AEPJKABHA CIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMW Y KHIBCBKIHN OBJIACTI

mpos. Ceitirauoi Hanii, 3, m.Kuis, 02099, Ten/pakc: (044) 363-06-50
E-mail: dls.ke@dls.gov.ua, Kox €APIIOY 37078774

BHUCHOBOK
npo AKICTHL BBe3eHOro B YKpainy JdikapcbKoro 3ac00y

03.07.2024 Ne 25695/24/10

OME3®
(HaMENYBaHHA JIKAPCHROTo 3ac08Y AMLANO 3 PECCTPAITIHUM ITOCRITICHTINM)
xancynu no 10 mr mo 10 xanceyn y 6uicrepi; no 3 Oicrepu B KaprouHili Kopobui
(dopma BUMYyCKY, HoIyBAHHS, BRI NaKyBaHHA JiKAPCLKOTO 38c06y)

Howmep peecrpaniinoro nocsinuenna UA/0235/02/02 crpox aii peectpauiiinoro nocsigvenus 01.01.2099
Cepin mikapesxoro sacofy Ne C2404121 KinexicTr BEE3CHOTO TiKapeskoro sacofy 11040

BupoGrux H-p Pepni'c NaGoparopic Jita, OTO - 3, Inais

(HaliMenysaHHT BHPOGHIKA TIKAPCEROTO 3acofy, KpalHa noXomAeHH")

Bseseno B Vipainy Tonapuctro 3 omexenoro Rignopizanpuicro "Hp. Penni'c
JlaGopaTopiz", ineur. kon: 37560808

(HaimenyBamnz Ta kog 3a €JIPTIOY 0pPLAHYHOT 0coBHR 260 TpisEnme, iM'A, 16 GarhkoBI (iztuno]
ocobH - mianpreMIa, 1f Micue IPOKABAHHA Ta peecTpanifinnii HoMep 0OMIKOBOT KAPTKH [LTATHHKA
nmoaaTkis abo cepiz Ta HoMep macnopTa)

Mporokon vizyansnore xoutponio sig 21.05.2024 N 1427/2.

JaGoparopnuii anamis axocti JIKapCHKOTO 3200y 3AiHCHeHui:

JTabopatopis 3 KOHTpoMO sKOCTI MiKApCKHX 3aco6ir TOB "TOBPOBYT-JIIKUITAB" (M. Kuis,
Byll. Hoeropon-Cisepebka, yz.3, HexuTioR NpUMIIeHHs 92)
(HaliMeHYRAHHA T4 MiCHEIHAXOIKEHHA mabopaTopii, o nposena TaGopaTOPHAUI asai3 AKoCTi)

Bucroox oo sxocti nikapeskoro sacoby, Buaanmit naGopazopicio ig 03.07.2024 Ne 958-24

Pesynetaru nalopatoproro aHamisy sxocTi nixapesKoro zacoby 3a IEPEBIPEHIMH NOKAIHIKaMH BIATIOBITATEL
BHUMOTaM METOIR KOHTPOIIO AKOCTI {aHamiTHUHO-HOpMATHBHOT NOKYMEHTaLT).

3a  pelymeTaTAMH  AEPKABHONO KOHTpONE  BCTAHOBICHO, 110 JIKApChKME  3aci6  BBCIeHO B Ykpainy 3

AOTPHMAHHSNM BAMOT 39K0NOIABCTRA MO 3a6eaeue A AKOCT] MKAPCHKKX 3aCOBIB,

N K A" ATS
TAROK s, 4
el )

e N
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KAT SIKOCTI

AL,

1 %024

 Dr.Reddy’s

roduct: OMEZ, capsules 10 mg N30 (10x3) in blisters
Apoenyier: OME3® raneyan no 10 mr Ne 30 (10x3) v Gaicrepax

11 capsule contains: Omeprazole 1) my

il Kaneyaa mieThye: Omenpaioay 10 mr

Country of manufacturer: India

Kpatwa-enpoeuni: lnaig

! Batch / Cepin No: C2404121
C Analvtical Report / Awaairimnini IBiT Ne:
Datcvgw!_'__;\flanufacnu_'e f Hata supoinnurea: 02/2024

