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Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII<I> IIKA T AHAJIH3A 

Dr. Reddy 's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khoi, i'Jalaga rh Road, 8addi, 
Distt. Solan, H.P., 173 205, if~Di.11. 

Te! : +9J 98166 56001-02 
""'"·" nrrprl'1t,<;. f'Om 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJJ® 3Kcn oecc (KeTOPOJtaK) Ta6JJeTKU, JJ.HCneprupyeMhle B UOJIOCTH pTa, 10 Mr 

Market/ PhIHOK : Russia I Pocc11.11 
Batch No/ : V2600596 

Batch Quantity/ 36,00,000 tab I 
Cep11H N!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003338524 

Date of Analysis/ 
26.03.2026 

AuaJJuTnqecKnii OT'leT N!! L{aTa auaJIHJa 

Date of Manufacture / 
: 03/2026 

Date of Expiry / 
02/2028 

JI:aTa npOH3B0)].CTBa roJ].eH J].O 

Mfg. License No./ 
MA number:/ 

IlpOH3B0)].CTBeHHaH : MNB/05/263 
HoMepPY 

: JITI-N!!(004669)-(Pr-RU) 

JllIUC113JIH N!! 
Analysis performed according ND:/ AnaJJH3 npoeeJ].en no H,n:: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HHCTPYKUIIH :YTBCp,K,Uena: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJibTaTbl 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 Kpyrnh1e nJJOCKHe 

side. I KpyrJJhie nnocKHe rn6JJeTKH c cpaCKOH, CBeTJJO-)l(eJJTOro usern c 
Ta6JJeTKH c cpacKOH, CBeTJJO- rpaBHpOBKOH «I» Ha 0/J,HOH CTOpoHe. 
)l(enrnro usern c rpas11poBKOH 
«I» Ha OJJ.HOH CTopoHe. 

2 Identification/ M.neuTmjmKaUHH 

Ketorolac I KemopoJ1aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 run). I Y<l>-

cneKTphI nornomeHHH 11cnh1TyeMoro pacrnopa 11 

pacrnopa CTaH.JJ,apTHOro 06pa3ua KeToponaKa 
TpoMeTaMl1Ha JJ.OJJ)l(Hbl HMeTb MaKCHM)'Mhl npH 
OJJ.HOH 11 TOH )Ke )lJIHHe BOJJHhl (± 2 HM). 

Remarks : The Product confirms to ND/ 

Ilp11Me'lauue: ITpoJJ.yKT cooTBeTcrnyeT TPe6osaHl1.IIM H)]. 

Conclusion : APPROVED / 
3aK I0'-fenue: O,[(OliPEHO 

Prepared by / 

no,roTo~ Anchal 

Date/ 

)].am: 26.03.2026 

Checked by I 
n poeepe,m:Pravesh 

Rana i. 
Date I 
)].aTa: 26.03.2026 

Checked by (AQA) I 
OposepeHo (AOK): 

Amit Kumar 

Date/ 

)].am: 26.03.2026 

Approved by: Quality Assurance/ Authorized person / 

0Jl06peHO: O6ecnelfeH11e KalfeCT~ OTBeTCTBeHHOe 

nMUO f LS \fO. LM 

Date/ 

)].aTa: 

Reglstered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderab;,d - 50003<!, Te,angana, Ind ia 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Ern~ii: maii@dri;.;ddys.cnm 

C:N: L85J.95AiJ .LSJ841)LCU04507 
\r>i\!V'N.dt ! 2 (IO'y'S.CU fn 
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Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIH3A 

Dr. Reddy's Laboratories Ltd . 
~0 1 mulatior: Uni t-6 
Vii i. Khol, l'J alJgar-11 !·1oacl, Badci i, 

Distt. So lan, H.P, 1'/3 205, iNDl.i\ 

Tel: +9 J 98165 55001-02 
d d www. rre d\lS.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo~y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ~ucneprunveMMe B noJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Pocc1-rn 

Batch No/ 
: V2600596 

Batch Quantity / 36,00,000 tab / 
Cepuu .N'!! O61.eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003338524 
Date of Analysis / 

26.03 .2026 
AuaJIHTH'leCKHH OT'leT .M! llaTa auaJiuJa 
Date of Manufacture/ 

: 03/2026 
Date of Expiry / 

02/2028 
,UaTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IIponJBOACTBeuuau : MNB/05/263 

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

JIHU.eHJHH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposeAeH no HJI:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IilucTDVKU.HSI YTBep~ena: 21.04.2025 

Page 2 of 11 / CTp. 2 H3 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbI Specification / HopMa x~ 
Complies I CooTBeTcTByeT The retention time of the main peak on the 

