
••• Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIH3A 

Dr, Reddy's Laboratories Ltd . 

Formulation Unit-6 
Vill.-l<hol, Nalagarh Road, Baddi, 
Distt Sol an, H.P., 173 205, INDIA 

Tel: ~9198166 56001-02 
ww,,, rn• 1vs.com d dd 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlJ)OllYKT: KeTopoJJ® 3KCD pecc (KeTOPOJlaK) Ta6J1eTKH, J.].JICOCJ>rnpyeMble s HOJlOCTH pTa, 10 Mr 

Market / PhlHOK : Russia I Pocc1-rn 

Batch No/ 
: V2600565 

Batch Quantity/ 36,00,000 tab I 
Cepm1.N'!! O6beM cepnu 36,00,000 Ta6 
Analytical Report No I 

: 040003332812 
Date of Analysis / 

25.03 .2026 
AuaJIHTH'leCKHii OT'leT .N'!! .Il:aTa auaJIH3a 
Date of Manufacture/ 

: 03/2026 
Date of Expiry / 

02/2028 
.Il:aTa DPOH3B0}.J.CTBa ro.a:eu Jl:0 
Mfg. License No./ 

MA number:/ 
Ilpon3BOJl:CTBeunaH : MNB/05/263 

HoMepPY 
: JIIl-.N'!!(004669)-(Pr-RU) 

JIHl(eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.a:eu no H,ZJ:: JIIT-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTPYKUUH YTBepiKJJ:ena: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No 

Test I IloicaJaTeJib Results/ PeJyJibTaTbl Specification/ HopMa x~ 
1 Description / Onncaune Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnh1e TTJIOCKHe 

side. / Kpyrnh1e nnoCKHe Ta6JieTKl1 c qiacKOH, CBeTJIO-)l(eJITOro l..(BeTa C 

Ta6JieTKH c q>aCKOH, CBeTJIO- rpas11posKoH «I» Ha O.llHOH crnpoHe. 
)l(eJITOro useTa C rpas11pOBKOH 

«I» Ha O.llHOH CTopoHe. 

2 Identification / 11,neuTn«IJuicauusr 

Ketorolac I KemoponaK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<D-
crreKTphI rrornomemrn 11cnh1TyeMoro pacTBopa 11 
pacTBopa cTaH,napTHoro 06pa3ua KeTopoJiaKa 
TpoMeTaMI1Ha ,llOJI)l(Hhl HMeTh MaKCHMYMhl 11p11 
0./l.HOH 11 TOH )Ke J],JIJ,fHe BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHne: Tipo,11,yKT COOTBeTcTByeT rpe6osaHJUIM H,n: 3a1<moqett11e: O,ll,O.liPEHO 

Prepared by / 

n ?AfOTOBJiel HO: Yogesh 
Chauhan 

'/ / 
Date I 
)];am: 25.03.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TT posepetto :Pravesh npoBep HO (AOK): O,11,06peHo: O6ec11elJeH11e Ka'IeCTBa/OTBeTCTBeHHOe 

Rana J Amit Kumar n11uo: ,i v>---l i l_ K.__(J N 0 fL__ 

~~ _L,--1 
Date I Date/ 'Date / ,2_<;:"--o.3;- ,l(J1-l, 

)J:arn: 25.03.2026 }];ara: 25.03.2026 ~aTII: 

Regi ste ,·ccl Office : 11-2-331 . 1ioarl ~Jo ::, tlJnj~ra Hills, Hydei-a baci • S00034 , Telangan,1 , India 
7PI: :-911\0 4900 ~900. Fox •91 ,\0 4900 2999, Email: muil@cir reddys com 

CIN: L85195AP1984PLC004507 
WWW cln edclys COlll 
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•·· Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Heddy's Laboratories Ltd . 
Fo rmulation Unit-6 
Viii. l(hol, Nalaga rh Road, Badd i, 

Distt. So lan, H.P , 173 205, INDIA 

Tel : +91 98166 56001-02 
1A11A11• rl, rerldv<J.ranl 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llPOJ.J,YKT: KeTOPOJJ® 3Kcnpecc (KeTOl)OJJaK) Ta6JJeTJrn, J.J,HCneprupyeMble s D0JIOCTH PTa, 10 Mr 

