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

CEPTH <I> IIKAT AHA.JilBA 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan. H.P. 1/3 205, ii'-]DIA 

\dWW.d!-reciciy~.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAVKT: k'eTOJ)OJI® 3Kcnpecc (KeTOJ)OJiaK) Ta6JieTKH, JlUCneprnpyel\fble B DOJIOCTII p-ra, 10 !\ff 
Market/ P1.rnoK : Russia I Pocc11R 

Batch No/ 
: V2502426 

Batch Quantity/ 36,00,000 tab/ 
Cepm1 .N'!? O6beM cepHH 36,00,000 rn6 
Analytical Report No / 

: 040003231252 
Date of Analysis / 

22.12.2025 
AnaJIHTH'lecKnii OT'leT .N'!! l{aTa anaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[);a Ta npo lf3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpon3BO~CTBennaH : MNB/05/263 

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

JIHl~CH3HSI .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBeAen no H,[I;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKO:HH YTBepJKAena: 21.04.2025 

Paee 1 of 11 / CTJ>. 1 03 11 
No 

Test I IloKaJaTeJib Results I Pe1yJibTaTb1 Specification / HopMa 
.N"!! 

1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrnb1e ITJIOCKHe 
side. / Kpyrm,,e rrnocK11e Ta6JJeTKH c q>aCKOH, CBeTJJO-)!(eJJTOro usern c 
Ta6neTKH c q>acKoH, cserno- rpasttpOBKOH «I» Ha O.LI.HOH CTopotte. 
)!(eJJTOro ueern c rpas11poeKOH 
«I» Ha O.LI.HOH cTopoHe. 

2 Identification/ M,ueuTmirnKaU.HSI 

Ketorolac I KemopoHa" Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Y<l>-
cneKTphr nornomeHm1 11cnhITyeMoro pacrnopa tt 
pacrnopa CTaH.LI.apTHOro 06pa1ua KeTOponaKa 
YpOMeTaMHHa .LI.OJI)!(Hbl HMeTb MaKCHMYMbT nptt 
O.LJ.HOH tt TOH )Ke .LI.JIHHe BOJJHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMe'lam1e: Ilpo.LI.yKT coorneTcrnyeT Ype6osaHH51M H.D: 3a1rnt0'leuue: O,ll,OliPEHO 

Prepared by / 

n oworonneHo: Pravesh 

Rana 
if 

Date/ 

.D:arn: 22.12.2025 

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

nponepeHo: Pardeep IlpoBepeHO (AOK): O,uo6petto: 06ecneqeHtte Kaqecrna/OrneTcTBeHHoe 

K umar 

~ 
Amil Kumar nttuo: 

<2W " t~- ..,, __ 

Date/ Date I IDate / !J.-'),.~/J-.r-J,ov{ 
.D:arn: 22. I 2.2025 .D:arn: 22 .12.2025 .D:arn: 

- - -Registered Office. 8-2-337, Road No. :1, BanJar .. HIiis, 1waeraoaa :iuuu::1t,, 1e10111,;ana, in..,,., 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L35195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTII<l>HKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Bacidi, 

DistL. Solan, H.P., 173 205, INDIA 

T<_>i : -'·9:L ?(:: (i(-j SFi00:1-0) 

www.drredc!ys.corn 

Product : K:etorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11,v1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,11,ucneprupyeMbte B noJI0CTH pTa, 10 Mr 
Market / P1,,rnoK : Russia / Pocc1-rn 
Batch No/ 

: V2502426 
Batch Quantity/ 36,00,000 tab/ 

CepuH ,N'g O6neM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003231252 
Date of Analysis / 

22.12.2025 
AuaJIHTH'lecKuii 0T'IeT .N'!! llaTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.IJ:aTa npOH3B0,11,CTBa ro,11,eu ,11,0 
Mfg. License No./ MA number:/ 
IlpOH3BO'ACTBeHH8H : MNB/05/263 

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

JIHl.{eH3HSI N!! 