890001732975

;____[_)ﬂtgu_f_é_{;aj;!;s_j_s Hara sunpody sauns: 20/04/2024
_{Pate of Expirs / Tepmin apurarHocT /2027

Batch (jumms £ O8em naprii: 28931 pagki*! VIAKOBKA

Registration certificate / Peccrpauiiine nocsinuenns No:
UAM235/02/02

Valid till: Unlimited

Hiitene no: weodamemens

| Order of MOH No: N1655 from 22.07,2019 7 Haras MO3 Yipaiun Ne1655 gin 22.07.2019

Size and type of the package / Pozmip ta Tun TAKYBAHHSIL

10 capsules in a blister with tabeling in Ukrainian; 3 blisters in
a cardboard box marked in Ukrainian and English /

ne 18 wancva oy Giicrepi 3 mapryBaHuam YRpateLKkow |
MOBOIOL B0 3 GticTepir B wapToHuif KOpoblti 3 MapRyBanHiM
YEDATHCLKOIO T aniiich KO0 MOBAMH

Name, address and numbers of the licenses of manufacture
and guality control / Haiinenypanug, anpeca Ta Homep
AineHsii pupohnica Ta KOBTPOI0 SKkocE:

Dr. Reddy’s Lahoratories Limited, FTQ . 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupaily Vitlage
and Mandal, Medchal Malkajgivi District-500090, Telangana,
India No SO/RR/ADOT/T/R

Z-p Penni'e Jdaboparopic Jita, @TO -3

Hinvannst Ne 41, 42p | 45p i 46p, ¢ Bauynaani i Mauaaa, oxpyr
Meayan-Maakafiripl - 500090 Tenanrana, lugin

1 JlineusinNe SO/RR/AP/O7/FIR

1/ Cremdixcaniss

SNl TestiTeer 1 Resuite/ Penmerar
I. ¢ Description / 3osHimmii | Off-white ciliptical to spherical pellets $Hed in
size 3" hard gelatin capsules with opaque

E‘ BHIfs

lavender colored cap and opaque yellow cofored
body imprinted with “*OMLEZ 10
body with black ink. / Mathke Ginoro, sixg §
SHINTHYHOY A0 chepuuno’ dopmn aedet B
] TBepmMH HC npodopilt Kesarnnosii Kancyi

Hlow, clliptical 1o spherical
pellets filled in size “3” hard gelatin capsules
with opague Tavender colored cap and opaque
vellow colored body imprinted with “QOMEZ

107 on cap and body with black ink. / Bia :
Malike BiioTo 10 CHITHO-KOBTOrG eninTimiai
Ta/abu cdepuunat hopMa neseTy n rrepaiii He

on cap and

possip  «3» 3 Epilgerkoo JARANAOROIO | nposopiil wenarHuosi Kaneyni posmipom «3n 3
| KPHIIEUKO JaRAMNOBOro KORLODY Ta THIOM

KOABOPY T4 TLHOM JKOWTOrO KOALOPY 4 HARHCOM
j TopHore KoaLepy «OMLEZ 10» va kpirweuni ta :

JTimixancyan
Complies / Bianosinace

ER—

Identification HPLC /7
: lremndivauia BEPX

[

i 3;
: : !
Lo | ;
% 0.9%/09%

[ Loss on drying / Brpara
H0CH NP BHCYHIYBAHH]

o

i Average weight of the [534.9 mg /154.9 myr
- capsule / Cepenia maca
o jeeyse oo
5. 0 Average weight of the 1071 mg 7 107, Imr
. net content / Cepenny :
L mecaewiery sancyam | .

