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

CEPTII <I> IIKAT AHAJIII3A 

Ill 
K d R1dd~ 

05, IMDI \ 

11A1w 1lrri>rt,h,c rr<1rn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.a.yK-T: KeTopoJ1® 3tccnpecc (KeroponaK) Ta6neTKH, AUCnepnmveMLie B nonocTH pra, 10 Mr 
Market / PMHOK : Russia / PoccH.s:i 

Batch No/ : V2600520 
Batch Quantity/ 36,00,000 tab/ 

Cepun .N'!! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003326532 

Date of Analysis / 
21.03 .2026 

AuaJIHTH'leCKHH OT'leT N2 )laTa auaJiuJa 
Date of Manufacture / : 03/2026 

Date of Expiry/ 
02/2028 

,llaTa rrp0U380,ll.CTBa ro.a.en AO 

Mfg. License No. / MA number:/ 
Ilpou3eo,11;cTeeuuan : MNB/05/263 

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

nuuenJHH N2 
Analysis performed according ND:/ AuanuJ npoee,11;eu no H,IJ:: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version annroved: / H ncTDVKQHH YTBCIJ)KJ.J.ena: 21.04.2025 

Page 1 of 11 / CTp. 1H311 
No Test / TioKaJaTem, Results/ PeJyJihTaTbl Specification / HopMa 
.N'2 
1 Description I Onucattue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnh1e nJIOCKl1e 
side. / Kpyrnh1e n11ocK11e Ta611eTKtt c cpacKOH, cserno-)KeJITOro usem c 
m611eTKtt c cpacKoH, cserno- rpasttpOBKOH «I» Ha 0.l).H011 CTOpOHe. 
)KCJITOro UBeTa C rpas11pOBKOH 
«I» Ha O.llHOH cTopoHe. 

2 Identification/ lluenTu<j>uKauuH 

Ketorolac I KemopollaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<!>-
cneKTpbI nornow.eHtt5! 11cnb1TyeMoro pacrnopa 11 
pacrnopa cmu.uapTHoro 06pa3ua KeTOponaKa 
TPOMeTaMttHa .llOJI)KHbl ttMeTb MaKCHMYMbl nptt 
O,UHOH 11 TOH )Ke .llJlttHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMC'-laHHe: Ilpo.uyKT COOTBCTCTByeT Tpe6oBaHH5!M H,[( 3aicmo'leune: O,l.(OliPEHO 

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

n oar 0TOBJTeH'O: Ramakant npoaepeHo:Pardeep IlposepeHO (AOK): OJto6peHo: O6ecne'fem1e Ka'fecrna/OrneTcTBeHHoe 

~~ 
Kumar 

~ 
Amit Kumar JIHUO: ~1):)1· }\/ ~ 

Date / Date / D ate / 

IIDate / J---4 ,-0 -1,,- t.,c, ~ 
,[(am: 21.03.2026 ,[(am: 21.03.2026 l{aTa: 21.03.2026 ,ll.ara : I 



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

CEPTH~IIKATAHAJIH3A 

s bornlo1 t Ltd . 
Fo 

I d, ,tldl 
I 05, INDIA 

.'Vl'Wdr rr>ddy<;.ct'i"':-1 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpom•1n: KeTopoJJ® 3KcmleCC (KeTOl')OJJaK) Ta6JICTKII, JlltCnepntnveMble B DOJIOCTU DTa. 10 Mr 
Market / PhmoK : Russia I PoccH51 

Batch No/ : V2600520 
Batch Quantity I 36,00,000 tab I 

Cepust N2 O6beM ceouu 36,00,000 ra6 
Analytical Report No/ : 040003326532 

Date of Analysis / 21.03.2026 
AuanuTu11ecKuii OT'leT N2 ,U:aTa auanu3a 
Date of Manufacture / : 03/2026 

Date of Expiry / 02/2028 
,U:aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
IlponJBOACTBeuuast : MNB/05/263 

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

JIUUeH3HSI N!! 

Analysis performed according ND:/ AuaJIH3 npoBeAeH no H,n:: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / llucTPYKUHst YTBepmAeua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No Test I IloKaJaTem, Results/ PeJyJihTaTbI Specification/ HopMa 
.N'!! 

