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

CEPTH<l>HKAT AHAJIIBA 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, 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 
IIPOJJ.VKT! KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.UCUepruoveMbie B DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 

Batch No/ : V2601228 
Batch Quantity I 36,00,000 tab/ 

Cepm1 .M! O61>eM cepuu 36,00,000 Ta6 

Analytical Report No I 
: 040003431240 

Date of Analysis / 
16.06.2026 

AuaJIHTH<JecKnii OT<JeT N!! )];aTa auaJinJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
,U:aTa DPOH3B0,IJ.CTBa ro,IJ.eH JJ.O 
Mfg. License No. / 

MA number: / 
IlponJBOJJ.CTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose,1J.eu no H,ll;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKUHH yTsep,KJJ.eua: 21.04.2025 

No 
Test/ IloKaJaTeJlb Results/ PeJyJlbTaTbl 

.N'! 

l Description/ Onncamte Light yellow round flat beveled 
tablets with "I" debossed on one 
side. / Kpyrnh1e nJTOCKHe 
rn6JieTKH c qiacKOH, CBeTJIO-
)l(eJITOro usern C rpaBHpOBKOH 
«I» tta O)I,ttoil: cTopotte . 

2 Identification / H.lleHTH<flttKauusi 

Ketorolac I Kemopo;,aK Complies / CooTBeTcTByeT 

Remarks : The Product confirms to ND/ 
IlpnMetJaHne: ITpoAyKT cooTBeTcrnyeT rpe6osamrnM H)], 

Prepared by I 
fio)lroTOBJieHo: Sarita 

Sharma 

Date I 
)],arn: 16.06.2026 

Checked by I 
ITposepeHo: Pardeep 

Kumar d...--. 
C 

D ate / 

,z:(aTa: 16.06.2026 

Checked by (AQA) I 
TTponepeHO (AOK): 
Ajay Kumar Sri va lava ~, 
Date I 
)J;arn: 16.06.2026 

Pa2e 1 of 11 / CTp. 1 HJ 11 

Specification / HopMa 

Light yellow round flat beveled tablets with "I" 
debossed on one side. I Kpyrnb1e IlJIOCKHe 
rn6neTKH c q>aCKOH, CBeTJIO-)l(eJITOro uaern c 
rpaa11poaKott «I» Ha O)I,HOtt cTOpoHe. 

UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm) . I Y<I>-
cneKrpb1 nornomeHH~ 11cnb1TyeMoro pacTBopa 11 

pacTBopa CTaH)I,apTHOro 06pa1ua KeToponaKa 
TpOMeTaMHHa )I,0Jl)l(Hbl HMeTb MaKCHMYMbl np11 
0)1,HOH 11 TOH )Ke AJIHHe BOJIHbl (± 2 HM). 

Conclusion : APPROVED I 
3aKJ110'leHue: 0.11:0liPEHO 

Approved by: Quality Assurance/ Authorized person / 

OJlo6peHo: O6ecne'leH11e KalJ:ecTBa/OTBeTcTBeHHoe 

m 1110 : 

Date / 
)],aTa: 

-t:/IJ7va~ 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CERTIFICATE OF ANALYSIS Tel: +9198166 56001-02 

CEPTII<l>HKAT AHAJIII3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoiw1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, t:incneprupyeMhle B noJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 

Batch No/ : V2601228 
Batch Quantity/ 36,00,000 tab/ 

CepuH .M, O6-heM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003431240 

Date of Analysis / 
16.06.2026 

AuaJIHTH'lecKuii OT'leT .N'!! )laTa auaJiu3a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
.l(aTa npOH3B0t:JCTBa rot:ieH t:JO 
Mfg. License No./ MA number:/ 
IlpoH3B0t:JCTBeHHaH : MNB/05/263 

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

JiuQeu1uH .M, 
Analysis performed according ND:/ AuaJIHJ npoBet:ien no H,ll;: JIII-.M,(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTnVKQHH vrnep)KJ\eua: 21.04.2025 

Paee 2 of 11 / CTp. 2 03 11 
No 

Test/ IIoicaJaTeJlb Results/ Pe3yJ1bTaTbl Specification/ HopMa 
N2 

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 BpeM51 y .uep)l(1rnaHID1 OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe HCIIbITyeMoro paCTB0pa 
,U0Jl)l(H0 COOTBeTCTB0BaTb speMeHH 
y .uep)l(HBamrn OCHOBHOro IIHKa Ha 
xpoMaTOrpaMMe pacrnopa CTaH)lapTHOro 
06pa3ua KeTOponaKa YpOMeTaMJ-!Ha (pa3)leJI 
«KonWiecTBeHHoe onpe.uenem1e» ). 

