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Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH«l>MKAT AHA.JIH3A 

Dr. Reddy 's Laborat ories Lt d . 
Formulation Unit-6 
Viii. l<ho i, i\l,lla6arh Hoaci, Bad ci i, 

Distt. So lan, H.P., 173 205, iNDi.l\ 

Tel : +9198165 56001-02 
www.drre dd IV~.COlll 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
II11011.yKr: KeTopo11® 3 KCOJ)CCC (KeTopoJlaK) Ta6JJCTKH. AllCOeprupyeMhle B DOJIOCTH PTa, 10 Mr 
Market / PLJHOK : Russia I Pocc1-rn: 

Batch No/ 
: V2600595 

Batch Quantity / 36,00,000 tab I 
Cepm1 .N'!! O6oeM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003337345 
Date of Analysis / 

26.03.2026 
AnaJiuTu11ecKuii OT'leT ,N'g JJ:aTa auaJiuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
JJ:aTa DPOH3BO,llCTBa ro,ueu ,UO 
Mfg. License No./ 

MA number:/ 
IlpouJBOJJ:CTBenuaH : MNB/05/263 

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

JlH .. eHJHH ,N'g 

Analysis performed according ND:/ AuaJiuJ npose,llen no HJJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYK._HH VTBepm)J.eua: 21.04.2025 

Pa2e 1 of 11 / Crp. 1 HJ 11 
No 

Test/ IloKaJaTeJib Results/ PeJyJibTaTbt Specification / HopMa 
.N'2 

1 Description/ OnucaHne 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 TTJIOCKHe 
side. / Kpyrnh1e nnocKtte Ta6JieTKl1 c q>aCKOH, CBeTJIO-)KeJIT0ro UBeTa C 
Ta6JieTKH c qiacKOH, CBeTJio- rpaBHp0BK0H «I» Ha O.UHOH CTopoHe. 
)l(CJIT0ro useTa C rpaBHpOBKOH 
«I» Ha onHoH CTopoHe. 

2 Identification/ H.ueuTu(j>uKaUHH 

K etorolac I Kemopo1,aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTpbI nornow,eHHJI ttcnhnyeMoro pacrnopa 11 
pacrnopa CTaH,llapTHOro 06pa1ua KeTopoJiaKa 
TpoMeTaMHHa )l0JI)l(Hbl HMeTb MaKCHMYMbl np11 
O.UHOH 11 TOH )Ke .llJIHHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpttMe11auue: Tipo.uyKT cooTBeTcrnyeT yµe6oBaHHJIM HA 3aKJIIO'Ieutte: 0):(0liPEHO 

Prepared by/ 

ITo.uroToBJiettz : Yo esb 
Chauhan 

p/' 

Date/ 

)];am: 26.03.2026 

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

r:=:epe•7 vesb 
nponepeHo (AOK) : O.uo6petto: O6ecne'-lem1e Kaqecrna/OrneTCTBeHttoe 

A mit Kumar JI11UO: a~ ~~ '- I 

D ate / 

I 
Date/ I Date/ ~ '7) 1-- ?-0 2-.C 

.[I.am: 26.03.2026 )];am: 26.03.2026 )];am: 

Reg:stered Offi ce: 8-2-337, Road No. 3, 8211Jara Hi lls, Hyderabad - 500034, feianganil India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, En,aii: rn ili l(~,drrc;dciys .co m 

CIN: L85 1'l5AP J.~841>LClJ0450 7 

·,vw·N L1 1 re ctdys.com 

I 



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

CEPTH cf> HKAT AHAJill3A 

Dr. Reddy's Laborarnries Ltd . 

Fo rmulation Uni t -6 
Viii. Khoi, i\Ja!aga rh ~)oaci, 8adcii, 

Oistt. So lan, H.P .. 173 20S, ifWI.C.. 

Tel: +9J 98156 56001-02 
www rirrednv~ corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJJ.YKT: KeTopoJI® 3Kcn11ecc (KeTopOJlaK) Ta6J1eT1rn, JJ.HCneprnpyeMhie B D0JI0CTH PTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 

Batch No/ 
: V2600595 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 

Analytical Report No/ 
: 040003337345 

Date of Analysis / 
26.03.2026 

AuaJiuTuqecKuii oTqeT .N'!! ,ll;aTa anaJinJa 
Date of Manufacture/ 

: 02/2026 
Date of Expiry / 

01/2028 
,ll;aTa np0H3B0)).CTBa ro)J.eH )).0 

Mfg. License No./ 
MA number:/ 

IIponJBOJJ.CTBeuuaH : MNB/05/263 
HoMepPY 

: JID-.N'!!(004669)-(Pr-RU) 
JIHIJCHJHH .N'!! 
Analysis performed according ND:/ AuaJIHJ npoee)J.eu no H,z:i:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved.:/ HucTDVKU.HH yTeep,KJJ.eua: 21.04.2025 

Pa2e 2 of 11 / CTp. 2 HJ 11 
No 

Test I IloKaJaTeJJb Results/ Pe1yJ1bTaTbI Specification/ HopMa 
.N!! 