KOBTOTO KOALOPY 3 HANMCOM HOPHOIO KOAbOpY
- COMEZ 10% yta xpumeun 1 tini kancyau
The retention time of the major peak in the
- chromatogram of the assay preparation should |
»correspond 1o that of the major peak in the !
i chromatogram of the standard preparation as
f obtained in  the assay / Yac  yTpumating
| FONOBOTO nixa Ha XPOMETOIpaMi |
| BHTIpOBYRAHOTO PO3WINLY, NOBIRHG sianohigars |
Hacy YIPHUMHIIR FOMOBROTO flika Flet :
| XpomaTorpai CTARZAPTHOTO  PO3IHHY,
- OTPITMAHOIO ApY KikRICHOMY BH3venni
- Not more than 2.3% / He Siasnre 2.5%

g £10.0% (from 137.7 mg 10 1683w

|7 153.0 Mr £ 10.0% (8iz 137.7 MT 110 168.3 M)

1050 mg S10.0% (from 94.5mgz to 1153 ma) /
L H05.0 mr £10.0% (Bia 9475 e 115.5 Mr)

¢ Remarks: The product confirms 10 above specifications
! Npumitia Ttpoayir Bignosinae sumesaznavenin caenMpiKauil
I Tested by / Tecryean:

i
H

40

Document Checked by / Hepepitma:

suthorizing the batch
51, AKZ AOTBONHIN BHAVEK
B s\ﬁq ,;‘M;”".‘? g

—

B s B
5 & Py “r/\_&-m“ﬁ»’;.
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| Product: OMEZ, capsules 10 mg Na3(
Hpoaykr: OME3? Kancyan w10 ar Ne 30 (19x3) y 6aie
¥ capsule contains: Omeprazole 10 my

1 waocyaa Micrre: Ostenpasony 10 mr

Batch / Cepini N - C2404121

(10x3) in blisters

Page " Crop, 2 of ¢ 5

Country of manufacturer: India
repax : Xpaina-supotuni; Ingisn

Analstical Rep(;;:t S Ananirnynui 3B:|Nﬂ§9_(}00 1732973

Date of Manufaciure / Mara BHpOSBUNTRA; 02/2024

| Date of Expiry / Tepmin npwrarmocti:1/2037

Registration certificate / Pecerpaniiine necpiquenny Not
 UA/0235/02/02

Valid tili: Untimited
LAiitcre 102 neoBmereno

Order of MOH No: Ne1655 from 22.07.2019 7 Haxea

Size and type of the package / Poamip ra tin HAKyBIHHsE

Name, address and numbers of the lieense
and quality control / Halimenysaunsg, aapeca Ta HoMmep
Alnetii Bapodnuka 14 KOHTDOJHO SKOCTI:

3 VO3 Yipaime Nel 655 pig 22.07.2019

. -
s of manufacture

10 capsules in a blister with labeling in Ukrainian; 3 bHsters in
a cardboard box marked in Ulcrainian am¢d Enplish /

no 16 xaneyn y Gaicrepi 3 MAPKYBIHHAM  YKPATHCLKOI0
MOBOIG; Mo 3 Gaicrepn g KAPTOHHIN Kopofui 3 Maprysamiam
YRPATHCLICBI0 T AN CLKo10 MOBAMH

B _.[Batch Quantity / O6’cm nd;mi 2895] packsjﬂs_j_:_}_a:_;{uggy__m i
{ Date of bysis £ Hara ninpods Baunn: 20/04/2024

Dr. Reddy’s Laboratories Limited, FTO - 3
Survey No. 41, 42 part, 45 parl & 46 part, Bachupally Village

and Mandal, Medchal Matkajgiri Distriet-560090, Telangana,
India Ne 39/RR/AP/97/F/R

A-p Peaai'e AaGoparopic JTvn, DTO - 3

Aiavimus Mo 41, 42, 45p H46p, ¢. Bauynani i Maszan, oxpyr
Mc,mian—f\']"amcaﬁripi = 300090 Tenaurana, Iunis

JhivenzisNe SO/RR/APAO7/E/R

6.

