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

CEPTH cl> HKAT AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets ·IO mg 
IlpoJWKT: KeTopo.r1 3 iccnpecc (KeTOpoJiaK) Ta6JieTKH, AHCneprupyeMble s DOJI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1rn 
Batch No I : V2600519 

Batch Quantity / 36,00,000 tab I 
CepHH .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003323931 

Date of Analysis / 
20.03 .2026 

AuaJIHTU'leCKHU OT'leT .N'!! ,l(aTa auaJinJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
,l(aTa DPOHJBOACTBa ro;.-.eu AO 
Mfg. License No./ 

MAn~mber: / 
IlpoHJBOACTBennaH : MNB/05/263 

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

JIHU.eHJUH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBeAen no H,l(: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / llucTnVKU.HH yrnepm,!],eua: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No 

Test/ TioicaJaTem, Results/ PeJyJibTaTbl Specification / HopMa 
.N'2 

1 Description/ Onwcam1e Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I KpyrJib1e nJIOCKHe 
side. / Kpyrnb1e nnocK11e Ta6neTKH c qiacKOH, CBeTJIO-)l(eJITOfO U,Bem C 
Ta6neTKtt c qiacKOH, CBeTJIO- rpaBHpOBKOH «I» Ha O,UHOH CTOpoHe. 
)l(eJITOfO u,sem C rpaBHpOBKOH 
«I» Ha O,UHOH CTOpOHe. 

2 Identification / 11.ueHTH!l>HKaUHH 

K etorolac I K emop oRaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same w avelength (± 2 run). / YcD-
cneKTpbI nornomemrn: 11cnbnyeMoro pacTsopa 11 
pacrnopa cmtt.uapTHOro 06pa3u,a KeToponaKa 
TpOMeTaMHHa ,[l,OJI)l(Hbl HMeTb MaKCHMYMbl rrp11 
OJ(H0H w TOH )Ke ,UJIHHe BOJIHbl (± 2 HM). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
TipHMC'-faHHe: TTpo.uyKT COOTBeTcTByeT Tpe6oBaHH~M H,[( 3aKJ110'-feH11e: 0)],0liPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Qual i ty Assurance/ A uthorized person / 

TTo.uroTosnetto : Shagun Tiposepetto: Vishal n poaepetto (A OK): O.uo6petto: O6ecrreqeHHe Kaqecrna/OrneTCTBeHHoe 

ShMma ~ A m it K umar nwu,o: lv1✓, c r~vr-'1 n t? 
~ (\ / . --..... 

_(v"/) ,,.,- . I 

D ate I Date / Da te / 'Date I .2 1--(')7-J__(f) / ' . . ) -- u 
)}.am: 20.03.2026 )}.am: 20.03 .2026 ;[laTa: 20.03.2026 ,[(am: I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!J,HCneprnoveMble B DOJIOCTH pTa, 10 Mr 
Market / P1,moK : Russia / Pocc1rn 
Batch No/ 

: V2600519 
Batch Quantity / 36,00,000 tab/ 

CepnH N!! OfrheM cepnn 36,00,000 Ta6 
Analytical Report No / 

: 040003323931 
Date of Analysis / 

20.03.2026 
AuaJiuTu<tecKHH OT<teT N!! )laTa auaJIHJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

01/2028 
)laTa DPOH3B0,!),CTBa ro,!J,eH ,!J,O 
Mfg. License No. I 

MA number:/ 
Ilpou1B0,!J,CTBeuuaH : MNB/05/263 

HoMep PY 
JIII-N!!(004669)-(Pr-RU) 

JIHQeuJnH N!! 
Analysis performed according ND:/ AuaJIH3 npoBe,!J,eH no H)l: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTPVKQHH yTsepm,i:J,eua: 21.04.2025 

