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

CEPTH~HKATAHAJill3A 

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 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMbie B UOJIOCTH PTa, 10 Mr 
Market / PhIHOK : Russia / Poccm, 
Batch No/ : V2601277 Batch Quantity/ 36,00,000 tab/ 
Cepun .N'!! O61:.eM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003436537 

Date of Analysis / 27.06.2026 
AuaJIHTH'leCKHH OT'leT .N'!! ,UaTa auaJ1u1a 
Date of Manufacture/ 

: 05/2026 
Date of Expiry / 

04/2028 
,UaTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
Ilpou3BO.IJ:CTBeuuaH : MNB/05/263 

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

JIH~eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,u: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / Hucn>VK~HH VTBep~eua: 21.04.2025 

Page 1 of 11 I CTp. 1 03 11 
No 

Test/ IloKa3aTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
N2 

1 Description/ OnucaHHe Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrm1e ITJIOCK.He 
side. / Kpyrnh1e nJIOCKHe m6JieTKH c cpaCKOH, CBeTJIO-)KeJITOro UBeTa C 
m6JieTKH c cpacKOH, CBeTJIO- rpaBHpOBKOH «I» Ha o,n:HoH cTopoHe. 
)l{eJITOro UBem C rpaBHpOBKOH 

«I» Ha o.n:HoH cTopoHe. 

2 Identification/ H.11.eHTH<lmKauusi 

Ketorolac I Kemopo!laK Complies / CooTBeTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTphl nornomeHHH HCIThITyeMoro paCTBOpa H 

pacrnopa CTaH,n:apTHOro 06pa3ua KeToponaKa 
TpOMeTaMHHa .ll:OJl)l{Hhl HMeTh MaKCHMYMhl npH 
OJJ:HOH 11 TOH )Ke M.HHe BOJIHhl (± 2 HM). 

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

IlpHMC'i3HHe: llpo.n:yKT COOTBeTcTByeT rpe6oBaHHHM H)J. 3aKJJIO'ieHne: 0)],06PEHO 

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

Oo.nroTosneHo: Vishal OposepeHo: Pravesh ITposepeHo (AOK): O,n:o6peHo: 06ecnel!eHue Kal!ecrna/OrneTcTBeHHOe 

Sharma 

G 
Rana i Amit Kumar nuuo: 

_(~';-/' U""/ P.T(_____ !'-~-
IDate / I Date / Date/ Date I 2-?-'0 ( ~ lJfL b 
:~am: 27.06.2026 : )J.ara: 27.06.2026 )].am: 27.06.2026 )].am: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· 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 : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,!J,YKT:' KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!),HCUeprunveMble B UOJIOCTH PTa, 10 Mr 
Market / PblnoK : Russia / Pocci-rn: 
Batch No/ 

: V2601277 
Batch Quantity / 36,00,000 tab/ 

CepuH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003436537 
Date of Analysis / 

27.06.2026 
AuaJIHTH<tecKuu OT<teT .M! .L(aTa auaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
.L(aTa npOH3B0,!J,CTBa ro,!J,eH ,!J,O 
Mfg. License No. / 

MA number:/ 
Ilpon3Bo,1J,cTBennaH : MNB/05/263 

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

JIHQeHJHH N!! 

Analysis performed according ND:/ AnaJIHJ np0Be,1J,en no HJ.(: JIII-X!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yrnep,KJJ;ena: 21.04.2025 

Page 2 of 11 / CTp. 2 HJ 11 
No 

Test/ IloicaJaTeJib Results I PeJyJibTaTbt Specification / HopMa 
,N'Q 

Complies / 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 y,nep)l(t1Bamrn OCHOBHOro mtKa Ha 
xpoMaTorpaMMe HCilbITyeMoro pacTBopa 
,!l0JI)l(H0 COOTBeTCTBOBaTb BpeMeHH 
y ,nep)l(HBaHHH OCHOBHOro nHKa Ha 
xpoMarnrpaMMe pacrnopa cmtt,naprnoro 
o6paJua KernponaKa TpOMemMHHa (pa3,nen 
«Konw,ecTBeHHOe onpe,nenem1e»). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe<taHHe: Tipo,nyKT COOTBeTcTByeT Tpe6osaHHHM H)J; 3aicmot.teHHe: O,ll.OliPEHO 