Analysis performed according ND:/ AuaJiu3 npoBe,11,eu no H.IJ:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / IluCTpyKl.{HH yTeep~eHa: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 113 11 
No 

Test/ IloKaJaTem, Results/ PeJyJ1bT3TbI Specification / HopMa x~ 
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 BpeM}I yneplK11BaHIUI OCHOBHOro n11Ka Ha 
xpoMarnrpaMMe 11CIIbITYeMOfO pacrnopa 
JJ.ORlKHO COOTBeTCTBOBaTh speMeH11 
yneplKHBaHIUI OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe pacrnopa CTaHJJ.apTHOro 
06pa1ua KernponaKa TJ)OMeTaM11Ha (pa3.uen 
«KonWiecrneHHoe orrpenenem1e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMC'l3HHe: ITpo,uyKT COOTBeTcTByeT TJ)e60BaHl1}1M H)]; 3aKJlto'leuue: 0.21:0liPEHO 

Prepared by / 

Tio.uroTosneHo: Pravesh 

Rana , 

{ 
.,,c--

D ate / 

,ll,an: 22 .12.2025 

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

Dpoeepetto: Pardeep ITposepeHo (AOK): O.uo6petto: O6ecrret.Je1-me Kat.Jecrna/OrneTCTBeHHOe 

K umar 

=k, 
Amit Kumar n11uo: 

~ t_,, -
' #., 

. 

Date/ D ate / IDate / '2-'J--r/ J-r9--()i-(° 
)];am: 22 .12.2025 )];ara: 22.12.2025 )];am: 

- -RegIstereci vmce . 8-L-$~1, Koao NO. ;j , t1anJar., r111Is, I,yoeraoact .:,uuu.:s-., Ir1angana, InuIa 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Em ail: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

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

CEPTHWHKATAHAJIH3A 

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

Tel : ~-91 S2166 55001 82 
www.drreddys.;:om 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOllVKT: ReTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, llHCnepruoveMble s DOJIOCTH PTa, 10 Mr 
Market I PLIHOK : Russia / Pocc1u1 
Batch No/ 

: V2502426 
Batch Quantity / 36,00,000 tab/ 

CepuH.N"!! O61.eM cepuu 36,00,000 Ta6 
Analytic~! Report No/ Date of Analysis / 
AHaJIHTlf'lec1rnii OTtJeT N!! 

: 040003231252 
l{aTa auaJiuJa 

22.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

J(aTa npOH3B01lCTBa rolleH llO 
Mfg. License No./ 

MA number:/ IlpOH3BO,l).CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-N!!(004669)-(Pr-RU) 
J1uueu1u11 N!! 
Analysis performed according ND:/ AuaJIHl npoBelleH no HJ(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH yTsep~eua: 21.04.2025 

No 
.N'!! 

Test/ IloicaJaTeJib 

Butylhydroxyanisole I 
EymW12uiJpoKcuaHu3011 

Remarks : The Product confinns to ND/ 

Results/ Pe1yJILTaTbl 

Complies / CooTBeTcTByeT 

Page 3 of 11 I CTJJ. 3 u1 ll 

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,!1.ep)l<HBamui IlHK0B 2-
6yrwnrH,!1.pOKCHaHH30na " 3-
6yrwnrn,!1.pOKCHaHHJOna Ha xpoMarnrpaMMe 
HCilbITyeMoro pacTBopa ,!J.OR)l(Hbl 
COOTBeTCTBOBaTb apeMeHaM y.n:ep)l(HBaHIDI 
IIHK0B 2-6yTHnrHAPOKCHaHH30na 11 3-
6yr11nrn,ll.pOKCHaHHJOna Ha xpoMarnrpaMMe 
pacTBopa cTaH,!1.aprnoro o6paJu;a 
6yr11nrn,!1.po1<c11aHHJona (paJAen «CoAep)l(aH11e 
6yr11nrn,!1.pOKCHaHH30na»). 

