Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tolo Q1 02165 5E001-02

WWwW.Arretv:z.com

Product : Dyspevict film-coated tablets, 100 mg
Hpoaykr: JIucneBuxkT” TabaeTkH, NOKPBIThIE [IEHOYHOM 06onoukoi, 100 Mr

Market / PeiHOK : Russia / Poccus

Batch No / . Batch Quantity / . 9,00,000.0 tab /

Cepus Ne + V2500960 | Obbem cepuu " 9,00,000.0 a6 ]

Analytical Repo:‘t No/ - 040002937901 Date of Analysis / - 92.05.2025

AunannTuyeckuii order Ne Jarta anajinza

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028

JlaTa npou3BOACTBA I'open mo

Mfg. License No. / MA number: /

TIpousBoaCTBeHHAs . MNB/05/263 s - JIM-Ne(001951)-(PT-RU)
Homep PY

JuneH3us Ne

| Analysis performed according ND:

/ Anans nposegen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Pagelof 7/Crp. 1 37

v Test / Iloka3zaTenn

Result / Pe3yabTaTsl

Specification / Hopma

1 | Description / Onncanue

Round white film-coated tablets
debossed with "100" on one side and
plain on the other side. In cross section
- a core is pale yellow. / Kpyrnsle
TabneTkH, MOKPBIThIE [UIEHOYHO
obonoukoii  Gemoro  1BeTa, C
rpaBupoBkoii  «100» Ha oaHoil
CTOpOHEe W rnajxue Ha Apyroil. Ha
[OTIEPEYHOM Cpe3e — sSIAPO CBETJIO-
JKeNTOoro 1BETa.

Round white to off-white film-coated tablets
debossed with "100" on one side and plain on
the other side. In cross section - a core is
white to pale yellow. / Kpyrnelie tabneTku,
MIOKpPBIThIE TNeHOYHOH obosoukolt Oeyoro
WM oyt 6enoro uBeTa, ¢ TIpaBHPOBKOHN
«100» Ha onHOW CTOpPOHE U IJIAAKHUE Ha
npyroil. Ha nonepeyHoM cpese — sApo OT
6eJ10ro K0 CBETJIO-KENTOro LBETA.

Remarks : The Product confirms to ND/
Npumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloprorosneno: Ramakanl Iporepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTeb
Amit Kumar ,

Date / Date / Date /

Hara: 22.05.2025 Hara: 22.05.2025 Hara: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CHN: L8S195AP1864PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHM3A

Product : Dyspevict ﬁlm coated tablets, 100 mg
IIpoaykr: JucneBUKT” TabNETKH, MOKPhIThIE MIeHOUHOH 06onoukoi, 100 Mr

Market / PBIHOK : Russia / Poccus

Batch No / ; Batch Quantity / . 9,00,000.0 tab /

Cepus Ne § eLoet O6beM cepuu " 9,00,000.0 Tab

Analytical Repourt No/ - 040002937901 Date of Analysis / - 92.05.2025

AHaJIHTHYEeCKHH oTUeT No JlaTa aHa/u3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028

JlaTa npon3BoACTBa Togen xo

Mifg. License No. / MA number: /

IpouzBoacTeeHHas : MNB/05/263 ) . JITT-Ne(001951)-(PT-RU)
Homep PY

Junen3usa Ne

Analysis performed according ND: / Anaaus mposesen no H/I: JITI-Ne(001951)-(PT"-RU)-140323 -
Page2of 7/Crp. 2 m37

2 | Identification / Retention time of the main peak in the
chromatogram of test solution should comply
Hnenrnpuicanss with retention time of the main peak in the

HPLC /B2)XKX Complies as prescribed / chromatogram of standard solution ("Assay"
l, CooTBeTcTBYET TpeOOBAHHSIM test). / BpeMs yaep>XxMBaHUs OCHOBHOI'O NHKa
. Ha XpoOMaTorpaMMe HCIBLITYEMOro pacTBopa
[ JOJKHO COOTBETCTBOBATh BpeMeHH
yOepXKHMBaHWS ~ OCHOBHOTO  TNHKa  Ha
XpOMaTorpaMme CTaHAapTHOro pacTBopa
(ucmipiTanNe «KonuuecTBeHHOE

OIpeleeHHe).

