
•·· Dr. Reddy's ~;• 
TE OF ANAL'\' I 

T AHAJilBA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Vi ii . i~ho l, Naiaga rh Road , Bacidi , 
Dis,t. So! an, H.P., 173 205, IND!.!\ 

T , i • +': r. %166 S6001-02 
·:v,.vw.CJn eddys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uvrrr: KeTopon '.)i.:crrpecc (KeToponate) Ta6J1enm, J1,11cnepnrnvel\u.1e B noJ1ocT11 pTa, 10 Mr 
Market / P1>rnoK : Russia / Poccm1 
Batch No/ : V2502434 

Batch Quantity/ 36,00,000 tab / 
Cep1rn Ng O6beM cemrn 36 00 000 Ta6 
Analytical Report No/ : 040003234321 

Date of Analysis / 27.12.2025 
AnaJ1HTU'lecKnii 0TIIeT .N'!! .l(aTa auaJ1u3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

.l(:ina npOll3B0JJ,CTBa ro.ueu JJ,O 
Mfg. License No./ 

MA number:/ 
IlpoH3BOJJ,CTBenuaH : MNB/05/263 

HoMep PY 
: JIIl-.M!(004669)-(Pr-RU) 

JlH[lCrlJHSI N!! 

Analysis performed according ND: / AnaJ1113 npoBeJJ,eu no II)];: JIIT-.N!!(004669)-(Pr-RU)-190224 
PIL version aovroved: / HncTpy~nn yrsep;KJJ,eua: 21.04.2025 

Paee 1 of 11 / CTp. 1 HJ 11 
No 

Test I IloKaJaTeJJb Results/ Pe1yJJbTaTb1 Specification/ HopMa 
.N'!! 

1 Description/ OnncaHHe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" de bossed on one debossed on one side. I Kpyrnhre nJJOCKMe 
side. / Kpyrnh1e nJJOCKHe Ta6JJeTKH c cpaCKOH, CBeTJJO-)l(eJITOro [],Bern c 
Ta6JJeTKH c cpacKOH, CBeTJJO- rpaBHpOBKOH «I» Ha O,UHOH CTOpOHe. 
)KeJJTOrO ll,BeTa C rpaBHpOBKOH 
«I» Ha onHoi1 cTopoHe. 

2 Identification / Mi:.eHTHlj>HKaUHSI 

Ketorolac I Kemopo.T/aK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 run). / Y¢-
cneKTphI nornorueH1rn: 11crrhnyeMoro pacTBopa 11 
pacTBopa CTaH,11,apTHOro o6pa3ua KeToponaKa 
TpOMeTaMHHa llOJI)l(Hbl HMeTh MaKCMMYMhl rrpH 
0,11,HO!i H TOrI )J(C nmme nOJllll,I (± 2 HM), 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
n p11Me<t aH11e: IlponyKT COOTBeTcTByeT rpe6oBaHID!M H,n 3aKmo'leuue: 0,L(OliPEHO 

Prepared by / 

IlonroToBJJeHo: Pravesh 

Rana 

✓ { 
I 

D ate / 

.[J,n-ra: 27.12.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tlp0Bepe1-ro: Pardeep TlpoBepeHo (AOK): 0 Jl06peHo: 06ecrre'!eH11e Ka'!ecrna/OTBeTcTBeHHoe 

K umar Amit Kumar JU,1 1..(0: 

~ d--::- '-... 

'\_-/~ \ • 

Date I Date / !D ate / ri x -1 11.-,- I--0 M ,narn: 27.12.2025 }laTa: 27.12 .2025 ,£1.aTa: I!,, - --

Registered Office: S-2-337, Roc1d No. 3, B,mj c1 rc1 Hiiis, HyderJbad • 500034, Tei angan ,1, india 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: LS5195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
TEOF ANAL SI 

CEPTII <I> IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Soiail, H.P., 173 205, INDIA 
T, I : +0 I qg_1_66 56001-02 

w,Nv,1. c1 rred dys. com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoAvrn: KeTopoJI® 3Kcnpecc (tceTopoJiatc) Ta6neTim, Ancnepr11pyeMb1e B noJiocTn PTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2502434 
Batch Quantity/ 36,00,000 tab/ 

CepuH N2 O6beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003234321 
Date of Analysis / 

27.12.2025 
AuaJIHTH 'lecKnii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11/2027 
,llaTa DPOH3BOACTBa ro,l\Cll AO 
Mfg. License No./ 

MA number:/ 
IlponJBO~CTBeuuaH : MNB/05/263 

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

JinuenJHSI N!! 
Analysis performed according ND:/ AuaJIHJ npoBeAen no H,ll;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / fuJCTDYKUHH y rnep~ena: 21.04.2025 

P age 2 of 11 / CTp. 2 m 11 
No Test/ IlotcaJaTeJ1b Results/ PeJyJ1bTaTbI Specification / HopMa 
N! 

