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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS . .o ao166 56001 02
CEPTUOPUKAT AHAJIN3A vww.drreddys.com
Product : / Ketorol" (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ipoaykr: Keropon™ (keToposnak) pacTBOp ANisl BHYTPHEEHHOTO M BHYTPUMBLIIEUHOrO BBEACHHS, 30 mMr/mn
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepusz Ne ) O6bem cepun 454545 amnyn
Analytical Repourt No/ . 890001848623 Date of Analysis / . 25.11.2025
AnaadThyeckdi oTuer Ne JlaTta anann3za
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara rIpoH3BOACTBA Tomen oo
Mfg. License No. /
Ipou3BoACTBEHHAS : MNB/05/263 BLL AOTIE: J : JITI-Ne(008888)~(PI'-RU)
JuneH3ust Ne Homep PY

Analysis performed according ND / Ananuz nposexen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225
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Ne

Test / lMokazarennb

Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

Clear slightly yellow color solution. /
[Ipo3pauHblif pacTBOp CBETIO-KEJITOTO
LBETA.

Clear colorless to slightly yellow color
solution. / [Ilpo3paunbiéf pacTtBop oOT
6ecLBETHOTO 10 CBETJIO-XKENTOIO LIBETA.

Y®-cnekmpogomomempus*

2 | Identification* / UnenTuduxanua*
2a | HPLC*/ BOJ)KX* The retention time of the main peak in the | The retention time of the main peak in the
chromatogram of test solution corresponds | chromatogram of test solution should
to the main peak in the chromatogram of | correspond to the main peak in the
standard solution. / Bpems ynepxuanus | chromatogram of standard solution (Assay
OCHOBHOTO NMKa Ha Xpomarorpamme | section). /  Bpems  ynepxuBaHus
UCTIBITYEMOTO PAacTBOpa COOTBETCTBYET | OCHOBHOrO IIHMKa Ha XpOMaTorpaMmme
BPEMEHH yIEpPXXHMBaHHS OCHOBHOTO MHWKA | HCIBITYEMOIO pacTBopa IOJDKHO
Ha XpoMaTorpamme CTaHJapTHOTO | COOTBETCTBOBATh BPEMEHHU YIEpKHBaHUS
pacTBopa. OCHOBHOTO IMHMKa Ha XpoMarorpamme
| CTaHAApTHOrO pactBopa (pazmen
«KonuuecTBeHHOE ONpeleNICHHEY).
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 + 2 nm. / Y®-criekTphl MOTJIOILEHUS
MCTBITYEMOTO  pPacTBOpa M  pacTBOpa
cTaHpapTHoro  obpasua  KeTopoiaka
TpoMeTaMuHa B o6nactu oT 200 10 400 M
HMEIOT MAaKCUMyMbl IIOTJIOLUEHHUS MPHU
32242 HM.

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-cnexTpsl
TIOTNIONIEHHs MCIBITYEMOTO pacTBOpa H
pacTBopa CTaHAApTHOTO obpasua
KETopoNaka TpOMeTaMHHa B 00iacTd OT
200 nmo 400 HM [HOKHBL HMMETh
MaKCUMYMBI MOIJIOLIEHHUS NIPH 32242 HM.

Remarks : The Product confirms to ND/
IMpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

Prepared by /
[ToproToBneHo: \_{’ogesh

Checked by /

[Tposepeno: Pravesh

Checked by (AQA) /
[Mposepero (AOK):

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneyenue

Chauhan Rana Amit Kum{r \ kauecTBa/OTBEICTBEHHOE JINLIO:
V N ‘})ﬂb §
il S : I |~
Date / Date / Date / Date / > Y
Mara: 25.11.2025 Hara: 25.11.2025 Jlara: 25.11.2025 Iara: “—
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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_i’rodlﬁt vl Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoxYkr: Ketopon" (ketoposnak) pacTBOp /Uit BHyTPHBEHHOTO M BHYTPHUMBILIEYHOro BBeAeHHMS, 30 Mr/mn
Batch No / . V250027 Batch Quantity / _ 454545 ampules /
Cepus_Ne ’ O61bem cepun " 454545 amnyn
Analytieal Repourt No/ . 890001848623 Date of Analysis / . 95112025
AnaadTHyeckHii oTder Ne Jara anaauza

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

JaTa ripou3BoAcCTBa T'onen oo

Mfg. License No. /

Tpou3soacTeenHan : MNB/05/263 ok IR | : JIT1-Ne(008888)-(PT-RU)