IR spectra of the medicinal product and the
reference standard taken in the potassium
bromide R disk should exhibit absorption
maxima at wave numbers 3490 cm’,
3302 cm™, and 2946 cm™ with a deviation of
NMT +10 cm™ in the 4000-450 cm™ range. /
HUK-cnekTppl mNpemnapara M CTaHAApTHOTO
obpasiia, CHATHIE B JUCKE C KaJius 6pOMHI0M
P, B obnactu ot 4000 mo 450 cM™ RosKkHBI
TPOSIBISATE MAKCHMYMbl MOTJIOLUEHHS TPH
BOJIHOBBIX umcnax 3490 cm™, 3302 cm” u

IR spectrometry / HK- Complies as prescribed /
CHEKMPOMEMPUS, CooTBeTcTBYeT TpeOOBaHUIM

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT coorBeTcTBYET TpeboBanusaM HJI Zakaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorosneno: Ramakant [posepeno: Pardeep Kumar Ono6peHo: Menemxep / Py]iOBOILI/ITeJIb

_ P Amit Kumar
-l e ‘f B j\'/
t

Date / ' Date / Date /
Hara: 22.05.2025 Jata: 22.05.2025 Harta: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AHAJIM3A

 Product : Dyspevict film-coated tablets, 100 mg
MpoaykT: J{ncneBukT” TabAETKH, TOKPBITHIE TIEHOUHOI 060s04KoH, 100 Mr

Market / PoiHOK : Russia / Poccus
Batch No / . Batch Quantity / - 9,00,000.0 tab /
Cepus Ne + V2500960 O6bem cepuu " 9,00,000.0 Tab N
Analytical Rep0ft No / - 040002937901 Date of Analysis / . 92.05.2025
AnanuTH4eckmii oTuer Ne | MaTa anand3sa - |
Date of Manufacture / - 04/2025 Date of Expiry / - 03/2028
JlaTa npon3BoOACTBa T'onen po
Mfg. License No. / MA number: /
IlponsBoacTBenHas : MNB/05/263 ) . JII-Ne(001951)-(PI-RU)
. Homep PY
JuneH3Hs Ne

| Analysis performed according ND: / Ananns nposeaen mo HJI: JITI-Ne(001 951)-(PI'-RU)-140323

Page3of 7/Crp.3 u37

2946 cm™' ¢ oTKNOHeHUeM He Bojiee £10 em .

3 | Dissolution / PacTBopenue Unit-1/ Ta6mn.-1 98 % Not less than 75 % (Q) of acotiamide
Unitd I Tabna 100% hydrochl(?rlde hydrjclte lgbel clalm should be
| released into solution in 30 minutes. / He
' Unit-3 / Ta6n.-3 99 % Menee 75% (Q) oT  3asBJIEHHOrO
I| Unitd / Tabn.4 100 % coepikanus  aKOTHAMHA2  MAPOXIOpHIa
rujapara JIOJDKHO mepeliTH B pacTBop uepes

Unit-5 / Tabn.-5 100 % 30 MHHYT.

Unit-6 / Tabn.-6 97 %

4 | Uniformity of dosage units / According to the requirements. / B
OnnopoanocTs 1.9 COOTBETCTBMH € TPEOOBAHUAMM.
NO3UPOBAHHBIX €IHHHUIY

5 | Impurities / Ilpumecn
Amide acid Impurity /| Below LOD (LOD=0.0092 %)/ | Not more than 0.20 % / He 6onee 0,20 %
[Tpumecs amuaa KUCIOTBI Huxe npenena obHapyxenus (110 =

0.0092 %)

Remarks : The Product confirms to ND/
HMpumeuauue: TTponyxT conTreTETRYST TRRONRARWSM HTT

Conclusion : APPROVED /
Zax mnuenue: OJTIORPFHO

Prepared by /
IToarorosnero: Ramakant

A

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / nyOBOLlI/ITeJ'Ib

Amit Kumar
N

Date / \
Hata: 22.05.2025

<
Date /

Jlata: 22.05.2025

Date / v
Jata: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +Q1 40 490N 2900 Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIH3A

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
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Product : Dyspevict film-coated tablets, 106_mg
IpoaykT: JIucneBukT" TabneTkH, NOKPbIThIE MJ1EHOUHOH 060104KOH, 100 Mr

Market / PbIHOK : Russia / Poccus
Batch No / ; Batch Quantity / ~9,00,000.0 tab /
Cepus Ne R O6bem cepuu " 9,00,000.0 Tab
Analytical Report No/ - 040002937901 Date of Analysis / . 97.05.2025
AHanuTHuecKHii oT4yer Ne Jata ananusa -
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028

| JlaTa npou3BOACTBA - Togen no
Mfg. License No. / MA number: /
Ilpon3BoacTBeHHas : MNB/05/263 ) : JIII-Ne(001951)-(PI'-RU)

Homep PY

Juuenzus No

| Analysis performed according ND: / Ananu3 nposeaen mo H/L: JITT-Ne(001951)-(PI'-RU)-140323