Complies / CooTBeTcTByeT 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 BpeMH y;::i:ep)lmsamrn OCHOBHOro fU!Ka Ha 
xpoMarnrpaMMe HCilbITyeMoro pacrnopa 
,l],OJDKHO COOTBeTCTBOBaTh BpeMeH11 
y ,!1,ep)lnIBaHJ1H OCHOBH0fO n11Ka Ha 
xpoMarnrpaMMe pacTBopa CTaHJJ:apTHOro 
06pa3ua KeToponaKa Tp0MeTaMHHa (pa3,!l,eJI 
«KOJIJ1l.JeCTBeHHoe onpeJJ:eJieHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe'-lauue: IlpoJJ:yKT cooTBeTcTByeT Tpe6osaHWHM H.lJ: 3atcJ1t0'-lenue: O.z:t:OliPEHO 

Prepared by I 
n oJlroToaneHo: Pravesh 

Rana i 
Date I 
JJ:arn: 27.12.2025 

Checked by / Checked by AQ ) I Approved by: Quality Assurance/ Authorized person / 

ITposepeHo: Pardeep TiposepeHo AOh. : O,!1,o6peHo: O6ecnet.Jem1e Kaqecrna/OrneTCTBeHHoe 

Kumar d-::- AmitKumar JIHU.O: 

1y)~/ ('--
Date/ 

I

IDate / 'Date I 
,----

JJ:arn: 27.12.2025 ,n:arn: 27.12 .2025 
;--~ 12---1,-0 ½ 

,lJ;arn: 

Regist2red Office: S-2-337, Road No. 3, Bznja,a Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CiN: L85195AP1984PLC004507 
wwv.-.drreddys.com 

I 



•·· Dr.Reddy's ~~• 
CERTIFIC TE OF ANALY 'JS 

CEPTU:<l>HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, f\J alagarh Road, Baddi, 
Distt. Soi ,m, H.P., 173 205, iNDIA 

Tel • : 91 ')8:i.65 SE:001-02 
www.dri eddys. co :n 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJl~"T: l(eTOPOJI' 3Kcnpecc (KeTOPOJia.K) Ta6JJeTKII, JlDCOepnrnYe!ULle B DOJIOCTII pTa, 10 Mr 

Market / :P1,rnoK : Russia I Poccm, 
Batch No / 

: V2502434 Batch Quantity / 36,00,000 tab/ 
CepmJ .N'!!! O6-LeM cepnn 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKHH oTqeT .N'!! 

: 040003234321 
,l{aTa auaJIH3a 

27.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 11/2027 
l{aTa npO H3B0,!J;CTBa ro,!J;eH ,!J;O 
Mfg. License No./ 

MA number:/ 
IIpoH3BO)lCTBeuuaH : MNB/05/263 

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

Jl ll[(CH31UI N!! 
Analysis performed according ND:/ AnaJIH3 npose,1J;eu no H,ZJ;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / J?h 1CTJ)y~m1 yTnepiKJ).eua: 21.04.2025 

Page 3 of 11 I CTp. 3 H3 11 

Test I IloKaJaTeJlb Results/ PeJyJ1bTaTbt Specification / HopMa 

Buty lhy dro:1.y anisole I 
Eymw12uiJpmccuaHU30fl 

Complies / CoorneTcTByeT 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{11Bamrn: nHKOB 2-
6yTunru.upoKcuaHtt3ona n 3-
6YTunrn.upoKcuaHJnona Ha xpoMaTOrpaMMe 
HCnhITyeMoro paCTBOpa .UOJDKHhl 
COOTBeTCTBOBaTb BpeMeHaM y.uep)l{HBaHID! 
ITHKOB 2-6yTHnrn.upoKCHaHH30na II 3-
6YTl1JirH.UpOKCH.'!Hli10JTa Ha xpoMaTOrpaMMe 
pacTBopa crnH.uaprnoro o6pa3JJ,a 
6YT11.11ru.upoKcnaHmona (pa3.ue.11 «Co.uep)l{aH11e 
6yrm1 rn.upoKc11aH1130.11a» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me11am1e: Ilpo,nyKT cooTBeTcTByeT TPe6oaaHIDIM H,[( 3a1m10•1cH11e: O,[(OliPEHO 