JuneH3us Ne Homep PY

Analysis performed according ND / Anann3 nposegen mo HJ/I: JITI-Ne(008888)-(PT'-RU)-170225
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Ne Test / Iloka3aTensb Results / Pe3ynbTaThi Specification / Hopma
3 Clarity / IIpo3payHocTb The opalescence of the sample does not | The opalescence of the sample should not
exceed opalescence of  reference | exceed opalescence of reference
suspension I. / OnanecueHuus npenapara | suspension I. / OnanecueHuus npenapara
He MpeBbIIIAaeT ONANeCUEHLHIO CYCNIEH3UH | HE JIO0JDKHA MPEBbILIAThL ONAaJIeCLIEHLUIO
cpaBHenus L. cycrneH3uu cpaBHeHus 1.
4 Color / IIBeTHOCTDb 0.04 Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /
INornoweHue qomxHO ObITH HEe Hosee 0,20
npu JIHEHE BONHBL 430 HM.
5 pH 7.4 From 6.9 t0 7.9./ 01 6,9 00 7,9.
6 Particulate matter / MexaHuuyeckue BKJIIOYEHUS
6a | Visible particles / Complies / CooTBeTCTBYET Should be absent. /
Bungumeie yacTHIIbI JIOJKHBI OTCYTCTBOBATD.
6b | Invisible particles /
HeBuaumMbie yacTULbL:
i. Particles> 10 pm/ 6 not more than 6000 per ampoule; /
YacTuw pasmepom > He 6onee 6000 Ha amITyy;
10 MxM
ii. particles > 25 pm/ 1 not more than 600 per ampoule. /
YaCcTHULl pasMEPOM = He Ouliee 600 Hd amuyiy.
25 MKM
# Impurities / IIpumecn _J

Remarks : The Product confirms to ND/

IIpumeuyanue: [Iponykr cootBeTcTBYET TpeboanusiM HJJ

Conclusion : APPROVED /
3aknoyenue: OJOBPEHO

Prepared by / Checked by /

[Moarotosneno: Yogesh

[Tposepeno: Pravesh

Checked by (AQA) /
[Tposepeno (AOK):

Approved by: Quality Assurance/Authorized
person / OnobpeHo: ObecneyeHue

Chauhan ‘ Rana Amit Kumar kauecTBa/OTBETETBEHHOE JIMLIO:
7 S A p
4 / f\ i 2o O B UL
|\ // 7 [ -
Date / Date / Date / Date / 26 - e e
Jara: 25.11.2025 Hata: 25.11.2025 Hata: 25.11.2025 Hara:
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Product:/  Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoayxr: Keropon" (ketoponiak) pacTBop As1sl BHyTPUBEHHOTO U BHYTPMMBILIEYHOTO BBeACHHS, 30 mvr/mn |
Batch No/ . V250927 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6nem cepun " 454545 amnyn
Analytical Repourt No/ . 890001848623 Date of Analysis / . 25.11.2025
AHandTHyeckui oTder Ne JlaTa ananu3za

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
Jara ipou3BoacTBa T'ogen o

Mfg. License No. /

Iponssoncrsenmas : MNB/05/263 e : JITT-Ne(008888)-(PI'-RU)
annensus Ne Homep PY

Analysis performed according ND / Anann3s npoeeaen nmo HJI: JITT-No(008888)-(PI'-RU)-170225

Page30f6/Crp.3u36

Ne Test / Iloxa3aTennb

Results / PesynbTaThi

Specification / Hopma

Impurity A / IIpumecs A

0.12 %

not more than 0.20 % / He 6onee 0,20 %;

Impurity B / ITpumecs B

Below LOD (LOD = 0.014 %) / Huxe
npezneia oHapyxenus (I10 = 0.014 %)

not more than 0.50 % / He 6onee 0,50 %;

Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6o1nee 0,50 %;
npenena obHapyxeHus (I10 = 0.010 %)
Impurity D / TTpumecs D Not detected / He o6Hapykena not more than 0.20 % / He 6onee 0,20 %.

Individual unidentified
impurity / EnuangHas
HenaeHTUHIIUPOBaHHAS
TIPUMECH

Below LOQ (LOQ = 0.050%) / Hinxe
npeaeia KOJTHYCCTBEHHOTO OTIPENCIICHHUS
(TTIKO =0.050%))

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

HU3Baexkaemblii 00Lem™

Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee 1,50 %.
npumeceit
8 Extractable volume?* / 10.2 ml/ 10.2 mn Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 mn (06beM, U3MEPEHHBIH
Ha OCHOBaHMU 00bEANHEHHOTO
conepxumoro 10 amnyn).

/ Rana i Amit KL}er
1 —
/ /7 [ -

5

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuaJjbHble /<=0.725 ED/mr Trometamol. / He 6onee 5,8 EQ/Mr
IHAOTOKCHHBI KeTOpoJlaka TPOMETAMHHA.