Uniformity of weight for
net content / D anenn {AV) 3.6
Ouropinvicrs macn |
_BMICTY Kancymn
Uniformity of dosage
onits / Oaxopizuiers
LAOSOBUIMIX OABHEY,
PYssohition
Pozusnenns
AL Acid stage (in OUIN
- HCDY 7 Kuenoria crags
[ {y 0.1M posunui HCD o Unit2 Crpoda

; uneno (AV) 8.5

Uait 1 /CpaBa 1 ..

ot

Unit 3/ Cupoba

Unitd /7 CnpaGa 4 |

Ln

. Unit5/ Cupoba

' Unit 6/ Ciipo6a 6 ...

Remarks: The product confirms 1o above
| psirea: Oponvicr BinnoRing
Tested by / Tectynan:

Jate 7

The acwcmépm'hce value (Av) is3.6/ ﬂp;-ig;a}f},zrre

e acceprance value (AV) is 8.5

CERMesasHaeHill crewndivanil
Document Checked by / HNepesyis: [N
Ja I Aty

Hommuen  eiamorinatn  sumoram @ CLJA

«905n; AV <15

Tpuiimansue

Housunenw  mixnosiaary BlUMOTaNM

70
CARA G okANCYA - le Biieure 10
{CrwNO:S)  posunnscrses

- roann (1.1Y

! The average of the 12 ¢ ‘
I 10% of Omeprazole (CirHisNDS) s dissolved

S 2 hours (L2) / Cepenne snavenns s 12
© xancy: e Otk 10% omenpazony
C{CHHLNIOS)  posunpserses BOpOAOEK 2
roiny (L2}

I The average of the 2¢
¢ 10% of Omeprazole (CoHaNaO:8) is dissolyved
fin 2 hours (L3} / Cepenuc wavenns sy 249
Kancyy ne  Biapwe  10% oMenpazony |
Bripoaogx 20

Yo omenpazony
Brpoaonw 2

i

{CoHuNa(sS)  posunpsetnes
ronnu (1.3)

N, e et
3 uthorizing the baich

G- K2 203803153 BeNVOK I
e S5 Yo

2

s

ot

30U 2074 | Dae e

he requirentents of USP 005~ AV <15 /|
CHIA |

|
I

i

] "Mcé.ts'tl{;r_&]'uirenTéﬁts 0f USP “905" Ay <5

i

A. The average of the 6 capsules is not more
than 10% of Omeprazole (ColpNO8) s
i dissolved in 2 hours (L) 7 Cepeanc 3vavcing

apsukes is not more than |

I capsules is not more than |
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 Dr. eddy’s

_ Puge/ Crop. 3t/ 3

 Product: (;R’IITZ, capsules 10 mg N30 (10x3) in blisters [ Country of manufacturer: India |
Hpoayrkr: OML3® KAncyan mo 10 mr No 30 (10x3) v Gricrepax E Kpatwa-supotuig: ugia
1 eapsule contains: Omeprazole 10 mg i
1 xancvaa sicyurn: Omenpazoay 10 m ; o o
Batch / Cepist No: C2404121 _..; Batch Quantity 7 O8 ear naprii: 28951 packs / ynakeskn
: Analytieal Report / AHaninrinpit 1eiT Ne: 896001732975 Date of Analysis / Jlara sunpobvearna: 20/04/2024
"I)ﬁﬁ&oﬁ Manufacture / llava pupodmnirrna: 02/2024 Date of Expiry / Tepmin npnaatiocri:01/2027 —
| Registration certificate / Pecerpaniitue nocsinsennn Mo: Valid tiH: Unlimited
HA/235/02/02 Mificne oz weofinexcena o
Order of MOH No: Ne1655 from 22.07.2019 7 Haras MQ3 Ykpainn Nel635 Bin 22.07.2019 )
Size and type of the package / Posmip T4 Titn nakysanan: 10 eapsules in a blister with labeling in Ukrainian; 3 blisters in

a cardboard box marked in Ukrainian and English /
ho 10 wkaneya y Gaictepi 3 MAPKYBRHHSM  YKPaTHCLKOI0
MOBOIG; 110 3 BaieTepy B xaprouniii wopodui 3 mapxysanusm
YEPATHELKOK Ta aRrAiiicLKo0 MOBAMI