Prepared by I 
rlo.uroTosneHo: Pravesh 

Rima j .• 

Date/ 
,l],ara: 27. 12.2025 

Checked by / Checked by (AQA / Appro ed by: Quality Assurance/ Authorized person I 
npoeep e1m: Pardeep Tiposepe1m A OI{ : OA06pe1-m: O6ecneLJett 11e aqecTBa!OTBeTCTBCHROe 
K umilr AmitK11milr Jll!IIO: . (' 
~ f/ ' 1/ 

Date / Date / !Date / ')/ 5; -1 L -'7,-c ½ 
)];an1: 27.12.2025 ,[(aTD: 27. 12.2015 )];aTa: 

Regist2red Office: S-2-337, Road No. 3, B,rnjara Hills, Hyderabad - 500034, Telangan;i, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drred dys.com 

CIN:L85195AP1984PLC004507 
www.d rreddys .co m 

I 



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

CEPTH<I>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii . Khol, Nala6ath Road, Baddi, 
Distt. Soian, H.P., 173 205, iNDIA 

T:,I : +'? 1 % 16€ 56001-02 
www.clrred dys .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi:.y1.:r: KeTopoJI® 3Kcnpecc (KeTopoJJaK) Ta6nenm, L1ncoeprnoveMb1e B noJioCTH pTa, 10 l\ff 

Market/ Pi.rnoK : Russia I Pocc,,rn: 
Batch No/ 

: V2502434 
Batch Quantity / 36,00,000 tab I 

Cepu11 .N'!? O6neM cepun 36,00,000 Ta6 
Analytical Report No/ 

: 040003234321 
Date of Analysis / 

27.12.2025 
AuamnH'lecKHH OT'IeT .N'!! .lJ:ant auaJin3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)laTa npoH3B0llCTBa roi:.eu ~o 
Mfg. License No./ 

MA number:/ 
IlpoH3BO~CTBenuaH : MNB/05/263 

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

JIHUeH3Hff .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeAeH no H,n:: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpy1rn,HH yTBep"'.l].eua: 21.04.2025 

Page 4 of 11 / L.Tp . 4 u111 
No 

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

3 Average weight/ CpeJJ.Hsu1 70.8 mg/ 70.8 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr ,no 72,8 Mr (70,0 Mr ± 4,0 %). 

I 

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

Uniformity of weight/ 
2/20 tablets - not more than ± 20 %. I 

Complies / CoorneTcrnyeT 18/20 Ta6JieTOK - He 6oJiee ± 10 %; 
OttHOp0,11,HOCTb M3CCbl 

2/20 Ta6JieTOK - He 6oJiee ± 20 %. 

4 Disintegration time / 00 min 35 sec/ 00 MHH 35 ceK Not more than 3 min. / He 6oJiee 3 MHH. 
Pacna,11,aeMOCTb 

5 Dissolution / PacTBopeuue Unit- I / Ta6JI- l 101 % Not less than 75 % (Q) ofC1sHuN03•C4H11NO3 

Unit-2 / Ta6JI-2 101 % 
{lwlUiuluu lJU111tJllm111irn,) iu 15 wiu. / Ik MCHC.: 
75 % (Q) C1sH13NO3•C4H11NO3 (KernpoJiaKa 

Unit-3 / Ta6JI-3 100 % TpOMeTaMHH) l!epe3 15 Ml1H. 

Unit-4 / Ta6JI-4 99 % 

Unit-5 / Ta6JI-5 100% 

Unit-6 / Ta6n-6 99 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpMMe'-laHue: Ilpo.n:yKT COOTBeTcTByeT rpe6oB3HIDIM H,n: 3ateJit0'-leHtte: O,lI:OEPEHO 

Prepared by I 
rJo,urOTOBJieBO: Pra csh 
Ron,1 

, 

·i 
:.lJ:aTa: _7_12,_025 
!Date/ 

Checked by / Checked by (AQA / Approved by: Quality Assurance/ Authorized person / 
TTpoBepeHo: Pardeep nponepeHo (AOK): O.n:o6peHO: O6ecneqeHHe Kal!eCTBalOTBeTCTBeHHOe 
Kumar Amit Kumar "-.. JIHUO: / c o-.J) 
~ I'-_,/✓ (, ' ·' 

I Date/ Date I 'Date/ ·2/21 ·-f '2. - ~ K : .lJ:arn: 27.12.2025 )];aTa: 27. 12.2025 ,D;arn: 

Registered Office: 8-2-337, Road No. 3, B,rnjara Hills, Hyderabad - 500034, TelJngJn ~, India 
Tel: +9140 4900 2900, Fax : +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



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

CEPTII <I> IIKAT AHAJill3A 

Dr. Reddv's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nai;;i:;arh Road, Baddi, 
Distt Soian, H.P., i.73 205, INDIA 