Page 2 of 11 / CTp. 2 01 11 
No 

Test I TioKaJaTem, Results I Pe1yJibT8Tbl Specification/ HopMa 
.N"2 

Complies I CoorneTcrnyeT 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 BpeM~ y .nep)Kl1BaH 11~ OCHOBHOfO nttKa Ha 
xpoMaTOrpaMMe ttCilbITyeMoro pacrnopa 
)],OJI)KHO COOTBeTCTBOBaTb BpeMeHtt 
y.llep)KHBamrn OCHOBHOfO nHKa Ha 
xpoMaTOrpaMMe pacrnopa CTaH)],apTHOfO 
06pa1u.a KeToponaKa TpOMeTaMl1Ha (pa1.nen 
«Kom11.1ecrneHHoe onpe)],eJieHHe» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me1-IaH1le: Tipo.nyKT COOTBeTcTByeT Tpe6osaH~M H)]. 3aKJ110tJeu11e: O,LJ:OliPEHO 

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

TT0JlrQTOBJtet-lO : hagun TTpoeepetm:Vishal TTposepeHO (AOK): O.llo6peHo: O6ecne4eHHe Ka1.1ecrna/OrneTcTBeHHOe 

Shanna fl/ Amit Kumar m1uo: Ju f-J / (_ t Vt"J Otl 
~ ~ ,-,/\ 

-----
___ (\,.1) 

Date I Date / Date/ ID .ate I ,_;~ )..--(1 z -J..C L.£ 
)].am: 20.03.2026 )].aTa: 20.03 .2026 )].aTa: 20.03.2026 J:(aTa: I 



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

CEPTM <I> IIKA T AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)J.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J.HCUepruoveMbie B UOJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 

Batch No I 
: V2600519 

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

: 040003323931 
Date of Analysis / 

20.03.2026 
AuaJIHTH'leCKHii OT'leT .N'!! )laTa auaJIH3a 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

01/2028 
JlaTa UPOH3B0)).CTBa ro)J.eH ,!l;O 
Mfg. License No. / 

MA number:/ 
IlpoH3B0)).CTBeHHaH : MNB/05/263 

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

JIUI~eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 np0Be,1J;eu no HJl: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTpyKQHH YTBep,imeua: 21.04.2025 

No 
x~ Test I IloKaJaTeJJb Results/ PeJyJJbTaTbl 

Paj!e 3 of 11 / CTI). 3 Hl 11 

Specification / HopMa 

Butylhydroxyanisole I 
EymunzuopoKCUaHU30J/ 

Complies / 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/ 
IlpuMe'laHue: IlponyKT cooTBeTcrnyeT Tpe6osaHM.sIM H~ 

Prepared by / Checked by/ Checked by (AQA) / 
n oiiroTOBJleHo: Shagun nposepeHo: Vishal Dposepetto (AOK): 

Shanna a., Amit Kumar 
Q_ 

~~ 
Date / Date / Date/ 
.[l,aTa: 20.03 .2026 ):{aTa: 20 .03.2026 .L(ara: 20.03.2026 

peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa ynep)K11BaHl1.s! TT11KOB 2-
6yr11nr11npoKc11aHH30Jla M 3-
6yr11nrnnpoKcttaHmona Ha xpoMarnrpaMMe 
HCTTbITYeMoro pacrnopa llOJl)l{Hbl 
COOTBeTCTBOBaTb BpeMeHaM ynep)K11BaHl1.s! 
TTHKOB 2-6ynUJrnnpoKCl1aHl130Jla M 3-
6yT11nr11npoKCHaHH30Jla Ha xpoMaTorpaMMe 
pacTsopa cTaHnapTHoro o6pa3ua 
6yrm1rnnpoKCHaHmona (pa3nen «Conep)KaHMe 
6yTHJlrMllpOKCMaHl130Jla» ) . 

Conclusion : APPROVED / 
3aKJJIO'lenue: OtJ:OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
Ono6petto: O6ecnettetttte Kattecrna/OTBeTcrneHHOe 

JlHU0: ( V"-il l_ t_ Ul;v1 (\ f?'---

/_(v'1' 

'Date / ,.J \r-0 }- ~ 0 l-£ 
Jl.ara: I 



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

CEPTH~HKATAHAJill3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo11yKT: KeTopon® 3Kcnpecc (KeTOJ)OJJaK) Ta6JJeTlm, JJ.UCneprrmveMble B OOJIOCTH PTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2600519 
Batch Quantity / 36,00,000 tab/ 