\—’aﬁlc,add;&;q Taﬁr‘t(-lmnmn bers of the licenses of manufaciure Dr. Reddy’s Laboratories Limited, FTO-3
and quality control / Halmenynanug, appeca va HoMep Survey No. 41, 42 part, 45 part & 46 part, Bachupaliy Villuge
Ainensit snpobinika Ta KOHTPONIO AKOCTH: and Mandal, Medchal Malkajgiri District-500090, Telangana,

India Ne S9/RR/AP/OT/FIR

H-p Penni'c MaGoparopic Jra, ®TO — 3

Abavains No 41, 42p 45p i 46p, . Bavynaai | Mawugan, okpyr
n’\'Iemia.mMaﬂmiiiripi — 300090 Tenaurana, lupis

Jiuenzine SYRR/AP/STE/R

| B Not less than 75.0% () of the Tabhelod
i amount  of  Omeprazole (CrHNARS) s

B Buffer  stage  {in I Unit anpo;\S:;I Lo 102%
buffer  pll 6.8) /|

Bytepia  crapia - (v Unit 2/ Copofa 2 ... 97% | dissolved i 45 minutes / Te mempe 75.0% (Q)

wf | OydeproMy posmuni ph g HOMIAALHOT KiNBKOCTI OMETIPABOAY
! P 0.8) Unit3/CnpoBa 3 ... 96% (CioHoN=OWSY  poasnpgeTnes BOposomK 43
! : L OXBRAHH i
| Unitd /Copedad ... 929 | f
; Unit5/Capota s ... 97%

Unit 6/ Cripoa 6 ... 99%

Assay of Omeprazole in 1602 %/ 100.2% From 935.0% to 103.0% of the lsbeled amount of -
. capsule / Kiaskicne Omeprazole (CoHwNWLS) at the release / Bia -
i BUIRAYEHH oMenpazons 95.0% a0 1D5.0%  wominanenoy KifBKoCeTi |
B xancysi oMeripasond (CiHoN:0:8) Ha momenT BHITYCKY
From 90.0% 1o 116.0% of the labeled amount of |
, Omeprazole (CoHisNGHS) during shelf life ;
: CBin 90.0% a0 110.0% DOMIHARBLHOT KiRLKOCT]

oMenpasona (O HoMNOSS) anponosss TEPMIHY |
LHpnsgaTHOCT] :

10. | Related substances / o o
C CymyTii Romiwg: :
I a) lmpurities F and G / Below LOQ (LOQ = 0.04 Yo/ Muncve e not more than 6.4% 7 ne 8iine 0.4%
f Howvimxn Fra G | KUTBKICHOTO BHZNauenns (MKB = 0.04 %)

b)Impurity / llomiwka A | Below LOD (LOD = 0.058 80 / Hinkue mexki a0t more than 0.4% 7 te 6ianine (.49
! iommsnavenns (MB - 0.0158 %) ’ -

Remarks: The product confirms o above specifications
Apnmitea: Nponykt sinnosizac spwerasnavenin cnemsgikang

Tested by 7 Tec FyBag: Document Checked by / ﬂepem?i,n e,
LD

Date T P L pUeSen {Dan fams 3Rt el s

LYY




KAT SIKOCTI

/ 024

teddy’s

Product: OMEZ, capsules 10 mg N30 (10x3) in blisters
Tpoayrr: OME3® kameysmn no 10 mr Xy 30 (F0x3) y Gaierepax
¥ capsule contains: Omeprazole 10 mg
1 ancysa micrin: Omenrpazgay 10 mr

| Country of manufacturer: India
: Kpaina-gupoGink: Innis

! Batch / Cepia No: C2404121 -
_Anal tical Report / Ananirnaumuii apir No: 896001732975

1tthQufmt_m F OF cm paprii: 28951 pacfl'w / vuagosxn
' Date of Analvsis / Hata Bunpotveanns; 20/04/2024

 Date of Manufacture / /iata enpoduniy Ba: 02/2024

Date of Expiry / Tepuin fpHaaTHoCeTI: (1 /26027

Registration certificate / Peeerpaniiise noceizuenin Ne:
UAA235/02/02

Valid tifl: Unlimited
{ Alicire no: neodyeneno

Order of MOH No: Ne 1655 lrom 22,
Size and type of the package / Posmi

praTHn NAKYBAMHH!