Conclusion : APPROVED / 
OpHMe'lauHe: TipoAyKT cooTBeTcTByeT Ype6oaaHIDIM H,n: 3aicmoqeu11e: O)];OliPEHO 

Prepared by/ 
TioAroToanetto: Pravesh 
Rana 

1 
'Date / 
llarn: 22.12.2025 

Cbecl·ed by/ Checked by (AQA I Approved by: Quality Assurance/ Authorized person / 
TTpo_aepeHo: Pardeep □ponepeHo AdK): O.ao6pe1-IO: O6ecrreqeH11e 1<aqecTBa/OTBeTCTBeHHoe 
Kumar Amit Kumar rumo: 

~ d--7 t----:--
I 

Dat / Date / 

I
r ate / ,u_.--,z,.--2-0~ 

,Z1;aTa: 22.12.2025 ,n:ani: 22. L.202 - ,Z1;aTa: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

] 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vil!. Khol, f'Jaia1:;arh Roud, Bacidi, 
Oistt. Solan, H P, l 7~ 205, ii\iDii; 

CERTIFICATE OF ANALYSIS www.cirTeciciy:;.com 
CEPTH~IIKATAHAJilI3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJlVl.:T: KeTOpoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JlHCnepruoveMLle e U0JI0CTH pra, 10 J\ff 

Market / PLIHOK : Russia / Poccm1 
Batch No I 

: V2502426 
Batch Quantity/ 36,00,000 tab I 

CepnH N2 O6-LeM cepnn 36,00,000 rn6 
Analytical Report No I 

: 040003231252 
Date of Analysis / 

22.12.2025 
AnaJiuTuqecKnn oTqeT .N'!! )laTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.L(aTa npOH3B0JlCTBa ro]leH JlO 
Mfg. License No./ 

MA number:/ 
IlponJeo~cTeenuaH : MNB/05/263 

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

JIHQeHJHSI .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee,JJ;eu no H,l];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH yTeep~eua: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No Test / IloKaJaTeJib Results/ PeJyJibT3TbI Specification / HopMa 
.N'!! 

3 Average weight/ Cpett:HHSI 70.0 mg/ 70.0 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
M3CC3 OT 67,2 Mr tt:O 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 Ta6JieTOK - He 6onee ± 10%; 
Ott:uopott:HOCTb MaCCbl 2/20 rn6JieToK - He 6onee ± 20 %. 

4 Disintegration time/ 00 min 30 sec/ 00 MHH 30 ceK Not more than 3 min. / He 6onee 3 MHH. 

Pacnatt:aeMOCTb 

5 Dissolution / PaCTsopeuue Unit-I / Ta6n-l 100 % Not less than 75 % (Q) ofC15H13NO3•C4H11NO3 

Unit-2 / Ta6n-2 100 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 I Ta6n-3 102 % TpOMeTaMHH) qepe3 15 MIIH. 

Unit-4 I Ta6n-4 100% 

Unit-5 I Ta6n-5 100% 

Unit-6 I Ta6n-6 99 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Tipott;yKT coorneTcTByeT rpe6oaaHIDIM H,Zl; 3aKmoqeuue: O,ll.0.6PEHO 

Prepared by I 
ITott:rOTOBJieHo: Pravesh 
Rana { 
Date I 
,Zl;arn: 22.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized persori I 
ITpoaepeHo: Pardeep Ilpoaepetto AOK): O.uo6peHo: O6ecneqem1e Ka'lecrna/OrneTcTBeHHOe 
Kumar Amit Kumar m1uo: 

~ J_ - / ' ,_/~-~ 

I 
Date / Date I Date I J~z..-1 :z__~,,-0·1,,{' 
,Zl;arn: 22.12.2025 ,Zl;arn: 22.12.2025 ,Zl;arn: 

11,._:; !J\.i::: JCU Vl1 n,,,- . 0--..::.. • ::/....1;•~ ,., ,. ..; ""'"" ' ~ f _ .. , 1,,;i c •• ~• -t I <> , u....- - - -- , . ·u· ,...., , ., ,,.,., .., 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em~ il: mail@drreddys.com 
CIN: L3519SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Vil!. l(hol, ~Jaiagarh Road, Bacidi, 

Distt. Solan, rl.F-., 173 WS, li'1DIA 

www.d1-r2dcivs.::or.-i 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOJlYKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) ra6JieTKH, ]lllCnepn1oveMblC B U0JI0CTH pra, 10 Mr 
Market / P1>rnoK : Russia I Pocc,rn 
Batch No/ 

: V2502426 
Batch Quantity / 36,00,000 tab I 

CepnH .N'!! O6oeM cepnn 36,00,000 Ta6 
Analytical Report No/ 

: 040003231252 Date of Analysis / 22.12.2025 
AnaJinTn'lecKnu OT'leT .N'!! llaTa auaJIHJa 
Date of Manufacture/ 

