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

CEPTH~IIKATAHAJIII3A 

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 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11,yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKn, ,11,ucneprupyeMbie B noJI0CTU PTa, 10 Mr 
Market / PhrnOK : Russia / Poccm1 
Batch No/ : V2601078 

Batch Quantity / 36,00,000 tab I 
CepuH .N'!! O61.eM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003411620 

Date of Analysis / 
22.05.2026 

AuaJIUTU'leCKuii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

llaTa npouJBOJl:CTBa ro,11,eH ,11,0 
Mfg. License No./ MA number:/ 
IlpOH3B0)l;CTBeHHaH : MNB/05/263 

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

Jiu11euJuH N2 
Analysis performed according ND:/ AHaJinJ npoee,11,eu no H,IJ;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKIJHH VTBepQena: 21.04.2025 

Page 1 of 11 / CTp. 1 03 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJlbTaTbI Specification / HopMa 
}CQ 

I 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 IlJIOCKl·!e 
side. / Kpyrnh1e nnocK11e Ta6JieTKl1 c qiacKOH, CBeTJIO-)KeJITOro U.BeTa C 
Ta6JieTK.II c qiacKOH, CBerno- rpaB11poBKOH «I» Ha OJJ,HOH cTOpoHe. 
)KeJITOro U.BeTa C rpaBHpOBKOH 
«I» Ha OJJ,HOH cTopoue. 

2 Identification/ M.uenTuq>uKauusi 

Ketorolac I KemoponaK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<I>-
cneKTPhI nornow:eHm1 ttcrrh1TyeMoro pacrnopa u 
pacrnopa CTaHJJ,apTHOro 06pa1ua KeToponaKa 
TPOMeTaMHHa )J,OJI)KHhl HMeTh MaKC.IIM)'Mhl npH 
0)1,HOH H TOH )Ke )J,JlttHe BOJIHhl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Me'laH11e: IlpoAyKT coorneTcrnyeT TPe6oBamrnM HJJ: 3aKJ110'lentte: O,l(OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
rlo.ArOTOBJleHo: A hi h llpooepeuo: Rama ITpoBepeuo (AOK): O)lo6peHo: O6ecrretieH11e Katiecrna/OrneTCTBeHHOe 

Kumar 

~ 
Kant 

~~ 
Ajay Kumar Srivastava nwu.o: ~ ~ ~ \IV'\ 

\ 

~ /1~ tiot _( c., 
Date/ Date I Date/ Date/ ( rov. '', '))'' 
}].a·ra : 22 .05.2026 .[(aTa: 22.052026 }].aTa: 22.05.2026 ,[(am: "v,,,, 

Regist ered Offi ce: 8-2-337, Road No. 3, Ba njara Hill s, Hyderabad - 500034, Tel angana, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys. com 
CIN : L85195AP1984PLC004507 

www.drreddys.com 

I 



•·· Dr.Raddy's ~;• 

CERTIFICATE OF ANALY l 
CEPTH<l>HKAT ABAJIH3A 

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 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IloOJJ.YKT: KeTopon® 3Kcnpecc (KeToponaK) Ta6neTKH, ,!:\ncneprn1>veM1>re B nonocTn pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2601078 Batch Quantity/ 36,00,000 tab/ 
Ce1>nH .N'2 O61>eM cep1111 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJIHTuqecKHii oTqeT .N'2 : 040003411620 

llaTa auaJIHJa 
22.05.2026 

Date of Manufacture / 
: 05/2026 Date of Expiry/ 

04/2028 .l(aTa DPOH3B0ACTDa roJJ.eH ,L\O 
Mfg. License No./ 

MA number:/ IIpoHJBOACTBeuuaSI : MNB/05/263 
HoMepPY : JIII-.N'2(004669)-(Pr-RU) 

.1111UCU3HSI .N"!! 

Analysis performed according ND: I AnannJ npoBeJJ.en no H.l(: JIIl-.N2(004669)-(Pr-RU)-190224 
PIL version aooroved: / H11CTDVKUHH YTBep)K,!leua: 21.04.2025 

No 
Test I IloKaJaTeJib Results I PeJyJibTaTbl 

.N'!! 

