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

CEPTH <I> IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol ,. Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYt.."T: K eTopon® 3 Kcnpecc (KeTOP0JJaK) Ta6nenm, A1tcneprupyeMbIe B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1-rn: 

Batch No/ 
: V2600278 

Batch Quantity/ . 36,00,000 tab I 
CepnH .N'!, O6beM cepuu • 36,00,000 rn6 
Analytical Report No / Date of Analysis / 
AnaJIHTH'leCKHH OT'leT .N'!! 

: 040003299275 
)laTa auaJiuJa 

: 27.02.2026 

Date of Manufacture / : 01/2026 Date of Expiry/ : 12/2027 
)laTa DPOH3BOACTBa roAeHAO 
Mfg. License No./ 

MA number:/ 
IlpOHJBOACTBennaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)l: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH yTBep,K,Ueua: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No 

Test / IToicaJaTeJib Results/ PeJyJibT3ThI Specification / HopMa 
.N'! 

1 Description / On11cauue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. / Kpyrnhle TIJIOCKHe 

side. / Kpyrnbie nnocKHe Ta6JieTKH c qiacKOH, CBeTJIO-)[(eJIToro UBeTa c 
Ta6neTKH c cpacKOH, CBeTJlO- rpasHpOBKOM «I» Ha OJJ.HOH cTOpoHe. 
)[(eJITOro usern C rpaBHpOBKOH 
«I» ua OJJ.HOH cTOpoue. 

2 Identification / lfJJ.enTmfrnicau11si 

Ketorolac I K emoponaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<D-
cneKTphI nornomeHm1 11cnhnyeMoro pacrnopa H 
pacrnopa crnHJJ.apTHoro o6pa3ua KeToponaKa 
Tp0MeTaMHHa JJ.QJI)l(Hhl HMeTb MaKCHMYMhl npH 
OJJ,HOH H TOM )Ke JJ.J]HHe BOJIHhl (± 2 HM). 

'Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITp11Meqau11e: IlpoJJ.yKT coorneTcrnyeT rpe6osaHlli!M HA 3aKmo•1euue: O):(OliPEHO 

Prepared by / 

no.nroTosnetto: Ramakant 

~ 
Date / 

.[Carn: 27 .02.2026 

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

ITpoaepeHo:Pardeep Tipoaepe1m (AOK): O,a.o6peH0: O6ecne'leHHe KalJeCTBa/OTBeTCTBeHHOe 

K umar ~ Am;,K! a~ 
, 

JIMUO: ~ p 
~ ~ 

' 

IDate/ D ate/ !Date / ~ ~ 1-,- ?~ i i 
1,[{a-ra: 27 .02.2026 .[l;aTa: 27.02.2026 ,[{am : 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderab.,d - 500034, Te:angana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail @drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTHWHKATAHAJIH3A 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJI® 3JCcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCneprupyeMble s DOJIOCTH pTa, 10 Mr 
Market / PhlnoK : Russia I Poccm1 
Batch No/ 

: V2600278 
Batch Quantity/ . 36,00,000 tab/ 

CepuH .M! O61.eM cepuu • 36,00,000 rn6 
Analytical Report No/ 

: 040003299275 
Date of Analysis / 

: 27.02.2026 
AuaJIHTH'leCKHH OT'leT .M! ,UaTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 
,n:aTa DPOH3B0JJ.CTBa roJJ,eH AO 
Mfg. License No. / 

MA number:/ 
Ilpou3so.ucTeeunaH : MNB/05/263 

HoMepPY 
: JIIl-Jfa(004669)-(Pr-RU) 

JIHU,eH3HH .M! 
Analysis performed according ND:/ AuaJiu3 npose}J;en no Jm: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / lf ncTD~KU.HH yTsep;KJJ.eua: 21.04.2025 