: 12/2025 Date of Expiry / 11/2027 
l(aTa npoH3B0]lCTBa roi:teH ]lO 
Mfg. License No./ 

MA number:/ 
IlponJBO~CTBeuuaH : MNB/05/263 

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

JIH(leH3HJI .N'!! 
Analysis performed according ND:/ Auann3 nposeneu no Ill(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKQHH YTBep,K]leua: 21.04.2025 

Pa2c 5 of 11 I Crp. 5 U3 11 
No Test I IToKa3aTeJib Results I PeJyJibTaTbl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
.Ll:HcnepcHOCTb sieve 1s formed. I O6pa3yeTCll O)lH0pOJlHall 

cycneH3Hll, npOX0)lll!llall CKB03b CMTO 
pa3MepoM ornepCntH 710 MKM. 

7 Impurities / IIpHivlecH 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) I not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I HmKe npe)leJJa 06uapy)KeHJ.U1 
1-rn)lpOKCHaHaJJOr (ITO= 0.0010 %) 
KeToponaKa 

1-keto analog of ketorolac I 0.03% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToauanor KeToponaKa 

unidentified impurity / 0.04% not more than 0.5 %; / He 6onee 0,5 %; 
e)lHHHqHall 
HeH)leHTH~M~HpOBaHHal! 
npHMeCb 

total impurities I 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIp11Me•rnuue: flpO.llYKT coorneTcrnyeT rpe6oBaHHl!M H.LJ: 3aKJIIOlfenHe: 0.LJ:OliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flo.n.roToBnetto: Pravesh 
Rana ~( 

;" 

Date I 
.LJ:arn: 22 .12.2025 

flposepeuo: Pardeep npoaep HO (AOK) : OJlo6peuo: O6ecneqett11e Ka'lecrna/OrneTcTBeuuoe 
Kumar Amit Kumar nuuo: 

& c:J-c- ~ ,· 

Date I 

I 
Date/ Date I Q,:J .. rl z,,-7,.(,K 

.LJ:arn: 22 .12.2025 ,n:arn: 22 .12.2025 .LJ:arn: 
eg,srerea urnce: IS-L·:>:. 1, I\0ao IOU.:>, o ,rnj<J l<I nlll~, n,--~,w-~u- ---v--., IC-101 !;d '"'I'""' 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L35195AP1984PLC004507 

www.drreddys.com 

C 



•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANAL SIS 

CEPTH<l>HKAT AHA.Jlli3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. iChol, Nalagarh Road, Bacidi, 
!:),'.:tc Sol?l'l, H P, 17~ ~OS. i ~!DIA 

vvww.d,-r2dc:ys.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOD.VJ.'.T: ReTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, !J.HCaepnrn,•eiu ble e D0JI0CTH pTa, 10 Mr 
Market / P1:.rnoK : Russia / Poccm1 
Batch No/ 

: V2502426 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O61,eM cep1111 36,00,000 Ta6 
Analytical Report No / 

: 040003231252 
Date of Analysis / 

22.12.2025 
AnaJiuTuqecKuii 0T'leT .N'!! ,l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
llaTa nponJB0ACTBa roD,eH ,1),0 
Mfg. License No. / 

MA number:/ 
Ilpou3B0ftCTBeuuaH : MNB/05/263 

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

Jllll.l;eH3Hfl .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee,ueu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKu;un YTBep,KJlena: 21.04.2025 

Pag-e 6 of 11 / CTp. 6 HJ 11 
No Test I IloKaJaTeJ11> Results I PeJyJ11>TaThl Specification / HopMa 
.N'! 