Complies / CoorneTcrnyeT 

Rem.arks : The Product confirms to ND/ 

IlpHMe<JaHue: TTpo.nyKT cooTBeTcTByeT -rpe60BaHH11M H.D: 
Prepared by I 
CToJJ.rOTOBJJeHo: Ashish 

Kumar ~ 

Date / 
J],aTa: 22.05.2026 

Checked by/ 

r:tposepeHo: Rama 

Kant 

Dale/ 
Aan1: 22.05.2026 

Checked by (AQA) / 

flpoaepeHo (AOK) : 

Ajay Kumar Srivastava 

-9n \ 
Date / 
,n:arn: 22.05.2026 

Page 2 of 11 / CTp. 2 n3 11 

Specification / HopMa 

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 BpeM» y.nep)l(Irnamui OCHOBHOro m1Ka Ha 
xpoMaTorpaMMe MCnbtTyeM0f0 pacreopa 
JJ.OJDKHO COOTBeTCTBOBaTb epeMeHH 
yJJ.ep>KHBaHl111 0CH0BH0ro n11Ka Ra 
xpoMaTorpaMMe paCTB0pa CTaH.napTHoro 
06pa3ua 1<eTopo11a1<a ·rpoMeTaMHHa 

<<Kon w:iecTBeHHoe onpeJJ.e11em1e»). 

Conclusion : APPROVED / 
3a1rn1o<JcHue: O,Ll;OliPEHO 

(pa3JleJJ 

Approved by: Quality Assurance/ Authorized person / 

O.no6peHo: O6ecnet.Jem-1e Kat.JecTBa/OTBeTcrneHHoe 

JI HUO:~}JJ_ \~""" 

Date I 
Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

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

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJilI3A 

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 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO.!lYICT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,!lHCneprupyeMbie B UOJIOCTH pTa, 10 Mr 
Market/ PhlHOK : Russia / Poccm1 
Batch No/ 

: V2601078 Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AttaJIHTH'leCKHii OT'leT .N'!! 

: 040003411620 
.LI:aTa attaJiuJa 

22.05 .2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry/ 
04/2028 .LJ:aTa npOH3B0,!lCTBa ro;:i:eu Jl:0 

Mfg. License N ~- / 
MA number:/ 

IlpouJBOJl:CTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHUCH3HH .N'!! 
Analysis performed according ND:/ AnaJiuJ npoBe,LJ;eu no H)];: JIII-X2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKUHH yTBep:>KJJ.ena: 21.04.2025 

Test I IloKalaTCJlb 

Butylhydroxyanisole I 
Eymw,zuopoKCUaHU30J/ 

Remarks : The Product confirms to ND/ 

Results/ PelyJ1bT8Tbl 

Complies / CooTBeTcTByeT 

IlpuMe'lanue: IlpOJIYKT cooTBeTcTByeT TPe6oaaHIDIM HA 

Prepared by / Checked by/ Checked by (AQA) I 
Ilo.QroTOBneHo: Ashish IlpoaepeHo: Rama ITpoaepeB0 (AOK): 

Kumar ~ Kant i ,,~ Ajay Kumar Srivastava 

~ _l--
Date/ Date / Date/ 
Aarn: 22.05.2026 ,UaTa: 22.05.2026 .D:arn: 22.05.2026 

Page 3 of 11 / CTp. 3 HJ 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). I 
BpeMeHa yt1,ep)!(J,!Bamrn IUIKOB 2-
6yTMllrMApOKCMaHM30lla M 3-
6YTMllrnApOKCMaHM30na Ha xpoMaTOrpaMMe 
MCilhITyeMoro pacTBopa AOll)KHhl 
COOTBeTCTBOBaTh BpeMeHaM yt1,ep)KMBaHID1 
IlMKOB 2-6yTMnrntl,pOKCMaHM30lla " 3-
6yTMllrJ,l,!lpOKCMaHM30lla Ha xpoMaTorpaMMe 
pacTsopa cTaHnapTHoro 06pa3ua 
6YTMnrnJipoKcMaHM3ona (pa3nen «CoJiep)KaHMe 
6yTMllrJ,IJlpOKCMaHM30lla» ). 

