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Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$IIKATAHAJIII3A 

D r. Reddy's Laborato r ies Ltd . 

Formulation Un it-5 
\/ill. l<hoi, Nalagc11h f-!oaci, Badcii, 
Oistt. Solan, H.P. 173 205, iNDi.t\ 

Te !: +91 98:lHi 56001-02 
d d www. rre '1vs.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,lly1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,llHCneprupyeMhle B DOJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia I Poccm, 
Batch No/ : V2600597 Batch Quantity/ 36,00,000 tab I 
CepuH .M! O6'heM cepuu 36,00,000 rn6 
Analytical Report No I : 040003340143 Date of Analysis/ 

26.03 .2026 
AuaJiuTu11ecKuii OT'leT .M! ,l!aTa anaJiu3a 
Date of Manufacture / : 03/2026 Date of Expiry/ 

02/2028 
,L{aTa npOH3B0,llCTBa ro,lleu ,!lo 
Mfg. License No./ 

MA number:/ 
Ilpou3BO.llCTBenuaH : MNB/05/263 

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

Jiuu;eu3HH .M! 
Analysis performed according ND:/ AuaJiu3 npoBe,llen no H,LI:: JIIl-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH yrnep~eua: 21.04.2025 

Pa2e 1 of 11 / CTp. 1 H3 11 
No Test I IloicaJaTem, Results I PeJyJibT3Thl Specification / HopMa 
.N'~ 
1 Description / Onucauue Light yellow round flat beveled Light yellow round flat beveled tablets w ith "I" 

tablets with "I" debossed on one debossed on one side. I Kpynlble OJTOCKHe 
side. I Kpyrnb1e 1111ocKHe m611eTKH c q>aCKOH, CBeTJJO-)KeJITOro useTa c 
Ta611eTKH C qiacKOH, CBeTJTO- rpas11poBKOH «I» Ha OJI.HOH crnpoHe. 
)KeJITOfO usem C rpaBHpOBKOH 
«I» Ha OJI.HOH cTopoHe. 

2 Identification/ H,neHTH<l>HKaUHH 

Ketorolac I Kemop 011aK Complies I CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Yet>-

crreKTPhI rrornomeHJrn MCIIbITyeMoro pacTBopa M 
pacTBopa cmH,!!.aprnoro 06pa1ua KernpoJiaKa 
TpOMemMMHa ,!I.OJI)KHbl lfMeTb MaKCHMYMbl rrpli 
O,!I.HOH M TOH )Ke )lJTMHe BOJTHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpMMettaHue: Ilpo,!!.yKT COOTBeTCTByeT Tpe6oBaHIDIM H)]; 3aKJIIO'-lettue: O,ll,OliPEHO 

Prepared by I 
IloJJ.roTOBJTeHo: Sarita 

Sharma V 
Date / 

)];am: 26.03.2026 

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

:.~:•peHO Prat 
npoaepeHo (AOK): 0)lo6peHo: 06ecnelfeHHe KatJecrna/OrneTcTseHHoe 

Amit Kumar JTHUO: 

~ /\~ I 

Date I D ate/ !Date/ '1,,b--r> 3 ~ 'l..,tJ 1,;(; 
)];am: 26.03 .2026 ,t(an1 : 26.03 .2026 )];am: 

Registe red Offi ce: 8-2-337, Road No. 3, B2nJara Hill s, Hyderabad· 500034, re::mganJ, India 
Tel: +9140 4900 2900, Fax: +9140 4900 L999, En1uii: rnuiiLiydrr;,dciys.corn 

Cii'J: L85195AP.1.%4PLCll04507 

WW'N.l.1 1 r2duys.corn 
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•• @ 

Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Roddy's Laboratories Ltd . 
Formulat ion Unit-6 
Viii. Khol, i'Ja!agarh r-:oac:, 8adcii, 
Distt. Solan, H.P., 173 20'.:i, ii\lDIA 

Tel: +9J. 981th 55001-02 
l • B ,h., ,..;tTPrl'1\/(. _corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uucneprupyeMhle B IIOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Pocc11l! 

