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

CEPTH<l>HKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
llDOAVKT: KeTopon® 3Kc.npecc (KeTopoJiaK) Ta6JieTKH, JJ;ncneprupyeMhle B noJ1ocTu pTa, 10 Mr 
Market/ PMHOK : Russia I Poccm1 
Batch No/ 

: V2600769 
Batch Quantity/ 36,00,000 tab/ 

Cepm1 .M, O6neM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003368502 
Date of Analysis / 

21.04.2026 
AuaJlHTHlfecKuu oTqeT .N'!! LI:aTa auaJ1u3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
LJ:aTa DPOH3BOJJ;CTBa ro.aeu AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTeeuuau : MNB/05/263 

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

Jlm~eH3HH .N'!! 
Analysis performed according ND:/ AuaJ1u3 npoeeJJ;eu no H,z:i:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucrnVKUHH yrnepm,[{eua: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No 

Test/ TioKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 
.N'! 

1 Description / Ormcamte Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnhie ITJIOCKHe 

side. / Kpyrnh1e rrJIOCKHe Ta6JieTKJ,! c cpacKOH, CBeTJIO-)l(eJITOro UBeTa C 
Ta6JieTKI1 c qiacKOH, CBeTJIO- rpas11posKott «I» Ha OJI.HOH crnpoHe. 
)KeJITOro usern C rpaBHpOBKO.H 
«I» Ha OAHOH CT0pOHe. 

2 Identification / M.aeuTtt<l>ttKaum1 

Ketorolac I Kemopo!taK Complies / CooTBeTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Y<l>-
crreKTphI rrornomeHmr 11crrh1TyeMoro pacrnopa 11 
pacrnopa CTaH.uapTH0ro 06pa3ua KeTopoJiaKa 
TpoMeTaMI1Ha .UOJI)KHhl l:IMeTb MaKCI1MYMhl npH 
OJI.HOH H TOH )Ke .ll.JIHHe BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: ITpoAyKT coorneTcrnyeT Tpe6osaH1urM H.[I; 3aKJJtO'leuue: 0)1,0liPEHO 

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

no.uroTOBJieHo: Anchal 
~~::epe•o7-esh 

ITposepeHo (AOK): OJJ.o6peHo: O6ecne'-leHHe Kat:iecTBa/OTBeTcTBeHHOe 

00 Ajay Kumar Srivastava JIHUO:~ ~ 'W'\ 

.fu_J_- a~ A 

Date/ Date I Date/ Date/ 
, , ,...,.. v - 'i,! 

)J;arn: 21.04.2026 .[l;arn: 21.04.2026 ]:\ara: 21.04.2026 .[l;aTa: 
'1..-- _ ,ib 

. '' . ' I Ill 1 ,t l(i I 11,\. I I 1r 1 1 l< , ,,. 



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

CEPTII <I> HKAT AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets lO mg 
IlpotJ,YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,o.ucneprupyeMbJe B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1rn 
Batch No/ 

: V2600769 
Batch Quantity I 36,00,000 tab/ 

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

: 040003368502 
Date of Analysis / 

21.04.2026 
AnaJIHTH'leCKHH OT'leT .N'!! )laTa anaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
)laTa DPOH3B0,!J.CTBa ro,o.en AO 
Mfg. License No./ 

MA number:/ 
Ilpou3BOtJ.CTBenna» : MNB/05/263 

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

JIHQCH3HH .M! 
Analysis performed according ND:/ AnaJIH3 npoBe,o.en no H,n:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTDVKQHH VTBeom,o.eua: 21.04.2025 

Paee 2 of 11 / CTp. 2 03 11 
No 

Test/ IIoKaJaTeJlb Results/ PeJyJ1bTaTb1 Specification/ HopMa 
.N'! 