Tt: I : ; '.Jl 9~1SS 56001-02 
wv,•.v.cirreciciys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJ{yrrr: KeTOPOJJ 3Kcnpecc (KCT0poJJaK) Ta6JieTJrn, AUCnepnmYCMble B nOJIOCTH PTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc1rn 

Batch No I 
: V2502434 

Batch Quantity/ 36,00,000 tab/ 
Ce1m11 N2 O61>eM cepnn 36,00,000 Ta6 
Analytical Report No / 

: 040003234321 
Date of Analysis / 27.12.2025 

AuannTn'lecKnii OT'leT .N'!! ,Uara auann3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 11/2027 

.l.(aTa op0ll3B0,'lCTB3 r o,'lCU AO 
Mfg. License No. / 

MA number:/ 
IlpOH3BO~CTBeHHaH : MNB/05/263 

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

JI Ol(ell3119 N!! 
Analysis performed according ND: I AuaJIHl npoBei:.eu no H,u: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / Huc-rpyKQIUJ YTBCp2KAena: 21.04.2025 

Pae:c 5 of 11 / CTJJ. 5 Hl 11 
No 

Test/ IloteaJaTeJlb Results/ PeJyJ1LTaTh1 Specification / HopMa 
.N'! 

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,LJ;ucnepcHOCTb sieve IS formed. I O6pa3yeTc.11 0,1],HOpOJlHaH 

cycneH311H, npoXOJlHil\aH CKB03h CHTO 
pa3MepoM ornepcrni1 710 MKM. 

7 Impurities/ IlpnMecn 

I-hydroxy analog of Below LOQ {LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / HH)Ke npeJleJJa 
1-rHJlpOKCHaHarror KOJrnqecTBeHHoro onpeJleJJeHH.11 
KeToponaKa (IIKO = 0.0032 %) 

1-keto analog ofketorolac I 0.03 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToattarror KeToponaKa 

UlliUt::HliiieJ iUl!JUllly / U.UJ % not more than 0.5 %; / 110 6oJwe 0,5 %; 
e}lHHWIHaH 
Hett}leHTl1~HUHpoBaHHaH 
npHMeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
CYMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
DpnMe'lantte: IlpoJlyKT coorneTcrnyeT rpe6oBaHIDrM H,Zl; 3atemoqettue: O,LJ;OliPEHO 

P-repared by / 

lloworno11eHo: Pravesh 

R.,m~ ·1 
Date/ 

,Zl;arn: 27.12.2025 

Checked by I Checked by (AQA / A pproved by: Quality Assurance/ Authorized person I 
IlpoBepeHO: Pardeep llp0Bepe110 AO O.no6petto: O6ecneqeHtte Kaqecrna/OrneTCTBettHoe 

Kumar AmitKL1111ar 1111.uo: 

~ o.P =4---::- - , 1 7 I • 

I 
Date I Date / IDate / '2--t ---, 1---~ J,\ 

/ 

,Zl;arn: 27.12.2025 ,Zl;aTa: 27. 12.2025 ,[{aTa: 

Registered Office: S-2-337, Road No. 3, B~njara Hills, HyderaiJad - 500034, T1elcJngJrvi, l11dia 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN : L8519SAP1984PLC004507 
www.drreddys .com 

C 

I 



CERTIFICATE OF ANALYSIS 
CEPTH <l>HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, ~Jaiagarh Road, Baddi, 
Distt . Soia n. H.P., :1.73 205, iNDIA 

ww'..v.cir, eddvs.co rn 

Product : ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: l<:eTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKII, tl,IICOepn1ovel\n~1e B DOJl0CTH pTa, l O l\tr 

Market/ hrnoK : Russia / Pocci,rn 
Batch No/ 

: V2502434 
Batch Quantity/ 36,00,000 tab / 

Cepm1 .N'!? O6oeM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003234321 
Date of Analysis / 

27.12.2025 
AnaJIHTH'lecKuu OT'IeT .N'!! )]:aTa auaJin1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)laTa npollJB0tl,CTBa rotJ,eH AO 
Mfg. License No./ 

MA number:/ 
Ilpou1eo,zl:CTBCHHaH : MNB/05/263 

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

JIHUeH3HSI .N'!! 
Analysis performed according ND:/ AHanu1 npoeei:.eH no HJI:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HHCTPYKUHH yrnepm,a:eHa: 21.04.2025 

Paee 6 of 11 I CTp. 6 n1 ll 
No 

Test/ IloKaJaTeJib Results I Pe1yJibTaTbI Specification / HopMa 
.N'! 