Conclusion : APPROVED / 
3aicmotteHue: O.l(OJiPEHO 

1:==========;;:::=======::::,;;::========: 

Remarks : The Product confirms to ND/ 
1Ip11Mettauue: Ilpo.uyKT coorneTcrnyeT Ype60Bamu1M H,n: 

Prepared by/ 

Ilo.uroTOBJieHo: Sarita 

Sharma v 
Date/ 

,[{aTa: 16.06.2026 

Checked by/ 

IlpoBepeHo: Pardeep 

Kumar 

Date / 

,[{aTa: 16.06.2026 

Checked by (AQA) / 

llposepeHo (AOK): 

Ajay Kumar Srivastava 

-Pn \ 

Approved by: Quality Assurance/ Authorized person / 

OD.o6peHo: O6ecne4eHHe KaYecTBa/OrneTCTBeHHoe 

1IH UO: 

Date/ 

,n:arn: 

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

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH~HKATAHAJIII3A 

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 
IlPOAYICT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMble e UOJIOCTH pTa, 10 Mr 
Market / PbrnOK : Russia / Poccm1 

Batch No/ : V2601228 
Batch Quantity / 36,00,000 tab/ 

CepuH .M! O6neM cepuu 36,00,000 Ta6 

Analytical Report No / Date of Analysis / 
AuaJIHTH'lecKuii 0T'leT .M! 

: 040003431240 
.l(aTa auaJin3a 

16.06.2026 

Date of Manufacture / : 05/2026 
Date of Expiry / 

04/2028 
.l(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 : JIII-.M!(004669)-(Pr-RU) 
JIHI):eH3HH .N'!! 

HoMepPY 

Analysis performed according ND:/ AuaJiu3 npoeeAeH no H.l(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKJJ:HH yTeep~eua: 21.04.2025 

Test I IloKa3aTeJlb 

Butylhydroxyanisole I 
EymunzuopoKCUGHU30J/ 

Remarks: The Product confirms to ND/ 

Results/ Pe3yJ1bTaTbt 

Complies / CooTBeTcTByeT 

IlpttMe'laHHe: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHIDIM H,n: 

Prepared by I Checked by I Checked by (AQA) / 
Ilo.nroTOBJJeHo: Sarita Ilpoaepetto: Pardeep Tiposepeno (AOK): 

Sharma 

~ 
Kumar 

c::::J -c: 
Ajay Kumar Srivastava 

~ L--
Date I Date I Date I 
,n:arn: 16.06.2026 ,n:arn: 16.06.2026 ~aTa: 16.06.2026 

Page 3 of 11 / CTp. 3 03 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 yAep)l(l1BaH1rn: IUIKOB 2-
6YTHJJfHApOKCHaHH30JJa H 3-
6yrnnrn.npoKCHaHli30JJa Ha xpoMarnrpaMMe 
HCilbITYeMoro pacTBopa )lOJJ)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM y,nep)l(HBaHIDI 
IIHKOB 2-6ynrnrn.npoKCHaHl130JJa 11 3-
6YTHJJrn,npoKCHaHH30JJa Ha xpoMaTOrpaMMe 
pacTaopa cTaH,napTHoro 06pa3ua 
6yTHJJrHApOKCHaHH30JJa (pa3,nen «Co,nep)l(aHHe 
6YTHJJrH.!lpOKCHaHH30JJa» ). 