Batch No/ 
: V2600597 

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

: 040003340143 
Date of Analysis / 

26.03 .2026 
AuaJiuTu'IecKuii OT'IeT .N'!! l{aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
J(aTa IIPOH3B0,UCTBa ro.ueu .uo 
Mfg. License No. / 

MA number:/ 
Ilpon3BO.UCTBeuuaH : MNB/05/263 

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

JIUU:eH3HH .N°!! 
Analysis performed according ND:/ AuaJiu3 npoBe,ueu no HJ(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKDJIH YTBep'1C.[(eua: 21.04.2025 

Page 2 of 11 / CTp. 2 uJ 11 
No 

Test/ II01rn3aTeJI1> Results/ Pe3yJI1>TaTbl Specification / HopMa 
.N"! 

Complies / 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 BpeMll y.uep)l(J1Bamrn OCHOBHOro m'!Ka Ha 
xpoMarorpaMMe 11crrb1ryeMoro pacrnopa 
.UOJI)l(HO C00TBeTCTBOBaTb BpeMeHJ.i 
y .uep)l(11BaHl1ll 0CHOBH0ro ITH Ka Ha 
xpoMarorpaMMe pacrnopa cTaH/WPTH0ro 
o6pa3ua KeTOp0JiaKa YpOMeTaMl1Ha (pa3.a,eJI 
«KoJiwiecraeHHoe orrpe.ueJieH11e» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'lattue: IIpoAyKT coorneTcrnyeT Tpe6oaaHIDIM H,n: 3aicmoqettue: O,l(OBPEHO 

Prepared by I 
IIonroTOBJieHo: Sarita 

Sharma y 
!Date/ 

IAarn: 26.03 .2026 

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

IIpoaepetto:Pravesh nposepetto (AOK): O.uo6peHo: O6ecnelfeH11e Ka4eCTBalOTBeTCTBeHHOe 

Rana I Amit Kumar 
RHUO • ~~ 

~.--,\-

Date / Date/ I Date/ 0,,C--0 3 - "1-RJ 2--C .L{ara: 26.03 .2026 .L{ara: 26.03.2026 )J;arn: 

Registered Office: 8-2-337, Road No. 3, B211J~ra Hills, Hyderabad - 500034, Te:angana. Indio 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em c1i i: maii(~drreddys.corn 

CIN: L85195AP.l984t>LC004507 
WW'N u, re<Juys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <I> IIKA T AHAJIII3A 

Dr. Red dy's Laboratori es Ltd. 
Fo rmulation Unit-6 
Viii. Kho i, i\lalagarh f·loac:, Sadli i, 
Distt. Solan, :-1.~., 1/3 205, iNJLC\ 

Tel: +9J 98\SS 55001-02 
.., .. ,1.1, rlrr,:,rlr1u~ corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,1lyKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,1lHCneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600597 
Batch Quantity / 36,00,000 tab/ 

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

: 040003340143 
Date of Analysis / 

26.03.2026 AuaJIHTHtJ:ecKnii OT'leT .N'!! JI:aTa auanu1a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
.IJ:aTa npOH3B0,1lCTBa roneu ,1l0 
Mfg. License No./ 

MA number:/ 
Ilpon1B0,1lCTBeuuaH : MNB/05/263 

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

JIHI.leH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeneu no H.IJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / liuCTpyKQHH YTBepmt1.eua: 21.04.2025 

No 
X2 

Test/ IloKaJaTeJib 

Butylhydroxyanisole I 
EymunzuopoKCUQHU30J/ 

Remarks : The Product confirms to ND/ 

Results/ PeJyJibTaTbI 

Complies I CoorneTcrnyeT 

Page 3 of 11 / CTp. 3 03 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,11,ep)l{l1BaH1UI IUIK0B 2-
6YTl1flf11,11,pOKCl1aHl130fla 11 3-
6yT11nrn,11,pOKCl1aHH30na Ha xpoMaTorpaMMe 
11CilbITyeMOfO paCTBOpa ,!l,OmKHbl 
COOTBeTCTBOBaTb epeMeHaM y,!l,ep)l{1183Hl1$1 
Ill1KOB 2-6yTHnrn,!l,pOKCl1aHl130na 11 3-
6yT11nrn,!l,pOKCl1aHl130na Ha xpoMaTOrpaMMe 
paCTBopa CTaH,!l,apTHOfO 06pa3ua 
6YTHnrn,1J,poKc11aH113ona (pa3,!l,en «Co,1J,ep)l{aH11e 
6yrnnrn,!l,poKc11aHH3ona»). 