Remarks : The Product confirms to ND/ 

IlpnMe'lauwe: TTpoayKT cooTBeTcTByeT rpe6oBamrnM HA 
1:=::=======:::::::::;-;:::::=======::::;-;:::=====~ 
Prepared by I Checked by / Checked by (AQA) / 

TioJJ,roTOBJJeHo: Anchal n poaepe1w :Pravesh TipoBepeHo (AOK): 

~ 
Rana 1 Amit Kumar 

_/\ 

----
Date/ Date I Date I 
,n:am: 26.03.2026 )];am: 26.03.2026 )];am: 26.03.2026 

chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section) . 
I BpeMjj y,llep)K1rnaH1rn OCH0BHOro ru1Ka Ha 
xpoMaTorpaMMe HCilhITyeMoro pacTBopa 
JJ,0J1)KH0 COOTBeTCTBOBaTb BpeMeHH 
yJJ,ep)KHBaHHjj OCHOBHOro lllfKa Ha 
xpoMaTOrpaMMe pacTBopa CTaHJJ,apTHOro 
o6paJua KeTopo11aKa rpoMeTaMHHa (paJJJ,eJJ 
«Kom11-1ecrneHHoe orrpeJJ,eJJeHHe») . 

Conclusion : APPROVED / 
3aKJJIO'lenue: O,ll.OliPEHO 

Approved by: Quality Assurance/ Authorized person / 

OJJ,o6peHO: O6ecne4em1e KaY ecTip(OrneTC-rBeHHO~ 

JlHUO: l,Jva. u..4j 

Date / 
)];am: 

Registered Office: 8-2-337, Roa d No. 3, 8211Jara !4ills, Hyderabad - 500034, Te:::mganJ, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: ni a iil).iJ d r rer:!dys .com 

Cl r": L85195AP J ,i84r'LCll04S07 



•• It 

Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit -6 
Viii. Khoi, i\Jal agarh Road, Badci i, 
Distt. Solan, H.P., 173 205, iNDL<\ 

Tel: +91981GS 56001-02. 
w1•11A1 drr<>rfr111~ com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6Jienrn, ;::i:ucneprupyeMLie B noJiocTu pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 
Batch No/ : V2600596 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6oeM cepuu 36,00,000 rn6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'leCKHH OT'leT .N'!! 

: 040003338524 
,U:aTa auaJiuJa 

26.03.2026 

Date of Manufacture/ 
: 03/2026 

Date of Expiry / 
02/2028 

.IJ:aTa npOH3BO.ll:CTBa ro;::i:eu ;::i:o 
Mfg. License No./ MA number:/ 
IlpouJeo;::i:cTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee;::i:eu no H,u:: .Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKQIIH VTBepm;::i:ena: 21.04.2025 

Pa2e 3 of 11 / CTp. 3 HJ 11 

Test I TioicaJaTe.rib Results/ Pe1yJibT3Tbl Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uopoKcuaHU30J/ 

Complies I 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 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMetta ynep)l{HBaHIUI nHKOB 2-
6YTHJJrHnpoKCHaHH30JJa H 3-
6YTHJJrHll,pOKCHaHH30JJa Ha xpoMaTorpaMMe 
HCnhnyeMoro pacTBopa non)l{HhI 
COOTBeTCTBOBaTb BpeMeHaM ynep)l{HBaHHJI 
nHKOB 2-6yTHJJrHll,pOKCHaHH30JJa H 3-
6YTHJJrHnpoKCHaHH30JJa Ha xpoMaTOrpaMMe 
paCTBOpa CTaHnapTHOfO o6pa3Ua 
6yrnnrnnpoKrnaHH3ona (paJnen «Conep)l{aHHe 
6yrnnrnnpoKcHaHH30JJa» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lattue: IlponyKT cooTseTcTByeT Ype6oeaHIDIM H)]; 3aKJIIO'leuue: 0,U:OliPEHO 

1::==========::;.=======:::,;:::========: 
Prepared by / 
IlonrorneneHo: Anchal 

~ 
Date I 
,D;arn: 26.03.2026 

Checked by/ Checked by (AQA) / 

r:.::epeHO 1."b Tlpoeepelio (AOK): 
Amit Kumar 

,.--'\ -
Date I Date/ 
,D;arn: 26.03.2026 ,[{aTa: 26.03.2026 

Approved by: Quality Assurance/ Authorized person I 
Ono6peHo: O6ecneqeHHe KaY:2JCTBa/OTB TCTBett11oe 
JJHUO: p 

h) \A 

Date I 
,D;arn: 

Registered Office: 8-2-337, Road No. 3, 8211Jar □ Hills, Hyderabad · 500034, re:dnganJ, India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Em ail. milii(,Pdrreddys.co m 