8 Water content/ 2.1 % Not more than 7.0 %. / 
CoJJ.epmauue BOJJ.bI He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'lHhle opraH11'tecK11e pacTBop11TeJI11 

Isopropyl alcohol / 4 µg/tab / Not more than 350 µg/tab. / 
I,,faorrporratton 4 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'tauue: ITpo,nyKT coorneTcTByeT Tpe6oeaHIDIM H,[( 3aKJI10"leH11e: O,ll,OliPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITo,nroToeneuo: Pravesh 
Rana 

i 
Date I 
,[(aTa: 27. 12 .2025 

TT poeepetto: Pardeep Ilpoeepetto (AOK): O,no6petto: O6ecrre-qemie KatJecrna/OrneTCTBeHHoe 
Kumar Ami.tK.umar Jil-11.lO : 

~ ('_// ( I 
(' 

Date / Date / !Date I 
).];aTa: 27.12.2025 ,l),aTa: 27.12.2025 "),, £ ,[(arn: 

Registered Office: S-2-337, Road No. 3, Bznjara Hills, Hyderabad - 5000,>-i, Tel,mganil, li1di0 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em ail : maii @drre ddys.com 
CIN: L85195AP1984PLC004507 

www.drre ddys.com 

~ 
/ 
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•·· Dr. Reddy's ~;• 
TE OF ANAL 'SI 

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

CEPT.H<l>HKAT AHAJilI3A 

Viii. Khoi, f1Jala6arh Road, Baddi, 
Distt. Soian, H.P., J.73 205, iNDIA 
Te l ·+Q I 'J8 ~l66 56001-02 
·-.:vv-1 \11.r.Jrredd'y':;.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ.VKT: Kempon 3Kcnpecc {i..:eTOpOJl3K) Ta6JieTKR, AHCneprUDVCMhlC B DOJIOCTH pTa, 10 Mr 
Market / Pb1HOK : Russia / Poccm1 

Batch No/ 
: V2502434 

Batch Quantity / 36,00,000 tab I 
CcpuH N!! O61,eM cepuu 36,00.000 Ta6 
Analytical Report No I 

: 040003234321 
Date of Analysis / 

27.12.2025 
AuaJIHTHqecKuii oTqeT N!! )(aTa auaJin3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,ll;aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuan : MNB/05/263 

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

JIHU:Cfl31UI N!! 
Analysis performed according ND:/ AuaJiu3 nposeAeH no H,l];: Jlll-N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HitcTDVKU:HH yrsep~cua: 21.04.2025 

Page 7 of 11 / CTJJ. 7 H3 11 
No 

Test I IloKa1aTeJ1b Results/ Pe1yJ1hT3TbI Specification / HopMa 
.N'!! 
10 Microbiological purity*/ MuKpo6uoJ1ornqecKast qucrnrn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee 411cno He 6onee 103 KOE/r; 
a3po6Hh!X MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee 4ttcno He 6onee 102 KOE/r; 
,!1,pm10KeBhIX II IIJleCHeBhlX 
rpII60B 

Escherichia Coli NA shell be absent in l gram. I 
OTCYfCTBHe B I r. 

11 Uniformity of dosage units I 4.4 Acceptance value (AV) not more than 15.0 
O)],HOpO)],HOCTb IloKa3aTeJJh rrpneMJJeM0CTM (AV) )],OJl)KeH 6hITh 
)],03Hp0BaHHblX e)],JIHHU, He bonee D,U. 

Remarks : The Product confirms to ND/ 
npuMet.iauue: IlpoAyKT cooTBeTcTByeT Tpe6oaaHID!M HA 

'

;Conclusion : APPROVED / 
3aKmoqeuue: O,LI,OliPEHO 

Prepared by / 
no,uroroaneHo: Pravesh 
Rana i 
:.[la-ra: 27.1 2._Q_S 
'Date/ 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
IlpoaepeHo: Pardeep flpoaepeHo (AOK): Ono6p Ho: O6ecrreqeHIIe KaqecTBa/OTBeTcTBeHHOe 
Kumar 

~ 
Ami( Kumar rum,o: 

(07~ /' 
I / 

I Date I 
: ,I(arn: 27.12.2025 I 

Date / 
,Uarn: 27.1 2.2025 

!°ate/ 
,D;arn: 

<]_ ~ ·1 L-~ W -~ 

Regiskred Office: S-2-337, Road No. 3, B~njara Hills, Hyde rabad - 50003'1, rei,rngan;i, ind ia 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 

CIN : LS5195AP1984PLC004507 
www.drreddys .com 

] 



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

EPTH<I>HJ AT AHAJIH3 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii . Khol, Naiai:;arh Road, Baddi, 
Distt. S01a11, H.P., 173 205, iNDIA 

