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

CEPTH <I> HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(ho l, Nalagarh Ro3d, Baddi , 
Distt. Solan, H.P., 173 205, INDIA 

Tei: +9 i 9E: 16G S6G0.i.-G2 
1,vww. drreddys coin 

Product : :f(etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,llyKT: :f{eropoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,llHCneprupyeMble B UOJIOCTH pTa, 10 !\ff 

Market / FbtHOK : Russia / Pocc1rn 
Batch No/ 

: V2502207 
Batch Quantity/ 36,00,000 tab / 

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

: 890001848432 
Date of Analysis / 

27.11.2025 
AnaJiuT1f'tec1rnu oTqeT .N'!! liaTa auaJitt3a 
Date of Manufacture / 

: 11 /2025 
Date of Expiry / 

10/2027 
)laTa npOJJ3BO,llCTBa ro,lleH ,llO 
Mfg. License No./ 

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

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

JIHUeH3HH .N°!! 

Analysis performed according ND:/ AuaJin3 npoBe,a:eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUJIH YTBep)K)];eua: 21.04.2025 

Pag-e 1 of 11 / C-rp. 1 03 11 
No 

Test/ IToKaJaTeJib Results/ PeJyJibTaTbt 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 Kpyrnhie ITJ10CKl1e 
side. I Kpyrnhte nnocKtte Ta6neTKH c qiacKOH, CBeTJJO-)KeJlTOro UBeTa C 
rn6neTKH c qiacKott, caerno- rpaBHpOBKOM «I» Ha 0,11,HOM CTOpoHe. 
)KeJlTOro UBeTa C rpaBHpOBKOH 
«I» Ha 0,11,Hott cTopoHe. 

2 Identification/ IUenTu4'uicauusi 

Ketorolac I Kemop o.?a,, Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTpbr nornomemu1 HCITbrTyeMoro pacTaopa H 
pacTBopa CTaH;::i:apTHOro 06pa3ua KeToponaKa 
TPOMeTaMHHa ,1l,0JI)KHbl HMeTb MaKCHMYMhl npH 
0,1l,HOH H TOM )Ke ;::i:mrne BOJlHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMe'lanue: Tipo;::i:yKT cooTBeTcrnyeT TPe6oaamrnM H,n: 3aKJIIO'lenue: 0)1,0liPEHO 

Prepared by / 

no.nrornaneHo: Shivani 

hf 
D ate I 
Ana: 27.11.2025 

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

TTposepeHo: Pravesh ITposepeHo (AOK): 0.no6petto: 06ecneqem1e Ka l:f eCTBa!OTBeTcTBeHHoe 

Rana { Amit Kumar JIHUO: 

t~~ I 
~ 

/\-------
Date / Date / IDate / ,,,g ,-f I ,... z,o,t-
IJ.:m1: 27.1 L. 0 "i [lllTll' ?7 11 ?()?"i ~::lT::l ' 

Registered Office: 8-2-337, Road No. 3, Banja ra Hil ls, Hyderabad - 500034, Te langana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~~• 
CERTlFJ . TE OF AN L YSIS 

CEPTII<l>IIKAT AHAJilI3A 

Dr. Reddy's Laboratories Ltd 
Formulat ion Unit-6 
Viii. l<hol, f\l alr1 garh Roa d, Baddi, 
Distt. Sol an, H.P. , J73 205, INDIA 

WW\N.d rr.:::ddyc co rn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6neT1m, i.ncneprunvel\tble B noJIOCTH pra, 10 Mr 

Market / P1:.rnoK : Russia / Pocciu, 
Batch No/ 

: V2502207 
Batch Quantity I 36,00,000 tab I 

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

890001848432 Date of Analysis/ 27.11.2025 
AuanuTu<JecKHH oTqeT N!! .l(aTa auanu3a 
Date of Manufacture/ 

11/2025 Date of Expiry / 10/2027 
.[(aTa IlP0113BOi.CTBa r o;uen JlO 
Mfg. License No./ 

MA number:/ 
IlpouJBOJlCTBennaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npOBeAen no H.l(: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTpyKQHH YTBep,K,1J.ena: 21.04.2025 

Pa 1?:e 2 of 11 I CTp. 2 HJ 11 
No 

Test/ IloKa3aTeJJb Results/ PeJyJJ1:.TaT1:.1 Specification / HopMa 
.N'! 