Market / PLIHOK : Russia I Pocci-ui 
Batch No/ 

: V2600565 
Batch Quantity / 36,00,000 tab/ 

CepnH .M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003332812 

Date of Analysis / 
25.03 .2026 

AuannTn'lec1mu: OT'leT }fa llaTa auannJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,l(aTa DPOH3B0/l.CTBa roJ.J,eH J.J,O 

Mfg. License No./ 
MA number:/ 

IlponJBoJ.J,cTseuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIUQeHJHH .N'!! 
Analysis performed according ND: I AuaJIHJ npose/].eH no H,l(: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HHCTDVKQHH VTBeP'.IKJ.J,ena: 21.04.2025 

Pa~e 2 of 11 / CTP 2 HJ 11 
No 

Test/ IloKaJaTem, Results / Pe1yJ1bTaThl Specification/ HopMa x~ 
Complies I CoorneTcrnyeT The retention time of the main peak on the 

chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section). 

I BpeM51 y.D.ep)l(HBaHH51 OCHOBHOro m1Ka Ha 
xpoMaTorpaMMe 11cnhnyeMoro pacrnopa 
LJ.0JI)l(HO C00TBeTCTB0BaTb BpeMeHH 
yLJ.ep)l(HBaHl151 OCH0BH0ro ITHKa Ha 
xpoMaTOrpaMMe pacrnopa CTaHLJ.apTHOro 
06pa1ua KeToponaKa TpoMeTaMl1Ha (paJLJ.eJI 
«Konw1ecrneHHoe orrpe.D.eneHwe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: TTpoLJ.yKT coorneTcrnyeT Tpe6osaHH51M HA 3aKJJIO'leune: 0,ll.OliPEHO 

Prepared by / 

IloLJ.rOTOBJieHo: Y oge. h 

Chauhan V 
Date I 
,ll.ani: 25.03.2026 

Checked by / Checked by (AQA ) / Approved by: Quality Assurance/ Authorized person / 

TTpoaepe1m:Pravesh npooepe1-ro (AOK): OLJ.o6peHo: O6ecneqem1e Ka'fecrna/OrneTcrneHHOe 

Rana i Amit Kumar J1111.(0 : ,il)t->IL /<'JJ ..-1 n. 11_____ 

(\ ~' _{v--") 

D ate/ Date I 'Date I ; <;--1> i- ~ou, 
}].am: 25.03.2026 }];am: 25 .03.2026 }];am: 

Registe(ed Ofticc. 8 '} JJ7, i\0¥: Nu. \, LlanJaro Hills, Hyderabad 500034, Telangana, India 
T,0!: +9l •Hl 4"!00 2'100. F;ix: ➔ 9J 4011900 2999, Email: mail@dneddys com 

CIN: L8Sl9SAP1984PLC004507 

www d1-reddys.co111 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHcI>IIKAT AHAJIIBA 

Dr. Reddy's Laboratories Ltd . 
Fo1-rnulation Unit-6 
Viii. Khol, Nala ga rh Road , Badd i, 
Distt. Solan, H. P., 173 205, INDIA 

Te l : +91 98166 56001-02 
""'"' rlr•~r1 Iv<- rnrn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6Jienrn, AHCneprunveMhle e D0JIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia I Pocc1-rn: 

Batch No/ : V2600565 
Batch Quantity / 36,00,000 tab/ 

Cepua .N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003332812 
Date of Analysis / 

25.03.2026 
AuaJIHTH'leCKHH OT'leT .N'2 )laTa auaJiu1a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
):(aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

HoMepPY 
: JIII-.N'2(004669)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoeeAeH no H)l: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKQHH VTBepm,1J,eua: 21.04.2025 

No 
x~ Test I IloicaJaTem, 

Butylhydroxyanisole I 
Eymw12uopoKCUGHU30JI 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJ11>Tan,1 

Complies / CoorneTcrnyeT 

Pa2e 3 of 11 / CTp. 3 H3 11 

Specification/ HopMa 

The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y,uep)l<J,!Bamrn IUIKOB 2-
6yT11nr11.upoKCl1aHl130Jla 11 3-
6ynrnmii,pOKCl1aHH30Jla Ha xpoMaTorpaMMe 
11crrhnyeMoro pacrnopa ii,omKHhI 
COOTBeTCTBOBaTh speMeHaM y,ueplK11BaHmI 
I111KOB 2-6yT11nrn,upOKCl1aHl130Jla 11 3-
6yTHJlrH,UpOKCl1aHl130Jla Ha xpoMaTorpaMMe 
paCTBopa CTaH.uapTHOfO 06pa1ua 
6ynrnrn.upoKc11aH1130J1a (pa3ii,en «Co,uepJKaH11e 
6YTl1J1rH,UpOKCl1aH1130Jla»)' 