Complies / CooTBeTcTByeT The retention time of the main peak on the 
chromatogram of test solution should correspond 
to that on the chromatogram of ketorolac 
tromethamine standard solution (Assay section) . 
I BpeM~ y)lep)I<HBaHH~ OCHOBHOfO mIKa Ha 
xpoMaTOrpaMMe HCllhITyeMoro pacTBopa 
)],OJJ)I<HO COOTBeTCTBOBaTh BpeMeHH 
y )],ep)I<HBaHJUI OCHOBHOfO n11Ka Ha 
xpoMaTorpaMMe pacTBopa CTaH)].apTHOfO 
06pa3ua KeTOponaKa TPOMeTaM11Ha (pa1)],eJI 
«KontttJecTBeHHoe onpe)].eJJeH11e» ) . 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'lauue: flpo)].yKT cooTBeTcTByeT Tpe60BaHID1M HA 3aKJJIO'leuue: O,IJ:OliPEHO 

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

no)lrOTOBne,~o: Yo h 
~=ep•tt, vesh 

TTpoBepeHO (AOK): O)].o6peHo: O6ecneqeu11e KatJeCTB~ TBeTCTBeHHoe 

Chauhan Amit Kumar nuuo: a 
\ ~ 

, j .---- ' ) 

Date I Date I Date/ 'Date / 
~---z>?,~t-07--b ,LJ;arn: 26.03.2026 )l:arn: 26.03.2026 )l:arn: 26.03.2026 ,LJ;a1a: 

Registered Office: 8-2-337, Road i'Jo. 3, 82nJara Hills, Hyderabad - 500G34, Teh riga na, India 
- Tel: +9140 4900 2900, Fax: +9140 4900 2999, Eni~ii: maii(cj)dm!ddys.corn 

C:~I: L851~5AP j_984PLCll0450 7 
www.drreduys.com 
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•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>HKAT AHAJIII3A 

Dr. Reddy 's Laboratories Ltd . 
Formulation Unit-6 
\/i ll. Kho\, Nalagarh Hoaci, BaC:cii , 
Di stt. Solan, iU ., 173 205, ii~DLC\ 

Te!: +9J 98166 56001-02 
,.,,.,,,\/ rfrrnrlrl11<. cnm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,a;yKT: KeTopoJI® 3Kcnpecc {KeTOPOJiaK) Ta6JieTKH, ,a;ucnepruoveMhle B UOJIOCTH PTa, 10 Mr 
Market / PLIHOK : Russia / Pocc1151 
Batch No/ : V2600595 

Batch Quantity / 36,00,000 tab/ 
CepuH .M! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003337345 
Date of Analysis / 

26.03.2026 
AuaJIHTH'IecKuii OT'IeT .N°!! llaTa auaJiu1a 
Date of Manufacture / 

: 02/2026 
Date of Expiry / 

01/2028 
,UaTa npOH3B0,!l;CTBa ro,a;eu ,a;o 
Mfg. License No./ 

MA number:/ 
Ilpou1B0,a;cTBeuuaH : MNB/05/263 

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

JIHQeH3HH .M! 
Analysis performed according ND:/ AuaJIH3 npoBe,a;eu no H,U: JIII-.N'!!(004669)-{Pr-RU)-190224 
PIL version annroved: / lfucTPYKQHH YTBep~eua: 21.04.2025 

No 
.N"2 

Test I IloKaJaTeJlb 

Butylhydroxyanisole I 
Eymun2uopoKcuaHU30ll 

Remarks : The Product confirms to ND/ 

Results/ PeJyJlbTaTbt 

Complies / CooTBeTcTByeT 

Pa2:e 3 of 11 / CTp. 3 u3 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.uep)l(l,!BaHlrn I111K0B 2-
6YT11nr11.upoKCJ1aHJ130na 11 3-
6YT11nrn.upoKc11aH113ona Ha xpoMarnrpaMMe 
11CIThITYeMoro pacTBopa ,UOfl)l(Hhl 
COOTBeTCTB0BaTh BpeMeHaM y.uep)l(11BaHl11! 
mmoB 2-6yT11nrn.upoKc11aH113ona 11 3-
6yT11nrn.upoKcHaH113ona Ha xpoMarnrpaMMe 
pacTsopa cTaH.uapTHoro 06pa3ua 
6yrnnrn.upoKc11aHtt3ona (pa3.uen «Co.uep)l(aHHe 
6YT1U1rnJlpOKc11aH113ona» ) . 