Page4of 7/ Crp. 4 n37

Individual maximal 0.13% Not more than 0.20 % / He 6osee 0,20 %
unidentified impurity /
Enunuvnas MaKcuMalibHas
HeugeHTH(OHLHPOBAHHAS
npUMech
Total impurities / 0.24% Not more than 0.75 % / He 6onee 0,75 %
CymMa npumeceit
6 | Water / Boga 6.6 % Not more than 10.0 % / He 6omee 10,0 %

7 | Microbiological purity / MHKpoOHOJIOrHYeCKas YHCTOTA

a) Total Aerobic Microbial
Count / Obl11iee KOTUYECTBO
YKU3HECTIOCOOHBIX a3pPOOHBIX
MHKPOOPraHu3MOB

Less than 10 CFU per 1 g
MenHee IOKOEB 1T

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeasts &
Moulds Count / Ob1iee yucio
JIPOMOKEBBIX M TIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee I0KOEB 1T

Not more than 10> CFU/g /
He 6onee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytctByeTB 1 T

Shell be absent in 1 gram /
OtcytctBue B 1 T

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpoaykt cootBeTcTBYeT TpeGoBanuaM HIL

Conclusion : APPROVED /
3argmouenne; QJIORPFHO

Prepared by / Checked by /

[ToarorosneHo: Ramakant

h

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBe)_'I,I/ITeJIb

Amit Kumar -
\ \(//

Date /
Jata: 22.05.2025

Date /
Hara: 22.05.2025

Date /
Hara: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com
CIN: L85195AP12984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHATTHU3A -
Product : Dyspevict film-coated tablets, 100 mg
| Mpopyxr: ucneBukT" TabeTky, HOKPBIThIE MIEHOYHON 0060m0tKO0H, 100 MP
Market / Poinok : Russia / Poccust
Batch No / . Batch Quantity / . 9,00,000.0 tab /
Cepus Ne # V2500960 O0nem cepum * 9,00,000.0 Tab |
Analytical RepoI't No/ - 040002937901 Date of Analysis / . 22.05.2025
AHnanuTnuyeckuii oTyer No JaTa ananau3a - |
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npon3BoJcTBa I'open no
Mfg. License No. / MA number: /
HpoussoacTeeHHas : MNB/05/263 ) : JITI-Ne(001951)-(PI-RU)
Homep PY
Junen3us Ne

Analysis performed according ND:

/ Auann3 nposejen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

PageSof 7/ Crp.Sus 7

i

8 | Assay / KosinuecTBeHHOE 98.0 mg/ 98.0 mr From 90.0 mg to 110.0 mg of acotiamide
onpenejieHne hydrochloride hydrate.
Or 90,0 mMr go 110,0 Mr akoTvamuja
THAPOXJIOpHIA T'HApaTa.
9 | Packaging / YnakoBKa | 10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil.

9 blisters and a patient information leaflet (package insert) in a carton. / ITo 10
TabneTok B KOHTYPHYIO SYEHKOBYIO YIIaKOBKY u3 TUIEHKU
TOJTMBUHHJIXJIOPUAHOH/TIONIMBHHUTACHXNOPUAHOR 1 donbru amomuHuesoi. Ilo 9
KOHTYPHBIX SYEHKOBBIX YHNaKOBOK BMECT€ C MHCTPYKLMEH MO MEIUUUHCKOMY
MPUMEHEHHIO (JIUCTKOM-BKIAJbILIEM) B [IAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT cooTBeTcTByeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by /
[Moarotosnerno: Ramakant

Akl

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBouTeb
AN

Amit Kumar )
/\/ /
1

Checked by /
[Tposepeno: Pardeep Kumar

e S

Date /
Hara: 22.05.2025

Date /
Hara: 22.05.2025

Date /
Jara: 22.05.2025

Registered Office:
Tel: +91 4

8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
N 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, 4.P., 173 205, INDIA

! A1 anans CoNnG ND
Tel 421 281066 55001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Dr.Reddy’s “:‘.

Product : Dyspevict film-coated tablets, 100 mg

HpoaykT: JucrneBUKT" TabIETKH, IOKPBIThIE MJIEHOYHOH 060m0uK0H, 100 Mr

Market / PpiHOK : Russia / Poccus

Batch No / : Batch Quantity / ~9,00,000.0 tab /

Cepus Ne : V2500960 O6bem cepun © 9,00,0000Ta6

Analytical Repo“rt No/ . 040002937901 Date of Analysis / . 92.05.2025

AnagnTHyeckuii oTuyer Ne JlaTa ananu3a

Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028

JaTta npou3BoACTBA T'onen no

Mfg. License No. / MA number: /

IMpouzeoacTeenHas : MNB/05/263 ) . JITI-Ne(001951)-(PI'-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Auasin3 npogenen o HJI: JITI-No(001951 )-(PT-RU)-140323 -