Ce1>u11 .N'!! O6beM cepnu 36,00,000 Ta6 
Analytical Report No / 

: 040003323931 
Date of Analysis / 

20.03.2026 
AuaJIHTH'lecKuii: OT'leT .N'2 .l(aTa auaJiu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
,ll.aTa np0HJB0ACTBa ro}J.CllAO 
Mfg. License No./ 

MA number:/ 
IIpoH3BOACTBeHHaH : MNB/05/263 

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

JIHU.eHJHH .N'!! 
Analysis performed according ND:/ AuaJ1tt3 npoee11eu no H.l(: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / llHcTDVKU.IHI YTBep,KJ:tena: 21.04.2025 

Page 4 of 11 / CTp. 4 03 11 
No 

Test I TioKaJaTeJib Results/ PeJyJ1bTaTb1 Specification/ HopMa 
.N'!! 

3 Average weight/ Cpe)lHSUI 69.4 mg/ 69,4 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 %; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20%. I 

Complies / CoorneTcrnyeT 18/20 Ta6JJeTOK - He 6onee ± 10%; 
0llHOpOllHOCTb MaCCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna)laeMOCTb 

00 min 27 sec / 00 Ml-lH 27 ceK Not more than 3 min. / He 6onee 3 Ml-lH. 

5 Dissolution / PacTsopeune Unit- I / Ta6n- l 98 % Not less than 75 % (Q) of C1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) CI sH13NO3 •C4H 11 NO3 (KeTOpOJlaKa 

Unit-3 / Ta6n-3 98 % TpOMeTaMIIH) 11epe3 I 5 MIIH. 

Unit-4 / Ta6n-4 97 % 

Unit-5 I Ta6n-5 99% 

Unit-6 / Ta6n-6 99% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'-laHne: ITpo.a.yKT COOTBeTcTByeT Tpe6oBaHl1>IM H,a: 3aKJ110'le1rne: 0.L(OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person / 
ITo.a.roToBnetto: Shagun npooepeHo:Vishal TTpooepetto (AOK): O.a.o6petto: O6ecne11ett11e Ka'-lecTBa/OTBeTcTBeHttoe 

4V Shann~ Amit Kumar mruo: (l)r-)) L ( Viv) Fl YL. r- (v') 

Date / Date / Date / !Date/ ). kt:> } ·--:.1__ C ), G 
,a:aTa: 20.03 .2026 ,a:arn: 20.03.2026 ):(am: 20.03.2026 .[(ara: I 



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

CEPTH~HKATAHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi:.v1n: KeTopoJI® 3Kcnpecc (KeTODOJiaK) Ta6JieTKH, i:.ucneprupyeMble B DOJIOCTH PTa. 10 Mr 
Market / PhrnoK : Russia / Poccm1 

Batch No I : V2600519 
Batch Quantity/ 36,00,000 tab I 

Cepm1.N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No I : 040003323931 

Date of Analysis / 
20.03.2026 

AuaJIHTH'lecKuii OT'leT .N'!! .l{aTa auaJiuJa 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

.l{aTa DPOH3BOACTBa roi:.eu AO 
Mfg. License No./ 

MA number:/ 
IlpOH3BOACTBeuuaH : MNB/05/263 

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

JIHU,eH3HH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoBei:.eu no H,ll;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH yrnep,K)J;eua: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No 

Test I IloKaJaTeJlb Results/ PeJyJlbTaTbt Specification / HopMa x~ 
6 Particle size distribution I Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

)].ucnepcuocTb sieve is formed. I O6paJyeTc51 O,/J,HOpO)lHa51 
cycneHJH51, npOXO,/J,51lll,a51 CKB03h CHTO C 
paJMepoM ornepcrnil 710 MKM. 