ITp11Me'1aH11e: TipOJlYKT CO0TBeTCTByeT Tpe6osaHJ111M H,l.l; I

IConclusion : APPROVED I 
3aKJ1t0'leH11e: 0,l(OGPEHO 

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

no.urornsnetto: Yoge h TTposepeHo:/Prave b npon peHo (AOK): O.uo6peHo: O6ecrreYeHtte KaYecrna/OrneTCTBeHHoe 

Chauhan t::, Rana Amil Kumar n11uo: 

~~ f" /~ l#' I I 
Date I 

I 
Date/ Date I I Date/ ~£--ziJ~u Lt; 

,lJ;arn: 26.03.2026 ,l.l;arn: 26.03 .2026 ,l.l;arn: 26 .03 .2026 ,l.l;arn: 

RePistered Office: 8-2-337, Road No- 3, B211;ara Hills, Hydera bad - 500()3,\, re::.i t1 gana, India 
~ Tel: ,91 404900 2900, Fax : +9140 4900 2=1 99, Emil ii : mail @drrC' rl dys. corn 

CIN : L851°lSAP J.984PLC004507 
,,;v;-r✓ . d1 n,ctuys com 

I 



•• \t 

Dr.Raddy's~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
f"armulation Unit-6 
Viii. l(hoi, Nalagarh Hoaci, Badcii, 

Distt. Solan, HP., 173 205, !f~DiA 

Te!: +9J 98:i.65 56001-02 
www direm:ivs com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)],yKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )],HCneprupyeMhle e U0JI0CTH pTa, 10 Mr 
Market/ PhrnoK : Russia / Poccm, 
Batch No/ 

: V2600595 
Batch Quantity / 36,00,000 tab/ 

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

: 040003337345 
Date of Analysis/ 

26.03.2026 
AuaJIHTnqecKuu oTqeT .N'!! )laTa auaJiu3a 
Date of Manufacture / : 02/2026 

Date of Expiry/ 
01/2028 

JI:aTa np0H3B0)],CTBa ro)],eH )1,0 
Mfg. License No. / 

MA number:/ 
Ilpon3BO)],CTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N°!! 
Analysis performed according ND:/ AuaJIH3 npoee)],eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTpyKUHH yrnep~eua: 21.04.2025 

Page 4 of 11ICTp.403 11 
No 

Test/ Ilo1rnJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 
.N'!! 

3 Average weight / Cpe/l.HHH 69.5 mg I 69,5 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 Ta6JieTOK - He 6onee ± 10%; 

0)).HOpO/l.HOCTb MaCCbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time/ 
Pacna)).aeMOCTb 

00 min 31 sec / 00 MHH 31 ceK Not more than 3 min. / He 6onee 3 MHH. 

5 Dissolution/ PacTBopentte Unit- I I Ta6n-1 98 % Not less than 75 % (Q) ofC1sHuNO3•C4H11NO3 

Unit-2 I Ta6n-2 98 % 
(ketorolac tromethamine) in 15 min. / He Me nee 
75 % (Q) C1sHuNO3•C4H11NO3 (KernponaKa 

Unit-3 I Ta6n-3 99 % TpOMeTaMHH) qepe3 15 MHH. 

Unit-4 I Ta6n-4 99 % 

Unit-5 I Ta6n-5 99 % 

Unit-6 / Ta6n-6 99% 

R emarks : The Product confirms to ND/ Conclusion : APPROVED I 
TI p11MeqaHHe: ITpo,nyKT COOTBeTCTByeT Tpe6oBaHHJIM H,n: 3a1rn10qeHHe: o,n:OliPEHO 

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

DoJ.trOTOBJTeH//: Y sh 
~::cpenol~?h 

ITposepetto (AOK): O.no6peHo: O6ecneqe~rne 1<a'-leCTBa/O'raeTcTBeHHoe 
Chauhan Amit Kumar 

••no ~~ 
J"- ,--A/ 

Date / Date/ Date/ IDate / 1._kcJ3-MU 
)],aw: 26.03.2026 ,n:arn: 26.03.2026 ,n:arn: 26.03.2026 ,n:arn: 

Reisisterecl Office: 8-2-337, Road No. 3, i3211Jara Hills, Hyderabad - 500034, Te,angana, India 
• Tel: +9140 ~900 2900, Fax: +9140 4900 2999, Emciii: maii@drier:ldys.wrn 

CIN: L851~)5AP J.~84PLC004SO 7 

www.d1redovs .com 

I 



CERTIFICATE OF ANALYSIS 
CEPTM <l>IIKAT AHAJIII3A 

Dr. Rcd dy's Labo rarnries Ltd. 
Fom1ulation Unit-6 
Viii. Khoi, i'J2laga r I, f-ioaci, Bac:ici i, 
Distt. Solan, H.P., 173 205, i1~Di.ll, 

