
•·· 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 

Tel: +9198166 56001-02 

www.drreddvs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJWKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,11;ucneprupyeMhle e UOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia I Poccmr 

Batch No/ 
: V2600767 

Batch Quantity/ 36,00,000 tab/ 

Cepua .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003365231 
Date of Analysis / 

13.04.2026 
AuaJIHTHIJecKuii OTIJeT .M! llaTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
l{aTa npouJBO,LJ;CTBa ro,11;eu ,LJ;O 
Mfg. License No. / 

MA number:/ 
IIpoHJBO,UCTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,ueu no IUJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH yTBep)K,[{ena: 21.04.2025 

Pa2:e 1 of 11 / CTp. 1 HJ 11 
No Test/ IloKa3aTeJJb Results/ Pe3yJJbT3ThI Specification / HopMa 
,N'Q 

1 Description/ Onucauue Light yellow round flat beveled Light yeUow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnhre nJJ0CKHe 
side. I Kpyrnhre nnocKHe rn6neTKl1 c q>aCKOH, CBeTJJO-)l(eJJTOro l(BeTa C 
Ta6JJeTKl1 c q>aCKOH, caerno- rpaB11poaK011 «I» Ha O,!J.HOH crnpoHe. 
)l(eJJTOro l(BeTa C rpaBHpOBKOH 
«I» Ha O,!J.HOH CT0pOHe. 

2 Identification/ 1-1,!J.euTn<l>nKauusi 

Ketorolac I KemoponaK Complies / CooTBeTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Yet>-
cneKTpbI nornomeHm1 11cnhnyeMoro pacrnopa 11 
pacrnopa CTaH,!!.apTHOro 06pa1ua KeToponaKa 
TpOMeTaMl1Ha ,!J.0JJ)l(Hbl 11MeTb MaKCHMYMbl npH 
O,!J.HOH 11 TOH )Ke ,!J.JJHHe B0JJHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lattue: IIpo,!!.yKT coorneTcTByeT TPe6oBaHIDIM H,ll; 3aKJ110'lettue: O,L(O.EiPEHO 

Prepared by / 

noArOT0BJJeHo: hagun 

?j 
Date I 
,ll;arn: 13.04.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tlponepe1-10:Prave h OpoaepeHO (AOK): OAo6p~ H • O 6ecne4em1e Ka,ecTBalOTBeTcTBeHHOe 

Rana j Amit Kumar JJH uo: , l c..e-vv VV"'I 

{\---;_ 
/).~ 

Date / D ate / Date I l t? ~ ~l';b 1,G 
,!J,aTa: '13 .04.2026 .[{aTa: 13.04.2026 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hii is, Hyderabad - 500034, Telanga na, India 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.r.om 



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

CEPTH~HKATAHAJilI3A 

Dr. Red dy's Laboratories Ltd . 
Formulation Unit-6 
Vii, . Khol , Nalagarh Road, Baddi, 
0 sL So iar;, H.P. , 173 205, INDIA 

Te l : +91 98:,66 56001-02 

www. c;-1e:fovs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble e UOJIOCTH PTa, 10 Mr 
Market/ PLrnoK : Russia / Poccm1 

Batch No/ 
: V2600767 

Batch Quantity/ 36,00,000 tab I 
CepuH .M, O6'beM cepun 36,00,000 Ta6 
Analytical Report No/ 

: 040003365231 
Date of Analysis / 

13 .04.2026 
AnaJIHTH'leCKHH OT'leT .N'!, ,ll;aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,UaTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlpouJBOACTBennaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJin3 npoeeAeH no H,11;: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKQHH yTeep~eua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbt 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 BpeMJI y,nep)l<11BaHID1 OCHOBHOro JIHKa Ha 
xpoMaTorpaMMe 11crrhnyeMoro pacTBopa 
.UOJDKHO COOTBeTCTBOBaTb BpeMeHH 
y.uep)KHBaHHj{ OCHOBHOro JIHKa Ha 
xpoMarnrpaMMe pacTBopa crnH,napTHoro 
o6pa3ua 1<ernpona1<a TPOMeTaMHHa (pa3,nen 
«KonwrncTBeHHoe orrpe,nenemie» ). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe<faHne: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHHJIM H.D: 3aKJJJO<Ieune: 0,[(0liPEHO 

Prepared by / 

n o.nroTosneHo: Shagun 

9v 
Date I 
)];am: 13 .04 .2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
IlpoBepeHo:Pravesh CTposepeFTO (AOK): O.uo6p~· 0 6ecne4eHHe K31.J eCTBa/0rneTCTBeHHOe 
Rana { Amit Kumar ! 