Conclusion : APPROVED / 
1npHMClf3HHe: TTpoii,yKT COOTBeTcTByeT Tpe6osaHl1.IIM HJ:I: 3aKJIIOlfeuue: O,QOliPEHO 

Prepared by / 

no.urornsneHl : y ge h_ 
Chauhan 

/ 
D ate/ 
J:1:arn: 25.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

~::opeHoi e,h 
ITpoaepeuo (AOK) : O.uo6peHo: O6ecrreqeH11e Kaqecrna/OrneTCTBeHHoe 

Amit Kumar m 1uo: ,_9, U 1--' \ L K ti I'-\ t~ 12._ (\,~;;_ -~v/ 

I 
Date/ D ate/ IDate / J s-=-n- x' o:i.-l 
J:1:arn: 25.03.2026 J:{aTa: 25 .03.2026 t1,a1a: 

:{<'gistered Offce: g ;,_ 3J 7, ·10;1d No J, G,1njai-J Hill,, Hyderabad 500034, Telangana, India 
1,,1 +9 l 40 ,.1900 ?.'JOO. r.J~: +91 40 4900 2'l99, Em~il: niail@drreddys com 

Cl!\!: L8S195AP1984PLC004507 

www.drreddys.corn 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH «I> IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, f\Jalagarh Road, Baddi, 

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

Te l : +91 981 66 56001-02 
,,.,,,,,, rlr•-•lrlvc ,,,,_ 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMbie B IlOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / PocCH}I 

Batch No I 
: V2600565 

Batch Quantity / 36,00,000 tab/ 
Cepm1 .M, O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003332812 
Date of Analysis / 

25.03.2026 
AuaJIHTHl.fecKnii OT'leT .N'!! L(aTa anaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)laTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpon3B0ACTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'!!(004669)-(Pr-RU) 

JIHUeH3Hff .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no 11,[1;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH YTBep)KAena: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 
.N"!! 

3 Average weight/ Cpe.QHHH 69.2 mg I 69,2 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr AO 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10 %; 
2/20 tablets - not more than ± 20%. I 

Uniformity of weight/ 
Complies / CooTBeTcrnyeT 18/20 Ta6neTOK - He 6onee ± 10%; 

0.QHOpO.QHOCTb MaCCbl 2/20 Ta6JICTOK - He 6oJiee ± 20 %. 

4 Disintegration time/ 
Pacna.QaeMOCTb 

00 min 29 sec / 00 MliH 29 ceK Not more than 3 min. I He 6oJiee 3 Ml1H. 

5 Dissolution / PacTBopeuue Unit-I / Ta6n-1 99% Not less than 75 % (Q) of C1sH13NO3•C4H11NO3 

Unit-2 I Ta6JI-2 99 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75% (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 100 % TPOMeTaM11H) qepe3 15 Ml1H. 

Unit-4 / Ta6n-4 102% 

Unit-5 / Ta6JI-5 102% 

Unit-6 / Ta6JI-6 99 % 

Conclusion : APPROVED / 
!
Remarks : The Product confirms to ND/ 
IlpuMe'laHue: ITpoAyKT cooTBeTcTByeT Tpe6osaHmIM H,ll, 3aKJ1IO'leHHe: o,a:OliPEHO 

Prepared by / 

Tio.nroTOBJleH{;: Y -_ge b 
Chauhan 

7' 
1Date / 
1)].ara: 25.03.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
n.poeepetto:Pravesh Oposepetto (AOK): OJI06pe1i0: O6ecne'leH!ie Ka'leCTBa!OTBeTCTBeHHOe 
Rana i Amit Kumar m,uo: 

Jur:,1 L f< LI M P,(2_____ 

~ ~ ·~ ___ i,_~ 

Date / Date/ !°ate / :J-_ ~-//) 3-~..1_02..-t 
)].aTa: 25.03.2026 )],a-ra: 25.03.2026 )].aTa: 

1,egi~te f'Ci Off·c,0: 8 2-33 i, 11oJrl \\lo 3 B,r.j.,,,, I I ills, Hvde abaci 5000,4, Telanga110, India 
Tel: +')l •\O ,,90,1 2900, Fax: +97 110 4900 7999, "m;:iil: mail@drreddys com 