Tel: +9J 98161i 55001-02 
""'II,/ nrrpnnv~.CQm 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJl® 3Kcnpecc (KeTOPOJlaK) Ta6J1eTJrn, Jl.llCnepr11pyel\lhlC B UOJI0CTH PTa 10 Mr 
Market / PhIHOK : Russia I Poccm1 
Batch No/ 

: V2600595 
Batch Quantity / 36,00,000 tab / 

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

: 040003337345 
Date of Analysis/ 

26.03.2026 
AHaJinTuqecKHH oTqeT .N'!! ,UaTa auaJiu3a 
Date of Manufacture/ : 02/2026 

Date of Expiry / 
01/2028 

,UaTa npOH3B0Jl.CTBa roi:.en AO 

Mfg. License No./ 
MA number:/ 

Ilpou3BOJl.CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 

Analysis performed according ND:/ AnaJIH3 npoBei:.en no H)].: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTDVKQHH yrnep)KJl.eHa: 21.04.2025 

Page 5 of 11 / CTp. 5 H3 11 
No 

Test I IloKaJaTeJ11> Results/ PeJyJibTaTbt Specification / HopMa .N'~ 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

.l(ncnepcuocTb sieve is formed. I O6pa3yeTCR O,!lHOpo.uHa» 
cycneH3HR, rrpoxo.u»ma» CKB03b CHTO 
pa3Mep0M OTBepcrnH 710 MKM. 

7 Impurities/ IlpHMecH 

I-hydroxy analog of Below LOD (LOD = 0.0010 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I / HmKe rrpe.uena o6Hapy)l(emrn 
1-rn.upoKCHaHaJIOr (ITO= 0,0010 %) 
KeTopoJiaKa 

1-keto analog of ketorolac / 0.05 % not more than 0.8 %; / ue 6onee 0,8 %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / He 6onee 0,5 %; 
e,!lHHl1'-IHaR 
He11.ueHTl1~HUHpOBaHHaR 
11pHMeCb 

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

Remarks : The Product confirms to ND/ 

I
Conclusion : APPROVED / 

IlpuMe<tanue: ITpo.uyKT cooTBeTcTByeT Tpe6osaHH»M H,D; 3aKJllO<tenue: 0,l(OliPEHO 

Prepared by I Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
DO,l!S0TOBJJeHO: ~ O e h 
Cba11hru1 

I& 
Date I 
JI.am: 26.03.2026 

:::opouoivesh .ClpoeepeHo (AOK): O.no6petto: O6ecne11ettwe Ka11ecrna/OTBeTCTBeuuoe 
Amit Kumar 1111uo: 

~,# ~~--
D ate / Date I IDate / 7,6 --z) 3 ~~ L--6 ,1],aTa: 26.03.2026 ,IJ;am: 26 .03.2026 ,[(am: 

Reg[stered Offi ce: 8-2-337, Road No. 3, B211;a1a Hi!!s, Hyderabad · 500034, Te:,rngana. lmfa 
Te l: +91 40 4900 2900, Fax : +9140 4900 2999, Enioil. rnaii (c, cJ rr ,.'ddvs.corn 

Clf'J: L8Sl:l5APJ ~84f)LCU0450? 

WV\/'/✓.Ll l rE J CJ y s corn 

C 

I 



•• II 

Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, [\Jalagarh r-,oaci, Badcli, 
Distt. Solan, H.P .. 173 205, i,i\lDLI\ 

Tel: +91 981G'i 56001-02 
1A11;,,«1 rlrrPrft1v<; rom 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11;y1n: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,11;ucneprupyeMbie B U0JI0CTH pTa, 10 Mr 
Market/ PLmoK : Russia I Poccm, 
Batch No/ 

: V2600595 
Batch Quantity / 36,00,000 tab I 

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

: 040003337345 
Date of Analysis / 

26.03.2026 
AuaJIHTH'lecKuii 0T'leT N2 ,UaTa auaJiu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2028 
,llaTa np0U3B0ACTBa ro,11;eu ,11;0 
Mfg. License No./ 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIUQeH3UH .N"!! 