§7.2019/ Hakas MQ3 Yrpainu Nel655 nig 22.07.2019

10 capsuoles ip a blister with labeting in Ukrainian; 3 blisters in
a curdboard box marked in Ukrainian and English /

no 14 xaneyn y Gaicrepi 3 mapkyraunam ¥RpalHeLKOW
MOBGI0; o 3 GaticTepn B KapTouniii KOpoGIi 3 MAPRYBAnHIM
VEPRIHCLKOW0 T2 AL 010 Mopamp

Name, address and numbers of the licenses of manufacture
and guality control / Hailmenynauus, agpeca ta HOMED
Siwensit sipotroka ta KOHTDONO SKROCTI:

Dr. Reddy’s Laboratories Limited, FTQ - 3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village
and Mandal, Medchal Malkajgiri District-500090, Tefangana,
India Ne S9/RR/IAPOER

M-p Penai’e Jadoparapic Jva, dTO - 3

Aisthanun No 41, 42p , 45p i 46p. ¢. Bauynani i Mawnaaun,
MOﬂliﬂ.ﬁ-E\f]a.!'iic‘ﬂﬁi"ipi ~ 300090 Feaanrana, luyiv

| TiuensinNo S9/RR/IAP/OTE/R

OKRpYY

¢) Any other individual
Impurity / Gyap-sxa
M2 iHAVE yanLHA
JoMilEKa

d) Total impurities /
Cyma noamimiok

i

0.03 9% /0.03 %

0.1%/0.1%

Microbioiogical purity /
F ¢ MixpoSionoriuma
| ancrora:
! aj Total aerobic
' microbial count / i
3ATdNbHA KiNbkicTn
aepodHuN
MiKpoOpranismis
(TAMC)
b} Total yeasts and
molds count / sarannna
KEIBKICTS APEAIROBAX
| Ta nicuasKx rpusin
C(TYMC)
¢) Escherichia cofi

a) <10 CFUWa/ <10 KYO/ir

Dby 10 CFUe /<10 KYOQ/r

c) Absentin | g/ incyraip | ¢

i
b
I
e}

12

”]“:;.Uprd].jﬁaicolu{df ;/
- CaipT i3onponisosnii

|

: arks: The product confirms (o above specifications
Hpiyivsea: Tpomysy siunorinae pruiesasmanenii crewnginauii
Tested by / Tectysas:

LA

Date Jlas T3 Ructoly | a

Document Checked by 7

5 g SR

not more than (14% / ne Binpime 0.4%

i not more than 2.0% / ye Ginswe 2.0%

| Meets the requirement of HJSP General chapter

Pwb2ly / Vlemunen sianosizaty RUmMoram D,
L CUIA o621y

a) Not more than 10060 CFU/g / He 6insuwie |
1000 KYOir

i
i

b} Not more than 100 CFU/e / He Ginsure |

O KYO/r

¢} Absentin | ¢/ Bigcyriminir

Not mmore than 5000 ppm ;
. Meets the requirement of USP General chapter |
L«6Z1n/ .
. He Ginbie 3000 ppm

