
•·· Dr. Reddy's ~;• 
CERTIFl TE OF AN LY I ' 

CEPTHtl>HKAT AHAJID3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

T?I : +91 98166 ':>6001-02 
'd'\'W. d rred dys. co 111 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPo.lIYKT: KeTopon 3Kcupecc (KeTOTlOJlaK) Ta6JJeTIS:II, .uucnepronveMble B IIOJJOCTII pTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 

. 

Batch No/ 
: V2502466 

Batch Quantity/ 36,00,000 tab/ 
Cepm1 .N'!! O6beM cep1m 36,00,000 Ta6 
Analytical Report No I 

: 040003238412 
Date of Analysis / 29.12.2025 

AuaJJHTH1Jec1mu OTlfeT .M! l(a'ra auaJJH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

.ll,aTa UP0U3B0,UCTBa r'oaeu ,ao 
Mfg. License No./ 

MA number: I 
Ilpon3Bo,a:cTBenuaH : MNB/05/263 

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

Jl llll,CH311H X!! 
Analysis performed according ND:/ AuaJJH3 npoBe,a:eu no H.ll,: JIII-X!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTnvK1urn }'TBCP,KJ.J,ena: 21.04.2025 

Page 1 of 11 / CTJJ. 1 H3 11 
No 

Test/ floKaJaTeJih Results/ PeJyJihTaThl Specification / HopMa 
.N'!! 

1 Description / Onucanue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpynlhle ITJIOCKHe 
side. I Kpyrnhie nnocKHe rn6neTKH c cpacKoi1, caerno-JKeJIToro UBeTa C 
rn6neTKH c cpacKoi1, caerno- rpaa11poBKOH «I» Ha o.nttoi1 cTopoHe. 
JKeJITOro uaeTa C rpaBI1pOBKOH 
«I» Ha o.ntto11 crnpotte. 

2 Identification/ H.nen1111jmKa1..1,ust 

Ketorolac I Kcmopo,1a1-.. UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-

Complies / CoorneTcrnyeT cneKTPhI nornol.l(eHHR HCITbITyeMoro pacrnopa H 
pacrnopa CTaH.napTH0ro 06pa3ua Kempon a Ka 
TP0MeTaMHHa .nomKHbl HMeTh MaKCHM)'Mhl npH 
O.IJ:HOH 11 TOH JKe MHHe BOJJHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'IaHue: Tipo.nyKT coorneTcrnyeT TPe6oaaHIUIM H,[( 3aicJ110•1eHue: O,Ll;OEPEHO 

Prepared by/ 
no,D.rOTOBne1w: Pravesh 

Rana i 
D ate I 
,lJ,aTa: 29. 12.2025 

Checked by/ Checked by (AQA) I App.roved by: Quality Assurance/Authorized person/ 

flposepef!O: Pardeep np sepeH0 (AOK): O.no6petto: O6ecne'-!eHHe Ka'-lecrna/OrneTcTBeHHOe 

Kumar Amit Kum/ IILlUO: 

0? J-:-- ~~ 
Date/ Date / I Date / <"J-9-l 'L--VO✓ )lam: 29. 12.2025 lJ;aTa: 29. l 2.2025 I )lam: 

Registered Ofiice: 8-2-337, Road No. 3, Banjara Hills, Hydei-abad -_500034, Tel~ngana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

C\N : L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 

Formuiation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 

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

T2i : +9198166 56001-02 
\ .J1.'· 1w.d rreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO.LO'h.'"T: KcTOpoJI® 31.:crrpecc (KeTOPOJl8K) ·ra6JICTKH, ~JJCDCPl"lll)Ve.1\11:,Ie B DOJIOCTII pTa, 10 Mr 
Market/ P1.rnoK : Russia / Pocciu1 
Batch No/ 

: V2502466 
Batch Quantity / 36,00,000 tab I 

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

: 040003238412 
Date of Analysis / 29.12.2025 

AHaJIHTu-..ecKHH OPieT .N'!! .z:t:aTa auaJiuJa 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 11/2027 

.z:t:aTa DPOH3B0~CTBa ro~eH ~O 
Mfg. License No. / 

MA number:/ 
IlpouJBO~CTBeHHaH : MNB/05/263 

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

JlUl~eH3HH .N'!! 
Analysis performed according ND:/ AuaJ1113 npoBe~eH no H,n:: Jlll-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKQHH VTBep,K)J,ena: 21.04.2025 

Pn2e 2 of 11 I CTp. 2 u3 11 
No Test I IloKaJaTeJJb Results/ PeJyJJbTaTbt Specification/ HopMa 
.N"!! 

