Kpaina-sipobione: - on
-1 Capsule contains: Omeprazole 20 mg

1 kancvaa MieTitn: Oyenpasony 20 mr

Bateh / Cepist No: 32403287 Bateh Quantity / OF vnaprins 63629 packs / 63629
i [ YNUKOBRE
fAnalytical Report / Anaairirannii ssiv Ne: 20021 P24002538  Date of Analysis/ /! " sannss $3-10-2024
Date of Manufacture / lata supotnintrsa: 0872074 fDate of Expiry/ Tc 1aoeri 07/2027
. Registratioun certificate / Pecetpauiiingrs noesixycims No: Valid till / [Tidtcie ae - alimited / negldMeseno

NoUA/0235/02/01 o :
Order of MOHM: Ne 1212 dated: 30.05.2019 / Harkas MO3 Yepainn: Ne 1212 gin 3007 319

Size and type of the package / Posyip Ta THI nawyganns 10 capsules in Dlisic 2 bilaters per carton with labelling in
Ukrainian /
10 waneya y ‘aco.oi D faietepn y  wopodui 3
MADKYBUHHBM LSS R DOK)

Name, address and numbers of the licenses of manufacture Dr. Reddy's Labnis i

and quality control / Haiimenynauns, aapeca Ta nomep Survey No, 42p, 43, Lin top, 53, 54 & 83, Bachupally

sinensit BHPOOHIKA Ta KOHTPOID SKOLTI: Village, Bachupa~ -1 edchal Malkajgiri District -
500090, Telangas:. 2 63/RR/APIIG/FIR

J-p Penni’e Jlatops . IO — H, HinsHuis Ne 42p,
43, 44p, 45p, 46, % T4 3 ¢ Basynani, Bauynani
Mawunan, owpyr oo coneadiripi - 500090, wrar
Teaanraua, inpis. a0 S/RR/AP/OO/F/R

This batch of product has

Declaration of certification: ] hereby certify that the above information is authenic
> above mes - ol

heen manufactured, including packaging/labelling and guality control at i + i full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the " ke © - thorisation of the importing
country or product specification file for Investigational Medicinal Products. The baich - < oo baging and analysis records

were reviewed and found to be in compliance with GMP .

Hexaapanis npo ceprudikaniio: “LIMM 3acBianyio. W0 BHUICRHICIANCHY inropmaigs n {rouna. s cepis poayKTY

fiyia BUFOTOBJENA, BIMIOMAIONH YIAKOBKY/MAPKYRAHNA Ta NEPEBIPKY SKOCTI H& © 10 Lidid: (0omMYy caiiTi (ax) y nosHii
gignogiguuci 2 sumoramn GMP micuesuto Peynsioprol oprany  ©osinnosio Coener s HiRARIE, U0 MICTUTLCH B
peccrpadiinomy nocke / Topropift miuewsii xpalup-imroprepa abo y aocwe crer o Gy AYKTY U HOCHIIKYBAHMX
JiKApehKHN 3acobie. HoxymenTit no oBpoBiul, ynakonui Ta aHanisy Bysu nepersany i 2 aH 6 sianosigHicts GMP.”

Remarks: The product confirms to above specifications

Tpumitica: TpoaykT Binosinae srwesasHavcHii cneumdirauil
Prepared by / Tecrygan: Document Checked by / Tlepesipii:
1. Latha / Quality control- Team Member | T. Venkata Ramana / Quality conirol-
Assurance- Team

% Team Member
4

> ancd Position 7
0 ra Nocapa:

Sign & Date / Mianuc/fata: 15-10-2024  [Sign & Date / ~ata: 15-10-2024 CC el flarar 15-10-2024




N Ty A

NEPKABHA CIIVKBA 3 TIKAPCHLKMX DA
HAPKOTUKAMHJ YV KUIBC L NN |
npos. CRITIHUROT Hagii, 3, M.Ku7 2 02099, ren’ e (040 376-40-41
E-mail: dls.ko(gdls.gov.i:. Wou €J11 1 37078774

-

CBITTA WOHTPOJIIO 3A
e

BUCIIOBO N
npo sIKiCTh BBE3CHOI0 B Vrpatliry s o hRoro co0y

02.01.2025 Ne 71191/25/1011

0N 17N

(naiiMeryBatis JiKapesKoro 3aco0Y SO YR T )
kancysu no 20 mr o 10 kancey. y daicrepi; e v wopodut
(popMa BHITYCKY, AO3YBAHHL, BILE VIAKYBARIE -t

Howmep peectpaliiinoro nocsimienis UA/0235/02/01 crpox aii pecerpaniinoro noeninenns 01.01.2099

e seoBy 58752

Cepis nikapehkoro 3acoby Ne B2403173 Kinaderh rrseren o
Bupobink J1-p Peaui’e Jlabopatropi Hoy, o ST
L0 s 6L EPATID TTOXOJDKEHHS)

(1afimenyBai i B podiHIRG ihapes !

Beeseno B Ykpainy ToBapuCTBO 3 0OME/KCIION0 siutonhuanicro " Ap. Penui'c
JiaGopaTopiz'", ineur. o TEGNREN
(naiiMeilyBaiHs Ta KO 3a CARTIOY jo e

e ne, iM', 110 GaTbkoBi hiznuiol

ocoOu - nigrpuemud, i MICHE HEROURT poee oo one T nesep 0BikoBOT KapTKH TIATHHIG
IRREINNE | ©: . topial
[TPOTOKO Bi3yaTLHOT0 KOWTPOII0 Bill 31.12.2024 »» 4270/1.
3a  pesynpTaTaMK  ACPKABHOTO  KOUTPOINO BCTall: 340, 10 c0id nueseno B Ykpaiwy 3
lIOTpl/lMaHHﬂM BHMOT 3AKOHOLABCTBA 100 300 i G wha e
N
s
G n iy, ye . e . .
Hauaib ¢GT ‘ Rikrop CTEGKIBCLKMH

(indidanw Ta npispuie)

*\imrrp 0.110)




JIEPKABHA CJYIKBA 3 JITKAPCBHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUTIBCHKIU OBJACTI

nipos. Critimunoi Hayii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
npo AKicTh BBE3EHOT0 B YKpainy JikapcbKoro 3acofy

02.01.2025 Ne 71191/25/1011

OME3®

(1aiiMeHyBaHHA NTiKapchKoTo 3aco0y 3riiHo 3 peceTpadifinum TOCBIAMEHHAM)
kancyau no 20 mr no 10 kancys y Gaicrepi; mo 3 Gaicrepu y KkopoOui
(dpopMa BHTIYCKY, O3YBAHHS, B/ TAKYBaHHA nikapckkoro 3acoby)

HoMep peccTpaliitHoro MOCBIAHCHHA UA/0235/02/01 crpox aii pecctpauiifHoro nocsiueHss 01.01.2099
Cepis nikapenkoro 3acofy Ne B2403173 KinbkicTs BEE3EHOrO Nikapckkoro 3acoby 58752

BupoGHuk Il-p Penni’c JTaGoparopic JIta, PTO — 11, Inpis

(naliMenyBanHs BHpOGHIKa NiKapChKoro 3aco0y, kpaina OXOMKEHH)

BreseHo B Ykpaiiy TosapucTBO 3 00MEKEHOIO giqnosiganbuicTio "p. Pemui'c
JlaGoparopi3'', inenT. Kot 37560808
(naitmenyBamis Ta kox 3a €JIPTIOY joprauHHoi ocobu abo npissiiie, iM's1, 110 6aTbKOBI (Pi3HHHOT
ocobu - nipnpuemus, i Micle MPOXUBAHHS T2 peectpaniiiiuit Homep 00NIKOBOT KAPTKH MUIATHHIA
nonatkis abo cepist Ta HOMEP TTacnopTa)

IpoTOKON Bi3yanbHOT0 KOHTPONIO Bl 31.12.2024 Ne 4270/1.

3a  pesymbTaTaMM  JICPIKABHOTO  KOWTPOJNIO  BCTAHOBICHO, 1O mikapcekuit  3aci6  BBescwo B Ykpainy 3

ﬂOTpHMaHllﬂM BUMOT 3aK0HOIABCTBA LIOA0 3a0e311euCHHS AKOCTI J1iKAPCLKUX 3aCOBIB.

Q)Qg\%\?\xoﬂrpo 4
B ) »
{1 ‘O/, Y

Bixtop CTE®KIBCHKMH
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JIEP’KABHA CJIVYKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUTIBCBHKINA OBJACTI

nipos. CBITIIUYHOT Hayii, 3, m.Kuig, 02099, ten/paxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo AKiCTH BBE3ECHOT0 B Ykpainy JliKapcbKoro 3aco0y

02.01.2025 Ne 70664/25/1011

OME3®

(HafiMeryBa s TIKAPCHKOTO sacoy 3TiANO 3 peecTpailifinuM TOCBIYCHHSM)
kancyiu no 20 mr no 10 kancya y 6aicrepi; no 3 guicTepyn y Kopooui
(dpopma BHIIYCKY, JIO3YBaHHS, BHIL TIaKyRaHHs NiKapchKoTO 3aco0y)

Howmep peccTpaLliifHoro MOCBIiICHHS UA/0235/02/01 ctpox aii peccTpaltifiHoro ocBiACHHS 01.01.2099
Cepis nikapcpkoro 3acofy Ne B2403173 KinsKicTh BRE3EHOTO TiKapehkoro 3acoby 3984

BupoGuuk I-p Penni’c JlaGoparopic JITx, dTO - 1, Tuais

(waitvenyBanHs BHPOOHHKA nikapenkoro 3acofy, kpaiita TIOXOJDKCHHA)

Bresero B Yipainy TorapucTRO 3 0OMEKEN010 signosinansricTio " p. Pemti'c
JlaGopaTopis', ineur. Ko 37560808
(uaiimenyBanns Ta KO 3a €JIPTIOY 1opuasnunoi ocobu abo TpizBHILEe, iM', TTO GarLKoBi (izudnol
ocoGi - TiapHeMLLs, Ti MicLe NpodKIBaliis Ta peccrpaiiinuit Homep 061iK0BOT KAPTKH TUIATHHKA
nonatkis abo cepis Ta HoMep nacrnopTa)

TpoToKodl Bi3yaabHOro KOWTPOII0 Bin 27.12.2024 Ne 4240/1.