Page 6 of 7/ CTp. 6 u3 7

Acotiamide hydrochloride hydrate / AkoTHuamMuia THAPOXJIOPUAA THAPAT
Acotiamide / AkoTuamMuz

ACT-25004

API name / Haumenosanne ADC:
INN / MHH:

API manufacturer batch number /
Howmep cepuu npoussoantens ADC:
FP Manufacturer API Batch number /
Howmep cepuu cyOCTaHIHMH NPOM3BOIUTEIS
rJid:

API Manufactured by & country/
Ipoussoaureias APC, crpana:

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBanue, agpec, THUECH3IHA IS
IlpousBoacTBeHHAS NIJIOIIAaAKA /
IInomagka KOHTPOIA KayecTBa /
Ilnomaaka BeimycKa

FESA00115

Emnar Pharma Private Limited, India /
Omuap @apma [Ipaiiser Jlumuren, Munus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c Jlaboparopuc Jita., Muaus, l1IpoussoacTBEHHOE
noapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagau, Jluctpuxr
Conag, X.I1., 173205, Unpus (nuuensust Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product confirms to ND/
TMpumeuanne: TTpoaykT cooTBeTCTBYET TpeboBanusaM HII

Conclusion : APPROVED /
Bakmmuenne: OJIOBPEHO

Prepared by / Checked by /

IToxrorosneno: Ramakant

ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosognrtenb
Amit Kumar - L

— -

-

LI

Hara: 22.05.2025

Date /
Jata: 22.05.2025

v

Date /
Harta: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 10 1900 2900, Fax- +91 40 4900 2999, Email; mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Te!:+01 88166 5600302

www.drreddvs.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIHM3A

[ 1)
Dr.Reddy’s ‘..0.

 Product : Dyspevict film-coated tablets, 100 mg
| TIpoaykT: JIucneBuKT" TableTKH, IOKPBITHIE MIEHOUHOM 060104KO0H, 100 Mr
Market / PeiHOK : Russia / Poccus
Batch No / : Batch Quantity / . 9,00,000.0 tab /
Cepust Ne 2 M ROED O6beM cepun " 9,00,000.0 Tab i
Analytical Report No/ - 040002937901 Date of Analysis / . 92.05.2025
AHauTHYeCKHii oT4yeT Ne Jarta aHainza - -
Date of Manufacture / - 04/2025 Date of Expiry / . 03/2028
JaTta npou3BoAcTBa I'onen no
Mfg. License No. / MA number: /
IIpouseoacTBeHHAs : MNB/05/263 : : JIII-Ne(001951)-(PI'-RU)
Howmep PY
JuieH3us Ne
Analysis performed according ND: / Anaaus nposeaen o HJI: JITI-Ne(001951)-(PI™-RU)-140323 -

Page 7of 7/ Ctp. 7 137
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aK/I0YeHHe 0 COOTBeTCTBHHM: «HacToAUM s MOATBEPKAA0, YTO NPHUBENEHHAas Bhllle MH(OPMALIUs ABJIAETCS
JOCTOBEPHON M TOYHON. DTa Cepus MPOAYKLUHMH MpOM3BeJeHa (BKNIOYas YNaKoBKY (MapKMpOBKY) W KOHTPOJb
KauecTBa) Ha BLILIEYKA3aHHOM MPOM3BOJACTBEHHOM miomajake (MIol@gkax) B TMOJHOM COOTBETCTBHH C
Tpe6GoBaumsamu [lpaBun Hamyexaineil Ipou3BOACTBEHHOM npakThkH EBpasuiickoro sxoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u Tpe60BaHUAMU KOHTPOIIA Ka4eCTBa JICKAPCTBEHHBIX CPEACTB,
a TaK)Ke B COOTBETCTBHMH CO ClelMPHUKALUAMH, COACPKAIUMHUCA B PETHCTPALIMOHHOM JOChE CTPaHbI-UMIIOpPTEpa.
3amnKcH 1o NPOU3BOICTBY, YIIAKOBKE H 2HAJIM3y MPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanusm [Ipasui
Hajexallei mpou3BoJACTBEHHOM NpakTUKKU EBpasuiicKoro 3KOHOMHUYECKOTO COI03ay.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cootBercTByeT TpedopanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBogureb

Amit Kumar L
N

Date / \
JHarta: 22.05.2025

Prepared by / Checked by /
[Toarorornexo: Ramakant ITposepeno: Pardeep Kumar

S ——

) Date /
Jata: 22.05.2025

Date /
Hara: 22.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