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 BpeMl! y.uep)KHBaHIDI OCHOBHOro ITHKa Ha 

Complies / CoorneTcrnyeT xpoMaTorpaMMe HCITbITyeMOTO pacrnopa 
,U0fl)KH0 COOTBeTCTBOBaTb BpeMeHH 
y .uep)KHBaHIUI OCH0BIIOTO nmca IJU 

xpoMaTOrpaMMe pacrnopa CTatt.uapTHOTO 
06pa3u;a KeToponaKa rpoMeTaMHHa (paJ.uen 
«Kon111-1ecrnettttoe onpe.uenett11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe>tauue: TTpo.uyKT coorneTcrnyeT rpe6oeaHHl!M HJJ: 3aKJJLO"leuue: 0.il:OliPEHO 

Prepared by / 
ITo.uroToenetto: Pravesh 

Rana 

I 
Do te / 

AetTa: 29.12.2025 

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

llpoeepeHo: Pardeep ITpoeepeHo (AOK): O.uo6peHo: O6ecrre'lem1e Ka'lecTBa/OrneTcTBeHHoe 

Kumar Amit Kumar ' JTHUO: 

~~ ~ t-_/ / 

I 
Date / Date I 'Date / ~ ·--\ 'L-- '7-A ~ 
;ri;aTa: _< . 12.20 ... 5 JJ.arn: 29.12.2025 )];a Ta: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em ail: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH ti> HKAT AHA.JIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 

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

12 :: +91 98166 56001-02 
·., .J'. ;w.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJ{YKT: KeTOPOJI 3Kcnpccc (KeTOPOJiaK) Ta6JieTKH, ,[I;HCneprupyeMbJe B DOJIOCTH pTa, 10 Mr 
Market/ PbIHOK : Russia / Poccm1 
Batch No I : V2502466 

Batch Quantity / 36,00,000 tab/ 
Cepun .N'!! O6beM cepnn 36,00,000 rn6 
Analytical Report No/ Date of Analysis/ 
AHaJinTu-..ecKHH oTqeT .N'!! 

: 040003238412 
,[(aTa aaaJin3a 

29.12.2025 

Date of Manufacture/ 
: 12/2025 

Date of Expiry / 11/2027 
,l(aTa npoH3B0,[I;CTBa rotI;eH ,[I;O 
Mfg. License No./ 

MA number:/ 
Ilpon3BOtI;CTBeHHaH : MNB/05/263 

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

JIHIJ;eH3HH .N'!! 
Analysis performed according ND:/ AaaJin3 npoBetI;eH no H,l(: .JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HncTPJIKU.nSJ YTBcp~eaa: 21.04.2025 

Test I IloKalaTem, Results/ Pe1yJ1bTaTbl 

Page 3 of 11 / CTp. 3 n3 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 

Butylhydroxyanisole I 
Symz1J12uopoKcuaHU30J/ 

Complies / CoorneTcrnyeT 
BpeMeHa y,nep)l(I1Bamu1 IlHKOB 2-
6YTHllfHApOKCHaHH30lla H 3-
6YTttnrn,npoKCHaHH30lla Ha xpoMaTOrpaMMe 
HCilhITyeMoro pacrnopa ,QOll)l(Hhl 
C00TBeTCTBOBaTh speMeHaM y.nep)l(HBaHID! 
IlHK0B 2-6yTHllfHApOKCHaHH30na H 3-
6YTttllrH.D,pOKCHaHH30lla Ha xpoMaTOrpaMMe 
pacrnopa cmH.napTHoro 06pa1ua 
6YTHnrn,npoKcHaHmona (pa3,nen «Co,nep)l(aH11e 
6YTHnrn,npOKCHaHH30lla» ). 