7 Impurities/ IlpuMecu 

I-hydroxy analog of BelowLOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / HHlKe npeAeJia o6HapylKeHH51 
1-rn)],pOKCHaHaJIOr (TIO= 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac / 0.05 % 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 %; 
eJurnwrna5t: 
HeH)],eHTH$MUHpOBaHHa51 
npHMeCh 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: IlpOAYKT coorneTcrnyeT TPe6oBaHH51M H,!J; 3aKJ110'leHue: 0)1.0EPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person I 
IloArOTOBJieHo: Shagun IlpoBepeHo: Vishal ITpoBepeHo (AOK): O.no6peHo: O6ecne4eHHe KaYecrna/OrneTcrneHHoe 

Q,2---
Sharma {SJ_,- Amit Kumar JJMUO: 

~\ VN 1 L. (lf1--1{)ii~ 

1'~ , ... . (v1 

Date I Date / Date / IDate I 
( 

2 1~ ·o }·-)_ ffl_ b 
,!J;arn: 20.03.2026 ,!J;arn: 20.03.2026 ,[(aTa: 20.03.2026 ,!J;arn: I 



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

CEPTH <l>HKAT AHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYl.:T: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6J1eT1m, AHCnepruoveMble B DOJIOCTU pTa, 10 Mr 
Market / PhlHOK : Russia/ Poccvrn 
Batch No/ 

: V2600519 
Batch Quantity/ 36,00,000 tab I 

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

: 040003323931 
Date of Analysis / 

20.03 .2026 
AuaJIHTn11ecKnn OT'IeT .N'!! )I.aTa auanuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
,l(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpouJBOACTBennaH : MNB/05/263 

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

JIU~CH3UH .N'!! 
Analysis performed according ND:/ Auanu1 npoBeAen no H)I.: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVK~HH YTBepiK).{ena: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 HJ 11 
No 

Test/ TI01ea1aTeJ11, Results/ Pe1yJ11,TaT1,1 Specification/ HopMa 
.N"!! 

8 Water content/ 2.1 % Not more than 7 .0 %. / 
CoJJ.ep,ieauHe BO/l.hl He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHble opramt'lecKne pacTBOpHTCJJH 

lsopropyl alcohol / 4 µg/tab / Not more than 350 µg/tab. I 
l-faorrporratton 4 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'laHHe: TTpOJ.lYKT coorneTcrnyeT Tpe6osatt1u1M H)]; 3aKJJIO'leHHe: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TToJ.J.roTosnetto: Shagun Tiposepetto: Vishal TipoBepeHo (AOK): OJ.J.o6petto: O6ecrre11em1e Ka11ecrna/OrneTcrneHHOe 

Shannaa, Amit Kumar mll.(O: 
~(;r-.i1l t.._v,rv, f:, ,2_ 0---- l"_-'\- {v__;i 

.--- I 

Date/ Date/ Date I I Date I ) I -o 'J - ,)_ D )_, l 
)];arn: 20.03.2026 ,ll.arn: 20.03 .2026 )];am: 20.03.2026 )];arn: I 



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

CEPTM <I> IIKAT AHAJDBA 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilr>0AyKT: KeTOJ)OJl® '3KCOJ)CCC (KeTOPOJiaK) Ta6JieTKH, .11,ucneprunveMhie s U0JI0CTU PTa, 10 Mr 
Market / PhrnOK : Russia I Poccm1 
Batch No/ : V2600519 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003323931 

Date of Analysis / 
20.03.2026 

AuaJIUTH'lecKuii 0T'leT .N'!! ,[t:aTa auaJIHJa 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
01/2028 

,[t:aTa np0U3B0.ll,CTBa ro.11,eu .11,0 

Mfg. License No./ 
MA number:/ 

IlpouJB0.11,CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-R U) 
JlUQeH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npose.11,eu no H)];: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ MncTPVKQHH yrnep,imeua: 21.04.2025 

Paee 7 of 11 / CTp. 7 HJ 11 
No Test/ IlotcaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N"2 

10 Microbiological purity*/ Mmepo6uonornqectcasi qucrnrn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 

Count/ o6mee lfHCJIO He 6onee 103 KOE/r; 
a3po6HblX MHKpO-
opraHl,[JMOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 

mold count/ o6mee lfHCJIO He 6onee 102 KOE/r; 
.!lpO)IO!<eBbIX H ITJieCHeBblX 

rpH60B 

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

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O.uuopo.uuocTb 3.6 

floKaJaTeJib rrp11eMJ1eMOCTl1 (AV) .U0JI)l(eH 6bITb 

JJ,03Hp0BaHHblX eJJ,HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'-lanue: ITpo.uyKT coorneTcrnyeT rpe6oBaHl1JIM H,U 3aKJII04euue: O,.ll,OliPEHO 