Page 2 of 11 / CTp. 2 H3 11 
No 

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

Complies / 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 Bpel\rn yJJ:eplKHBaHHR: OCHOBHOro IlHKa Ha 
xpoMarnrpaMMe HCilbITyeMOfO pacrnopa 
J]:OfllKHO COOTBeTCTBOBaTb speMeHH 
y ,!leplKHBaHHR: OCHOBHOfO IlHKa Ha 
xpoMarnrpaMMe pacrnopa cmHJJ:apTHOrO 
06pa3ua KeToponaKa TpOMemMHHa (paJJJ:en 
«KonWlecrneHHOe orrpeJJ:enett11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'IaHHe: IlpOJJ:YKT C00TBeTCTByeT Tpe6oBaHHR:M HJ]; 3aKJIJO'leHue: 0,11,0liPEHO 

Prepared by I 
TioJJ:rornsnetto: Ramakant 

~c;,t}; 
--~ 

Date I 
)]pa: 27.02 .2026 

Checked by / Checked by (AQA) / Approved by: Quality A ssurance/ Authorized person / 

Oposepeuo:Pardeep ITposepeHo (AOK): O,!lo6peHO: O6ecnf'-leHHe Ka'-leCTBa!OTBeTCTBeHHOe 

Kw,1ar ~ Amit Kumar n11uo: 

< - - --- -~ \ C-.>--Y (\~ 
Date I Date / 'Date I 1~ 2-·· Y-oi~ 
)];am: 27.02.2026 )];am: 27.02.2026 }],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTM~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol , Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopon® 3iccnpecc (iceToponaK) Ta6J1eT1m, JJ.HcnepruvveMble B noJI0CTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No I 

: V2600278 Batch Quantity I . 36,00,000 tab I 
CepuH .M, O6beM cepun • 36,00,000 rn6 
Analytical Report No I Date of Analysis / 
AuaJIHTH'lecicnu OT'leT .N'!! 

: 040003299275 
,ll;aTa auaJiu3a 

: 27.02.2026 

Date of Manufacture / 
: 01/2026 Date of Expiry / : 12/2027 

,ll;aTa DPOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIHI~eH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npoBeAeH no H,U: .JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MHCTJ>YKJ.(Dn YTBeP"'Aeua: 21.04.2025 

No 
.N'2 

Test I TioKaJaTeJib 

Butylhydroxyanisole I 
EymuJ12uopoKcuaHU30J1 

Remarks : The Product confirms to ND/ 

Results / PeJyJibTaTbI 

Complies I CoorneTcrnyeT 

Page 3 of 11 / CTJ>.. 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). I 
BpeMeHa y,nep)l(MBaHIUI ITMKOB 2-
6yTMJlrttnpoKcMaHtt30JJa tt 3-
6yrttnrnnpoKCttaHH30JJa Ha xpoMarnrpaMMe 
HCIThITyeMoro pacrnopa J:(0Jl)l(Hbl 
COOTBeTCTBOBaTh BpeMeHaM ynep)l(ttBaHml 
ITHKOB 2-6yTwnrnnpoKcttaHH30JJa tt 3-
6yrnnrnnpoKcttaHJBOJJa Ha xpoMaTorpaMMe 
pacTsopa cTattnapTHoro 06pa3ua 
6yrttnrnnpoKcttaHM30JJa (pa3nen «Conep)l(att11e 
6yr11nrnnpoKcttaHM30JJa» ). 

Conclusion : APPROVED / 
IlpnMelfaHne: ITponyKT coorneTcrnyeT rpe6oBaHttJIM H,[{ 3aKJitolfettne: 0)1,0JiPEHO 

Prepared by/ 
ITonrornsneHo: Ramakant 

~~ 
Date / 
)laTa: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n poeepeliO: p ardeep IlpoBepetto (AOK): Ono6petto: O6ecrI~lfeHtte Ka<Jecrna/OrneTcTBeHHoe 
KumaJ" Amit Kumar 

llHUOC~ 

=1-c- /\~ 
Date / Date I I Date I 1 -~ ----~ 1 ~ l--t1 t 6 
,lJ.aTa: 27 .02.2026 ,D.arn: 27.02.2026 ,[{am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol,. Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
w vnv r- ■ 1.IY"' \..Jf ll 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpot1,yKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, tl,HCDeprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600278 
Batch Quantity/ . 36,00,000 tab/ 