3a  pesynbTaTaMu  JepiKaBHOTo KOHTPONIO ~ BCTAHOBNIEHO,  HIO nikapchkuit  3aci®  Bpescio B Vkpainy 3

AOTPUMAHHAM BHMOI 3aKOHOABCTBA L1010 3a6e3IeHeH s SKOCT JIIKAPChKUX 3acobiB.

JRPATS
% YA KOKT,
'\)\S‘:E\\Cm Wi 229/7«{7 o X .
Hauanbyfix Sy pdn % Bixtop CTE®KIBCHKMH
(no mu&ug. Qibx}%) N Aepdiig (ininiany Ta npizane)
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TEPKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHUIiBCBHKIN OBJACTI

nipos. CBITIIMYHOT Haytii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo sikicTh BBE3E¢HOT0 B Yxpainy JiKapceKoro 3ac00y

10.12.2024 Ne 57441/24/10

OME3®

(valiMeHyBaHHSA TKAPChKOTO 3aco0y 3riano 3 peccTpatlifing MOCBIAUCHHAM)
xancyau mo 20 mr no 10 kancyJy crpuni afo 6aicrepi; M0 3 Gaicrepu y KopoOui

(popma BHILYCKY, 103YBaHHA, BIIL raKyBaHHs JIiKapChKOTO 3aco0y)
HoMep peccTpalLliifHoro HOCBIA4CHHS UA/0235/02/01 ctpok aii peecTpaniifHOro noCBiAMeHH 01.01.2099
Cepis nikapcnkoro 3acoby Ne B2403173 KinbKicTh BRE3EHOFO JiKapehkoro 3acoby 72

Bupobunk J1-p Peni’c JlaGoparopic Jta, ®TO - 11, Inpist

(HaiiMcHyBaHHA BHPOOHITKA KapChKOTO 3acofy, KpaiHa ITOXOLDKEHHS)

Breseno B Ykpainy ToBapuCTBO 3 00MENKEHOT0 sinmosizaiswicTio " p. Penti'c
JlaGoparopis', inenr. Kox: 37560808
(naiiMeHyBaHHs Ta KO 38 €PTIOY JOPHAHTIIO] ocobu abo Npi3BHLLE, iM'A, 110 BaTLKOBI (i3HUHOT
0co6H - MATPHEMLL, Ti MiCLE NPOXKHBAHIS T2 peectpattifiiuii HoMep 067IKOBOT KapTKH TIATHHKA
noparkis abo cepis Ta HOMEp TTacropTa)

[IpoToKos Bi3yaIbIoOro KOUTPONO Bix 05.11.2024 Ne 3421/1.
JlaGopatopuii ananis sxocTi JikapebKoro 3acoby 3nificHenui:

JTaGopaTopis 3 KOHTPOJIIO gxocti nikapebkux 3acobis TOB "I_IOEPOEYT—HIKI/IHAE" (M. Kuis,

yn. Hosropoz-CisepcbKa, 6y1.3, HOKUTIIOB npuMinieHHs 92)
(HaiiMCHYBaHHS Ta MiCLE3HAXOKCHHA niaGopatopii, 1110 Nposena nabopaTopHui ananis AKOCTH)

BHCHOBOK LIOJO AKOCTi 1iKapcbkoro 3aco6y, asannit na6opatopicio sin 09.1 2.2024 Ne 1383-24
Pesynbrath naGopaToOPHOTO aHasisy SKOCTI JIIKapChKOro 3aco0y 3a [ICpCBIPEHUMH MMOKa3HUKAMH BiImOBillalOTb
BUMOramM MCTOLIB KOHTPOJIIO aKocTi AHANITHYHO-HOPMATHBHOT JOKYMCHTALLT).

3a  pesynbTaTaMu  JepRKaABHOTO KOHTPOJIIO  BCTAHOBNEHO, 11O nikapchbkuit  3aci®  Bpe3eHO B Vkpainy 3

IIOTpI/lMaHHHM BHMOT 3aKOHOAABCTBA LIOAO 3aGeariedeHHs AKOCTi IKAapChKUX 3aco0iB.
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CERTIFICATE OF QUALITY
CEPTURIKAT AKOCTIE

Page/Crop [ from/s §

"Product: OMEZ, capsules 20 mg Ne30 (10 % 3) in blisters
30 (10x3) v dnicrepax

CDponyxr: OME3" kanceyan 10 20 anr N
11 Capsule contains: Omeprazole 20 mg

L1 raneyna mictuth: Omenpaony 20

. Country of manufacturer: India %
Kpaiua-ipodnimne: Tijtis {

“Rateh / Copia Nis B2A03173

| YIAKOBRY

Bateh Quantity / O87em napriis 62825 packs / 62825

~Analvtica) Report/ Ananitisnni 3RIT No:

el

20020 PR’

ate of Analysis/ Jlara sunpodypanus: 13-10-2024

“Date of Manufacture / flata supodunurna: 082072+

{Date of Expiry/ Tepsiin 0 pHAATHOCTI:

0772027

NeUA/0235/02/01

Registration certificate / Pecerpauiiinoro noesiatennn Ne:

Valid till 7 filiene ao: unlimited J BeoGMEmCeHO

Order of MOM: Ne 1212 dated: 30.05.2019 7 Haxas MO3 Yipair

nre Ne 1212 in 30.05.2019

Size and type of the package / Posmip 14

THIT HARY BAHST
Ukrainian /

10 wancyn y O
MAPKYBAHHIM YK

10 capsules in blisters

sievepi;

3 blisters per earton with labelling in

3 OaicTepn kopobui 3

HEDI0 ALOBOI0

y

Name, address and numbers of the licenses of manufacture
and quality control/ Haftmenypanns, aapeca Ta HoMep
sinensii BHpOOHIKE TA KOHTPOI0 AKOCTi:

Dr. Reddy's Labora
Survey No. 42p, 43,

Village, Bachupally

Magaan, OrRpyr

500090, Telangana 5
J-p Peani’e JlabopaTtopic Jita, ®»TO -

£

43, 44p, 45p, 46p.

Tenanrauna, fnnis, !

gries Ltd., FTO -1

44p, 45p, 46p, 53, 54 & 83, Bachupally
“inndal, Medchal Malkajgiri District -
(ate, Tndia, Ne 63/RR/AP/IG/FIR

11, Minpunun Ne 42p,
54, 43, ¢ bauynani, bauynagai

cy Mangadripi - 500090, wrart

Test/ Tecr

Results / Pesyapramn

1. | Description / Onue

2 size hard gelatin capsule shells with | °2

colourless transparent body and pink

/ Teepai wenatHHOBE npa3opi Kancyau
POIMIPOM 2, 3 MAPKYBAHIAM OMEZ, 3

GesbapBrumM  KOPIYCOM Ta DOXEBIM . K
Kopradkos. Bmict xancyn — O6lmi | K
neneTH.
2. | Identification / LneuTudikauis al
a) UV spectrophotometry
method / meton Y®- Complies as prescribed / B inrosigae
criekTpodoTOMeTpil BHMOTAM ¥
Ci.
%%
by
b) By Liquid chromatography / T
METO PIIHHHOT XPOM arorpadii
Complies as preseribed / Bianosijac pe
| BAMOTaM thes
T
X
Mi

Remarks: The product confirms to above specifications
Mpumitea: [Ipoaykr pianosiiae priesasadenii cnopixauii

Prepared by / Tecrysas:
D). Latha / Quality control- Team Member

t_t%,g -

Document Checked by 7 Hleperipys:
T Venkata Ramana / Quality control-
Team Maember

Sign & Date / Mignue/ [lara: 15-1 0-2024

Sign & Date / Tlan wed Hara: 15-10-2024

colouriess

coloured  transpavent  cap, having | co o traseparent cap, having “OMEZ”
“«QOMEZ" imprinting on both body and | i, . on both body and cap and filled
cap and filled with white pellets. witli white 1o off white pellets / Teepii

exiin

Specification / Cremniranis ?

size hard gelatine capsule sheltls with
transparent  body  and pink

JTHOBT TIPO3OPI Kancy po3mipom 2, 3
ciiny OMEZ, 3 BezbapBHUM

Lo POKCRAM  KOBIAYKOM. Bumicr
i a0 mafoke 6ini nenertu.

NV absorption speetra of both
sample preparation shall

@ at the same wavelength. /
BHIPOBOBYBAHOTO Ta

DOZUMHIB  MOBMHHI  MATW

oAHaKOBi noBKART XBIML

 time of the major peak of

« chromatogram of the

y should correspond to the

1l in the chromatogram of

‘paration. 7/ Hac yrprsyBarHs

RizAE oMenpasony, Ha

sl CnmpoBoBYBAHOTO POSTHRY

YIpHAMARHA THKY

stundard  and

and Position /
"u ra Tlocana:
Assurance- Team

bl

e/ Jlara: 15-10-2024

/‘é\r-‘ e T D'T’%()g

Vg O, 0T




N CERTIFICATE OF QUALITY
o © CEPTHGIKAT SIKOCTY

; f,
Dr.Reddy’s
Product apsules 20 mg mib (1 0 % 3) in blisters
Hpon ks OME3® rancyan 1o 20 ar Ny 30 (10x3) v doterepax Kpaina-spodnni: Presiv
Capsule contains: Omeprazole 20 mg
1 )ancvaa micrnrs: Omenpasony 20 mMr : o

Paee/Crop 2 fromis 5

Country of manufa:

Batch / Cepis No: B2403 173 “ Batch Quantity / O
YRAKOBKI
*\ndhngal Report / AnaniTininuit 3811 No: 2002FP24002504 Date of Analvsis s 13-10-2024
"Date of Manufacture / daTa BUpOOHILTEAL 08/2024 Date of Expiry/ Too 0772027
Regmﬂ Atmn certificate / Peccrpaniiinoro nocsiaacs Ne: Valid till / e oo aim
()ldu 01 MOH Ni 1212 dated: 30,05.2019/ Hakas MO3 Y:xn‘mm Ne 1212 pig 3007 160
Size and type of the package / Posmip Ta Tun nakysanns: 10 capsules in e per carton with labelling in
Ukrainion /
10 xameys v o0 0 © detepu Yy kopodui 3
MAPIYBAHUSIN ¥ T Y
Name, address and numbers of the licenses of manufacture Dr. Reddy's Lal Srvo-1
and quality control / HalimenyBsannst, a4peca Ta HoMED Survey No. 42p, 4% ), 53, 54 & 83, Bachupally
Aittensii BHpOGHUKA T KOITPOMO STKOCTH: Village, Bachup2' hal Malkajgiri District -
‘ 500090, Telang X G3/RRIAPIIG/F/R
Jep Peani’e Jabons conic JiTAL T - 1, Jiasmaus Ne 42p,
43, ddp, 45p, 40 ey, o3 o0 Bauynasi, Bauynanm
Manpan, oxprvs diripi - 500090, wrar
Teansrana, o o TRIAPII6/FIR
3.1 Diameter / Jiamerp 6.03 mm o 6.09 mm/ ;o -0 oon (Between 5.70 mm and
6.03 mnt - 6.09 MM R
_________ o . Gt ! ) piv = 6,30 MM)
4. Length / Jlowxuna 17.62 mm ta 1775 mm/ . .. ¢ am (Between 17.30 mm
17.62 v~ 1775 MM A Yoo
R Cun (.30 mm — 18.30 M)
5. | Average weight / CepeitHs Maca 3264 mg A , (Between 308.0 mg and

10 r - 357.9 mr)
‘RBetween 243.0 mg and

6. | Average net fil] weight / Cepenns 264.4 mg /264 4 mr
Maca BMICTY Karncyiu

<430 M a0 297.0 Mr)
wiw / He Biaswe 3.0%

7.1 Water / Boua 1.2%wAy .

8. | Loss on drying at 60 °C at a 0.6%awiw il L wiw / He 6lrbie 3.0%

pressure not exceeding 0.7 kPa
for 4 hours / Ii’s'rpa’ra B Maci rpH
BHCYIIYBAM M (60°C, THCK HE
suwe 0,7 xla npomrom 4 roauH)

Ml

Remarks: The praduct confirms to above \pcuhcdtlnnx

FipumiTra: Hpoaykr BIAMOBIAAE BRIIE3AZHAYCHIN criztidivaui

Prepared by / TectyBas: Document Checked by 7 Meperipin: g

D. Latha / Quality control- Icam Member |7T. Venkata Ramana/ " Quality control- "
C Team Meniber

%% ne
F g,
by

and Position 7
"o 1a [ocana:
Assurance- Team

2 ax

Sign & Date / lianuc/lava: 15702024 [Sign & Date / Mipnnes Lara: 15-10-2024 : o S x.‘.’r,}‘.I‘ﬂTﬂ: 15-10-2024




CERTIFICATE OF QUALITY
CEPTHOIKAT SIROCTI

Dr.Reddy's

%Mhl’:()(illci OMEZ, (‘dpsuks 20 mg N3 )(H) « 3)in T blisters - Country of manufacturer : India
Mpoaykr: OME 3 ancevan no 20 mr Ne 30 (10x2) v Garierepux | Kpaina- pupobioK: iniis

Page/Crop 3 from/s §

. 1 Capsule contains: Omeprazole 20 mg
L1 cancyna MiCTTL: OMenpasony 208 B
Batch / Cepin Ne: 32403173 ' Batch Quantity / O ¢m napriis 62825 packs/ 62825

YIAKOBRY

" Analvtical Report / AnagiTounuit 3pir Ne Date of Analysis/ [lava pimpobysanus: 15-10-2024
Date of Vianufacture / dara sipodunyrsa: 08,1024 Date of Expiry/ Teps i npuaay woceri: 0772027

! Rcum ation cerfificate / PeccTpaniiinoro nocni TacHs Net Valid till/ ,Jmuw 'm unlimited / qeodmexeno
NelUA/O235/02/01

Order of MOH: Ne 1212 dated: 30.05. 2019 / Hawas MQO3 Yrpainm: Xe 1212 sin 30.05.

Size and type of the package / Posmip 14 11 HJK)RA!UM: 10 capsules in blister;
Ukrainian /

10 wancya y 080
MADKYBAHHAM YH

3 blisters per carton with labelling in

.3 Gaicrepn ¥y wopobul 3
S35 2O BOR

Name, address and numbers of the licenses of mauufacture Dr. Reddy's Labors s Ltd., FTO - 11

and quality control / Hafimenynanus, aapeca 14 poMep Survey No. 42p, 43, 4 ip, 45p, 16{), 53, 54 & 83, Bachupally

JeH3T BUPOOHIIKA T8 KOHTHOMK) sROCTE Village, Bachupal®: andal, Medehal Malkajgiri District -
300099, Telangana f.”I‘ fe, Yot Mo 63/RR/AP/OG/F/R

J-p Peant’e Jlafiopartopic 1} 1, ®TO - 11, AiapHnus N 42p.
43, 44p, 45p, 46 zr <4, 83, ¢ Bauynadi, bauynai
Mangan, oxpyr ~ooan *Tamicaitript - 500090, wnrear
st o 63 /RR/AP/IG/FIR

Tenanraua, lupis,

TUniformity of Weight for net fill Complies / Bianosinae b W 20 fes are weighed, not more
weight of capsule / OAHOPIAHICTL Chae wwo o0 the individual weights deviate
MaCH BMICTY KarCyst from the average weight by more than 10%
whe el no capsule deviates by more than
200w me spaxcysanti 20 kancys
pr e ne Digewe 2 IHAHBILYANLHUX
Mac 3 BUIKHACHHAM BLI Cepeinboi MacH
Eros wine o1 10% Ta JKOAHOT KANCys 3
S Sinume wix wa 20%

10. | Uniformity of dosage units / F 1
OHOPHHICTD JO30BARKX

11, | Dissolution in 0.1 M HCI/ 0%, 0%, 2%, 0%. 1%, 1% Net more than 10% of Ome prazole s

)
POSUHHHCTD Y dioload after 2 hours / He Ginbuie 106%
, Y
0.1 M posuuni HCI © meyHHAETbCA  npotarom 2
| ; P

12. | Dissolution i 70% (Q) of the labeled amount
in pH 6.8 phosphate buffer 94%, 98%, 93%, 95%, 98%, 98% of vole  should  dissolve in
(calculated as CirtlioN; ;O058) / 3G opiones 20 e meHiue 70% (Q)
Posauunicth y OydepHomy | HOT HoT SiUbROCTE  OMCnpazony  Mae
PO3UHHI e o npoTaroM 30 XBHAMH

pH 6.8 (B nepepaxvhky Ha
CiaHieN:058)

Remarks: The product confirms to above specificatic
Tpumitra: poayxT pinnoBlaac BrLIeazHaYe il ¢ L ixanl
Prepared by / Tecrysas: Document Checked by / Tlepe
[>. Latha / Quality control- Team Member [T, Venkata Ramana / Quality con Lml

&L’(_{ Tean Member
A‘I/: B

Sign & Date / Minnme/Hara: 15-10-2024  Sign & Date / [Tinnnc/ara: 15-10-2024 : i .@/Jj.la'mt 15-10-2024

Position /
Y ta Flocana
Assurance- Team




® CERTIFICATE OF QUALITY
CEPTH@IKAT AKOCTI

.QQ@

@mﬁeddy@

Page/Crop 4 from/3 &

[Product: OMEZ, capsules 20 mg N30 (10 x 3) in blisters ‘Country of muonis ciadin

TIpoayxt: OME3" kaneyan no 20 mr N 30 (10x3) y Haierepax CKpatn-snpotis i1

-1 Capsule contains: Omeprazole 20 mg

1 wancyaa mictiTs: Osenpasony 20 o - o

“Batch 7 Cepin Ne: B2403175 D Basteh Quantify /OO0 o anyiit 60075 packs/ 62825

' VHEKORK

© Analytical Report / Awasitiaiii 3si1 No: 20027 P24002504 Date qunAI\m/
“Date of Manufacture / Jlara supoduinrea; 0872024 t
i Registration certificate / Pecerpauifinoro noc Bigucuns N
ENRUA/G235/02/01

“Ovrder of MOH: Ne 1212 dated: 30.05.2019 / Haxu3 MO3 Y Kpai

A 15-10-2024
5 Lwrnocii Q72027

nited / HEOOMERCHO

‘ Sjze and type of the package / PO3Mip Ta TIN NAKY AN 10 ers g carton with labelling in
1) wapeyn ¥ i T (xlzvepn Yy wopodui 3
aarRysangn gL
Name, address and numbers of the licenses of manufacture Dr i v's ] oo S TTO - 1
and quality confrol / HatimenyBanns, aipeca 74 nnmcp Survey No. 42p, 43, o o, 46p. 53, 54 & 83, Bachupally
fak Vi 1l Malkajgiri District -

Aiuensii BUPOBHHKA TA KOHTPOTIO AKOCTI:
peia, 0 G ARRIAPYG/F/R

w Penai’e Jlabon: ropd sy, GrTO) = 11, Ainsnnns Ne 42p,
in, 48p, 4 : i 83 Gagynani, Baaynani
M, ORPVY L Cgnoiripi - 300090, wrar
VAPIOOEIR

”"':n;' i, E, g Mipes T Ja ol

13. | Related substances:

Highest individual impurity s i o 050 ne Glnsie 0.5%
i . Voo 0.03%
Fotal impurities / Jomiwkia
HAROiNBWOT IHAMBILYaNLHOT 0.1% e i fne Ginswe 2.0%
. L3 70 i
Cyma JIOMIOK ‘ L
i Ao iy g g e Cfrom 19.0 mg to 21.0

14. 1 Assay

Fach capsule contains
Omeprazole

{calculated as Ciab1gNsUsS) /
KinbxicHe BHSHAMCHHA
oMmenpasony B kancyni (s
nepepaxytky Ha CioHisN3038)

o 105.0% of labeled

seoal s Clity: from 18.0 mg to
Crom 90 to 110.0% of labeled

coogig 19.0 mo 21.0 Mr

ino 0 10 105.0%  HOMIHANBHOT
PR
v npuparuocri: sin 18.0
g 90.0 % po 1100 %
L peed 211
15. | Microbiological purity / |
\ Mikpobionoriung 4ucToTa:
’ a) Total aerobic microbial count/ | Less than 10 CFUfg / mere pive 100 @) o othen 1000 CFU/e /o ne
:' 3EMANLHE KINLKICTL aepodRHX KV Oir | KYGir
mitpoopraniamin (TAMC) :
| b) Total yeasts and mold count /| Less than 10 CFU/g / menme win 10 peare i 100 CFU/E £ e Ginblue
i 3aranbHa KinbKiCTh APHKIKOBHX KYOir
| va anicHasux rpubis (TYMO) 1
% ¢) Escherichia coli Absentin | ¢/ BincyTHis | {ocoat oatinlg/uipcyrhiB T