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

ITo.uroTOBJietto: Shagun ITpoBepetto: Vishal npoaepe1-10 (AOK) : Oao6pe110: O6ecrre'!eHHe Kalfecrna/OrneTcrneHHoe 

~ Shanni<J./" 
Amil Kttmar m1uo: ~l)r-1 IL ( v'Hf.:ifl...__ 

~~ .--Lv1 
Date/ Date / Date I 'Date/ <-J 1-----0 7 .-·/ 1.P- t, 
,UaTa: 20.03.2026 JJ,aTa: 20.03.2026 ,Uarn: 20.03.2026 

._;, 

,na-ra : I 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO.£\YICT: KeTopoJI® 3KCIIl)CCC (KeTODOJiaK) Ta6JieTICII, ,l\llCDepnmveMble e OOJIOCTH DTa, 10 Mr 
Market / PbrnoK : Russia / Poccm1 
Batch No/ : V2600519 

Batch Quantity I 36,00,000 tab/ 
CepuH .M! O6beM ceorm 36,00,000 rn6 
Analytical Report No/ : 040003323931 

Date of Analysis / 20.03.2026 
AnaJIHTH'lecKuu OT'leT N!! ,ll;aTa auaJiu3a 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

,l.(aTa DP0ll3BOACTBa ro)J;eU ,£1.0 

Mfg. License No./ MA number:/ 
IlpoH3BOACTBeHHaH : MNB/05/263 

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

J1nQeH3HH N!! 
Analysis performed according ND:/ AnaJIH3 npoeei:.en no H,z:i:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTnVKQ1rn vrneo)KJJ.ena: 21.04.2025 

Pa!!e 8 of 11 / CTp. 8 HJ 11 
No 

Test I IloKaJaTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 
.N'!! 
12 Assay/ KonH'leCTBeHHoe 10.0 mg/ 10,0 Mr From 9.0mg to 11.0mg of 

onpe.11eneuHe (99.5 %) C15Hi3NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr )lO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeToponaKa 
TpoMemMHH) (OT 90,0 .£10 110,0 % OT 
3aHBJieHHoro KOJIHtiecrna) B m6neTKe. 

13 Butylhydroxyanisole 0.0920 mg/tab I Not less than 0.042 mg/tab. / 
content I Co,llep:iKaune 0,0920 Mr a m6JieTKe He MeHee 0,042 Mr B m6JieTKe. 
6yTHJlrH.11poKCHaHH30Jla 

Remark : The Product confirms to ND/ Conclusion : APPROVED I 
npuMe'taHue: Ilpo,llyKT CO0TBeTcTByeT rpe6oBaHHHM H,ll; 3aKJ1t0'leHHe: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TionrornaJieHo: Shagun IlpoaepeHo: Vishal npoaepeHo (AOK): Ono6peHo: O6ecneqem-1e Ka'-le.crna/OrneTcTBeHHOe 

~ Shanna ~ Amit Kumar JIHU.O : ~U\---JIL /<_UIN1(ci)7___ 

II\~ _ ( 1 
Date I Date/ Date / !Date/ J.. ,--o ·) -- )_en --£ 
)].am: 20.03 .2026 )].am: 20 .03.2026 )],aTa: 20.03 .2026 Ll,aTa: I 



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

CEPTM~IIKATAHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYJn: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!J;HCneprupyeMbie B nOJIOCTH pTa, 10 Mr 

Market / PhrnoK : Russia / Poccm1 

Batch No/ 
: V2600519 

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

: 040003323931 
Date of Analysis / 

20.03 .2026 
AuaJIHTH'leCKHH OT'leT .N'!! llaTa auaJiu1a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
21:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou1B0,1J;CTBeuuaH : MNB/05/263 

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

Jiuu.eu3HH .M! 
Analysis performed according ND: / AuaJiu3 np0Be,1J;eu no H,ZI:: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MuCTpyKU.HH YTBep,rmeua: 21.04.2025 