Conclusion : APPROVED I 
3aKJIIO'lenne: O,l(OliPEHO 

Approved by: Quality Assurance/ Authorized person/ 
OJJ.o6peHo: O6ecne'leHHe Ka'-teCTBa!OTBeTCTBeHHOe 
m1uo: ~~ 1vA,-.n 

/\ 

Date I 

N~~ / ,n:arn: ~ t-0 b (\ 'Lh 
Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Telangana, lncf1a 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

,,& ; 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH <I> IIKAT AHAJIII3A 

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

Tel: +919816656001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1:i:yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J;HCnepruoveMbie B D0JI0CTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm, 

Batch No I 
: V2601228 

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

: 040003431240 
Date of Analysis / 

16.06.2026 
AuaJIHTH'lecKuu 0T'leT .N'!! )];_aTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,ll;aTa UJ)0H3B0,JJ;CTBa ro,JJ;eH )];0 
Mfg. License No./ 

MA number:/ 
IlpouJBO,JJ;CTBeuuaH : MNB/05/263 

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

JIHU:eH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoee,JJ;eu no H)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HnCTPYKU:HH yTBepiK.[1.eua: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test/ IloKa3aTeJ1b Results/ PeJyJJhTaTbI Specification / HopMa 
.N'! 
3 Average weight/ CpeJJ:HSIH 69.5 mg I 69,5 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr )lO 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 rn611eTOK - He 6011ee ± 10%; 

0JJ;HOpOL1,HOCTb MaCCbl 
2/20 rn611eTOK - He 6011ee ± 20 %. 

4 Disintegration time / 
PacnaJJ;aeMOCTb 

00 min 59 sec/ 00 MHH 59 ceK Not more than 3 min. / He 6011ee 3 MHH. 

5 Dissolution / PacTBopem1e Unit-I/ Ta611-l 103 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta611-2 101 % 
(ketorolac tromethamine) in 15 min. / He Me nee 
75 % (Q) C1sH13NO3•C4H11NO3 (Kernpo11aKa 

Unit-3 / Ta611-3 100 % TpOMeTaM11H) qepe3 15 Ml1H. 

Unit-4 / Ta611-4 100 % 

Unit-5 / Ta611-5 100 % 

Unit-6 I Ta611-6 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMe'lanue: ITpO/lYKT coorneTcTByeT TPe6oBaHlli!M HA 3aK.rt10'lem1e: 0,/l;OliPEHO 
::=========:;;=======::;-;::::======~ 
Prepared by / 
ITo)lroTOB11eno: Sarita 

Sharma ~ 

Date I 
,ll;arn: 16.06.2026 

Checked by/ 
ITpoBepeno:Pardeep 

Kumar ·r 
=::,c:::::,....._,,1----:::--

Date I 
,ll;arn: 16.06.2026 

Checked by (AQA) / 
ITpoBepeHo (AOK): 
Ajay Kumar Srivastava 

~ 
Date I 
,r:t;arn: 16.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.L1.06pe1l0: O6ecneqen11e Kaqecrna/OrneTcTBeHnoe 

m,.uo: ~ it I u II fJ I 

Date / 
,[{aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera bad - 500034, Telangana, In 1a 

Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTHWHKATAHAJIII3A 

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: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )],HCDeprupyeMble B D0JI0CTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ : V2601228 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O61:.eM cepuu 36,00,000 Ta6 
Analytical Report No I : 040003431240 

Date of Analysis / 
16.06.2026 

AuaJIHTHl.fecKun OTl.feT .N'!! llaTa auaJiu1a 
Date of Manufacture / : 05/2026 

Date of Expiry / 04/2028 
)];aTa np0H3B0)],CTBa ro)],eH ).),0 
Mfg. License No./ MA number:/ 
Ilpott3BOJJ.CTBeuuaH : MNB/05/263 

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

JIHI~eH3HH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoBe)],en no H.n;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTovKqnH YTBep~eua: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 u1 11 
No 

Test/ IloKa3aTeJlb Results/ Pe1yJ1bTaTbt Specification / HopMa .N'!! 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

,ll.HcnepcuoCTb sieve is formed. I O6pa3yeTc51 o,1wopo.nua51 
cycrreu31151, rrpOXO,ll51lll.a51 CKB03b 
pa3MepoM ornepcrni1 710 MKM. 