CiN: l.85195M'J.984PLCll04507 
WVv''/J.dr rec..iUy:.:.. .com 
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Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>IIKAT AHAJIH3A 

Dr. Reddy's Laboratori es Ltd . 
Formul at ion Un it-6 
Viii. Khoi, hia!aga1 h i~oad, S,1c:di , 
Distt. Sol an, H.P., 173 205, ii,IDl.t\ 

Tel: +9198165 56001-02 
..,, .. , .. rlrrprt,h;, rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCneorunveMble e UOJIOCTH DTa. 10 Mr 

Market / PbrnoK : Russia / Pocc11.11 
Batch No/ : V2600596 

Batch Quantity/ 36,00,000 tab / 
CepHH }f!! O61>eM cepuu 36,00,000 Ta6 

Analytical Report No/ : 040003338524 
Date of Analysis / 26.03.2026 

AttaJIHTH'leCKHH OT<JeT .N'!! llaTa aHaJiuJa 

Date of Manufacture / : 03/2026 
Date of Expiry / 02/2028 

,l::t;aTa npoH3B0JJ.CTBa roJ].eH AO 

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

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ AttaJIH3 npoeeJJ.eH no H)::t;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTDVKU:HH VTBep~etta: 21.04.2025 

Pa!!e 4 of 11 / CTp. 4 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa 
.N"! 

3 Average weight/ CpeJlHHH 70.1 mg / 70,1 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr JlO 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 I CoorneTCTByeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
OJ{HOp0,11;HOCTb MaCCbl 

2/20 rn611eToK - ue 6oJiee ± 20 %. 

4 Disintegration time/ 
Pacna]laeMOCTb 

00 min 24 sec / 00 MHH 24 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution / PacTnopeuwe Unit-I / Ta6II-l 96% Not less than 75 % (Q) of C1 sHuNO3•C4H11NO3 

Unit-2 I Ta611-2 98 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) C1sHuNO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 / Ta6JI-3 98 % TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 99 % 

Unit-5 I Ta6JI-5 98 % 

Unit-6 I Ta6JI-6 98 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTpnMeqauue: IlpoJlyKT cooTBeTCTayeT TPe6oaamrnM H,[( 3aKJllO'leuue: O)1.Ol,PEHO 

Prepared by / 
Ilo]lrOTOBJieuo: Anchal 

~ 
Date/ 
,narn: 26 .03 .2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpoaepe1-10:Pravesh n poaepeHo (AOK) : O,no6peHo: O6ecnelfemre K8lfe~rna/O· ercTBeHHOe 

Rana 

f 
Amit Kumar JIH UO'. • ~ 0 \,N 

I'~ -. . n r\ 

Date/ Date/ Date I \~r?'~~ ,LJ;a1:a: 26.03 .2026 ,[(ara: 26.03.2026 )],am: 

Registered Off ice: 8-2-337, Road No. 3, 82 1·1JrHd Hil ls, Hyderabad - 500034, Te:a11gan3, Indio 
Tel: +9 1 40 ~900 2900, Fax: +9 1 40 4900 2999, Enwi!: m~ ii(0dn erJ dys ,e0m 

Cil'J : L851~J5AP .i. ~8~-PLCtl0450? 
\NV,/ N.lli ! 2LlO'y'.5 CU!l1 
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Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJilI3A 

Dr. Reddy 's Laboratories Ltd . 
Formulation Unit -6 
Vii i. Khoi, i\ialagar h Road, Baoc, i, 
Distt. Solan, H.P., 1'/3 205, iNDI/\ 

Tel: +9 J 98166 56001-02 
www drreddvs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJWKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, J);HCneprupyeMble e DOJIOCTH pTa, 10 Ml' 
Market / PLIHOK : Russia / Poccm1 

Batch No/ : V2600596 
Batch Quantity I 36,00,000 tab / 

CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003338524 
Date of Analysis / 

26.03.2026 
AaaJiuTuqecKuii oTqeT .N'!! ,ll;aTa aaaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll;aTa np0H3B0,!J;CTBa ro)J;eH J);0 

Mfg. License No. / 
MA number: I 

IlpouJBO,!J;CTBeHHaH : MNB/05/263 
HoMepPY 

: JIIl-.N'!!(004669)-(Pr-R U) 
JIHl.(eH3HH .N'!! 
Analysis perlormed according ND: / AaaJIHJ npoee)J;eH no H,ll;: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKl.(HH yTeep)KJ);eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test/ Iloica3aTeJih Results / Pe3yJihT3Tht Specification / HopMa 
.N'!! 
6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 

)lucnepcuocTb sieve is formed. I O6pa3yeTCH O.UHOpo.nHaH 
cycrreH311H, rrpoxo,UHil(aH CKB03b 
pa3MepoM ornepcrni-f 710 MKM. 