Conclusion : APPROVED / 
3aKmoqeuue: O,[(OliPEHO 

Appr0ved by: Quality Assurance/ Authorized person I 
O.no6peHo: O6ecnetJ:eHMe Ka'lecTBa!O:rseTCTBeHHoe 

nH~ k__O,.N'-'-1 

/)'{J ( 
Date / r 

'
2r ~Jo 

Aarn: 'v V' 
/ 

Registered Office: 8-2-337, Road No. 3, BanJara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

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

CEPTH~HKATAHAJIH3A 

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

Tei : +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::,;yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK} Ta6JieTKH, ;::,;ucneprupyeMble B UOJIOCTH PTa, 10 Mr 
Market / PbrnoK : Russia / Poccm1 
Batch No I 

: V2601078 
Batch Quantity / 36,00,000 tab/ 

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

: 040003411620 
Date of Analysis / 

22.05.2026 AuaJIHTnqecKuii oyqeT .N'!! .[(aTa auaJIH3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
llaTa npoH3BO)];CTBa ro}leH }lO 
Mfg. License No./ 

MA number:/ Ilpou3BO)];CTBeuuaH : MNB/05/263 
HoMepPY 

: JIIT-.N'2(004669)-(Pr-RU) 
JIHUeH3HSI .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe;::,;eu no 11,lI:: JIIl-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH yTBep,K)];eua: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 03 11 
No 

Test/ TioKaJaTeJib Results/ Pe1yJibTan,1 Specification / HopMa 
.N2 

3 Average weight/ CpeJJ.HSISI 69.9 mg I 69,9 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 I CoorneTcrnyeT 18/20 Ta6neTOK - He 6onee ± 10 %; 

OJJ.HOp0JlHOCTb MaCCbl 2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time I 
PacnaJJ,aeMOCTb 

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

5 Dissolution / PacTsopenne Unit-1 / Ta6n-1 97% Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 99% 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C1sH13NO3•C4H11NO3 (KernponaKa 

Unit-3 / Ta6n-3 99 % TpOMeTaMliH) •rnpe3 15 MJ1H. 

Unit-4 / Ta6n-4 99% 

Unit-5 / Ta6n-5 100 % 

Unit-6 / Ta6n-6 100% 

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

Tip1-1Me11anne: TipoJJ.yKT coorneTcrnyeT Tpe6oBaHIDIM HA JaKJIJO'leHne: O,IJ:OliPEHO 
1:=:::===::::::::::::::::::::::::====,;:::::========::::;;==========: 

Prepared by / 
Tio,nroToBneHo: Ashish 

Kumar ~ 

Date/ 
}];am: 22.05.2026 

Checked by / 
TTpoBepetto : Rama 
Kam 

Date I 
}];am: 22.05.2026 

Checked by (AQA) / 
TipoeepeHo (AOK): 
Ajay Kumar Srivastava 

~ -
Date/ 
}];am: 22.05.2026 

Approved by: Quality Assurance/Authorized person I 
OJJ.o6petio: O6ecne1.1em1e Ka'lecTea/OTeeTcTee1rnoe 

JlHU~\CO,\M""" 

Date I 
}];am: 

Registered Offi ce: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

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

www drreddys.corn 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~ImATAHAJill3A 

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

rel: +91 98166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO/l:Yii.'.T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, /l:HCneprupyeMhie B DOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia I Poccm1 
Batch No/ 

: V2601078 
Batch Quantity / 36,00,000 tab/ 

CepnH .N'!! O6'beM cepnu 36,00,000 Ta6 
Analytical Report No / 

: 040003411620 
Date of Analysis / 

22.05.2026 
AHaJIHTn11ecKnii OT'leT .N'2 ,l(aTa auaJinJa 
Date of Manufacture/ 

: 05/2026 
Date of Expiry/ 

04/2028 
,l(aTa npOH3B0/l:CTBa roll:eH /l:O 
Mfg. License No./ 

MA number:/ 
IlpouJBO/l:CTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBeAeH no H,l(: Jil1-.N'2(004669)-(Pr-RU)-190224 
PIL version annroved: / llHCTPVKIIHH YTBep'.ll(Jl:eua: 21.04.2025 