0 . 
mmo: • ~V"'I 

~ ,.-/\--

) 

/7~ 
Date / Date I Date I \ '{/ \~~'vi:;> 
)],am: 13 .04.2026 )];am: 13.04.2026 )];am: / 

Regist ered Office: 8-2-337, Road No. 3, Banjarc0 Hiils, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F;ix : +91 40 4900 2999, Ernail: mai l@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTHWIIKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
\/ii;. Kr.ol, l\aiagarh Road, Baddi, 
o:st~. Soicin, :-1. P., 173 205, INDIA 

Tei : +91 92\6:3 56001-02 
www.c.r reo dy.;.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpouyKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKn, uucneprupyeMLie B noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 
Batch No I : V2600767 

Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O6-LeM cepuu 36,00,000 Ta6 
Analytical Report No I Date of Analysis / 
AnaJIHTH'lecKuu 0T'leT .M! 

: 040003365231 
,UaTa anaJiu3a 

13.04.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

,UaTa npOU3BOUCTBa roueu uo 
Mfg. License No./ MA number:/ 
Ilpou3BOUCTBeuuaH : MNB/05/263 

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

Jiuueu3HH .M! 
Analysis performed according ND:/ AuaJiu3 npoBeueu no H,ll;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HucTPYKUHH YTBep~eua: 21.04.2025 

Page 3 of 11 / CTJ>. 3 03 11 

Test/ IloKaJaTeJih Results/ Pe1yJihTaThI Specification/ HopMa 

Butylhydroxyanisole I 
EymuJ12uopoKcuaHU30fl 

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.nep)l(1rnamu1 m1K0B 2-
6yTHJirH.npoKcHaHH30Jia H 3-
6yTHJlrH.1lpOKCHaHH30Jia Ha xpoMaTOrpaMMe 
HCIThlTyeMOro pacrnopa )l0JI)l(Hhl 
COOTBeTCTBOBaTb BpeMeHaM y.nep)l(HBaHHJI 
ITHKOB 2-6yrnnrn.npoKCHaHH30Jia H 3-
6YTHJirH,1lpOKCHaHH30Jia Ha xpoMaTorpaMMe 
pacTBopa cTaH.napTHoro 06pa3ua 
6YTHJirH.1lpOKCHaHmona (pa3.nen «Co)lep)l(aHHe 
6YTHJirH.1lpOKCHaHH30Jia» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'laHHe: flpo.nyKT COOTBeTcTByeT Tpe6oBaHHJIM H.D: 3ai<mO'leHne: O.LJ:OliPEHO 

Prepared by / 
TTonroTOBJieHo: Shagun 

-,'V 

Date/ 
.I(aTa: 13.04.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
npooepeHo:Prave h npoBepeHo (AOK): O.n.o6p~ ~ : O6ecnetJeHHe

0
Ka'-!eCTBalOTBeTCTBeHHoe 

Rana j Amit Kumar nauo: f \C..OVU nr-

I'~ /j\)\ ~ 

Date / Date / r;>ate/ \ \ Cl){ '1/'° 'J:, 
.D:aTa: 13.04.2026 ,UaTa: 13.04.2026 ,Ua-ra: L~ 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034,. 1elangana, India 
Tel: +9140 4900 2900, Fox: +91 40 4900 2999, Erna ii: mail@drreddys.com 