7 Impurities / IlpnMecu 

I -hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / ue 6onee 0,5 %; 
ketorolac: / / HmKe rrpe.nena o6uapy)KeHHH 
1-rn:.npoKCWaHaJIOr (ITO= 0,0010 %) 
KeToponaKa 

1-keto analog of ketorolac I 0.05 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeTOaHanor KernponaKa 

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,nwttw-rnaH 
Hen.neHTMQ>HUHpOBaHHaH 
rrpHMeCb 

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

Remark : The Product confirms to ND/ 
Opnr.tettauue: Ilpo.nyKT coorneTcrnyeT Tpe6osaHHHM HA 

Conclusion : APPROVED / 
3aic IO'-leuue: 0,llOliPEHO 

Cl1TO 

Prepared by / 

Tiom..,ToaneHOO:I 

Checked by (AQA) / 
CTpouepeHO (AOK): 
Amit Kumar 

Approved by: Quality Assurance/ Authorized person / 
OJJ.o6peHo: O6ecrreIIeH11e KaIIecrna/Orn~ neH Hoe 

m1 uo: • 'F ~ V ~ 

Date/ 
,D;arn: 26.03.2026 

Date/ 
,[(am: 26.03.2026 

Date / 
.[(aTa: 26.03 .2026 

Date / 
)J,aTa: 

Reg;stered Offi ce: 8-2-337, Roa d No. 3, 82111ara Hills, Hyderabad - 500034, Te:anganJ, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il : m c1 ii(wdrrer:lciys.corn 

Cli'J: L851~l5AP1~84PLClJ0450 .7 

WVv''N,d l re uuys .corn 

C 



•• It 

Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIII3A 

Dr. Red dv 's La boratories Ltd . 
Formulation Unit-6 
Viii. Kho\, i'Ja!agar h Hoaci ; Bad ci i, 
Distt. So lan, H. P., 173 20:j , !N Dl.ll. 

Tel : +91 98166 56001-02 
.. , 11•• rl ••~•• rh;~ rnrn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.)'KT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,11;ucneprupyeMble e U0JI0CTH pTa, 10 Mr 
Market / PMuoic : Russia I Poccm1 
Batch No I : V2600596 

Batch Quantity/ 36,00,000 tab / 
CepHH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No I : 040003338524 

Date of Analysis / 
26.03.2026 

AuanuTu'lecKuii OT'leT .N'!! llaTa auanu3a 
Date of Manufacture/ : 03/2026 

Date of Expiry / 
02/2028 

~aTa np0H3B0)).CTBa ro)J.eH )).0 
Mfg. License No./ MA number:/ 
IlponJBOJJ.CTeeuuaH : MNB/05/263 

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

JIHUeHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee)J.eu no H,ZJ;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUIUI yTeep'.lK)J.eua: 21.04.2025 

Pa2e 6 of 11 / CTI>, 6 u3 11 
No 

Test I IloKaJaTeJib Results/ PeJyJibTaTbl Specification / HopMa x~ 
8 Water content I 2.2 % Not more than 7.0 %. / 

Co,uep~auue BO.Ubl He 6onee 7,0 %. 

9 Residual solvents / OcTaTo'IHb1e oprauuqecKue paCTsopuTeJiu 

Isopropyl alcohol I 7 µg/tab / Not more than 350 µg/tab . / 
J13orrporrauon 7 MKr B m6neTKe He 6onee 350 MKr B m6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
np11M qa1111e: Tipo,uyKT coorneTcrnyeT Ype60BaHHJ1M H,[( 3aKJ1t0'1euue: O,[(OliPEHO 

1:==========;.========::;;:::=====~ 
Prepared by / 
Tio,uroToBnetto: Anchal 

~ 
Date/ 
,[(am: 26.03.2026 

Checked by/ 
IlpoBepeuo:Pravesh 
Rana 1 
Date / 
}laTa: 26.03.2026 

Checked by (AQA) / 
TTposepeH0 (AOK): 
Amit Kumar 

.--,'\ 
--

Date / 
,[(a-ra: 26.03 .2026 

Approved by: Quality Assurance/ Authorized person / 
O~o6peuo: O6ecrrel!eHtte Ka'l <?71TBal~TBe1n eHHOe 

nnuo: ~~ 

Dale/ 
,[(am: 

Regi stered Off ice: 8-2-337, Road No. 3, 821 1Jara Hil ls, Hyde13bod - S00034, re:ci ngana, Indio 
Tei: +91 40 4900 2900, Fax: +9 1 40 4900 2999, Ema il: mai i@dn erldys com 

C:N : L85 195AP J.~841JLClJ0450 7 
\IVVV'N.0 1 recioys.Lo rn 



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

CEPTH$HKATAHAJI113A 

Dr. Rcddy's Laborato ries Ltd . 