Complies I CoorneTcrnyeT The retention time of the main peak on the 
chromatogram oftest solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section) . 
I Bpew1 yAep)l(11BaHJ-rn OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe HCITbITyeMoro pacrnopa 
,ll,OJDKHO COOTBeTCTBOBaTb speMem-1 
y Aep)l(11BaHirn OCHOBHOro n11Ka Ha 
xpoMarnrpaMMe pacrnopa cmH,ll,apTHOrO 
06pa3ua KernponaKa TpoMeTaM11Ha (pa3,ll,eJI 
«Konw-iecTBeHHoe onpe,ll,eJieH11e» ). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me11am1e: IlpOAYKT COOTBeTcTByeT Tpe6oBaH1151M H.[( 3aKJ110'leH11e: O,L(OliPEHO 

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

TToJI,rOTOBnetto: Ramakant ITpoaepeHo:Pardeep ITpoBepeHo (AOK): Ono6petto : O6ecnetJett11e KatJecTBa/OrneTcTBeHHOe 

~~ 
Kumar 

J__ 
Amit Kumar Jll11..(0 : QY /\-~ '-

Date / Date/ Date I !Date/ ~ .-01~v0i/4 
.[(am: 21.03 .2026 .[(am: 21.03 .2026 .[(am: 21.03 .2026 .[(am: 

n,;i 

I 



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

CEPTH~lIKATAHAJill3A 

Fa l 
tll ,1rfd1, 

, 5 1Ntl1/\ 

91 q t)2 
,,.,.., r!rrr,r1dv, rorn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo11y1er: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, )J,ncneprunveMbie B nonocTn pTa, 10 Mr 
Market / PMHOK : Russia / Pocci-rn 
Batch No/ : V2600520 

Batch Quantity I 36,00,000 tab/ 
CepnH .N'!! O6beM cepnn 36,00,000 rn6 
Analytical Report No I : 040003326532 

Date of Analysis / 
21.03.2026 

AuaJIHTH'leCKHH OT'leT .N'!! )laTa auaJinJa 
Date of Manufacture / : 03/2026 

Date of Expiry/ 
02/2028 

JI:ara npOH3B0)),CTBa ro)J,eH )),0 

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

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

JIHQenJnH N2 
Analysis performed according ND:/ AuaJIHJ npoBe)J,ett no HJI:: JIIl-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTnVKQHH YTBep,K)J,eua: 21.04.2025 

Pa2.e 3 of 11 I CTp. 3 HJ 11 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uiJpOKCUGHU30J1 

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/ 
IlpnMelfaune: Ilpo,nyKT coorneTcTByeT Tpe6osaHtt.51M H)], 

?repared by/ Checked by I Checked by (AQA) I 
Tio.nroTOBJJeHo: Ramakant ITposepeHo:Pardeep Tiposepeuo (AOK): 

i~t}t Kumar Amit Kumar 

~ f\_/1--
I 

Date / Date / 

I 
Date / 

,lJ.arn: 21.03.2026 l].aTa: 21.03.2026 ,lJ.aTa : 21.03.2026 

peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section) . / 
BpeMeHa y.nep)l(HBaHIUI ITHKOB 2-
6YTHJ1r11.npoKCHaHH30JJa 11 3-
6YTHJJrn,npOKCHaHH30JJa Ha xpoMaTorpaMMe 
HCITblTYeMoro pacTBopa .nomKHhl 
COOTBeTCTBOBaTh BpeMeHaM y.nep)l(HBaHml 
ITHK0B 2-6ynmrn.npOKCHaHH30JJa H 3-
6ynmrn.npoKCHaHl130JJa Ha xpoMaTOrpaMMe 
pacTBopa cTaH,napTHoro 06pa3ua 
6yrnnrn.npoKCHaHmona (pa3,nen «Co.nep)l(aH11e 
6yrnnrn.npoKc11aHH30JJa» ). 

Conclusion : APPROVED / 
3aKJJtolfeune: O,l1;06PEHO 

Approved by: Quality Assurance/ Authorized person I 
O.no6peHo: O6ecnetJeHHe KatJecTBa!OTBeTCTBeHHoe 
JJHUO'. w 
rate/ '),,f) .y(,, 2-,\..i .--01>-~ )J:aTa: 

anil lrclh 

I 



•·· Dr.Reddy's ~~• 
;,,}i. i~Pc.;dv \ l_arv)1-atucies Ltd. 
i:U( lill: c' \i (J , LJ11ii• -(:., 

1 i'.; i(\-:,.: i
1 1 Huc1c.i . 8(1ddi, 

CERTIFICATE OF ANALYSIS •::;ci ii c1 1, it t·, li 3 2C''i, 1,\Ju1,11 
CEPTII<l>HKATAHAJill3A ::_, : · · ) l ') ,,·:. _ __, ,J()'l'I _()',' 