Analysis performed according ND:/ AuaJiu3 np0Be,11;eu no H,u: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yrnep,imeua: 21.04.2025 

Page 6 of 11 / CTp. 6 03 11 
No 

Test I IloKaJaTeJib Results I PeJyJibTaTbI Specification / HopMa 
N2 

8 Water content/ 2.1 % Not more than 7.0 %. / 
Co,11;epmaHHe BOAbl He 6onee 7 ,0 %. 

9 Residual solvents/ OcTaTOttHbie opraHuttecKue pacTBopuTeJiu 

Isopropyl alcohol / 9 µg/tab / Not more than 350 µg/tab. / 
l13onponaHOJI 9 MKr B Ta6JieTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMettaHue: Ilpo.nyKT coorneTcrnyeT TPe6oBaHIDIM H,ll; 3aicmotteHue: O,U:OliPEHO 

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

110.nr~TOBJI~ Ho: Y gesh r::::epetto7 esh Ilpoaepe HO (AOK): O,11;06petto: O6ecneqem,1e Kaqecrna/OrneTCTBeHHoe 

Chauhan Amit Kumar JIHU.0 : 

~ 1/ /\_ ~ 
Date I Date/ Date I IDate / 'L.,b ~ 3, - U) ~ 
)];am: 26.03.2026 )];am: 26.03.2026 )],am: 26.03.2026 )];am: 

Re>':stered Office: 8-2-337, Road No. 3, S211Jara Hills, Hyderabad - 500034, re:ar:~anJ, !ndia 
0 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: maii@drrerldys.com 
Cli'J: L851Cl5AP.i984PLCll04507 

ww •1J.d1 !-2uoys .corn 

I 
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Dr.Raddy's ~;• 
Dr. Reddy's Laborato!"ies Ltd . 
Formulation Unit-5 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. l(hoi, Na!agc1rh l-;oac;, 8c1dcii, 
Distt. Soian, :-LP., 173 20S, i 1\J Di.I\ 

Te!: +9198165 56001-02 
wVNJ orredd11s corn . " 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJl:YI.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,a:ucneprupyeMhie B UOJIOCTH pTa, 10 Ml' 
Market / PhIHOK : Russia / Poccm1 
Batch No I 

: V2600595 
Batch Quantity / 36,00,000 tab / 

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

: 040003337345 
Date of Analysis / 

26.03.2026 
AuaJIHTHIJecKuii OT'leT .N'!! JJ:aTa auaJIH3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2028 
JJ:aTa DPOH3B0,l.l;CTBa ro}l:eH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,l.l;CTBeHHaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H,n:: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKU.HH YTBepm.a:eua: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTem, Results/ PeJyJibTaTbI Specification / HopMa 
.N'2 
10 Microbiological purity*/ MuKpo6uoJiornqecKaH 'IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee q11c110 He 6011ee 103 KOE/r; 
a1po6HbIX M11Kpo-
opraHJ13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count I o6w,ee q11c110 He 6011ee 102 KOE/r; 
;::i:pmIOi(eBbIX 11 rrnecHeBblX 
rp1160B 

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

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15.0 
O;::i:Hopo;::i:uocTb 

6.5 
IloKa3aTeJih rrp11eM11eMOCT11 (AV) ;::i:omKeH 6bnh 

L(03HpOBaHHblX eL(HHHU He 6011ee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'!aHne: Ilpo;::i:yKT COOTBeTcrnyeT rpe60BaHJ1JIM H,ll; 3aKJ110'!eu11e: O)l;OliPEHO 

'.Prepared by/ 

no.uroTOOJI>ZHO: . ge b 
Chauhan 

'1// 
Date / 
)la-ra: 26.03.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepeHo:Prave h TTposepeH0 (AOK): O.o,o6peHo: O6ecrre'leH11e Ka'-lecrna/OrneTcTBeHHoe 
Rana 1 Amil/\:., ---

mmo: 

~~ 
Date/ Date/ 'Date I U --zi 5 -- 7--0 2---t, /],aw: 26 .03 .2026 ,L(aTa: 26.03.2026 ,[(aw: 

Reg:sterecl Office: 8-2-337, Roild No. 3, 8211Jara Hills, Hycierabcid - 500034, Te:J11gana, !ncii2, 
Tel: -19140 4900 2900, Fax: +91 40 4900 2999, Ern~ii: rnJii@dm,ddys ,corn 

CIN: L85J.C15AP j_,i84PLCU04',0? 

'vv·v,.,"·/V,dl reJL1'yS rCUI n 

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

CEPTH~JIKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-S 
Viii. Khoi, f\ialagarh Rood, Badcii, 
Distt. Solan, H.P., 173 20S, !1'✓ Dl,il, 

Tel : +9J. 98166 56001-02. 
wvvw drr<>r1-,vs com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,ZWKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,z:i;ucneprupyeMble B DOJIOCTH pTa, 10 Mf' 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600595 
Batch Quantity/ 36,00,000 tab I 

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

: 040003337345 
Date of Analysis/ 

26.03.2026 
AuaJinTuqecKnii oTqeT .N'!! ,lI;aTa auaJiu3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2028 
)laTa npOH3B0,IJ;CTBa ro.z:i;eu .z:i;o 
Mfg. License No./ 