CepuH .N"!! O6'heM cepuu • 36,00,000 rn6 
Analytical Report No/ 

: 040003299275 
Date of Analysis / 

: 27.02.2026 AuaJIHTH'lecKuii OT'leT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 .l(aTa DPOH3B0tl,CTBa rotJ,eH tl,O 
Mfg. License No./ 

MA number:/ IlpouJBOtJ.CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ nposet1,eu no H,u: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTPVKU:HH yTBep,iw:eua: 21.04.2025 

Page 4 of 11 I CTp. 4 HJ 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTbt Specification / HopMa 
.N'!! 

3 Average weight/ Cpe.unsui 69.9 mg I 69,9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr J],0 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 / CooTBeTcTByeT 18/20 Ta6JJeTOK - He 6onee ± 10%; 
O.uuopO.UHOCTb MaCCbl 

2/20 m6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna.uaeMOCTb 

00 min 22 sec / 00 MHH 22 ceK Not more than 3 min./ He 6onee 3 MHH. 

5 Dissolution/ PacTBopeuue Unit-I / Ta6n-1 95 % Not less than 75 % (Q) ofC1sHuNO3•C4H11NO3 

Unit-2 / Ta6n-2 95 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 99 % TPOMemMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 98 % 

Unit-5 / Ta6n-5 98 % 

Unit-6 / Ta6n-6 97% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'laHue: IIpoJJ,yKT CO0TBeTCTByeT Tpe6oBaHIDIM H,ll; 3aKJlto'leuue: O,[(OliPEHO 

Prepared by/ 
nonrorneneRo: Ramakant 

~~ 
Date/ 
)];am: 27.02.2026 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
npoaepeHo:Pardeep TTpoaepeHo (AOK): O.ll.o6peHo: O6ecneqeHrre KaqecTBa/OTBeTcTBeHHoe 

Kumar c:L.--- Amit Kumar " JJHl..(O : ~ 

/\- .-A-- ~~ 
L.-

Date/ Date/ 

IIDate / '2-~ ---0 1-,- '))J 1-0 )];am: 27.02.2026 )];am: 27.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Ba11pra Hills, Hyderabad - 500034, Te,angana, India 
Te!: +9140 4900 2900, Fax: +9140 4900 2999, Email: mcJii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~IIKATAHAJIH3A 

Dr. Redd/s Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +91 98166 56001-02 
~""OV .--, c. 1v~,'-,.V l ll 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
fiPOAYKT: KeTOl)OJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprunveMble e DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia I Poccm1 
Batch No/ 

: V2600278 Batch Quantity / . 36,00,000 tab/ 
CepuH .N'!! O6-heM cepuu • 36,00,000 Ta6 
Analytical Report No/ 

: 040003299275 Date of Analysis / 
: 27.02.2026 

AnaJIHTH'lecKuii OT'leT .N'!! )];aTa anaJJuJa 
Date of Manufacture / 

: 01/2026 Date of Expiry / : 12/2027 
)];aTa npOH3B0ACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIponJBOACTBennaH : MNB/05/263 

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

JIUQeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npooeAeH no H,l.J;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version anoroved: / HHCTl>VKI.\HH yTeep,KJJ:ena: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test/ IJoica3aTeJ1b Results/ PelyJ1bTaTb1 Specification/ HopMa .N'~ 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,[(ucnepcuocTb sieve is formed. / O6pa3yeTC.H o.n:Hopo.n:tta5r 
cycnett3H51, npox0Mma51 CKB03b CHTO 
pa3MepoM ornepcrni1710 MKM. 