Conclusion : APPROVED / 
IlpuMe'faHtte: Ilpo,!l,yKT coorneTcrnyeT Tpe6oeaH11$1M H).]; 3aKJIIO'feHue: 0,ll,OliPEHO 

Prepared by I 
[l o,11r0T0BJJeH0: Sarita 
Sharma 

jv-
Date / 

).];ara: 26.03.2026 

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

~epeHoP,7 TipooepeHo (AOK): ~:i:petto: 06ecne'-!~ett11e Kaqecrna/OrneTCTBeHHoe 
Amit K umar 

~ -/\ 1 ~ ~ 

I 
Date/ Date I IDate I ri._,(, 'O ~ ~ 2-£ 
)];am: 26.03 .2026 )];am: 26.03 .2026 )];am: 

Registered Office: 8-2-337, Road No. 3, 8211Ja ra Hil ls, Hyderabad - 500034, 12::~11ganJ, Ind:~ 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2.999, Emc1 ii: maii@drreridys.c.om 

CN: L85195AP J ~34eLC004507 
ww'N.d l reuuys.rnm 
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··-­Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTH <I>HKAT AHAJIII3A 

Dr. Reddy's Laborarnri es Ltd. 
i::orm ulation Uni t-6 
Vi ii . Khoi .. i\lc:lagarl1 :·:o;:;ci, Baci=ii , 
Distt . Solan, H.P., 173 20 'j , ii\!D i.ll. 

Te!: +91 98166 56001-02 
www.dri·ed•J ys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,uyK"r: KcTOl)OJJ® 3 Kcnpecc (KeTOPOJlaK) Ta6J1eTKH, ,[lHCneprunveMhle B U0JlOCTH DTa, 10 Mr 
Market / PhrnOK : Russia I Poccm1 

Batch No/ 
: V2600597 

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

: 040003340143 
Date of Analysis / 

26.03.2026 
AnaJIHTnqecKHH oTqeT .M! l{aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
)laTa np0H3B0,[lCTBa ro.ueu AO 
Mfg. License No./ 

MA number:/ 
IIpott3BOACTBennaH : MNB/05/263 

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

J1HQeH3HH .M! 
Analysis performed according ND:/ AuaJIH3 npose,!],en no H)l: JIIl-.N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIHCTPYKQHH }'TBep)K,!lena: 21.04.2025 

Pa2'e 4 of 11 / CTP 4 H3 11 
No 

Test I IloKaJaTeJJh Results/ PeJyJJhTaThI Specification / HopMa 
.N'!! 
3 Average weight I 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 ,a: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 TafiJJeTOK - He 6011ee ± 10 %; 
0,nuopo,nuocTb Macchi 2/20 rn611eTOK - He 6011ee ± 20 %. 

4 Disintegration time/ 
Pacna,naeMOCTb 

00 min 41 sec / 00 MHH 41 ceK Not more than 3 min. I He 6011ee 3 MHH. 

5 Dissolution / PacTBopeuue Unit-I/ Ta611-l 100 % Not less than 75 % (Q) of C1sHuNO3•C4H11NO3 

Unit-2 / Ta611-2 99 % 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sHnNO3•C4H1 1NO3 (Kernpo11aKa 

Unit-3 / Ta611-3 99 % TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta611-4 99 % 

Unit-5 I Ta6n-5 100 % 

Unit-6 I Ta6n-6 100 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'tauue: TTponyKT coorneTcrnyeT Tpe6oBaHMRM HA 3aKJJIO'IeHne: 0,ll,OliPEHO 

Prepared by / 
no.urornBJJetto: Sarita 
Sharma y 
Date I 
)Xarn: 26.03.2026 

Checked by / Checked by (AQA) / Approved by: Quality A surance/Authorized per on / 

r:.:•petto P? sh 
TiposepeHO (AOK) : O.uo6peuo: O6ecne•1ett11e Ka •1ecrna/OTBeTCTBeHHOe 
Amit Kumar 1111uo: a ~ {"- ~ 1/ .---

Date/ 

"

Date I I Date I ~'7)?:,-7A)-i--£ 
)];am : 26.03.2026 )];am: 26.03 .2026 )];am: 