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(HBaHHH OCHOBHOro nHKa Ha 
xpoMaTorpaMMe HCllhITyeMoro pacTBopa 
llOJDKHO COOTBeTCTBOBaTh apeMett11 
y ,nep)l(MBaHMH OCHOBHOro n11Ka Ha 

xpoMarnrpaMMe pacrnopa CTaH,napTHOro 
o6pa3ua KernponaKa TpOMeTaMMHa (pa3,nen 
«KonWJecrnettttoe onpe,nenem1e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'laH11e: ITpo,nyKT COOTBeTcTByeT Tpe6oBaHMHM H,IJ; 3aKJIIO'lettue: O)1,OliPEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tio!lroTOBJJetto: Anchal ITpoaepe~o:Pra1 1e Tipoaepetto (AOK): O.no6petto: O6ecneYett11e KaYecrna/OrneTcTBeHHoe 

~ 
Rana Ajay Kumar Srivastava JJIIUO: 

~_l- ~\U,v\.A~ J) 
----- /Jo)\ . 

Date/ Date/ Date/ Date/ \ r6 ~ i,r ,;p 1,;lo 
,Uarn: 21.04.2026 ,Uant: 2 L04.2026 ,ll;arn: 21.04.2026 )],am: -I •· " "' "' I n \ I O[ ,. ='q j ' 1. ' l '" ' 

( "ll 



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

CEPTII <I> IIKAT AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepruoveMble B DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm, 

Batch No/ 
: V2600769 

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

: 040003368502 
Date of Analysis/ 

21.04.2026 
AnaJinTn'lecKuii OT'leT .N'!! llaTa auaJiu1a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,l(aTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou1BOACTBennaH : MNB/05/263 

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

JIHl{eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIucTnvKunH yTBep,K)J.ena: 21.04.2025 

No 
x~ Test I Iloica1aTeJib 

Butylhydroxyanisole I 
EymunzuopoKCUQHl/30J/ 

Results/ Pe1yJibTaTb1 

Complies / CoorneTcrnyeT 

Page 3 of 11 / CTp. 3 u1 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.nep)l<!-IBaHIUI IUIKOB 2-
6ynrnrn.npoKCl1aHM30Jia M 3-
6yTttJirn.npoKcttaHtt3oJia Ha xpoMaTOrpaMMe 
MCilhITyeMoro pacrnopa )lOJl)KHbl 
COOTBeTCTBOBaTb BpeMeHaM y.nep)KttBaHM.sl 
IlMKOB 2-6ynrnrn.npoKCMaHM30Jia M 3-
6yTMJlrtt,llpOKCMaHM30Jia Ha xpoMarnrpaMMe 
pacTaopa cTatt.napTttoro 06pa1ua 
6yTMJlrtt,llpOKCMaHM30Jia (pa3)1,eJI «Co.nep)KaHtte 
6YTMJin!,llpOKCMaHM30JJa» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npwMel.fanwe: ITpOAYKT coorneTcrnyeT Tpe6oaamrn:M H,Il; 3atcJII01.fenwe: 0.ll:OEPEHO 

I~============;-;::::=======::;-;:::=========: 
Pre pared by / 
n owo-roanetto: Anchal . M 

---
!Date / 
,[(a-ra: 21.04.2026 

Checked by/ 

flpoaepetto: Pra1 esl 
Rana 

I Date / 
JJ:arn: 21.04.2026 

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

Approved by: Quality Assurance/ Authorized person / 
O.!lo6peHo: O6ecnel!eHtte Kal!ecrna/OrneTcTBeHHoe 



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

CEPTM<l>MKAT AHAJIM3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

H ldy L I \ 

Ilpo,c1;y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,cl;HCneprupyeMble B DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 

Batch No I 
: V2600769 

Batch Quantity I 36,00,000 tab I 
CepnH .N'!! O6beM cepun 36,00,000 rn6 
Analytical Report No I 

: 040003368502 
Date of Analysis / 

21.04.2026 
AuaJinTu .. ecKuu OT .. eT .N'!! )];aTa auaJin3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
,lJ;aTa np0H3B0,cl;CTBa roi:.eu i:.o 
Mfg. License No./ 

MA number:/ 
IlponJBoi:.cTBeuuaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npOBei:.eu no H,n:: JIIT-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKD;HH yrnep,KJJ;eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

Test I IloKaJaTeJlb Results I PeJyJ1bTaTbl Specification / HopMa 
.N'! 

3 Average weight/ Cpe,nHHH 69.0 mg I 69,0 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr L\O 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 Ta6JieTOK - He 6onee ± 10%; 

0,nHopo,nHOCTb MaCCbl 
2/20 rn6JieTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna,naeMOCTb 

00 min 36 sec/ 00 MHH 36 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTBopeHne Unit-I/ Ta6n-l 102 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 92 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 98 % TpOMeTaMHH) '!epe3 15 MHH. 

