
•·· Dr.Reddy's ~;• 
CERTIFICATE OF AL J 

CEPTH<l>IIKAT AHAJIJI3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt Solan, HP., 173 205, lr~DiA 

T2I : -!-91 98166 56001-02 
Wv✓w. d n·e ddys.com 

II o aK Ta6JieTKII, )lHCDC 'CMbie B DOJIOCTJI Ta, 10 Mr 

Market / PLrnoK : Russia / Poccm1 
Batch No/ : V

2502496 
Batch Quantity/ 

Ce 1m .N'!! O6neM ce HH 

Analytical Report No/ : 
040003243643 

Date of Analysis/ 
AnaJinT11qecKHH 0P1eT .N'!! ,l{aTa anaJ1113a 
Date of Manufacture / : 

1212025 
Date of Expiry/ 

aTa n 0lf3B0J.{CTBa r o,u;eu )lO 

36,00,000 tab / 
36,00,000 Ta6 

29.12.2025 

11/2027 

Mfg. License No./ MA number:; 
IIpoH3BOJ.J.CTBennasr : MNB/05/263 HoMe py 
JUIUeH3HSI .N'!! p 

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

Analysis performed according ND:/ AnaJiu3 npoBe).).en no H,ll;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version a roved: / Ku • • ena: 21.04.2025 

Page 1 of 11 / CTI). 1 HJ 11 
No 

Test I IloKa1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa 
.N'!! 

1 Description / Onucanue 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 IlJIOCKHe 
side. / Kpyrnh1e rn1ocK11e Ta6JieTKl1 c cpaCKOH, CBeTJIO-)KeJITOro usern c 
Ta6JieTKl1 c cpacKOH, CBerno- rpas11poBKOM «I» Ha 0,11.Hoii cTopoHe. 
)KeJITOfO UBeTa C rpaBttpOBKOM 
«I» Ha 0,11.ttott cTopotte. 

2 Identification/ MAeHTH<pttKaum1 

Ketorolac I KemopoRaK Complies I CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKYphI nornomettttll ttcn1,nyeMoro paCTBopa 11 
pacrnopa CTaH,ll,apTHOfO 06pa1ua KeToponaKa 
rpoMeTaMHHa ,11.0JJ)KHhl HMeTh MaKCHMYMbl npu 
0,11.HOM lf TOM )Ke ,11.JlHHe BOJ!Hhl (± 2 HM). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHtte: Ilpo,11.yKT cooTBeTcrnyeT Tpe6osattlfllM H,ll; 3a KJUO'leHtte: O,lI,OliPEHO 

Prepared by / 

Rana . 
TioJJ,TOTOBJie Ho: Pravesi 

Date / 
)l;aTa: 29 .12.2025 

Checked by / Checked by (AQA) / !A pproved by: Quality Assurance/ Authorized person I 
ITposepetto: Pardeep Ilposepetto (AOK): 0 JJ.o6peHo: 06ecne"leHtte Ka"lecrna/OrneTcTBeHHoe 

Kwnar Am.it Kumar Jll'IUO: 

<J]J J-::- /\_/.--
D ate / Date/ !Date / 2---'1•-I').. ~ )-f'>JS 
,Ua1c1: 29 .12.2025 )];am: 29.12.2025 )l;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel;;ngan a, India 
Tei : +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
·JVww.drreddys.com 

I 



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

CEPTII <I> IIKA T AHAJIIl3A 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
Viii. Khol, Na lagarh Road, Baddi, 
Distt. So lan, H.P., 173 205, INDiA 

T2! : +91 981E6 56001-02 
www.dr reddys. coin 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo11yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JlllCDeprupyeMble B UOJIOCTII pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502496 
Batch Quantity/ 36,00,000 tab I 

Cepus .N'!! O61,eM cepuu 36,00,000 Ta6 

Analytical Report No/ 
: 040003243643 

Date of Analysis / 
29.12.2025 

AuaJiuTu-.:recKnii or<1eT .N'!! ,Il;aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,Il;aTa DPOH3B0JlCTBa roJJ,eH JlO 
Mfg. License No./ 

MA number:/ 
IlpouJBOJlCTBenuas : MNB/05/263 

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

JIHQeH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 nposeJJ,eu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIncTpyKQHH yTBep,KJJ,eua: 21.04.2025 

Page 2 of 11 / CTJ>. 2 m 11 
No Test I IloKa1aTeJ1b Results/ Pe1yJ1bTaTbI Specification / HopMa 
.N'!! 