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

Tio,nrornanetto : Vishal Tiposepetto: Pravesh nposepeuo (AOK): O,no6petto: O6ecneqett11e Kal!ecrna/OrneTcTBeHttoe 

Sharma {J Rana 1 AmHK"F-->-
1muo: _(VJ-JI L /(_V~Afl_ 

__t~ 
Date I Date I Date I I Date/ J-,-o£~LJfLb 
)];am: 27.06.2026 )];am: 27.06.2026 )];am: 27.06.2026 )];am: 

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

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

www.drreddys.com 

I 



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

CEPTII «I> IIKA T AHAJIII3A 

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,11.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .[l:HCUepruoveMble B UOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm, 
Batch No/ 

: V2601277 Batch Quantity I 36,00,000 tab I 
CepuH .N'!! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003436537 Date of Analysis / 
27.06.2026 AuaJiuTuqecKuu oTqeT .N'!! ,L(aTa anaJiuJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 

,UaTa npOH3B0.[l:CTBa ro.[l:eH .[l:O 
Mfg. License No./ 

MA number:/ 
IlponJB0,11.CTBennaH : MNB/05/263 

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

JIUQeHJHH .N'!! 
Analysis performed according ND:/ AnaJIHJ npoBe.[l:en no H,L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ IIncTpyKQHH YTBep,K,LJ;ena: 21.04.2025 

No 
x~ Test I IloicaJaTeJJb 

Butylhydroxyanisole I 
Eymw12uopoKCUQHU30J/ 

Remarks : The Product confirms to ND/ 

Results/ Pe1yJJbTaTb1 

Complies / CoorneTcrnyeT 

IlpuMel.faHHe: ITpo,nyKT coorneTcrnyeT Tpe6osaHHRM HA 

Prepared by / Checked by / Checked by (AQA) / 
CTOJJ.fOTOBJleHo: Vi hal nposepeHO: Pravesh npoeepeHo (AOK) : 

Sharma 

~ 
Rana 1 Amit Kumar 

1'/\ 

Date I Date I Date/ ( 

;[(am: 27 .06.2026 ,Uara: 27.06.2026 )J;arn: 27.06.2026 

Pa2e 3 of 11 / CTp. 3 HJ 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). / 
BpeMeHa y.uep)l{1-1BaHI-UI nHKOB 2-
6yr11nr11,npOKCI1aHI130Jia 11 3-
6yr11nrn.npoKc11aH113ona Ha xpoMaTOrpaMMe 
l1CTThITyeMoro pacrnopa ,UOJI)l{Hhl 
COOTBeTCTBOB3Th BpeMeHaM y,nep)l(I1B3Hl1JI 
nHK0B 2-6yTl1Jlfl1,UpOKCl1aHl130Jia l1 3-
6yr11nrn.npoKCI1aHI130Jia Ha xpoMaTorpaMMe 
paCTB0pa CTaH,napTH0f0 06pa3ua 
6yr11nrnnpoKc11aH11Jona (pa3,nen «Co,nep)l(aH11e 
6yr11nrn,npOKCHaHH30Jia» ). 

Conclusion : APPROVED I 
3aKJJIOl.feHHe: O,UOliPEHO 

Approved by: Quality Assurance/Authorized person/ 
O.o.o6peHo: O6ecne4eHHe Ka'!ecrna/OrneTcTBeHHOe 

m1uo: _( tf ~ IL ~Vvv/f\.l~ 

-<'v-1 
!Date/ 
,l],arn: 

2-1--0f, ~J_0~~ 

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH <I> HKAT AHAJIII3A 

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 
Ilpo,1ly1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,1lHCUeprupyeMble B U0JIOCTH PTa, 10 Mr 
Market / PbrnoK : Russia / Poccm1 