11 '""M I I •t,,r ,1,, , . c.nrn 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilp0JJ.VKT: KeTOPOJl® 3 Kcnpecc (KeTOPOJlaK) Ta6J1eTKH, ,ri;ucneprunveMhle B DOJI0CTH J)Ta, 10 Mr 
Market / PhrnOK : Russia / Pocc11SJ 

Batch No/ : V2600520 
Batch Quantity / 36,00,000 tab I 

Cepu.H .N'!! 06neM cepnn 36,00,000 Ta6 
Analytical Report No/ : 040003326532 

Date of Analysis / 
21.03.2026 

AuaJIHTnqecKHH oTqeT .N!! ,Il;aTa auaJiuJa 

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

02/2028 
)laTa DJ)0H3B0,IJ;CTBa ro,ri;eu ,11;0 

Mfg. License No. / MA number:/ 
IIpoH3B0,1J;CTBenuaa : MNB/05/263 

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

JIUQeHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,ri;eu no H,IJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lfucTnVKQHH yTBep)K)J;ena: 21.04.2025 

Pa2e 4 of 11 / Cn>. 4 HJ 11 
No 

Test/ IloKa3aTeJJb Results / PeJyJJbTaTbI Specification / HopMa 
.N'! 

3 Average weight/ CpeJJ.HHH 69.4 mg I 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 %; 
2/20 tablets - not more than ± 20 %. I 

Uniformity of weight/ 
Complies / CoorneTcrnyeT 18/20 Ta6JJeTOK - He 6onee ± 10 %; 

0JJ.HOpOJJ.HOCTb MaCcbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna,1J,aeMOCTb 

00 min 18 sec/ 00 MMH 18 ceK Not more than 3 min. / He 6onee 3 MMH. 

5 Dissolution / PacTBopem1e Unit-I I Ta6n-l 99 % Not less than 75 % (Q) ofC1sHuNO3•C4H11NO3 

Unit-2 / Ta6n-2 98% 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1 sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 98 % TpoMeTaMMH) '-lepe3 15 MMH. 

Unit-4 / Ta6n-4 99 % 

Unit-5 / Ta6n-5 98 % 

Unit-6 / Ta6n-6 101 % 

Rema.-ks : The P roduct confinn to ND/ Conclusion : APPROVED / 
ITpu 1e'fat-111e: n poJlyKT CO0TBeTCTByeT -rpe6oBaHM»M _H,[( 3aKmo'feu11 e: OAO6PEHO 

Prepared by / Checked by / 
n o.nr0Toene110: Ramakant TTposepeHo:Pardeep 

~5 
Kumar 

~ 
Date/ Date I 
,[(ara: 21 .03.2026 )];am: 21.03.2026 

Checked by (AQA) / 
TTpoeepeHo (AO K): 
Ami t Kumar 

~_A---

Date / 
.lJ.aTa: 2 1.03 .2026 

Approved by: Quality Assurance/ Authorized per on / 
O1106peHo: O6ecne'-!eHHe KaYecrna/OreercTBeHttOe 
nMuo: 

!Date/ 
,[(a,ra: 

~ ~fi? 

>- '1 ,.0'3,r- ,,a ~ 

·1,, ;:111g 11:?, (1 '11il 

,111 •<lr, -ddv~ 

I 



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

CEPTH~HKATAHAJill3A 

; ·q_ ;-{::C:riy':; l .Jboraiu~1es Ltd. 
: ,J11111.ilc1t'crn Unit-ti 
v;11. '<ho , :-,!cd:,s. i-h 1,c.c1ci , ,:,,;ddi, 
: :ic.t:. :)o!,,11, H 1', 1n 20~,, INUI/\ 

• c() ·, cm J (i6 r;0,(lQ 1 02. 

d lf,Jlll\AJ. ri LI J _._(,JI 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlnoAyKT: KeTopon® 3 Kcrrpecc (KeTODOJlaK) Ta6JieTKH, ,IJ;HCUeprunveMhle B UOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 
Batch No/ : V2600520 

Batch Quantity/ 36,00,000 tab / 
CepnD .N'!! O6beM cepuu 36,00,000 Ta6 

Analytical Report No/ : 040003326532 
Date of Analysis / 

21.03.2026 
AttaJiuTuqecKun oTqeT .N'!! ,l(aTa attanu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
liaTa npOl13BO~CTBa ro,IJ;eH ,ll;O 
Mfg. License No./ MA number:/ 
IlpOH3B0,IJ;CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeAeH no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HttcTDVKQHD YTBep'.IKJ{etta: 21.04.2025 

Pa2e 5 of 11 / Cn>. 5 03 11 
No Test/ IloKaJaTeJlb Results/ Pe3yJlbTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
.ll:HcnepCHOCTb sieve is formed. I O6pa3yeTc.si o,n:HopoaHaJI 

cycneH3H.II, rrpoxo.nJirua.si CKB03h 
pa3MepoM ornepcrnw 710 MKM. 