-
Remarks : The Product confirms to ND/ 

I
Conclusion : APPROVED / 

Ilpime1.Jam1e: Tipo,nyKT cooTBeTcrnyeT TPe6osaHIDIM HA 3aKJlto'teHue: O,LJ:OJiPEHO 

Prepared by / 
Tio.nroTOBJieHo: Pravesh 
Rana 1 
Date I 
)];aTa: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
Tiposepe1m: Pardeep TTpoaepe1m (AOK): O,no6petto: O6ecne'leHHe Ka•1ecl'Ba/OrneTc1·seHHOe 
Kumar Amit Kumar nKuo, ~~ 
~ (\/~ 

Date I Date / !Date/ ~ -I ?..--~ ~ )];am: 29.12.2025 ;D;aTa: 2 . 12.202 - )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanga~.i. India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: mail@dmiddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

CERTIFICATE OF ANALYSIS lei: +9198166 56001-02 
CEPTil<l>HKAT AHAJilI3A ,,,ww.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,l),yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,ll,HCneprunveMble B D0JI0CTH pTa, 10 Mr 
Market / P1.rnoK : Russia / Pocc1-rn: 
Batch No/ 

: V2502466 
Batch Quantity/ 36,00,000 tab/ 

Cepm1 N!! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003238412 
Date of Analysis / 

29.12.2025 
AnaJiuTuqecKun oTqeT N!! ,Il,aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
.l(aTa np0H3B0,lJ,CTBa ro,l],eH ,1),0 
Mfg. License No./ 

MA number:/ 
IlpOH3B0,lJ,CTBeHHaH : MNB/05/263 

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

JIH~eHJHH N!! 
Analysis performed according ND:/ AuaJiu3 npoBe)J;eu no H,II,: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IfuCTpyK~HH yTBep,K)],ena: 21.04.2025 

Page 4 of 11 / CTp. 4 HJ 11 
No 

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

3 Average weight/ Cpe,ll,HSISI 70.8 mg/ 70.8 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr ,lJ,0 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 CoorneTcrnyeT 18/20 Ta6JieTOK - He 6onee ± 10%; 
O,lJ,HOpO,ll,HOCTb MaCCbl 

2/20 rn6neToK - He 6onee ± 20 %. 

4 Di~inteir:ition time/ 00 min 25 sec/ 00 MHH 25 ceK Not more than 3 min. / He 6onee 3 MHH. 
Pacna,[laeMOCTb 

5 Dissolution/ PacTBOpeuue Unit- I I Ta6n- l 95% Not less than 75 % (Q) of C1sHuNO3•C4H"NO3 

Unit-2 I Ta6n-2 96% 
(ketorolac tromethamine) in 15 min. / He MeHee 
75 % (Q) C 15H13NO3 •C4H1 I NO3 ( KeTOpOJiaKa 

Unit-3 I Ta6n-3 98 % TpOMeTaMIIH) qepe3 15 MIIH. 
\ 

Unit-4 / Ta6n-4 98 % 

Unit-5 I Ta6n-5 99 % 

Unit-6 I Ta6n-6 100 % 

~ -
Remarks : The Product confirms to ND/ 

I 
Conclusion : APPROVED / 

Up11Mecrnuue: IlpOL\YKT coorneTcrnyeT Tpe6oBaHIDIM H,JJ; 3aKmoqeuue: O,ll:OEPEHO 

Prepared by / 
Ilo,n:roTosneHo: Pravesh 
Rana i 
Date / 
}];am: 29.12.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpoBepeHo: Pardeep TiposepeHo (AOK) : O,lJ,o6peHo: O6ecneqeH11e Kaqecrna/OrneTcTBeHHoe 
Kumar Amit Kumar A..._ JIIII.{0: 

VzAo/ --!-z- r--~~ 
Date / Date I ]Date/ ~ - l Q__--U> ~/ 

-
l].aTa: 29. L.2025 }];am: 29.12.2025 }];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde1 a bad - 500034, Te!Jng.i:ia, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~HKATAHAJI1I3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l<hol , 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 
IlpOA_VJ.:T: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,nucneprunveMbJe B DOJIOCTH pTa, 10 Mr 
Market / PMHOK : Russia / Poccm1 
Batch No/ 

: V2502466 
Batch Quantity / 36,00,000 tab I 

Cepu11.N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003238412 
Date of Analysis/ 

29.12.2025 
AuaJinTnciecKnii OT'IeT .N'!! .[(aTa auaJiu3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11/2027 
,ll;aTa DPOH3BO,nCTBa ro,neu ,no 
Mfg. License No./ 

MA number:/ 
Ilpon3BO~CTBeuua11 : MNB/05/263 

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

JIHQeH3HB .N'!! 
Analysis performed according ND:/ AuaJIHJ npoBe,neu no H,IJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / HucTPVKQHB YTBep~eua: 21.04.2025 

Paec 5 of 11 / CTJ>. 5 03 11 
No Test/ IloKa3aTeJlb Results/ Pe3yJibTaTbl Specification/ HopMa 
.N'! 