Batch No/ 
: V2601277 

Batch Quantity/ 36,00,000 tab/ 
CepuH N2 O6'1>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003436537 Date of Analysis/ 
27.06.2026 AuaJIHTH<JecKuii OT<JeT N!! ,UaTa auaJiuJa 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 ,UaTa UPOH3B0,1lCTBa ro,1leH ,1{0 

Mfg. License No./ 
MA number:/ Ilpon3BO)].CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
JIHUeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBe,1leu no H,l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH yTsep,rmeua: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test/ Iloica1aTeJJb Results/ Pe1yJJbTaTbt Specification / HopMa .M! 
3 Average weight / CpeAHHH 69.7 mg I 69,7 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr ,11,0 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 / CoorneTcTByeT 18/20 Ta6JJeTOK - He 6onee ± 10 %; 
0AHOpO/lHOCTb M8CCbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna)laeMOCTb 

00 min 17 sec / 00 MHH 17 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution/ PaCTsopenHe Unit-1 / Ta6n-1 98 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 99% 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 I Ta6n-3 99% TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 99% 

Unit-5 I Ta6n-5 100 % 

Unit-6 I Ta6n-6 100 % 

R emarks: The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe<Janue: ITpo,11,yKT coorneTcrnyeT Tpe6osatt11JJM HA 3aKJ110'lCH11e: O,ll,OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo)lrOT0BJTetto: Vishal IlposepeHo: Pravesh flpoaepeHo (AOK): O.ao6peno: O6ecnetteH11e Kattecrna/OrneTcrnettHoe 
Sharma a Rana i Amit Kumf .---\ n11uo: __( V~ll ~H~1L_ 

__( v-1 

Date I Date/ Date/ IDate / J-ro (:,,_ J.{fli:) 
,ll;arn: 27.06.2026 ,ll;arn: 27.06.2026 Aa1c1: 27.06.2026 ,D.aTa: 

Registered Office: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www_drreddys.com 

I 



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

CEPTH~MKATAHAJIII3A 

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 
llpo,1w1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )J,HCUeprupyeMbie B U0JI0CTU pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2601277 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003436537 
Date of Analysis / 

27.06.2026 
AuanuTu<JecKuii 0T<JeT .N'!! .[{aTa auanuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
.[{aTa IlP0H3B0)),CTBa ro)J,eH )),0 
Mfg. License No./ 

MA number:/ llpouJBO)J.CTBeuuaH : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JIUQeH3HH .N'!! 
Analysis performed according ND:/ AuanuJ npose)J.eu no 11,ZJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKQHH yTBep~eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test I Iloi.:aJaTeJih Results I PeJyJILTaTbI Specification/ HopMa 
.N'!! 

6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 
.l(ucnepcuocTb sieve is formed. I O6pa3yeTc.H O)J;HOpO,llHa.H 

cycneH3H.H, npoXO,ll.HlllaJI CKB03h CHTO C 
pa3MepoM ornepcrni1 710 MKM. 

7 Impurities / IlpnMeCH 

I -hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HttJKe npe.uerra K0J!lf'!eCTBeHH0ro 

1-rn,llpOKCHaHaJIOr onpe.uerreHttll (ITKO = 0.0032%) 
KeToponaKa 

1-keto analog of ketorolac / 0.08 % 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,llHHIF!Ha.H 
HeH,lleHTH~HUHpOBaHHa» 
npHMeCb 

total impurities / 0.1 % not more than 1.0 %. I ue 6onee 1,0 %. 
cyMMa rrpnMecei1 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

IlpuMeqauue: Ilpo.llyKT coorneTcrnyeT Tpe6oBaHH.HM H,[( 3aKJ110<1euue: O.l(06PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo,llroTOBJieHo: Vishal 
Sharma 

/L-
Date I 
}].am: 27.06.2026 

~=epettoc i esh ITpOBepeuo (AOK): O,llo6peuo: O6ecneqeHHe Kaqecrna/OrneTcrneHHOe 
Amit Kumar JIHUO: ._S UNI L l(U"'1P~ 