CIN: L85195AP1984PLC00450r 
www.drreddys.com 



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

CEPTII <I> IIKA T AHAJIII3A 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-6 
\/ii i. Khol, \\!a iagarh Road, Baddi, 

t):st:. Soiar;, d ,P., 173 205, INDIA 

Tel . +91 98'.! G,:i 56001-02 

. ' . , www c -rejd";; co m 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,L.VKT: KCTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .i:.ucneprupyeMhIC B DOJIOCTU pTa, 10 Mr 
Market / PhIHOK : Russia I Poccrrn 

Batch No I 
: V2600767 

Batch Quantity/ 36,00,000 tab/ 
Cepm1 .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003365231 
Date of Analysis / 

13.04.2026 
AuaJIUTHtJecKuii OTtJeT .M! ,[{aTa auaJiu1a 
Date of Manufacture/ 

: 03/2026 
Date of Expiry / 

02/2028 
.ll,aTa npOH3BOACTBa ro.r.eu AO 
Mfg. License No. / 

MA number:/ 
Ilpou1so.r.cTBeuuaH : MNB/05/263 

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

JIHU:CH3HH .N'!! 
Analysis performed according ND:/ AuaJinl npose.i:.eu no H)];: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTDVKU:HH yTBCP'.lKJI.eHa: 21.04.2025 

Page 4 of 11 / CTJl. 4 u1 11 
No 

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

3 Average weight/ Cpe/lHSUI 69.9 mg I 69,9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr /l0 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 I CoorneTcrnyeT 18/20 Ta6neTOK - He 6onee ± 10 %; 

0/lHOpO/lHOCTb M3CCbl 2/20 rn6nernK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna)laeMOCTb 

00 min 24 sec / 00 MHH 24 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution I PacTBopeutte Unit-I/ Ta611-l 99 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 100% 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOp0JlaKa 

Unit-3 / Ta6n-3 100% rpoMeTaMHH) '!epe3 15 MHH. 

Unit-4 I Ta6Jr-4 100 % 

Unit-5 I Ta6Jr-5 101 % 

Unit-6 I Ta6J1-6 101 % 

Remarks : The Product confirms to ND/ Conclu .ion : APPROVED / 
IlpuMe'lauue: ITpo/lyKT coorneTcrnyeT Tpe6osaHHJIM H.ZJ: 3aKmo1.1e11ue: 0)1,0liPEHO 

Prepared by / 
IToArOT0BneHo: Shagun 

7V 
Date/ 
,[(am: 13.04.2026 

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

ITposepeHo:P7 av sh ITposepeHo (AOK): OAo6peHo: O6ecne'lem1e Ka'lecrna/OrneTCTBeHttoe 
Rana Amit Kumar m1uo: ~J.tl).\~V"I 

"".---" /J e ~ ,,.,---

Date/ Date/ Date/ ( ' Of;0>i,b .ZJ:arn: 13.04.2026 ,ZJ;arn: 13.04.2026 ):laTa: -
Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034 .. Telangana, India 

Tel: +91 40 4900 2900, Fux: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTM~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vii L Khol, Na:aga rh Road, Baddi, 
0 :st~. Soi an , HP., 173 205, INDIA 

Tel : +9 192'.,63 56001-02 
www.c,rredd ys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)WKT! KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, AHCneprupyeMbie B UOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Pocc1rn: 

Batch No/ 
: V2600767 

Batch Quantity I 36,00,000 tab/ 
CepuH .N"!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003365231 
Date of Analysis / 

13.04.2026 
AuaJJHTH'lecKuii OT'leT .N'!! ,lJ;aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

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

MA number:/ 
Ilpou3B0ACTBeuuaH : MNB/05/263 

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

JIHQCH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKU:HH YTBep~eua: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbt Specification / HopMa 
.N'!! 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,n:ucnepcHocTb sieve is fanned. I O6pa3yeTCH O.UHOpO.UHan 
cycneH3HH, npoxo.unman CKB03h Cl1TO 
pa3MepoM OTBepcrni1710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / H1-n1<e npe.uena 06Hapy)KeH1u1 
1-rn.upoKCHaHaJIOr (ITO = 0,0010 %) 
KeToponaKa 

