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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, iINDiA
Te!: +91 98166 56001-02

www.drraddys.com

Product: Dyspevict film-coated tablets, 100 mg
| MpoayxT: JucneBukT” TabieTKH, NOKPBITHIE [IEHOYHOIT 060s104KOH, 100 Mr

Market / Peinok :Russia / Poccust
Batch No / . Batch Quantity / ~9,00,000 tab /
Cepust Ne $ V2501239 | O6bem cepun " 9,00,000 Tab B
Analytical Rep0ft No / - 040002982038 Date of Analysis / - 30.06.2025
ApanuTHyecKuii oryer Ne N JaTa ananusa R
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2028
| JlaTa mpoH3BOACTBA T'oaen no
Mifg. License No. / MA number: /
[IpousBoacTBeHHAs : MNB/05/263 ' . JII-Ne(001951)-(PI'-RU)
Homep PY
| IMLeH3ns Ne

| Analysis performed according ND:

/ Anayuz nposeged no HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page1of 7/ Crp. 1 m37

No Test / IlokazaTenb

Result / PesynbTathk |

Specification / Hopma

1 | Description / Onucanue

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. / Kpyrneie

TabNeTKH, TMOKPbITbIE TUIEHOYHOMN
obonoykoit  Genoro  uBera, C
rpaBupoBkoii  «100» Ha ognHOMH

CTOpOHe W IJaJkue Ha apyroi. Ha
MOMepevyHOM Ccpes3e — sIPO CBETIIO-
JKEJITOrO 1[BETA.

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. / Kpyrasle Tabnerkw,
TIOKpBITBIE [UIEHOYHOH ofonoukoil Genoro
WM MOYTH GeNioro LBera, ¢ TI'PaBHPOBKOIl
«100» Ha OOHOW CTOPOHE W TIJaAKHE Ha
Jpyroii. Ha momepeuHom cpese — sapo OT
©eJIoro 10 CBETJIO-KENTOro L[BETA.

Remarks : The Product confirms to ND/
Tipmmeuanmne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMToarorosneno: Ramakant

bl

Checked by /
[Mposepeno: Pardeep Kumar

~

Approved by: Manager/Executive /
Opobpeno: Menemkep @yKOBonHTenb
Amit Kumar /

1 -

Date / '
Jara: 30.06.2025

c>L/tf‘
Date /

Jlata: 30.06.2025

Date /
Jara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Dyspevict film-coated tablets, 100 mg

Ilpopyxr: JueneBuxT” TabNETKH, TIOKpBIThIE MIIEHOUHOM 060710uK0H, 100 M

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / .~ 9,00,000 tab /

Cepus Ne + V2501239 O6Bem cepun " 9,00,000 Tab

Analytical Repourt No / - 040002982038 Date of Analysis / - 30.06.2025

_AHaauTHYecKHii oT4yeT Ne JlaTa anajm3a

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2028

JlaTa mpousBoacTaa TI'ogen no

Mfg. License No. / .

ST p— - MNB/05/263 s . JIT1-Ne(001951)-(PT-RU)
Homep PY

Junenzusa Ne

/ Ananus npoeegen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323 |

Page2of 7/ Crp.2 u3 7 -
Retention time of the main peak in the
chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of standard solution ("Assay"
test). / BpeMa yaepxHBaHust OCHOBHOTO NTHMKa
Ha XpOMarorpaMMe HCIIBITYEMOro pPacTBopa
JIOJIKHO COOTBETCTBOBATH BpEMEHH
yAepXKWBaHHS  OCHOBHOTO  THKa  Ha
XpOMaTOrpaMMe CTaHJApTHOr'O pacTBopa
(ucripiTaHue «KonnuectBeHHOE
OMpeaeneHue»).

Analysis performed according ND:

2 | Identification /
Upenrudpuxanus

HPLC / BOXX Complies as prescribed /

CooTBeTcTBYET TpeOOBaHUSM

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. /
HMK-cnexTpsl nOpemnapata W CTaHAAPTHOIO
obpaslia, CHATHIE B AUCKE C KaIUs OpOMUAOM
P, B o6nactu ot 4000 no 450 cm™ momxHe
NPOSIBASTh MaKCHMYMBI TIOTJIOILEHHS MPH
BOJIHOBBIX 4uciax 3490 cm™, 3302 cm™ u
2946 cm! ¢ oTKIIOHEHHEM He Gonee £10 M.