10 | Sterility** / NA Must be sterile. / JlomkeH ObITb
CrepunbHOCTL** CTepUNBHBIM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBanusaM HJI 3akniouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[oarotoeneo: Yogesh [[[Iposepero: Pravesh [Mposepeno (AOK): person / Onobpeno: Obecneuenne

Chauhan g kaqecTra/OTBETCTBEHHOE JIMLO:

(j!‘\ ibw.}

—t

Date /
JMara: 25.11.2025

Date /

Hara: 25.11.2025

Date /
Jarta: 25.11.2025

Date /
Hara:

}Q)r-/”" W’{
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Distt. Solan, H.P., 173 205, INDIA
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Product:/  Ketorol” (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoxykr: Ketopon" (ketoponak) pacTBop [Uisi BHyTPUBEHHOTO H BHYTPUMBILLIEYHOTO BBeAEHHUS, 30 Mr/ma
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepust Ne ) OGbem cepun " 454545 ammyn |
Anslyfical Beport No : 890001848623 Date af. Analysis( : 25.11.2025
AHanATHYeCKHH oTYeT Ne JMara aHayu3a

Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027

Jara ripon3BoacTea T'open no

Mfg. License No. /

Hpoussoncraennas : MNB/05/263 TLXIrbersy : JITT-Ne(008888)-(PT-RU)
auueHsuss Ne Homep PY

Analysis performed according ND / Anann3s nposeaen mo HJX: JII1-Ne(008888)-(PI"-RU)-170225

Page40f 6/ Crp. 4u3 6

YNaKoOBKH

glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

[lo 1 M B amnynbl U3 CBETO3ALUUTHOIO
CTeKJIa TEMHO-KOPHMYHEBOTO 1BETa Kiacca
I. B BepxHeil 4acTH aMmysbl HAHECEHBI
KOJIBLIO U TOUKa Ans paznoma. Ha ammyny
HAKJIEUBAIOT STHKETKY.

[lo 10 ammyn BMecTe C JIMCTKOM-
BrianeimeM B [IBX/anmoMuHueBbIiH
6nucrep. Ilo 1 6nucTepy B mauky
KapTOHHYIO.

No Test / I[lokaszaTenp Results / PesyabTaThl Specification / Hopma
11 | Assay/KoanuyecTBeHHoe 30.06 mg /30.06 Mr From 27.0 mg to 33.0 mg of Ketorolac
onpeaesieHUe Trometamol per 1 mL. / Ot 27,0 Mr no
33,0 Mr keTopoJaka TpoMeTamMona B 1 M.
12 Ethanol content / DTanon 11.75%/11.75 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) no 13,10 % (06/06).
13 | Packaging / Onucanue 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 Mn B amMmyJBl U3 CBETO3AILUTHOIO
CTeKJ1a TEeMHO-KOPUYHEBOTO 1BETa KJacca
I. B BepxHe# 4acTH amIlyJibl HaHECEHBI
KOJIBIIO M TOYKa st paznoma. Ha ammyny
HaKJIEHBAIOT 3THKETKY.

I[To 10 aMmya BMeCte ¢ JIUCIKOM-
pitaauites b TIBX/anrommmnonoiii
onucrep. Ilo 1 6mucrepy B madky
KapTOHHY!0; 0415 cmayuonapos: 1o 2,3, 5
OJHCTEPOR B [IaYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIponykT cooTBeTcTBYeT TpedoBaHusam HJJ 3akmiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotoeneno: Yogesh |[[Tposepero: Pravesh [Mposepero (AOK): person / Ono6peno: Obecneuenue
Chauhan . Rana /ﬁ Amit Kumar KauecTBa/OTBETGTBEHHOE JIHLIO:
¥ : - QL4
[/ [~ [ >
e /" —
Date / Date / Date / Date / 2 LN 1o
Hara; 25.11.2025 Hara: 25.11.2025 JHara: 25.11.2025 Hara: i
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1284PLC0O04507
www.drreddys.com



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

Qe
Dl'. ReddY’S ‘.... vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS i
CEPTHOUKAT AHAJIU3A oo o

i e AR R YT
Tel 0 +51 281606 56001-0

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: Ketopon" (keToponak) pacTBOp [Uisi BHYTPHBEHHOTO ¥ BHYTPHMBIUIEYHOrO BBeACHUS, 30 mr/mut
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepust Ne ) O6bem cepun " 454545 amnyn
Analytical Repo:'t No/ . 890001848623 Date of Analysis / . 25.11.2025
AuanATHyecKHi oTyeT No JlaTa aHan3a
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JlaTa Opou3BOACTBA T'onen mo
Mfg. License No. /

IpoussoncTeennas : MNBJ/05/263 K han : JITT-Ne(008888)-(PT'-RU)
auned3us Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen no HJI: JITT-Ne(008888)-(PI'-RU)-170225