MA number:/ 
IlpoH3BO,IJ;CTBeuuaH : MNB/05/263 

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

JIUUeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe,z:i;eu no H,ri:: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUHH YTBep~eua: 21.04.2025 

Page 8 of 11 / CTp. 8 03 11 
No 

Test/ Iloi.:aJaTeJib Results / PeJyJibTaTbI Specification/ HopMa 
.N'!! 
12 Assay/ KonuqecTBennoe 10.1 mg/ 10,1 Mr From 9.0mg to 11.0mg of 

onpeJI.eJienue (100.7 %) C 1sH13NO3•C4H11NO3 (ketorolac tromethamine) 
(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,!lO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KernponaKa 
TPOMeTaMHH) (OT 90,0 ,!lO 110,0 % OT 
Ja»snettttoro KOJI11qecrna) B Ta6JJeTKe. 

13 Butylhydroxyanisole 0.0971 mg/tab/ Not less than 0.042 mg/tab./ 
content I CoJI.epmanue 0,0971 Mr B Ta6JieTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTHJlf'H)].pOKCH8HH30Jl8 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHne: Ilpo,uyKT C00TBeTcrnyeT Tpe6oBaHH»M H,IJ; 3aK:JIIO'lenue: O)1:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Iloi:t:roTOBJieHo°?. gesh ~=• petto? esh 

TiponepeHo (AOK): Ono6pe1m: O6ecrreqeH11e Kaqecrna/OrneTCTBettttoe 

Chauhan ,,, Amit Kumar RHr,o: • f0i~ . 
~~-1/1/ 

Date I Date / Date / I Date / u -0 ?. ,- "2.--eJ 2-£ )lan1: 26.03.2026 ,[],aTa: 26.03.2026 ,IJ;a-ra: 26.03.2026 ,D.aTa: 

Regderec1 Office: 8-2-337, Road No. 3, 13211pra Hills, Hyderabad - 500034, felangana, Indio 
Tel: -19140 4900 2900, Fax: +9140 4900 2999, Email: rnaii(0drrerJdys.com 

CIN: L851C!S/\fJ J ~841°LClJG450'? 
\r1iVV 111.d1 rec1uys .c0rn 

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

CEPTH<l>HKA T AHAJill3A 

Dr. Reddy's Laboratorie~ Ltd . 

Formulatio r. Unit-6 
Viii. Khoi, i'Jalagar h ~:oad, BaC:ci i, 
Distt. So lan, H.P .. 113 205, !NDL.'\ 
Tel: +91 9816S 56001-02 
, ... ,.~. rlrr<>d~v" rrirn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJlYKT: KeTOl)OJ1 181 3Kcnpecc (KeTOPOJJaK) Ta6nenm, JJ.IICnennroycMble e DOJJOCTU pTa, 10 Mr 

Market / PLIHOK : Russia / Pocc1,rn 

Batch No/ 
: V2600595 

Batch Quantity / 36,00,000 tab I 
Cepm, .N'!! OfrheM ccpuu 36,00,000 Ta6 

Analytical Report No/ 
: 040003337345 

Date of Analysis / 
26.03.2026 

AuannTn'lec1rnii OT'ICT .M! )J;aTa auanuJa 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

01/2028 
ll.aTa np0U3B0Jl.CTBa lOACH AO 
Mfg. License No./ 

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

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

nuu.euJUH .M! 
Analysis performed according ND:/ AuaJiuJ npoeeJJ,eu no H,ll;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKU.IIH YTBep~ena: 21.04.2025 

Page 9 of 11 / CTp. 9 HJ 11 
No 

Test/ IloKaJaTeJJL Results/ PeJyJJLTaTbl Specification/ HopMa .N'2 
14 Package description/ 10 tablets m a blister of 10 tablet in a bli ter of (P N AIJPE wi lh 

OnMC3HMe ynaKOBKH (PA/AL/PE with desiccant/HDPE) foil // (PE/AL) foi l. 1 or 2 
desiccant/HD PE) foil // (PE/ AL) blisters with patient iuformaLion leaflet in a 
foil. 2 blisters with patient carton pack. / Ilo 10 Ta6neToK a 6n11c1·epe 113 

ill'format ion leaflet in a carton (IlA/ AJltn'.) C .enaronornoT11Tene 1/IT3Bil) 
pack. I no 10 Ta6JleTOK B q>Ollbr H II (n3/AJ1) lj)OJ1brl1. no 1 HJlH 
6JUICTepe 113 (ITA/ AJJ/IT3 C 6m1cTepa e111ecTe C J111CTK0M-BKJl8,llbl illeM 
enaro nor 110T11TeneMln3 B Il) na'lKY KapTOHHYJO. 
q>OJlbrH // (Il3/ AJl) cponbrH . flo 
2 61111cTepa BMeCTe C Jll1CTKOM-
BKJia)lblllleM B na'lKY 
KapT0HHYJO. 