Page 5 of 11 / CTp. 5 HJ 11 
No 

Test I IloKa3aTeJib Results I PeJyJihTaThl Specification / HopMa 
N!! 
6 Particle size distribution / Complies / CoorneTcrnyeT A uniform suspension passing through a 710 µm 

,ll.ucnepcuocTb sieve is formed. I O6pa3yeTOI O,UHOpo,nHaH 
cycneH31rn, npoxo.u»ma» CKB03b CHTO C 
pa3MepoM ornepcrnli 710 MKM. 

7 Impurities/ IlpnMecn 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HmKe npe.nena KOJIWieCTBeHHOfO 
1-n,mpOKCl-faHaJI0f onpe.neneHHH (ITKO = 0.0032%) 
KeTOpOJiaKa 

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

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 %; 
e.nHHHt.JHaH 
He11.neHTl1~11u11poBaHHaH 
IIpHMeCb 

total impurities / 0.1 % not more than 1.0 %. / He 6onee 1,0 %. 
cyMMa np11Meceli 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipnMe'lam1e: l1po.nyKT coorneTcrnyeT TPe60BaH11»M H,ll; 3aKJIIO'leuue: O,ll.OliPEHO 

1:============.;:::::======:::;--;::==========: 
Prepared by/ 
noJirOTOBJ1eHO: Ashish 

Checked by/ 
TipoaepeHo: Rama 

Checked by (AQA) / 
l1poeepeH0 (AOK): 

Approved by: Quality Assurance/ Authorized person I 

Kumar ~ 

Date / 
,ll;arn: 22.05.2026 

Kant Ajay Kumar Srivastava 

-t\, 

Date I Date I 
)].aTa: 22.05.2026 ,ll;arn: 22 .05.2026 

OJlo6peHo: O6ecneqem1e Kat.Jecrna/OrneTCTBeHHoe 

JJMU~.Q.o-.t t QM W\ 

Date / 
)J.arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALY I 
CEPTH <I> HKAT AHAJIR3A 

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 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlllOAYKT: KeTOPOJI® 3 1ecnpecc (KCTOpOJlaK) Ta6JreTKH, JJ.JICnepnrpyeMblC e OOJIOCTH pTa, 10 Ml' 
Market / PhlHOK : Russia / Poccmi: 

Batch No/ 
: V2601078 

Batch Quantity / 36,00,000 tab/ 
Cepm1 .N'!! O6'beM cepmr 36,00,000 Ta6 
Analytical Report No / 

: 040003411620 
Date of Analysis / 

22.05.2026 
AuaJiuTnqecKuii oTqeT .N'2 llaTa aaaJiuJa 
Date of Manufacture / 

: 05/2026 Date of Expiry / 
04/2028 

.llaTa DPOll3BOJJ.CTBa ro)J.CH JJ.O 
Mfg. License No./ 

MA number:/ 
IlpOH3BOJJ.CTBeHH3H : MNB/05/263 

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

JIIIJ(CH3UH .N'!! 
Analysis performed according ND:/ AnaJiu3 npoee)J.eu no H,11;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncTDVKI\HH yTBepiK.Qeua: 21.04.2025 

Paee 6 of 11 / CTp. 6 HJ 11 
No 

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

8 Water content/ 2.1 % Not more than 7.0 %. / 
Coaep:IKaHue B0JJ.bI He 6onee 7 ,0 %. 

9 Residual solvents / OcTaTO'IHbie oprauuqecKue pacTBopuTeJiu 

Isopropyl alcohol / 7 µg/tab / Not more than 350 µg/tab . / 
I-bonponatton 7 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: TTpo.uyKT cooTBeTcrnyeT rpe6osaHIDIM H)J, 3aKJUOlfeune: O):lOliPEHO 

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

Tio.urornsnetto: Ashish npoeepeHo: Rama Tiposepetto (AOK) : OLto6~ eH • O6ecne1.1em1e Ka'!ecrna/OrneTcTBeHHoe 
Kumar Kant 

~~ 
Ajay Kumar Srivastava ., ~o JlHUO , W'\ 

~ ~ ) ~~{. 