8 Water content/ 2.4 % Not more than 7.0 %. / 
CoJ:{epmaHHe BOJ:{hI He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaToqnhfe oprauuqecKtte paCTsopttTeJJu 

Isopropyl alcohol I 6 µg/tab / Not more than 350 µg/tab . I 
l-lJonponattoJI 6 MKf B Ta6JieTKe He 6onee 350 MKf B Ta6JICTKe. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: TipoJJ:yKT cooTBeTcrnyeT Tpe6osaHIDIM H,a: 3aKJJIO'lenue: O,ll:OliPEHO 

Psepared by / Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TioJJ:fOTOBJietto: Pravesh ITposepetto: Pardeep nposepeHo (AOK): O,Qo6petto: O6ecne<Iem1e Ka<Iecrna/OrneTcTBeHHOe 

Rana 

1 
Kumar Amit Kumar mn.1.0 : 6{~ 
~ {''~ 

Date/ 

I 
Date I Date/ !Date I ?--:i...~ I z_.,.. ~?,,(" 

)]pa: 22.12.2025 ,[(am: 22.12.2025 ,a:arn: 22.12.2025 ,a:arn: 
stere ice: .. _-j.j oao ' o. . 11 ara I •- •--~ - ..JVU"-1~"-t, C:11.l I 1,eg1 io urr 1,1 1, "' N ::i, o" J ,..,,, ,, -~ 'b-' 1c, I I'-' itJ 

Tel : ,91 40 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 
CEPTII$IIKATAHAJIH3A 

Viii. Khol, Naiagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tei : +91 S·8166 56001-02 
www.drrcuavs.corn 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo.11:yKT: keTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .11:ucneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market / :Pi,rnoK : Russia / Poccm1 
Batch No / 

: V2502426 
Batch Quantity/ 36,00,000 tab I 

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

: 040003231252 
Date of Analysis / 

22.12.2025 
AnaJIHTH -.ecKHH OT<IeT .N'!! )laTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,[I;aTa np0113BOJJ:CTBa ro.11:eu.11:0 
Mfg. License No./ 

MA number:/ 
IIpOH3BO,[J;CTBeHHaH : MNB/05/263 

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

JIUQeH3USl .N°!! 
Analysis performed according ND:/ AuaJim npoBe.11:eu no H)l: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTpYKQHH YTBep~eua: 21.04.2025 

Page 7 of 11 / CTI>- 7 m 11 
No 

Test/ TTot.:a3aTeJJh Results/ PeJyJJhTaTM Specification / HopMa 
.N'!! 

10 Microbiological purity*/ M1tKpo6110JJornl.fecKaH l.fHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee q11cJ10 He 6oJJee 103 KOE/r; 
a3p06HbIX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee q11cJ10 He 6oJJee 102 KOE/r; 
.11:pmtoKeBbIX 11 TIJieCHeBblX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
OTC)'TCTBHe B 1 r. 

11 Uniformity of dosage units/ 7.3 Acceptance value (AV) not more than 15.0 
O.D:HOpOJJ:HOCTh IloKa3aTeJib rrp11eMJieMOCTH (AV) JJ:OJDKeH 6b!Th 
JJ:0311pOBaHHhlX e.D:IIHHU, He 6oJiee 15,0. 

Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

TTpttMel.faHne: Ilpo.11:yKT coorneTcrnyeT TPe6osaHIDIM H,ll; 3aKJJIOl.fettue: O,IJ:OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Ilo.11:roTOBJieHo: Pravesh ITpoeepe,m: Pardeep ITpoeepeHo (AOK): O.11:06peHo: O6ecrrel.feH11e Kal.fecrna/OrneTcTBeHHoe 
Rana 1 Kumar 

=l 
Amit Kumar JI111._\0: 

{$ - {\/~ ~ ,., 

Date I Date I Date / I Date/ (},.,:)..,--12,-r}..t)~ 
,ll;arn: 22.12.2025 ,ll;arn: 22.12.2025 )].ant: 22.12.2025 ,ll;arn: 

e sere ice: -L.- · _:j oau ,~o. ::, □u , u ""' 1t1 1a-....... - ~ .... w .... ~-., 1-C:IQi ti gi:;t ia UTT O -::,, ,, " ' , lj-dl n1 JU •i;u !a,t 1111,I IU 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L35195AP1984PLC004507 

www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFlC TE OF ANAL SI 

CEPTII<l>ffl AT AHAJill3A 

Dr. Reddy' s Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, iJ a!agarh RoJd , 8Jddi , 
Dis~ ,. So! :m, H P, .\ 73 70 5, INDIA 

w ww.d rr 2dci ys.com 

Product : Xetorol Express (ketorolac) OralJy Disintegrating Tablets 10 mg 
IlpO.QyKT: ¼eTOllOJT 3Kcnpecc (l~eTOPOJJaK) Ta6JTeTKJI, ,tu1cnepr11pyei\11,Ie B noJJOCTH pTa, 10 Mr 
Market / r1:.moK : Russia I Pocc1-u1 