CIM: 1_35 I 95AP1:l84PLC004507 

www.drr eddys co;11 
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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>HKAT AHA.JUBA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 

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

Tel: 1-9198166 56001-02 
rl d I tA/V,JW rre CIVS.COl11 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)].YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )].HCnepruoveMble s DOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 

Batch No/ 
: V2600565 

Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003332812 
Date of Analysis / 

25.03.2026 
AnaJIHTHqecKHii OTqeT .N'!! .LI:aTa anaJIHJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
.[(aTa DPOH3B0)].CTBa ro)].eH)].O 
Mfg. License No. / 

MA number:/ 
IlpottJBO)].CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-.N'2(004669)-(Pr-RU) 

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npose)].eu no H.[J:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTpyKIIHH yTBep,K)].eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test I Ilo1rn1aTem, Results/ Pe1yJibTaTbI Specification/ HopMa 
.N'!! 
6 Particle size distribution/ Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

)].ucnepcnocTb sieve is formed. I O6pa1yeTCH OJJ,Hopo.uHa» 
cycrreH3H», npoxo.u»ma» CKB03h CHTO 
pa3MepOM OTBepCTHl1 710 MKM. 

7 Impurities / IlpttMeCH 

1-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I I Htt)Ke rrpeJJ,ena o6Hapy)l(eHH» 
1-rH,UpOKCHaHaJIOr (ITO= 0,0010 %) 
KeToponaKa 

1-keto analog ofketorolac I 0.06% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,UHHHqHa» 
HeHJJ,eHTH~HUHpOBaHHa» 
npHMeCh 

total impurities I 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa npttMecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMeqanue: IIpo.uyKT coorneTcrnyeT TPe6oBaHu»M H,l], 3atcmoqenue: 0)1.0liPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 

Chauhan 
TToLtrOTOBJieHr;;:' ge h 

IDate I 
1,Ilarn: 25.03.2026 

Hponepe1-10:Pravesh ITpoBepeHo (AOK): OJJ,o6peHo: O6ecrre11eH1:1e Ka11ecrna/OrneTcTBeHHoe 

Raoa 1 Amit Kumar JIHU0: 

~~ 
,"Q U )--) I L l( U M (-\ rt__ 

_ ___L ~ 

Date / Date / IDate / c? ~:-o~- -<_() 'l-E..~ 
,[(aTa: 25.03.2026 )],am: 25 .03.2026 )].am: 

Registered orfice: 8-2 n i, lio,,rl r,Jo 3, llc1111a,-a Hills, Hyderabad 500034, Telangana, India 
fPI +'JJ_ ,w 1\CJ0CJ 29D0, F0 x: +91 40 4900 2999, Email: mail(rudrreddys .com 

Cl!~: L85195APJ 984PLC004'i07 

www.dr1·eddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(hol, f\lalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: :-9198166 56001-02 
,A,,.,"' rln·orlri'v~ ,,_......, 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO/l:YKT: KeTOPOJI® 3 Kcnpecc (KCTOPOJlaK) Ta6JieTKH, Jl:HCneprupyeMhie o DOJIOCTH pTa, 10 Mr 
Market/ PLrnoK : Russia / Pocc1-rn 

Batch No/ 
: V2600565 

Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003332812 
Date of Analysis/ 

25.03.2026 AuaJiuTuqecKuii oTqeT .N'!! .l(aTa anaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 .l(aTa npOU3B0Jl:CTBa roJl:eH Jl:O 
Mfg. License No./ 

MA number:/ IlpouJBOJl:CTBeunaH : MNB/05/263 
HoMepPY : JIIl-.N'!!(004669)-(Pr-RU) 

JIUIJ:eH3UH .N'!! 
Analysis performed according ND:/ AuaJiuJ npooe.[l.eu no 11)::t;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HncTpyK~uH yTeep'1CJ].eua: 21.04.2025 

Page 6 of 11 / CTp. 6 nJ 11 
No 

Test I IloKaJaTeJlb Results/ PeJyJ1bTaTbI Specification/ HopMa 
.N'!! 