Formulat ion Unit-6 
Viii. Khoi, Na laga1 h Roac;, Bacicii, 
Distt. So lan, H.P., 173 205, !1\J DL<\ 

Tel: +91 98165 'i6001-02 
""'IIM l'l,rororl1/' rnrn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCneprHpyeMhle B UOJIOCTH DTa, 10 Mr 

Market / PLrnoK : Russia / Poccm1 

Batch No I : V2600596 
Batch Quantity/ 36,00,000 tab/ 

CepHH .N'!! O6'beM CeDHH 36,00,000 Ta6 

Analytical Report No I : 040003338524 
Date of Analysis / 26.03.2026 

AeaJIHTu11ecKHH OT'ieT .NI! ,IJ:aTa aeaJiu3a 

Date of Manufacture / : 03/2026 
Date of Expiry/ 02/2028 

,IJ:aTa npOH3BOJJ.CTBa roJ].eH J].O 

Mfg. License No./ MA number:/ 
IlpOH3BOJJ.CTBeHHaH : MNB/05/263 

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

JIHQeH3HH .N'!! 

Analysis performed according ND:/ AeaJIH3 npoBeJJ.eH no H,11;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HecTpyKQHH VTBeo~eea: 21.04.2025 

No 
Test/ IloKaJaTem, Results/ PeJyJihTaTbl 

.N'!! 
10 Microbiological purity*/ MuKpo6HOJIOnt'lecKaH 'lHCTOTa* 

Total Aerobic Microbial NA 
Count I o6mee qucno 
a3po6Hh!X MHKpo-
opraHH3MOB 

Total Combined Yeast and NA 
mold count/ o6mee 'iHcno 
.npm10KeBhIX H rmecHeBhlX 
rpH60B 

Escherichia Coli NA 

11 Uniformity of dosage units / 
OJJ,HOp0.11,HOCTh 

5.7 
)J,03HpOBaHHhlX eJJ,HHHU 

R emarks : The Product confirms to ND/ 
IlpuMe'lattue: TTpo.11,yKT coorneTcrnyeT Tpe6oaaHH.IIM H,[( 

Prepared by/ 

n o,cOTOanw chal 

Date / 
.D:arn: 26.03.2026 

Checked by / 
TTpoaepeHo:Pravesh 

Rana I 
Checked by (AQA) / 
TTpoaepeHo (AOK): 
Amit Kumar 

-----'\ 

Date/ 
J:l_aya: 26.03.2026 

Pa2e 7 of 11 / CTp. 7 H3 11 

Specification / HopMa 

not more than 103 CFU/g; / 
He 6onee 103 KOE/r; 

not more than I 02 CFU/g; / 
He 6onee I 02 KOE/r; 

shell be absent in I gram. / 
OTCYTCTBHe B 1 r. 

Acceptance value (AV) not more than 15.0 
TToKa3aTeJJb np11eMJ1eMOCTH (AV) .11,0JJ)KeH 6h!Th 
He 6onee 15,0. 

Conclusion : APPROVED I 
3aKJHO'letme: O.LJ:OliPEHO 

Approved by: Quality Assurance/ Authorized person I 
OJlo6pe110: O6ecrreqett11e KaYec~na/O)JlrTCTBeHHoe 

mmo: W vl_~ 

Date I 
L(arn: 

Reglstered Office: 8-2-337, Road No. 3, 02 11;a ra Hills, Hyde1 abad - 50003,i, 1e:a11gana. !ndi 0 

Tel: +9140 4900 2900, Fax: +9140 4900 2':J99, Email. rna ii@dr1erl dys.r.om 
ClN : L85 ll151W j_ ~g41, LCll0450 7 

WW'tJ dt I ec.Joys .CU! Tl 
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Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<I>HKAT AHAJIH3A 

Dr. Reddy's Laboratories: Ltd . 
Formulat ion Unit-6 
\/ill. Khol, i~ alagarh ~oaci, i3c1C: c:ii, 
Distt. Solan, H.P., 173 205, imXtl. 