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

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e.u11Hwrnan 
Heu.ueHTl1~11UHpOBaHHaH 
npHMeCb 

total impurities / 0.0493 % not more than 1.0 %. / He 6011ee 1,0 %. 
CYMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHue: ITpo.uyKT C0OTBeTCTByeT Tpe6oBaHUHM H)]; 3aKJIIO'leuue: O)];OliPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person/ 
no.uroTos11eHo:Shagun 

~;v 
Date I 
)];am: 13 .04.2026 

nposepeHo:Pravesh flpoBepeHo (AOK): O.!1.06pe1-10: O6ecne'lem1e Ka11ecrna/OrneTcTBeHHoe 
Rana /_ Amit Kumar n11u.o: ~ lc.a-tM'vv1 

I'~ /J O\~. 
Date/ Date/ Date/ \ ,0~~1,-h 
)];am: 13.04.2026 )];am: 13.04.2026 )];am: 

./ 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034_. Telangana, India 
Tel : +91 40 4900 2.900, F;:ix: +91 40 4900 2999, Email: mail@drreddys.com 

C\N: L85195AP1984PLC004507 
www.drreddys.com 
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••· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kr.ol, Naiagarh Road, Baddi, 
o:st:. Soian, H.P., 173 205, INDIA 

Tel : +91 98'.L6o 56001-02 
www.c.r re ::'.ov.:.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT! KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprunveMbie B U0JI0CTH pTa, 10 Mr 
Market / PLIHOK : Russia I Pocc1-rn 
Batch No/ : V2600767 

Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6'heM ceouu 36,00,000 rn6 
Analytical Report No/ : 040003365231 

Date of Analysis / 
13.04.2026 

AuaJIHTHIJecKun OT'leT .N'!! llaTa auaJiu1a 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

,n:aTa DPOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IIpottlBOACTBenuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHl npoue,[(eu no H,n:: JilI-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH yrnep,KJJ,ena: 21.04.2025 

Page 6 of 11 / CTp. 6 u1 11 
No 

Test/ IloKa3aTem, Results/ Pe3yJ11>TaTbt Specification / HopMa 
.N'!! 

8 Water content/ 2.3 % Not more than 7 .0 %. / 
Co.[{epm:aune B0L{bI He 6onee 7,0 %. 

9 Residual solvents / OcTaTO'iHbte oprauuqecKne pacTBOpnTeJJn 

Isopropyl alcohol / 5µg/tab / Not more than 350 µg/tab. / 
1-boriponauon 5 MKr B rn6neTKe He 6onee 350 MKr B m6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'ianue: TTpoAyKT coorneTcTByeT Tpe6oBaHIDIM HA 3aKJJIO'ieuue: O)1.OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TTo.uroTOBJJeHo: Shagun 

c;v 

Date/ 
)]:am: 13.04.2026 

TTpoBepeHo:Pravesh npooepetto (AOK): O,uo6peHo: O6ecnelfem1e KalfeCTBa/OrneTcTBeHHoe 
JIH UO: ~ tCGvv1wi • Rana Amit Kumar I' 

,Ji_ /'-~ /)v_lfB_~~ 
Date I Date I Date I \ 
)]:am: 13.04.2026 }];am: 13.04.2026 }];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034,. Telang;,na, India 
Tel: +91 40 4900 2900, F;;x: +9140 4900 2999, Email: mail@drreddys.com 

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

CERTIFICATE OF ANALYSIS 
CEPTM<I> MKA T AHAJIII3A 

Vii:. Kr.ol, i\a,agarh Road, Baddi, 
o:st:. Soia,,, d.P., 173 205, !NOIA 

Tel: +9192165 56001-02 
www.c rre~ av.;. com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,uucneprupyeMhle B DOJIOCTH pTa, 10 Mr 
Market / Pi,rnoK : Russia / PoccH.H 