7 Impurities / IlpttMeCH 

I -hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / Hm1<e npe,nena KOJil1'!ecTBeHHoro 
1 ~rn.np0Kc11auanor orrpe,nenemrn (ITKO = 0.0032%) 
KeToponaKa 

1-keto analog ofketorolac / 0.08 % not more than 0.8 %; / ue 6onee 0,8 %; 
1-KeToaHanor KeTopoJiaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e,n11HW1Ha51 
He11,neHT11~11u11posaHHa51 
rrp11MeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa rrp11Mecei1 

Remarks : The Product confirms to ND/ 
IlpHMelfaHne: Ilpo,nyKT C00TBeTCTByeT Tpe6oBaHIDIM H,l], 

Conclusion : APPROVED / 
JaKmoqeuHe: O,ll.OliPEHO 

i=========::::::;;;=::::======;;;::::=======:: 

CHTO C 

Prepared by / Checked by/ 
IlposepeHo: Pardeep 

Checked by (AQA) / 
Ilposepeuo (AOK): 

Approved by: Quality Assurance/ Authorized person/ 
Tio.n.roTOBJ1euo: Sarita 
Sharma 

Date / 
.[(aTa: 16.06.2026 

Kumar ~ 

Date I 
.[(ata: 16.06.2026 

Ajay Kumar Srivastava 

~_)--
Date / 
,[(aTa: 16.06.2026 

O,no6peuo: O6ecne1.Jett11e Ka'lecrna/OrneTcrneuuoe 

JHIUO: 6U I u A- l 

Date / 
J(ara: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJilI3A 

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 
IlpoJWKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uucneprupyeMLie B noJiocTn pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 

Batch No/ : V2601228 
Batch Quantity/ 36,00,000 tab I 

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

: 040003431240 
Date of Analysis / 

16.06.2026 
AuaJIHTH'leCKHH OT'ICT N!! ,UaTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,n;aTa DPOH3B0,UCTBa ro.ueu ,uo 
Mfg. License No. I MA number:/ 
IlpoH3BO.UCTBeuuasr : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,ueu no H,u: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH VTBep,ic,ueua: 21.04.2025 

Page 6 of 11 / CTp. 6 nl 11 
No 

Test/ IloKaJaTeJlb Results/ Pe1yJ1bT8Tb1 Specification / HopMa .N"!! 
8 Water content/ 2.4 % Not more than 7 .0 %. / 

Co.11.epmauue BO.II.bl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTO'fHbie opraHH'feCKHe paCTBOpHTeJlH 

Isopropyl alcohol / 12 µg/tab I Not more than 350 µg/tab. / 
1--bonponauon 12 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

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

np11Me'fa1me: Ilpo.uyKT coorneTcrnyeT Tpe6osamrnM H.D: 3aKJ110'feuue: O)1,OliPEHO 
1:==========:;-;::::========;--;::::======~ 

Prepared by / 
noAroTOBJ1eHo: Sarita 
• harma 

Date/ 
.D:arn: 16.06.2026 

Checked by / 
Ilponepeuo: Pardeep 
Kumar 

Date I 
.D:arn: 16.06.2026 

Checked by (AQA) / 
Ilponepeuo (AOK): 
Ajay Kumar Srivastava 

Date I 
)];am: 16.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.n.o6peuo: O6ecne'fem-1e Ka'lecrna/OrneTcTBeHHOe 

nHuo: ~ M) \,)f} N ) 

Date / 
.D:aTa: 

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

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKAT AHAJIII3A 

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 
Ilpo)WKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,IJ.HCneprupyeMble B D0JI0CTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 

Batch No I : V2601228 
Batch Quantity/ 36,00,000 tab I 

CepuH .N'!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003431240 
Date of Analysis / 

16.06.2026 
AuaJIHTH'lecKnn 0T'leT .N'!! .il:aTa anaJIHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
,LI;aTa np0H3B0,IJ.CTBa ro,l].eH ,1).0 
Mfg. License No./ 

MA number:/ 
IIpOH3BO,IJ.CTBennaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoee,1J.eu no H,a:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version annroved: / IIucTDVKQHH YTBep,K,1J.eua: 21.04.2025 