PageSof 6/ Crp.5u3 6
* Tests are not performed during the stability investigation. / * HenbiTaHus He NPOBOJST B XOJ€ HCCIIEAOBAHUS
CcTaOUIBHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** [1pu Beinycke npenapara
KOHTPOJIb Ka4ecTBa [0 NOKA3aTeNMIo NPOBOAUTCS JUTA KaXKAo# 15-0i cepu.

| API name / HanmenoBanue ADC: Ketorolac Trometamol / Ketoponaka TpomeTaMon

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

2
Homep cepun npoussoautens ADPC: TS0
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHuM NPOU3BOANTEIS FESA00395
I'Ji®:
API Manufactured by & country / Symed Labs Limited, India /
ITpoussoautens A®C, crpana: Catimen Jlabc JIumuten, Mnnus

Name, address; mutharization Ro lor EF Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh

manufacturing site / Control site / Release | 'p .4 paqdi Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
site / ’
JI-p Pennu’c Jlaboparopuc Jlta., Uuaus, [TpousBoacTBeHHOE noapasaeieHue-0,

Haume €c,
ot e e | g o, G 1. 25
p n n an (manens3us Ne No MNB/05/263

KUH 1 puis Kavecisa / Thwwapka soluycka

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: I[IpoaykT cooTBeTCcTBYET TpeboBanusm HJJ 3aknrouyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarotosneno: Yogesh ||[Iposepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: Obecneuenue
Chauhan 7 Rana Amit Kumar N kauecTBa/OTBETCYBEHHOE JINLIO:

S 7 . »’

(A5 R [}«,U

|/~ [ |
Date / Date / Date / Date / Db Bz
Hara: 25.11.2025 Hara: 25.11.2025 Hara: 25.11.2025 Hara:
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l Produsct ; / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| poxyKr: Ketopon® (keToponak) pactBop /Ul BHYTPUBEHHOIO H BHYTPHMBILIEUHOrO BBEACHHS, 30 Mr/mn
Batch No / . V250927 Batch Quantity / . 454545 ampules /
Cepusg Ne ) O6bem cepun " 454545 amnyn
Analytical Repourt No/ . 890001848623 Date of Analysis / . 25.11.2025
AnanATHyecKHii oryer Ne Jara anann3za
Date of Manufacture / . 11/2025 Date of Expiry / . 10/2027
JaTa ripou3BoacTBa I'onen oo
Mfg. License No. /
Ipoussoacreennas : MNB/05/263 s : JITI-Ne(008888)-(PI'-RU)
JuneH3us Ne Howmep PY
Analysis performed according ND / Auaans nposeaen mo HJL: JITT-Ne(008888)-(PI"-RU)-170225

Page 6 of 6/ Ctp. 6 u3 6

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». /

3akJil0oUeHe 0 COOTBETCTBHM: «HacTosAIMM s MOATBEPXKAA0, YTO NMPUBEACHHAS BbIlle UHGOpPMaLus ABIAETCA JOCTOBEPHOI U
TOYHOM. DJTa cepus NMPOAYKLUM TNpoM3BeleHa (BKIOYast YyNMakoBKy (MapKHWpOBKY) M KOHTPO/Ab KauecTBa) Ha BbILICYKa3aHHOM
NPOM3BOJCTBCHHOM IUIOMWIAAKe (IUI0WAAKaX) B MOJTHOM COOTBETCTBUHU ¢ TpeboBaHuaMH [IpaBun Hamnexalell NpOU3BOACTBEHHOM
NpakTHKH EBpasuiickoro 3KOHOMUYECKOTO c€Ol03a U TPeGOBaHHMAMH KOHTPOJS KauyecTBAa JIEKAPCTBEHHBIX CPEACTB, a TakXke B
COOTBETCTBUH CO CeLUBHKAUUAME, COAEPKANUMUCA B PErUCTPALKOHHOM J0ChE CTPaHbI-MMIIOpTepa. 3arlucH MO MPOU3BOACTRY,
YIAaKOBKE W aHaJIu3y MpPOBEPEHbI, U YCTAHOBJIEHO MX COOTBETCTBUE TpeboBanmsiM [lpaBmi Haaexalueil Npou3BOACTBEHHOM
npakTHKH EBpa3suiickoro 3KOHOMHYECKOT0 COH3ay.

Remarks : The Product confirms to ND/

[Tpumeuanue: Ilponykt cooTBeTcTRYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Monrorosneno: Yogesh ||IlpoBepeno: Pravesh [Tposepeno (AOK): person / Onobpeno: Obecneuenue
Chauhan / Rana Amit Kumar kauecTsa/OTBETETBEHHOE JHLIO:
"“" 4 ,1\ e K J-/)
II / 3 / 2 ‘G \)\,b‘b
|7 . { i
Date / Date / Date / Date / [T v
Hara: 25.11.2025 Mara: 25.11.2025 Hara: 25.11.2025 Hara: ‘

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

CiIN: L85195AP1884PLCO04507
www.drreddys.com