6 Particle size distribution/ Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
,[1;11cnepcHOCTb sieve is formed. I O6pa3yeTCH 0,ll,H0pO.D.Ha.11 

cycneH3IDI, npoxoMma.si CKB03b CHTO 
pa3MepoM ornepCTl1l1 710 MKM. 

7 Impurities/ IlpnMec11 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: I I HmKe npe.D.ena 
l -rn.D.p0Kc11a11anor KOJIW!eCTBeHHOr0 onpe,D,eJJeHID! 
KeTopo11aKa (ITKO = 0.0032 %) 

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / He 6011ee 0,8 %; 
1-KeToattanor KeToponaKa 

unidentified impurity / 0.03 % not more than 0.5 %; / He 6011ee 0,5 %; 
e,ll,HHH'IHa.11 
He11,D,eHT11~11u11poBaHHa.si 
npttMeCh 

total impurities / 0.1 % not more than 1.0 %. I He 6011ee 1,0 %. 
cyMMa np11Mecett 

Remarks : The Product confirms to ND/ 

II
Conclusion : APPROVED/ 

Ilp11 Me1.1a 11ue: Ilpo.D.yKT coorneTcrnyeT rpe60BaHID1M H,LJ; 3ai-J110•1e11ue: O,LJ;OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
IT o.n.roTOBJJello: Pravesh 
Rana { 
Dote I 
ll,arn: 29 .12.2025 

IlpoBepeHo: Pardeep IlpoBepeHo (AOK): O.n.o6p Ho: O6ecne'-!eH11e Ka'lecrna/OrneTcTBeHHOe 
Kumar Amit Kumar JJH UO'. 

~~ ~ ('-~ 
Date I Date I 'Date / 'l---9 --\ 1--- 1-0 M p:arn: 29.12.2025 )];am: 29.12.2025 ,IJ;arn: 

Registered Office: 8-2-3 37, Road No. 3, Banja ra Hills, Hyderabad - 500034, Telangana, Ind ia 
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Ema il: ma il@dm~ddys.com 

CIN : L85195AP1984PLC004507 
w ww.drreddys.com 

C 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<I> IIKAT AHAJilf3A 

Viii. l(hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

Tel: +9198166 56001-02 
1.1w1N.drreddys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoi.yKT: KeTopoJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JJeTKH, i.ucneprunveMble B DOJIOCTH pTa, 10 Mr 
Market/ P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2502466 
Batch Quantity/ 36,00,000 tab I 

CepuB .M! O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003238412 
Date of Analysis / 29.12.2025 

AuaJJHTH'lecKuii OT'leT .N'!! llaTa auaJiu3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 11/2027 

,r:(aTa npOH3B0ACTBa roi.eu AO 
Mfg. License No./ MA number:/ 
Ilpou3BOACTBeuuaB : MNB/05/263 

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

JIHqeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 nposei.eu no H,r:(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKIUrn VTBep;K,Ueua: 21.04.2025 

Pal!e 6 of 11 / CTP. 6 03 11 
No Test I IloKa1aTeJ1b Results I Pe1yJJhTaTb1 Specification / HopMa 
.N'!! 

8 Water content I 2.1 % Not more than 7.0 %. / 
Co,11,ep;icaune B0,11,bl He 6011ee 7 ,0 %. 

9 Residual solvents / OcTaToqu1,1e opraunqec,rne pacTBOpnTeJJn 

Isopropyl alcohol / 6 µg/tab / Not more than 350 µg/tab. I 
1-horrporraHoJI 6 MKr B Ta6JieTKe He 6011ee 350 MKr B rn611eTKe. 