Complies / CooTBeTcrnyeT 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 ynep)l(1rnamui OCHOBH0l"0 ITHKa Ha 
xpoMaTo,paMMe liCIThITyeMoro pacrnopa 
,UOJDKH0 C00TBeTCTBOBaTh speMeH11 
ynep)ImBaHIUI OCH0BHOl"O m-IKa Ha 
xpoMaTOl"paMMe pacTBopa CTaHnapTHOro 
06pa3ua KeTopoJiaKa TpOMeTaMHHa (pa3,UeJI 
«KoJIH'leCTseHHoe onpeneJiettHe» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Mel.fauue: IlponyKT coorneTcrnyeT rpe6osaHHHM HA 3aKJJ10l.feu11e: O,ll;OliPEHO 

Prepared by / 
no.uroroBJJeHo: Shivani 

f, 

:Aani: 21. 11.2025 
ID ate / 

Checked by / Checked by A QA) / Approved by: Quality A ssurance/ Authorized person / 

Ilposepetto: Pravesh □p0Bepe 1-10 (AOK): Ono6petto: O6ecne'-leHtte Ka'-lecTBa/OrneTCTBettuoe 

Rana 
, 

A mit K umar JIHU0: \~I .{ /\--,---
I Date/ Date/ IDate / ),-'J --! , ~ H)l,S 
: _n:arn: 27.11.2025 ,Ua-ra: 27.11._025 ,ll;aTa: 

Registered Offi ce : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga11 a, l11Jia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em ail : mail@drreddys.com 

CIN : L85195AP1984 PLC004507 
www.c.l rreddys.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 

Tel : +9i 0f.:l5S 56001-02 
wwvJ.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJzyJCT: KeTO POJT 31ccopecc (KeTopOJiaK) Ta6JieTKH, ,ll.HCnepn1pye1m>1c B D0JI0CTH pTa, 10 l\ff 

Market / PhlHOK : Russia / Poccm1 

Batch No/ 
: V2502207 

Batch Quantity/ 36,00,000 tab/ 
Ceunsi .M! O6'heM ccp1rn 36,00,000 Ta6 
Analytical Report No/ 

: 890001848432 
Date of Analysis / 

27.11.2025 
AnaJiuTu"<IecKuii oTqeT .M! )IaTa anaJinla 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 10/2027 

naTa Il[)0lllB0}lCTBa r o.neu ,u.o 
Mfg. License No. / 

MA number:/ 
IlponJBO.[J.CTBeuuasr : MNB/05/263 

HoMepPY 
: JIIl-.M!(004669)-(Pr-RU) 

JIUI.{eH3HR .M! 
Analysis performed according ND:/ AuaJIH3 npoBe,u.eu no H)l;: J1Il-.M!(004669)-(Pr-RU)-190224 
PIL version auurovcd: / HocTDVKD.Jrn yrnepiKJlCHa: 21.04.2025 

No 
.N'!! 

Test I IloKaJaTeJlb Results I PeJyJ1LTaTLI 

Paf!e 3 of 11 / ~Tp. 3 H3 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uiJpoKc11aH1130J/ 

Complies I CooTBeTcTByeT 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 

Remarks: The Product confirms to ND/ 

Ilp11Me11aune: IIpo.nyKT coorneTcrnyeT Tpe6osaHHHM Hl], 

Prepared by I Checked by/ Checked by (AQA) / 
no.zrrol'OBJ1e1m: Shivani f1poBepeHo: Pravesh [lposepeHo (AOK): 

Rana 

1 
Amit Kumar 

f1 I'_/.,--

peaks on the chromatogram of 
butylbydroxyani ole standard solution 
(''Butylhydroxyanisole content" section). / 
BpeMeHa y.nep)Kl-!Bamrn CTl1KOB 2-
6yTHflfH,[(pOKCttaHH30na H 3-
6yTHflrH.[(pOKCHaHH30na Ha xpoMaTOrpaMMe 
HCl1bJTYeMOro paCTBOpa ,[(Ofl)l(Hbl 
COOTBeTCTBOBaTb speMeHaM y.uep)KHBaHIDl 
11HKOB 2-6YTttnrn.npoKCttaml3oJia H 3-
6yTttnrn.npoKettaHH30na Ha xpoMarnrpaMMe 
pacrnopa crnH.napTHoro o6pa3ua 
6yT0nrn.npoKcttattmona (pa3.nen «Co.nep)Kam1e 
6YTHnrn.npoKCHaHJnona»). 

