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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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CEPTHOHUKAT AHAJIM3A

Page 1 of 7/Crp. 1us 7

Product / Ketorol gel for external use 2 %
MpoayxTr Keropon®, rens Juia Hapy:KHOIO Npumenerns 2 %
Market / .
Russia / Poceus
Prinox
Batch No / : V240877 Batch Quantity / : 32786.00 units /
| Cepus Ne Pasmep cepuu 32786.00 eanumLl
Analytical Report No / + 040002756119 Date of Analysis / 1 26.12.2024 i
AnaguTudeckuil oTder Ne JiaTa ananuia
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Jata npoH3BoACTBA Togen go (BKJI.)
Mifg. License Na. / : MNB/05/263 MA number / : JIIT-Ne(001119)-(PI"-
Tpou3BoacTBeHHas AHIEHINS Homep PY RU)
Ne
Analysis performed according to ND / Auaquz nposeaen no HJI: JITT-Ne(0011 19)-(PT-RU)-210623

Ne Test / [Toxa3zarens

Result / Pe3ynbTaThl

Specification / Hopma

1 | Description/ Onncanue

Homogeneous semi-transparent gel I"Homogeneous transparent or semi-
with characteristic odor /
OnxHOpOIHLIH NONYNpo3payYHBbIii Ielb
C XapaKTEepHBIM 3aMaxoM.

transparent gel with characteristic odor/ |

OOHOPONHEIA PO3PAaYHbI HLIH |

MOYIIPO3pavHbIi Iellb C XapaKTEPHLIM
3aIaxoM. !

2 |Identification / Minenrnpurauns
2a |Ketorolac tromethamine /
Ketoponaka tpomeTamun

Complies as prescribed /
CooTBeTCTBYET

The retention time of the main peak in the |
chromatogram of test solution should
correspond to that in the chromatogram
of ketorolac tromethamine reference
standard solution (Assay section). /
BpeMa yAepKHBaHMA OCHOBHOTO THKa
Ha  XpOMATOrpamMMe  HCIBITYEMOro
pacTBopa  ZOMKHO  COOTBEICTBOBATH
BpEMEHH y/1epXHBAaHUA OCHOBHOTO MHKa
Ha XpoMaTorpamMmMe pactsopa
CTaHOapTHOr0  obpasla  KEeTopoNaka
TpOMeTaMKWHa (paszzen
«KoNHuYeCTREHHOE OTIPE/IENIEHNE»)

Remarks : The Product conforms to ND /

Ipumedanne: [IpoayKT COOTBETCTBYET TpeGosanuam HJT

Conclusion : APPROVED /
Zakmouensie: ONOGPEHO

Prepared by /
IMoarotoeneHo: Pravesh Rana
Maurya

Checked by /

ITposepeno: Santosh Ku%

Approved by: Manager / Executive /
Onobpeno: Menemiep / Pykosoamiens
Pavan Kumar Sharma

e
H e
el

Reprint Date /
Jata: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Reprint Date /
Hara: 26.12.2024

Regttor=d Office: 8-3

-337. Road Np.

3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 51 40 2900 2200, Fay; +87 49 1900 299G, Ernail: moii@drreddys.com
CIN: LES195APLO8GPLCON4S0T

winLdizeddys.com
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Product / Ketorol gel for external use 2 %

Tpoaykr Ketopon®, rens s HAPYKHOCO HpIMEHEHUA 2 Yo

Market / Russi

PLitox ussia / Poccua

Batch No / V240877 Batch Quantity / : 32786.00 units /
Cepust Ne Paamep cepin 32786.00 eaunuy,
Analytical Report No / + 040002756119 Date of Analysis / 1 26.12.2024
AnanuTnyeckiit oTuer No JlaTa ananuza

Date of Manufacture / 12/2024 Date of Expiry / : 11/2026

Mata npoM3BoACTEA T'ogeH no (BK.1.)

Mfg. License No. / MNB/05/263 MA number / 2 JIII-Ne(001119)-(PT-
MTPOM3RONCTBEHHAS HUEH3Us Homep PY RU)

Na

Analysis performed according to ND / Auasu3 nposeten no H/T: JIT-No(001119)-(PT"-RU)-210623 B

Result / PesynbTathi

Specification / Hopma '