Complies I 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 yii:ep)l(HBaHJ-ill OCH0BHOro n11Ka Ha 
xpoMaTorpaMMe HCilhITyeMoro pacTBopa 
iJ;OJDKHO COOTBeTCTBOBaTb BpeMeHH 
y ,nep)l(HBaHHll OCHOBHOro n11Ka Ha 

xpoMarnrpaMMe pacTBopa CTaHnapTH0f0 
06pa1ua KeT0p0JJaKa TpOMeTaMHHa (pa1neJ1 
«KOJIH'feCTBeHH0e onpeii;eJJeHHe» ). 

Remark : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'iattne: Tipoii;yKT COOTBeTCTByeT Tpe6oaaHHl!M H,D; 3aKJIK>qeHne: OJ.(OliPEHO 

Prepared by / 

Rana _,,/ 

TTo,nroToBJieHo: Prave? h 

:;D,a-ra: 29.12 .2025 
!Date / 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpoaepetto: Pardeep TipoaepeHo (AOK): O,no6p etto: O6ecneqem1e KaqecTBa/OrneTCTBeHHoe 

Kumar Amit Kumar JUI.UO: 

~ ~ ~ 
I Date / Date / 'Date / !)_CJ,-/!). - )()'Jf: 
: ,II;am: 29.12.2025 )];am: 29.12.2025 )];am: 

Registered Offi ce: 8-2-337, Road No , 3, Banjara Hills, Hyderabad - 500034, Telanga:ia, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : ma il@drr2ddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

CERTIFICATE OF ANALYSIS ::c! : "_91981E6 56001-07 
CEPTH~IIKATAHAJIII3A ,1ww.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpot1,yKT: KeTOPOJI® 3Kcnpecc (KeTopoJJaK) Ta6J1eTKH, tJ,ncneprupyeMLie B UOJlOCTH PTa, 10 Mr 
Market / P1,rnoK : Russia / Pocc1-rn 
Batch No/ 

: V2502496 
Batch Quantity/ 36,00,000 tab I 

CepnH.N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No / Date of Analysis / 
AnaJJnTnai:ecKnn oTqeT .N'!! 

: 040003243643 
.l(aTa auaJJnla 

29.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

.l(aTa DP0H3B0,IJ;CTBa ro,11;eu tJ,O 
Mfg. License No./ 

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

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

J1HQeH3HH .N'!! 
Analysis performed according ND:/ AuaJJH3 np0Be,11;eu no H.,L(: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH YTBep~eua: 21.04.2025 

Pa2e 3 of 11 / CTp. 3 03 11 

Test I IloKaJaTeJib Results I PeJyJibTaTbl Specification / HopMa 

Butylhydroxyanisole I 
Eym11J12uiJpoKcuaH1130ll 

Complies / CoorneTcrnyeT 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_n,ep)l(HBaHIUI IIHKOB 2-
6yrHJirH;:i:poKCHaHH30JTa H 3-
6yr1rnr11;:i:poKCHaHH30JTa Ha xpoMarnrpaMMe 
HCIIhITyeMoro paCTBOpa ;:J:OJDKHbl 
COOTBeTCTBOBaTb speMeHaM y;:i:ep)l(HBaHIDI 
fIHKOB 2-6yTHJTru;:i:poKCHaHH30JTa H 3-
6yrwnrn;:i:poKCHaHH30Jia Ha xpoMarnrpaMMe 
pacrnopa craH;:i:apTHoro 06pa3ua 
6yT1rnrn;:i:poKrna111nona (pa3;:i:en «Co;:i:ep)l(aHHe 
6yrunrn;:i:pOKCHaHH30Jia» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMel.faHue: Tipo;:i:yKT COOTBeTcTByeT rpe6oBaHH.HM H,ll; 3aKJII01.feuue: O,U:Ol>PEHO 