/\~-- _('V'j 
Date/ Date/ IDate / 2- 7--0 t ~ J ()l.;t, 
)];am: 27.06.2026 )..l:arn: 27.06.2026 )];am: 

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 

I 



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

CEPTH~IIKATAHAJIH3A 

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 
IlpOJ1:YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .a:ucneprupyeMble B IlOJIOCTH pTa, 10 Ml' 
Market / PLrnoK : Russia / Pocctt51 

Batch No/ 
: V2601277 

Batch Quantity / 36,00,000 tab/ 
CepuH N!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003436537 Date of Analysis / 

27.06.2026 AuaJIHTnqecKuii: oTqeT N!! ,llaTa auaJin3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,llaTa npOH3BOJ1:CTBa ro.a:eu .a:o 
Mfg. License No./ 

MA number:/ 
Ilpou3BOJ1:CTBeuuaH : MNB/05/263 

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

Jiun:euJHH N!! 
Analysis performed according ND:/ AuaJiu3 npoBe.a:eu no H,ll: Jlll-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH YTBep,KJJ:eua: 21.04.2025 

Pag:c 6 of 11 / CTp. 6 03 11 
No 

Test I IIoKaJaTeJJb Results I PeJyJJbTaTbI Specification / HopMa 
.N'!! 

8 Water content/ 2.0% Not more than 7.0 %. / 
Co.a:ep~auue BOLi.bi He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTot.tHbie oprauut.teCKHe pacTBopuTeJJH 

Isopropyl alcohol / 18 µg/tab / Not more than 350 µg/tab. / 
l-faonponauon 18 MKr B m6JieTKe He 6onee 350 MKr B Ta6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpHMet.tauue: Ilpo.a:yKT COOTBeTcTByeT rpe6oBaHI151M H,ll; 3aKJJIOt.teuue: O,L:I:OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Tio.uroTOBJieHo: Vishal IlpoBepetto:Pravesh npoBepetto (AOK): O.uo6petto: O6ecrre'IeH11e Ka'Iecrna/OrneTcTBeHHoe 

Sharma Q_ Rana 1 Amit Kumar JIHUO: ~ U)'IIL /( Vll'-1 rir2__ 
r _A- _tv-1 

Date I Date I Date I IDate / 2--'rD 6·-JO )- £ 
)];am: 27.06.2026 )];am: 27.06.2026 )];am: 27.06.2026 )];am: 

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 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHA.JIH3A 

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

Te!: +9198166 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,ny1n: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, ,nucneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2601277 
Batch Quantity/ 36,00,000 tab I 

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

: 040003436537 
Date of Analysis / 

27.06.2026 
AuaJIHTtt<JeCKHtt OT<JeT .N'!! ,UaTa auaJittJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,UaTa IlPOH3B0il,CTBa ro,neu ,no 
Mfg. License No./ 

MA number:/ 
IIpottJBOACTBeuuaH : MNB/05/263 

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

Jiu11euJttH .M! 
Analysis performed according ND:/ AuaJiuJ npOBe,neu no H,n:: JIII-.M,(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKIIHH YTBep;KAeua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJihTaTbI Specification / HopMa 
N2 

10 Microbiological purity*/ MuKpo6uoJiornqecKaH qucrnTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee q11rno He 6onee 103 KOE/r; 
a1po6Hb!X MHKpo-
opraHI13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee q11c110 He 6onee 102 KOE/r; 
.UPO)K)KeBbIX 11 IUiecHeBbIX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
0Tcyrcrn11e B 1 r. 