Ne Test / [lokazaTean

2b | Sodium methyl parahydroxy- Complies as prescribed / The retention time of the sodium methyl
benzoate and sodium propyl Co0TBETCTBYET parahydroxybenzoate and sodium propyl
parahydroxybenzoate / parahydroxybenzoate peak in the
MeTuwmaparupoxcu6en3oar chromatogram of the sample preparation

| aTpys M NPOMUNITAParHAPOKCH- | corresponds to that in the chromatogram
| 6enzoar HaTpus of the standard preparation (Assay
section). / DBpemeHa yACpPKHBaHWs
OCHOBHBIX [IHKOB Ha Xpomarorpamme [
HCTBITYEMOTO  pacTRopa  MOJDKHbI
COOTBETCTBOBATH BpEMeHaM
| yIepXuBaHUA OCHOBHBIX IMKOB Ha |
| XpOMATOTpaMMe pacTBOPA CTaHZapPTHBIX
| o6pasuos MeTHIMaparaapokcubeHsoara
H niponunnaparkapokcubeH3oara.
(pasznen «KonuecTBeHHOE
onpeneneHnen)

3 | Weight of package content / a 30.4g/304r Should correspond to the requirements /
Maccea copeprumuvlo B cooTBCTCTBIH C TPcOOBANHAME.
ynaKoBKH

4 | pH of aqueous suspension / 6.0—-7.8/016,0n07,8

pH BoaHO#H cycnensun

6.4

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeyanmue: [ponykT cootpeTcTBYET Tpebosanuam HI Jaxstouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoarorosneHo: Pravesh Rana TposepeHo: Santosh Kum. OnobpeHo: Menemxkep / Pykopoantesib
Maurya Q Pavan Kumar Sharma jf —— =

Reprint Date / Reprint Date / Reprint Date /
Jara: 26.12.2024 Hata: 26.12.2024 Iara: 26.12.2024

TiCE: ==K Ty o LAl Jut GO0 = DULLTIE, Jesian iy, [T

aidGanedidys.oon
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CEPTUO®UKAT AHAJIM3A
Page3of 7/Crp.3u3 7
[Product / Ketorol gel for external use 2 %
Mponykr Ketopon®, reb i HaDYAKHOTO Hpiveneing 2 %
Market/ Russia / Poccns
Puior
Batch No / V240877 Batch Quantity / : 32786.00 units /
Cepunt Ne Pazmep cepiu 32786.00 enpHML
Analytical Report No / 040002756119 Date of Analysis / : 26.12.2024
AnanutHyeckuii oTyer No HNata anannsa
Date of Manufacture / 12/2024 Date of Expiry / : 11/2026
Jlata npoH3BOACTSA Toaen no (Bk/t.)
Mfg. License No. / MNB/05/263 MA number / : JITI-Ne(001119)~(PT-
T1poN3BOACTBEHHAS JIULEH3HS Homep PY RU)
Ne
Analysis performed according to ND / Ananu3 nposenes mo HJl: JIT-Ne(001119)-(PI-RU)-210623

[ | -y -y
| N Test / [TokazaTenn Result / PesyanTarsi Specification / Hopma
§ | Viscosity / BaskocTs ~ 8.061 poise / 8.061 nyas Between 5 and 12 poise /
Ot 5 no 12 nyas
|
¢ |Rclatcd substances/ Hpumeen = Tt

Ketorolac 1-keto analogue /
1-xeToanalor KETopoJiaka

Ketorolac 1-hydroxy analogue /
1-TUApOKCHAHANOT KEeTOpONaka

Any single unidentified
impurity/ ExunnyHas
HeUAECHTHGHUMPOBAHHAA
| NpHMech

Total impurities / Cymma
npuMecei

" 0.0266%

Below LOQ (LOQ = 0.020 %) /
Huxe npenena KOTHYECTBEHHOTO
onpenenenns (TIKO = 0.020 %)

0.03%

0.1%

Not more than 1.0 % /He Gonee 1,0 %

Not more than 0.5 % / He 6onee 0,5 %

|
|Not more than 1.0 % / He 6onee 1,0 %

Not more than 3.0 % / He 6onee 3,0 %

Microbial limits / Mukpo6nono

IrHyecKas 4YHCTOTA

Total aerobic microbial count /
OG6iuge 4UCIIO a3pOOHBIX
MMKPOOPIaHH3MOB

Less than 10 CFU/g / Meree 10
KOE/r

Not more than 10° CFU/g /
He Gonee 102 KOE/r

Remarks : The Product conforms to ND / Conclusion : APPROVED/
Tpumeuanue: IIponykt cootseTcTRYeT TpebosanusaM HI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
IMoxroroeneHo: Pravesh Rana TIposepeno: Santosh Kumar Ono6peno: Meremxep / Pykasoziiirent
Maurya Pavan Kumar Sharma V_
e
Reprint Date / Reprint Date / Reprint Date /
Iara: 26.12.2024 Hata: 26.12.2024 Hara: 26.12.2024
Soisiered LRTICE: a=£-38 7, HDat) N, SRS CHl1S, Ty el = U TeTaNHaia, Thadl
fel; +91 40 290C 2900, Fax: 191 40 4900 2998, Erazil: maii@drreddys comn
CIN: LS 125AP108:4PLCONAENY

v drrodiays.com
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Cr. Reddy's Laboratories Ltd.
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, F.P., 173 205, INDIA
THI +91 98156 56001-02