Complies as prescribed /
CootseTcTBYET TpeOOBaHMAM

IR spectrometry /

HK-cnexmpomempus

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Remarks : The Product confirms to ND/
Tpumeuanue: [Iponykr coorBercTByeT TpeboBanusam HJL

Checked by /
[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / PyxoBogurens

Prepared by /
IloaroroBneHo: Ramakant

\‘xy\u

Amit Kumar /\ -

Date /
Jara: 30.06.2025

S -
Date /

JHara: 30.06.2025

Date /
Jarta: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drraddys.com

185195AP1984PLCO04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-&

Vill. Khol, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, {NDiA
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product: Dyspevict film-coated tablets, 100 mg

[poayxr: JlucneBukT" TabNeTKM, OKPBITHIE IIEHOYHOH 060104KOH, 100 Mr

Market / PoiHok :Russia / Poccus
Batch No / _ Batch Quantity / ~9,00,000 tab /
Cepus Ne e OGbem cepuH " 9,00,000 Tab
Analytical Repovrt No/ - 040002982038 Date of Analysis / - 30.06.2025
| AHaJInTHYeCKHH oTyeT No Jata anaansa
Date of Manufacture / - 06/2025 Date of Expiry / - 05/2028
 JlaTa npoH3BOACTBA T'onen no
Mfg. License No. / .
IIpousBoacTeenHast : MNB/05/263 i : JITI-Ne(001951)-(PT-RU)
Homep PY
JMneH3Ha Ne

Analysis performed according ND: / Anann3s nposegen mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

Page3of 7/ Crp.3 n37

3 | Dissolution / PacTtBopenne Unit-1/Tabn.-1

Unit-2 / Tabn.-2

Unit-3 / Ta6n.-3

Unit-4 / Tabn.-4

Unit-5 / Tabn.-5

Unit-6 / Tabn.-6

98 % Not less than 75 % (Q) of acotiamide

100 % hydrochloride hydrate label claim should be
released into solution in 30 minutes. / He

102 % mMeHee 75% (Q) oOT  3asBIEHHOTO

99 % coflepkaHusl aKOTMaMUAa THAPOXIopuia
ruapaTa JA0JDKHO NMepeiiTH B pacTBOp uepes

96 % 30 MUHYT.

98 %

4 | Uniformity of dosage units /
OaHOPOAHOCTD
J03UPOBAHHBIX eAHHHL

1.9

According to the requirements. / B
COOTBETCTBUH C TPEOOBAHUAMMU.

5 | Impurities / IIpumecn

Amide acid Impurity /
[pumMech aMiia KHCIIOTHI

Below LOD (LOD = 0.0092%) /
Huxe npenena obHapyxenus (I10 =
0.0092 %)

Not more than 0.20 % / He 6onee 0,20 % |

Remarks : The Product confirms to ND/
TYpumeuanue: [Iponykr coorBercTBYeT TpeboBaHmsaM HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Ramakant E: ITpoBepeHo: Pardeep Kumar Onobpeno: Menemxep / £y'KOB0ﬂHTeHL
(% \oL’ 0 Amit Knmar Noe
I-,_ o = _Jﬁ__d___: - “’r -
Date/ o Date / Date / !
JHara: 30.06.2025 Hata: 30.06.2025 Hara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@driaddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Rcad, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: 19
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Dyspevict film-coated tablets,

100 mg

Mpoxyxr: JIHcneBUKT” TabNEeTKH, IOKPHITHIE MIIeHOUHOH 060noukoi, 100 mr

Market / Poinok :Russia / Poccus
Batch No / ‘ Batch Quantity / . 9,00,000 tab /
Cepust Ne S WESClEss O6BeM cepHHn * 9,00,000 Tab
Analytical Repo‘}‘t No/ . 040002982038 Date of Analysis / - 30.06.2025

| AHajguTHYecKkuii oTueT No Jara anajusa
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028
JlaTa npoH3BoACTBA I'omen 1o
Mfg. License No. / .
MpomssoacTRenmas . MNB/05/263 MA mumber:y . JITT-Ne(001951)-(PT-RU)

Homep PY

JuneHzua Ne

| Analysis performed according ND: / Ananus nposesen no HJL: JI[T-Ne(001951)-(PT'-RU)-140323

Page 4 of 7/ Cip. 4 u3 7

Individual maximal Not more than 0.20 % / He 6onee 0,20 %
unidentified impurity /
0.08%