Reg;ste red Offi ce: 8-2-337, ?.oa d No. 3, 8211,ara !-l iiis, Hyc~eral!ad - S0U03'1 , re::rngan ,i , Ind:;:; 
Te l: +91 40 4900 2900, Fax: +9140 4S00 2999, Eni oi:: n;aii@cJr1edci '1 s,r.om 

Cl~J: L85195AP ~'J8~-PLCll04S07 
WW'N.UI , e d O{i,COln 

I 



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

CEPTH~IIKATAHAJIH3A 

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

Tel: +9198166 56001-02 
... . .. ,-l-.,-...1..1 .. ~ rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11.yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, /l:HCneprupyeMhie B DOJIOCTH PTa, 10 Mr 
Market / PhrnOK : Russia / Poccm, 
Batch No I : V2600597 

Batch Quantity/ 36,00,000 tab I 
CepnH .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No I : 040003340143 Date of Analysis / 26.03.2026 
AuaJIHTH'lecKuii OT'leT .M! ,ll..aTa auaJIH3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll..aTa npOU3B0/l:CTBa roti:eH /l:O 
Mfg. License No./ 

MA number:/ 
IlpoH3B0/l:CTBeHHaH : MNB/05/263 

HoMepPY 
JIII-.M!(004669)-(Pr-RU) 

JIHQeH3HH }fa 

Analysis performed according ND:/ AuaJiu3 npoBeti:en no II)],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH YTBep~eua: 21.04.2025 

Pa2:e 5 of 11 / CTp. 5 03 11 
No 

Test/ Tioica1aTeJ1b Results/ Pe1yJ1bTaTbl Specification/ HopMa 
.N'!! 
6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,11.ucnepcuocTb sieve is formed. I O6pa3yeTcJI 0,!J.HOpO,nHaJI 
cycneHJHJI, npoxo,nJimaJI CKB03h CHT0 
pa3MepoM ornepCTHH 710 MKM. 

7 Impurities / TipnMecu 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / / Htt)Ke npe.nena o6Hapy)KeHHJI 
1-rtt,npOKCHaHaJIOr (TIO= 0,0010 %) 
KeToponaKa 

1-keto analog ofketorolac / 0.04% not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToaHanor KeTOponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e,!J.HHH'-!HaJI 
Hett.neHTH~HUHpOBaHHaJI 
npHMeCh 

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

Remarks : The Product confinns to ND/ 

!

!Conclusion : APPROVED / 
IIpnMe'laHtte: Tipo,!1.yKT C00TBeTcTByeT Tpe6oBaHIDIM H,ll; 3aKJ110'leHue: 0,11.0liPEHO 

Prepared by I Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
no.o:roToBneHo: Sarita 
Sharma V 
Date / 
)],am: 26.03.2026 

HpoaepeHo:Pravesh ITpoBepeHo (AOK): O.no6peHo: O6ecneqem1e KaqecTBalOTBeTCTBeHHOe 

Rana { Amit Kumar JIHQO: 

~~ ~~-
Date / Date I IDate / ~ --v] - t,.,{) 2::--' )laTa: 26.03.2026 )];am: 26.03.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, S211Jara Hills, Hyderabad - 500034, Te:angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 

I 



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

CEPTH~IIKATAHAJilI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol,. Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDL!\ 

Te! : +91 98166 56001-02 
... ,,. rl ,,.,,1,1,,., rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.n:yrn: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .n:ucneprupyeMbie B noJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 

Batch No/ : V2600597 Batch Quantity I 36,00,000 tab I 
Cepust .M! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003340143 Date of Analysis / 
26.03.2026 AuaJinTuqecKuii oTqeT .M! ):(aTa auaJiu3a 

Date of Manufacture / : 03/2026 Date of Expiry/ 
02/2028 )],aTa npOH3B0,UCTBa ro.n:eu .n:o 

Mfg. License No./ 
MA number:/ IlpoH3B0,UCTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.M!(004669)-(Pr-RU) 
JIHQeH3HSI .N'!! 
Analysis performed according ND: I AuaJin3 npoee.n:eu no H,II:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKQHH yTeep)K)J;eua: 21.04.2025 

Page 6 of 11 / CTp. 6 03 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJJhTaTbI Specification/ HopMa 
.N'2 
8 Water content/ 2.0% Not more than 7.0 %. / 

Co,i::i:ep:IKaHHe BOJJ:bl He 6onee 7 ,0 %. 