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJN3A

ety Ls(‘/: coim

Paged of 7/ Crp. 4 u3 7

[Product / Ketorol gel for external use 2 % =
Mpopyxr Ketopon®, rens ana HApYAHOo npumenesns 2 %

LGy Russia / Pocens

PriHoK

Batch No / V240877 Batch Quantity / : 32786.00 units /
Cepna Ne Paimep cepHu 32786.00 earHuL
Analytical Report No / : 040002756119 Date of Analysis / : 26.12.2024
AnanuTHYecKiii oTyeT Ne Jlara anannsa

Date of Manufacture / 12/2024 Date of Expiry / : 11/2026

JaTa npousBoicTRa Togen oo (BKA.)

Mfg. License No. / MNB/05/263 MA number / ¢ JIII-Ne(001119)-(PT-
TIpou3BoACTBEHHAR IHLEH3HS Homep PY RU)

Ne

Analysis performed according to ND / Anajin3 nposened no HI: AT-Ne(001119)«(PT-RU)-210623

‘ [ Test / [ToxazaTens

Result / PesyasTaThl |

Specnficatnon / Hopma

Total combined yeast and
molds count/ Obmiee yucio
JPONOKEBBIX H TIECHEBBIX
rprubos

1

| KOE/r
[

|

i
: Pseudomonas aeruginosa

| Staphylococcus aureus

Less than 10 CFU/g / Menee 10

Absent in 1 g/ OTcytcTBYeT B IT

Absent in 1 g/ OtcyrcTBYET B 11

| Not more than 10" CFU/g /
He 6onee 10' KOE/r

| Should absent in 1 g/ OTcyTcTBHE B 1r

Should absent in 1 g/ OtcyTcTBHE B 1T

i l

8 | Assay/ KonnuecTBeHnoe onpenenenye:
- » ]
Ethanol / JTanon 99.4 % NLT 85% and NMT 115% of the|
labeled amount /
Or 85 mo 115% ot 3asiBICHHOIO
KOJHYECTBA
'Dimethyl sulfoxide / 100.8 % NLT 90 % and NMT 110% of the
JiumeTtuncyiasgoxcun labeled amount / Ot 90 no 110 % ot
3axnneﬂuoro KOJIM4ECTBA
| Sodium methyl parahydroxy- T 97.0% 1NLT 90 % and NMT 110% of the
benzoate / Metunnapa- | labeled amount / Ot 90 ngo 110 % ot
FUAPOKCHOEH30aT RATPHA 3asBJIEHHOTO KOHYECTBa
Sodium propyl parahydroxy- 991 % NLT 90% and NMT 110% of the
benzoate / [Iponunmapa- labeled amount / Ot 90 mo 110 % ot
ruapokcubeH3oaT HaTpHA 3asABJIEHHOTO KOJMYECTBA

Remarks : The Product conforms to ND / Conclusion : APPROVED /
TMpumenaune: [ponykr cootsercrayet tpebosannam HIT 3aknwouenne: OJJIOEPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
[Moxnrorobiedo: Pravesh Rana Iposepeno: Santosh Kum Onobpeno: Menemkep / PykoBoaitesnh

Maurya : ﬁ Pavan Kumar Sharma (= -
Reprint Date / Reprint Date / Reprint Date / Ll
JTata: 26.12.2024 lIa'ra 26 12. 2024 Jlata: 26.12.2024

negEtaned Ui . 7. Road Mo, 3, Banjara Hills, Hyaerabat - 50034, Telongana, India
fal: #S1 40 ‘) 30 2900, Fax: 451 710 3900 2598, Eraail: maii@drreddys.com
CIN: L35125AP2584PLCINAS07

wwsririaddys.com
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Formulation.Unit-6
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CEPTU®HUKAT AHAJIH3A

PageSof 7/C1p. 513 7

Product / Ketorol gel for external use 2 %

HpopykT Ketopon®, rens Wis HApYAHOro npaMeHenns 2 %

AaEket/ Russia / Poceus

Prinor

Batch No/ ¢ V240877 Batch Quantity / : 32786.00 units /
Cepus No Pazmep cepin 32786.00 enuaun
Analytical Report No / : 040002756119 Date of Analysis / s 26.12.2024
AnaanTiueckuil oTuer No JlaTa ananusa

Date of Manufacture / 12/2024 Date of Expiry / : 11/2026

JlaTa npoH3BOACTBA Toneu oo (BKA.)