Prepared by / 

ITo;:i:roTOBJTeHO: Prave r1 
Rana 

• 
?--

Date I 
,ll;ara: 29.12.2025 

Ch eked by I Cbeckcd by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TiposepeHo: Pardeep TTpoB peH (AOK): O.11.06peHo: O6ecrreqeHue Kaqecrna/OrneTCTBeHHOe 
K 1m1ar Amit Kumar m1uo: 

<;ffe d-::- \ .· '-
l ---.. ..----

Date / Date / IDate / ;)....Cjrl!)_r~~ 
)],a'fa: 29 .12.2025 .D;ara: 29.12.2025 ,ll;ara: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyde1·abad - 500034, TeIJnga'1a, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Ema il: m2il@drr2ddys. com 

CIN: L85195AP1984PLC004507 
www.drreddys. com 

I 



CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formuiation Unit-5 
Viii. Khol, Nalagarh Road, Baddi, 

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

Tc,I : +91 98166 560CJJ-02 
vJ1·.;w. drreddys.corr, 

Product: l<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO!l;YKT: ReTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,Ll;HCUepruoveMble B DOJIOCTH pTa, 10 Mr 
Market / :ft.rnoK : Russia / Pocctt51 
Batch No/ 

: V2502496 
Batch Quantity I 36,00,000 tab/ 

CepuH .N'!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003243643 
Date of Analysis / 

29.12.2025 
AnaJiuTu-iec1rnii oTqeT .N'!! ,U:aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,U:aTa npOll3BO!l;CTBa ro)];eH ,Ll;O 
Mfg. License No./ 

MA number: I Ilpon3BO/lCTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQ;eHJHH N!! 
Analysis performed according ND:/ AuaJIH3 npoBe.a:eu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpYKO:HH yTBep;K,Ll:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test I IloieaJaTem, Results / PeJyJibTaTbl Specification / HopMa 
.N'!! 

3 Average weight/ Cpe,u:usisi 69.6 mg I 69,6 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr )].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 rn6neTOK - He 6onee ± 10 %; 
O,u:uopo,n_uocTb Maccb1 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 00 min 35 sec/ 00 MHH 35 ceK Not more than 3 min. / He 6onee 3 MHH. 
Pacna.u:aeMOCTb 

5 Dissolution/ PacTBopeune Unit-I / Ta6n- l 102 % Not less than 75 % (Q) ofC1sH13N03•C4H11NO3 

Unit-2 / Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75% (Q) C 1sH13NO3•C4H11NO3 (KernponaKa 

lJmt 3 / I ahn , ~)~ ~Iv 'l'[.11.IW''l'HMHH) 41:'/.11:''3 1.~ MHH. 

Unit-4 / Ta6n-4 99 % 

Unit-5 I Ta6n-5 99% 

Unit-6 I Ta6n-6 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqaune: Ilpo,u:yKT cooTBeTcTByeT Tpe6oBaHIDIM H,n 3aiemoqeuue: Oll:06PEHO 

Prepared by I 

Rana 
I10,n_roToBJ1eHo:Praves1 (l 

Date I 
,narn: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilposepe.1:10: Pardeep ITposepe,m AO! O,n_o6peHo: O6ecrreqem1e KaqecTBa/OTBeTcTBeHHOe 
Kumar Amit Kumar JlHI.(0: 

~ ~ ~_/--

I 
Date I 
,narn: 29.12.2025 I 

Date I 
,narn: 29.12.2025 

IDate / 
,narn: 