EnuHuvHas  MakcHMaibHas

HeuIeHTHhUIHPOBaHHAS

pHMech

Total impurities / 0.08% Not more than 0.75 % / He 6onee 0,75 %

| Cymma npumeceit

6 | Water / Bona 6.9 % Not more than 10.0 % / He 6onee 10,0 %
7 | Microbiolegical purity / MukpoGHoJiorH4ecKkasi Y4CTOTA

a) Total Aerobic Microbial
Count / O011ee KOJMYECTBO
YKHU3HECITOCOOHBIX a3pOOHBIX
MHKPOOPTaHU3MOB

Less than 10 CFUperl g
Menee I0KOEB 1T

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

b) Total Combined Yeasts &
Moulds Count / Ob1iee uncio
JPOAOKEBBIX U IIECHEBBIX
rpubos

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

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

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByeT B 1 T

Shell be absent in 1 gram /
OtcytcTBUE B 1 T

Remarks : The Product confirms to ND/

Ypnmeyanue: [IpoaykTt coorBeTcTBYeT Tpebopanusm HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IToarotosneHo: Ramakant

[T

Checked by /
[posepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Meue;ulcepL;’ Pyxoroautens
Amit Kumar /\ i

Date /
Jara: 30.06.2025

Date /

Hara: 30.06.2025

Date /
Jata: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telarigana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraeddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +61 95166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg
MpoayKr: JIMcieBHKT" TabNEeTKHU, MOKPBIThIE [LIEHOUHON 060104Koi, 100 Mr

Market / PoiHOK :Russia / Poccus
Batch No/ : Batch Quantity / ~9,00,000 tab /
Cepusa No AR O0BeM cepuH " 9,00,000 Tab
Analytical Repourt No/ - 040002982038 Date of Analysis / - 30.06.2025
AHannThyeckHii oTyeT No Jarta anainsa - —
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028
JlaTa npoH3BOACTBA I'ogen g0
Mfg. License No. / MA number: /
IIpousBoacTBeHHAS : MNB/05/263 ) : JITT-Ne(001951)-(PI'-RU)
Homep PY
JuneH3us No

Analysis performed according ND:

/ Ananns nposeged mo HJI: JITT-Ne(001951)-(PI'-RU)-140323

PageSof 7/Crp. S5 m37

From 90.0 mg to 110.0 mg of acotiamide
hydrate. /
Or 90,0 mr mo 110,0 Mr axotmamupga

9 | Assay / KonnyecTBeHHOE 100.6 mg / 100.6 mMr
onpeaeneHue hydrochloride
rHAPOXJIOPHUA THAPATA.
10 | Packaging / YnakoBka 10 tablets per blister of polyvinylchloride/polyvinylidenechloride and aluminum foil. |

5 blisters and a patient information leaflet (package insert) in a carton. / ITo 10
TabneTok B KOHTYPHYIO suelikoBy1o YMaKOBKY u3 MICHKH
O BUHUIIXJIOPHIHOM/TONMMBHHUITHAEHXIOPUAHOH 1 (osbru antomuHuesoi. [lo 5
KOHTYPHBIX SYEHKOBBIX YMAKOBOK BMECTE C MHCTPYKUMEH MO MEIULHHCKOMY
IpUMeHeHHIO (JINCTKOM-BKJIAZbIIIEM) B 1a4Ky KapTOHHYIO.

Remarks : The Product confirms to ND/
Tipumeuanne: Iponykt coorBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO

Prepared by /
Iloarorosieno: Ramakant

i

Checked by /
Iposepero: Pardeep Kumar

Approved by: Manager/Executive /
Onobpero: Menemxep / PykoBoourtens

Amit Kumar —
/\ —

Date / \
Hara: 30.06.2025

-
Date /

JHara: 30.06.2025

Date / !
Jara: 30.06.2025

Registered Office: 8-2-337, Rozad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 20S, INDIA
Tei s +91 98166 5C601-02

www.drraddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Dyspevict film-coated tablets, 100 mg

HpoaykT: TncneBukT” TabaeTku, MOKPHITHIE IEHOUHOIT 0bonoukoii, 100 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~9,00,000 tab /

Cepust Ne - V2501239 O6Bbem cepun *9,00,000 Tab

Analytical Report No/ - 040002982038 Date of Analysis / - 30.06.2025

AHaMuTHYeCKHIA oTdyeT No JlaTa aHaau3a

Date of Manufacture / - 06/2025 Date of Expiry / - 05/2028

JlaTa npou3BoacTBa T'open go |

Mfg. License No. / MA number: /

IIpousBoacTeeHHas : MNB/05/263 ) : JIII-Ne(001951)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Ananu3s nposeaen mo HJI: JIIT-Ne(001951)-(PT-RU)-140323 |