Remarks: The product confirms to above specifications

Mpumita: Tponykr pianoBiaac sullesazHadenii cnzipidikany
Prepared by / Tectypas: Document Checked by / Tleposiy
5. Latha / Quality control- Team Member | T. Venkata Ramana / Quality control-
Team Member

and Position /
s ra Hocana:
SAssurance- Team

0_2}57[/4

Sign & Date / Mianue/[lara: 15-10-2024 Sign & Date / TTinnac/Hara: 15-10-2024

Slara: 15-10-2024




® o
lo@  CLRTIFICATE OF QUALITY
A CEPTHOIKAT SKOCT]

Dm?eddyk

Product: OMEZ, capsules 20 mg Ne30 (10 > 3) in blisters i Country of manufsoarer Lidia
Mpoaykr: OME3Z" kaneynu no 20 vy Ne 30 (ll)x;i‘; y daicrepay  Kpafua-supotun: inaia
1 Capsule contains: Omeprazole 20 mg
1 kancyaa micTute: Osenpasony 20 mr
Batch / Cepin Net B2I02173

Pace/(Crop S from/s &

Bateh Quantity /OO0 cm maptin 62825 packs / 62825

VI OB

CAnalvtical Report / Awanituunidi spiv Noo 20027 P20072 504 Date of Analysis/ ! sunpodysaana: 15-10-2024
Date of Manufacture / Jara sipodnnurea: 087202 : Date of Expivy/ iy, sinoeri: 0772027
i Registration certificate / Pecerpauiiinoro nocpinucunsg N Vaidid 1/ fiicue anjimited / Beodmemeno

P NoeUA/0235/02/01
1 Order of MOH: Ne 1212 dated: 36.05.2019 / Haxas MO3 Vipainn: X 1212 pig 304

Size and type of the package / Posmip ra Timn nakyBannsn 10 capsules in bl
Ulirinian /
10 rancys  y  SColvienin 3 crepi Yy kopobui 3

KYBAHIM VT
Name, address and numbers of the licenses of manufacture . leddy!
and quality control / Halimenysanusi, anpeca ta sonmep Su vey No. 42p, 4
SUensit BHpoOHIKA 12 KOHTPOII0 AKOCTI: Viltage, Bachupni

O-1
«4p, 4-§», 46 53, 54 & 83, Bachupally
“andal, Medeh: o Malkajgiri District -
Loty 2 83/RR/APIOG/FIR

ca, 7O —~ 1L Jinenwus Ne 42p,
300 oo Bauypami, Bawynasi
Myonan, orpy: e P sreeaiivipt - 500090, wrar
Tesurans, v dp o e 2o G R/APIYO/F/R

Y o i sty o
RS2V IUARERE

s bateh of product has
(ul] compliance with the
isation of the importing
o and analysis records

Declaration of certification: 1 hereby certify that the above informiion is cuthinivc o
been manufactured, including packaging/labeliing and quality control wi the alove e
GMP requirements of the Jocal Regulatory Authority and with the sp ations in i
country or product specification file for Investigational Medicinal Prod:is. The bat.
were reviewed and found to be in compliance with GMP.”

Jexnapauin nipo ceprudirkauito: “LinM 3acBiuyI0, 110 BUILEBHK!
Bysia BUTOTOBACHHE, BKIOYAIOUM  YINAKOBKY/MAPKYRAHHN Ta TIEPER
pigtopianoeori 9 pinoradin GMP sicuonoro  Porysiatopuol opr
peecTpalliiHoMy Jocke [/ roproriif niuwewsii xpaiuu-iMnoprepa abe
smikapepkux sacofis. JoxymenTd rmo ofipobul, ynakorui ta ananisy Oy

Ly

seua THGOpMaly: cupaBki 1 vouna. Lla cepis npoayxry
nvoocaliti (ax) y noswii
Cgiffy, o MICTATLCA R
Py IS OCILUKYBAHUX
sopiguicrs GMP.”?

AKOCT pn orege

Remarks: The product confirms to above specifications

TTpumitica: Npoaykr pianopinae puuesazsavenii crieumdisaii

Prepared by / Tecrysas: Document Checked by 7 Meponi : s and Position /
. Latha /7 Quality <:0nlml; Team Member |T. Venkata Ramgna 7 Quality <« G e eeet gt Ta Tocana

L/ Team Moember ; i : FAsswrance- Team
ey ( :
Sign & Date / Mignuc/Mara: 15-10-2024  [Sign & Date 7 Thanue/dara: 13-10-2004 o . oovarar 15410-2024
!




(7

CERTIFICATE OF QUALITY

s} ..
Dr.Reddy’s Q}’

CEPTUDIKAT AKOCTI

Page/Crop 1 frem/s 5.

P Product: OMEZ, capsules 20 mg Na30 (10 % 3) in blisters

i Hpoayse: OME3Y kancynr no 20 smr No 30 (10x3) y Bnicrepax
1 Capsule contains: Omeprazole 20 mg

L1 wancyna mictirrs: Omenpasony 20 mr

i Country of manufacturer: India i
|

Kpaina-sipodunw: luain

|

"Batch / Cepia Ne: B2403171

Batch Quantity / O6%cm naprii: 61937 packs / 61937
VIIAKOBKII

_Analytical Report / Auanirnansii 3pit No 2002FP24002383

Date of Analysis/ /lata Bunpobysauns: 30-09-2074

| Date of Manufacture / JaTa BitpoSHNuTRA: 06/2024

yate of Expiry/ Tepmin npuaaruecti: 05/2027

| Registration certificate / Peeerpauifinore noceinuennsa N
| NeUA/0235/02/01

Valid till / Hiftcue go: unlimited / neodmemeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haras MO3 Ykpainn: Ne 1212 six 30,05.2019

Size and type of the package / Poamip va Ton nakysawns:

10 capsules in blister; 3 blisters per carion with fabelling in
Ukrainian /

10 wancyn ¥ Gaictepi; 3 Gnicrepn y
MADKYBAHHAEM YKPATHCEKOK MOBOI)

kopobui 3

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenysawnun, ajpeca 1a HoMep
Niuensii BupodHIKA Ta KOHTROAK SKOCTI:

Dr. Reddy's Laboratories Litd., FTO - Il

Survey No. 42p, 43, 44p, 45p, 46p, 33, 54 & 83, Bachupaily
Village, Bachupally Mandal, Medechal Malkajgiri Distriet -
300090, Telangana State, India, Mo 63/RR/APIG/FIR

H-p Peani’c MaGopatopic Jirn, @TO — 11, Jineusus No 42p,
43, d4p, 45p, 46p, 53, 54, 83, ¢. Bauynaai, bawynaai
Manaan, oxpyr Megyas Masnwajiripi - 500090, wrar
Tenanraua, Inunig, Jlinensis N 63/RR/AP/96/F/R

Test / Teer

Results / PezyanraTn

Specification / Crewnhixanin

I. | Description / Onuc

coloured

TENETH,

"2 size hard gelatin capsule shells with
colourless transparent body and pink
transparent
“OMEZ” imprinting on both body and
cap and filled with white pellets.

/ Trepal menaTnwogi MPO30P! Kancyu
posmipoM 2, 3 Mapxyranumm OMEZ, 3
OeanamRHEM  kopnyanM T PHRKRRUM
kopiaakoM. BmicT xancyn —  Gini

"2 size hard gelatine capsule shells with
colourless  transparent  body and pink
celoured [ransparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Teepai
HEMATHHOBI APO30PI Kamcynu posMipom 2, 3
MapKyBaHHaM  OMEZ, 3z GeibapeHum
FONITYGOM T DORERAM  KORMAYKNM  PmicT
Kariey — Gini abo maiixe 6ini rnenetn.

cap, having

2. | Identification / Inentndixania
a} UV spectrophotometry
mcthod / Meron V-

CreRTpodloToMeTpil BUMOTaM

/ b) By Liguid chromatography /
MeToR piouHoT xpomatorpadii

BHMOraM

Complies as prescribed / Bianoginac

Complies as preseribed / Bignonizae

a) The UV absorption spectra of both

standard and sample preparation  shall
exnibit maxima at the same wavelength, /
V@-cnekrpy BHIIPOBORYBAHOTO Ta
CTAHHAPTHOI® pPOIMHHIB  NOBWHHEI  MAaTH

MaKCHMYMHU fIDH OAHAKORIH ZOBMIHI XBHITI.
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 YTPHMYBaHHA |
nixy, skhii pinnosinac omenpasony, na '
XPOMATOrpami BUNpOGORYBAHOrG pO3uMHy
Ma€ BANMOBINATH Hacy yTpuMaNng niky
oMENpazon f

Ha XpOMATATRANT 5
csiinman SRagunpy <l i

e - :
Remarks: The product confirms to above specifications
Tpuntitica: Mpoaykr sinnozsinae BUluezasHaderii cneundiranit
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CERTIFICATE OF QUALITY

Dr.Reddy’s @3¢

CEPTHOIKAT AKOCT]

Page/Crop 2 from/3 &

! Product: OMEZ, capsules 20 mg No30 (10 % 3) in blisters

! fipoaywer: OME3® xancyini no 20 mr N 30 (10x3) y baicrepax
j T Capsule contains: Omeprazole 20 mg

11 kaneyvaa wicrnTs: Qmenpasony 20 mr

Country of manufacturer: India
Kpaiua-supodunx: Inpis

- Batch / Cepin Na: B240317)