7 Impurities / Ilp11Mecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; I He 6onee 0,5 %; 
ketorolac: / / HH)l{e npeJlena o6Hapy)l{eHH51 
1-rnp_poKcttattanor (ITO= 0.0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.06% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOattanor KeTOponaKa 

unidentified impurity/ 0.02 % not more than 0.5 %; I He 6onee 0,5 %; 
ep_ttHH'iHaH 
tter1p_eHTtt~ttuttpoaaHHa5r 
npttMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa npHMecei1 

Remarks : The Product confirms to ND/ IConclusion : APPROVED / 
IlpuMe'-lau11e: Ilpo.n:yKT coorneTcrnyeT TPe6oaaHH5IM H)]; 3aKJ1to'-leuue: 0,[(0liPEHO 

Prepared by I 
ITo.nroTOsneH0: Ramakant 

Checked by / 
llposepeHo:Pardeep 
IKurnar 

Checked by (AQA) / ''Approved by: Quality Assurance/ Authorized person/ 
f1posepeHO (AOK): Op_o6petto: O6ecne4em-1e Ka'-lecrna/OrneTCTBeHHoe 

(\ 

Date / 
,/J;aTa: 27.02.2026 

Amit Kumar 

J-
Date / Date/ 
,[laTa: 27.02.2026 ,[(aTa: 27.02 .2026 

JIHUO '. 

!
Date/ 
)];am: 

~r°' 1,,- ,)) 1/4 

Registerecl Office: 8-2-337, Road No. 3, 8anJara Hills, Hyderabad - 500034, Te, angana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Badcii, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
dsredd T'II' TT 1'T,,._.O I .._.._. .... .,, ,~...,,II 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.nyKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucnepruoveMMe B noJI0CTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Poccvrn: 
Batch No I 

: V2600278 Batch Quantity / . 36,00,000 tab/ 
CepuH .N'!! O6'beM cepuu • 36,00,000 rn6 
Analytical Report No I 

: 040003299275 
Date of Analysis / 

: 27.02.2026 AnaJIHTH'lecKuii 0T'leT .N'!! )J.aTa auaJiu1a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 )J.aTa np0H3B0,l];CTBa ro.ueu ,11;0 
Mfg. License No./ 

MA number:/ Ilpou3BO.UCTBeuuaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 np0Be,11;eu no H)J.: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / .HucTPVKQHH yTBep~eua: 21.04.2025 

Page 6 of 11 / CTJ>. 6 u1 11 
No 

Test/ IloKa3aTeJib Results/ Pe3yJibTaTbl Specification / HopMa x~ 
8 Water content/ 2.3 % Not more than 7.0 %. / 

CoAep,Kaune BOAbl He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO'-IHble opraunqecKne pacTBopnTeJiu 

Isopropyl alcohol / 6 µg/tab / Not more than 350 µg/tab. / 
I-bonponaHon 6 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
1IlpHMe'lanue: ITpo,nyKT C00TBeTCTByeT -rpe6oBaHID1M H.[I; 3aKJIIO'leune: O.LI.OliPEHO 

Prepared by / 

ITo.uroTOBneHo: Ramakant 

~ 
:,UaTa: 27.02.2026 
IDate/ 

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

IT posepeuo :Pardeep ITposepeHo (AOK): O11.06peHo: O6ecne4em1e Ka'lecTBa/OTBeTcTBeHHoe 
Kumar Amil'Kumar 

\ 

~ .0~ ••u~F 

I Date / Date/ 'Date I ")__ l./'-0 1,- ~ 2-- r, 
: .[l;aTa: 27.02 .2026 )J,aTa: 27.02.2026 .lJ.ara: 

Registered Office: 8-2-337, Road No. 3, 82nJara Hills, Hyderabad - 500034, Teiangana, India 
Tel : +91404900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P ... 173 205, INDIA 