Conclusion : APPROVED / 
3aKmo11eune: 0.ll:06PEHO 

Approved by: Quality Assurance/ Authorized person / 
On.o6peHo: 06ecneqeHHe Kaqecrna/OrneTcTBeHHOe 

nwuo (i}ti. ~J' 

I 

Date/ D ate I 

I
IDatc/ 'Date/ 'J,z r l) ].-t.Wl; J )];an: 27.11.2025 T(;m1: ?.7.11.2025 )],am: 27.11.2025 J];aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga11a, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



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

CEPTH <l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii . Khol, Nalaga rh Ro ad, Baddi , 

Distt. Solc1n, H.P., 173 205, INDIA 

www.drreddys. co m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1J,y1n: :KeTopoJJ® '.:h:cnpecc (KeTODOJJaK) Ta6JJeTKU, ,l),UCDeprnnyel\lblC B UOJJOCTif DTR, 10 I\IT 

Market / Pi,rnoK : Russia I Pocc1u1 
Batch No/ 

: V2502207 
Batch Quantity/ 36,00,000 tab I 

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

890001848432 
Date of Analysis / 27.11.2025 

AnaJJuTu<JecKuii or<1eT .N'!! .l(aTa auaJiu1a 
Date of Manufacture/ 

11 /2025 
Date of Expiry/ 10/2027 

.UaTa np003B0,IJ,CTBa ro;uen }lO 
Mfg. License No. / 

MA number:/ 
Ilpou1B0,1J,CTBennau : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJiu1 npoBe,lJ,en no H)]:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKQHH yTBepiK,11,ena: 21.04.2025 

Page 4 of 11 / CTp. 4 m 11 
No 

Test I IloKaJaTeJJb Results/ Pe1yJ1bTaTbl Specification / HopMa 
.N"! 

3 Average weight/ Cpe.D,HHH 68.3 mg / 68.3 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 %; 
2/20 tablets - not more than ± 20%. I 

Uniformity of weight/ 
Complies / CoorneTcrnyeT 18/20 rn6neToK - He 6onee ± 10 %; 

0,1),HOpO.D,HOCTb MaCCbl 2/20 Ta6neTOK - tte 6onee ± 20 %. 

4 Disintegration time/ 00 min 21 sec / 00 MHH 21 ceK Not more than 3 min. / He 6onee 3 MHH. 
Pacna.naeMOCTb 

5 Dissolution / PacTsopemte Unit-1 / Ta6n-l 101 % Not less than 75 % (Q) of C1sHnN03•C4H11NO3 

Unit-2 / Ta6n-2 102 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sHnNO3•C4H11NO3 (KeroponaKa 

Unit-3 / Ta6n-3 100 % TpOMemMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 98 % 

Unit-5 / Ta6n-5 98 % 

Unit 6 / Ta6n 6 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHHe: Tipo,1J,yKT COOTBeTcrnyeT rpe60BaHrntM H~ 3aKJIJO'len1-1e: 0,lJ;OliPEHO 

Prepared by / 
n o11roroBJ1eHo: Shivani 

))1 

Date/ 
D:aTa: -7.11,2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ti ponepeHo: Pravesh IIpoBepeHO (AOK): O,uo6peHo: O6ecneqeH1-1e Kaqecrna/OrneTcrneuttoe 
Rana 

f 
AmitKmn~ , mruo: U>lV " ~ Date / Date/ IDate / 2/4 --ii r- yt>~ 

)]:am: 27.11.2025 D:am: 27.11.2025 ~am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Te langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mai l@drreddy,.com 