9 Residual solvents / OCTaTO'-IHbie opraHH'-leCKHe pacTB0pHTeJJH 

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

Remark : The Product confirms to ND/ 
npuMe'-laHHe: Ilpo,uyKT COOTBeTcTByeT Tpe6oBaHilllM H,l.( I 

Conclusion : APPROVED / 

3aKJ1IO'-leHue: O,l.(OliPEHO 

Prepared by / 
Ilo,i::i:rornsnetto: Sarita 
Sharma 

~ 
Date I 
,[(am: 26.03.2026 

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

i.::'r'"o Pm? 
TTposepetto (AOK): O,i::i:o6petto: O6ec11eqem1e Kaqecrna/OrneTcrnettttoe 
Amit Kumar nlH.1,0 : 

~~ ~~~-
Date I Date I ID<1 te / '2,-{; ---a 3 - M 2,,.t, ,[(am: 26.03.2026 ,[(am: 26.03.2026 ):\ara: 

Registered Office: 8-2-337, Road No. 3, 6211pra Hills, Hyderabad - 51JOG34, Te:3ngana, India 
Te!: +9140 4900 2900, Fax: +91 40 4900 2999, Em~il. maii@drreddys com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTM~MKATAHAJIH3A 

Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDLC\. 

Tel: +919816656001-02 
... . n AI drr r.>rl rh1<: r o m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.z:.y1.:r: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .z:.ucneprupyeMhie B noJIOCTH pTa, 10 Mr 
Market / PhrnoK : Russia / Poccm1 
Batch No/ 

: V2600597 
Batch Quantity/ 36,00,000 tab I 

CepnH .M! O61.eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003340143 
Date of Analysis / 

26.03.2026 
AuaJiuTnqecKuii oTqeT .M! )].aTa auaJiuJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,ll;aTa npOH3BOACTBa ro.z:.eu AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJin3 npoBe.r.eu no H,n:: JIII-.M!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTPYKQHH YTBep~eua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibT3Tbl Specification / HopMa 
.N'! 

10 Microbiological purity*/ MnKpo6uoJ1ornqecKast lfHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6mee lfHCJIO He 6oJiee 103 KOE/r; 
a3po6Hb!X MHKpO-
opraHI13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6mee lfHCJIO He 6oJiee 102 KOE/r; 

ApmIOKeBb!X " rrnecHeBb!X 
rptt60B 

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

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O)].HOpOJ],HOCTb 

5.5 
floKa3aTeJib npHeMJieM0CTH (AV) )],QJI)KeH 6b!Tb 

)],03HpOBaHHblX eLl,HHHI_I He 6oJiee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpnMelfaHne: flpOAYKT COOTBeTcTByeT Tpe6oBaHHHM H,n: 3aKJ110lfeHne: O.D:OliPEHO 

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

Ilo.uroTOBJieHo: Sarita 
~::•peHO P?'l, 

flpoBepeHo (AOK): O.uo6peHo: 06ecnelfeH11e Kaqecrna/OrneTcTBeHHoe 

Sharma t- Amit Kumar Jl Hl(O: 

ai~ . "'~ ' 1/ 
Date ! Date / Date I rate ./ ~lro~~•~u }J.aTa: 26.03.2026 JJ.aTa: 26.03.2026 ,n:arn: 26.03.2026 JJ.aTa: 

Registered Office: 8-2-337, Road No. 3, B211Jara Hilis, Hyderabad - 500034, Te:ang,ma, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

Cit~: L85195AP1984PLC004507 

www.drreddys.com 
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•·· Dr. Raddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, IND!.<\ 

Tel : +91 98166 56001-02 
.... ,. rl--- .. LJ.,~ rn"" 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.Yiff: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, JJ.HCneprupyeMbie e DOJIOCTH PTa, 10 Mr 
Market / PbIHOK : Russia / Pocctrn 