T,': l , S'l S8166 56001-0:1. 
www.o rredci vs .com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llPOJJ:yh."1': KeTo poJT 3 1~cupecc (KeTopoJtaK) Ta6.rreTKH, JJ:ncne pr11 pye1\1hle B noJIOCTII pTa, 10 Mr 

Market / PbIHOK : Russia / Pocc1•U1 

Batch No/ 
: V2502434 

Batch Quantity/ 36,00,000 tab I 
Cepuu .N"!! O6neM cepun 36,00,000 rn6 
Analytical Report No/ 

: 040003234321 
Date of Analysis / 

27.12.2025 
AnaJinTH'lecKnn OTIIeT N!! )];a-ra auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
llaTa npon3BOJJ:CTBa roJ];eH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBO~cTBeuuau : MNB/05/263 

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

JIH1:~eu3uS1 N!! 
Analysis performed according ND:/ AuaJIU3 npoeeJ];eu no H)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTJ>YKUIIH yrecpiKJJ:ena: 21.04.2025 

Page 8 of 11 / LTp. 8 H3 ll 
No 

Test/ IloKaJaTeJib Results/ Pe1yJibTaTbI Specification / HopMa 
}fa 

12 Assay/ Ko;mqecTseuuoe IO. I mg I 10.1 Mr From 9.0mg to 11.0mg of 
onpell,eJiem1e (100.9 %) C1sHuN03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .n:o 11,0Mr 
C1sH13N03•C4H11N03 (KeTOpoJiaKa 
TpOMeTaMMH) (OT 90,0 .n:o 110,0 % OT 
3aSIBJieHHOro KOJIM'ieCTBa) B Ta611eTKe. 

13 Butylhydroxyanisole 0.0926 mg/tab / Not less than 0.042 mg/tab. I 
content I Co.n:epw:auue 0.0926 Mr B rn611eTKe He Mettee 0,042 Mrs rn611eTKe. 
6yTHJirHll.pOKCHaHH30Jia 

R emar ks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-taHHe: Ilpo.n;yI<T cooTBeTCTayeT TPe6oaamrnM H)]; 3a icn w4eHHe: O,ll.OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
Ilo.n;roTosneHo: Pravesh flpoacpeao: Pardeep □poaepeHO (AOK): IO,u,o6peHo: 06ecne'!emi:e Ka'!ecTBa/OTBeTCTBeHHoe 
Rana i Kumar Amit Kumar mmo: ()/-- ( JJJ 

J-:- /'~ .i, r o/11/ 

Date I Date/ Date / IDate I J.A '1 1---- )---o 2-{ 
,ll;aTa: 27.12.2025 )];am: 27.12.2025 ,t(aTll: 27.12.2025 )];a-ra: 

Registered Office: S-2-337, Road No. 3, B.::njara Hills, Hyderabad - 500034, Telungand, lndi,1 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFIC TE OF ANAL YSI 

CEPTH<l>BKAT AHAJIB3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, ~J aiilearh Road, Baddi, 
Oistt. Soia;:, H.P., ! 73 205, INDIA 

Tei: : '.) L 9'.;:tSS 55001-02 

·,v 'iv\'1. drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJIVKT: l(eTopon 3 Kcu1Jecc (KCTOp0JraK) Ta6nenrn, AifCnepnm,1el\lhfC e D0Jl0CTH pTa, 10 Mr 
Market/ PbrnoK : Russia I Poccm, 
Batch No/ : V2502434 

Batch Quantity/ 36,00,000 tab I 
Cepun .N'!? O61>eM cep11u 36,00,000 rn6 
Analytical Report No/ : 040003234321 

Date of Analysis / 27.12.2025 
AuaJJHTH'leCKHH oTqeT .M! J(aTa auaJJH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

)laTa npOH3BOJl,C1'Ba ro.r.eu AO 
Mfg. License No. / 

MA number:/ 
IlponlBOACTseuuaH : MNB/05/263 

HoMepPY 
: .JIII-.M!(004669)-(Pf-RU) 

JJno.enlnH .M! 
Analysis performed according ND:/ AnaJJm npose.r.en no II,[(: .JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved:/ HnC'fPYKl•HH yTeep~ena: 21.04.2025 

Paee 9 of 11 / CTp. 9 03 11 
No 

Test/ TioKaJaTeJJh Results I PeJyJJbTaTbl Specification / HopMa 
!fa 
14 Package description / 10 tablets in a blister of 10 tablets m a blister of (PA/ AL/PE with 