Page6of 7/ C1p. 6 m3 7

API name / Haumenosanue ADC:

Acotiamide hydrochloride hydrate / AkoTnamuia ruApoXJIOpHIa l"ld,[{paT_

INN / MHH:

Acotiamide / AKOTHAMHT

API manufacturer batch number /
Howmep cepun npoussoaurens A®C:

ACT-25005

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHU MPOKW3BOAHTEIS
TJId:

FESA00232

API Manufactured by & country /
ITponspoautear A®C, crpana:

Emnar Pharma Private Limited, India /
Omuap Dapwma [Ipaiiser JInmurten, Ungus

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

HaumeHoBaHue, aapec, JULeH3UsS AJs1
IIpouzeoacTeennas niaomanka / [loomagka
KOHTpoJA kadecTia / Ilnomaaka Belnycka

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

I-p Pennw’c Jlabopartopuc JIta., Uanus, I1poussoacTBenHoe
nojpaszaenenue-6, Bunn. Kxons, Hanarapx Poyn, baqau, JIMCTprKT
Conau, X.IT., 173205, Uunus (miuensus Homep MNB/05/263)

MNB/05/263) /

Remarks : The Product confirms to ND/
Tpumeuanne: [Ipoaykr cooteeTcrByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /

[Toarotornexno: Ramakan

[

[Iporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep / P{KOBOHHTGHB
Amit Kumar A~

-Ill S

Date /
Hata: 30.06.2025

Date /
Hara: 30.06.2025

Date /
Harta: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATIHM3A

| Product : Dyspevict film-coated tablets, 100 mg
| Opoaykr: lucneBUKT" TaBMeTKH, NOKPBITHIE MIEHOUHON 06onoukoit, 100 mr
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~9,00,000 tab /
Cepust Ne D OobeM cepun " 9,00,000 Tab
Analytical Repourt No/ - 040002982038 Date of Analysis / . 30.06.2025
AunanuTHyecKHil oTyeT Ne JlaTa anannza
Date of Manufacture / - 06/2025 Date of Expiry / . 05/2028
JlaTa mpou3BoACTBA T'onen a0 -
Mfg. License No. / .
TipoussoacTBenNasn . MNB/05/263 MA number: / . JIT-Ne(001951)~(PT-RU)
Homep PY
Jaunensust Ne i
Analysis performed according ND: / Anaqu3 nposeges no HJI: JITI-Ne(001951)-(PI'-RU)-140323

Page 7of 7/ Crp. 7 137
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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/0YeHHe 0 COOTBETCTBHM: «HacTosIIUM S MOATBEPXK A0, YTO MPUBEAEHHAs BhILEe MHGOpPMALMS sBJsETCS
JIOCTOBEPHOH W TOYHOM. DTa cepus NPOAYKUWH MPOU3BEAEHA (BKIIOUYas yMakoBKY (MapKMPOBKY) M KOHTPOJb
KayecTBa) HA BBIIEYKa3aHHOM MPOU3BOACTBEHHON IUIOMaAKe (MIOLAAKAX) B TNOJHOM COOTBETCTBUU C
Tpe6oBaHuaMY [IpaBun Haiexxalieil MpOM3BOACTBEHHON MPaKTUKK EBpasuickoro sKOHOMHMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeO0BaHUAMHU KOHTPOJIS Ka4eCTBA JIEKApCTBECHHBIX CPEJCTB,
a TaKXe B COOTBETCTBHH CO CHeLMPHUKALMAMHU, CONEPXKALMMHCSA B PEFMCTPALIMOHHOM JI0Che CTPaHBI-UMIIOpTEpA.
3arnucH o NpoU3BOJICTBY, YNIAKOBKE H aHANIM3Y POBEPEHBI, 1 YCTAHOBJIEHO X COOTBETCTBHE TpeboBaHusm [Ipasun
Hajjiexatlei Mpou3BOICTBEHHOM MPakTUKKU EBpasHiicKOro 3KOHOMHUYECKOTo CO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TYpnmeuanne: Tponykr coorBercTByeT TpebosanusM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosineHo: Ramakan[-i( ITposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTEb

[\ ! : Al Kunar S

RS =l — A

i) ¥

Date/ \ Date / Date / '
Hara: 30.06.2025 Jlara: 30.06.2025 JHara: 30.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com