Batch Quantity / O6’em naprii: 61937 packs / 61937
YRAKOBKN

LAnalytical Report / Aranituunnii sgit No: 2002FP24002383

Date of Analysis/ dara Bunpobyeannsg: 30-09-2024

Date of Manufacture / [lata BHpoOHHNTEA: 06/2024

Date of Expiry/ Tepmin npnnatrocri: 05/2027

Registration certificate / Peeerpanifinore moceinuenas No:
NeUA/O235/02/01

Valid till / Qificre no: unlimited / HeoDMeReHO

Order of MOH: N 1212 dated: 30.05.2019 / Haxas MO3 Yxkpain

i Ne 1212 Big 30,05.2019

Size and type of the package / Poamip Ta Tun NAKYBSHHSY:

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

10 xanmecyn y Gnicrepi; 3 fnicrepn y  xopobui 3
MapKYRANHAM YRPATHCLKGI0 MOBOIO

Name, address and numbers of the licenses of manufacture
and quality cantrol / Hatimenyranns, agpeca ra Homep
Juensit BUpodHnKa Ta KOHTDOJO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTQ - [}

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/I6/F/R

Ad-p Peani’c JAaboparepic Jrn, OTO — I, Ainenanus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢ Bauwymam, Bauynani

Manaan, oxpyr Meauan Mangaitripi - 500090, wrar
Tenanraua, Inais, Jivenzis Ne 63/RR/APHOG/TIR

3. | Diameter / Hiamerp
6.02 M — 6.09 Mum

6.02 mm to 6.09 mm /

6.00 mm =+ 0.30 min (Retween 5.70 mm and
6.30 mm) /
600+ 0.30 My (5.70 MM — 6.30 M}

4, _Length / Hoeucnna

{7.61 mmto 17.86 mm /
17.61 mv — 17,86 mm

17.80 mm = 0.50 mm {Between 17.30 mm
and 18.30 mm)/
17.80 + 0.50 mm {17.30 MM — 18.30 MM}

5. | Average weight / Cepeans maca 3304 mg /3304 mr

333.0 mg £+ 7.5% (Between 308.0 mg and
3579 mg)/
333 Mr+ 7.5% (308.0 Mmr— 357.9 MT)

6. | Avorago not fill woight / Copenin | 268.4 rag / 268.4 r

Maca BMICTY Kancymiu

270 mg L 10.0 % (Dctween 243.0 mg and
297.0mg)/
270 Mr =+ 10% (8in 243.0 Mr 10 297.0 MDY}

7. | Water/ Bonaa [.3%w/w

Not more than 3.0% w/w / He Ginpie 3.0%

0.7%w/w

8.} Loss on drying at 60 °C at a
pressure not exceeding 0.7 kPa
for 4 hours / Brpara s maci npu
BHCYIIYBanHi (60°C, Tuck ne
Buwe 0,7 klla nporarom 4 ronus)

.
I |
.

Not more than 3.0% w/w / He 6inpie 3.0%

r
YK ¥
L chmnen oy

Remarks: The product confirms to above specifications
Mpumitka: [Tpoaykr signosinae rumesasiasen;i cnenndikauii
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CERTIFICATE OF QUALITY

Dr.Reddy’s ‘,‘:‘

CEPTH®IKAT SIKOCTI

Page/Crop 3 from/3 8

Product: OMEZ, capsules 20 mg N30 {10 % 3) in blisters
Mpogywr: OMEZ® kancyan no 20 mr No 30 (10x3) y Gnicrepax
I Capsule contains: Omeprazole 20 mg
I Kaneyna Mierine: Omenpasony 20 mr

Country of manufacturer: India
Kpaisa-enpotuui: 1nain

* Bateh / Cepist Ne: B2403 17

]

Bateh Quantity / 06’ em napTil: 61937 packs /61937
VIEKOBKH

Analytical Report / Ananiviinnii 3git No: 2002FP24002383

Date of Analysis/ Jata sunpobysanusa: 30-09-2024

Date of Manufacture / lava BHPpOOHUYTBA: (6/2024

Date of Expiry/ Tepmin npupatvocti: 05/2027

Registration certificate / Peecrpauiftnore noceinguenus No:
NolUA/D235/02/0¢

Valid till / Jificue go: unlimited / weoBmemeno

Order of MOH: Mo 1212 dated: 30.05.2019 / Harcas MO3 Yipair

1 No 1212 gig 30.05.2019

Size and type of the package / Possip va Tan naxysanns:

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

10 waneyn y Guicrepi; 3 Oaictepu  y
MARKYBAHHAM YKPATHCERKOW MOBOID

Kopodui 3

Name, address and numbers of the lcenses of manufacture
and quality control / Haiimenygsanus, agpeca Ta Homep
JHLERSIT BRPOGHUKA T4 KOUTPONIO AKOCTI:

Dr. Reddy's Labaratories Ltd., FTQ - II

Survey No. 42p, 43, 44p, 43p, 46p, 33, 54 & 83, Bachupalty
Village, Bachupally Mandal, Medehal Malkajgiri District -
500890, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Peani’c Jlaboparopic Jirn, ®TO - 11, Tinbuuus Ne 42p,
43, 44p, 45p, 4d6p, 53, 54, 83, c. bauaynani, Bauynaai
Mauman, oxkpyr Meguan Manwaiiripi - 500090, urrar

Tenanraua, Inais, Jinenzia Ne 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill
weight of capsule / QOnuopinnicrs
MACH BMICTY Kancyn

Complies / Binnoeinae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by moare than 10%
w/w and no capsule deviates by more than
20% wiw. [/ Hpu ssawcyeanni 20 xancyn
NprUOYCTHMO He Dinpiue 2 iMAHBINYaRbHUX
MAC 3 BIAXMNEMHIM BiL cepeanbol Macu
binbue Wik wa 10% Ta oawol kancymu 3
BiAXKACHHAM Hinsuie win Ha 20%

in pH 6.8 phosphate buffer
(calculated as C7H gN;308) /
Posuynnnicts y SyhepHomy
pOuHi

pH 6,8 (8 nepepaxynxy Ha
Ci7H1sN;058)

L[

93%, 92%, 92%, 92%, §9%, 91%

10. | Uniformity of dosage wnits / 32 AV IS0

QnnepiaHicTs A030BaHMY
| oaunpnn

1i. | Dissolution in 0.1 M HCI / 4%, 5%, 3%, 1%, 5%, 4% Not more than 10% of Omeprazole is
Pozyunmicts v dissolved after 2 hours / He 6Ginowe 10%
0.1 M poswuni HCI OMENPa3oNy PpO3YMHAETBCH OPOTATOM 2

TOAMH
12, | Dissolution Not less than 70% (Q) of the labeled amaount

of  Omeprazole should  dissolve in
30minutes / He wemwe 70% (Q
HOMiHANBHOT  KifdbkocTi OMENpPAa3oNyY  mMac

PO3MUHHTHCA poTAroM 30 XBRIMH

ORI L

\;Kpilﬂg Iy -—{;f

E#H SN
BT

Remarks: The product confinns 1o above specifications
Hpumirka: HpeaykT Bianosigac ruuezasnauenii crienudixauiy

Prepared by / Tecrypas;
CH. Prasad / Quality control- Team
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$o
Dr.Reddy’s ‘;‘

CERTIFICATE OF QUALITY

CEPTHOIKAT AKOCTI

Page/Crop 4 from/i 5

'r?l:oducr: OMEZ, capsules 20 mg Ne30 (10 * 3) in blisters
{TIpoaywy: OME3® wancynn no 20 mr Ne 30 (1 0x3) ¥ GamicTepax

f T Capsnle contains: Omeprazole 20 ng
t I kancyna mieruts: Omenpazony 20 vir

|

iCounEry of manufacturer: India :
| Kpatna-supotunk: Thain i
: §

' Batch / Cepin No: B2403173

E Bateh Quantity / Q6 em maprii: 61937 packs / 61937

fyakxoskn

Analytical Report / AnaaiTnuriii 38iT Nes 2002 FP24002 383

Date of Analysis/ lara sunpodysanus: 30-09-2024

| Date of Mapufacture / Jara snpodunurea: 06/2024

Date of Expiry/ Tepmin npuaatuccri; 03/2027

Registration certificate / Pecerpauiiidoro nocsigacsuns Ne:

NeUJA/0235/02/01

Valid till / dificre no: unlimited / neobMexero i

Order of MOH: Xe 1212 dated; 30.05.2019 / Haxas MO3 Yipahn

1 No 1212 Bin 30.05.2019

Size and type of the package / Pozmip ra

THN HAKYBAHH:
Ukrainian /
10 wkancyn y

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

MAPKYBAHHAM YKPATHCBEKOW MOBOIO

Gaicrepi; 3 Onicrepm vy wopofuj 3

Narme, address and numbers of the licenses of manufacture
and quality control / Hatimenypanns, agpcea Ta Homep
ainensii Bupotnuka ra KOHTPOIK AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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/6/F/R

A-pp Peaai’e JaGoparopic JIta, ®TO -, Minpunus Ne 42p,
43, d4p, 45p, 46p, 33, 54, 83, c Bayynasi, Bauynani
Mangan, okpyr Meguan Manxa firipi - 500090, wrar
Tenanrana, lunin, Jlinensia N 63/RR/AP/O6/E/R

13, | Related substances:

Highest individual impurity
Total impurities / Tlomikn;
HaRGnLmoT inausinyansroi
CyMa nominox

0.02%

0.1%%

Not more than 0.5% / e Ginbe 0.5%

Not more than 2.0% { we Ginnwe 2.0%,

14, | Assay

Each capsule containg
Omeprazole

(calculated as C7H1oN5058) /
KiltbRiche BusnaueHnn
OMENpPasony B kancyni (B
nepepaxybry Ha C3H sN3058)

20.6 mg/capsule /
20.0 mr/xancyny
100.0%

At the time of release: from 19.0 mg to 21.0
mg (from 95.0% tw 105.0% of labeled
amount)

At the time of stability: from 18.0 mg to
22.0 g (o 90.0% tw 118.0% ol lubreled
amount) /

Ha momenT Bunycky: sin 19.0 no 21.0 mr
(sin 950 % mo 105.0% womixanbro¥
KUTBKOCT) _
lporarom tepminy npumataocr wig 18.0
no 22.0 mr (sia 90.0 % g0 110.0 % |
HOMHHAILHOT KiLKOCT!)