Batch No I : V2600767 
Batch Quantity/ 36,00,000 tab/ 

CepuR .M! OfrLeM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003365231 

Date of Analysis / 
13.04.2026 

AuaJIHTH'lecKuii OT'leT .N'!! ,ll.aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,l(aTa DPOH3BOJJ:CTBa ro.11:eu ,uo 
Mfg. License No. I 

MA number:/ 
IlpOH3BOJJ:CTBeHHaH : MNB/05/263 

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

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npose.11:eu no H,l(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MncTPYKUHH yrnep~eua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No Test/ Ilm.:aJaTem, Results/ PeJyJlbTaTbI Specification / HopMa 
.N'2 
10 Microbiological purity*/ MuKpo6uoJ1orH'-tecKasi lfHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6ruee q11cno He 6onee 103 KOE/r; 
a3po6Hb!X M11Kpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6ruee q11cno He 6onee 102 KOE/r; 
Apm101<eBhlX 11 nnectteBb!X 
rp1160B 

Escherichia Coli NA shell be absent in I gram. / 
OTCYTCTB11e B I r. 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O,unopo,unocTb 

6.2 
IloKa3aTeJih np11eMJieMOCTl1 (AV) AOJDKeH 6b!Tb 

J(03Hp0BaHHbIX e,UHHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMelfaHue: IlpOAYKT cooTBeTcTByeT Tpe60Batt1u1M H,[{ 3aKJ110qenue: O,[{O6PEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
IlonroToBnetto: Shagun ITposepeHo:Pravesh f1posepetto (AOK): Ono6peHo: O6ecne•1e1me Ka'-!ecTBa/OTBeTcTBeHHoe 

Rana 

{ 
Amit Kumar JlHU,O: ~ ,W l<JXMwi 

'7v ~~- a~y r 

Date/ Date / Date/ Date/ \ t I >'ry0 t,, ..... 
,[{am: 13.04.2026 .[(aTa: 13.04.2026 .[{am: 13.04.2026 ,[{am: / 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034 _. 1elangana, India 
Te l: +91 40 4900 2900, Fux: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.dmacidys.com 



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

CEPTH <I> HKA T AHAJilI3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l< ~: oi, i\ a!aga rh Road , Baddi, 

o:st ;. Solan, :-I P, 173 205, INDIA 

Te \ : +91 92'.l.63 56001-02 
www.cn eC:dy~.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMLie B UOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ : V2600767 

Batch Quantity/ 36,00,000 tab/ 
Cepun .M! O6neM cepuu 36,00,000 rn6 
Analytical Report No / : 040003365231 Date of Analysis / 13 .04.2026 
AuaJIHTnqecKuii oTqeT N!! .U:aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

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

MA number:/ 
Ilpou3BOACTBeuuan : MNB/05/263 

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

J1uu;eu3un N!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H.II:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTnvKu;un YTBep~eua: 21.04.2025 

Pa2e 8 of 11 / CTp. 8 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJy.11bTaTbI Specification / HopMa 
N2 

12 Assay / Ko.11uqecTseuuoe 9.8 mg I 9,8 Mr From 9.0mg to 11.0mg of 
onpeJle.11euue (98.3 %) CI sH uNO3 •C4H 11 NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JlO 11,0 Mr 
C1sHuNO3•C4H11NO3 (KernponaKa 
TpOMeTaM11H) (OT 90,0 .no 110,0 % OT 
Ja»BJJeHHOfO KOJJWleCTBa) B Ta6JJeTKe. 

13 Bu tylhydroxyanisole 0.0977 mg/tab I Not less than 0.042 mg/tab. / 
content I Co)le p,icauue 0,0977 Mr B rn6neTKe He Mettee 0,042 Mr B rn611eTKe. 
6yTHJiru,n:poKCHaHH30.113 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: ITpo,n:yKT COOTBeTcTByeT Tpe6oBaHJUIM H~ 3aK.11IO<teuue: O~OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TioArOToenetto: Shagun nponepeHo:Prave h ITpoBepeHo (AOK): O.uo6pe110: 0 6ecne•1eHHe Ka'-!ecTea/OTBeTcTBem1oe 