Tel : +9 1. 98165 55001-02 
www.drreddv!>.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JieTKH, AHCneprunveMhle e DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / PoccmI 

Batch No/ : V2600596 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No I : 040003338524 

Date of Analysis / 
26.03.2026 

AuaJJHTH<JecKun OT<JeT .N'!! ,U:aTa auaJiu3a 
Date of Manufacture / : 03/2026 

Date of Expiry/ 
02/2028 

,U:aTa DPOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
Ilpou3BOACTBeHHaH : MNB/05/263 

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

JIHl\eH3HH .M! 
Analysis performed according ND:/ AnaJJu3 npoeeAeH no H,11;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / l1Hc-rpyK1t11H vreep~eua: 21.04.2025 

Pa2:e 8 of 11 / CTp. 8 H3 11 
No 

Test/ IloKa1aTeJ1b Results/ Pe1yJJbTaTbl Specification/ HopMa 
.N'~ 
12 Assay / Kom-11.1ecTBenuoe 10.0 mg/ 10,0 Mr From 9.0mg to 11.0mg of 

onpeJleJJeuue (99.9 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr JlO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TpOMeTaMHH) (OT 90,0 )];O 110,0 % 
1mrnneHHOro KOJIW!eCTBa) B Ta611eTKe. 

13 Butylhydroxyanisole 0.0977 mg/tab / Not less than 0.042 mg/tab. I 
content I CoJlep'.IICanue 0,0977 Mr B rn611eTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJirHJlpOKCHaHH30Jia 

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

IlpuMe1.1auue: IlponyKT cooTBeTcTByeT Tpe6oBaHHSIM H,D; 3aKJ1t01.1euue: O,D;OliPEHO 
1:=========;-;::::===== ==::::;-;:::=========: 
Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
noaroToaneHo: Anchal 

~ 
Date I 
JJ;ara: 26 .03.2026 

npoeepeHo:Pravesh 
Rana 1 
Date / 
JJ,ara: 26.03.2026 

TTpooepe1-10 (AOK): 
Amit Kumar 

~ 
.,:---

Date/ 
,D;arn: 26.03.2026 

Oao6peuo: O6ecne-qem1e ~ -qecToa/O~ cTee1-1Hoe 

m1u.o: \):i' \) ~ 

Date / 
,D;ara: 

Registered Office: 8-2-337, Road i\Jo. 3, 8211Ja r,, Hilis, Hyderabad - 5000 3.:l, re:a,1gan~. India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 :i'.999, En1oil: rn<1iiC<P drreddys com 

C:i\J: L85195AP J%4PLCU0i\507 

WWW.d i redO'(S,Cum 

OT 



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

CEPTM~HKATAHAJIH3A 

Dr. Reddy's Laoorarn ries L.tci . 
Formulation Unit-6 
Vi ii. l(hoi, i\lalaga, h :<oaci, Gadcii, 
Distt. So lan, H.P, 173 20'i, i i\iD:.i\ 

Tel : +9 J 98'.Lt,'i 55001-02 
, ... " "' rnr .. rJ<iV~ rom 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,ri;yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,ri;ucneprupyeMb1e B noJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No I 

: V2600596 
Batch Quantity / 36,00,000 tab I 

Cepm1 .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003338524 
Date of Analysis / 

26.03.2026 
AuaJIHTH'lec1rnii OT'leT .N'!! ,llaTa auaJIH3a 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

,llaTa DP0H3B0,[J;CTBa ro,ri;eu ,[J;O 
Mfg. License No./ MA number:/ 
IIponlBOACTBenuaH : MNB/05/263 

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

JIHl.~eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe,ri;eu no H.,[t;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / MncTDVKQHB VTBep~eua: 21.04.2025 

Page 9 of 11 / CTp. 9 H3 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJ1bT3TbI Specification I HopMa 
.N'! 

14 Package description I 10 tablets m 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. / Tio 10 rn6JieTOK B 6JIHCTepe HJ 
information leaflet in a carton (TIA/ AJ1/TI3 C BJiaronornornTeJieMITI3BIT) 
pack. I Ilo 10 Ta6JieTOK B q>OJibnl II (Il3/AJ1) q>OJibrH. Ilo 1 HJIH 
6JIHCTepe H3 (ITAi AJ1/IT3 C 6JIHCTepa BMeCTe C JIHCTKOM-BKJia)lbIWeM 
BJiarorrornoT11TeneM/IT3BIT) rratJKY KapTOHHyio. 
q>OJihrn // (IT3/ AJl) q>OJibrH. ITo 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia)lbIWeM B natJKY 
KapTOHHyio. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* Ilpu BbIUYCKe JieKapCTBeHH0ro npenapaTa K0HTpOJib 11:a'leCTBa no UOK333TeJIIO «MHKpo6HOJIOrH'leCK3SI 
'IHCTOTa» npoBO)lHTCH )lJIH Ka;K,UOH 20-oii cepnn, HJIH )lJlH 0)lHOH cepIrn B ro)l, B 33BHCHM0CTH OT Toro, 'ITO 
uacTynuT paHbllle. 