2q~1;)~U,~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddy,.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

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

Te!: +91 98J.6f'i 56001-02 
1i✓1Nw.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)],y1u: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )],HcneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market/ PblnoK : Russia / Pocc1-rn 

Batch No/ 
: V2502496 

Batch Quantity/ 36,00,000 tab I 
Cepm1.N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003243643 
Date of Analysis / 

29.12.2025 
AnaJiuTu-.ecKHU oTqeT .N'!! .L{aTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.L{aTa npOH3B0)],CTBa ro)],eH )],O 
Mfg. License No./ 

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

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

JIHIJeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe)],en no H.L{: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKIJHH yTBep,K,1J,eua: 21.04.2025 

Page 5 of 11 / \.-Tp. 5 HJ 11 
No 

Test/ IIoKaJaTeJih Results/ PeJyJihT3Tbt Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 
)]:ucnepcttoCTh sieve is formed. I O6pa3yeTCll O)],HOpO)],Hall 

cycneHJHll, npoXO)],llll(all CKB03b CHTO 
pa3MepoM OTBepcrnii 710 MKM. 

7 Impurities / IIpHMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / I HmKe npe)],eJia 
1-rH)],pOKCHaHaJIOr KOJIWieCTBeHHOro onpe)],eJieHHlt 
KeToponaKa (IIKO = 0.0032 %) 

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.03 % not more than 0.5 %; / He 6onee 0,5 %; 
e)],HHH'-IHall 
HeH)],eHTH~HUHpOBaHHall 
npHMCCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa np11Meceii 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIp11MeqaHue: Ilpo)],yKT COOTBeTcTByeT Tpe6oBaHHllM H,ll; 3aKJito'lenHe: 0)1:0liPEHO 

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

Rana 
floDTOTOBJTeHO: P:ra. e1.h 

Date/ 

,ll;arn: 29.12.2025 

Ilposepetto: Pardeep TipoaepeHo AOK): O)].o6petto: O6ecneqeHHe KaqecTBa/OTBeTCTBeHHoe 

K umar AmiLKum.ar JIHl.{O: 

~ ~ - ----Date/ Date/ 

'

!Date/ 
,ll;arn: 29.12.2025 ,ll;arn: 29.12.2025 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

~ 
J_q..-r,-.ru~ 

C 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 

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

Te!: +91 98166 56001-02 
v,ww.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOl{VKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, i.ncneprnpyeMhie B DOJIOCTH pTa, 10 Mr 
Market/ :PMuoK : Russia I PoccJ.rn 
Batch No I 

: V2502496 
Batch Quantity / 36,00,000 tab/ 

CepnR.N'!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003243643 
Date of Analysis / 

29.12.2025 
AuaJiuTn•tecKnii oyqeT .N'!! )1.aTa auaJinJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,UaTa np0Jl3B0l{CTBa roi.eu .ll:0 
Mfg. License No./ 

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

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

JIHQeHJHSI .N'!! 
Analysis performed according ND:/ AuaJIHJ npoeei.eu no H)J.: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTBep~eua: 21.04.2025 

Page 6 of 11 / t.,;Tp. 6 HJ 11 
No 

Test I ITotea3aTeJlb Results I Pe3yJ1bTaTb1 Specification / HopMa 
.N"!! 

8 Water content/ 2.2% Not more than 7.0 %. / 
Co.D:epJKauue B0.D:bI He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHbie opram1tJecteue paCTB0p11TeJ1H 

Isopropyl alcohol / 4 µg/tab / Not more than 350 µg/tab. / 
J,faonponauon 4 MKr B Ta6JieTKe He 6onee 350 MKr B Ta6JieTKe. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMetJauue: IIpo;::i.yKT cooTBeTcTByeT Tpe6oBamrnM H,ll, 3ateJ110tJe1me: O,ll,OliPEHO 

Prepar d by / Checked by / Checked by (AQA) / Appr0\ ed by: Quality Assurance/ Authorized person I 
IIon,roTonneHo: Prave?. b 
Rana /J 

)? 