Rana 1 Amit Kumar Jll.lU0: ~w \_CO\lv? i,yi 
?!/ I\ ~ ,..--- /J~ ~-~ r 

Date/ Date / Date / Date / I j'V): >rJl>V 
L{aTa: 13.04 .2026 ,l),aTa: 13.04.2026 J:{ara: 13.04.2026 naTa: / 

Registered Office: 8-2-337, Road No. 3, Banjara Hii ls, Hyderabad - 500034 .. 1elangana, India 
Tel : +91 40 4900 2900, F<1x : +9140 4900 2999, Email : ma il@drred dys.com 

CIN: L85195AP1984PLC004507 
www.arreddys.com 



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

CEPTH(l)HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. l<hol, ,\;Jlicgarh Road, Baddi, 
o:sL. Soia1,J ,l .P.J 173 205/ !NOIA 

Tei. +9198165 56001-02 
www e,,-re;:; dy.>. ::.:om 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJ:J:YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, }J;HCUeprunveMhle e U0JIOCTH pTa, 10 Mr 
Market / PhlHOK :Russia/ Poccm1 
Batch No/ : V2600767 Batch Quantity/ 36,00,000 tab / 
CepnH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003365231 Date of Analysis / 

13.04.2026 
AnaJinTnqecKnii oTqeT .M! ,lI:aTa auaJinJa 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

,UaTa npOH3BO}J;CTBa ro}J;eH AO 
Mfg. License No./ 

MA number:/ 
Ilpon3BOJ:J:CTBennaH : MNB/05/263 

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

JittUeHJHH .M! 
Analysis performed according ND:/ AnaJIH3 npoee}J;en no H,n:: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKu;ttH yrnepiK}J;ena: 21.04.2025 

Page 9 of 11 / CTp. 9 03 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJihTaThI Specification / HopMa 
,N'Q 

14 Package description / 10 tablets in a blister of 10 tablets in a blister of (PA/ AL/PE with 
OnucaHue 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. / Tio 10 rn6neTOK B 6JIHCTepe H3 
information leaflet in a carton {TIA/ AJ1/Il3 C BJiarorrornomTeJieM/IT3BIT) 
pack. I ITo 10 Ta6JieTOK B qJOJihrH II {IT3/AJ1) qJOJihrH. Tio 1 HJIH 
6m1CTepe H3 (TIA/ AJ1/Il3 C 6JUICTepa BMeCTe C JIHCTK0M-BKJia/J,hIWeM 
BJiarorrornoTttTeJieM/TI3BTI) rra'IKY KapT0HH)'IO. 
qionhrn // (TI3/ AJI) qionhrn. Tio 
2 6JIHCTepa BMeCTe c JIHCTK0M-
BKJia/J,hIWeM B na'IKY 
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. 
* Ilpu Bbtnyciee JieKapCTBeHHOfO npenapaTa KOHTpOJib Ka'-leCTBa no noKaJaTeJIIO «Muiepo6uoJIOfH'-leCKaSI 
llHCTOTa» npOBO/J,HTCSI /J,JISI Ka,KJJ,OH 20-0H cepuu, HJIH /J,JISI 0/J,HOH cepuu B ro,11,, B JaBHCHMOCTH OT Toro, '-ITO 
HaCTynHT paHbllle. 

Remarks : The Product confirms to ND/ 
[lpuMe'-laHue: Tipo,11,yKT CO0TBeTCTByeT Tpe6oBaHIDIM H,n: 

Conclusion : APPROVED I 
3aKJIIO'-leHue: O,ll.OliPEHO 

!=========:::::::;-;=======:,;::::=========: 
Prepared by / 
'IT0JJ.rornone1m: Shagun 

'7V 

D ate / 

}lam: 13.04.2026 

Che.eked by / 
IlpoBepeHo :Pravesb 

Rana { 
Date / 

.l{aTa: 13.04 .2026 

Checked by (AQA) / 
flpo:oepeHo (AOK): 
Amil Kumar 

~ --
Date/ 

,ll.aTa: 13 .04 .2026 

Approved by: Quality Assurance/ Authorized person / 

OJlo6peH~cAne<i~H tte Kaqecrna/OrneTcTBeHHoe 

mmo: ( 1 ~ l~ M 

Date / 
,lJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, HydercJbad - 500034 .. Telang,rna, India 
Tel: +9J 40 4900 2900, Fux: +91 40 4900 2999, Erna ii: mail@drreddys.com 