7 Impurities/ IlpHMCCH 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / HmKe rrpe.nena 06Hapy)KeH11.11 
l-r11.npoKc11aHanor (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 %; 
e,n11H111rna.si: 
He11,neHTH~HUHpOBaHHa» 
rrp11MeCb 

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

Conclusion : APPROVED / 
3aKJIIO~eutte: 0.ll:OliPEHO 

1:==========;.========::::;-;:::=======: 

Remarks : The Product confirms to ND/ 
Ilpm,1eLJam1e: llpo,nyKT coorneTcrnyeT Tpe60BaH11»M H)]. 

CHTO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tio,nrornBneHo: Ramakant TipoBepeHo:Pardeep 

Kumar ~ 

Date/ Date/ 
)].aTa: 21.03.2026 ):lar a: 21.03 .2026 

I l 

TTpoaepeH0 (AOK): O,no6peHo: O6ecrreqeH11e Kaqecrna/OrneTcTBeHHoe 
Amit Kumar miuo: 

Date I 
)].ara: 21.03 .2026 

'Date I 
)].aTa: 

C 



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

CEPTH <I> IIKAT AHAJIII3A 

1·11-. ,1':'r.idy's Lc1boi'atories I tel. 
I i:11-rn1!1Jiio1: Unit-6 
\/ill. i'.l,c,I 1 !1 [;o,1d. i3acid1, 

1kn Solc111, iU, l n )0:i iNDII-\ 

,cl 191 98 lbG SbOOJ -02 
'.ll.\JV! cJn·t>ddv.;,rn,n 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
11r>O.£J.YKT: l(eTo·poJ1® 3 Kcnpecc (KCTOJ)OJiaK) Ta6JieTirn, ,11.ucnepruoveMhlC e UOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 

Batch No/ 
: V2600520 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6beM cep1111 36,00,000 rn6 
Analytical Report No/ 

: 040003326532 
Date of Analysis / 

21.03 .2026 
AuaJIHTH'lecKHH OT'leT .N'!! ,ll;aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll;aTa npOH3BOJJ.CTBa roti.eH )l.0 

Mfg. License No. / 
MA number:/ 

IlpoH3B0t).CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-RU) 
JIUl{eH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npoee,11.eu no H,n:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HuCTDVKl{HH YTBepJK,11.eua: 21.04.2025 

Page 6 of 11/CTp.603 11 
No Test/ TT0Ka1aTeJ1b Results/ Pe1yJ1bTaTbl Specification / HopMa x~ 
8 Water content/ 2.1 % Not more than 7.0 %. / 

Co.nep,icanHe BO.Ubl He 6011ee 7,0 %. 

9 Residual solvents / OcTaTOlfHbJe opraHH<IecKne pacTB0pHTeJlH 

Isopropyl alcohol / 5 µg/tab / Not more than 350 µg/tab. I 
IbonporrattoJJ 5 MKr 8 Ta6JJeTKe He 6onee 350 MKr B rn6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
DpnMelfaHHe: Tipo,nyKT C00TBeTcTByeT Tpe6osaHIUIM H,Zl; 3aKJ110lfettne: O,!1;O6PEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.u,roT0BJJetto: Ramakant nponepe1-1.o:Pardeep Tiposepetto (AOK): O.no6petto: O6ecne"leHHe Ka"lecTBa/OrneTcTBeHHoe 

t~\~ 
Kumar 

~i 
Amit Kumar JlHUO: (¥ r- "'~ Date / Date I Date/ r ate / tA-f ,-oy'Wvb 

)];am: 21.03.2026 Aarn: 21.03 .2026 ,llaTa: 21.03 .2026 ,Uarn: 

,,1:, : 11 r ",.,; 1• Hcc:1tl 1\Jo. 3, t1,J11JC:::~ ·1;:1:;, i 1vdc.:1l:l;Jcl _'iOOD?i 1+1 rclang .. 11·1al l11Jia 
I,' l: ,; ·1 ,,'~(;,) '91_lC), \-J;--: fln !.j.(j ,j•~i('l-1 ;~ 1