8 Water content/ 2.0% Not more than 7.0 %. / 
Co,1J.ep1KaHHe BO,IJ.bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaToqub1e opraunqecKHe paCTBOpHTeJlH 

Isopropyl alcohol / 18 µg/tab / Not more than 350 µg/tab. / 
1-faorrporrauon 18 MKr s Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqaune: 11po,uyKT coorneTcrnyeT TPe6osaHH}IM H,n: 3aKmoqeune: O,[J:OliPEHO 

Prepared by / 

Chauhan 
110,uroTosneur;: ~ gesh 

Date/ 
,lJ;arn: 25.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
11posepeuo:P? a esh TTposepeuo {AOK): O,uo6peuo: O6ecrreqeu11e Kaqecrna/OrneTcrneuuoe 
Rana Amit Kumar JIHl.(O: f Ut-J/\__ 

~·~ 
~-\) \ov\ (<\ (2_ 

__ __ c>1 
Date/ Date/ I Date/ .)__ ~ -v 1--c,(6 2.-£ 
,lJ;arn: 25.03.2026 ,n:arn: 25.03.2026 ,lJ;arn: 

Regis,erc'd of:i",:: g / 3:',1, 1;0;1d f✓ o. 3, Flcil1Jc11i1 Hills, Hyde1c1lJad • 500034, Telanganu, India 
-l-'J1 L!O 11r.ioc1 )_CJQO, ~a>(: f-9140 4900 2999 1 Email: rnail@drieddys com 

[IN. L8519SAPJ984PlC00~507 
www.li11er:ldys co,11 
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•·· Dr. Raddy's ~;• 
Dr. Heddy's Laboratories Ltd . 
r:orrnulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIM3A 

Vi ii. Kho!. Nalagarh Road, Baddi, 

Distt. Sol,m, H.P., 173 205, \NOIA 

Tel :, 91 98166 56001-02 
,A .... n,0,,.1 ,~ · ,,...,,j rh,c:. ,._...,.l""l"'t, 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)J,Vl.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTirn, )J,HCneprupyeMble B D0JI0CTH PTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600565 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003332812 
Date of Analysis / 

25.03.2026 
AuaJIHTH'leCKHH 0T'leT .N'!! ,llaTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,llaTa DP0H3B0)),CTBa ro)J,eH )),0 
Mfg. License No./ 

MA number:/ 
IlpouJBO)J,CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-N!!(004669)-(Pr-RU) 

JIHI~eH3HH .N'!! 
Analysis performed according ND:/ AnaJiuJ npoBe)J,en no H.l{: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IlncTDVKUHH yTBep'1C,ll,ena: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 
.N'2 
10 Microbiological purity*/ MnKpo6noJ1ornqecKaH <IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6ll\ee 1u1cno He 6onee 103 KOE/r; 
a3po6Hb!X MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6ll\ee 'IHCJIO He 6onee 102 KOE/r; 
.npm101<eBbIX H nnecHeBblX 
rpH60B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTCyrCTBHe s 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
Oi.uopo.nuocTb 

4.6 
IloKa3aTeJib npHeMJieMOCTH (AV) .nomKeH 6h!Tb 

,1l03HpOBaHHhlX e,IJ.HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe<Iauue: IlponyKT COOTBeTCTByeT Tpe6osaHID!M H,[{ 3aKJ110<Ieuue: O.lJ:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

n o)lrOTOBneHWO:, ge h npoaepeHo:Prave h IlponepeHO (AOK): 0.no6peHo: 06ecne'leHHe Kaqecrna/OrneTcTBeHHoe 
Chauhan Rana i Amit Kumar JlHIJ.O: 

~0/'llL (u~f\Yl 
~ ,---/"_,..... 

. 
1/ ___c~~ 

Date/ Date/ Date/ 'Date I {/~ c;--l) s- . .( (Y2 l 
,[];am: 25 .03.2026 ,[(am: 25.03.2026 ,[{am: 25.03.2026 ,[{am: 

f<cgis\ered Office fP 3:l 7. i'.oirl No 3, Bvnj;ira Hills, Hyderabad 500034, Telangana, India 
Trs l: , 9.l ,10 /\900 ~900, F:ix: 191 ,iQ 4900 2999, Em.Jil: mail@drreddys com 

C ~!: lcl519",AP1984PLCQ04507 

\'NI\\' drr eddys.com 

I 



·•· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ill. Khol, f\!alagarh Road .. Baddi, 
Distt. Solan, 11.P., 173 205, lf\lDIA 

Tel: +91 98166 56001-02 
"'""''" rlrr1>rlrl 11 c; ron, 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J;HCneprupyeMhle B UOJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600565 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! 06'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003332812 Date of Analysis / 
25.03.2026 

AuaJiuTuqecKuii oTqeT .N'!! .[{aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 Date of Expiry / 
02/2028 

.[{aTa npOH3BO)J;CTBa ro)J;eH )];0 

Mfg. License No./ 
MA number:/ 

IlpoH3BO)J;CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according ND:/ AHaJIH3 npose)J;eH no H.[{: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPVKUHH yTsep,KJJ;eHa: 21.04.2025 

Page 8 of 11 / CTp. 8 03 11 
No 

Test/ IIoKa3aTeJib Results/ PeJyJibTaTbI Specification / HopMa 
.N'!! 