Unit-4 / Ta6n-4 97 % 

Unit-5 I Ta6n-5 98 % 

Unit-6 / Ta6n-6 98 % 

R emarks : The Product confirms to ND/ Conclusion: APPROVED/ 

n pt-1Me~ a u ne: Tipo,nyKT coorneTcrnyeT Tpe6oBaHHRM H,lJ; 3a 1<J110~eHne: 0,[(06PEHO 
:========:::::::;-:;::::::::======:;;===========: 
Prepared by / 
Tio.nroTOBJietto: Anchal 

JlY1 
Date/ 
,l];arn: 21.04.2026 

Checked by/ 

TTpoBepetto:Prave, 

Rana 1-
Checked by (AQA) / 
TTpoBepetto (AOK): 
Ajay Kumar Srivastava 

-Pny 
Date I 
,Ua-ra: 21.04.2026 

Approved by: Quality Assurance/ Authorized person / 
On.o6peHo: O6ecne'leHHe Ka'lecrna/O1:BeTcTBeHHoe 
1muo: 



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

CEPTH <I> IIKA T AHAJilf3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: KeTopoJI® 3Kcnpecc (KeTOpOJiaK) Ta6JieTKH, AHCneprupyeMhle e TT0JIOCTH pTa, 10 Mr 
Market / PhrnOK : Russia / Poccm, 

Batch No/ 
: V2600769 

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

: 040003368502 
Date of Analysis / 

21 .04.2026 
AuaJIHTH'lecKuii OT'leT .M! ,U:aTa auaJIHJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,[l;aTa DPOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IIpouJBOACTeeuuaH : MNB/05/263 

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

JIHI~eH3HH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoeeAen no II,.[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTnVK[(IUI yTeep,K.Aeua: 21.04.2025 

Pai?e 5 of 11 / CTp. 5 HJ 11 
No 

Test/ IloKaJaTeJJb Results / PeJyJJbTaTbl Specification / HopMa 
.N'2 
6 Particle size distribution / Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 

.Ll:HcnepcuocTb sieve is formed. I O6pa1yeTC51 O,LlHOpOJlHa.!1 
cycrreu111.!I, rrpOXO,Ll.!IW:a.!1 CKB03b CHTO C 
pa1MepoM oTBepcrnw 710 MKM. 

7 Impurities / IlpuMec11 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) / not more than 0.5 %; / He 6011ee 0,5 %; 
ketorolac: / H11)1{e rrpe,LleJia o6Hapy)l{eHl1.!I 
1-rn,LlpOKCHaHaJIOr (TIO = 0,0010 %) 
Kernpo11aKa 

1-keto analog of ketorolac / 0.05 % 
1-KeToaHaJior KeTopo11aKa 

unidentified impurity / 0.01 % 
emrnw-rna.!I 
He11,LleHT11~11~11poeaHHa.!I 
np11MeCh 

total impurities / 0.1 % 

CYMMa rrp11Mecew 

Remark : The Product confirms to ND/ 
IlpuMeqauue: TipO.LlYKT coorneTcTByeT Tpe6oeamrnM H,n: 

I~=========;,========::;-;:::======::::=: 
Prepared by / 

Tio.LlroTosneuo: Anchal 

Date I 
)].am: 21.04.2026 

Checked by / 

Tipoeepeuo:Prave» 

Rana J 

iJ 

Checked by (AQA ) / 

nposepeuo (AOK) : 

Ajay Kumar Srivastava 

--Pn \ 
Date/ 

)].am: 21.04.2026 
u I 

not more than 0.8 % ; / He 6011ee 0,8 %; 

not more than 0.5 %; / He 6011ee 0,5 %; 

not more than 1.0 %. I He 6onee 1,0 %. 