-~~~-:, f"1l1,1il: ,nai!(~Jd 1 1[•clcivs coin 

I 



•·· Dr.Reddy's ~~• 
1)1·. l~Pdciy's l_abor ,1to1·ies Ltd 
f o rrnul alion Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTII <I> lIKA T AHA.JUBA 

\/ i:l. l<hul, i'Jal Jgarh Roa d, Baddi, 
l)i stt. Sol c: n, H.I', 173 205, INDIA 

Tel : +tJJ 98166 56001 02 
• \Ml I l, >r( 1 I\/', { ,, 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11.y1n-: ICeTopon® 3 JCcnpecc (KeTOJ>OJiaK) Ta6neTtrn, ,co1cnepr11pyeMhle B noJiocTu pTa, 10 Mr 
Market / PhlHOK : Russia / PoccH.SI 

Batch No/ 
: V2600520 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003326532 

Date of Analysis / 
21.03.2026 

AuaJIHTH'leCKHH OT'leT .N'!! ,Il,aTa auaJin3a 
Date of Manufacture / : 03/2026 

Date of Expiry/ 
02/2028 

,Il,aTa np0H3B0/).CTBa ro/].eH /1.0 
Mfg. License No./ 

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

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

JIHUeHJUSI .N'!! 
Analysis performed according ND:/ AHaJinJ npoBe/].eH no H,II,: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lIHCTDVKUHH yrnep~eHa: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test I Iloi.::aJaTeJJb Results/ PeJyJJbTaTbt Specification/ HopMa 
.N'2 
10 Microbiological purity*/ Mmcpo6uoJJorH'-teci.::ast '-lttcrnrn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count / o6mee ,u,cno He 6onee 103 KOE/r; 
a3p06HbIX MHKpo-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6mee qucno He 6onee 102 KOE/r; 
.UpO)IOKeBbIX H TTJJeCHeBblX 
rpH60B 

Escherichia Coli NA shell be absent in 1 gram. I 
OTCYTCTBHe s 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O.UHOpO,/lHOCTb 

3.3 
IToKa3aTeJib nptteMJieMOCTH (AV) ,/lOJI)KeH 6b1Tb 

,/l03HpOBaHHblX e.unHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ 
IlpnMe'-laHue: ITpo,nyKT cooTBeTcrnyeT Tpe6osaHlli!M H,ll; 

Conclusion : APPROVED / 

3aKJJto'-leHue: O)J,Ol>PEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
ITo,nroTosnetto: Ramakant TiposepeHo:Pardeep flpo.aepe1-10 (AOK): Ono6peHo: O6ecne'leHHe Ka'lecTBalOTBeTcTBeHHoe t Kumar ~ 

Amit Kumar nuuo: • ~ 

Date / Date/ Date/ 
)].aTa: 21 .03.2026 ,Uarn: 21.03 .2026 )];am: 21.03 .2026 

;\C't:i• I l):. ,! 1 i: t:: 3-/ 3 ·1/
1 

1<orJd 1,1u :~, Uc;rlJOi c-1 1 lills, Hycl01ab0c! ~)000],,l, Telcingcinc11 India 
;r•!: •J: /tn -!~JOl) 2900, f·:1.-1x: +~JJ L]O L\.900 /.999, En1c1il: mc!il~Jdrrcddys corn 
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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<I> IIKA T AHAJIH3A 

Dr. !{eddy's Labor;:1tories Ltd 

l'un,1ulation Unit-6 
\Jiil i(hu!, 1\iahg,,rh Ro;id, Baddi, 
Dist·t Sol,rn, HY, tn 205, INDI/, 

i'(-i • :-9198166 '16001-02 
WWW d ft,:Odl/J,Ll)rr1 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YICT: K eTopoJ1® 3Kcnoecc (KeTOPOJiaJ<:) Ta6J1eTKH, JJ. IICneprupyeMble e UOJlOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ : V2600520 

Batch Quantity/ 36,00,000 tab / 
Cep1rn .N"!! O6beM cep1111 36,00,000 Ta6 
Analytical Report No/ : 040003326532 

Date of Analysis / 
21.03.2026 

AuaJiuTuqecKuit oTqeT .N"!! ~ aTa anaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
~ aTa npOH3B0.IJ.CTBa ro.nen AO 
Mfg. License No./ 

MA number:/ 
IlponJBO.IJ.CTeeunaH : MNB/05/263 

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

JIUU,ell3HH .N"!! 
Analysis performed according ND:/ AnaJiu3 npoee.ueu no M: JIII-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpy~un yTeep~ena: 21.04.2025 