Date / Date I Date / 

1
1:Date / \ 

' 
-~3, v 
'v ry> 

)],am: 22 .05.2026 }Jpa: 22.05.2026 )],am: 22.05.2026 .l(aTa: ,' 

Registered Office: 8- 2-337, Road No 3, BanJara Hill~, Hyderabad · 500034, Telangana, lndla 
Tel: +91404900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004S0i 
www.drreddys.com 



•·· Dr.Raddy's~;• 
CERTIFICATE OF ANAL Y I 

CEPTH<I>HKAT AHAJIH3A 

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 
w1,vw.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpoJIVKT! KeTOll0.11® 3Kcnpecc (KCT0p0JJaK) Ta6JJeTlrn, /lllCnepr11pyeML1e B UOJIOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2601078 Batch Quantity/ 36,00,000 tab / 
Cepun .N'!! O61>eM ceo1m 36,00,000 Ta6 
Analytical Report No/ 

: 040003411620 
Date of Analysis / 

22.05.2026 
AHaJIHTH'leCKHH OT'leT .N'!! llaTa aHaJIHJa 
Date of Manufacture / 

: 05/2026 
Date of Expiry/ 

04/2028 
.llaTa Dl)Ol-13B0/lCTBa ro;i;e11 ll0 
Mfg. License No./ 

MA number:/ 
IlpoHJBO/lCTBeunaH : MNB/05/263 

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

JIH1-eH3HH .N'2 
Analysis performed according ND: I AuanuJ npoBe11eH no 1-I)J;: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucT»VK1.urn y-raep,t<JJ.ena: 21.04.2025 

Page 7 of 11 / CTp. 7 HJ 11 
No 

Test/ IloKaJaTeJlb Results/ PelyJlbTaTbl Specification / HopMa 
.]'(2 

10 Microbiological purity*/ MttKpo6ttoJ1orn'!ecKaH '!HCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w.ee q11cno He 6onee 103 KOE/r; 
a.3p06HhlX MMKpO-
opraHl13M0B 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count / o6w.ee q11cno He 6onee 102 KOE/r; 
,upm101<eBhIX H IIJieCHeBhlX 
rpH60B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TCYTCTBMe a 1 r . 

11 Uniformity of dosage units / Acceptance value (AV) not more than 15.0 
O)lHOpOJlHOCTb 

6.8 
IToKa3aTeJih npHeMJieM0CTH (AV) )l0JI)KeH 6hITh 

Jl03HpOBaHHblX e)lHHHU. ne 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npnMe'!aHue: ITpOJJ.YKT C00TBeTCTByeT Ype6oaamtR:M H,[{ 3aKJ1t0'!eHue: OtJ:OliPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
n o.n.roTOBJICHO: Ashish ITponepeHo: Rama ITpoaepeHo (AOK): On.o6p~ : O6ecneqeHJ,1e Kaqecrna/OrneTCTBeHHoe 
Kumar Kant 

~~ 
Ajay Kumar Srivastava Jll11.l0! ) ' I.a--\ \(J;\AA ~ 

~ ~--1- /) " C\J f ' -
Date/ Date / Date/ 

I 
Date I ( \ {/~,[1)1> vt' 

,[{am: 22.05.2026 )J,aTa: 22.05.2026 ,[{am: 22.05 .2026 ,[!,am: / 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel : +9140 4900 2900, Fax: +91404900 2999, ~mail : mail@drred dys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 

I 



••• Dr.Reddy's ~;• 

CERTIFICATE OF ANALY IS 
CEPTH<l>HKA T AHAJIH3A 

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 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)lyKT: J(eTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, .a.ucnepnmveMble e UOJIOCTH PTa. 10 Mr 

Market / PLrnoK : Russia I Poccm1 
Batch No/ : V2601078 

Batch Quantity / 36,00,000 tab / 
Cepun .N'!! O6'beM cemrn 36,00,000 Ta6 
Analytical Report No/ : 040003411620 

Date of Analysis / 
22.05.2026 

AHaJHITlf'ICCJrnii OT'leT .N'!! JlaTa anaJiu1a 

Date of Manufacture/ : 05/2026 
Date of Expiry / 

04/2028 
.l(aTa np0H3B0)),CTBa ro.a.en A O 

Mfg. License No. / MA number:/ 
Ilpou1eoJJ,cTeenuan : MNB/05/263 

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

JlU~eH3HH .N'!! 