-~ -

Remarks: The Product confirms to ND/ Con.clusion : APPROVED/ 
np11Meqaune: ITpo)],yKT COOTBeTcrnyeT Tpe6oBaHIDIM H,ll; 3a1m10qc11ue: O)];OliPEHO 

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

Ilo)],rOTOBJI 1~0: Pravesh 
Rana d 
Date / 
)J;aTa: 29.12.2025 

□po.sepeim: Pardeep TTposcpetm (AOK): 0)].o6peH.o: O6ecrreqemte Ka'lecrna/OrneTCTBeHHoe 

Kumar 
Amit K~ a,/ nHQO ~~ J-:--

Date / Date I !°ate / LA-'2- -V?J-vs° ,[(aTa: 29.12.2025 ,ll;arn: 29.12.2025 :'Aarn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde1·abad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2dcJys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

\/ill. l<hol , Nalagarh Road, Baddi , 

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

:2! : ~91 98166 56001-0? 
1,,11-1w.d rreddys .com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uvKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .uucnepn1pyeMble B D0JI0CTH pTa, 10 Ml' 
Market / PblttOK : Russia / Poccm1 
Batch No/ 

: V2502466 
Batch Quantity / 36,00,000 tab I 

CepuR .N'!! O6-LeM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003238412 
Date of Analysis / 

29.12.2025 
AuanuTu"IecKuii 0T'IeT .N'!! .l(aTa auanuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
.l(aTa DP0H3B0,IJ;CTBa ro,11;eu ,11;0 
Mfg. License No./ 

MA number:/ 
IlpouJBOllCTBeuuaR : MNB/05/263 

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

JIUUeHJHR .N'!! 
Analysis performed according ND: I Auam13 npose.ueu no H.l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH YTBep~eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
No 

Test I IloKaJaTeJJb Results I PeJyJJbTaTbt Specification / HopMa 
.N"!! 
10 Microbiological purity*/ MuKpo6uoJJOrH'tecKaH 'IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee qifcJio He 6onee 103 KOE/r; 
a3p06HhIX MHKpO-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee l!HCJJO He 6onee 102 KOE/r; 
.upm,oKeBblX H nnecHeBblX 
rp1160B 

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

11 Uniformity of dosage units/ 5.3 Acceptance value (AV) not more than 15.0 
O.UHOpO.UHOCTb TioKa3aTeJib nptteMJJeMOCTH (AV) ,[I_OJI)l(eH 6bJTb 
,[J,03HpOBaHHblX e,[J,HHHQ He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'taHue: TipOLJ.YKT COOTBeTcrnyeT Tpe6oBaHIDl:M H,ll; 3aKJJIO'leHue: O,[(O6PEHO 

Prepared by / 
Tio.uroToBnetto: Pravesh 
Rana I 
Date/ 
,ll;arn: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tipon pe,w: Pardeep ITpoBepetto (AOK): O.uo6petto : O6ecne1!ettue Ka1Iecrna/OrneTCTBeHttoe 
Kwnar Amit Kumar JIHUO: 

~~ ~ "" ;\./ / \ 1/ 
Date I Date/ 'Date I / 

,ll;arn: 29.12.2025 ,ll;arn: 29.12.2025 '2)) ~ '2--- 2A 7.-1 ,ll;arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hydei-abad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drr2dclys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTHwIIKATAHAJilf3A 

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 
\vww.dr-reddys.com 

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

: V2502466 
Batch Quantity / 36,00,000 tab/ 

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

: 040003238412 
Date of Analysis / 29.12.2025 

AuaJJuTu-iecKuii oTqeT .N"!! ,llaTa auaJJu3a 
Date of Manufacture/ 

: 12/2025 Date of Expiry/ 11/2027 
,llaTa npOH3B0ilCTBa roneu no 
Mfg. License No./ 

MA number:/ 
Ilpou3BO~CTBeuuaH : MNB/05/263 

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

JJui.-eu3uH .N"!! 
Analysis performed according ND:/ AuaJJH3 nposeneu no H,ll: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKqnH yTsep,KJJ;ena: 21.04.2025 

Page 8 of 11 / CTP. 8 m 11 
No 

Test I IloKaJaTeJJb Results I PeJyJJbTaTbl Specification/ HopMa 
.N"!! 

12 Assay/ KoJJM'•tecTBenuoe 10.1 mg/ 10.1 Mr From 9.0mg to 11.0 mg of 
onpe,1:1eJJeuue (101.5 %) C1sH13NO3•C4H1 ,NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,[10 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
TPOMeTaMirn) (OT 90,0 ,[10 110,0 % OT 
3af!BJieHHOro KOJIH'-IeCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0953 mg/tab/ Not less than 0.042 mg/tab./ 
content I Co,1:1cp~am1c 0.0953 Mr B Ta6JICTKC He MCHCC 0,042 Mr B Ta6JICTKC. 
6yTHJJf'H,1:1pOKCHaHH30JJa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqau11e: Ilpo,1:1yKT coorneTcrnyeT TPe6oBaHAAM H.D: 3aKJJt0•-i:euue: O.lJ:OliPEHO 