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

CEPTH«I> IIKAT AHA.Jlll3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Vil:. l(r'.o l, i\ aiagarh Road, Baddi, 

o:sL Solan, ;-1 .f'., 173 205, INDIA 

Te! . +91 98 '.LGo 56001-02 
www onedovs.:::o m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IloOIIVKT: KeTOl)OJl® 3i.:cnpecc (KeTOPOJ13K) Ta6JJeTKH, )];HCneprHoVeMhie B UOJIOCTH J)Ta, 10 Mr 

Market / PhlHOK : Russia / Pocc1151 
Batch No/ : V2600767 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003365231 

Date of Analysis/ 
13.04.2026 

AuaJiuTuqecKUH oTqeT .N'!! ,[{aTa auaJiuJa 
Date of Manufacture / : 03/2026 

Date of Expiry / 02/2028 
)laTa npOU3B0)];CTBa ro.11:en )];O 
Mfg. License No./ 

MA number:/ 
IlponJso.11:cTBennaH : MNB/05/263 

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

JIHI~eH3UH .N'!! 
Analysis performed according ND:/ AuaJiuJ npose.11:eu no H)J,: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKU:HH VTBep)K.11:ena: 21.04.2025 

Page 10 of 11 / CTp. 10 uJ 11 
API name/ HauMeuosauue A«I>C: Ketorolac tromethamine I KeTOpoJiaKa TpoMeTaMMH 
INN /MHH: Ketorolac I KeTopoJiaK 
API manufacturer batch number / ABSH006294 
HoMep cepuu npouJeo,a:uTeJIH A«I>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanu:uu npouJso,a:uTeJIH FESA00536 
r JI«I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpouJeo.11:nTeJih A«I>C, cTpaua: ,.a:-p Pe)UJ,l11C Jla6opaTOpHC JlT)].., 11H)].l151 
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 
HauMenoeanue, a.11:pec, Jiuu;eu3uH JJ:JIH ,.a:-p Pe.D,.D,tt'c Jla6opaTOpttc JlT)].., 11H.D,tt51, Ilpott3BO,ll,CTBeHHOe 
IlpouJeo.11:cTBennaH nJioiu;a.11:Ka / IIJioiu;a)].Ka no.D,pa3.D,eJieHtte-6, BttJIJI. Kxonh, Hanarapx PoyA, EaMtt, ,z::i:ttcTpttKT 
KOHTP0JIH KaqecTBa / IIJiolll;a)];Ka BhIDVCKa ConaH, x.n., 173205, 11H.D,l151 (J1tt1..(eH3l151 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 / 
IlpMMettauue: ITpoJJ.yKT coorneTcrnyeT Tpe6osaHIDIM HA 3aKJIIOlfeuue: O.l(OliPEHO 

Prepared by / 
IToJJ.rOTOBnetto: Shagun 

;t/ 

Date I 
,[(am: 13.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
Tiposepetto:Pravesh npoaepeHo (AOK) : O.uo6petto :~ nelfe1rne Ka•recTBa/OrneTCTBeHHoe 
Rana 

L 
Amit Kumar m1uo: / ~ W \CJ:.vl vv-,., 

(\ ,-A.,.-- /]~~~ ,. 
Date / Date / Date / \ l c./ y'>r -VO 1-? 
,[(ara: 13.04.2026 )]:aTa: 13.04.2026 ,[(aTa: 1.....--

Registered Office : 8-2-337, Road No. 3, Bznjara Hiils, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, F;;x: +9140 4900 2999, Erna ii: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drrecidys.com 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANAL Y IS 

CEPTH<l>HKAT AHAJIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vi ii . Khol, l\ aiagarh Road, Baddi, 
o:sL Solan, :-1.P., 173 205, INDIA 