* 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. 
* IlpM BhmycKe JJeKapcTseuuoro npenapaTa KOHTpOJJL Ka<teCTBa no noKaJaTemo «MnKpo6uoJ1oru<1ecKaH 
<tUCTOTa» npOBO.LI.MTCH .LI.J1H K3mJJ,OH 20-ou cepMM, MJJM .LI.J1H OJI.HOH cepnn B roJJ:, B JaBUCUMOCTM OT Toro, <ITO 
uacTynuT paHLme. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11MC<taH11e: flpo,nyKT CO0TBeTcTByeT Tpe6oBaHID!M H,ll; 3aKJ1JO<teuue: O,LI.OliPEHO 

Prepared by / 

TToll.rOTOBi e110: ' • ge h 
Chauhan 

/ / 
!Date/ 

1Aarn: 26.03.2026 

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

r::.:;pe110 P? h 
IlpoeepeH0 (AOK): OJJ.o6petto: O6ecne'leHMe Ka'l eCTBa!OTBeTCTBCHHOe 

Amit Kumar rr11uo: ~v! 
~ -- . \ ~ 

Date / Date/ 'Date / 7-h --v ~ ,-~ 2--6 
L{,na: 26.03.2026 ,Uarn: 26.03.2026 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Ba,1Jara Hi lls, Hyderabad - 500C34, re:Jnganzi, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Emuii: m.i ii@drr eddys.com 

ClN : L85J.l15APJ.~8~PLC004507 

2 
B 
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•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulatior. Unit -6 

CERTIFICATE OF ANALYSIS 
CEPTM<I>lIKAT AHA.JIU3A 

Viii. l<hoi, i~ a!agar I I Hoad, Bacio i, 
Distt . Solan, H.P., 1n 205, il'! l)I.L\ 

Te!: +9J 981Eifj 56001-02 
www drrectr!vs com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJJ.v1n: KeTopon® 3Kcnpecc (KeToponaK) -ra6neTKll , JJ,1tcnepnmv~11,1e e nonocTn p-ra, 10 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No/ 

: V2600595 Batch Quantity / 36,00,000 tab/ 
CepnH .N'!! 06-LeM cep1rn 36,00,000 Ta6 
Analytical Report No/ 

: 040003337345 Date of Analysis / 
26.03 .2026 AuannTH'lecKnn OT'leT .N'!! )laTa auanH3a 

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

01/2028 
JJ:aTa DP0113B0JJ,CTBa roJJ.eu .no 
Mfg. License No./ 

MA number:/ 
Ilpou3eoJJ,cTneuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuanuJ nponeJJ,eu no H,ZJ;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTov,crurn YTBep)KJlena: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 HJ 11 
API name/ HanMenoeauue A<l>C: Ketorolac tromethamine / KeToponaKa TP0MeTaMHH 
INN /MHH: Ketorolac / Ke-roponaK 
API manufacturer batch number/ 

ABSH001415, ABSH003095 
HoMep cepnn npouJB0JJ.HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQUH npOH3BOJJ,HTeJIH FESA00217, FESA00497 
r JI<1>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd. India/ 
Ilpou3BOJJ.HTeJJb A<l>C, CTpaua: ,D.-p Pe,!JJJ,H'c Tia6opaTOp11c JITA., I1H.UH51 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd. , India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site/ MNB/05/263) I 
HauMeuoeauue, aJJ.pec, JIHQeHJHH JJ.JJH ~-p Pe,!JJJ,H' c J1a6oparnpHc JlT,u. , I1H.UH51, TTpomBO.UCTBeHHoe 
Ilpou3eoJJ.CTBeuuaH oJJoIQaJJ.Ka / IlnoIQaJJ,Ka no,D,pa.3,ueneHHe-6, BHnJI. Kxonh, Hanarapx Poy.u, Ea.u.u11, ~HcTpHKT 
KOIITPOJIH Ka'leCTBa / IlnoIQaJ].Ka BLIDYCKa ConaH., X.TT., 173205, l1H,ni,u1 (m11.1,eH31151 ttoMep 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/ 
IlpuMe'lamte: llpo,uyKT coorneTcrnyeT Tpe6oaamrnM H.ll: 