12 Assay/ KoJIH'leCTBenuoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0 mg of 
onpe,neJienue (100.4 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .uo 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
-rpoMeTaM11H) (OT 90,0 .uo 110,0 % OT 
3a51BJieHHoro KOJI11qecrna) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0972 mg/tab I Not less than 0.042 mg/tab. / 
content I Co,nep,1eanue 0,0972 Mr B rn6neTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJirH,upOKCHaHH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'laHtte: ITpo,uyKT COOTBeTcTByeT Tpe6oBaHilllM H,D, 3aKJll04e1rne: O)lOJiPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.uroToeneHo: Yo esh n poaepeHo:P1a, esb IlpoBepetto (AOK): O,uo6peHo: O6ecrreqen11e KalJecrna/OrneTcTBeHHoe 

Chauhan r /, Rana Amii- Kumar JI111._\0: 
1,~Ur-.'.li L. K\Jrlr\/1<.____ }\ / / ~ ___ (v~t 

Date / Date / Date I I Date/ ;i__ \/o Z - .z. o >- l 
)J,.aTa: 25.03.2026 )],aTa: 25.03.2026 )],aTa: 25.03.2026 ,Uarn: 

1-Zr:i.sisterec! Ui ~; :-~ :_~31 :-\r~,-11_! ["Jc-:, L\:J11j,11·a l liils1 l·iyck:r:1bl~d - 5000341 Telangana, India 
lei: , :JI Ml ,;,_ir10 7°Ji)l'.: a,:.:-: ·91 1111 ,igou ?9'JLJ, c.rn,1il: 111c1il@drrrddys.com 

1rvv,1v,.1.d1 ·;·ecidys cGrn 

I 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$1IKATAHAJIH3A 

Dr. Heddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J73 205, INDIA 

Tel: +91 98166 56001-02 
,i1 111/\l ,lrrorlrh,c rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1:i:yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )].HCneprupyeMble s U0JIOCTH PTa, 10 Mr 
Market / PhlHOK : Russia / Poccm, 

Batch No I : V2600565 
Batch Quantity/ 36,00,000 tab I 

CepuH N2 O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003332812 
Date of Analysis / 

25.03.2026 
AuaJIHTH'leCKuii OT'leT N2 ,n:aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,n:aTa DP0H3B0)].CTBa ro.ri:eu )].O 
Mfg. License No./ 

MA number:/ 
Ilpou3BO)].CTBeuuaH : MNB/05/263 

HoMepPY 
: JIII-N2(004669)-(Pr-RU) 

Jinu;eu3uH N2 
Analysis performed according ND:/ AuaJIH3 npose.ri:eu no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKU.HH YTBepm,ueua: 21.04.2025 

Pae:e 9 of 11 / CTD, 9 u3 11 
No 

Test I IloKaJaTem, Results/ Pe3YJibTaTbl Specification / HopMa x~ 
14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 

Onucauue ynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/AL) foil. 1 or 2 
desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / no 10 rn6nernK B 6n11cTepe 113 
information leaflet in a carton (ITAi AJ1/I13 C BJiaronornonneneM/I13B IT) 
pack. I no 10 Ta6JieTOK B (pOJJbrH II (TT3IAJI) (pOJJbrH. no 1 11Jil1 
6Jil1CTepe 113 (ITAi AJ1/I13 C 6Jil1CTepa BMeCTe C Jil1CTKOM-BKJiaJJ,blllieM 
BnarorrornonneneMII13BTI) rraqKy KapTOHHYJO. 
<pOJibrH // (I13/ AJI) q>OJibrM. no 
2 6mfCTepa BMeCTe c Jil1CTKOM-
BKJiaJJ,billieM B rraqKy 
KapTOHHYJO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* IlpH BbtnycKe JieKapCTBeHHOl'O npenapaTa KOHTpOJib Ka<teCTBa no noKa3aTemo «MHKpo6HOJIOl'H'leCKaH 
'IHCTOTa» npOBO)].HTCH J],JIH Ka'.lK.l{OH 20-oii cepHH, HJIH J],JIH OJ],HOH cepHH B roJJ,, B JaBHCHM0CTH OT Toro, 'ITO 