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



•·· Dr. Reddy's ~;• 
CERTIFICATE O ANA SIS 

CEPTHcl>HKAT 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nahcarh Rmd, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

1.1vwv1.d rred ciys .corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,a:vKT: .KeTOPOJl® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepr11pveMble B DOJlOCTII pTa, 10 Mr 
Market / P1>rnoK : Russia / Poccm1 
Batch No/ : V2502207 

Batch Quantity / 36,00,000 tab I 
Cermn .M! O6neM cemrn 36,00,000 rn6 
Analytical Report No/ 

890001848432 
Date of Analysis / 27.11.2025 

AnaJ1uT1P1ecKHH oTqeT .M! J:(aTa auaJ1n3a 
Date of Manufacture/ 11/2025 

Date of Expiry / 10/2027 
,lI;aTa npOH3B0,!J:CTBa roJ.lCH ,llO 
Mfg. License No./ 

MA number:/ 
Ilpon3BO,a:CTBennan : MNB/05/263 

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

JIHUeH3HH .M! 
Analysis performed according ND:/ AuaJ1u3 npoBe,a:eu no H,ll;: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTpyKu.un YTBep,KJJ;eua: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No 

Test/ IloKa3aTeJJb Results/ Pe3yJJbTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
)],ucnepcuocTb sieve 1S formed. I O6pa3yeTCll O,[\HOpO,ll,Hal! 

cycneH3Hll, npoXOL\l!lll_al! CKB03b ClfTO C 
pa3MepoM ornepcrntt 710 MKM. 

7 Impurities/ IlpuMecu 

I -hydroxy analog of 0.0041 % not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / 
1-rH,ll,pOKCHaHaJIOr 
KeToponaKa 

1-keto analog of ketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e,[\HHH4Hall 
HeH,ll,eHTH~HUHpoBaHHall 
npHMeCb 

total impurities I 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa rrp11Mecei% 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'!auue: Ilpo,n:yKT coorneTcrnyeT Tpe6osaHHllM H.Zl: 3aKJJIO'leuue: 0)],0liPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.a.roToeneHo: Shivani rJpoBepeRo: Pravesh f1posepeH'0 (AOK): O.n.o6peHo: O6ecrre11em1e Ka'!ecrna/OrneTCTBeHHOe 

Rana 

1 
Amit Kumar 

\ mu10 ~ } b U-:, )<, f\ / ---

I 

I 

Pa1e/ Pate/ Date/ rate/ J.g.---i)~n.,~ J ,71/tTcl' ?7 11 ?O?'i ,TT,,rrw 7.7 .11.202.'i .n:ara: 27.11.2025 mna; 

Registered Office: 8-2-337, Road No. 3, Banjar<1 Hills, Hyderabad - 500034, Telangan cJ, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em.iii : mail@drreddya.com 

CIN : L85195AP1984PLC004507 
www.drrc,ddys.com 



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

CEPTH<I>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii . Kho!, Nalaga rh Road, Baddi, 

Distt. Solr1n, H.P., 173 205, li-JDIA 

: 2 ! : 0-9 :l 9':' J hr=, c;r=;nn 1 -fl :! 

wwv1 d1-recidvc: .com 

Product : J<etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
1Ipo.[1,y1u: J\cTOpoJI® 31..:cnpecc (KCTOpOJiaK) Ta6JICTKII, .[l,IICnepr11pyel\1bJe B UOJIOCTJI pTa, 10 Mr 
Market / PhIHOK : Russia I Poccm1 
Batch No I 

: V2502207 
Batch Quantity/ 36,00,000 tab / 

CepuH N2 O6neM cepuu 36,00,000 rn6 
Analytical Report No/ 

890001848432 
Date of Analysis / 

27.11.2025 
AnaJiuTu<JecKHii oTqeT N2 ,l(aTa anaJiu3a 
Date of Manufacture / 

11 /2025 
Date of Expiry / 10/2027 

)l;aTa npOJf3B0.[l,CTBa ro.[l,eH .[1,0 
Mfg. License No./ 

MA number:/ 
11poH3B0.[l,CTBeHHaH : MNB/05/263 

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

JIHIJeH3HH N2 
Analysis performed according ND:/ AnaJiu3 npoBe.[l,eu no H)];: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKIJHH yrnep;KJJ,eaa: 21.04.2025 