Mfg. License No. / : MNB/05/263 MA number / : JIJ-Ne(001119)-(PT-
[Ipon3BOACTBEHHAR JHUCHIHS Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 nposeaes no HIL: JITT-Ne(001119)-(P-RU)-210623

Test / Iloka3aTenn

Ne |

Result / PesyarTaTsl

Specification / Hopma

| Ketorolac tromethamine / 102.2 %

| KeToponaka TpoMeTaMHH

NLT 90 % and NMT 110 % of the
labeled amount / Ot 90 go 110 % oT
3aABJIEHHOTO KOJNUYECTBA

r
) _!ﬁckag: / Onncanne
| ynakoBkH

30gina laminated aluminum tube cquxpped with tamper-evident  membrane. 1
tube together with patient information leaflct in a carton. / [To 30 r 8 TY6y u3
NaMHAHUDOBAHROr0 AMIOMMHUA, CHabxeHHyo MeMOpaHoH s KOHTpona

nepeoro Bckpbitus. Io 1 TyGe BMecTe ¢ HHCTPYKLMEH MO MEINUUHCKOMY
‘ NpUMEHEHHIO (TMCTKOM-BKTAbIIIEM) B Ma4Ky KaPTOHHYIO. "

Remarks : The Product conforms to ND /
et TpeGopannam H]L

Conclusion : APPROVED /
3akmogenne: OJOBPEHO

Prepared by / Checked by /

IMoaroToeneHo: Pravesh Rana

ITposepeno: Santosh Kumar
Maurya . &

Approved by: Manager / Executive /
Opobpeno: Meremxep / P).heaemrrnna

Pavan Kumar Sharma =+~ ——
= o
Reprint Date / Reprint Date / Reprint Date /
Ilata: 26.12.2024 IlaTa 26 12 2024 ,E[aTa 26 12 2024
W Loy [T Ul sl = SUuJas, TEliE A=

TERIOLTT Bl LHITLE: Gre ]

Tol 451 4G 4960 -qoo Fas: +91 40 4900 2996,
CIN: LRS195AP18RIPLCOD LSO

weswedireddys.com

Ermul m"uOduLMyc com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Disit. Solan, H.P, 173 205, INDIA

Tol 1 491 98166 56001-02
CERTIFICATE OF ANALYSIS venss direrldys com
CEPTHOUKAT AHAJIM3A

Page6of 7/ CTp. 6 3 7

Product/ : Ketorol gel for external use 2 %

Ipoaykt Ketopon®, rene ans HapY:KHOTO npHMeHeHis 2 %

N Russia / Poccus

Peinor

Batch No / t V240877 Batch Quantity / : 32786.00 units /
Cepun Mo Passep cepuu 32786.00 enuHuLl
Analytical Report No / 040002756119 Date of Analysis / 1 26.12.2024
ApagnTHdecknii oryer Ne JlaTa aHan3a

Date of Manufacture / 12/2024 Date of Expiry / : 1172026

JlaTa npoN3BOACTEA Conen o (BKL)

Mfg. License No. / MNB/05/263 MA number / : JIT-Ne(001119)-(PT'-
Ipon3BoaCTBEHHAR THLEH3NSA Homep PY RU)

Na

Analysis performed according to ND / Auaaus nposeies no H/: AT-Ne(001119)-(PI-R1)-210623

F&PI name / Haumenosaumne A®C: -

INN / MHH:

| Ketorolac / Ketoponak

Ketorolac tromethamine / KeToponaka TpoMeTaMUH

API manufacturer batch number /
| Homep cepuu npoussoautesi APC:

ABRHO007648

FP Manufacturer API Batch number /
Homep cepnu cybcTaBIHE
npousoanTtea I JIM:

FERAQ0488

API Manufactared by & country /
Hponssogutens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India / I-p Pequ' ¢ Jla6oparopus Jltz, Hunns

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

HanMeHOBaHHE, AApec, NHUEH3HA ANs
| NMpou3goAcTBEeHHAA NAOLIAAKE /

| IionaaKka KOHTPoIs KavyecTsa /
ITnomanka BLINYCKa

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

MNB/05/263) /

| J-p Peqnn’c JTabopatopue Jita., Unaws, IpoussoncTeenHoe
noppasaenenue-6, Bunn. Kxons, Hanarapx Poya, bamnu, Huctpuxt ConaH,
| X I1., 173205, Usans (muuensus omep MNB/05/263)