uacTynHT paHbllle. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpttMe<tauue: IlpOAYKT cooTBeTcTByeT Tpe6oBaHl1.l!M H,A 3aKJIIO<teuue: O)1.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

n onr0Toene1:1.o~. Y . sh npoaepetto:Prave h IlpoaepeHo (AOK): 0Ao6petto: 06ecrreqeu11e KaqecrnalOrneTcTBeHHoe 
Chauhan Rana 1 Amit Kumar JI11UO: 

JUt--il L KUM PO, 

t/ f\ / - __ G'-1 
Date / Date / Date I ' IOate / )_ ~ --v ~ - .J. O l- 6 
)],am: 25.03.2026 )].aTa: 25 .03.2026 JJ:aTa: 25.03.2026 ,Aarn: 

Re[;isterccl Office 1; _-,. , :1,oacl f\io J, l:l,l!ljMa r I ills, Hyclc:r,Jbad 50003~, rela11ga11a, India 

TPI: +J:L ,'II) "'"00 1900, riix: +91 ,:lJ 4900 2999, Email: rnail@drredclys .com 

CIN: L85195APJ984PLC004507 
\•\l\f./\·\ d1 rr:-ddys,cnn1 

2 
B 

I 



•·· Dr.Reddy's ~;• 
[Jr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII «I> IIKA T AHAJIII3A 

Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H P., 173 205, INDIA 

re l: t 9198166 56001-02 
"'""""' r1 .... ""'""'..t,,c.. rru11 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO,UYKT: KeTOl}OJI® 3Kcnpecc (KeTOPOJlaK) Ta6JleTKH, ,uucneprunveMhle B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccirn: 
Batch No/ : V2600565 Batch Quantity/ 36,00,000 tab/ 
CepuH .M! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003332812 Date of Analysis / 

25.03.2026 
AuanuTH'leCKHii OT'leT N2 ,UaTa auaJiuJa 
Date of Manufacture / : 03/2026 Date of Expiry / 

02/2028 
,UaTa npOH3B0,UCTBa ro,ueu ,uo 
Mfg. License No./ 

MA number:/ 
Ilpou3B0,UCTBenuaH : MNB/05/263 

HoMepPY 
: JITI-N2(004669)-(Pr-RU) 

Jiuu;enJHH N!! 
Analysis performed according ND:/ AuanHJ npoBe,ueu no II,[(: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ liuCTpyKu;uu yTBepmAeua: 21.04.2025 

Pa!?e 10 of 11 / Crp. 10 03 11 
API name/ HauMenoBauue A«l>C: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / ABSH002977, ABSH003096 
HoMep cepuu npouJBo,uuTeJIH A«l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaun:uu npouJBO,UHTeJIH FESA00499, FESA00500 
r JI«I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBO,UHTeJlh A«l>C, cTpaua: ,z:i:-p PeMH1C Jia6opaTOpHC JlT,!l.., l1H,!l.HSI 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HauMenoBauue, a,upec, Jiuu;euJuH ,UJIH ,z:i:-p PeMH'c Jia6opaTOpHC JlTJJ,., l1H,!l.HSI, I1pOH3B0,!l.CTBeHHOe 
IlpouJBO,UCTBeuuau n1101n;a,uKa / II1101n;a,uKa no,upaJ,!l.eJ1ett11e-6, B11nn. Kxonh, Hanarapx Poy.ll., na,!l.,!J,H, ,z:i:11cTpHKT 
KOHTP0JIH Ka'leCTBa / IIJIOin;a,uKa BhlDYCKa ConaH, X.Il., 173205, l1HJJ.HSI (nm~eH3HSI HOMep MNB/05/263) 

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». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'laHHe: I1poJJ,yKT COOTBeTcTByeT Tpe6oBaHHSIM H.IJ: Jaiemo'leHue: O,ll.OEPEHO 

Prepared by / 
TToJJ,roToBneHo: Y • esh 
Chauhan u 
Date / 
;[(am : 25 .03.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 

r:.:•peH07 esb 
I1poBepeHo (AOK): OJJ,o6peHo: O6ecne1feHHe Ka'iecrna/OrneTcTBeHHoe 
Amit Kumar JJHU.0 : 