Paee 9 of 11 / CT1>. 9 01 11 
No 

Test I IloKaJaTeJlb Results/ PeJyJlbTaTbl Specification/ HopMa 
.N'! 
14 Package description / 10 tablets m a blister of 10 tablets m a blister of (PA/AL/PE with 

Onucauue ynaKOBKH (PA/AL/PE with desiccant/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 IO rn6neTOK B 6nttcTepe m 
information leaflet in a carton (ITAi AJ1/I13 C BJiaronornonneJieM/TT3 B IT) 
pack. I ITo 10 Ta6JieTOK B q>OJibfH II (I13/AJ1) q>OJibfH. ITo 1 HJIH 
6JIHCTepe HJ (ITAi AJ1/IT3 C 6JIHCTepa BMeCTe C JIHCTK0M-BKJia)lb!WeM 
BJiaronornoTHTeJieMIIT3B IT) nattKy KapT0HH)'IO. 
q>OJibfH // (I13/ AJI) q>OJibfH. rro 
2 6m,cTepa BMeCTe c JIHCTK0M-
BKJI3)lbIWeM B nattKy 
Kaprntttty10. 

* 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 01,mycKe J1eKapcTBeuuoro npenapaTa KOHTpOJ1b Ka'leCTBa no noKaJaTemo «MttKpo6110J1on1qecKasi 
'IHCTOTa» npOBOAHTCH AJlH Ka"'-11.0H 20-oii cepHH, HJlH AJlH OJlHOH cepHH B ro)l, B JaBHCHMOCTH OT Toro, 'ITO 
uacTynHT paHbllle. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMe<1an11e: ITpoAyKT cooTeeTcTByeT Tpe6oBaHH51M HA 3aKJ110'lenue: O.ll:OiiPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IT o!lrOT0BJieHo: Shagun n ponepeuo:Vishal n poeepeuo (AOK): On.o6petto: O6ecnettemie KattecTBalOTBeTcTBettttoe 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> IIKA T AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJ].y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,aucneprupyeMbie B noJIOCTH PTa, 10 Mr 
Market / PhrnOK : Russia / Pocc1-rn 
Batch No I : V2600519 

Batch Quantity / 36,00,000 tab/ 
CepuH .M, O6'heM cepuu 36,00,000 Ta6 
Analytical Report No I : 040003323931 

Date of Analysis / 20.03.2026 
AnaJIHTHttecKuu OTtteT .N'!! )laTa auaJiu1a 
Date of Manufacture / : 02/2026 

Date of Expiry / 
01/2028 

.I(aTa DPOH3B0)].CTBa roJ].eH )).0 

Mfg. License No./ 
MA number:/ 

Ilpou3BOJJ.CTBeuuaH : MNB/05/263 
HoMepPY 

: JIIT-.N'2(004669)-(Pr-RU) 
JIHIJ;eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeJ].eu no H,n:: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKUHH yrnep)KJ.J;eua: 21.04.2025 

Page 10 of 11 / C-rp. 10 HJ 11 
API name/ HauMenoBauue A<l>C: Ketorolac tromethamine / KeToponaKa TPOMeTaMHH 
INN/MHH: Ketorolac / KernpoJiaK 
API manufacturer batch number / ABSH002977 
HoMep cepuu npouJBO!lHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npou1BOJJ.HTeJIH FESA00499 
r JI<I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India I 
IlponJBOJJ.HTeJih A<l>C, cTpaua: JJ:-p Pe)U].11'c Jla6oparnp11c JlTA., Htt,ll,1151 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Kho!, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HattMeHOBaHHe, aJ].pec, JIHUeH3HH J].JIH JJ:-p PeM11'c Jla6oparnp11c JlT,11.., HH.ll.1151, TTpomso,ll,cTBeHttoe 
Ilpou1BOJJ.CTBeuuaH DJIOIUaJJ.Ka / IlJIOIUaJJ.Ka rro,ll,pa3,11.eJieH11e-6, Bmrn. KxoJih, Hamrapx PoyA, oa)]..ll.11, JJ:11cTp11KT 
KOHTPOJIH KatteCTBa / IlJIO(Ua)J.Ka BhlDYCKa CoJiaH, x.n., 173205, HH,11.1151 (nm.{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 I 
Ilp11MetJau11e: ITpo.nyKT coorneTcrnyeT rpe6oBamrnM H,r:t; 3aKJ1t0lfem1e: O.LJ.OliPEHO 