Analysis performed according ND: I AuaJiu1 npoeeJJ,eu no II)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HncTPYKU.HH yTnep,KJlena: 21.04.2025 

Page 8 of 11 / CTp. 8 u1 11 
No 

Test I IloKaJaTeJib Results/ Pe1yJihTaTbt Specification/ HopMa 
N!! 

12 Assay/ Kom1qecTBeuuoe 10.3 mg/ 10,3 Mr From 9.0mg to 11.0mg of 
onpe)leJieuue (102.9 %) C1sH 13NO3•C4H 11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr )lO 11,0 Mr 
C1 sH13NO3•C4H1 1NO3 (KernpoJJaKa 
TPOMeTaMH H) (OT 90,0 )lO 110,0 % OT 
3aS1 BJ1eH1i0ro KOJlH'•leCTBa) B Ta6JieTKe. 

13 Butylbyd roxya nisole 0.1059 mg/tab I Not less than 0.042 mg/tab. / 
content I Co)lepJKauue 0,1059 Mrs Ta6JJeTKe He MeHee 0,042 Mrs Ta6JJeTKe. 
6yTHJirH)lpOKCUaHU30~a 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
flp11MC'faH11e: Tipo.uyKT C0OTBeTCTByeT Tpe6osaHIDIM H,D, 3aKmoqeuue: 0,lJ.OliPEHO 

Prepared by / Cl1ecked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
no.uroTOBJJeHo: Ashish OposepeHo: Rama TiposepeHo (AOK): OAo6petto: O6ecneqemie Kaqecrna/OrneTcrneHHoe 

Kumar ~! Kant 

~ 
Ajay Kumar Srivastava n HUO: ~ (~v"v\ 

__;.---, -%_>- /Ji ~~ / , 

Date / Date/ Date / Date / \ fC-~-v--1, ~ V 
,D,arn: 22.05.2026 ,l{ani: 22 .05.2026 ,Uarn: 22.05.2026 ,l{arn: / 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +91404900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys. com 



•·· Dr. Raddy's ~;• 

CERTlFICATE OF ANALY IS 
CEPTH~HKATAHAJIH3A 

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

Tei: +9198166 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilp0,!1.YKT: KeTOpoJI® 3Kcnpecc (KeTopoJiaK) Ta6.rteTKII, ,nncnepnrnveMblC B DOJIOCTU pTa, 10 Mr 
Market/ PhlHOK : Russia / Poccm, 
Batch No/ : V2601078 

Batch Quantity / 36,00,000 tab I 
Cep1rn .N'!! O6beM cepim 36,00,000 Ta6 
Analytical Report No / : 040003411620 

Date of Analysis / 
22.05.2026 

AuaJIHTH'lecKnii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture / : 05/2026 

Date of Expiry / 
04/2028 

,ll;aTa np0113B0,!I.CTBa ro,11.eu ,!1.0 

Mfg. License No./ MA number:/ 
IlpOH3B0,!1.CTBeHHaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npose,11.eu no H)J,: JIII-.N'!!(004669)-{Pr-RU)-190224 
PIL version approved: / liHCTPYKU.HH YTBet>)K,11.eua: 21.04.2025 

Page 9 of 11 / CTp. 9 H3 11 
No 

Test I IloKaJaTeJlb Results / PeJyJihTaTbl Specification / HopMa 
}fo 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/AL/PE with 
Onucauue ynaK0BKH (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. / no 10 Ta6neTO'K s 6n11c-repe tt3 
information leaflet in a carton (TIA/ AJI/TI3 C snaronornonneneMfn3BTI) 
pack. I no 10 Ta6neT0K B cpom,rn II (TI3/AJI) (~OJlbfH. no 1 Hntl 