Page 6 of 11 / CT)). 6 m 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJibTaTbl Specification/ HopMa 
}fa 

8 Water content/ 2.2 % Not more than 7.0 %. / 
Co/1,ep:arnHue BO/J,bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'fHble opraH1t'feCKHe pacTBop11TeJiu 

Isopropyl alcohol / 12 µg/tab / Not more than 350 µg /tab. I 
I11onponaHoJI 12 MKr B Ta6JieTKe He 6onee 350 MKr B Ta6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqaHue: ITpo.uyKT COOTBeTCTByeT Tpe60BaH1-!HM H.rt: 3aKJIIO'feHue: O,L(OliPEHO 

Prepared by / 
ITo/J,roTOBJieHo: Shivani 

~7 
Date / 
.rt:arn: 27.11.2025 

Checked by/ Che ked by (AQA) / Appro cd by: Quality Assurance/ Authorized person / 
ITpoBepeHo: Pravesh TTpoBepeHo (AOK): OAo6peHo: O6ecnetiem1e Katiecrna/OrneTcTBeHHoe 
Rana .( Amit Kumar / \ Jll lll,O: y~' /\_,/< 

I 

;i,, 

Date I Date / !Date/ '½J _ __, ,- )/4 vr 
.rt:arn: 27.11.2025 .rt:arn: 27.11.2025 .rt:arn: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hills, Hyde1 a bad - 50003-'I, Tc l:mgan;i, indiJ 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em ail : mai l@drreddy3.com 

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. 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 

Toi : +91 9P I fin C,f,Q(} 1-02 
www.drreddys.com 

Product : :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.11;yKT: J(e-ropoJI 3Kcnpecc {KeTopoJJaK) Ta6JJeTKll , ,l(llCOepn m veMLie s UOJIOCTH pra, 10 Ml' 
Market / PhrnoK : Russia / Poccm1 
Batch No/ 

: V2502207 
Batch Quantity/ 36,00,000 tab/ 

CepnH .N'!! O6'heM cepnn 36,00,000 Ta6 
Analytical Report No/ 890001848432 

Date of Analysis / 27.11.2025 
AuaJinTn<1ecKnn or-1eT .N'!! .l(aTa auaJinJa 
Date of Manufacture / 

11/2025 
Date of Expiry / 10/2027 

.l(aTa npoll3B0,l.J,CTBa roi::.eu ).J,0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0).J,CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npose,l.J,eu no H.l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTPYKU:HH YTBep;K,l.J,ena: 21.04.2025 

Page 7 of 11 / C'l'p. 7 m 11 
No 

Test/ IloKaJaTeJJb Results/ Pe1yJJbTaTbl Specification / HopMa 
.N'!! 
10 Microbiological purity*/ MnKpo6noJJOrH'lecKaH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee qttcrro He 6orree 103 KOE/r; 
a1po6HblX MHKpo-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6mee qttcrro He 6orree 102 KOE/r; 
Apm,oKeBblX II rrnecHeBblX 
rptt60B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TCYTCTB!le B 1 r. 

11 Uniformity of dosage units / 3.5 Acceptance value (AV) not more than 15.0 
O)],HOpO)],HOCTb TioKa3aTeJib nptteMrreMOCTII (AV) .UOJDKeH 6bITb 
,[J,03Hp0BaHHblX e.11.nunu: He 6orree 15,0. 