15, Microbielogical purity /
MikpoGioneriuna udcroTa:

a) Total aerobic micrebial count /
JAranbHa KinkKicTs aepo@unx
Mikpoopratizsis {TAMC)

; b} Total yeasts and mold count /

| JaratbHa KiNGKiCTh APIKINOBHX
Ta NNiCHABHX rpuGin (TYMC)

) Excherichia coli

t
|
i
L

Less than 10 CFU/e / menwe nisk 10
KYO/r

Less than 10 CFU/g / menwe wiw 10
Ky O/ir

Absentin | g/ Bincyrais | r

a) Not more than 1000 CFU/e / ne

dineuse 1000 KVO/r

) Not more than 100 CFU/g / ne Ginbuie
100 KYQO/r

Remarks: The product confirms to above specifications

Member

)

N pumirica: TTpoaykT Bianosigae BuneIazHavenii crenndixani’ 3
Prepared by / Tecrysas: Document Checked by / Iepeipis; H&
CH. Prasad / Quality conirol- Team D. Latha / Quality control- Team c:

Member
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c) Absentin i g/siacyfnis I v
N STy, "/_/_’

S ey %,

#EHO-‘Q 'f?,u

L )

TRV in

Sign & Date / Hinnee/ Mara; 30-09-2024

Sign & Date / Hinnuc/Tarta: 30-09-2024
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Do
, *® CERTIFICATE OF QUALITY
Dr. Reddy S " CEPTU®GIKAT SIKOCTI

-

| Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters

i Hponyrr: OME3® kancynu no 20 mr Mo 30 (10x3} y Guicrepax
! I Capsule contains: Qmeprazole 20 mg

i1 Kancyna mictiTs: Omenpasony 20 mr

Country of manufacturer: India
Kpafna-supodnuk: Ingjs

i

Page/Crop 5 from/ss S

' Batch / Cepia Ne: B2403 171
1

Batch Quantity / GG cs naprit: 61937 packs / 561937
YMAKOBKH

| Analytical Report / AnasiTinunnii ssit Ne: 2002FP24002583

Date of Analysis/ /laTa pinpodyeaiusn; 30-09-2024

Date of Manufacture / data supoSnnursa: 06/2024

Date of Expiry/ Tepmin npuaaruocri: 05/2027

Registration certificate / Pecerpaniiinoro nocsiguenng Ne:
KeUA/0235/02/01

Valid till / Jitiene po: unlimited / HeoBmencetio

Order of MOH: Ne 1212 dated: 30.05.2019 / Haras MO3 Vipaii

119: Ne 1212 min 30.05.2019

Size and type of the package / Poamip ta Tin naxypawus;

Ukrainian /
10 wanmcyn y Gaicrepi; 3 Satictepu y
MAPKYBAHHAM YRPATHCEKOIO MOBO

KOpoGui 3

10 eapsules in blister; 3 hlisters per carton with labelling in !

i

Name, address and numbers of the licenses of manufacture
and quality control / Haitmenysanus, aapeca a HomMep
Jtinensiv Rupofnika Ta KOMTPOAI0 AX0CT:

_

Dr. Reddy's Laboratories Ltd., FTOQ - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
300090, Telangana State, India, No 63/RR/AP/96/F/R

A-p Peaai’c labopatopic Jita, ®TO — I, Jinonnng No 42p,
43, 44p, 45p, 46p, 53, 54, 83, «c. Bavyynani, Bawynani
Mawnaan, oxpyr Meanan Mamicaiiripi - 500090, wrar
Tenaaraua, tumin, Jlinensias M 63/RR/AP/96/F/IR

Declaration of certification: =] hereby certify that the above information is adthentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentionad site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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.”
Hexnapanis npo cepradixauiio: “Ilum
6yNla BHrOTORNEHA, BKAMOYANOYW YOAKOBKY/MapKYBAHHA T2 Mle
BIAROBIAHOCTI 3 Bimoramu GMP micuesoro Perymsroproi

peccTpauifinoMy nocie / Toprowii niLewziy KPATHE-IMITopTe pa
NixapchruX 3acobie. Horymenry no o6podui, ynakorui Ta ananizy

32CBIMYI0, W0 BHUICBHKIAACHA indopmanis cnpasxes i Touna, Lla CEPIS MPOLYKTY

PEBIpXY AKOCTI HA RHIIE ragaHoMy cafiTi (ax) y nesuiil
oprady 1 BianosigHo no crenudixauil, mo micraties B
Ay Aores enerpdqirari TRORYETY TS ANC TR YRAHY
bynn mepernanyTi Ta BCTAHOBAEHO BiITOBIHICTL GMP.”

[ P 5
Remarks: The product confirms to above specifications
Hpumirka; [ponykr sinnorinac BHINE3a3HaueHIH crieuudrikauii

Preparcd by / Tectysas:
CH. Prasad / Quality control- Team

Member 0 ! Member

Document Checked by / Nepenipus:
D. Latha / Quality control- Team

-

Sign & Date / Tlinnuc/Mata: 30-09-2024




M

JAEPKABHA CIHYIKBA 3 JIKAPCEKMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM V KHIBCBLXIN OBJIACTI

npos, Ceimsunol Haxit, 3, m.Kuis, 02099, Ten/akc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kog CAPTIOY 37078774

BACHOBOK
Ipo sKiCTL BBe3eHoro B Ykpaimy JIKapchKoro 3acofy

10.12.2024 Ne 57464/24/10

OME3®

(uafimerypanng nikapcexoro 3acoy 3rigHo 3 peecTpany it NOCBIYEIIIAM)
Kancymnn 10 20 mr no 10 kancya y 6uicrepi; no 3 OJticTepu y kopoGui

(hopaa eumycky, nosysanns, Bun nakysanns IMKAPCBKOrO 3aC06Y)
Homep peectpanitinoro mocrinwerma UA/0235/02/01 CTpoK Al peccrpauifioro moceiuerms 01.01.2099
Cepis mxapeskoro sacofy Ne B2403171 Kinbxicrs sreacnoro nikapeskoro sacoby 72

BupoGuuk H-p Penni’c Jlaboparopic Jitx, OTO ~ 11, Tnpmis

(uafiMerypanug pupoGimika mikapchKore 3acoby, kpaia TIOXOAEHA)

Breseno B Ypainy Torapucrro 3 ofimexenoro Bixnosinamsmicrio "Ip. Penai'e
JlaGopaTopis", inenr. xon: 37560808
(uafimenynanns Ta xoy 32 CIPIIOY I0prAKHOL 0cobl abo pissrINe, in'a, Mo GaTLKoD] thizuuno

ocobu - manpuesms, it micue TPOXUBANNAA Ta pecCTpalnifinii HoMep oBmKoBel KapTiH MNaTHIK
MopaTKIB 460 cepia Ta HOMED IACIOpPTa)

Hporoxon sisyauniore xonrpomo six 06.11.2024 N: 3425/5.

JlabopaTopunii awanis sxocri Jlikaperkoro 3acoBy anificnennii.

Ja6opatopis 3 konTposno sxoeri mixapeskux 3aco6iz TOB "IOBPOBYT-JTIKUIIAE" (M. Kuis,
Bya1. Hosropog-Ciseperxa, 6y,3, HEXHTIOR] IpuMileHHs 92)

(HafiMenyBaHHA Ta MICLCIHAXOXCIIL nafopaTopit, uio nporena na@oparopuuii auamz AKocTi)

Bucnosox mogo socri nixapeskoro sacosy, suzammii naGoparopiero sig 09.12,.2024 Ne 1891-24

Pesynnraty nma6oparoproro aHamiay axocTi nikaperkoro 3acofy 3a [IEPCRIPEHUMH MOKAZMMKAMH BiInoeigaloTn
BHMOTaM METOMIB KOHTPONIO SKoCTi (amamiTHYHO -HOPMATHRHOT HOKYMEHTALIL},

3a  pesympTaTamu ACPIKABHOIO  KOHTPOAIO  BCTANOBICHO, IO nixapcekui  3ac16  peesemo B Yxpainy 3
HOTPUMAHHAM BHMOr 3aKOHOKABCTBA MIOKO sabesnesenns axocrTi sixapehkux 3acobis.

ra CPEOMEHKO

Himam o npiasnme)

2 ZachP. PEAAI'C &
AREOPATOPI»

{KOKTpOMO)

¥ Oavg
Opnd Wi

[
R st




AEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmmaaoi Hagil, 3, M. Kuie, 02099, ter/drakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BHCHOBOK
Npo AKIiCTHL BBE3¢HOI0 B YKpaiHy JiKkapchbKoro 3acody

08.01.2025 Ne 169/25/1011

OME3®
{HallMEeHYRAHHA MiKapCLEOTO 3aco0y 3riqHO 3 peccTpaniiiniM MOCBiTIcHAAM )
Kancyan no 20 mr no 10 kancya y éaicrepi; mo 3 Oaicrepn y kopodiri
(topMa BHITYCKY, I0IYBAHHSA, RAJ] HAKYBAHAA JTKAPCEKOTO 33c00Y)

Howmep peectpaniiinoro nocsimacras UA/0235/02/01 crpok nii peectpaniiinore nocsimaenns 01.01.2099
Cepin nikapcekoro 3acoby Ne B2402570 KimLKicTh BBe3eHOTO JiKapchkoro sacoby 24192

BrpoSHEK JI-p Peqmi’c JlaGoparopic JIta, ®TO — II, Inpis

(HaliMeHyBaHAA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa MoXoKeHHA)

Beezeno B Yxpainy ToBaprCTBO 3 00Mexenoio BinnoBinaasnictio "/p. Penai’c
JlabopaTopiz", inenr. xox: 37560808
(HailiMeRyBanmHA Ta ko[ a €JIPIIOY loprnmraaoi ocobn abo npizeume, iM'a, mo HaTkkoRi ¢izramol
ocobu - miampuemna, 1i Miclie NpoXKHBAHHA Ta peccTpaniifmiii HoMep oOMiKOROT KAPTKY MIATHHKA
IOJATKIB a0 cepifl Ta HOMep TACHOPTa)

Ipotokoen Bizsyannaoroe xearpomo eix 07.01.2025 Na 0008/2.

3a pe3yIbTaTaMH JIGPAKABHOTO KOHTPOIO BCTAHOBNGHO, INO MKApCRKWH 3aci6 BBeseHo B YkpaiHy 3

CYCHAA TKOCTI TKapChKAX 3acobiB.