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

2.7 
IToKa3aTeJih rrpHeMJieMOCTH (AV) .UOJI)KeH 6bJTb 

.U0311pOBaHHbIX eil,HHHI.1 He 6onee 15,0 . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqaHue: ITpo.uyKT coorneTcrnyeT Tpe6osaHJ1jfM H,ll; 3aKJIIOqeHue: O.Il:OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITo.uroTOBJieHo: Vishal 

~:::epeno: 7 esh 
nposepeHo (AOK): O.uo6peHo: O6ecrreqeH11e Kaqecrna/OrneTcTBeHHoe 

Sharma a Amit Kor- ';-
nl1UO: _ (Vr-!IL KVNt:.\12_ 

~v'-1 
!Date / I Date/ Date/ !Date/ '2-1-0.£ --JJ/2 b 
:.[(ant: 27.06.2026 : )];am: 27.06.2026 )];am: 27.06.2026 )];am: 

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 

I 



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

CEPTH$UKATAHAJIII3A 

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 
IlpouyKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTim, uucneprunveMhie B noJIOCTH pTa, 10 Mr 
Market / PhlttOK : Russia / Poccm, 
Batch No/ 

: V2601277 Batch Quantity / 36,00,000 tab I 
CepnH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003436537 
Date of Analysis / 

27.06.2026 AttaJiuTnqecKnn oTqeT .N'!! .11:aTa auaJiu3a 
Date of Manufacture / 

: 05/2026 Date of Expiry / 
04/2028 .11:aTa npOH3B0,ll.CTBa rouen ,ll.0 

Mfg. License No. I 
MA number: I IlpoH3BO,ll.CTBeHHaH : MNB/05/263 
HoMepPY 

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

Analysis performed according ND:/ AuaJIH3 npoBeueu no HJI:: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTPVKQHH yTBep"'Uena: 21.04.2025 

Pa2e 8 of 11 / CTp. 8 nJ 11 
No 

Test/ Ilmca1aTeJJb Results/ Pe1yJJbTaTb1 Specification/ HopMa .N'~ 
12 Assay/ KoJJuqecTBennoe 9.9 mg I 9,9 Mr From 9.0mg to 11.0mg of 

onpe,ueJienue (99.5%) C1sH13NQ3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,no 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
rpoMemMHH) (OT 90,0 .no 110,0 % OT 
Jaj!BJJeHHOro KOJIH'-!eCTBa) B Ta611eTKe. 

13 Butylhydroxyanisole 0.0978 mg/tab / Not less than 0.042 mg/tab./ 
content I Co,uep,-canue 0,0978 Mr B m611eTKe He MeHee 0,042 Mr B m6neTKe. 
6yTHJJrH,upoKCHaHH30JJa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqanue: ITpo,n:yKT coorneTcrnyeT rpe6osaHHj!M H,ll; 3aKJIIO'leuue: O,ll;OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tio,n:roTOBJJeHo: Vishal Tiposepetto: Pravesh ITpoeepeHo (AOK): O,uo6petto : O6ecneqeHHe Kaqecrna/OrneTCTBeHHOe 
Sharma 

~ 
Rana 

f 
Amit Kumar JJHU0: 

_(\)NIL K lM-1 f() rL_ 
~~ ~,yv] 

Date/ Date I Date I ' Date/ <J__ 1--0 l --.i.JJl., {, 
)];am: 27.06.2026 )];am: 27.06.2026 AaTa: 27.06.2026 )];am: 

Registered Office : 8-2-337, Road No. 3, Banj~ra Hill s, Hyderabad - 500034, Telangana, India 

Tel : +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys. com 
CIN : L85195AP1984PLC004507 

www.drreddys.con1 



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

CEPTH~HKATAHAJilI3A 

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 
IIPOllVIU: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JlHCnepruoveMbJe B UOJIOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2601277 
Batch Quantity / 36,00,000 tab/ 

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

: 040003436537 
Date of Analysis / 

27.06.2026 AuaJIUTU'lecKuii OT'leT .N'!! ,l(aTa auaJiuJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 ,l(aTa npOU3B0JlCTBa rol{eH ,ll;O 
Mfg. License No./ 

MA number:/ IlpOH3B0llCTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,a:eu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKQHH VTBep,rmeua: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 HJ 11 
No 