Remai-ks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laHtte: Tipo.11.yKT COOTBeTCTByeT TPe6oBaHHJIM H,D. 3aKJJIO'leutte: O,ll.OEPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tio.11.roTOBJJe J-10: Shivani TipoBepeuo: Pravesh npoaepeHo (AOK): O.11.06peHo: O6ecneqeHtte Kaqecrna/OrneTCTBeHHoe 

Rana Amit Kumar JIHU.0: 

I\ »~ K i ~~ J 
Date I Date I Date I IDate I ')1> -u ,._ LO K 
,D.arn: 27.11.2025 ,D.arn: 27.11.2025 ,D.arn: 27.11.2025 ,D.arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyder3bad - 500034, Telangilna, indiil 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· 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: +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:yKT: :KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i:ucneprupyeMbie B IlOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2502207 

Batch Quantity/ 36,00,000 tab/ 
Cepu» .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ : 890001848432 

Date of Analysis / 27.11.2025 
AuaJiuTu.,ecKHH oTqeT .N'!! Jl:aTa auaJlu3a 
Date of Manufacture / : 11/2025 Date of Expiry / 10/2027 
JJ:aTa npoU3BO/l:CTBa ro;::i:eu ;::i:o 
Mfg. License No./ 

MA number:/ 
Ilpon3BO/l:CTBeuua» : MNB/05/263 

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

JlHIJeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe,i::i:eu no 11,lJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTPYKIIHH YTBep,K,1J;eua: 21.04.2025 

Pae:e 8 of 11 / C-rp. 8 m 11 
No Test/ IloKa3aTem, Results/ Pe3yJibTaTbl Specification / HopMa x~ 
12 Assay / KoJIHl.feCTBeuuoe 9.8 mg/ 9.8 Mr From 9.0mg to 11.0mg of 

onpeJJ,eJieuue (98.0 %) C1sH13N03•C4HllN03 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sH13N03•C4H11N03 ( KernponaKa 
TpOMeTaMHH) (OT 90,0 )],O 110,0 % OT 
3a11:BJieHHOro KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0932 mg/tab I Not less than 0.042 mg/tab./ 
content I CoJJ,ep,,rnuue 0.0932 Mr a Ta6JieTKe He Mettee 0,042 Mr B Ta6JieTKe. 
6yTHJirHJJ,pOKCHaHH30Jia 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMelfauue: IlpoJJ.yKT cooTBeTcTByeT rpe6oaaHlliIM H,U 3aKJitOlfeuue: O)];OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITo.n.rnToancrno: Shivani IIpoeepeHo: Pravesh IlpoeepeHo (AOK): ~i:peao, 06eorreseHHe~~n,orcn eHHo 

Rana 1-7 Amit. Kumar 

)>r (\/ ~ 
Date/ Date I Date / !Date / ~ .-f 1,- l.,OV(° 
,n:arn: 27.11.2025 ,Uarn: 27.11.2025 ,Ua..i: 27.11.2025 ,Uarn: 

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

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

CEPTII <I> ID{A T AHA.Jlll3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<ho l, Nalc1ga rh Road, Baddi, 

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

wwv1.d rreddys. co rn 

Product : :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO,IJ,YKT: :KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J,HCneprupyeMble s IIOJIOCTII pTa, 10 (\If 

Market / PLIHOK : Russia I Pocc1-rn 
Batch No/ 

: V2502207 
Batch Quantity / 36,00,000 tab I 

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

890001848432 
Date of Analysis / 27.11.2025 

AnaJiuTn'leCKHii 0T'IeT N2 ,L{aTa auaJiu1a 
Date of Manufacture / 

: 11 /2025 
Date of Expiry / 10/2027 

JI:aTa npoDJBO,/J,CTBa ro)J,eH )),0 

Mfg. License No./ 
MA number:/ 

llpou1eo,1J,CTBennaH : MNB/05/263 
HoMepPY 

: JIII-N2(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according ND:/ Anamn npoee,1J,en no HJI:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTpyKQHH yrnep:1K,1J,eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 m 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification/ HopMa 
X!! 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (P Al AL/PE with 
Onucanue 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. / ITo 10 rn6neTOK B 6m1CTepe H3 

information leaflet in a carton (TTA/ AJI/IT'.3 C enaronornornTeJieM/IT3BIT) 
pack. I ITo 10 Ta6JieTOK B q>OJibfH II {IT'.3/AJI) q>OJibrH. ITo 1 HJIH 
6JIHCTepe 113 (ITAi AJI/IT'.3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJJa)lblllleM 
snaronornoT1neneMIIT3B IT) nal.!KY KapTOHHYJO. 
qionbrn II (IT'.31 AJI) cponbrn. no 
2 6JIHCTepa BMeCTe c JIHCTKOM-
Bl<Jla)lblllieM B nallKY 
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 BbrnycKe JieKapCTBeHHOrO npenapaTa KOHTpOJib Ka'leCTBa no noKa3aTeJllO «M11Kp06HOJIOrH'leCKaH 
'IHCTOTa» npOBO,!J;HTCSI ,!l;JISI Ka?K)J.011 20-ou cepnu, HJIH ,!l;JISI O,!J;HOM cepuu B ro,!I;, B JaBHCHMOCTH OT Toro, 'ITO 
HacTynHT panbme. 