:,l],a-ra: 29. L.2025 
!Date / 

ripoBepetto: Pardeep ITpoBepetto (AOK): O.D:o6petto: O6ecne'IeHtte Ka'IeCTBa!OTBeTcTBeHHOe 
Kumar 

~ 
Amit Kumar nimo: 

Jv--/ .---I Date/ Date I 

IIDate / 
: )],am: 29. 12.2025 ,[l,ara: 29.12.2025 ,Il.aTa: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyde1·abad - 500034, Telangano, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drr2ddys.com 

CIN : L8519SAP1984PLC004507 
www.drreddys.com 

~ 
!J-1,-IJ... --~~ -

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

Te!: +9 :198:1665600]-02 
v,ww.drreddys. com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO~VKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKII, ~11cnepr11oveMble B IlOJIOCTII PTa, 10 Mr 
Market / PLIHOK : Russia I Poccm1 
Batch No I 

: V2502496 
Batch Quantity / 36,00,000 tab I 

CepuHN2 O6'heM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003243643 
Date of Analysis / 

29.12.2025 
AnaJIHTH'lfecKuii OT'IeT N2 llaTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,ll;aTa np0113B0~CTBa ro~eu ~o 
Mfg. License No./ 

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

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

JIHl\eH3HSI .N'!! 
Analysis performed according ND:/ AuaJinJ npose~eu no H.La:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKl\HH yTBep~eua: 21.04.2025 

Page 7 of 11 / LTP, 7 m 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1bTaTb1 Specification / HopMa 
.N'!! 

10 Microbiological purity*/ M11Kpo6110J1ornqecKasi 'IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6ll.\ee q11c110 He 6onee 103 KOE/r; 
a3p06HblX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6ll.\ee q11cno He 6onee 102 KOE/r; 
.upm101<eBblX H llileCHeBblX 
rp116oe 

Escherichia Coli NA shell be absent in 1 gram. / 
0TC)'TCTBlle B 1 r . 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O.UHOpO,UHOCTb 

3.5 
TioKa3aTeJib npHeMJieMOCTH (AV) ,UOJDKeH 6b!Tb 

ll03HpOBaHHblX CllllHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpHMe'laHHe: Tipo,uyKT CO0TBeTcTByeT Tpe6oBaHIDIM H,ZJ; 3aKJ110'leu11e: O,ll:OliPEHO 

Prepared by / 

Rana 
TTo,uroTOBJieHo: Pravfsh 

Date / 
)laTa: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
OpoBepeHo: Pardeep TipoBepetto (AOK): O.uo6peHo: O6ecnelJeHHC KaqecTBa/OTBeTCTBeHHOe 
Kumar Amit Kumar JIHL(O: {$ c:J- ~~ 
Date I Date/ IDate / IJ-C,r/!)_ r)o21: 
,ZJ;arn: 29.12 .2025 )];am: 29.12.2025 ,ZJ;arn: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dm~ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> HKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formu lation Unit-6 
Vi ii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205 , INDiA 

Tel: +9 1 98 166 56001-0? 
v✓ww.drreddys . com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO,[J.y1n: ReTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,[).HcneprupyeMhie B noJiocTn pTa, 10 Mr 
Market / P1.rnoK : Russia / Poccm1 
Batch No/ 

: V2502496 
Batch Quantity / 36,00,000 tab I 

CepuH .N"!! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003243643 
Date of Analysis / 

29.12.2025 
AnaJIHTH-iecKuii OT'IeT .N"!! l(aTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
l(aTa npOH3B0,[J.CTBa ro,[J.eH ,[J.O 
Mfg. License No./ 

MA number:/ 
1IpOH3BO~CTBeuuaH : MNB/05/263 

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

JIHJJeH3HH .N°!! 
Analysis performed according ND:/ AuaJJH3 npoBe,[).eH no HJJ:: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKJJHH YTBep~eua: 21.04.2025 

Pa2e 8 of 11 / \.-Tp. 8 H3 11 
No 

Test/ lloKaJaTeJJb Results/ PeJyJJbTaTbl Specification/ HopMa 
.N'!! 

