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o [Product: Ibuclin Junior, dispersible tablets (for:children) 160 mg + 125 mg ’ T

M6y xmun FOunop®, Tabaerku aucneprupyemsie [anst xereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus No V2S0ESES Pasmep cepuu : 1500000.0 Tab
Analytical Rep()ft No/ 040003090757 Date of Analysis / 22-09-2025
Aunasmrnyeckuii oryer Ne : JlaTa aHaau3sa:

Date of Manufacture / 08/2025 Date of Expiry / 07/2030

Jdara npoH3BOACTBA : T'onen a0 :

Analysis performed according ND / Ananns nposegen no HJI: JIIT-Ne(004427)-(PI™-RU)-260124

Ne | Test / IlokasaTesb Results / Pe3yibTaThl

Specification / Hopma |

1 _Description / Onucanue

'Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrible  MmiocKOUMITHHAPHYECKHE
TabNeTky  pO30BOr0  [BeTa €

BKparJjeHusaMH, ¢ (packol H pHCKOM
Ha OJIHOHl CTOpPOHE, C XapaKTEPHbIM
3aMaxoM.

Pink round flat-faced beveled-edge|
tablets with impregnations and a score-
line on one side and characteristic odor./ |
Kpyribie TIOCKOITUITMHAPHYECKHE
TabneTku PO30BOTO BETA c
BKparieHusMU, ¢ dackoil ¥ pHUcKoil Ha
OHOM  CTOpOHE, C  XapaKTepPHBIM
3amaxom.

2 |Identification /
IToptHHHOCTD

Complies as prescribed/
CoOOTBETCTBYET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the retention times

of the peaks on the chromatogram of
|ibuprofen and paracetamol reference
|standards solution (Assay section). /
BpemeHa  yaepXMBaHHS ~ OCHOBHBIX
MKOB Ha XpoMaTOrpaMMme
HCIILITYEMOTO ~ PacTBOpPa  JOJKHBI
| COOTBETCTBOBATH BpeMeHaM
yAEpKUBAHHSA MKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHBIX
obpazuos nbynpodeHa 1 napaleramona

(pazgen «KonuuecTBeHHOE
onpeeNieHUE»).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [poxykTt cooTBercTBYeT Tpebosanusam HJL 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[ToaroroBieHo: IIpoBepeHo: [poeepeno (AOK):  ||Onobpeno: Obecneuenye kauectpa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant \_\ Ajay Kumarm\ \ anng: _ <yt KONMRAR
v ol Srivastava L X1\
& 1o
Date / 22-09-2025 Date / 22-09-2025  ||Date /22-09-2025 Date / (9@-09,0{02{
Hara: JlaTa: Jara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 502034, Telangana, India
Tel: +91 40 4200 2900, Fax:; +91 10 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1934FLC004507
www.drreddys.com
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'Product: Ibuclin Junior, dispersible tablets (for children)-100 mg:+ 125 mg
N6y xnun FOunop®, Ta6nerkn aucneprupyembie [nis aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepsin No : VAS0I358 Pasmep cepuu : 1500000.0 Tab
Analytical Report No/ 040003090757 Date of Analysis / 22-09-2025
AHaJuTHYecKdii oTyeT No : Jata ananuza:

Date of Manufacture / 08/2025 Date of Expiry / 07/2030

JlaTa npouM3BoacTBa : Ionen g0 :

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-Ne(004427)-(PI'-RU)-260124

Test / [Toka3zaTeanb |

Results / Pe3yabTaThl

| Ne

3 |Average weight of tablets /
Cpeanas macca TabJ1eToOK

4 | D_isintegration /
PacnapaemocTthb

365.7 mg/ 365.7 mr

Complies/CooTBeTCTBYET

Specification / Hopma

-]

3577 mg to 372.3 mg
(365.0 mg + 2.
Ot 357,7 mr po 372,3 mr
(365,0 Mr+2,0 %)

0%). /

00 min 41 sec / 00 MuH 41 cek

99 % to 103%

Not more than

3 min/

He 6onee 3 MuH

5 |Dissolution / PacTBopenue

6 | Dispersibility /
JAucnepcHocTh

96 % to 101%

INot less than 70 % (Q) of C;3H 50,
(ibuprofen) after 30 min / He meHee
70 % Q) C1sHis0,
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CgHoNO:
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO»
(napaueramon) uepes 30 MuH

Complies / CooTBeTCTRYET

Uniform suspension passing through the
710 um sieve is formed / Obpasyercs
OJTHOpOJHAs CYCHEH3Us, NPOXOAsILas
yepe3 CHTO C pa3MepoM OTBEpCTHi