Pa2e 8 of 11 I CTp. 8 HJ 11 
No 

Test/ TioKaJaTem, Results/ PeJym,TaTbI Specification / HopMa 
.N'!! 
12 Assay/ KoJitt'leCTBenuoe 10.1 mg / 10,1 Mr From 9.0mg to 11.0mg of 

onpeti.eJieuue (101.3 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .n.o 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
TpOMeTaMHH) (OT 90,0 .no 110,0 % OT 
3alJBJieHHOro KOJIH'-leCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0962 mg/tab I Not less than 0.042 mg/tab. / 
content I Co)lep'.IKauue 0,0962 Mrs Ta6JieTKe He MeHee 0,042 Mr B Ta6neTKe. 
6yTHJirtt)lpOKCHaHH30Jia 

R emarks : The Product confirms to ND/ Conclusion : APPROVED / 
Tip11Me'1aHue: IIpo,nyKT C00TBeTcTByeT Tpe6oBamrnM H,[( 3aKJIIO'leuue: Oj(OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
noaroToBneHo: Ramakant ITpoBepeHo:Pardeep n poaepeHo (AOK): OJ106peHo: O6ecrrelfem1e Kalfecrna/OrneTcTBeHHoe 

~ 
Kumar Amit Kumar m,uo: QY ~ )\~ 

Date/ Date/ Date/ 'Date I '.l,Af ..oj..~ 'l,-Oz,t:, 
,n:arn: 21.03 .2026 .[{aTa : 21.03.2026 ,[(aTa: 21.03 .2026 .D:arn: 

:~,·: i~,rr•1:~d t._.-1,!. t • ·, ~-3.:,i. Ho(1ci I\Jo J, u~~nF;t?. Hiiis, Hvcle1Jb,1(! llJ003f!-, Tc~la11gana, India 

1, I -:~) -~;._! H)On .!900, f-zix: +91 ,10 -~.90ll 2:JYl), :=_m;1il: ri 1c.~:i@1drteddys com 

Ci N: I),.', 19:; i11' i 'JS~ i'I.COO:J'i07 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPT:U <I> IIKAT AHAJIH3A 

Dr. ReJdy's Laboratories Ltd 
Formulation Unit-6 
Viii. l(ho!, :\Jalag,11 h Road, Baddi, 

l.Jislt. Solari, H.r, 173 205, INDIA 

Tel: +9l 98J 56 56001-02 
\\ll<ll~•- 111 CJJ ' 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ,y1CT: KeTOPOJJ® 31<:cnpecc (KeTO()OJTaK) Ta6J1eTKIJ, )J, IICneprnpyeMble B DOJIOCTH PTa, 10 Mr 
Market / PbluoK : Russia / PoccH51 

Batch No/ : V2600520 
Batch Quantity / 36,00,000 tab/ 

CepnH .N'!! O61.eM cepun 36,00,000 rn6 
Analytical Report No/ : 040003326532 

Date of Analysis/ 
21.03.2026 

AuaJIHTnqecKnii oTqeT .N'!! llaTa auann3a 
Date of Manufacture / : 03/2026 

Date of Expiry I 02/2028 
)].aTa npoH3BOJJ,CTBa roJJ,eu .no 
Mfg. License No./ MA number:/ 
IlponJBOJJ,CTeeuuaH : MNB/05/263 

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

JIHUeH3H>1 .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee)J,eu no H)].: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / :UucTPVKUHH yTeep~eua: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test/ IloKaJaTeJib Results/ Pe1yJ1bT3TbI Specification/ HopMa 
.N'! 

14 Package description/ 10 tablets Ill a blister of 10 tablets in 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 10 rn6neTOK s 6n11cTepe 113 
information leaflet in a carton (ITAi AJ1/IT3 C snaronornornTeneM/IT3BIT) 
pack. I Ilo 10 Ta6JTeTOK B <pOJlbrtt II (I13/AJI) qlOJlbrtt. Ilo 1 J.IJll1 
6n11cTepe 113 (ITAi AJ1/IT3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia,UbIUieM 
snaronornornTeJieM/I13B I1) nalJKY KapTOHH)'lO. 
q>OJibrtt II (I13/AJ1) qlOJlbrtt. no 
2 6Jil1CTepa BMeCTe c Jll1CTKOM-
BKJia,UbIUieM B nalJKY 
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 JieKapCTBeuuoro npenapaTa KOHTp0Jib Ka'leCTBa no noKaJaTeJIIO «M11Kp06HOJ10ruqecKaH 
'IHCT0Ta» npOBO)J;HTCH )J;JIH K3iK,ilOU 20-ou cep11u, HJIH )J;JIH O)J;HOU cepuu B ro)J;, B 33BHCHMOCTH OT Toro, '-ITO 
uacTyn11T paubrne. 