Conclusion : APPROVED / 
3aiemoqeu11e: O.LJ:OliPEHO 

Approved by: Quality Assurance/ Authorized person / 

O.Llo6peHo: O6ecrretJem1e KatJecTBa/OrneTCTBeuuoe 

l 

. I i JO ! I I - I,) rt h 

(f.,, , 1 rJ 



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

CEPTM~HKATAHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,LJ;VKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!J;HCDeprupyeMbie B D0JI0CTH pTa, 10 Mr 
Market / PhIHOK : Russia I Poccm1 
Batch No/ 

: V2600769 
Batch Quantity/ 36,00,000 tab I 

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

: 040003368502 
Date of Analysis / 

21.04.2026 
AuaJiuTuqecKuii: oTqeT N!! ,UaTa auaJIHJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
.lJ:aTa np0H3B0,!J;CTBa ro)].eH )].0 
Mfg. License No. / 

MA number:/ 
IlpouJBO,LJ;CTBettttaH : MNB/05/263 

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

JIHIIeHJHH N!! 
Analysis performed according ND:/ AuaJIHJ npoBe,LJ;ett no H.lJ:: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKIIHH YTBepm,LJ;eua: 21.04.2025 

Page 6 of 11 / CTp. 6 u3 11 
No 

Test/ IToKaJaTeJib Results/ PeJyJihTaTbI Specification/ HopMa 
.N'!! 
8 Water content/ 1.9 % Not more than 7 .0 %. / 

Co)].epmaHHe B0)].bl He 6oJiee 7,0 %. 

9 Residual solvents/ OcTaToqHbie oprattu'leCKHe pacTBOpHTeJIH 

Isopropyl alcohol / 9 µg/tab / Not more than 350 µg/tab. / 
l13orrporraHoJI 9 MKr B Ta6JieTKe He 6oJiee 350 MKr B rn6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpHMe'laHHe: TipOAYKT COOTBeTCTByeT Tpe6oBaHIDIM H,ll; 3aKJIIO'leHHe: O,l(OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo)].roTOBJieHo: Anchal TipoBepeHo:Pra?vesl ITpoBepeHo (AOK): OAo6peHo: O6ecrreqem1e KaqecTBa/OTBeTcTBeHHoe 

~ 
Rana Ajay Kumar Srivastava JIHUO: 

<---' ¼_l- ~J_Oj \~~ 
fJ11 \~ ~ 

Date/ Date/ Date / Date/ \ ' u ~'1, 0/JV°"' 
,ll;arn: 21.04.2026 UaTa: 21.04.2026 ,ll;arn: 21.04.2026 ,ll;arn: 

/ 

' ~t<1 11 iJ1 f ,, _, ill.Ht" J ;·!u _-'>, l\~T1F11 '1 !!ills, liv(I HI L10(1(JJ:1, l:?h1i.(',,l!i,l lnrl1,1 

I I •1·J l . lr. 1 Im iii ·, i,Jrr.,:1.1 ,~ t 11 

I t l !)"' 



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

CEPTH~MKATAHAJIM3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)WKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, Jl,HCDeprupyeMble B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600769 Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003368502 Date of Analysis / 
21.04.2026 

AuaJIHTH'leCKHH OT'leT .N'!! )].aTa auaJinJa 
Date of Manufacture / 

: 03/2026 Date of Expiry/ 
02/2028 

)].aTa npOH3BOJJ,CTBa roJJ,eHJJ,O 
Mfg. License No./ 

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

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

JIH .. eH3HH .N'!! 
Analysis performed according ND:/ AuaJim npoBeJJ,eu no H)].: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKO:HH YTBep,K,L1;eua: 21.04.2025 

Page 7 of 11 / CTp. 7 u3 11 
No 

Test/ Iloi.:aJaTeJih Results/ PeJyJ11>TaT1>1 Specification / HopMa 
.N'2 
10 Microbiological purity*/ Mui.:po6uoJiornqeci.:aH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee '-IHCJIO He 6onee 103 KOE/r; 
a:ipo6Hh!X M11Kpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee '-LHCJIO He 6onee 102 KOE/r; 
;::i:pmI0KeBbIX 11 m1ecHeBhIX 
rp1160B 

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 

OJJ,HOpOJJ,HOCTh 
2.9 

IToKaJaTeJih rrp11eMJieMOCT11 (AV) ;::i:oJI)KeH 6hITh 

Jl,03HpOBaHHhlX eJl,HHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lauue: ITpoJJ.yKT coorneTcrnyeT Tpe60Baum1M H)]; 3ai.:mo'-leuue: O,ll.OliPEHO 