Tel: +91 98166 56001-02 
vv .,,_, uv • • ~ · • Iv . ~ , ..... \ .. ,U 11 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)];VI.:T: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )];HCDeprupyeMbJe B DOJIOCTH pTa, 10 Mr 
Market/ PhIHOK : Russia / Poccm, 
Batch No/ 

: V2600278 
Batch Quantity / . 36,00,000 tab/ 

CepuH .N'!! O6beM cepuu • 36,00,000 rn6 
Analytical Report No/ 

: 040003299275 
Date of Analysis / 

: 27.02.2026 
AuaJIHTH'lecKuu OT'leT .N'!! ,[(aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 
,[(aTa npOH3BO)];CTBa ro)];eH )];O 
Mfg. License No./ 

MA number:/ Ilpon3BO)];CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHD;eH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npoBeJ];eu no H,[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTovKu;nH VTBepm;J;ena: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 03 11 
No 

Test/ IloKa1aTeJ11> Results/ Pe1yJ11>TaT1>1 Specification / HopMa 
.N'!! 

10 ~icrobiological purity*/ MuKpo6uoJ1oruqecKaH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee '-UICJIO He 6oJiee 103 KOE/r; 
a3p06HhIX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee lfHCJIO He 6oJiee 102 KOE/r; 
.apm1OKeBhJX H rmectteBhIX 
rptt60B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTC)'TCTBHe B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O.uuopo.uuocT1> 

5.0 
IloKa3aTeJih rrptteMJieMOCTH (AV) .!lOJI)KeH 6bITh 

.!l03HpOBaHHblX e,IJ,HHHQ ue 6oJiee 15,0 . 

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

IlpuMetJauue: Ilpo.ayKT coorneTcrnyeT TPe6oBaHill!M HA 3aKJ110qeu11e: O,11,OliPEHO 

Prepared by / 
flo.aroTOBJieHo: Ramakant 

Q>J~ .. ~ 
Date / 
JJ,ara: 27.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flpOBepeHo:Pardeep IlpoBepeHo (AOK): Ono6pe1➔0 : 06ecrrelfem1e Kal.fecrna/OrneTcTBeHHoe 
Kumar Amit Kumar JJHUO: ' 

~ t ~"-- ~~F 
Date/ Date I !Date / '"1~1_~1,At~ Aarn: 27.02.2026 ,n:arn: 27.02.2026 J].ara: 

Registered Office: 8-2-337, Road No. 3, 82I1pra Hills, Hyderabod - 500034, Te,angana, India 

Tel: +9140 4900 2900, Fax: +91404900 2999, EmcJil: maii@drreddys.com 
CIN: L85195AP1984PLC004507 

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

CEPTil$HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol,. Nalagarh Road, Baddi, 

Distt. Solan, H.P ... 173 205, !t~DLll. 

Tel : +91 98166 56001-02 
"" .• -~ '" ' " 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucnepruoveMbie B noJIOCTH pTa, 10 Mr 
Market/ PhlHOK : Russia / Poccm1 
Batch No/ 

: V2600278 
Batch Quantity / . 36,00,000 tab/ 

CepuH .M! O6-LeM cepuu • 36,00,000 rn6 
Analytical Report No/ 

: 040003299275 
Date of Analysis / 

: 27.02.2026 
AuaJIHTHlfecKuii OTlfeT .N'!! )];aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 
)];aTa npOH3B0.UCTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
IlpoH3B0,UCTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,ll;en no H,ZJ:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / MncTDVKU:HH YTBep,KJl:ena: 21.04.2025 

Page 8 of 11 / CTp. 8 03 11 
No 

Test/ IloKaJaTeJib Results / PeJyJibTaTbI Specification / HopMa 
.N'!! 
12 Assay/ KoJiuqecTBeuuoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0 mg of 

onpe.ueJieuue (99.7 %) C1sH13NQ3•C4HJ1NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sH13NO3•C4H11NO3 ( KeTOpOJiaKa 
TpOMeTaMHH) (OT 90,0 .no 110,0 % 
3aHBJieHHOro KOJIHlfeCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0981 mg/tab/ Not less than 0.042 mg/tab./ 
content I Co.uep,1eauue 0,0981 Mr B Ta6JieTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJifH.l1,pOKCUaHU30Jia 