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

IlpuMel.fauue: ITpo,uyKT coorneTcrnyeT rpe6osauWIM HA 3aKJIIOl.feHue: O)]:06PEHO 

Prepared by/ 
no.urornsneuo: Ramakant 

i\& 
D ate/ 
,l];aTa: 21.03 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nposepe110:Pardeep TiposepeHO (AOK): 0JJ:o6peHo: 06ecne1Iem1e KalJecrna/OrneTcTBeHuoe 
Kumar Amit Kumar JI11UO: V ~ k ~ 
Date/ Date/ IDate / ~ ,-{)~ wW Aarn: 21.03.2026 ;t:la-ra: 21.03.2026 ,l];arn: 

r\c;,.,i·:;tc, 1::d L:itice· '~- 1 ;~;,, i~oad [\Jo. 3. tt:11\j~H;:1 tiilis, i~ 1/der;1bdd 500034, Tel;::inganc1, India 
r,. , -, , 40 4 .100 2900, ,ax: +'lJ ,10 <"1900 2999, Erna'!: rnaii@cl.-redclys.com 

CiN: L8519SAP1984PIC004S07 
W\V\,\I dr (f-'(_·ldvs c.nn": 
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••· Dr.Raddy's~;• 
1.)1· F{eddy's Laboratories Ltd 

r:mmul;:~tion Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJill3A 

I/ill. Khul, I\Jcilagarh l\o,id, B,1ddi, 

Distt. So1a,1, HP, U3 205, INDIA 

1el • 1-91 98166 56001-02 
, '"''" rlrrudrl11< rom 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT: I(eTopoJJ® 3 Kcnpecc (KeTOJ)OJlaK) Ta6J1eT1rn, AIICOepr upyeMble s DOJIOCTU pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ : V2600520 

Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003326532 

Date of Analysis / 21.03 .2026 
AnaJJHTH'leCKHii OT'leT .N'!! jf.aTa auaJ1u3a 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

)(aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
IlpOH3B0,IJ;CTBeHHaH : MNB/05/263 

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

JlHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJJu3 npoee,1J;eu no H,11;: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version aoornved: / H11cTPvic1.urn yTucp~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 03 ll 
API name/ HauMeuoeauue A~C: Ketorolac tromethamine / KeToponaKa TP0MeTaMHH 
INN /MHH: Ketorolac / KeTOpo11aK 
API manufacturer batch number / 

ABSH002977 
HoMep cepuu npou3B0,!J;HTeJ1H A~C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH np0H3B0,IJ;HTeJ1H FESA00499 
rJI~: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
Ilpou3BOAHTeJlb A~C, CTpaua: ):(-p Pe,ru:v1'c Jia6opaTOp11c JlTJJ,. , l1tt,1J,1-rn 
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 
HauMeHOBauue, a,!];pec, JlHQeH3UH ,IJ;JlH .il:-p PeMH'c Jla6opaTOpHC JlTJJ,. , 11H)],HH, IlpOH3B0)],CTBeHHOe 
Ilpou3BO,!J;CTeeuuaH nJ101Qa,1J;Ka / IlJioIQa,IJ;Ka no,IJ,pa3,IJ,e11ett1-1e-6, B1-11111. Kxo11h, Hanarapx Poy,IJ,, EaMH, ):(HcTpHKT 
ICOHTPOJlH Ka'leCTBa / IlJ101Qa,1J;Ka Bhmyc1rn Co11att, X.Il. , 173205, 11H)],HH (11HQeH3HSI H0Mep 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 / 
IIpuMetJauue: ITpo,uyKT cooTBeTcTByeT Tpe6osaHlli!M H,ll; 3a1rn 1o'leHue: O,lJ;OliPEHO 

Prepared by / 
n oa roTosrretto: Ramakant 

~uJt 
Date / ' 
}lam: 21.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoeepeuo:Pardeep ITpoaepeHO (AOK): O,uo6peHo: O6ecne'leHHe Ka'lecTBa/OrneTcTBeHHoe 
K uinar Amit Kumar JIMUO: 

~ ~ )\_,A,-

Date / Date / 'Date / 
,llaTa: 21.03.2026 )J.aTa: 21.03 .2026 tyt..oyvO~ )];am: 

1·-::~g i_:,L~'i(:'(i (;1!ir; · g) 337, r:{uad No J, ti,J11j~ra 1iiiis 1 1~vdE:1abJd ~)00034, Tclangano, India 
,(cl· 9 L 11, (1,JOO )'JOO, ,a~. •91 ,ro L!'lOO 1999, Emoi!: rnail(l.'Od1·redclys.co111 

C!N. 1.85195AP19B4P!COOIJ507 
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•·· Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTM~llKATAHAJIM3A 

Dr. Reddy's l.abo1-atories Ltd. 