Batch No/ : V2600597 
Batch Quantity/ 36,00,000 tab/ 

CepuH .N'2 O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003340143 

Date of Analysis/ 
26.03.2026 

AuaJiuTuqecKuii oTqeT .N'!! llaTa auaJiuJa 
Date of Manufacture / : 03/2026 

Date of Expiry / 
02/2028 

)laTa DPOH3B0JJ.CTB3 roJ].eHJ].O 
Mfg. License No./ MA number:/ 
IIpoH3BOJJ.CTBeHH3H : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no 11,[1;: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH yrnep,KJJ.eua: 21.04.2025 

Paee 8 of 11 / CTp. 8 u3 11 
No 

Test/ IloKaJaTeJlh Results/ PeJyJ1hT3Thl Specification/ HopMa 
.N'! 

12 Assay/ KoJ1nqecTBeuuoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0 mg of 
onpeAeJ1euue (99.8 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .uo 11,0 Mr 
C1sH13NO3•C4H11NO3 ( KeTOpOJiaKa 
TpoMeTaMHH) (OT 90,0 .uo 110,0 % OT 
JaJIBJieHHOro KOJIWiecrna) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0980 mg/tab/ Not less than 0.042 mg/tab./ 
content I Co.uepm:auue 0,0980 Mr B rn6JieTKe He Mettee 0,042 Mr B rn6JieTKe. 
6yTHJlru.upoKCHaHH30Jla 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
TipttMeqauue: Ilpo.uyKT C00TBeTcrnyeT Tpe60BaHJ1J!M H,n: 3a1w wqeHue: 0,[(0liPEHO 

Prepared by / Checked by / Checked by (AQA) l Approved by: Quality Assurance/ Authorized person / 
flODSOTOBJJel-10 : Sarita nposepeH0:Pra7 e 1 OpouepeHO (AOK): O.no6pe1-10: O6ecrreqeu11e Kaqecrna/OrneTcTseu1-1oe 
Sharma i- Rana ,.,,, Amit Kumar JIHU.0: 

~ ~~ 
Date / Date/ Date / IDate / <]A --0 3, ~ t.-0 2--(; 
.D.aTa: 26.03.2026 )J,.na: 26.03 .2026 ;[I.am: 26.03.2026 .D.arn: 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad· 500034, Te,angana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CEPTH~HKATAHAJilI3A 

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

Tel: +91 98166 56001-02 
,n , n .,.1~1- ..... ,.l,.J,i1 rnn, 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCIIeprunveMbie B IIOJIOCTH PTa, 10 Mr 
Market / PhIHOK : Russia / Pocc1u1 
Batch No/ 

: V2600597 
Batch Quantity/ 36,00,000 tab I 

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

: 040003340143 
Date of Analysis / 

26.03.2026 
AuaJiuTuqecKuii oTqeT N!! .l(aTa auaJiu3a 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
.l(aTa IIPOU3BOACTBa roAeHAO 
Mfg. License No. / 

MA number:/ 
IlpOH3BOACTBeHHaH : MNB/05/263 

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

JIHIJeH3UH N!! 
Analysis performed according ND:/ AnaJIH3 npoBeAen no HJ:(: JIIl-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKIJHH yTBep,K}J,eua: 21.04.2025 

Pa2,e 9 of 11 / CTp. 9 03 11 
No 

Test I IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
.N'!! 

14 Package description / 10 tablets Ill a blister of 10 tablets in a blister of (PA/AL/PE with 
OnucaHueynaKOBKH (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. I ITo l 0 rn6neTOK B 6m1cTepe 113 
information leaflet in a carton (ITAi AJ1/IT3 C BJiarorrornomTeJieM/IT3BIT) 
pack. I Ilo 10 Ta6neTOK B <pOJibrl1 II (I13/AJ1) <pOJibrl1. ITo 1 11Jil1 
6n11cTepe 113 (ITAi AJ1/IT3 C 6J111cTepa BMeCTe C J111CTKOM-BKJia,UbJUJeM 
BJiaronornomTeJieM/IT3BIT) rraqKy KapTOHH)'lO. 
cponbrn // {IT3/AJ1) q>OJibrn. Ilo 
2 6Jil1CTepa BMeCTe c Jil1CTKOM-
BKJia,IJ,b!IlleM B naqKy 
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. 
* Ilpu BbmycKe JieKapcTBeHHoro npenapaTa KOHTpOJib Ka'feCTBa no noKaJaTemo «M11Kpo6110J1oruqeci.:asi 
'fHCTOTa» npOBO/J,HTCH /J,JIH Ka,KJJ.OH 20-ou cepuu, HJIH /J,JIH O,UHOH cep11u B roJJ,, B 3aBHCHMOCTH OT Toro, qTo 

HaCTYDHT paHbUie. 