Remarks: The Product confirms to ND/ IConclusion: APPROVED/ 
IlpnMe'lauue: Tipo.nyKT cooTBeTcTByeT Tpe60BaHID1M H.D: 3aKJIIO'leune: O,Ll;OliPEHO 

Prepared by / 
n oJ1rOTOBJletto: Ramakant 

Checked by / 
n posepeHo:Pardeep 
Kumar 

Checked by (AQA) / IIApproved by: Quality Assurance/Authorized person/ 
ITponepeH0 (AOK): O.uo6petto: O6ecrrel!eHtte Ka'!ecTBa!OTBeTcTBettuoe 

' 

Date I 
)];aTa: 27.02.2026 

Amit Kumar 

+-:- _/'. 

---
Date / Date/ 
Aara: 27.02.2026 ll_aTil: 27.02.2026 

JIHJ..(O : 

!
Date/ 
,D,arn: 

(F 

rir1 ·-)ALi 

Registered Office: 8-2-337, Road No. 3, B2npra Hills, Hyderabad - 50003 1+, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emciil: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +9198166 56001-02 
drredd ............. ._ .. -- - -·--· .. 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoAyKT: KeTopoJJ® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .JJ:HCneprnpyeMble e UOJIOCTH pTa, 10 Ml' 
Market / PLrnoK : Russia I Pocc1rn 
Batch No/ 

: V2600278 
Batch Quantity/ . 36,00,000 tab / 

CepnH .M! O6neM cepnn • 36,00,000 Ta6 
Analytical Report No/ 

: 040003299275 
Date of Analysis / 

: 27.02.2026 
AuaJinTn11ecKnii OT'leT .N'!! )J:aTa auaJinJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

: 12/2027 
,l(aTa npOH3BOJJ:CTBa roJl:eH Jl:0 
Mfg. License No. / 

MA number:/ 
IlponJBOJJ:CTeeuuaH : MNB/05/263 

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

JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuaJinJ npoeeJl:eH no H,ll;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKUHH yTeep,KJJ;ena: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

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

14 Package description / 10 tablets in a blister of l O tablets in a blister of (PA/ AL/PE with 
OnncauneynaKOBKH (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. / ITo 10 rn6neToK B 6m-rcTepe m 
information leaflet in a carton (ITA/AJI/IT3 C snarorrornonneneM/IT3BTI) 
pack. I ITo 10 Ta6neTOK B qJOJibrM // (TI3/ An) qJOJibrH. ITo 1 11JUI 2 
6m1cTepe 113 (ITAi AJ1/IT3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia,UbJUieM 
snaronornonneneMIIT3BTI) nalJKY KapTOHHYJO. 
qionhm // (IT3/ AJ1) qionhrn. ITo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,UbIUieM B rra1IKY 
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. 
* Ilpn BbmycKe JieKapCTBeHHOro npenapaTa KOHTpOJib Ka'leCTBa no noKaJaTeJIIO «MnKp06HOJIOl'H'leCKaH 
'IHCTOTa» npOBO,ll.HTCH ,UJIH Ka)K)J.OH 20-on cepnn, HJIH ,ll.JIH 0,ll.HOH cepnu B ro.u., B JaBHCHMOCTH OT Toro, 'ITO 
uacTynHT paHbllle. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laune: Tipo.uyKT cooTBeTcTByeT rpe6osaHIDIM H)]; 3aKJIIO'leune: O)1.OliPEHO 