I!==========;-;:====== =:::,;:::=========; 
Prepared by / 

TTo.llrOTOBJJetto: Anchal 

Date / 
)),ara: 21.04.2026 

Checked by/ 

ITpoBepeHo:Pra:1-
Rana 

1 
Date / 
)];ara: 21.04.2026 

j · t J 

Checked by (AQA) / 

ITpoBepeHo (AOK): 

Ajay Kumar Srivastava 

~ 

Approved by: Quality Assurance/ Authorized person I 
O;::i:o6peHo: O6ecrre1.JeH11e KalJecrna/OrneTcTBeHHoe 

7 



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

CEPTM<l>MKAT AHAJIM3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J.yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J.HCneprnpyeMhle e U0JI0CTH pTa, 10 Mf' 
Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2600769 
Batch Quantity/ 36,00,000 tab I 

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

: 040003368502 
Date of Analysis / 

21.04.2026 
AuaJIHTH<JecKuii 0T<JeT .N'!! 21:aTa auaJiuJa 
Date of Manufacture/ 

: 03/2026 
Date of Expiry/ 

02/2028 
)J,aTa np0H3B0)].CTBa ro)J.eH )J.0 
Mfg. License No./ 

MA number:/ 
IlponJBO/J.CTBeuuaH : MNB/05/263 

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

JIUD;eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,TJ,eu no II)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / MncTpyKu;nH yTeepm,i:i:eua: 21.04.2025 

Pa2:e 8 of 11 / CTp. 8 03 11 
No 

Test/ IloKaJaTeJlh Results/ PeJyJ1hT3ThI Specification / HopMa 
N~ 
12 Assay/ KoJ1H'leCTBeHHoe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0mg of 

onpe)J.eJieHne (100.7 %) C1sH13NO3•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 (KeTOpoJJaKa 
TPOMeTaMHH) (OT 90,0 ,no 110,0 % OT 
3a~IBJJeHHOro KOJJW!eCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0957 mg/tab/ Not less than 0.042 mg/tab. / 
content I Co)J.e p;icattne 0,0957 Mr B rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJirn,npOKCH3HH30Jia 

R emarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe1.faHHe: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHIDIM H)], 3aKJII01.feHne: 0,[(0EPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
n o./lrDTOBJieHO: Anchal Ilposepetto:Prav-;resh. Ilposepetto (AOK): O.!lo6petto: O6ecrre1lem1e Ka1lecrna/OrneTCTBeHHoe 

~ 
Rana Ajay Kumar Srivastava mmo: 

-fu~ ~U-l \CAAVV\ /Jooµ 
Date I Date/ Date/ Date/ l_ l v xt,;) 1,-f. 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <l>IIKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,r:ty1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,r:tucnepruoveMhle B noJiocTu pTa, 10 Mr 
Market / PLrnoK : Russia I Pocclrn 
Batch No/ 

: V2600769 
Batch Quantity I 36,00,000 tab / 

Cepu11 .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No I 

: 040003368502 
Date of Analysis / 

21.04.2026 
AnaJIHTH'leCKHH OT'leT .M! ,ll,aTa anamna 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll,aTa npOH3BO)lCTBa ro,r:teH )lO 
Mfg. License No./ 

MA number:/ 
IlponJB0/1.CTBeHHaH : MNB/05/263 

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

JIHQeHJHH .M! 
Analysis performed according ND:/ AeaJiuJ npose,r:tee no H,l],: Jlll-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKQHH yTsep,K)J.eea: 21.04.2025 

Pa2e 9 of 11 / CTp. 9 m 11 
No 

Test/ IloicaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
N! 

14 Package description / 10 tablets Ill a blister of 10 tablets Ill a blister of (PA/ AL/PE with 
Onucauue ynaKOBKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HDPE) foil // (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / ITo 10 m6neToK B 6nttcTepe HJ 
information leaflet in a carton (ITAi AJ1/IT3 C Bnaronornon1TeneMIIT3 BIT) 