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

1Ip11Me'laHue: TTpotJ:yKT coorneTcrnyeT rpe6osaHIDJM H.D: 3aKmoqenue: O.D:OliPEHO 

Prepared by / 
TTOtJ:fOTOBJieHo: Shivani 

f~ 
Date I 
.D:arn: 27.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpoBepeHo: Pravesh ITpoBepeao (AOK): O.D.o6petto: O6ecneqe1n 1( aqecTsa/OTBeTcTBeHHoe 
Rana 

{ 
Amit Kumar JIMUO: 

r----....-
Date / Date / IDate / 9,,,,g, .--{ / r- l C 'Y\ 
Aani: 27.11.2025 ,.a:arn: 27.11.2025 .D:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyde raba d - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail @drreddys.com 

CIN: L85195AP1984PLC004507 
www.ctrreddys.com 
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Dr. Reddy's La boratories Ltd. 
Formulation Uni t-6 
Viii. l(hol, Nc1lagarh 11oc1d, Baddi, 
Dist t. Solan, H.P., 173 205, INDIA 

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A www.drrec.idys.co rn 

Product : :Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J,yKT: J(eyopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, )J,IICUeprupyeMble B DOJIOCTII pTa, 10 Mr 
Market / P1>rnoK : Russia / Pocc1,rn 
Batch No/ 

: V2502207 
Batch Quantity/ 36,00,000 tab I 

Cep11H .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 890001848432 
Date of Analysis / 27.11.2025 

AuaJJnTu<JecKHH OT<teT .N'!! .IJ:aTa auaJJuJa 
Date of M~nufacture / 

: 11/2025 
Date of Expiry / 10/2027 

):(aTa npOl-13B0)],CTBa ro)J,eH )J,O 
Mfg. License No. / 

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

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

JIHqeuJHH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe)J,eu no H):(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IfucTPYKQHH YTBep~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 m 11 
API name/ HauMenoBanue A<l>C: Ketorolac tromethamine / KeToponaKa TpoMeTaMliH 
INN / l\llIH: Ketorolac / KeTOponaK 
API manufacturer batch number/ 

ABSH001414 
HoMep cepuu npouJBO)J,HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepnu cy6cTanq1m npouJBO)J,HTeJIH FESA00170 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlponJBO)J,HTeJib A<l>C, cTpaua: ,D;-p Pe)J,)J,H1C Jla6opaTOpHc JlT)J,., I1H)J,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 
HauMenoBanue, a)J,pec, JiuqeuJHH )J,JIH ,D;-p Pe,11J\H ' c Jla6oparnpttc JlT.D,., I1H.l1.H.st, I1poH3BO)],CTBeHHOe 
IlpoH3B0)J,CTBenuaH DJIOiqa)J,Ka / IlJiorqa)J,Ka no.D,paJ.D,eneHHe-6, Bttnn. Kxonh, Hanarapx Poy)]., EaMH, ,Il;ttcTpHKT 
KOHTPOJIH Ka<teCTBa / IlJIOiqa)J,Ka BblUYCKa ConaH, X.IT., 173205, I1H)].H51 (11m-1.ett3H.st ttoMep 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, 
pf-l~hteine f-lnci testine; rnmrcls r1rn verifiecl r1nci their compli:mce with Gooci Mf-ln11fact11ring Practice of the Eurasian 
Economic Union is established». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe<tauue: IlpOAYKT cooTBeTcTByeT T)Je6oBaHIDIM H,ll; 3aKJJIO'lenue: O,ll,OliPEHO 