,fUrc/L k: Li Y f-\ VL_ (\- _/;_ _(v--/ 

Date/ Date/ 'Date/ ,,1 C:-1>s-- ,1.JH-l 
,[(am: 25.03.2026 .IJ:arn: 25.03.2026 .IJ:arn: 

r~rgi·;ter;:d ofi:1ce:", f> 1~ 3 ·1-,, f~oad No ?, u~.nJaici t-lills, I lydr~r;:1b?td 500034, Telangana, India 
T. i ,: l t'() ,,,J('J }')00, f,1x: ,91 40 i\90(1 2999, E'rn,1!1: rnail@.1drrecldys coon 

Cl~. ld~J9~AP198~PLC004507 

I 



•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formul at ion Un it -6 
Viii . Kh ol, Nalagarh Roa d, Bad di, 

Distt. Solan, H.P., 173 205, IN DIA 

·1el : +91981 66 56001-02 
w,.,.., rlrn:iddv,.rom 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilponv1n: KeTopon® '.:hccnpecc (KeToponaK) Ta6JieTKH, AncneprupyeMhle B noJiocTn pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm, 
Batch No I 

: V2600565 
Batch Quantity/ 36,00,000 tab/ 

CepnH .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003332812 
Date of Analysis / 

25 .03 .2026 
AuaJIHTH'lecKnii OT'leT .N'!! ,Il;aTa auaJinJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)J:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,[t;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKQHH VTBep~ena: 21.04.2025 

Page 11 of 11 / CTp. 11 u3 11 
3aKmoqeuue O COOTBCTCTBHH: «HacT05IlllJfM 5I IIO)],TBep)K)],aIO, qTO rrp1rne)],eHHa5I Bhillle rrmpopMaIJ,H5I 5IBJUieTC5I 

)],OCTOBepHOH H TOl:IHOH. 3Ta cep1rn rrpo)],yKIJ;HH rrpOH3Be,ueHa (BKJIIoqa5£ yrraKOBKY (MapKHpOBKY) H KOHTpOJih 

KaqecTBa) Ha BhillleyKa3aHHOH rrpOH3B0)],CTBeHHOH rrrroma)],Ke (rnrnma)],Kax) B IIOJIHOM COOTBeTCTBIU-1 C 

Tpe6oBaHH5IMH IlpaBHJI Ha)],Jie)Kameii rrpOH3BO)],CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMifqecKoro COI03a If 

Tpe6oBaHH5IMH KOHTpOIT5I KaqecTBa rreKapCTBeHHhIX cpe)],CTB, a TaK)Ke B COOTBeTCTBHH co crreu;mpHKall;H5IMH, 

CO)],ep)KamHMHC5I B perHCTpau;HOHHOM )],OCbe CTpaHbI-HMIIOpTepa. 3arrHCH no rrpOH3B0)],CTBY, yrraKOBKe H aHaJIH3y 

rrpoBepeHbI, If ycTaHOBJieHO MX COOTBeTCTBHe rpe6oBaHH5IM IlpaBHJI Ha)],Jie)Kame0: rrpOH3B0)],CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHqecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHne: Ilpo.uyKT C00TBeTcTByeT Tpe60BaHH~M H)], 3aKJIJOqeune: 0)],ff6PEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 

T1o.uroTosne ttor;. Y · esh T1posepeHo:Prave h riposepetto (AOK): O)lo6peHo: O6ecne4em,1e Kal.fecrna/OrneTcTBeHHoe 

Chauhan Rana 1 Amil Kumar Jll-1 1..(0: 
cg Ur--ll L ~ u .....,, A 11.__ 

f\ \ 

or-- ... - (¥'-'\ 

Date / Date/ Date / IDate / 2 i::;: ..-o ~ -~1-. v 1.-l, 
.z:i;aTa: 25 .03 .2026 ,naTa: 25.03.2026 )],aTa: 25.03 .2026 )],am: 

Regi,te,·eci Of'b •;; ,v, !-;oat' No 3, G111;a;-a Hills, I ··1dcrabad 500034, Telangana, India 
lP.I· ·! 'll lll ,,9il0 2'1Ull, Fa~:., 91 40 /\900 2999, Fm.iii: mc1il@drreddys.com 

I 