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

IlpnMe'lauue: ITpo)lyKT coorneTcTByeT Tpe6oBamrnM H,l( 3aKJIIO'leune: O,l(O6PEHO 
I~============;-;::=======::::,;:::======::: 
Prepared by / 
ITo)lroTOBJieHo: Anchal 

(11_ -

Date I 
,l(arn: 26.03.2026 

Checked by / 
ITpoBepeHo :Pravesh 
Rana { 
Date/ 
)];am: 26.03 .2026 

Checked by (AQA) / 
Tiposepeuo (AOK): 
Amit Kumar 

,.-/" -
Date I 
,l(arn: 26.03 .2026 

Approved by: Quality Assurance/ Authorized person / 
0)lo6peHo: 06ecnetJeuue Ka•1ecTBa/OTBe~ Hoe 

nm.1.0: L3 \A,~ • 

Date / 
,Ua-ra: 

Registered Office: 8-2-337, Road No. 3, B2nJnra Hills, Hyderabad· S0lJC34, re:::1nga11a India 
Tel: +9140 4900 2900, Fdx: +9140 4900 ,'.999, En1a ii : rnaii l~dri er.ldys corn 

ClN: L85195,L\?).%4PLC004507 

vvv,; ·N dt reuoys.co!n 
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Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Fomiulatior. Un it -6 

CERTIFICATE OF ANALYSIS 
CEPTH ct>HKAT AHAJIH3A 

Viii. Kh oi, i',lalaga rh F1odci; Baci c1i, 

Distt. Solan, H.P., 173 205, ii\J Di.ti. 
Tel: +9J 981Gfi 55001-02 
'""" • rlr,-,:arH\,<: rorn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Il1>0AYKT: KeTopon® 3Kcnpecc (KeTopoJJaK) Ta6nenrn, .a:ucnepruoveMLie e noJI0CTH pTa, 10 Mr 
Market/ PLIHOK : Russia I Poccm1 
Batch No/ : V2600596 

Batch Quantity / 36,00,000 tab / 
CepuH .M! O6oeM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003338524 

Date of Analysis/ 26.03.2026 
AnaJIHTH'leCKHii OT'leT .M! ,UaTa auaJiu1a 
Date of Manufacture / : 03/2026 

Date of Expiry / 02/2028 
,UaTa npOH3B0/l:CTBa ro.a:en Jl:O 
Mfg. License No./ MA number:/ 
Ilpou1eo.a:cTBennaH : MNB/05/263 

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

JIHD;eH3HH .N'!! 

Analysis performed according ND:/ Auanu1 npoee.l(en no H,U: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKD;HH yTeep)K,IJ,ena: 21.04.2025 

Page 10 of 11 / CTJ>. 10 01 11 
API name/ HauMenoeauue Act>C: Ketorolac tromethamine / KeTOponaKa TpoMeTaMHH 
INN /MHH: Ketorolac / KeTOponaK 
API manufacturer batch number / ABSH005 l 55, ABSH003094 
HoMep cepuu npou1eo.a:uTeJIH Act>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanu;uu npou1eo.a:uTeJIH FESAOOS02, FESA00587 
rJict>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
Ilpou3eo.a:uTeJIL Act>C, cTpana: ~-p Pe,M111c Jia6opaTOp11c JlT,n., l1H,nm1 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site I MNB/05/263) I 
HauMeuoeauue, a.a:pec, Jiuu;eu3uH Jl:JIH ~-p Pe,MH'c Jia6opaTOpHC JlT,n., 11H)],mI, npoH3B0,ACTBeHHOe 
Ilpou1eo.a:cTeeuuaH nJioiu;a.a:Ka / IIJioiu;a.a:Ka no,npa1)],eJiett11e-6, B11nn. Kxonb, Ha.rrarapx Poy,n, EaMH, ,a11cTpHKT 
KOHTP0JIH Ka'leCTBa / IIJIOID;a.a:Ka BbIDYCKa ConaH, x.n., 173205, 11H)],H51 (m11.-1ett3HH 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 / 
TipHMelfauue: ITpOAYKT cooTBeTcrnyeT Tpe6oBaHIDIM HA 3aKJ110lfeHHe: 0.ll:OliPEHO 

Prepared by / 
IToAroTOBJieHo: Anchal 

~ 
Date/ 
)]:am: 26.03.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITpoBepeHo:Pravesh ITponepeHo (AOK): OAo6peuo: O6ecneqem1e Ka"l.e:7JTBa/Oi: TCTBe HHoe 
Rana { Amit Kumar 1rnuo: ' ~ l3 V 