Remarks : The Product conforms to ND / . Conclusion ;: APPROVED /
Ipumevanne: [Tpoaykt cooTreTcTBYeT TpeGoBanuaM HII 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager / Executive /
TloaroTosaeHo: Pravesh Rana TIposepero: Santosh Kumar Ono6peno: Menemxep / PykosoauTteni
Maurya @)\ Pavan Kumar Sharma -;T_ ——

" T e
Reprint Date / Reprint Date / Reprint Date /
IlaTa: 26.12,2024 Hara: 26.12.2024 Jara: 26.12.2024

e LIS a0/, o] 190, o, L-H it TG, HyeedDai = JULIIN, ESianparis, ot
Tel: +61 20 4980 1900, F 1 1900 2908, Eraail: maii@drreddys.cam

195AP2 PLLONAS0T
wyaydireddys.com




- Dr. Reddy's Laboratories Ltd.
5 Foriulation Unit-6
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DI‘. Red dy S ".. Vill. Khol. Nalagarh Road, Badd
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Tel: 491 93166 56001-02

CERTIFICATE OF ANALYSIS 2280
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CEPTHOHUKAT AHAJTU3A

Page 7of 7/ CTp. T3 7
Product/ : Ketorol gel for external use 2 % i
Hpoayxr Keropon®, rese i HAPYAHOTO NDHMEHEHHEA 2 %
AT Ecetl Russia / Poceus
Poiox
Batch No / 1 V240877 Batch Quantity / : 32786.00 units /
Cepun Ne . Pasmep cepun 32786.00 eauHnn
Analytical Report No / ;0400027560119 Date of Analysis / : 26.12.2024

-|AnanuTnuecknii oTyer No : JlaTa ananusa

Date of Manufacture / v 12/2024 Date of Expiry / + 11/2026
Jlata npoH3BOACTBA Tojen po (BRA)
Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PT"-
IMpon3BoaCTBelHAS AULEH3NST Homep PY RU)
M |
Analysis performed according to ND / Auanu3s npopeaen no HJL: JIIT-Ne(001119)-(PI'-RU)-210623 _i

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».

3akmrouenne 0 coorBercTBumM: «HacToAIMM f MONTBEPXKAAIO, YTO NPHBENCHHAA Bbille HHPOpMauUA
ABNAETCH NOCTOBEPHOM M TOYHOW. DTa cepHs MPOLYKUMH NpousBefeHa (BKITIOHAA yNAKOBKY (MapkHPOBKY) M
KOHTPOJIb Ka4eCTBa) Ha BhIUIEYKa3aHHO NPON3BOICTBEHHOH MIOINaKe (MIOLIaNkaX) B MOJHOM COOTBETCTBHH
¢ Tpebosanmamu IpaBui Hamnexalleif NPOU3BOACTBEHHOM NPaKTHKH EBpasHiACKOro 3KOHOMHUECKOrO CO03a
(Ne GMP/EAEU/RU/00554-2022 ot 02 centabpa 2022) 1 TpeBoBaHWAMH KOHTPOJI Ka4eCTRA NEKAPCTBEHHBIX
CpEeXCTB, a TAKXKE B COOTBETCTBHH CO CNELU(PHKALKAMM, COACPXAUIMMHUCA B PETHCTPALIMOHHOM L0CHE CTPabI-
HMIIOpTEpa. 3amucK 1O MPOU3BOACTBY, YMAKOBKE W aHANU3y NPOBEPEHDLI, H YCTaHOBJIEHO HX COOTBETCTBHE
TpeboBannsm [IpaBui HagaeKalEH POH3BOACTBEHHOM NPAKTHK EBpPa3suiickoro 3KOHOMHYECKOTO COK03ay.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Mpumeuanue: [Ipoaykt cooTBeTCTRYET TpeGopanuam HJJ 3axmouenue: ONOBPEHO
Prepared by / Checked by / ) Approved by: Manager / Executive /
HoxroToBnero: Pravesh Rana _f/ | [Mposepeno: Santosh Kumar Onobpeno: Meremxep / PykoBoauTe b
Maurya @i Pavan Kumar Sharma qf"_ =

Reprint Date / Reprnt Date / Reprint Date /
Hara: 26.12.2024 Hara: 26.12.2024 Jlata: 26.12.2024 _

fegtorad Oiles 5.2-357, foad No. 3, Banjara Hills, Hydermbad - 500034, Telangana, India

Tel: +51 40 4900 2900, Fax: +91 40 4900 2985, Ernzil: maii@drreddys.com
CIN: L85125AP1981PLCOOAS07
wysesdrieddys.com