Page 7 of 11 / CTp. 7 uJ 11 
No 

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

10 Microbiological purity*/ MnKpo6uoJiornqecKaH lfHCTOTa* 

Total Aerobic Microbial Less than 10 CFU/g / not more than 103 CFU/g; / 
Count I o6mee qHcno MeHee 10 KOE/r He 6onee 103 KOE/r; 
a3po6Hb!X MHKpo-
opraHHJMOB 

Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; / 
mold count/ o6mee qucno MeHee 10 KOE/r He 6onee 102 KOE/r; 
JJ,p0)IOKeBbIX H ITJJeCHeBbIX 
rpn6os 

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. / 
OTCYTCTByeT B 1 r OTCYTCTBl1e B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O)].HOpO)].HOCTb 

3.4 
IToKa3aTeJlb npHeMJleMOCTH (AV) JJ,OJl)l(eH 6bITb 

)].03HpOBaHHblX eJJ,HHHll He 6onee 15,0. 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMelfaHne: flpoJJ,yKT cooTBeTcTByeT TPe6osaHH~M H,[I; 3aKJHO'leHne: OJJ:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
TTonrorneneHo: San~·t ITposepeHo: Pardeep ITposepeHo (AOK): Oao6peHo: O6ecneqem1e KaqecTBa/OTBeTCTBeHHOe 
Sham,a Kumar 

~ 
Ajay Kumar Srivastava Jll1l.l0: <S' IJ IV A AJ I 

~_J- - n 
Date/ 

I 
Date I Date / Date/ 

"J~~~~ ,[{am: 16.06.2026 ,[I;aTa: 16.06.2026 }].am: 16.06.2026 ,[{am: 

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

CIN: L85195AP1984PLC004507 
www.drreddys com 



•·· 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 Tel : +9198166 56001-02 
CEPTII<l>HKAT AHAJIH3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.r.y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / PoccttH 

Batch No I : V2601228 
Batch Quantity I 36,00,000 tab/ 

Cepusi .N'!! O6-LeM cepuu 36,00,000 rn6 
Analytical Report No I : 040003431240 

Date of Analysis / 
16.06.2026 

AuaJinTn<tecKnii OT<teT .N'!! ,llaTa auaJ1u1a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,llaTa DPOH3BOACTBa ro.r.eu AO 
Mfg. License No./ 

MA number:/ 
IIpoH3BOACTBeHuasi : MNB/05/263 

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

JIHU:eH3HS1 .N'!! 

Analysis performed according ND:/ AuaJiu3 npose.r.eH no H,ll: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTDVKU:HH yrnep~eua: 21.04.2025 

Pa2:e 8 of 11 / CTP. 8 Hl 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbT3Tbl Specification / HopMa 
.N'! 

12 Assay/ KoJiuqecTBennoe 10.2 mg I 10,2 Mr From 9.0mg to 11.0mg of 
onpet1,eJJenue (102.1 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,UO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
TpOMeTaMHH) (OT 90,0 ,UO 110,0 % OT 
3a.irnneHHOrO KOnW!eCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0946 mg/tab I Not less than 0.042 mg/tab. / 
content I CoJI.epmanue 0,0946 Mr s rn6neTKe He MeHee 0,042 Mrs rn6neTKe. 
6yTttJJrHJI,pOKCHaHH30JJa 

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

IlpuMeqauue: Ilpo.uyKT coorneTcrnyeT rpe6osaHIDIM HJ]; 3aKJH01.feHne: O,l(OEiPEHO 
I!============;;;:===========::::;;:::========: 
Prepared by / 
ITo,uroTosneHo: Sarita 
Sharma 

Date/ 
,D,aTa: 16.06.2026 

Checked by I 
flposepe1-10: Pardeep 

Kumar 

~ 
Date/ 
p;an1: 16.06.2026 

Checked by (AQA) I 
ITposepeHo (AOK): 
Ajay Kumar Sriva l'ava 

-
Date/ 
,l),arn: 16.06.2026 

Approved by: Quality As urance/Authorized per on / 

O.no6peHo: O6ecne4e1rne Ka4eCTBa/OTBeTCTBeHHOe 

J!HUO: iJ I II f.)}J) 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys. com 



•·· Dr. Reddy's "4111i;• 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIII3A 

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

Tel : +919816656001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYin: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprnoveMble B DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia I Poccm1 