Batch No/ 
: V2502426 Batch Quantity/ 36,00,000 tab/ 

Cemm .M! 06-LeM cep 1111 36,00,000 rn6 
Analytical Report No/ 

: 040003231252 
Date of Analysis / 22.12.2025 

AuaJJnTnqecKHH OPieT .N'!! )]:aTa aHaJTnJa 
Date of Manufacture/ 

: 12/2025 Date of Expiry I 11/2027 
)];aTa rrpotllBOACTBa ro,..en 1-(0 
Mfg. License No. / 

MA number:/ 
fipOH3B0t(CTBeHHaH : MNB/05/263 

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

JITIQCJl3IIH .N'!! 
Analysis performed according ND: / AHamn npoee,!);eH no H)J;: JITI-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTr> v1cuns YTBCP""ACna: 21.04.2025 

Page 8 of 1l / CTp. 8 m 11 
No 

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

12 Assay/ KoJJuttecTseuuoe 9.9 mg I 9.9 Mr From 9.0mg to 11.0 mg of 
onpeAeJJeune (99.0 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mf AO 11,0 Mr 
C1sHuN03•C4H11N03 (KeTOpOJJaKa 
TpOMeTaM11H) (OT 90,0 ,11,0 110,0 % OT 
3aHBJJeHHOro KOJJH'-leCTBa) B Ta6JJeTKe. 

13 Butylhydroxyanisole 0.0943 mg/tab I Not less than 0.042 mg/tab. / 
content I C0Aep,icam1e 0.0943 Mr B rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTUJJrHAPOKCHaHH30JJa 

R emarks : The Product confirms to ND/ ConcJusion : APPROVED / 
Il p1-1Me,1a11ue: flpOAYKT cooTseTcrnyeT Tpe6osaHHHM HA 3aKmoqeuue: O,ll,OliPEHO 

Prepru·ed by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITo.uroTOBJJeHo: Pravesb nposepeHo : Pardeep ITpoBepetto (AOK): 0Ao6petto: 06ecne'-!ett11e Ka'-!ecrna/OrneTcTBeHHoe 
Rana 1 Kumar J--:- Amit Kumar .IIIIUO: 

~~: (ft 
jDate / 

I 
ate / Date / !Date / ,Z )_ ~f tr ?..{Ji~' 

,z::i:arn: 22.12.2025 ,n:arn: 22.12.2025 ,aarn: 22.12 .2025 ,[(ara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em ail: mail@clrreddy:;.com 

CIN:L85195AP1984PLC004507 
wwvv.drrcc:d•rs.com 

I 
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CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Vill. Khol, r,J.:i1.:igarh Road, Baddi, 
Distt . Sol,rn. H.P .. 173 :ws, iNDIA 

wv✓w.rim::ciC: 11s.:om 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO)).YKT! teTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )J,IICUeprupyeMbie B U0JI0CTII pTa, 10 Mr 
Market / :Pi,rnoK : Russia / Pocclrn 
Batch No/ 

: V2502426 
Batch Quantity / 36,00,000 tab I 

Cepusi: .N'~ O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003231252 
Date of Analysis / 

22.12.2025 
AnaJiuTu-Iec1rnii 0PieT .N'!! ,l(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,l(aTa np0113B0)),CTBa ro)J,eH )).0 
Mfg. License No./ 

MA number:/ 
Ilpou3BO,[J,CTBeuuaH : MNB/05/263 

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

JIU~eH31Ul .N'!! 
Analysis performed according ND:/ AuaJIH3 np0Be,1J,eu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQIIH yToep'.lK)J.ena: 21.04.2025 

Pag-e 9 of 11 / L-rp. 9 m 11 
No 

Test/ IT0Ka1aTe.11b Results/ Pe1y.11bTaTbl Specification / HopMa 
}f!! 