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

Ilp11Me'faHue: ITpo,nyKT coorneTcrnyeT Tpe6oBaHl1J[M H)J; 3aKmo'lenue: O)J;OliPEHO 

Prepared by I 
Tio.11rOTOBJleHO: Sarita 

Sharma g_ 
Date/ 
,!J,aTa: 26.03.2026 

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

~;';:epeHo P? h 
IlpoBepeHo (AOK): O,a.o6peMo: O6ecrreqem1e Kaqecrna/OrneTcTBeHHoe 
Amit Kumar m1uo: 

{?o;
- ~ 

I'-- _./\ - / 

Date / Date / !Date / ~b---z> '!> ~ ?....e> 2-6 
,ll)1Ta: 26.03.2026 )];am: 26.03.2026 Aa-ra: 

Registered Office: 8-2-337, Road No. 3, B211Jara Hills, Hyderabad - 500034, Te:3ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emc1il: maii@drreddys.corn 

CIN: L85195AP1984PLC004507 

www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Redd'y"s Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIII3A 

Viii. Kho!, Nalagarh Road, Baddi, 

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

Tel: +91 98166 56001-02 
,.,. . .. rl-.•orlrlv.- rnm 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo.uyKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, .uucneprupyeMi.1e B noJIOCTH oTa, 10 Mr 
Market/ PhlHOK : Russia / Poccmi: 
Batch No I 

: V2600597 
Batch Quantity/ 36,00,000 tab/ 

Cepuu .N'!! O61,eM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003340143 
Date of Analysis / 

26.03.2026 
AuaJinTuqecKuii oTqeT N!! JI:aTa auanu3a 
Date of Manufacture / : 03/2026 

Date of Expiry/ 
02/2028 

JI:aTa npOH3B0,UCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
1IpoH3B0,UCTBeHHaH : MNB/05/263 

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

nuueu3uH N!! 
Analysis performed according ND:/ AuanuJ npoBe.ueu no H,ll;: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HnCTPYKUHH YTBep,K,Uena: 21.04.2025 

Pa2e 10 of 11 / Cn>. 10 03 11 
API name/ HauMenoBauue AWC: Ketorolac tromethamine I KeTOponaKa TPOMeTaMHH 
INN/MHH: Ketorolac / KeTOponaK 
API manufacturer batch number/ ABSH003096, ABSH005154, ABSH003094 
HoMep cepuu npouJBO.UHTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npon3BO.UHTeJIH FESA00500, FESA00501, FESA00587 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IIpon3BO.UHTeJib AWC, cTpaua: ,D,-p Pe,UAH1C Jla6opaTOpHC JlT,[(., I1H,[(HR 
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 
HauMeuoBauue, a.upec, nuueu3HH ,UJIH ,D,-p Pe.u.uH'c Jia6opaTOpHc JlT.[(., I1H.[(HR, ITpoH3BO,[(CTBeHttoe 
1IpoH3B0,UCTBeHHaH DJIOIUa,UKa / IIJIOIUa,UKa no.upa3,[(enettHe-6, BHnn. Kxonh, Hanarapx Poy.u, EaMH, ,lJ,HcTpHKT 
KOHTPOJIH KaqeCTBa / Ilnoiua.uKa BbIDYCKa ConaH, X.IT., 173205, I1H.[(HR (nm~eH3HR 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•-rnuue: Tipo,nyKT coorneTcrnyeT Tpe6osamrnM H,n: 3aK"JIIO'leuue: 0,[(0liPEHO 

Prepared by / 
Tionrornsnetto: Sarita 
Sharma 

V 
Date/ 
.lJ:arn: 26.03.2026 

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

~=cpcuo Prn? TiposepeHo (AOK): 0 Ao6peHo: O6ecnetJeHue KaTJecrna/OrneTcTBeHHoe 
Amit Kumar n m.1,0: 