Batch No/ 
: V2601228 

Batch Quantity / 36,00,000 tab/ 
Cepm1 .M! O61.eM cepnn 36,00,000 rn6 
Analytical Report No / 

: 040003431240 
Date of Analysis / 

16.06.2026 
AuaJIHTHlfeCKHH OTlfeT N!! )laTa auaJinJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
)laTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

Jin11enJHH N2 
Analysis performed according ND:/ AuaJinJ npoBeAen no H)l: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved:/ HncTDVKIIHH YTBep~eua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 HJ 11 
No 

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

14 Package description / 10 tablets m a blister of 10 tablets m a blister of (PA/ AL/PE with 
Onucauue ynaKOBKn (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. / Do 10 rn6nernK B 6nHcTepe m 
information leaflet in a carton (TIA/ AJI/I13 C BnaronornornTeneM/I13BI1) 
pack. I no 10 Ta611eTOK B q>OJlbnl II (TI3/AJ1) q>OJJbrH. flo 1 HJJH 
6JJHCTepe H3 (IlA/ AJI/IT3 C 6JJHCTepa BMeCTe C JlHCTKOM-BKJla.llblllleM 
enaronornornTeneM/Il3BI1) na11Ky KapTOHH)'lO. 
q>OJJhrH // (I13/ AJI) <pOJJhrn. rro 
2 6JJHCTepa BMecTe c JJHCTKOM-
BKJJa,nhIIIIeM B na11Ky 
KapTOHH)'lO. 

* 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 BbIDYCKe JleKapcTBeHHOro npenapaTa KOHTPOJlb Ka'-leCTBa no noteaJaTeJIIO «MnKpo6uoJIOrH'-leCKaH 
1.fHCTOTa» npOBO)J.UTCH ,l).JJH tea~OH 20-oil cepuu, UJIU .l)JIH 0.l)HOH cepuu B ro.l), B JaBUCUMOCTH OT Toro, '-ITO 
uacTynuT paubrne. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe1.fauue: Ilpo,nyKT coorneTcrnyeT rpe6oeaH1rnM H)], 3ateJ110'-leuue: 0)],06PEHO 

2 
B 

Prepared by / Checked by / Checked by (AQA) / Apprnved by: Quality Assurance/ Authorized person / 
Ilo,nroTOBJleHo: Sarita 
Sharma w 

1Date / 
)],aTa: 16.06.2026 

TTpoaepe1m: Pardeep n poaepetto (AOK): O11.06peHo: O6ecne11eHHe Ka11ecTaa/OrneTcrneuuoe 
Kumar Ajay Kumar Sr.iva tava m-11..1.0: Sh I tJAN I 

=1-z- -½1-- n 
Date / Date / Date I (~r977AIO )],am: 16.06.2026 ):(am: 16.06.2026 )J,a-ra: 

Registered Office : 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys .co m 

CIN : L85195AP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJilI3A 

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 
IlpO)],VI..:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],HCneprupyeMhle B UOJIOCTU pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 
Batch No/ : V2601228 Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003431240 
Date of Analysis / 

16.06.2026 
AuaJiuTuqecKuu oTqeT .N'!! )laTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
)laTa DP0H3B0)],CTBa ro)],eH )],0 
Mfg. License No./ 

MA number:/ 
Ilpou3BO)],CTBeuuaH : MNB/05/263 

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

JIUU:eH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe)].eu no H)l: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKU:HH yrnep)K)].eua: 21.04.2025 

Page 10 of 11 / CTp. 10 03 11 
API name/ HauMenoBauue A$C: Ketorolac tromethamine / KeToponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KernponaK 
API manufacturer batch number/ 