Test / IloKaJaTeJib Results/ PeJyJILTaTbt Specification / HopMa 
.N'2 

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

desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / no 10 rn6nernK B 6m1cTepe 113 
information leaflet in a carton (TIA/ AJ1/Il3 C BJiaronornoTmeneM/TT3BTT) 
pack. I Ilo 10 Ta6JleTOK B q>OJlbnI II (I13IAJ1) q>OJlbrtt. Ilo 1 11Jll1 
6m1cTepe l13 (TIA/ AJ1/TT3 C 6n11cTepa BMeCTe C Jll1CTKOM-BKJia,/l.bIUieM 
snaronornoTttTeJieMITT3 B TT) nal.JKY KapTOHH)'IO. 
cponhrn // (IT3/ AJl) cponhrn. Ilo 
2 6m-1cTepa BMeCTe c JIHCTKOM-
BKJia,[J:b[UieM B na<JKY 
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 B1>mycKe JieKapcTBeuuoro npenapaTa KOHTpOJib Ka'leCTBa no noKaJaTeJIIO «M11Kpo6uonoruqecKaH 
'IHCTOTa» npoBOAHTCH AJIH Ka,KJJ,OH 20-ou cepuu, HJIH AJIH OAHOH cepuu B ro,a:, B JaBHCHMOCTH OT Toro, 'ITO 
uacTynnT paHbUJe. 

2 
B 

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

IlpnMe'!aHne: TTpo,a:yKT coorneTcrnyeT Tpe6osaHHj!M HP: 3aKJIIO'IeHne: O.LI:O6PEHO 

Prepared by / 
TTo,a:roTOBJieHo: Vishal 
Sharma fl 
Date/ 

.[taTa: 27.06.2026 

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

::;peHo, { ' h 
TTpoeepe110 (AOK): O.no6peHo: 06ecne'-!em-1e Ka'-lecrna/OrneTcTBeHHoe 

Amit Kl ~ 
1muo: _(\J J---5 I L k u v-t IQ 17.____ 

_Lv, 
Date / 

1

1:0ate / !Date/ 2-- ')·-0 l ..-.l.__ o L l 
}J;aTa: 27 .06.2026 )J,aTit: 27.06.2026 )],am: 

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 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH$MKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 20S, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uyKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6Jienrn, .uucneprupyeMMe B noJiocTu pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ : V2601277 Batch Quantity / 36,00,000 tab/ 
Cepu11 .M! O61>eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003436537 Date of Analysis / 
27.06.2026 AuaJiuTuqecKuii oTqeT .N'!! l(aTa auaJIHJa 

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

04/2028 l(aTa npOH3B0,UCTBa ro.ueu ,UO 
Mfg. License No./ 

MA number:/ IlpouJBOJJ:CTBenua11 : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBe.ueu no H,ZJ;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKU:HH YTBep,K,1J,eua: 21.04.2025 

Page 10 of 11 / CTJ>. 10 uJ 11 
API name/ HauMenoBauue A$C: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / 

ABSH006779 
HoMep cepuu npouJBO.UHTeJIH A$C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanu:uu npouJBOJJ:UTeJIH FETA00148 
rJI$: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpottJBOJJ:UTeJih A$C, cTpaua: ,ll;-p Pe,l1,,l],H1C Jla6opaTOpHC JlT)],., l1HJ1,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 I MNB/05/263) I 
HauMenosauue, a,!J.pec, Jiun:enJHH ,UJIH ,ll;-p PeJ1,J1,H' c Jla6opaTopHc JlTJI,., l1HJ1,H51, TTpoH3BO,l1,CTBeHttoe 
IlpouJBOJJ:CTBeuuaH nJiom:a.uKa / IIJiom:a.uKa noJ1,pa1J1,eJ1eHHe-6, BHJIJI. Kxonh, Hanarapx Poy,lJ,, EaMH, ,/J;ttcTpHKT 
KOHTPOJIH KaqecTBa / IIJiom:a.uKa BhlDYCKa ConaH, x.n., 173205, I1H,l],H51 (nm.1,eH3H51 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 / 
IlpttMeqattue: ITpo,uyKT cooTBeTcTByeT TPe6oBaHH51M H,ll; 3aKJ110'-leuue: O,ll;OliPEHO 