.4 ’f,j/\'\ \
:LUH,\'\H’_H'HB ":“?.

{iriuiany Ta npilanuie)}




' : Qe IR
MS  CERTIFICATE OF QUALITY
Dr.Reddy’s ‘3. CEPTH®IKAT SIKOCTL

Page/Crop 1 from/z 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Mpoaywr: OME3® kaneyan no 20 mr N 30 (10x3) y Gaicrepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna micyrTe: Omenpaszony 20 mMr

Country of manufacturer: India
Kpatna-supobunk: Inais

Batch / Cepisr No: B2402570

Batch Quantity / O6’em maprii: 64601 packs / 64601
YNAKOBKH

Analytical Report / AraniTuannii 3eiT No: 2002FP24001961

Date of Analysis/ Mara sunpodysanns: 14-08-2024

Date of Manufacture / ara supobunnrea: 06/2024

Date of Expiry/ Tepmin npuaaTHocTi: 05/2027

Registration certificate / PeecTpauiiinoro noceinuenns Ne:
NeUA/0235/02/01

Valid till / Hificne ao: unlimited / neofmexena

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxaz MO3 Yxpafuu: Ne 1212 sig 30.05.2019

Size and type of the package / Poamip Ta T™n makysauun:

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

10 kanmcyn y Onicrepi; 3 Onictepu y xopobui 3
MAPKYBAHHAM YKPATHCBKOIO MOBOH)

Name, address and numbers of the licenses of manufacture
and quality control / Halimenysanns, agpeca Ta Homep
Jninensil BHPOGHHKA Ta KOHTPOIIO AXOCTI!

Dr. Reddy's Laboratories Lid., FTO - 11

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

A1-p Peani’e JlabopaTopic Jita, ®TO — 11, Tinsrnus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynani, Bauynani
Manpan, oxpyr Meauan Manxairipi - 500090, wrar
Tenauraua, Ingin, JTinenzia No 63/RR/AP/96/F/R

Ne Test / Teer

Results / PesyneTaTH

Specification / Cnenndixauia

1. | Description / Onuc

/ Teepai wenaTHHOR]

*2 size hard gelatin capsule shells with
colourless transparent body and pink
coloured transparent cap,
“OMEZ” imprinting on both body and
cap and filled with white pellets.

posmipom 2, 3 mapkyeanasm OMEZ, 3
Oc30apEHHM  KOPIYCOM T2 POIKEBUAM

colourless transparent body and pink
coloured transparent cap, having “OMEZ”
imprinting on both body and cap and filled
with white to off white pellets / Taepnmi
MENATHHOB] Npo30pi KancyIu po3MipoM 2, 3
MapyeaeaaM OMEZ, 3 OGe3bapeHEM
KOPIIYCOM TA DOMEBHM KOEIAYKOM. BwicT

having

nposopi Kancymu

‘2 size hard gelatine capsule shells with

b) By Liquid chromatography /
METOA piaMHHOT XpoMaTorpadii

BHAMOTaM

Complies as prescribe

KoBIAYKoM. Bwict xancyn - 6ini | kamcyn — Gini abo maiixe 6ini nener.
NENETH.

2. | Identification / InenTH}ikanis a) The UV absorption spectra of both
a) UV spectrophotometry standard and sample preparation shall
method / MeTog V- Complies as prescribed / Bi T@E, . o 1b1t maxima at the same wavelength. /
crekTpodoToMeTpii BHMOTAM ?'“ AV PnekTpu Bnnpoﬁonysaﬂom Ta

81 8% ’a'mom pOS‘IHHlB HOBHHHI MaTH

LL\}\\ \'Ll HI
)Tﬂ r_ ention time of the major peak of
" E a L] Mme prazgle in the chromatogram of the
E:am?!léf eparation should correspond to tho
B ) o meprazole in the chromatogram of
shdard preparation. / Yac yTpuMyBaHHs
, AKHil BiAmoBigae omenpasony, Ha
—{ xpomarorpami BUIpoGOBYBAHOTO PO3UHHY

s

Mae BiANoBigATH Hacy yTp HA MKy
OMEIpasoiTy Ha XpoMa’ aM}
CTaL 034 A,

[
* EHO Vs

Remarks: The product confirms to above specifications

el

IpumiTka: [IpoayxT Bixnoginae BHine3asHaveHil cnemdykanii TORE
Prepared by / Tectysas: Document Checked by / Ilepesipus:  § SKfalip. SdianceWaalhk and Position /
D. Latha / Quality control- Team Member |K.V.V. Satyanarayana / Qualtty conirdg= 3 i AHOES il 5 Ta TTocana:
. Team Member -- 3 ssurance- Team
e kY 0\‘2. I

Sign & Date / [Tinnuc/Oara: 14-08-2024

Sign & Date / ITignuc/Hata: 14-08-2024 [Si

e/ Nata: 14-08-2024




br._Reddy’s ":‘

CERTIFICATE OF QUALITY
CEPTHDIKAT AKOCTI

Page/Crop 2 from/s 5

Product: OMEZ, capsules 20 mg Ne30 (10 % 3} in blisters
NMpoayxr: OME3® kancyan no 20 mr Ne 30 (10x3) y GnicTepax
T Capsule contains: Omeprazole 20 mg

1 ganeyna micTuTs: Omenpazony 20 mMr

Country of manufacturer: India
Kpalna-enpoGruk: Inmis

Bateh / Cepia Ne: B2402570

Batch Quantity / O6’em naprii: 64601 packs / 64601
YNAKOBKH

Analytical Report / Avaniruanuii 3nit No: 2002FP24001961]

Date of Analysis/ lata punpobysauna: 14-08-2024

Date of Manufacture / Hara eupofunurea: 06/2024

Date of Expiry/ Tepmiu npuparrocti: 05/2027

Registration certificate / PeecTpauifinoroe nocsiquenns No:
NeUA/0235/02/01

Valid till / Jiiicne po: unlimited / neoGMexceno

Order of MOH: Mo 1212 dated: 30.05.2019 / Hakas MO3 Ykpa¥un: N 1212 sin 30.05.2019

Size and type of the package / Posmip Ta Tano nakysanns:

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

10 wancyn y Gnricrepi; 3 GnoicTepH y xopo6ui 3
MaDPKYBAHHAM YKpPAaTHChKOK MOBOK

'Name, address and numbers of the licenses of manufacture
and quality control / HatimenysaHHs, aapeca Ta Homep
JinenHzil BHpoGHHKA Ta KOHTPOJIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

J-p Penai’c JlaGopatopic Jita, ®TO — 11, Ainsuuns Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c¢. Bauynani, Bawynani
Maupan, okpyr Memuan Mangaiicipi - 500090, wrar
Tenaurana, Ingis, Jiuensia Ne 63/RR/AP/96/F/R

6.04 mm to 6.09 mm /
6.04 MM — 6.09 MM

3. | Diameter / Niametp

6.00 mm = 0.30 mm (Between 5.70 mm and
6.30 mm) /
6.00 + 0.30 Mm (5.70 MM — 6.30 MM)

4, | Length / Hoepxmua
17.65 MM — 17.86 MM

17.65 mm to 17.86 mm /

17.80 mm + 0.50 mm (Between 17.30 mm
and 18.30 mm} /
17.80 £ 0.50 v (17.30 mm — 18.30 Mm)

5. | Average weight / Cepeang mara R T mg/ RS T mr

333.0 mg + 7.5% (Between 308.0 mg and

357.9 mg)/
333 Mr + 7.5% (308.0 mr — 357.9 Mr)

pressure not exceeding 0.7 kPa
for 4 hours / Brpara B Maci npu
BHCYITyBaHHi (60°C, ThCK He
suine 0,7 kla nmpoTsrom 4 roaun)

v

LU}\\ ME H]H;\

6. | Average net fill weight / Cepenus | 272.7 mg / 272.7 Mr 270 mg + 10.0 % (Between 243.0 mg and
Maca BMICTY KancylH 297.0mg)/ _
270 mr =+ 10% (Bin 243.0 Mr ap 297.0 ur)
7. | Water/ Bonma 1.2%w/w Not more than 3.0% w/w / He Ginrine 3.0%
8. | Lossondryingat 60 °Cata 0.7%wiw Not more than 3.0% w/w / He 6insme 3.0%

-_,_‘.'
\ ‘»

NG

Remarks: The product confirms to above specifications
IpnmiTka: poaykr sinnosigsc BMmesazHaseHil cnenudixanii

Prepared by / TecTynas:
D. Latha / Quality control- Team Member

[Team Member

!Bocument Checked by / Ilepepipus:  § SO
K.V.V. Satyanarayana / Quality controf S548

Sign & Date / Ilinnmc//laTa: 14-08-2024

Sign & Date / [Tignuc/[laTa: 14-08-2024




Dr. ﬁeddy’s ":".

CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Page/Crop 3 fromiz §

Product: OMEZ, capsules 20 mg Ne30 (1€ x 3) in blisters
Npogyxr: OME3® kancyau no 20 mr Ne 30 (10x3) y GnicTepax
1 Capsule contains: Omeprazole 20 mg

1 kamcyna MicruTs: Omenpasony 20 mr

Country of manufacturer: India
Kpatna-pupobuuk: Ingis

‘Batch / Cepin Ne: B2402570

_YNAKOBKH

Batch Quantity / O6°em napril: 64601 packs / 64601

-Analytical Report / AnanirHannii 3sit Ne: 2002FP24001961

Date of Analysis/ Hara sanpobyeauns: 14-08-2024

Date of Manufacture / JaTa supobanursa: 06/2024

Date of Expiry/ Tepmin npngathocri: 05/2027

Registration certificate / Peccrpanifinoro nocsiguexns Ne:
NelJA/0235/02/1

Valid till / i#icae xo: unlimited / neoGmexeno

Order of MOH: Ne 1212 dated: 30.05.2019 / Haxaz MO3 Yxpainu: Ne 1212 sin 30.05.2019

Size and type of the package / Poamip Ta THN naKypaHHs:

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

Ukrainian /
10 kancyn y Onicrepi; 3 GOmicrepm y xopobui 3
MapKYBIHHAM YRPpalHChLKOK MOBO

Name, address and numbers of the licenses of manufacture
and quality control / HaiimenysanHs, aapeca Ta Homep
Ninensil BupofHHKA TA KOHTPONIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

J-p Peaaj’c JIaGoparopic JIra, ©TO - II, Ainuurus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynani, bauynani
Mannan, okpyr Mepyan Mankaliripi - 500090, wrar
Tenaurana, Inain, Jinexzia Ne 63/RR/AP/96/F/R

9. | Uniformity of Weight for net fill
weight of capsule / OauopinnicTs
MECH BMICTY, Kancyn

Complies / Bignoginae

When 20 capsules are weighed, not more
than two of the individual weights deviate
from the average weight by more than 10%
w/w and no capsule deviates by more than
20% wi/w. / llpu 3saxysanHi 20 kancyn
npuoycTuMo He Gineire 2 iHAMBiZyanbHUX
MEC 4 BLIXKIEHHAM Bl CEpENHBOY MAtU
6inpme Hix ga 10% Ta axoxnol xancynn 3
BimxuneHraM 6inpine Hix Ha 20%

Ci7H19N:O18)

" 10, | Uniformity of desage units / 53 AV=15.0

OnHopigHICTE KO30BAHUX
OAHHHIIE

11. | Dissolution in 0.1 M HC1/ 0%, 1%, 0%, 0"/ Not more than 10% of Omeprazole is
Po3quHHICTS ¥ dissolved after 2 hours / He Gimbme 10%
0,1 M pesuuni HCI OMENpa3oly PO3IYHHACTRCA MpoTIroM 2

TOAHH

12. | Dissolution Not less than 70% (Q) of the labeled amount
in pH 6.8 phosphate buffer of Omeprazole should dissolve in
(calculated as C;7H1sN3058) / 30minutes / He wmenme 70% (Q)
Pozuunnicts y Oydepromy HOMiHaneHO! KiNbKOCTi oOMempazoly Mae
pozuuHi PO3YHHUTHCA NPOTATOM 30 XBRINH
pH 6,8 (B nepepaxyHky Ha

Remarks: The product confirms to above specifications
HpumiTia: IIpoaykT Binnosigae BriezasHadeHil crneuudikanii

Prepared by / Tecrysag:
D. Latha / Quality control- Team Member

L&L,

Team Member

Document Checked by / Tleperipus: H ¥ [(J
K.V.V. Satyanarayana / Quahty conts .'__. 5 s

Sign & Date / Iinnuc/Ilara: 14-08-2024

Sign & Dato / Tiammc/ ata: 14-08-2024




°® CERTIFICATE OF QUALITY
D K. Reddy S ‘ CEPTH®IKAT SIKOCTI

Page/Crop 4 from/a 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
Mpoaykr: OME3® xancynn no 20 mr N 30 (10x3) y 6aictepax
1 Capsule contains: Omeprazole 20 mg

1 kamcyna micTuth: Omenpasony 20 mr

Country of manufacturer: India
Kpatna-supobunk: Innia

Batch / Cepin Ne: B2402570

Batch Quantity / O6'em napTil: 64601 packs / 64601
YNaKoBKN

Analytical Report / AnaniTuunnil sgiv Ne: 2002FP24001961

Date of Analysis/ Jara sunpodysannn: 14-08-2024

Date of Manufacture / laTa supabunursa: 06/2024

Date of Expiry/ Tepmin npugaTnocti: 05/2027

Registration certificate / Pecerpauitinoro nocrinuenng Ne:
NeUA/0235/02/01

Valid till / Tificue po: unlimited / neo6merxeno

‘Order of MOH: Ne 1212 dated: 30.05.2019 / Haxas MO3 Yxpainn: Ne 1212 eix 30.05.2019

Size and type of the package / Poamip Ta TN nakyeaHng:

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

10 xancyn y Omicrepi; 3 Onicrepm y kopofui 3
MAPKYBAHHAM YKPaTHCLKOW) MOBO1O

Name, address and numbers of the licenses of manufacture
and quality conirol / Hajlimenypanns, anpeca Ta Homep
Jrinensii BHpoOGHUKA T8 KOHTPOTIO AKOCTL:

Dr. Reddy's Laboratories Ltd., FTO - 11

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

JA-p Peani’c JIaGopaTopic JIra, ®TO — II, Aineauus Ne 42p,
43, 44p, 45p, 46p, 53, 54, B3, c. Bauynani, Bauynani
Manupnan, oxpyr Meguan Mankaiiripi - 500090, rrrar
Tenaurana, Ingis, Jlinensia N 63/RR/AP/96/F/R

" 13. | Related substances:
Highest individual impurity

Not more than 0.5% / ue 6inrime 0.5%

(calculated as Ci7H1oN:058) /
KinpkicHe BH3HAUYEHHA
OMENpasony B Kancyni (B
nepepaxyHky Ha Ci7Hi1gN3058)

0,
Total impurities / JIoMiIoky: D.03%
HalGinboT iHAVRI Xy aIBHOT 0.1% Not more than 2.0% / ve §imbine 2.0%
cyMa IOMIIIOK )
14. | Assay 19.9 mg/capsule / At the time of release: from 19.0 mg to 21.0
Each capsulc containg 19.9 mr/icancyny mg (from 95.0% to 105.0% of labuled
Omeprazole 99.7% amount)

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

L m.r:: smount) /
g i OMEHT BHITycky: Big 19.0 go 21.0 mr
YL 5 0 % mo 105.0% HOMiHATbHOT

u)}\\ ME Hi

“E LWﬁo;Er_ M TepMminy npupateocti: Bix 18.0
a 4 Mr (sin 900 % no 1100 %

15. | Microbiological purity /
Mixpobionoriuna uncrora:
a) Total aerobic microbial count /

Less than 10 CFU/g / m

f@mi&l

i 10',/4) Not more than 1000 CFUfg / me

Remarks: The product confirms to above specifications
IlpumiTra: [ponykT BiANOERidae BumesazHaveHill cieumdikaui

3arafeHa KiibkicTh aepofHuX K¥YO/r bineme 1000 K¥O/r
mikpoopranismiz (TAMC)
b) Total yeasts and mold count / Less than 10 CFU/g / menwe nix [0 b) Not more than 100 CFU/g / ne Ginewe
3aranbHa KiflbKiCTh ApiRAKOBUX | KVO/T 100 KVO/ir
Ta mmicH BHX rpHbis (TYMC)
¢) Escherichia coli Absent in 1 g/ BigcyTHig I T c) Absentinl g/BincyrsiB 1T
727
P

Prepared by / Tecryeas:
D). Latha / Quality conirol- Team Member

g

Team Member

Document Checked by / Hepenipl—m
K.V.V. Satyanarayana

til and Position /
¥f 4 Ta [Tocana:
PLssuratce- Team

Sign & Date / Ilianuc/Tara: 14-08-2024

Sign & Date / Himmwc/ata: 14-08-2024 [Sign




Dr.Reddys ‘

CERTIFICATE OF QUALITY
CEPTH®IKAT SIKOCTI

Page/Crop 5 from/s 5

Product: OMEZ, capsules 20 mg Ne30 (10 x 3) in blisters
IMpogyxr: OME3® kancyan no 20 mr Ne 30 (10x3) y 6aicTepax
1 Capsule contains: Omeprazole 20 mg

1 kancyna mictute: Omenpazony 20 Mr

Country of manufacturer: India
Kpaina-supobunk: Iunia

Batch / Cepin Ne: B2402570

Batch Quantity / 06’em naprii: 64601 packs / 64601
YOAKOBKH

Analytical Report / AwaniThunn 3sir Ne: 2002FP24001961

Date of Analysis/ JaTa enopobGyeannn; 14-08-2024

Date of Manufacture / lara supobuurrea: 06/2024

Date of Expiry/ Tepmin npuaarnocti: 05/2027

Repistration certificate / PeecrpauiifHore noceinyenns No:
NeUA/0235/02/01

Valid till / Aificue no: unlimited / Heobmexxeno

Order of MOH: Nb 1212 dated: 30.05.2019 / Hakas MO3 ¥Ykpaiau: Ne 1212 sia 30.05.2019

Size and type of the package / Po3mip Ta THO nakyBanHa:

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

10 xamcyn y Gnicrepi; 3 Omictepn y kopobuni 3
MAPKYBaHHAM YKpATHCEKQOI0 MOBOKO

Name, address and numbers of the licenses of manufacture
and quality control / HaitMenyBaHHA, agpeca Ta HOMep
nmitensii BUpoOHHKA Ta KOHTPOUIH SAKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, M 63/RR/AP/36/F/R

J-p Peaai’e JIaGopaTopic Jra, ®TO — IL, Ainenuna Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynmani, Bauynani
Maunnan, oxkpyr Meguan Manxa#ripi - 500090, mrar
Tenanrana, Inain, Jlineusia Ne 63/RR/AP/9G/F/R

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation 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.™

Jeyapams npo cepruduxaminoe: “LiuM 3aCBIIMY0, W0 BHIEBUKIIGNIEHA 1HPOPMAIIA CIPABXKHA 1 TOYHA. Ll cepia nponykry
6yna BMIOTOBJICHA, BKNIOYAOYH YNAKOBKY/MapKyBaHHA Ta NepeBipky AKocTi HAa BHINe 3rajaHoMmy caiiti (ax) y noBHik
pigmopignocti 3 Bumoramm GMP wmicuesoro PerynaTopHo'l' oprany i BigmosigHo no cnemudikauii, mo MicTATECE B
peecrpamnHOMy Jocse / Toproeiif nimemsii kpainu-imnoprepa alo y nocke crnemmdiranii NPoRyKTY OGN DOCHIIKYBAHHX
nikapchkuX 3acobie. JokyMerTH no o6po0ili, ynakosui ta ananmisy Gy neperisHyTi Tda BCTAHOBICHO Biagnosinuicts GMP.”

JTOKY VEHTI

2 --f;;,\
LI \4)\
B
\2,

Remarks: The product confirms to above specifications
Tpumitka: ITpoykr Binnosigae umesasHayerii coeundikanii

Prepared by / TecTypag:
D. Latha / Quality control- Team Member

0
l_k |

Team Member

Document Checked by / [Tepepipup: #
K.V.V. Satyanarayana / Quality contrd

Sign & Date / Migmic/dara: 14-08-2024

Sign & Date / [Tignuc//aTa; 14-08-2024
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