710 MxMm

7 | Kelated substances / Poncreennbie npuMecH

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykr cooTBeTcTBYeT Tpebopanusam HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[Moaroroenexo: [Mpoeepeno: [Mposepero (AOK): ||Onobpeno: ObecneueHue kavecta/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant Ajay Kumar JHMLO: i~
‘)/ Z ﬁ-\ Srivastava _,r}g-\ \f -QumIL KU mRZ
i’ 7, ; 4 s~ -!//_ — £ V‘\/]
Date /22-09-2025 Date/ 22-09-2025 |[Date /22-09-2025 Date / 9/3/007_40} -
Hara: Jara: Hara: Hara:

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: L85195AP1934PLCGO4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg:.« .= ol
HNoyKauH IOlmop®, Ta0/IeTKH AHcneprupyemble [ns gerei], 100 mr -+ 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepms Ne : Ve Pazmep cepHn : 1500000.0 Tab
Analytical Repourt«No / 040003090757 Date of Analysis / 22-09-2025
AHaJuTH4yecknii oTueT Ne : Jara anaJyinsa:

Date of Manufacture / 08/2025 Date of Expiry / 07/2030

JlaTa Ipon3BOJCTBA : Topen no :

Analysis performed according ND / Anasus nposeaen no HJI: JII1-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloka3aTeJb

Results / Pe3yabTaTthl

'Method 1/ Meton 1

Specification / Hopma

-]
|

4-aminophenol (paracetamol impurity) - |

4-Aminophenol content /

4-amuHodeHoNa

Method 2 / Meton 2

and Paracetamol
unidentified impurities /
Onpenenenue
HeuJeHTHGHULUPOBAHHBIX
npuMecei nOynpodeHa u
napaneraMosa

Onpejenenne cofepxanus

Determination of Ibuprofen

not more than 0.005 %
4-amuHodeHon (npumecs
naparneramona) - He 6onee 0,005 %

0.0001%

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than

Below BDL (BDL=0.05 %) /Huwxe | 2 9
”°p°ﬁipfg%°;5au”” EnuHH4Has ~ HeHAeHTU(UUHPOBaHHAS
(ITP =0.05%) IPUMECE ubynpodena W

napaueramona - He 6onee 0,2 %

Total impurities (Method
| 1+Method 2) / Cymma

| npumeceit (Meron 1 +
Merton 2)

Not more than 0.7 % / He 6onee 0,7 %
0.0001%

8 |Microbial limits* / MukpoOHnoJioruyeckas YHcTOTa™

a) Total aerobic microbial
count / Obuiee yncio
a’pobHbIX
MHKPOOPTraHU3MOB

'Not more than 10° CFU/g/

3
NA He 6onee 10° KOE/r

Remarks : The Product confirms to ND/
IMpumeyanue: [Mponykr cooTreTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akaouenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[MonroroBneno: IMposepeno: Ipoeepeno (AOK): ||Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant *_ Ajay Kumar . THLO: \QU L Cum A

v M Srivastava :Bf\ \ |

/ e = _ G
Date /22-09-2025 Date / 22-09-2025  ||Date /22-09-2025 Date / 073~ 3,,(0 ¥
Hara: Jara: ara: Hara:

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, tndia
Tel: +91 40 4200 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: LS5195AP1984FLCGG4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
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CEPTUOHUKAT AHAJIU3A
Page 4 of 7/ CTp. 4 u3 7

Product: Ibuclin Junior, dispersible-tablets (for children) 100 mg + 125 mg ot om
HNoyKIHH IOHPlOp®, TabJreTKN AHcneprupyemsble [nus xereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepms Ne : 12SUINES Pazmep cepum : 1500000.0 Tab
Analytical Repovrt No/ 040003090757 Date of Analysis / 29.09-2025
AHaJiuTHYecKHif oTyeT Ne : JlaTa aHanu3a:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
JlaTa npou3BoacTea : | T'open go :
Analysis performed according ND / Auasius npoeeaen no HJI: JITT-Ne(004427)-(PT-RU)-260124

Ne Test / Iloxa3zaTeanb
b) Total combined yeasts
and mould count / Ob1ee

Results / Pe3yabTaThl

Specification / Hopma

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

Shall be absent in 1 é /
OtcytcTBUE B 1 T

NA
lunco JPOMOKEBBIX H
IJIECHEBBIX IPUOOB
¢) E. coli
NA
9 | Uniformity of dosage units / OnHopoaHocTh 103HPOBaHHSA
Ibuprofen / U6ynpoden
1.7
Paracetamol / [Tapaueramon R
1.8

| The acceptance value (AV) should be not |
'more than 15.0 / Tloxasarens |
| npuemMneMocTu (AV) 10/xeH ObITh HE |
‘6onee 15,0

| The acceptance value (AV) should be not
more than 150 / IlokasaTenb
npuemieMoct (AV) nojokeH OBITH He
oosee 15,0