14 Package description / 10 tablets 10 a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucau11e ynaKOBKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foil. I or 2 

desiccant/HDPE) foil // (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / no 10 rn611ernK B 61111cTepe 111 
information leaflet in a carton (ITAi AJ1/I13 C s11arorrornoT11TeneM/I13BI1) 
pack. I no 10 Ta6JieTOK B lpOJibnl II (I13/AJ1) lpOJibrH. no I HJIH 
6JIHCTepe 113 (ITAi AJ1/I13 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJiaJlblllleM 
s11arorrornoT11Te11eM/I13BI1) na'!KY Kaprnuuyio. 
lpOJlbrH // (I13/AJ1) q>OJibrH. no 
2 6JIHCTepa BMeCTe c J111CTKOM-
BKJiaJ(blllleM B na'!KY 
KapTOHHylO. 

* 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. 
* ITp11 BbmycKe .11eKapcTBeuuoro npenapaTa KOHTpo.111, Ka'-leCTBa no noKa3aTemo «M11Kpo6110.11or11qecKaH 
'lHCTOTa» npOBOJU,ITCff ,IJ..llff Ka;tCJJ,OH 20-oit cep1111, U.1111 )l.llff OJIHOH cepuH B rOJJ., B 3aBUCHMOCTH OT Toro, 'ITO 
uacTyn11T paHbllle. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aK.1110'leu11e: O,1],OliPEHO 

:==========,,;:::=======:::;-;::::=======! 
ITp11Me'-1aHHe: ITpo,nyKT COOTBeTcrnyeT Tpe6oBaHIDIM H.D: 

Prepared by I 
ITo;:i:rOTOBJietto: Pravesh 
Rana 

Date/ 
,n:arn: 22 .12.2025 

Checked by / 
11posepeHo: Pardeep 
Kumar 

Checked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
ITpooepeHo (AOK): Ono6peHo: O6ecrre'-leH11e Kalfecrna/OrneTCTBeHHoe 
Amit Kumar 11111..10: 

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

www.drreddys.com 

2 
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•·· Dr.R~ddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, iNDIA 

Tel : +'.J1 ~216G 56001 -02 
CERTIFICATE OF ANALYSIS www.drreddys.com 

CEPTHWHKATAHAJIH3A 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYl.:T: l(eTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCneprupyeMbJe s DOJIOCTU pTa, 10 Ml' 
Market/ P1.rnoK : Russia / Poccm1 
Batch No/ 

: V2502426 
Batch Quantity / 36,00,000 tab/ 

CepuH x~ O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003231252 
Date of Analysis / 22.12.2025 

AnaJIUTHqecKnii oTqeT .N'!! llaTa auaJin1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

llaTa npon100,ucTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
IlpouJoo,z=-cToeuuaH : MNB/05/263 

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

JIHQeH3U9 .N°!! 

Analysis performed according ND:/ AuaJinl npooe,ueu no H,l.(: JITI-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUHH YTBep:lK,ll;eua: 21.04.2025 

Paee 10 of 11 / CTp. 10 u1 11 
API name/ HanMeuooauue AWC: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number/ 

ABSH001415 
HoMep cepuu npou100,uuTeJIH AWC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHUHH npOH3B0,UUTeJIH FESAOOl 71 
r.Jiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
Ilpou100,uuTeJih AWC, cTpaua: ,ll;-p Pe;::u:J.H1C Jia6opaTOpHC Jini:., 11H,ri: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 
HanMenooauue, a,upec, JinuenJHH .UJIH ,ll;-p Pe;::u:J.H'c Jia6opaTOpHC JIT;:i:., 11H,LI,H51, I1pOH3B0.lJ:CTBeHHOe 
IlpouJoo,ucTBeuuaH nJiom:a,uKa / IIJiom:a,uKa rro;:i:pa3;:i:enett11e-6, B11nn. Kxonh, Hanarapx Poy;:i:, Ea;::u:J.M, )],HcTpMKT 
KOHTPOJIH KaqecToa / IIJJom:a.LI.Ka BhrnycKa ConaH, X.IT., 173205, l1tt;:i:m1 (nm.1.eH3HJI 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 / 
IlpuMeqa1rne: ITpo,nyKT coorneTcrnyeT -rpe6osamrnM H,ZJ; 3aKmoqeuue: O,ll.OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITo,nroToBJieHo: Pravesh ITpoaepetto: Pardeep ITposepetto (AOK): O.no6petto: O6ecrre'-lem1e Ka'-!ecrna/OrneTcTBeHHoe 
Rana 