6mtcTepe 113 (n A/ AJI/n::> C 6m1cTepa BMecTe C Jll1CTK0M-BKJia)lbIWeM 
snaronornornTeneMln3Bn) rra'IKY KapT0HHYJO. 
qioJibm II (TI3/AJ1) qionbm. Do 
2 6Jil1CTepa BMeCTe c Jll1CTK0M-
BKJia)lbIWeM B na'IKY 
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 JieKapCTBeHH0ro npenapaTa KOHTpOJib Ka'-leCTBa no UOKaJaTemo «MHKpo6uOJIOl'H'-leCKaH 
'{UCTOTa» npoBO.llHTCH )lJISI Ka~on 2O-on cepuu, HJIH .llJISI OJI.HOH cepHH B roJJ,, B laBUCHMOCTH OT Toro, '-ITO 

uacTymn paubrne. 

Remarks : The Product confirms to ND/ 
IlpnMe<ta1me: Tipo,nyKT coorneTcrnyeT TPe6osattID!M HA 

2 
B 

Prepared by/ 
Tio,nroTOB11etto: Ashish 

Checked by/ 
TipoBepetto: Rama 

Checked by (AQA) / 
np0Bepe1-10 (AOK): 

Approved by: Quality Assurance/ Authorized person / 
OJlo6peHo: O6ecne1Iett11e KatJecrna/OrneTcTBettHoe 

n11uo: ~ t~""' Kumar ~ 

!Date/ 
Aan1: 22.os.2026 

Kant 

I Date I 
L(aTa: 22.05.2026 

Ajay Kumar Srivastava 

Date I 
J],aTa: 22.05.2026 

Date / 
,Qa-ra: 

Registered Office ; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, Ind a 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys. com 
CIN : L8519SAP1984PLC004507 

www.drreddys.com 



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

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei : +91 98166 56001-02 
1,vww.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;w1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!J,HCUeprupyeMbie B U0JI0CTH pTa, 10 Ml' 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2601078 Batch Quantity / 36,00,000 tab/ 
CepnH .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No / : 040003411620 

Date of Analysis / 
22.05.2026 

AuaJinTnqecKnu oTqeT .N'!! ,UaTa auaJiu3a 
Date of Manufacture / 

: 05/2026 
Date of Expiry / 

04/2028 
)J.aTa np0H3B0,!J,CTBa ro,!),eH ,1),0 
Mfg. License No./ 

MA number:/ 
Ilpon3BO,!J,CTBennaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 np0Be,1J,en no H,U: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKIIHH YTBep,KJJ.eua: 21.04.2025 

Page 10 of 11 / CTp. 10 03 11 
API name/ HanMenoBanue AWC: Ketorolac tromethamine I KernponaKa TPOMeTaMMH 
INN /MHH: Ketorolac I KernponaK 
API manufacturer batch number/ ABSH006409 
HoMep cepuu npon3B0,!J,HTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTan11uu npon3B0,!J,HTeJIH FESA00589 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
IlpouJBO,!J,HTeJib AWC, cTpaua: ,D;-p Pe;::ur,11'c Jla6oparnp11c JlT,r:i:., Htt,r:i:1151 
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 
HanMenoeauue, a,1J,pec, Jin11euJnH ,!J,JIH ,D;-p Pe;::ur,11'c Jla6opaTop11c JlT,r:i:., 11HJJ:M51, TTpomBO,ll.CTBeHHoe 
Ilpon3BO,!J,CTBeunaH nJI0111a;:i;Ka / IIJI0111a.[I.Ka no;:i:pa.3;:i:enem1e-6, BttJIJI. Kxonh, Hanarapx Poy;:i:, EaMM, ,D;ttcTpttKT 
K0HTp0JIH KaqecTBa / IIJIOIIIa,!J,Ka BbIDYCKa ConaH, x.n., 173205, HH,!J,1151 (nm.1.eH3H51 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/ 
IlpnMe'lanue: ITpo,nyKT cooTBeTcTByeT Tpe6osaHIDIM HA 
::===========:-;::::========::;-;::::======== 