Onucanue 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 rn6neTOK B 6m1CTepe 113 
information leaflet in a carton (nA/ Afl/TT3 C snaronornoT11TeJieM/f13B n) 
pack. I no 10 Ta6neTOK B <pOflbrH II (Il3/Afl) cponbrn. flo I 11n11 
6n11cTepe 113 (nA/ Afl/TT3 C 6m1cTepa BMeCTe C m-ICTKOM-BKJia,JJ,b!llleM 
snarorrornornTeneM/f13B fl) rra<fKy KapTOHHylO. 
cponbrn II (f13/ An) <J>onbrn. no 
2 6n11cTepa BMeCTe c fll1CTKOM-
BKna.11,billleM B na'lKY 
KapTOHHytO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 hatches or one batch per year whichever is more. 
* TipH BblilYCKe JJeKapCTBeHHOro npenapaTa KOHTpOJJb KalfeCTBa no noKa3aTeJJIO «MHKpO~HOJIOl'H41!CKaH 
lfHCTOTa» npOB0,11,HTCSI ,11,JISI Ka"lK,11,0H 20-oii cepuH, HJIH ,11,JIH 0,11,HOH cepuu B ro,IJ., B 3aBUCUMOCTH OT Toro, lfTO 

H8CTYDHT paHbUJe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TipuMelfanue: Ilpo.n,yKT cooTBeTcTByeT TPe6osaHID!M H,D; 3aKJIIO'lenue: O)1,OliPEHO 

Prepared by / 
f10,1J,r0Tosnetto: Pravesh 
Rana .( 

/-
Date I 
,Ll;aTa: 27.12.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
np0Bepe1m: Pardeep 'npoBepeHO (AOK): OJJ.o6peHo: O6ecrreqem1e Ka'lecTBa!OTBeTcTBeHnoe 

Kumar~ Amit Kumar fll-11..{0 : w _.-/\ 

----
Date/ Date ./ 'Date / ;~ -i·'L·-Ul( )];am: 27.12 .2025 Jl,a-ra: 27.12.2025 ,LI;ara: 

Registered Office: S-2-337, Road No. 3, Banja; a Hills, Hyderabad - 500034, Tel,:nt;an;i, India 
Tel: +9140 4900 2900, ~;:i x: +9140 4900 2999, Email: mai\@drreddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. R-eddy's ~;• 
D,. RE:cidy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM <I>IIKA T AHAJIII3A 

Viii. Khol, f,Jalar:;arh Road, Baddi, 
DisLt. Sc.,1c:,1, H.P., 173 205, iNDIA 
Te! : -,-91 % ,Gt, Sfi(l(1 i -0: 

;J,i'F.'!.c, rreddys.co:n 

Product: k.etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,a:yKT: l(eTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,a:ucnepruoveMhie B UOJIOCTH pTa, 10 Mr 
Market / ·pbIHOK : Russia / Poccm1 
Batch No / 

: V2502434 
Batch Quantity I 36,00,000 tab/ 

CepuH x~ O6oeM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003234321 
Date of Analysis / 27.12.2025 

AnaJiuTu-tec1rnii oTqeT N2 .[(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[{a Ta npo Jf3BOJ1:CTBa ro.a:eu ,a:o 
Mfg. License No./ 

MA number:/ 
IlpouJBO,[J;CTBeuuau : MNB/05/263 

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

JIHU.eH3HSl .N'!! 

Analysis performed according ND:/ AuaJiuJ npoBe,a:eu no H,11;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / MucTpyKU.HH YTBepm,a:eua: 21.04.2025 

Page 10 of 11 / CTp. 10 m 11 
API name / HauMeuoBanue A<I>C: Ketorolac tromethamine / KeToponaKa TpoMeTaMttH 
INN/MHH: Ketorolac / KeToponaK 
API manufacturer batch number/ ABSH001415, ABSH001415 
HoMep cepnu npouJBO.UHTeJIH A<I>C: 
FP Manufacturer API Batch number / 
HoMep cepnu cy6cTauu.11u npou3eo,a:uTeJIH FESAOOl 71, FESA00217 
r JI<I>: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
Ilpo113eo,a:nTeJib A<I>C, cTpaua: ,D;-p Pe,IIJJ,H1C Jia6opaTOpHC JlT,n;., 11H.D;H51 
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 
HanMeuoeauue, a.upec, m1u.euJHH ,a:JIH ,D;-p Pe.n;.n;tt'c Jia6opaTOpHC JIT.n;., 11H.D;H51, I1poH3B0.D;CTBeHHOe 
Ilpo113eo,a:cTeeuuau nJI0111a,a:Ka / IIJI0111a,uKa rro.n;paJ.n;enettHe-6, BHJIJI. Kxonh, Hanarapx Poy.n;, Ea.n;,n;H, ,aHcTpHKT 
KOHTPOJIH KaqeCTBa / IIJIOIIIa,uKa BbIDYCKa ConaH, x.rr., 173205, HH.D;J-151 (Jim~eH3H51 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 / 
OpuMe'laHue: Ilpo.ri:yKT coorneTcrnyeT TJ)e6oBaHlli!M H.D: 3aKJ110'leuue: O,IJ:Ol>PEHO 