10 | Assay / KonnyecTBeHHOE
onpeaejieHHe

99.9 mg/ 99.9 mMr

[24.1 mg/ 1241 Mr

90.0 mg to 110.0 mg of Ci;3Hi0,
(ibuprofen) per tablet / Ot 90,0 Mr n0
110,0 mr C;3Hi3O, (ubynpoden) s
tabneTke

112.5mg 1w 137.53mg of CgHolNO;
(paracetamol) per tablet / Ot 112,5 mr 1o

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoaykT cooTBeTcTBYET Tpeboranusam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[MoaroToeneHo: ITporepeno:
Yogesh Cl}auhan Rama Kant

/7| B

Checked by (AQA)/
I[Tpoeepeno (AOK):
Ajay Kumar

Srivastava ?(’\/\

JUo:

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnedenye kauecTsa/OTBETCTBEHHOE

QUWIL Kumpa

_&M

—

Date / 22-09-2025
Jara:

Date / 22-09-2025
Iara:

Date /
Jlara:

Date /22-09-2025
Jara:

230305

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, india
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.arreddys.com
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CEPTUDUKAT AHAJIN3A
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'Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg SN,
U6yknun FOunop®, Tabnerku aucneprupyemsie [aas aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : - V2301838 Pa3smep cepun : 1500000.0 Tab |
Analytical Repo\rt No/ 040003090757 Date of Analysis / 22-09-2025
AHAIATHYECKHIT oT4yeT Ne : Jarta ananusa:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
\JlaTa pon3BOACTEA : T'onen 10 :

| Analysis performed according ND / Ananu3 nposeaex no HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Ne | Test / Iloxa3aTeib Results / PesyabTaTsl Specification / Hopma
' 1137,5mMr CsHoNO, (mapaueramon) B
TabyeTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

and patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 tabnerok B Gaucrep |a carton. / [To 10 TabneTtok B 6sucrep u3
n3 [IBX/AL Tlo 2 6nuctepa Bmecte ¢ |[TIBX/AL Tlo 1, 2 unu 20 6auctepos
UHCTPYKLMEN 10 NpPUMEHEHUIO B |BMeCTe C HHCTPYKLHEH 10 NPUMEHEHHIO
NauKy KapTOHHYIO. B 14Ky KapTOHHY!O.

12 |Labeling / MapkHpoBKa According to ND. / B coorBercteuu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opurnHansHol ynakoBke (6ctep B AUKe) [IPU TEMIEPATYPE HE BBILIC |
25 °C. .

14 | Shelf life / Cpok rognoctn |5 years /5 yet I

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the manufacturer's certificate of analysis. / cnbiTaHRe NPOBOAUTES TOJABKO AJIA KaxI0il 20-if cepun Him aast
OJHOM CepHH B roJ, B 3aBHCHMOCTH OT TOro, 4ro HacrynHT panee. IlokazaTtennr MOXeT OTCYTCTBOBATH B
cepTHdHKaTe aHAIU3A IPOH3BOIHTEI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
M pumeuanue: [Tponykr coorpercreyer Tpedosanuam HJI 3axmovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[ToaroTosJieHo: [Mposepeno: Mposepeno (AOK): ||OnoGpeno: Obecneuenne kauectBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant r Ajay Kumar AHLO: @U NIL KRy~ RO
bz . @‘u'tﬂ/ Srivastava ;/\(1 \

‘ﬁ 2 e _/__/ ,AZU“'!
Date / 22-09-2025 Date / 22-09-2025 ||Date /22-09-2025 Date / 9'3’09r(0 Y e—
JTara: Hara: Mata: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCGO4507

www.drreddys.com




Dr. Reddy's Laboratories Lid.,
Formulation Unit-5

Viill. Kho!, ivalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Dr.Reddy’s ‘

CEPTUD®PUKAT AHAJIU3A
Page 6 of 7/ CTp. 6 M3 7
.[Product: Ibuclin Junior, dispersible tablets (for children)-100 mg+ 125 mg i
NoyxauH FOunop®, TaéneTku Aucneprupyembie [nas aereii), 100 mr + 125 mr
Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : M Pazmep cepun : 1500000.0 Tab
Analytical Report No/ 040003090757 Date of Analysis / 22-09-2025
|ABaauTHYecKHii oTyeT Ne : JlaTa ananu3a:
Date of Manufacture / 08/2025 Date of Expiry / 07/2030
JlaTa mpou3BOACTBA : I'onen no :
| Analysis performed according ND / Anasnn3 nposegen no HJI: JIT1-Ne(004427)-(PI -RU)-260124

| API name (INN) / | !
Hanvenosarue A®C (VMHH): Ibuprofen / U6ynpoder | Paracctamol / [Tapauetamon
API manufacturer batch number / PIBM?250113 APAPE2025050358