Conclusion : APPROVED I 
3aKmoqeuue: O,ll.OliPEHO 

Prepared by / 
TT0.ar0To.ane110: Ashish 

Checked by/ 
TiponepeHo: Rama 

Checked by (AQA) I 
TTpooepeHO (AOK): 

Approved by: Quality Assurance/ Authorized person I 

Kumar ~ 

IDate / 
)la-ra: 22.05.2026 

OD.06pe1-10: O6ecneqettue KaqecTBalOTBeTCTBeHttoe 

m~U~J._oj t CWj'"", Kant 

I Date / 
)laTa: 22.05 .2026 

Ajay Kumar Srivastava 

~ 
Date/ 
)],am: 22.05.2026 

Date / 
,ll.arn: 

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

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

www.drreddys.com 
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•·· Dr. Raddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJIII3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilponv1n: KeTopoJJ® 3Kcnpecc (KeTopoJJaK) Ta6JJeTKH, nucnepruoveMhie B noJJOCTH pTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 
Batch No/ 

: V2601078 
Batch Quantity/ 36,00,000 tab/ 

CepnH .N'!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AnaJJuTuqecKuii oTqeT .N'!! 

: 040003411620 
)l,aTa auaJJu1a 22.05.2026 

Date of Manufacture / 
: 05/2026 

Date of Expiry / 
04/2028 )l,aTa IlPOH3B01lCTBa roneu Jl0 

Mfg. License No./ 
MA number:/ 

Ilpon1B01lCTBeunaH : MNB/05/263 
HoMepPY 

: Jlll-.N'!!(004669)-(Pr-RU) 
JJHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJJHl npoBelleH no 11,l(: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTDVKQHH yTBep)Kllena: 21.04.2025 

Page 11 of 11 / CTp. 11 u1 11 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacT05.IIIJJiM 5.1 IlOJlTBep)l(}laIO, qTo rrp:rrne]leHHM Bhlllle HH<pOpMau;mi: 5.IBJUleTC5.I 

.JJ:OCTOBepHOH H T011HOH. 3Ta cepH5.1 npOJlYKIIHH npOH3Be}leHa (BKJII011a5.I ynaKOBKY (MapKHpOBKy) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa3aHHOH npoH3BO]lCTBeHHOH nrrorn;a}lKe (nrroma,n;Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5.IMH ITpamrn Ha]lJie)l(ameif rrpoH3BOJlCTBeHHOH rrpaKTHKH EBpa3HHCKoro 3KOHOMH11ecKoro co103a H 

Tpe6oBaHH5.IMH KOHTpOJI5.I KaqecTBa rreKapCTBeHHhIX cpe}lCTB, a TaK)l(e s COOTBeTCTBHH co crreIIH<pHKaIIH5.IMH, 

co.n;ep)l(amHMHC5.I B perHCTpaIIHOHHOM JlOChe CTpaHhI-HMIIOpTepa. 3anrrcrr no npOH38OJlCTBY, yrraKOBKe H aHaJIH3Y 

rrpoBepeHhl, H ycTaHOBJieHO rrx COOTBeTCTBHe Tpe6osaHH5.IM ITpasrrrr Ha]lJie)l(ameiI rrpOH3B0}lCTBeHHOH rrpaKTHKH 

EBpa3HH.CKOro 3KOHOMrrqecKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpuMeqauue: ITpOA)'KT coorneTcrnyeT rpe6oBamrn:M HA 3aKJ110'leuue: 0)1,0l>PEHO 

1:===========;-;:::=======::::;;:::========: 
Prepared by / 
TTonroToBneHo: Ashish 
Kumar 

~ 
Date / 
)].aTa: 22.05 .2026 

Checked by/ 
flpoeepeHo: Rama 
Kaot 

Date/ 
)],a-ra: 22.05.2026 

Checked by (AQA) / 
TTpoeepeHo (AOK): 
Ajay Kumar Srivastava 

Date / 
)].aTa: 22.05.2026 

Approved by: Quality Assurance/ Authorized person / 
OJJ.o6peHo: O6ecne'leHH.e Ka'!ecrna/OrneTcTBeHHoe 

JlHU~tol tCOV\A W') 

Date I 
,IJ;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www drreddys.com 