Tel : +91 9iE65 56001-02 
www.6rreddy;; .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyJCT: l<CTOPOJJ® 3Kcnpecc (KCTOPOJiaK) Ta6J1enrn, .uucneprupveMble B UOJIOCTH PTa, 10 Mr 
Market / PblHOK : Russia / Pocc1-rn 
Batch No/ 

: V2600767 
Batch Quantity/ 36,00,000 tab I 

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

: 040003365231 
Date of Analysis / 

13.04.2026 
AuaJIHTH'ICCKHH OT'leT .N'!! )J:aTa auaJ1u3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
JJ:aTa npOll3BO,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpOH3BO,UCTBeHHaH : MNB/05/263 

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

JJIIQCll '.311SI .N'!! 
Analysis performed according ND: I AuaJIH3 npoee,ueu no H)J:: JIII-.N'!.!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncT1>YKI.\UH YTBep)KJJ.e11a: 21.04.2025 

Page 11 of 11 / CTp. 11 113 11 
3aKJIIOqem1e O COOTBCTCTBHn: «HaCT0$1U.J.HM .SI ITOll,TBep)l{_na,o, q-ro npHBenemuUJ BbnIJe 1rncpopMaIU1.SI .SIBruI.eTC.SI 

.llOCTOBepHOM H TO"IHOl1. Ta cep:mr npoll,yI<IJ,H.11 npOH3Be)leHa (BKill04a.SI ynaKOBKY (MapKHpOBKY) H KOHTpOJIF, 

Ka4eCTBa) Ha Bblll.leyK83aJ-IHOH npOM3BOJJ;CTBeHHOH DJIOUJ.a.n.Ke• (nnoma.D,Kax) B TIOJIHOM COOTBeTCTBIDi C 

Tp e6oBaHJ151MH TipaBJrn HaJ[Jie)l<aLUei-t rrpoR3BO;llCTBeHHOM npaKTHKH EBpa3HMCKOro 3KOHQMJ,Jqec1<oro COI03a Fl 

Tpe6oBaH1UIMH I<OHTJ)OJIJJ l(aqeCTBa ne1<apcTBeHHbIX cpe,UCTB a TaK)Ke B COOTBeTCTB.JHI co cneu11cpHKau11j[Ml,f, 

co.11.ep){Can:o,tMHCjJ B penirCTpau110H1IOM )].OCbe CTp8HhHfMITOpTepa. 3 arui:CH no rrpOH3B0.UCTBY, ynaJ<OBKe M aHaIDl3Y 

npoBepeHI,1 H ycTaHOBJTeHO HX COOTBeTCTBl.fe Tp e6ona1-nrnM Ilpamrn H8.ll,Jie)I<aUJ.eH np0113BO,UCTBeHHOH npaKTHKH 

EBpa.3HHCKoro 31:<0HOMMLJ.CCKOrO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpnMe•rauue: ITpo,nyKT cooTBeTcTByeT Tpe6osamui:M H,ll; 3aKJ110<teu11e: O)lOliPEHO 

Prepared by/ 
ITo.D.rOTOBJTetto: Shagun 

7v 
Date I 
_AaTa: 13.04.2026 

Checked by/ Checked by (AQA) / Approved by: Quality A urance/ Authorized per on I 
Tiposepetto:Pravesh TTpoeepeHO (AOK): O.n.o6petto: ~ 6 cne'lemre Ka•,e<;,TBa!OTBeTcToerrnoe 
Rana i Amil Kumar n11uo: } 0 !CA.A..,i Yv----

~~ //'~~~ ,. 
Date / !Date I Date/ I l v~r~~-r 
,ll;ara: 13.04.2026 1JJ.aTa: 13.04.2026 .[(a1-a: ./ 

Registered Office : 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034,. 1elangana, India 
Tel: +91 40 4900 2900, F.::x: +9140 4900 2999, Ernail: mail@drreddys.com 

CIN:L85195AP1984PLC004501 
www.drrecidys.com 