Prepared by I 
ITo.urornBrretto: Vishal 
Sharma 

& 
:)].aTa: 27.06.2026 
!Date/ 

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

ITpoaepeuol. P vesh TTpoeepeHo (AOK): O,uo6petto: 06ecrre'-!eHHe Ka'-!ecrna/OrneTCTBeHHoe 
Rana 

Amh Ku"'-;_ 
nttuo: _f:..U~l L Klflr-1 Pl?_ 

~ _.cvv1 
I Date / Date / IDate / .2--')-6 £ .-LO)___-£ 
: .L{a-ra: 27.06.2026 .L{arn: 27 .06.2026 )];am: 

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: L8519SAP1984PLC004507 

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 Tei: +9198166 56001-02 

CEPTMWHKATAHAJIII3A www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo~yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ~ucneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhlttOK : Russia / Poccm, 
Batch No I 

: V2601277 
Batch Quantity/ 36,00,000 tab I 

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

: 040003436537 
Date of Analysis / 

27.06.2026 
AttaJinTuqecKuii oTqeT .N'!! J(aTa attaJiu1a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
,l(aTa npOU3BO~CTBa ro~eH ~O 
Mfg. License No. / 

MA number:/ 
IIpou1so~cTBettttaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AttaJIH3 npose~ett no H,l(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / MttCTPYKUHH YTBep,K,1J,eua: 21.04.2025 

Page 11 of 11 / CTp. 11 01 11 
3aKJIIoqeuue O COOTBeTCTBHH: «HacT05IlllJIM 5I IIO,[{TBep)K,naIO, qTo rrpirne,neHHa5I BhIIIIe MH<pOpMau;Irn 5IBJrneTC5I 

,[{OCTOBepHOH M rnqHoH. 3m cepH5I rrpo,nyKU:MM rrpOM3Be,neHa (BKJIIoqa51 yrraKOBKY (MapKHpOBKY) M KOHTPOJib 

Kaqecrna) Ha BhIIlleyKa'.3aHHOH rrpOH3BO,[{CTBeHHOH IIJIOllla,[{Ke (IIJIOllla,[{Kax) B IIOJIHOM COOTBeTCTBHM C 

Tpe6oBaHH5IMH ITpaBHJI Ha,[{Jie)KallleH rrpOM3BO,[{CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMMqecKOro COI03a H 

Tpe6oBaHM5IMH KOHTPOJI5I KaIJeCTBa rreKapcTBeHHhIX cpe,r:i:CTB, a TaK)Ke B COOTBeTCTBHH co crreu;H<pMKaU:H5IMM, 

co,nep)l{alllHMMC5I B perHCTpau;HOHHOM ,[{OCbe CTpaHbI-MMIIOpTepa. 3arrMCM no rrpOH3BO,[{CTBY, yrraKOBKe M aHaJIM3Y 

rrpoBepeHhI, M ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHM5IM ITpaBHJI Ha,[(Jie)KallleH rrpOH3BO,[{CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMMqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe1.Jautte: ITpoJJ,yKT cooTBeTcTByeT Tpe6osaHlli!M HA 3aKJU01.JeHtte: O;:J:OnPEHO 

Prepared by I 
IToJJ,roT0BJietto: Vishal 
Sharma a 
Date I 
)laTa: 27.06.2026 

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

TT.posepetto: Pravesh npoeepetto (AOK): 0JJ,o6petto: O6ec11eqeHHe KaqecTBalOTBeTcTBeHHoe 

Rana :l Am;t K"f-',-,._ ~ JIHLlO: _J LJNJL KUV'-1~ 
__ (v-1 

Date / Date/ I Date/ 27-D l ~.l_cJl--£ 
)].aTa: 27.06.2026 JJ.arn: 27.06.2026 Aarn: 

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 

I 