Prepared by / 
Tiot1,roTOBJieHo: Shivani 

~1 
!Date / 
1 ,ll;arn: 27.11.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
OpoBepeHo: Pravesh TTponepeHo (AOK): Ot1,06peHo: 0 6ecne,1e1,me Ka'!ecTBa!OTBeTcTBeHHOe 
Rana ,f AmitKumar \ 

llHUO ~ v 
!'/ ~ 

Date / Date / 'Date I ~ •--\' ,.._ )..,(l iy 
,ll;arn: 27.11.2025 AaTa~ 27.11.2025 ,ll;arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderaba d - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il : ma il@drred dys.com 

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

CEPTM <I> HKA T AHAJil13A 

Dr Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(hol, Nalagarh Ro :i d, Baddi, 

Dist t. Solan, H.P., 1 T3 205, INDIA 

' !✓ \'JVi.drrecidy s corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: l(eTopoJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JJeTKH, AHCneprupyeMble B UOJJ0CTII pTa, 10 !\ff 

Market / P1:.rnoK : Russia I Pocc1-rn 

Batch No/ 
: V2502207 

Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6'heM cepuu 36,00,000 Ta6 

Analytical Report No/ 
: 890001848432 

Date of Analysis / 27.11.2025 
AnaJJuTu'lecKHH OPteT .M! JlaTa anaJiuJa 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
,lJ;aTa npOll3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBennaH : MNB/05/263 

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

Jitt .. euJHH .M! 
Analysis performed according ND:/ AnaJJHJ npOBeAeH no H,z:i:: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPYKU:HH yTsep,K)],ena: 21.04.2025 

Page 11 of 11 / CTp. 11 u3 11 
3aKJUoqeune O C00TBeTCTBHH: «HacTOSJI.I.IHM SJ IIO)],TBep)K,UaIO, Y.JTO rrpHBe)],eHHa5I BhIIIIe HHcpopMar.vrn 5IBn5IeTC5I 

)],OCTOBepHOH 11 TOY.JHOH. 3rn cepH5I rrpo;::t;yKI.IHH rrpOH3Be)],eHa (BKnIOY.JM yrraKOBKY (MapKHpOBKY) H KOHTPOnh 

KaY.JeCTBa) Ha BhIIIIeyKa3aHHOH rrpOH3BO)],CTBeHHOH rrnoI.I.Ia)],Ke (rrnoI.I.Ia,UKax) B rronHOM COOTBeTCTBHH C 

Tpe6oBaHmIMH ITpaBHn Ha,n:ne)KaI.I.IeH rrpOli3BO,UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMHY.JeCKOrO COI03a M 

Tpe6oBaHH5IMH KOHTpom KaY.JeCTBa neKapcTBeHHhIX cpe;::t;CTB, a TaK)Ke B COOTBeTCTBHH co crreI.ImpHKaI.IH5IMH, 

co.uep)KaI.I.IHMHCSJ B perHCTpaI.IHOHHOM )],OCbe CTpaHbI-HMIIOpTepa. 3arr11c11 no rrpOH3B0,UCTBY, yrraKOBKe H aHanH3Y 

rrpoBepeHbI, H ycTaHOBneHo HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHn Ha,n:ne)KaI.I.IeH rrpoH3B0,UCTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHY.JecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe1.J:aHue: ITpo,nyKT coorneTcrnyeT TPe6osaHHllM H,l]; 3atcJ1101.J:eHue: 0,lJ,OliPEHO 

Prepared by/ 
Ilo.nroTos11etto: Shivani 

/>~ 
Date/ 
)J,aTa: 27.11.2025 

Checked by / Checked by AQA / Approved by: Quality Assurance/ Authorized person I 
nposepe1m: Pravesh TTposepetto (AOK): O.no6petto: O6ecneqij· He KariecTBa/OrneTCTBeHHoe 
Rana 

j 
Amit K umar 1muo: ~ ' 

j\.../,,,--
Date I Da.te I !Date/ }8-·q ,- t-0 ~ 
,[{aTa: 27. 11.20_5 ;Qarn: 27.11.2025 ,l];arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hydera bad - 500034, Telang<1 11 <1, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em ai l: mailtilclrreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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