~~ 
~---

Date/ Date/ IDate / ci-€--v 3 ~ 7-----f, 
,n:arn: 26.03.2026 ,n:arn: 26.03.2026 ,n:arn: 

Registered Office: 8-2-337, Road No. 3, 6a11J3ra Hills, Hyderabad - 500034, Te:angana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email. maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM~HKATAHAJIII3A 

Dr. Redd/s Laboratories Ltd . 
Formulation Unit-6 
Viii. Kh ol, Nal agarh Road, Baddi, 
Dist t. Solan, H.P., 173 205, i1~DI.'\ 

Tel: +91 98166 56001-02 
• ••• , . ,,-j ,. . .-.....J.J,.,,ro _,.....,... 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYKT! KeropoJI® 3Kcnpecc (KeTOPOJiaK) ra6JieTKH, AHCneprupyeMLie B IlOJIOCTH pra, 10 Mr 
Market / PblHOK : Russia I Poccm1 
Batch No/ 

: V2600597 
Batch Quantity/ 36,00,000 tab/ 

CepuH .M! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003340143 
Date of Analysis / 

26.03 .2026 
AuaJIHTH'-lecKuii OT'-leT .N'!! l{ara auaJinJa 
Date of Manufacture / 

: 03/2026 
Date of Expiry / 

02/2028 
,LI:ara nponJBOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlponJBOACTBeuuaH : MNB/05/263 

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

JIHIJ,eHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBeAeH no H,z::i:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / MucrpyKIJ.HH yrBep~eua: 21.04.2025 

Page 11 of 11 / Crp. 11 HJ 11 
3aKJIIO'leHne O COOTBeTCTBHH: «HacToHmHM H 11O.[(TBep)K)lalO, 'ITO rrpHBe.[(eHHaH Bbillle HH<popMaU:HH HBJUieTCH 

.[(OCTOBepHOH H TO':lHOH. 3Ta cepHH rrpo;:i;yKU:HH rrpOH3Be)],eHa (BKJIIO':laH yrraKOBKY (MapKHpOBKy) H KOHTpOJib 

Kaqecrna) Ha BbillleyKa3aHHOH rrpOH3B0)],CTBeHHOH ITJioma.n,Ke (rrJioma,n:Kax) B IlOJIHOM COOTBeTCTBHH C 

Tpe6oBaHHHMH ITpaBHJI Ha,n:Jie)l(ameif rrpOH3B0.[(CTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMH':leCKOro COI03a H 

Tpe6oaamrnMH KOHTPOJIH Ka'leCTBa JieKapCTBeHHbIX cpe.n,CTB, a TaK)l(e a COOTBeTCTBHH co crreu:mpHKaU:HHMH, 

co,n:ep)l(amHMHCH B perHCTpau:irnHHOM .[(OCbe CTpaHhl-HMIIOpTepa. 3arrHCH ITO rrpOH3BO)],CTBY, yrraKOBKe H aHamny 

rrpoBepeHhl, H ycTaHOBJieHO HX COOTBeTCTBHe rpe6oBamrn:M ITpam•rn Ha,n:Jie)I<ameif rrpOH3BO.[(CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMH':leCKOr o COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'f3Htte: TipoJJ,yKT C00TBeTCTByeT Tpe6oBaHJ.UIM H,ll; 3aKmo'feHue: 0)1,0liPEHO 

Prepared by I 
n oArDTOBJtetto: Sarita 
Sharma V 
IDate I 
:,[l,a-ra: 26.03.2026 

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

TTpoeepeHo:Pr? ve h npoeepeJ-Jo (AOK): OJJ,o6peHo: O6ecne'JeHtte Ka'Jecrna/OrneTcTBeHttoe 
Rana Amit Kumar JIHI..10 : 

~~ 
f'-.--/' -- \ ~ 

I Date/ Date I !Date/ ~'{)5-t-,0 2,(, 
: L{aTil: 26.03.2026 )],am: 26.03.2026 ,ll;arn: 

Registered Office: 8-2-337, Roa d No. 3, 62nJ3ra Hii is, Hyder;,b;;d - 500034, Te,3ngana, Ind ia 
Tel: +9 1 40 4900 2900, Fax: +91 40 4900 2999, Emc1il: rnaii @drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 

I 