/ pack. I ITo IO Ta6neTOK B qJOJibrH II (IT3/AJ1) qJOJibrH. ITo 1 l1Jil1 
6n11CTepe HJ (ITAi AJl/IT3 C 6JIHCTepa BM eCTe C JIHCTK0M-BKJia,UbIWeM 
BJiaronornonneneM/IT3 BIT) na'IKY KapTOHHylO. 
qion1,rn // (IT3/ AJl) q>OJibrH. ITo 
2 6m1cTepa BMeCTe C JIHCTK0M-
BKJia,UbIWeM B na'!KY 
KapTOHHYJO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* IlpH Bbmycice JieKapCTBeHHOro npenapaTa KOHTpOJib Ka'leCTBa no DOKaJaTeJIIO «Muicpo6HOJIOrH'leCKaH 
'IHCTOTa» npOBO/l.HTCH /J.JIH KaiK./l.OH 20-ou cepHH, HJIH ,UJIH Oil.HOH cepHH B roll., B JaBHCHMOCTH OT Toro, 'ITO 
HacTymn pattbrne. 

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

IlpnMe'laHtte: ITpo,nyKT coorneTcrnyeT Tpe6osaHH51M HA 3aKJJIO'leHne: O,l(O6PEHO 

2 
B 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
nonroToeneHo: Anchal n poeepeNo:Prav1 h n posepeHo (AOK): OAo6peHo: O6ec ne4em-1e Ka'lecrna/OrneTcrne HHOe 

~ 
Rana Ajay Kumar Srivastava n11uo: 

~ ~~\QO-M~ /7~ ,J .A 

Date / Date/ Date / Date/ \ l u ~1;,_,,o'v-b 
).:{ara; 21 .04.2026 )];am: 21.04.2026 )J,ara: 2 1.04.2026 )];am: 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH «I> HKAT AHAJIH3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,!J;YKT: KeTopoJI® '.:h:cnpecc (KeTOPOJiaK) Ta6JieTKH, ,/J;HCneprupyeMble e ITOJIOCTH PTa, 10 Mr 
Market / PMHOK : Russia / Poccm1 
Batch No/ 

: V2600769 
Batch Quantity / 36,00,000 tab I 

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

: 040003368502 
Date of Analysis / 

21.04.2026 
AuaJIHTH'lecKuii OT'leT N!! ,UaTa anaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,UaTa npOH3B0,/J;CTBa ro,IJ;eH ,/J;O 
Mfg. License No. / 

MA number:/ 
IIpouJBO,/J;CTBeuuaH : MNB/05/263 

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

JiuueuJuH N!! 
Analysis performed according ND:/ AuaJIH3 npoee)],eu no H,u: JIII-X!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH yTeep,K,ll.ena: 21.04.2025 

Page 10 of 11 / CTp. 10 03 11 
API name/ HauMeuoeauue A«l>C: Ketorolac tromethamine / KeTopoJiaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KeTopoJiaK 
API manufacturer batch number / 

ABSH006295, ABSH006294 
HoMep cepuu npouJBO,/J;HTeJIH A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6CTauuuu npoH3BOAHTeJIH FESA00536, FESA00537 
r JI«I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IIpon3BO)J;HTeJih A«l>C, cTpaua: .D:-p Pe,l.Ul,H1C Jla6oparnpHC JlT)],., 11H)],HH 

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 
HauMeuoeauue, a,1J;pec, Jiuueu3HH ,IJ;JIH .D:-p Pe,l.Ul,H'c Jla6opaTOpHC JlT)],., 11H)],HH, IlpOH3B0)],CTBeHHOe 
IIpouJBO,/J;CTBenuaH DJIOJUa)J;Ka / IlJIOJUa,IJ;Ka no)],pa3)],eJieHHe-6, BHJIJI. KxoJib, HaJiarapx PoyA, EaMH, .D:ttcTpHKT 
KOHTpOJIH Ka'leCTBa / IlJIOJUa,IJ;Ka BblDYCKa CoJiaH, x.n., 173205, 11H)],HH (JIHU:eH3HH 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 
IlpuMe'-lanue: Ilpo,nyKT coorneTcrnyeT Tpe6oBaHHHM H,ll; 3aicmo'-!en11e: 0)1,0liPEHO 

1:===========;.========:::;-;::::========: 
Prepared by / 

noncoro~ ohal 

Date / 
,[(aTa: 21.04.2026 

Checked by/ 

ITp?sepetto:Prav1s 
Rana 

~ 

'I 

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

~ 

() 