1:==========;-;:::========~======~ 
Prepared by / 
llo,uroTOBJieHo: 
Chauhan 

Date / 
JJ,aTa: 26.03 .2026 

Checked by/ 
nposepeHo:Prave h 

Rana { 

Date/ 
.ll:aTa: 26.03.2026 

Checked by (AQA) / 
n poeepeHo (AOK): 
Amil Kumar 

Date / 
,z:(arn: 26.03 .2026 

Conclusion : APPROVED I 
3aKJII04e1me: O,UOliPEHO 

Approved by: Quality Assurance/ Authorized person / 
On:o6peHo: 06ecneqem1e KaqecTBa/0TBeTCTBeHHoe 

m,u.o: /)dJP! 
( \ ~~ 

Registered Office: 8-2-337, '.,oa d No. 3, B2 11J<Hil Hi ll s, Hyd eraba d - 500034, Te::;11gana. lndi ;; 
Tel : -+91 40 4900 2900, Fc1x: +91 40 4900 2999, Emaii: m;; ii (tild rreddys corn 

CIN: L85 1C!5AP J.':184 t-' LCll04 'j07 

VV\JV N.t.h reUU'fS co rn 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
\/ill. Khoi, f\la!agarh Roaci, Sadcii, 
Distt. Soian, H.P., 173 20\ !NDiA 

Tel : +91 981l°jfi 56001-02 
CERTIFICATE OF A ALY I 

CEPTH~Hl(ATAHAJIH3A 
W\M•• rlrrPrl'lv'- cn111 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJJ.YKT: KeTopon® 3Kcnpecc (KeToponaK) Ta61ieTK11, JJ,1tcnepr11oveMb1e e noJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccirn 
Batch No/ 

: V2600595 Batch Quantity/ 36,00,000 tab / 
Ceom1 N!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis/ 
At1aJ111T1tt1ec1mit OT'leT N!! : 040003337345 

)laTa auaJIHla 26.03.2026 

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

01/2028 llaTa nnou1eoJJ.CTBa roJJ,eH .QO 

Mfg. License No./ 
MA number:/ 1IpOH3B0,IJ.CTBeHHaSI : MNB/05/263 
HoMepPY : JIII-N!!(004669)-(Pr-RU) 

J1Htte1131rn N!! 
Analysis performed according ND:/ AuaJIH3 npoee,11.eu no H)l: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUHH YTBCp,K.aena: 21.04.2025 

Page 11 of 11 / CTp. 11 HJ 11 
3aKJUoqeuue O COOTBeTCTBHH: «HacT05IIIl;IIM 5I IIO,O:TBep)KJJ:aIO, qro np1rne.neHHaa BbIIIIe HH<pOpMau;1rn 5IBJrneTC5I 

,IlOCTOBepHOit H TOtUIOH. Ta ceptHJ npo.uyKl{m-r npOH3Be)leI-Ia (BKmoqrui ynaI<OBKY (MapKB.pOBKy) R l(OHTpOnb 

KaY.ecrna) Ha Bblllleyt(a.3aHHOH rrp0113B0,UCTBeHHOH nnoma,n:Ke (OJIOll(am<ax) B nOJIHOM COOTBeTCTBRH C 

Tpe6oBaRIU:IM0 ITpamm Ha)J.Jie)J(all(eH rrpOH380,UCTBeHHOH rrpaKmKH EBpa3HHCKOro 3KOHOMl11Iec1<oro COI03a R 

Tpe60Ba1m.HMH KOHTpO.IUI KatJeCTBa JieKapcrneHHbrX cpe.ncrn, a T3K)I{ 13 COOTBeTCTBliH co cneu,11<pF1Ka[(J-HlMf{, 

co,n:ep)l{alll;HMHC5I B perncrpau;HOHHOM JJ:OCbe CTpaHbl-HMIIOpTepa. 3aIIHCH no npoli3BO)lCTBY, ynaKOBKe .Ff aHaJUl.3Y 

rrpoBepeHhl, H ycTaHOBneHO HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBHn Ha)J;Jie)T<ameti npOl1.3BO.D,CTBeHHOM npaI<TMKM 

Espa:miicKoro 3KOf!OMH'-IeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3a1smo•1eune: O,ll,OEPEHO Ilp11Me'laHne: TTpo,uyKT cooTBeTcTByeT Tpe6oaaHIDIM H,ll; 

Prepared by / 
n o,DJ'OTOBne1m: Yo 
Chauhan 

Date / 
,[!,ant: 26.03.2026 

Checked by/ 
TTpoaepetto:Pravesh 

Rana i 
Date/ 
,[{am: 26.03 .2026 

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

--
Date/ 
Aarn: 26 .03.2026 

Approved by: Quality Assurance/ Authorized person I 
O.n.o6petto: 06ecneqem1e KaqecTaa/OrneTCTBeHHOe 

nHuo: ~ 

!Date/ 
)].am: 

Registered Office: 8-2-337, Road No. 3, Ba11Jara fiilis, Hyderabad - 500034, Te:~ngana . India 
Tel: +91 40 4900 2900, Fax: +91404900 2999, Eniaii: n1aii@drreddys.com 

CiN: L85F!5AP.i.984PLCU04507 