Homep cepun nponssoautesss AQC:

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH FESA00342 FESA00334

nponssoauTens I'JIM:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxThB I'panynec Uuaus JIta., Unaus
Iponspoputens ADC, crpana: ®apma Caiiencns Jlumuren, Uaaus

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 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/049eHHe 0 COOTBeTCTBHM: «HacTtosniuMm s MOATBEPXKal, UTO [PUBEACHHAS BbIlle MHOOPMAUMs ABIAETCA
JIOCTOBEPHO ¥ TOYHOM. DTa CepHst MPOAYKLNHM MPOU3BEAEHA (BKIIFOUAs YIIaKOBKY (MApKMPOBKY) M KOHTPOJIb Ka4eCTBa)
Ha BBIIIEYKa3aHHOH MPON3BOJCTBEHHOM Miolanke (IUIOIIAAKaX) B MOJIHOM COOTBETCTBHHU ¢ TpeboBaHHsMH lIpaBui
HaAnexaueil NpOM3BOACTBEHHOM MpakTHkyd EBpa3sMiickoro SKOHOMHYECKOTO COK3a U TpeOOBaHMAMM KOHTPOJISA
KO'I00TDA  JIOKAPCTDOINILIX  CPEACTD, Q TAOK® D COOTDETCTBHM €O  CHSHHPHKALNUAMHN, COOCPNWALLAMHCY B
PETHUCTPALMOHHOM J0Che CTpaHbI-UMIOpTepa. 3alMCH IO MPOU3BOACTBY, YIIAKOBKE M aHaJM3Yy TNpPOBEPEHBI, H
YCTAHOBJIEHO WX COOTBETCTBHE TpeGoBaHMsM [IpaBun Hajnexaiell MpoM3BOACTBEHHOW mpakTHku EBpasuiickoro

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIponykTt cooTBeTcTBYET TpeboBannsam HJI 3akimouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ ||Approved by: Quality Assurance/Authorized person /
[Toareroenexo: [Iposepeno: IMpogepeno (AOK):  [|OnoGpeno: ObecnieyeHue kauectBa/OTBETCTBEHHOE
Yogesh Chauhan Rama Kant Ajay Kumar, \ amue: (UL LAV SN"Np)
7 o @,(_,F Srivastava -5 '\/#,

(;,_. 7 = 5 ,,_Jd\/‘/]
Date/ 22-09-2025 Date / 22-09-2025 |[Date /22-09-2025 Date / 910 ﬁr—a(v L
Hara: Hara: Jara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +61 40 49C0 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
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CEPTH®UKAT AHAJIHU3A

Page 7 of 7/ CTp. 7u3 7

Product: Ibuclin Junior; dispersible tablets (for children) 100 mg:+ 125 mg- =

Hoyknnn IOunop®, TabneTku AucHeprupyembie [ns aereii], 100 mr + 125 mr

‘Batch No / Batch Quantity/  |1500000.0 tab /
Cepus Ne : Ml Pa3mep cepuu : 1500000.0tab6 |
Analytical Repo‘rt No/ 040003090757 Date of Analysis / 22-09-2025
AHanmnTudyeckuii oTyer Ne : JaTa ananu3za:

Date of Manufacture / 08/2025 Date of Expiry / 07/2030

JlaTa npoH3BOACTBA : TI'onen fo :

Analysis performed according ND / Anaau3s npoeenen mo HJI: JITT-Ne(004427)-(PI"™-RU)-260124

3KOHOMHYECKOI'0 COr03an».

Remarks : The:Product confirms to ND/
INpumeuanmne: Hpoaykr coorBeTcTByeT TpeboBanusam HI

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized person /
[oaroTosnexo: IposepeHo: [Iposepeno (AOK): ||OnoGpeno: Obecnedenne kauecTBa/OTBETCTBEHHOE
Y-oges};‘_Chauhg Rama Kant r gj‘ay I.{umar ,\ \ ANLo: <,Qlﬂ~ﬂ L RUnAR

wq rivastava _ ’\/,

f:; [ il -~ ,_('\.\:1
Date / 22-09-2025 Date / 22-09-2025  ||Date /22-09-2025 Date / Qg "O?r A0S
Hara: Iara: Hara: Tata:

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: L85195A4P1984PLC0O04507
www.drreddys.com