12 Assay/ KoJJHl.feCTBeuuoe 10.0 mg I 10.0 Mr From 9.0mg to 11.0 mg of 
onpeAeJ1eu11e (100.5 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr AO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOpoJJaKa 
TpOMeTaMHH) (OT 90,0 AO 110,0 % OT 
3a.llBJleHH0ro KOJJW!eCTBa) B Ta6JJeTKe. 

13 Butylhydroxyanisole 0.0983 mg/tab I Not less than 0.042 mg/tab. I 
content I CoAepiKaH11e 0.0983 Mr B Ta6JJeTKe He MeHee 0,042 Mr B Ta6JJeTKe. 
6yTHJJrHApOKCHaHH30Jla 

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

Ilp11Mel.faHJ1e: Tipo.n)'KT C00TBeTcTByeT Tpe6oBaHH.IIM H,n: 3aKJJIOl.feune: 0,lJ;OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Tio.nroTOBJ1e1m: Pra 

1 
npoBep 110 : Pardeep ilpoBepeHo (AOK): O,no6peHo: O6ecne'-lem1e Ka'-lecTBa!OTBeTcTBeHHoe 

Rana Kumar Amit Kumar JIIIUO: 

~ ~ {\ ~~ -
Date / D ale/ Date I 'Date / :J--°I ... I !J--~ k½.-
)lam: 29.12.2025 ,[(am: 29.12.2025 )laTa: 29.12.2025 ,lJ;aTa: 

Registered Office : 8-2-337, Road No. 3, Banja ra Hills, Hydera bad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: m2il @drreddy,.com 

CIN : L85195AP1984PLC004507 
w ww.drreddys.com 

I 



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

CEPTH<l>HI<AT AHA.JIH3A 

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

·rel: :~19316G 56001-02 
,vww.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoL{y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKII, L{IICDeprnpyeMble B DOJIOCTII pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 
Batch No/ 

: V2502496 
Batch Quantity / 36,00,000 tab/ 

CepuH .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003243643 

Date of Analysis/ 29.12.2025 
AuaJiuTuqecKuii oTqeT .N'!! .Ll:aTa auaJiu3a 
Date of Manufacture/ : 12/2025 

Date of Expiry / 11/2027 
.Ll:aTa npOH3BOL{CTBa ro;::i;eu L{O 
Mfg. License No./ 

MA number:/ 
Ilpou3BOL{CTBeunaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIU3 npoBeL{eu no H.II:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTBepiK}];eua: 21.04.2025 

Pag-e 9 of 11 / C-rp. 9 m 11 
No 

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

14 Package description / 10 tablets m a blister of 10 tablets m a blister of (PA/ AL/PE with 
Onucauue ynaKOBKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HDPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. I ITo 10 rn611eTOK B 6m1cTepe 113 

information leaflet in a carton (ITAi AJ1/I13 C snarorrornonneneM/Il3BIT) 
pack. I ITo 10 Ta611eTOK B qJOJlbrH II (IT3/AJ1) qJOJlbrH. Ilo 1 IIJlll 
611ttcTepe ll3 (ITAi AJ1/I13 C 611ttcTepa BMeCTe C JlllCTKOM-BKJia)],bIIIIeM 
snaronornornTeneM/IT3B IT) rraqKy KapTOHHYJO. 
cponhrn / / (II3/ AJI) cponhrn. ITo 
2 6JlttCTepa BMeCTe c JlllCTKOM-
BKJla)],bIIIIeM B rraqKy 
KapTOHHyIO. 