Prepared by / 
Ilo)lrOTOBJieHo: Ramakant 

~tut _... 
Date/ 
,[(aTa: 27.02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TTponepe1m:Pardeep ITposepeHo (AOK): O,no6peHo: 06~ecneqem-re Ka1IecTBa/OrneTCTBeHHOe 
Kumar Amit Kumar 

ITH~ ~ J-- /\~ 
Date I Date I !Date/ 1--~ 1--- ~1-6 )]pa: 27.02.2026 )];am: 27.02.2026 ,[lam: 

Registered Office: 8-2-337, Road No. 3, 82nJ3ra Hills, Hyderabod - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, lf~DIA 

Tel: +9198166 56001-02 
ww IJW -..,_- I L. IJ ~ ,,, ...l' . 1...'-1' I I' 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;w1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ;::i;ucneprupyeMhle B UOJIOCTH pTa, 10 Mr 
Market / PhrnOK : Russia I Poccm1 
Batch No/ 

: V2600278 
Batch Quantity/ . 36,00,000 tab I 

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

: 040003299275 Date of Analysis / : 27.02.2026 
AuaJiuTuqecKuii oTqeT .N'!! ,ll.aTa auaJIH3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ : 12/2027 

,ll.aTa npOH3BO)];CTBa ro;::i;eu ,/l;O 
Mfg. License No./ 

MA number:/ 
IIpou1B0;::i;cTBeuuaH : MNB/05/263 

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

JIHIJ;eH3HH .N'!! 

Analysis performed according ND:/ AuaJiu3 npoBe;::i;eu no H,ll.: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKu;HH YTBepm.ri.eua: 21.04.2025 

Page 10 of 11 / CTp. 10 0111 
API name/ HauMeuoBauue A«l>C: Ketorolac tromethamine I KeToponaKa TpoMeTaMHH 
INN/MHH: Ketorolac I KeTOponaK 
API manufacturer batch number / 

ABSH003095 
HoMep cepuu npoH3eo;::i;uTeJIH A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu;uu npou1BO)];HTeJIH FESA00497 
r JI«I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
llpou1eo;::i;uTeJih A«l>C, CTpaua: ,[{-p Pe.n.nH'C Jia6opaTOpHC JlT)].., 11H)].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 
HauMeuoeauue, a;::i;pec, Jiuu;eu1uH )];JIH ,[{-p Pe)].)].H'c Jla6opaTOpHc JlT)].., 11HJJ.H51, TTpoH3BOJJ.CTBettttoe 
llpou1B0;::i;cTBeuuaH nJioru;a;::i;Ka / IIJioru;a;::i;Ka noJJ.pa3JJ.enettHe-6, BHnn. Kxonb, Hanarapx PoyJJ., Ba)].)].H, ,[{HcTp(-fKT 
KOHTPOJIH KaqecTBa / IIJioru;a;::i;Ka BhlDYCKa ConaH, x.n., 173205, 11H)].H51 (nHQeH3H51 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 / 
Opm1e'faH11e: IIpo.nyKT coorneTcrnyeT Tpe6osaHH51M H,n: 3a1rn10'-leHHe: O)1.OliPEHO 

Prepared by I 
TTo,nroTOBJietto: Ramakant 

~~ -
Date I 
,n:arn: 27.02.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TTposepetto:Pardeep npoeepeHo (AOK): O1lo6pe1m : O6ecrreqem-1e Kaqecrna/OrneTcTBeHHoe 

Kumar c:=::..L Amit Kumar mmo: l 

f. ~ --- if'> F (__ ~-

I 
Date/ Date / 'Date I ' 

)/Ou 
.lJ:arn: 27.02.2026 ,n:arn: 27.02.2026 :]J;aTa: ~➔ ~L--~ 

Registered Office: 8-2-337, Road No. 3, 8211pra Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em~il: maii@drreddys.co,n 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTll~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol,. Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
\,u'V\l\l\/ 111 I cv\.JVJ.\..VI 11 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlYKT: KeTOOOJI® 3Kcnoecc (KeTOP0JiaK) Ta6JJeTKII, m1cnepn1pyeMble B IlOJIOCTH pTa, 10 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No/ : V2600278 
Batch Quantity/ . 36,00,000 tab/ 