1 
Kumar Amit Kumar mu.1:0: 

~ t~ - ~ l 

Date I Date/ Date/ Date/ µ~/ ')_r ~?,{' 
):(aTa: 22.12.2025 .z:t:aTa: 22.12.2025 ):(aTa: 22.12.2025 .z:t:arn: 

" 
\. t:lt:U Ull n .. t: , o-_,.-_,._. ,, ,,Vo u '-A ,-.v- ...... , .... ... , " ... .. , '"fi ''" ,,~· 1 

c; ,. _____ ... ... -.!~, · -·- · t,. ... o;;a, ···- · -

Tel : +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 



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

CEPTH <l>JIKA T AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Oistt. Solan, H.F., 173 205, iNDIA 

Li: +Cl SS16G 56001-02 
www.drrecJdys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJ1® 3Kcnpecc (KeTopoJ1aK) Ta6J1eTKH, AHcneprupyeMbie B noJ1ocTu pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2502426 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'2 O61,eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003231252 
Date of Analysis / 22.12.2025 

AnaJ1uTnqecKnii: OPieT .N'!! .l(aTa auaJ1u1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)J,aTa npOH3B0}lCTBa ro.ueu llO 
Mfg. License No./ 

MA number:/ 
Ilpou1B0AcTseunaH : MNB/05/263 

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

J1HQeH3Hff .N°!! 
Analysis performed according ND:/ AuaJ1u3 npose.ueu no H.l(: JIIl-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTPYKQHH YTBep~eHa: 21.04.2025 

Page 11 of 11 I CTp. 11 01 11 
3aKJIJOqeuHe O CO0TBCTCTBHH: «HacTO.HIUHM .H IIO.IJ:TBep)K.IJ:aIO, qTo rrpHBe.n:eHHM BbIIIIe HmpopMaIJ;IUI .HBJrneTC.H 

.IJ:OCTOBepHOH Fl TOqHoH. 3Ta cepH.H rrpo.n:yKU:HH rrpOH3Be.n:eHa (BKJIIQqa,H yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpoH3BO.IJ:CTBeHHOH IIJIOm;a.n:Ke (rrnoma.n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH.HMH ITpaBHJI Ha.n:rre)Kameii rrpOH3BO.IJ:CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMH:qecKoro COI03a Fl 

Tpe6oBaHH.HMH KOHTpOAA KaqecTBa JieKapCTBeHHbIX cpe.n:CTB, a TaK)Ke B COOTBeTCTBHH co crreu:m}mKaUmlMH, 

co,nep)Kam:HMHC.H B perHCTpau;HOHHOM .IJ:OCbe CTpaHbl-HMIIOpTepa. 3arrHCH IIO rrpOH3BO.IJ:CTBY, yrraKOBKe Fl aHaJIH3Y 

rrpoBepeHbl, Fl ycTaHOBJieHO FIX COOTBeTCTBHe Tpe6oBaHH.HM ITpaBHJI Ha):{Jie)Kameii IIpOH3BO.IJ:CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 

!
Conclusion : APPROVED / 

IlpHMe'JaHue: Tipo.uyKT COOTBeTcTByeT Tpe6oBaHID!M H.L( 3aKJJIO'leHue: O,l(OliPEHO 

Prepared by / 
Tio,nroToBJieHo: Pravesh 
Rana 1 
D te l 
).J.aTa: 22.12.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
TTpoaepeHo: Pardeep TTpoBepetto (AOK): O.uo6petto: O6ecrreqeH11e KaqecTBalOTBeTcTBeHHOe 
Kumar Amit Kumar 1111uo: 

ffl 
~I-? r\~:- .,,~ 

J • 

Date I Date I IDate / ()_)--I 2.--r ~ 
JJ:arn: 22.12 .2025 JJ:arn: 22.12.2025 JJ:arn: 

Re istered Otl1 ce; 8-2-:5:5/ Koad 1110 . .:S tsan ara HIiis, Ii,, eraoaa - !>LJuu.=-., l.:?Hmgana, mu1a g ' , J y 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 

I 