* 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. 
* Ilpu BbtnycKe JieKapcTBeHHoro npenapaTa KOHTpOJib Ka'leCTBa no noKaJaTemo «M11Kpo6110J1ornqecKaH 
'IHCTOTa» npOBO)],HTCH ,11,JlH Ka,K,11,OH 2O-oit cepnu, HJlH ,11,JlH 0,11,HOH cepun B roL{, B 3aBHCHMOCTH OT Toro, 'ITO 

HaCTYDHT paHbUJe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: ITpo,nyKT cooTBeTcTByeT TPe6oBaHIDIM H.D: 3aKJ110'leune: O,[(OliPEHO 

Prepared by I 
Tio,11ro1'0BJJeHo: Prave1sh 
Rana 

~ 

IDate / 
:)].aTa: 29.12.2025 

Checked by / Checked by AQA) / Approved by: Quality Assurance/ Authorized person / 
nposepeuo: Pardeep ITpoaepe110 (AOI OAo6peHo: O6ecrreqem1e KaqecTBa!OTBeTcTBeHHoe 
Kumar Amit Kumar m1uo: 

~ ~ f ----..,,,--
I Date/ Date / 'Date I J_'j',.f}- r k)'J-!,,-

: ,Il;aTil: 29.12.2025 ,[(aTa: 29.12.~025 ,l],arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. Kh o!, 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 
llPOJO'KT: KeT0POJl 3iccnpecc (KeTOPOJl8K) Ta6JJCTKII, i:vrcnepnrJ)yeMble e U0JI0CTH pTa, 10 Ml' 
Market / PLIHOK : Russia / Poccm, 
Batch No/ 

: V2502496 Batch Quantity/ 36,00,000 tab/ 
CepuH.N'!! O6'beM cepuu 36,00,000 ra6 
Analytical Report No/ 

: 040003243643 
Date of Analysis / 29.12.2025 

AnaJinTuqecKnii 0T'leT .N'!! .l(aTa auaJinJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

.lJ:aTa OJ)OH3B0,l).CTBa ro,l).eH ,1).0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,!J.CTBCHHaH : MNB/05/263 

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

JIHQeH3HH .N°!! 
Analysis performed according ND: I AuaJIHl npoee,1J.eu no H,[t:: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeep~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HanMeuoeauue A~C: Ketorolac tromethamine / KeToponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KernponaK 
API manufacturer batch number/ 

ABSH001605 
HoMep cepuu UJ)0H3B0,!J.HTeJIH A ~c: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH npOH3B0,!J.HTeJIH FESA00218 
r.JI~: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlponJBO,!J.HTeJih A~C, cTpaua: )J;-p PeMH1C Jia6opaTOpHC )fr)].., l1H)].HH 
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 I MNB/05/263) I 
HauMeuoeauue, aApec, JIHQeHJHH .LJ.JIH )J;-p PeMM'c Jla6oparnp11c JlT,D;., l1H,D;MH, ITpoH3BO)],CTBeHHOe 
IlpouJBO.LJ.CTBeuuaH nJI01Qa,1J.Ka / IIJI01Qa,1J.Ka nop;pa3p;enettHe-6, BHnn. Kxonh, Hanarapx Poyp;, EaMH, ,l(McTpMKT 
KOHTJ)0JIH icaqecTBa / IIJIOIQa,l).Ka BhIDYCKa ConaH, x.n., 173205, l1H)],HH (nm:.{eH3HH HOMep MNB/05/263) 

Dcclnrntion of ccrtificntion: «I hereby certify that the above information i3 authentic and nccurnte. 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 / 
IlpnMe'lanne: Ilpo,nyKT cooTBeTcTByeT Tpe60BaHID1M H,D; 3aKJIIO'leune: O,U:OliPEHO 

Prepared by I 

Rana .