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

ITOJJ.fOTOBn HO : Shagun npoaepeHo: Vishal npoaeperto (A O K): Ono6peHO: O6ecnetJeHHe KalJeCTBa/OTBeTCTBeHHOe 

Sharma ~ Afnit Kr ~ 
JlHUO: , ~\.Jr"" IL. )( L}1rv) (-\ fl_ 

~ ,,,.L v1 
Date / Date / Date / !°ate/ J- 1---0 3 , )_ en&, 

I ,l],aTa: 20.03.2026 ,ll,aTa: 20.03.2026 ,[l,ara: 20.03.2026 )];am: 



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

CEPTH <I> IIKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm, 
Batch No/ 

: V2600519 
Batch Quantity / 36,00,000 tab/ 

Cepm1 N!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003323931 
Date of Analysis/ 

20.03.2026 AuaJiuTuqecKuii oTqeT N!! ,ll,aTa auaJiu3a 
Date of Manufacture / : 02/2026 Date of Expiry / 

01/2028 ,ll,aTa IlPOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ Ilpon3BOACTBeuuaH : MNB/05/263 
HoMepPY : JIII-N!!(004669)-(Pr-RU) 

JIHQeH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBeAeH no H)J,_: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yrnep,KJJ;eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKmoqem1e O COOTBeTCTBlrn:: «HacT05:llllJIM 51 IIO,1.l;TBep)I{,1.l;aIO, qTo rrp1rne,n:eHHa51 BhIIIIe llHq>OpMa[(Irn 5:IBJrneTC51 

)];OCTOBepHOH ll TQqHOH. 3m ceprr51 rrpo,1.l;yKU:llll rrpOll3Be,n:eHa (BKJI}Oqa51 yrraKOBKY (MapKHpOBKy) H KOHTpOJih 

KaqecTBa) Ha BhIIIIeyKa3aHHOH rrpOll3B0,1.l;CTBeHHOH IIJIOI[(a,n:Ke (rnrniu:anKax) B IIOJIHOM COOTBeTCTBllll C 

Tpe6oBaHll5:IMH ITpaBllJI Ha,n:Jie)I{al[(eH rrpOll3B0,1.l;CTBeHHOH rrpaKTHKll EBpa3llHCKOro 3KOHOMrrqecKoro COI03a H 

Tpe6oBaHll5:IMH KOHTpOAA KaqecTBa JieKapCTBeHHhIX cpe,1.l;CTB, a TaK)Ke B COOTBeTCTBllH co crre:o:Hq>llKa:U:ll51Mll, 

co,n:ep)Kal[(HMllC51 B perrrcTpau:rroHHOM ,1.l;OChe CTpaHhI-HMIIOpTepa. 3arrrrcrr no rrpOH3BO,1.l;CTBY, yrraKOBKe H amUIH3Y 

rrpoBepeHhI, ll ycTaHOBJieHO rrx COOTBeTCTBlle Tpe6oBaHll5:IM ITpamrn Ha,1.l;Jie)Kal[(eH rrporr3B0,1.l;CTBeHHOH rrpaKTllKll 

EBpa3rriicKoro 3KOHOMrrqecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: IlponyKT coorneTCTByeT Tpe6oaaHH.HM HA 3a1mioqeuue: 0.Ll:OliPEHO 

Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
IlonroToBneuo: Shagun IlpOBepeHo: Vishal Tiposepe1-10 (AOK): Ono6peHo: O6ecneqem-1e Kaqecrna/OrneTcTseuHoe 

V Shanno Amit Kun ar mm.o: s lJ l'-.i I l__ tv\r---'/ (--',t~ 
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Date/ Date/ Date/ !Date/ 1 \,,.-o 1- lC 2,,-,t, 
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