Cepnn .N'!! O61>eM cep1111 • 36,00,000 rn6 
Analytical Report No/ : 040003299275 

Date of Analysis / : 27.02.2026 
Auam1n1c1ecKnii OT'leT .N'!! ,UaTa auanuJa 
Date of Manufacture / : 01/2026 

Date of Expiry / : 12/2027 
,ll_aTa rrpoUJB0ACTBa roll.CU /l.O 
Mfg. License No./ MA number:/ 
IlpottJBOJlCTBeuuan : MNB/05/263 HoMepPY 

: JIIl-.N'!,(004669)-(Pr-RU) 
JIUil;eHJHH .N'!! 
Analysis performed according ND:/ AuanuJ npose)leu no H,ll_: Jlll-.M,(004669)-(Pr-RU)-190224 
PIL version anoroved: / J,J ucTnvKu1u1 VTBepiKJJ,eua: 21.04.2025 

Page 11 of 11 / CTp. 11 113 11 
3aKJII01.fCHHe 0 C00TBCTCTB&rn: «HacTO.SII.IlRM H UO}lTBep)l()laFO, '-ITO apl18e,l{eHHaH BbTIJJe HHq>OpMaUIUI HBJrJieTCH 

)lOCTOBepBOH H TOqHOH. 3Ta cepHH npOJlYKIJ,lrn rrpoH3Be,UeHa (BI<Jll()q8_H ynaKOBKY (Map1rnpOBJ<y) M KOHTpom, 

Kalfecwa) Ha ar,11rreyK838HHOH npOM3B0,llCTBeHHOM TIJIOI..Ua,[(Ke (nnow.a)lKaX) B nOJIHOM coorneTCTBMM C 

Tpe6oBaHHHMM IlpaBM.Jl H8)lJJe)l(amei1 npOH3B0)lCTBeHHOH npat<THKH EBp83HMCKOro )KOHOMTI'•[eCKOfO COI03a ll 

Tpe60B8HliHMH J<OHTpOJUI Kat.JecTBa ne1<apCTBCHHI,IX cpe)lCTB, a T8K)Ke B COOTBeTCTBli1I co cneuaq>HKfil.U,UIM11, 

co;:i:ep)l(aI.1.J.1'1.MH.C5r B perncTpa:JJ.110RHOM ,llOCbe CTp8HbHiMTIOpTepa. 3am1CH no rrp0113BO.l(CTBY, ynaKOBKe H aRaJIM.3Y 

npoBepeHbI, 11 ycTaBOBJleHO MX COOTBeTCTBlie Tpe6oBamrSJM flpamrn Ha,Z:JJie)l(amen npOH3BO,l],CTBeHHOH np8KTHK0 

EBp83RHCKOro 3K0H0MHt.JCCK0f0 C0IO3a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
Ilpm,,e"laHHe: TipoJJ,yKT C00TBeTCTByeT Tpe6oBaHIDIM H)], 3aicmoqenue: O,l],OliPEHO 

Prepared by / 
no.n.roToBJJeHo: Ramakant 

~ 
:)],a111: 27.02.2026 
!Date/ 

Checked by/ Checked by (AQA) / Approved by: Quality Assura11ce/Authorized person / 
TTpoBepeHo:Pardeep TTpoeepeHo (AOK): O;:to6peHo: O6ecne'l.eHne KatJecTBa/Orne·rcrnel-mOe 

Kumar <l- Amit Kumar JIMUO : ~r "~ I Date/ Date/ !Date/ ~~---Qt~~U 
: )],a-ra.: 27.02.2026 .LJ:a-ra: 27.02.2026 )],aTa: 

Registered Office: 8-2-337, Road No. 3, 82nJara Hills, Hyderabid - 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emciil: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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