~~ 11 
Date/ Date I 

!
Date / 

\ "'\ ~ tD!?n 2,;b )];am: 26.03.2026 )];am: 26.03 .2026 )].aTa : - V / / 

Re r, Istered Office: 8-2-337, Road No. 3, B211Ja ra f-lili s, Hyderab;;d - 500034, Te: .c111gana , India 
Tel: -t 91 40 4900 2900, Fax: +9l 40 4900 2999, EmJi i: rnaii (,P ci rrcodciys.w rn 

Cif'J L8SJ.<15/\P J':i841' LCU0450 7 
y,;v~· N, dl 12(10 1'S,UJ rn 
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Dr. Reddy's "llllli;• 
Dr. Redcty's Laboratories Ltd . 
Forn1ulatio~ Unit-6 

Viii. l(hoi, Nalagc1rh Road, i3adcli, 
Distt. Solan, H.P., 173 205, if~Dl.l\ 

Tel: +9J 98166 56001-02 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIB3A 
www d rredovs corn .. 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;w1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!J;HCneprupyeMhle B DOJIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia / Pocc1151 

Batch No/ 
: V2600596 

Batch Quantity/ 36,00,000 tab/ 
CepnH .N'!! O6beM cepuu 36,00,000 rn6 

Analytical Report No I Date of Analysis / 
AuaJinTnqecKun oTqeT .N'!! 

: 040003338524 
.[(aTa auaJiu3a 

26.03.2026 

Date of Manufacture / 
: 03/2026 

Date of Expiry/ 
02/2028 

.[(aTa npOH3B0,!J;CTBa ro,!J;eH ,!J;O 
Mfg. License No./ 

MA number:/ 
Ilpon3BO,!J;CTBeuuaH : MNB/05/263 

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

JIHQeH3HH .M! 
Analysis performed according ND:/ AuaJIH3 npoee,1J;eu no H.[(: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeep,K,1J;eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKmoqeHue O COOTBeTCTBHH: «HacTo5Irn:HM 5I IIO.D:TBep)K,n:aIO, qTo rrpHBe,n:eHHa5I BbIIIIe HH<pOpMaU:H5I 5IBJrneTC5I 

,l.l;OCTOBepttoii H rnqHoii. 3m cepH5I rrpo,n:yKU:HH rrpomBe,n:eHa (BKJIIOqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH rrpOH3B0.D:CTBeHHOH rrrrorn:a,z:i;Ke (rrrrorn:a,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH IIpaBHJI Ha,n:rre)Karn:eii rrpOH3B0.D:CTBeHHOH rrpaKTHKH EBpa3HHCKOfO 3KOHOMHqecKoro COI03a H 

Tpe6oBaHH5IMH KOHTpOAA KaqecTBa rreKapCTBeHHbIX cpe,z:i;CTB, a TaK)Ke B COOTBeTCTBHH co crreu:mpHKaU:H5IMH, 

co,n:ep)Karn:0:MHC5I B perHCTpau:0:OHHOM .n:ocbe CTpaHbI-HMIIOpTepa. 3arrHCH no rrpOH3BO,lJ;CTBY, yrraKOBKe H attarrmy 

rrpoBepeHhI, H ycTaHOBJieHO FIX COOTBeTCTBHe Tpe6oBaHH5IM IIpamrn Ha,z:i;Jie)Ka:rn;eii rrpOH3BO,l.l;CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMHqecKoro coI03a». 

Remarks : The Product confirms to ND/ 
IlpHMeqauue: Ilpo.nyKT coorneTcTByeT TPe6oBamrnM H.D: 
::==========-:::::========:;-;::::::=======: 
Prepared by / Checked by/ Checked by (AQA) / 
ITo.nroTOBJieHO: Anchal IlpoBepeuo?.Pr vesh IlpOBepeHo (AOK): 

~ 
Rana Amit Kumar 

__..A, 

----
Date/ Date/ Date/ 
,n:arn: 26.03.2026 ,n:arn: 26.03.2026 ,n:arn: 26.03.2026 

Conclusion : APPROVED / 
3aKmoqeuHe: O,U:OliPEHO 

Approved by: Quality Assurance/ Authorized person / 
0.no6peHo: 06ecrre'-te1-1He Ka<JecTBaif,rneTCTBeHHOe 
1muo: • ~ yx ~ \J ()._,u...J • 

Date / 
.D:aTa: 

Registered Office: 8-2-337, Road i'Jo. 3, BanJara !-<ills, Hyderabad - 50003L\, re,a11ganJ, Indio 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Eniaii: maiiL@drrerJdys.com 

Cl i'J: L85195AP _1_Si84-nCU04 50 7 
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