Prepared by / 
Ilo.l(roToBrreHo: Pravesh 
Rana • 

:l ... -

:;D:aTa: 27.12.2025 
'Dare / 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoa p 1:10 : Pardeep Dpo.aepeHo (AOK): O.ri:o6peH0: O6ecneqem1e Kaqecrna/OrneTcTBeHHOe 
Kttmar Amit Ku.mar 1rnuo: 

1~7 ~ t_,/ / 

I Date / 
: )J:a1a: 17.12.20_5 

'

Date / 
.lJ:aTa: 27 .12.2025 

'Date / 
.lJ:arn: 

,7 j -11 -- 7, (_, )~ 

Regist2red Office: S-2-337, Road No. 3, B~njarJ Hiils, HydC'rJbad 50003-l, I·slJngJn;j, lmiici 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: rnaii@cirreddys.com 

CIN: L35195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~lf.KATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Na in6arh Road, Baddi, 
Distt. So ia;1 , i·LP., 173 205, INDIA 

Te l : +ClJ 9!-: J G6 56001-0:::' 

·.vww.cirredd-,,s.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.a:yKT: keTopoJI® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKH, .a:ucneprunveMhle B noJJOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2502434 
Batch Quantity / 36,00,000 tab I 

CepuH .N'!? O6'1.eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003234321 
Date of Analysis / 

27.12.2025 
AnaJiuTu'lecKnii oTqeT .N'!! .IJ:aTa auaJJuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,LI:aTa npo HJBO,!l;CTBa ro.a:eu.a:o 
Mfg. License No./ 

MA number:/ IlponJBO,lJ,CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIUQeHJUSI .N'!! 
Analysis performed according ND:/ AnaJJuJ npoBe.a:eu no H.IJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH YTBep,K,1J.eua: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKJII01ICHHC O COOTBCTCTBHH: «HacT051ll(l1M 51 IIO.D:TBep~aIO, qTo rrp11Be,n:eHHM BbIIIIe 11mpopMaIIH51 51BJrneTC51 

.D:OCTOBepHOH 11 roqHOH. 3Ta cep1151 rrpo,n:yKIIl111 rrpO113Be,n:eHa (BKJIIQqa5I yrraKOBKY (MapK11pOBKY) H KOHTpOJib 

Kal.Jecrna) Ha BbIIIIeyKa3aHHOH IIpOH3BO,n:CTBeHHOH IIJIOll(a,n:Ke (rrrroma,n:Kax) B IIOJIHOM COOTBeTCTBl1H C 

Tpe6oBaHH.sJ.Ml1 I1paBl1JI Ha,n:Jie)Kall(eH rrp0113B0.D;CTBeHHOH rrpaKTl1Kl1 EBpa311HCKOro 3KOHOM11qecKoro COI03a H 

Tpe6oBaHl1.sJ.MH KOHTpOAA Kal.JeCTBa JieKapCTBeHHbIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBl111 co crreump11Ka1Il151MH, 

co.n:ep)Kall(HM11C51 B per11cTpaIIHOHHOM ,n:ocr,e CTpaHbI-l1MIIOpTepa. 3arr11c11 no rrpO113BO,[(CTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHbI, 11 ycTaHOBJieHO l1X COOTBeTCTBlie Tpe6oBaHirnM TipaBl1JI Ha,nJie)Kall(eH IIp0113B0.D;CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMH1IecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMetJaHHe: ITpo,nyKT COOTBeTcTByeT Tpe6oBaHIDIM H,D; 3aKmoqeuue: O,IJ:OliPEHO 

Prepared by / 
Ilo.n.roTOBJieHo: Pravesh 
Rana I 

1-
Date/ 
)],an1: 27.12.-025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTposepetto: Pardeep nposepetto (AOK): O,no6peHo: O6ecneqem1e Ka'-!ecrna/OrneTcTBeHHoe 
Kwnar Amit Kumar Jl lll..lO: ,'7 ~cJ 
~ ~ // 

I I ~ ' -

(J zn -c ,,,---

Date/ Date/ !Date/ n~ ·--t 11---z--0 ~ )];am: 27.12.2025 )];am: 27.12.2025 )];am: 

Registered Office: S-2-337, Road No. 3, B~nja ra Hills, Hyde rabad - 5U00::M , 1;2JJ n g J11 :1, Ind ia 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: maii@cirreddys.com 

CIN: L35195AP1984PLC004507 
www.drreddys.com 

I 