00.Qf OTOBJle HO: Pra1 s 

:,l];aTa: 29 .12.2025 
I Date/ 

Check d by I Checked by (AQA) I Approved by: Quality Assurance/Authorized person / 
TTpoBepe1-10 : Pardeep IlpoBepeHo ( OK): 0JJ.o6petto: 06ecrre'-lemi:e Ka'-!ecTBa/OTBeTcTBeHHoe 

Kumar J.-::-- Amit Kumar Jillll.O: if! ~ ---
' Date/ Oate/ 'Date / Q__.qr/)-r~~ 
: ,[(ara: 29. 12.20r ,ll,aTit: _9 .12.2025 ,D;ara: 

Registered Ofiice : 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Ema il: ma il@dm:>dclys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

] 



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

CEPTH <l>HKAT AHAJilI3A 

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

Te! : +91 98166 56001-02 

www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,z:i;y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .z:i;ucneprupyeMble B D0JI0CTH pTa, 10 Mr 
Market/ PhIHOK : Russia I Pocc1u1 
Batch No/ 

: V2502496 
Batch Quantity/ 36,00,000 tab I 

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

: 040003243643 
Date of Analysis / 

29.12.2025 
AuaJIHTH'leCKHii 0T'leT .N'!! .[{aTa auanu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
.[{aTa DP0H3B0,lJ;CTBa ro.z:i;eu ,11;0 

Mfg. License No./ 
MA number:/ 

1Ipott3BO,lJ;CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHIJ:eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee.z:i;eu no H.[{: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HuCTPYKfl:HH YTBep,K,11;eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKJUO'leHHe O C0OTBeTCTBHH: «HacT051ml1M 51 IIO.[(TBep)I{,n:aIO, qTO rrp11Be,n:eHHM BhIJJJe 11H<pOpMaIJ;Irn 51BJrneTC51 

.[(OCTOBepHOH. 11 rnqHOH.. 3Ta cep1151 rrpo,n:yKII1111 rrpOI13Be,n:eHa (BKJI1oqa51 yrraKOBKY (MapK11pOBKY) Ii KOHTpOJih 

Kaqecrna) Ha BhIJJJeyKa'.3aHHOH. rrpOI13BO.[(CTBeHHOH. IIJioma.n:Ke (rrJioma,n:Kax) B IIOJIHOM COOTBeTCTBl111 C 

Tpe6oBaHirnMl1 Ilpamrn Ha,n:Jie)I{ameH. rrpOI13BO.[(CTBeHHOH. rrpaKT11KI1 EBpa.311:H.CKOfO 3KOHOM11qecKoro COI03a 11 

Tpe6oBaH1151M11 KOHTPOJI5I KaqeCTBa JieKapcTBeHHhIX cpe,n:CTB, a TaK)I{e B COOTBeTCTBl111 co crreIIHqrnKaIJl151MH, 

co.n:ep)I{am11Ml1C51 B per11cTpaIIHOHHOM .[(OCbe CTpaHbI-11MIIOpTepa. 3arr11c11 ITO rrpO113BO.[(CTBY, yrraKOBKe 11 aHaJil13Y 

rrpoBepeHhI, 11 ycTaHOBJieHO 11X COOTBeTCTBHe Tpe6oBaHl151M IlpaBl1JI Ha,n:Jie)I{ameH. rrpOH3BO.[(CTBeHHOM rrpaKTl1Kl1 

EBpa.311:H.CKoro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqauue: Ilpo;zyKT coorneTcrnyeT Ype6oBaHIDIM H,ll, 3aKmo•1eune: O.lJ:OliPEHO 

Prepared by / 

Rana 
IloArOToBneHo:Prav1 h 

Date I 
)];am: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
nponepeRo: Pru-deep IlpoBepeHo (AOK): OAo6peHo: O6ecneqem1e Kaqecrna/OrneTCTBeHttoe 
Kumar Amit Kumar nnuo: 

~) ~ r~:- ,,, 

I 
Date / Date / !Date/ ;l-Cjr)).~2<>~ r 

)J;aTa: 29. 12_025 )J,a-ra: 29.12.2025 )];aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

] 