Prepared by / Checked by / Checked by AQA) / Approved by: Quality Assurance/ Authorized person / 
I10,1:1roTOBJietto: Praves;;h llpoBepeH0: Pardeep npoBepeHO (AOK): O;::i;o6peuo: O6ecne1Iett11e Ka'fecrna/OrneTcTBeHHoe 
Rana Kumar 

~ 
AmitK.r ar , mrn.o: 

~ - · 
..// 

'Date I 
:.D,l'ITa: 29.12.2025 

I Dat / 
: )J;a:ra: 29.1-.2025 

'

Date / 
)J,aTa: - 9.12.20_5 

IDate / 
)];am: ~-1 L-t--6M 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyde1·abad - 50003~, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dmiddys.com 

C\N: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH~MKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l<hol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., J73 205, INDIA 

Tel : +91 98166 56001-02 
vN✓w.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOJlYKT! KeTOPOJl 3Kcnpecc (KCT0p0JJruc) Ta6.lleTKll, JlDCnepn1pyeMhle B UOJIOCTII PTa, 10 Mr 
Market / PLrnOK : Russia / Pocc1-rn 
Batch No/ 

: V2502466 
Batch Quantity/ 36,00,000 tab I 

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

: 040003238412 
Date of Analysis / 

29.12.2025 
AnaJiuTuqecKnii oTqeT .N'!! .lJ:aTa anaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.lJ:aTa npOU3B0t).CTBa roJteH JlO 
Mfg. License No./ 

MA number:/ IlpouJBOiJ:CTBe11uaH : MNB/05/263 
HoMepPY 

: Jlll-.N'!!(004669)-(Pr-RU) 
J1Ul~eH3HH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBeJteH no H.lJ:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved:/ HucTPVKQHH vrnep)K,l).eua: 21.04.2025 

Pa2:c 9 of 11 / CTp. 9 HJ 11 
No 

Test I IloKaJaTeJib Results I Pe1yJILTaTbI Specification I HopMa 
}fa 

14 Package description I 10 tablets in a blister of 10 tablets m a blister of (P N AIJPE with 
On11can11e ynaKOBKH (PNAL/PE with desiccant/HOPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HOPE) foil II (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack / no 10 Ta6neTOK B 6mtcTepe HJ 

information leaflet in a carton (ITAi AJ1/IT3 C BnaronornoTttTeneM/TT3BIT) 
pack. I ITo 10 rn6neToK B qJOJibrH II (IT3IAJ1) cponhrn. no I HJ111 
6JIHCTepe HJ (ITAi AJ1/IT3 C 6nttcTepa BMeCTe C JlHCTKOM-BKJia)lhlllleM 
BnaronornonneneM/IT3BIT) natJKY KapTOHHYJO. 
cponhrn II (IT3/ AJl) cponhrn. ITo 
2 GJll1CTt:pa BMeCTe c JIHCTKOM-
BKJiaJJ:h[WeM B natJKY 
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. 
* Ilptt BblDYCKe JJeKapCTBeHnoro npenapaTa KOHTpOJib Ka'-leCTBa no noKaJaTeJIIO «MttKpo6110JIOrH'-leCKaH 
'-IHCTOTa» npOBOJJ:HTCH ,llJIH KailC,[J.OH 20-oii cep1111, HJIH )J;JIH OJJ:HOH cepHH B ro)l, B JaBHCHMOCTH OT Toro, '-ITO 
HacrynuT paHLrne. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'-lanue: ITpo)lyKT coorneTcrnyeT TPe6oBaHIDIM H)J. 3aKJ110'-len11e: O,ll;OliPEHO 

Prepared by/ 

Rana 
Ilo.nroToeneuo: Pravcsjh ? 