Formulation Unit-6 
Viii. l<hol, r·~alcJgarh l~oad. i3adcli, 
l.)istl Solan, fU., 173 2.05, INDIA 

1el: ➔ 91 98166 56001-02 
www clrrPcldvc;.c:om 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ.YKT: KeTOPOJJ 3 1ecnpecc (KeToponaK) Ta6JJeTJrn, ,a:ucneprupyeMLie B noJJocTn pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ : V2600520 

Batch Quantity/ 36,00,000 tab I 
CepnH .N'!! 06beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003326532 
Date of Analysis / 

21.03.2026 
AuanuTn'lec1rnii OT'leT .N'!! liaTa auanu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry/ 

02/2028 
,U:aTa npOU3B0Jl:CTBa ro.aeH Ao 
Mfg. License No./ MA number:/ 
IlpoH3B0Jl:CTBeHHaH : MNB/05/263 

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

JIHI~eH3HH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoee,a:eu no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MHCTDVK~HH YTBep)KJ]:ena: 21.04.2025 

Page 11 of 11 / CTp. 11 03 11 
3aKmoqeHHe O COOTBeTCTBHH: «HacT05II.llJiM 5l 110,UTBep)l(,UaIO, qTo rrpirne,ueHHa5l BbIIIIe HHq>OpMaUM5I 5IBmleTC5l 

,UOCTOBepHOH H TO'IHOH. 3m cepm1 rrpo,nyKUHH rrp0H3Be,neHa (BKJIIoqa51 yrraK0BKY (MapKHpOBKY) H K0HTp0Jib 

Ka'!ecrna) Ha BhIIIIeyKa.3aHHOH rrpOH3BO,UCTBeHHOH llJI0I.ll,a,n:Ke (rrrrol.ll,a,[(Kax) B ll0JIH0M C00TBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,UJie)l(al.ll,eH: rrpOH3B0,UCTBeHHOH rrpaKTHKH EBpa3HHCKOro 3K0H0MHqecK0ro C0I03a H 

Tpe6oBaHH5IMH K0HTp0JIH KaqecTBa rreKapcTBeHHhIX cpe.[(CTB, a TaK)l(e B C00TBeTCTBMH co crreuHq>HKaUH5IMH, 

co,z:i:ep)l(allJ.HMHCJI B perHCTpaUH0HH0M ,U0Cbe CTPaHhl-HMI10pTepa. 3anHCH ITO np0H3B0.[(CTBY, yrraK0BKe H aHarrmy 

rrpoBepeHhl, H ycTaH0BJieH0 HX C00TBeTCTBHe Tpe6oBaHH5IM ITpaBHJI Ha,z:i:rre)l(al.ll,eH rrpOI-1.3BO,[{CTBeHHOH rrpaKTMKH 

EBpa.3HHCKoro 3K0H0MHqecKoro coI03a». 

Remarks : The Product confirms to ND/ 

I
IConclusion : APPROVED/ 

IlpuMeqauue: Ilpo)lyKT cooTBeTcTByeT Tpe6oBaHURM H,[.( 3atcJIJO'-leHue: O,LJ:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo)lroTOBJietto: Ramakant TTpoaepeHo:Pardeep npoaepe1w (AOK): O.o.o6peHo: O6ecne'-lettue Ka'-lecTBa/OTBeTCTBeHHoe 

,,~t 
Kumar Amit Kumar nuuo: QY ~ }\,-/~ 

Date / Date I Date / I Date/ ')A,( ,-(J;;,,r W 1--6 I ,((aTa: 21.03.2026 ,[.(arn: 21.03 .2026 J],aTa: 21.03 .2026 ,[.(arn: 

lk~is,erod Utfic,'.: :c; 2 337, 1,,1ad 1\Jo. 3, BanjJ1·c1 Hills, Hyderabx1 500034, Telangana, India 
·- r,,!: +91 ,,o !'JOO 2900, Fax: +91404900 2999, l,rnail: rnail@clrreddys corn 

C.,~!: L3SJ.951W'1984PLC00450 7 

wv.'w dr reddys com 

· .... , 