Approved by: Quality Assurance/ Authorized person/ 
O.no6peHo: O6ecneqeHtte Kaqecrna/OrneTcrneuuoe 
m1uo: 

~,~~ 

Date / 
)laTa: 

t -..iu , 1 .. o1p,1 I 11 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIII3A 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

Or. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Soian. H.P., 173 205, INDIA 
Tel: +9198166 56001-02 
www.drreddys.com 

Ilpo.i:tvKT: KeTOPOJl® 3Kcnpecc (KeTopoJlaK) Ta6JleTKH, AHCneprupyeMhJe e DOJIOCTH pTa, 10 Mr 
Market / Phrnoi..: : Russia / Poccm, 
Batch No/ 

: V2600769 Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis/ 
AuaJIHTH<Jeci..:uu OT'leT .N'!! 

: 040003368502 
.l(aTa auaJIHJa 21.04.2026 

Date of Manufacture/ 
: 03/2026 Date of Expiry / 

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

MA number:/ IIpoHJBOACTBeuuaH : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-R U) 

Jiu.u:enJHH N2 
Analysis performed according ND:/ AuaJIHJ npoBeAen no H,ri:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyi..:.u:nH yTeep'.IK)J.eua: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUoqeHHe O COOTBeTCTBHH: «HaCT05III(IfM 5I IIO,[(TBep)K.[(aIO, qTo rrpHBe,n:eHHM BbIIIIe HH<popMaIJ.irn 5IBJrneTC5I 

,[(OCTOBepHOH If rnqHoii. 3m cepH5I rrpo,n:yKI(Ifli rrpOH3Be,n:eHa (BKJIIOqax yrraKOBKY (MapKHpOBKY) M KOHTpOJih 

KaqecTBa) • Ha BhIIIIeyKa3aHHOH rrpOH3B0,[(CTBeHHOH IIJIOII(a,n:Ke (rnroma,n:Kax) B IIOJIHOM COOTBeTCTBHif C 

Tpe6oBaHH5IMif ITpaBHJI Ha,n:Jie)KaII(eH rrpOH3B0,[(CTBeHHOH rrpaKTHKif EBpa3HHCKOro 3KOHOMifqecKoro COI03a If 

Tpe6oBaHM5IMif KOHTpOM KaqecTBa JieKapcTBeHHhIX cpe.[(CTB, a TaK)Ke B COOTBeTCTBHif co crreri:mpHKal(H5IMH, 

co,n:ep)KaII(HMHC5I B perHCTpal(HOHHOM .[(OCbe CTpaHhl-IfMIIOpTepa. 3arrHCH no rrpOH3BO,[(CTBY, yrraKOBKe M aHanmy 

rrpoBepeHhI, M ycTaHOBJieHO IIX COOTBeTCTBMe Tpe6oBaHII5IM ITpaBHJI Ha,n:Jie)KaII(eH rrpOH3B0,[(CTBeHHOH rrpaKTHKif 

EBpa3HHCKoro 3KOHOMifqecKoro coI03a». 

Remarks : The Product confim1s to ND/ 
np11MC'faHt1e: TTpOAYKT COOTBeTCTByeT rpe60BaJiJ-1jfM H,[( 

Conclusion: APPROVED/ 
3a1rnw'fem1e: O)],OEiPEHO 

1:===========::;~=======:::;-;:=========:: 
Prepared by I 
ITo.o.roT0011e1-10: A.nchal 

Checked by / Checked by (AQA) I Approved by: Quality A surance/Authorized per on / 
llposepe1-t0:Prave

1
sh npoaepe1-10 (AOK•): O.uo6pe1-10: O6ecne4e1-111e Ka</ecTaa/OTBeTCTee1-1Hoe 

Rana Ajay Kumar Sriva tava n11u,o: 

-Pn ~\~\N\ 
~=======::::( 

Date / Date / 
JJ;ara: 2 1.04.2026 JJ,a,-a: 

11;,g1 ,, oaL11,1O , anJara Hi.ls, Hyderaoc1if - 5000?4, Tcf;mgana, India 
Te!: +91 t,o ,)')00 2900, FJx: +91 40 4900 2999, Email: mail@drreJdys com 

C/1\J: L85J 9S.t..P1~l84PLC004507 

www drreddys.com 