ABSH006409 
HoMep cepuu npou3B0)].HTeJIH A$C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanu:uu npou3B0/l:HTeJIH FESA00589 
r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3BO)],UTeJih A$C, cTpaua: ,[{-p Pe,I.U.J,H1C Jla6oparnpHC JlT)],., l1H)],HR 
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)].pec, JIHU:eH3HH )],JIH ,[{-p Pe)],)],H'c Jia6opaTOpHC JlT)],., l1H)],HR, ITpOH3B0)],CTBeHHOe 
Ilpon3BO)],CTBeuuaH nJI0J.Ua)],Ka / IlJIOJ.Ua)],Ka no)],pa:3)],enettHe-6, BH1111. Kxonb, Hanarapx Poy)],, EaMH, ,[{HcTpHKT 
K0HTP0JIH KaqecTBa / IlJIOJ.Ua)],Ka BhIDYCKa Conatt, X.IT., 173205, l1H)],HR (11m1,eH3HR 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 I 
Ilp11Me'!au11e: Ilpo.nyKT coorneTcrnyeT rpe60Baum1M H,n: 3aKJII04eu11e: 0)1.0liPEHO 

Prepared by/ Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo.nroTOBJieHo: Sarita Opoeepe1-10: Pardeep nponepeHo (AOK): 0)].o6peHo: 06ecneqem1e Kaqecrna/OrneTcTBeHHoe 

Sharma V Kumar Ajay Kumar Srivastava JIHUO : .{! ~ nU-) J.J } c,[ ~\ C-- n ..-->-

IDate / I Date / Date I Date I \_ ~~tJ°:,t9 71k :)];ani: 16.06.2026 : )];ant 16.06.2026 ,n:arn: 16.06.2026 ,n:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol 1 Nalagarh Road 1 Baddi 1 

Distt. Solan 1 H.P. 1 173 205 1 INDIA 

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02 

CEPTH<l>HKAT AHAJIH3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi:.y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, i:.ucneprupyeMbie B DOJIOCTH DTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 

Batch No/ 
: V2601228 

Batch Quantity / 36,00,000 tab/ 
CepuH .N!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH'leCKuu OT'leT .N!! 

: 040003431240 
.[(aTa auaJ1u1a 

16.06.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,Zl;aTa npOH3BOACTBa roi:.eu AO 
Mfg. License No./ 

MA number:/ 
Ilpou1BOACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBei:.eu no H,n;: JIII-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH YTBepJKAeua: 21.04.2025 

Page 11 of 11 / CTp. 11 u1 11 
3aKJIIOqeHHe O COOTBeTCTBHH: «HacT05IIUHM 51 IIO,UTBepi,uaIO, l'.:ITO rrp1rne,ueHHM BbIIIIe HHq>OpMaI.IJrn 5IBJrneTC5I 

,UOCTOBepHOH H ToqHoii. 3Ta cepH5I rrpo,uyKUHH rrpomBe,ueHa (BKJIIO"l:la5I yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa'.3aHHOH rrpOH3BO,UCTBeHHOH rrnorua,n:Ke (rrnorua,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,UJie)l(arueii rrpOH3BO,UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH"l:leCKOro COI03a H 

Tpe6oBaHH5IMH KOHTpOM Kal'.:leCTBa JieKapCTBeHHbIX cpe,UCTB, a TaK)l(e B COOTBeTCTBHH co crreuHq>HKaUH5IMH, 

co.uep)l(aIUHMHC5I B perHCTpaUHOHHOM ,UOCbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3BO,UCTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHI,I, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBamrnM ITpamrn Ha,IJ,Jie)l(arueii rrpOH3BO,UCTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMH"l:leCKOro COI03a». 

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ 
IIpuMe'laHue: Tipo,uyKT cooTBeTcTByeT Tpe6oBamrnM HA 3aKmoqeuue: 0)1:0liPEHO 
::========~;::::=======:::;;::::=========: 
Prepared by / 
Tio,uroToBneHo: Sarita 

Sharma ~ 

Date / 
Aarn: 16.06.2026 

Checked by/ 
TipoBepetto: Pardeep 

Kumar d.-c 
Date I 
Aarn: 16.06.2026 

Checked by (AQA) / 

TTpoBepeHo (AOK): 
Ajay Kumar Srivastava 

Date I 
Aarn: 16.06.2026 

Approved by: Quality Assurance/ Authorized person / 
O.no6peHo: O6ecrre'leHHe Ka'lecTBalOTBeTCTBeHHoe 

nuuo: J~ I \) J+ µ 1 

Date / 
.UaTa: 

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

Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com 
CIN: L85195AP1984PLC004507 

www.drreddys .com 