BlAnoBizaTH  mimoram @, ClIA

-

FHonspgH
1«62y

juthorizing the batch
5. KR O3BONMAA BHIYCK |
iy -

0T Bt Sy

Nepenipyin




or.Reddy’s

Page / Crop. Sof/ 3

{ Product: OMEZ, capwleslﬂmg N30 (10.\;3)wi;1u blisters

1 capsule contains: Omeprazole 10 my
! kancyaa micrnrp: Omenpasossy 1) mr

Nposywer: OME3® ganeynn 1o 10 pr N 30 (10x3) y daicrepax  Kpaina-supobunk: Ingis

| Country of manufactuver: India

Batch / Cepin No: C2404121

Butch Quantity / OG’em napril: 28951 packs / LnakoBKH

Analy tical Report / Awapivuuii 3piv No: 89000]7329'?;3

Date of Analvsis / Jara sunpobdyeannw: 20/04/2024

Date of Manufacture / dava supoSnirsa: 02/2024

Date of Expiry / Tepmin npnpataoeri01/2027

Registration certificate / Pecerpaniiive noceiguchns No:
UA/0235/82/02

Valid tifl: Unlimited
Jiiicne no: HeoBaresxerio

Order of MOH No: N1655 from 22.07.2019/ Haxas MO3 Yicpaiun Nel 655 siz 22.07.2019

Size and type of the package / Posmip ra 111 nakypanus:

10 capsules in a blister with labeling in Ukrainian; 3 Blisters in
a cardboard box marked in Ukrainian and English /

no 10 gancyn y Gaicrvepi 3 MapxyBaduum YRPaTHCBKOK
MOBOIO; 110 3 Gaicrepn B xapTouniil kopodii 3 smaprysanusm
YEPATHCBKROG Ta aHrAHiCLKOI0 MOBAMH

Name, address and numbers of the Heenses of manufactore
and quality contrel / Hadimenynauns, AJpeECa Ta nomep
SHuensiv BUpoGunKa Ta KONTPOAIO RKOCTI:

Dr. Reddy’s Lahoratories Limited, FTQ -3

Survey No. 41, 42 part, 45 part & 46 part, Bachupally Village

and Mandal, Medchal Matkajgiri District-500090, Telangana,
Indiza Ne S9/RR/AP/YT/FIR

J-p Penzi'e Jadoparopic Jdra, HTO -3

Ainnumaa Ne 41, 42p , 45p i 46p, c. Bauwynasi | Managan, okpyr
Memran-Manxaiiripi — 500090 Teaanrana, Inais

JlinenzisNe S9/RR/AP/97/F/R

Declaration of certification: 1 hereby certify that the above information is authentic and accurate.
manufactured, inchiding packaging/labelling and quality contr

This batch of product has been

ol at the above mentioned site(s) in full compliance with the GMP

requirements of the jocal Regulatory Autherity and with the specifications in the Marketing Authorisation of the imporling country or

product specification fife for investigationa) Medicinal Products. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP?, /

Acnapanis npo cepradikaubo: “Hum sacsinivio, mo smuesaksaiena inopmaltin cnpaexua | Touna, Lla cepin HpoAyKTY ByTa
BEFOTORIUHA, BKAIOHAHOMH yDAKOSKY/MAPKYBAHHS T4 NEPeBipKky skocti Ha pume 3raiaaHoMy caliTi {ax} vy uopuiit Biamosinwocti 3
BHMOraMl GMP sictesoro Peryastopnof oprasy ; sionorinne no cneundixanili, mo micTarscs B peectpaniituomy aocke / TOProsii
Mitenzit kpai-iMnoprepa ado y pocwe cneuHBIKaE TPORYETY M A0CATDKYBAREX nikapeeiHx 3acobiv. Jlokymentd no o8podii,
YHAKOBUI T8 anamizy Gyau HeperTaNyT! T2 BCIANOBACHO BLATOBIAHIcT: GMP ™

G
gEH O

Remuarks: The prbdiiéwt“(‘}bnifirms to above specilications
| hpsmiTia: poay st pianesisac sumeasisagenii one wiehi kauiv
FTested by / Teeryran: Bocument Checked by 7 ey &
' //_:_) oy
40D LogE
T %

1, KA JO3BONHIG BHISVCK
o iy beo

Date / Jlara: ¢ el

Jlata. 280y R R