Date I 
)J.ara: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nposepetto: Pardeep Oponcpeno (AOK): 0)lo6petto: 06ecnetJeHtte Ka•1ecrna/OrneTcTBe1-rnoc 
Kumar Amit Kumar 

"' """o ~~ -k- .t--~ ~ 
Date I Date I 'Date I ~ ,._., 1...-- LA) -~ ,n:arn: 29.12.2025 .ll:arn: 29.12.2025 ,n:arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

2 
B 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

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,ll.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,ll.HCneprupveMbie e UOJIOCTH pTa, 10 Mr 
Market / PhrnOK : Russia / Poccmr 
Batch No/ : V2502466 

Batch Quantity/ 36,00,000 tab/ 
CepuH.N°!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No / : 040003238412 

Date of Analysis / 29.12.2025 
AnaJiuTn"<IecKnii OT'leT N2 ,l(aTa anaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

.l(aTa npoH3B0,ll.CTBa ro,ll.eH,ll.O 
Mfg. License No./ 

MA number:/ 
IIponJBO,ll.CTBeunaH : MNB/05/263 

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

JIHD;eH3HH .N°!! 
Analysis performed according ND:/ AnaJIH3 npoeet1.en no H,n:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTpy1eu;nH yTeepQeua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HanMeuoeauue AWC: Ketorolac tromethamine / KeTOpoJJaKa TPOMeTaMMH 
INN/MHH: Ketorolac / KeTOpoJJaK 
API manufacturer batch number / 

ABSH001605 
HoMep cepuu nponJBO.ll.HTeJIH AWC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTauu;uu nponJBO,ll.HTeJIH FESA00218 
rJiw: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IIponJBO,ll.HTeJib AWC, CTpaua: ,ll;-p PeMH1C Jia6opaTOpHC JlTJJ.., 11:H)].IDI 
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 
HauMeHOBaHHe, a,!1.pec, JIHD;eH3HH ,ll.JIH ,ll;-p PeMH'c Jia6opaTOpHC JlT,z:i:., 11:H.[{H.sl, IlpomBO,[{CTBeHHOe 
IIponJBO,ll.CTBeuuaH nJ1om:at1.Ka / IIJ1om:at1.Ka rro,z:i:pa3,z:i:eJ1eHne-6, BHJ1J1. KxoJJb, Hanarapx Poy,z:i:, Ea,rmw, ,[(ncTpHKT 
KOHTPOJIH Kal:feCTBa / IlJiom:at1.Ka BbIDYCKa CoJJatt, X.IT., 173205, Htt,z:i:H.si: (JJm~eH3H.si: 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». 

Remu·ks : The Product confirms to ND/ Conclusion : APPROVED / 
OpuMe'lauue: Ilpo.11,yKT cooTBeTcTByeT 'fl)e6oBaHIDIM H,.a: 3aKmo•tem1e: O,z:t:OliPEHO 

Prepared by I 
no.11,roToane1•10: Pravesh 1 

RM• j 
!Date / 
,z:i:a-ra: 29 .12.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
flpoBepetto: Pardeep ilponepeno (AOK): O.u,o6peuo: 06ecneqemie 1<a~1ecTa 0 TBeTCTBeH11oe 

Kumar ~ Amit Kumar mn.{o: ~ l 

· / f--<,,/ l 

Date / Date / ' IDate / ~--11.--.u v( ,z:i:aTa: 29.12.2025 ,z:i:aTa: 29.12.2025 ,z:i:aTa: 

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

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~IIKATAHAJIH3A 

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 
~vww.d rreddys.cOi r. 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble s DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2502466 
Batch Quantity/ 36,00,000 tab I 

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

: 040003238412 
Date of Analysis/ 29.12.2025 

AnaJiuTu-.ecKuii OT'IeT .N'!! .IJ.:aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

,l{aTa npOH3B0ACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
IlpOH3BO~CTBennaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBeAen no H,l{: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IInCTPYKUHH YTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKJIIoqeHHe O COOTBeTCTBHH: «HacT05IlllJiM 5I rro,n:TBep)K,ll;aJO, qTo rrp1rne,n:eHHa5I BbIIIIe IIH<pOpMau:1rn 5IBJl5IeTC5I 

,ll;OCTOBepHOH II TQqHoH. 3Ta cepII5I rrpo,n:yKU:IIII npOII3Be,n:eHa (BKJIIOqa51 ynaKOBKY (MapKIIpOBKY) H KOHTpOJib 

Kaqecrna) Ha BbIIIIeyKa3aHHOH npOII3BO,ll;CTBeHHOH IIJIOIJJ;a,r:i;Ke (nnmu;a,n:Kax) B IlOJIHOM COOTBeTCTBIIII C 

Tpe6oBaHII5IMII IIpaBIIJI Ha,r:i;Jie)KaIJJ;eii rrpoII3Bo,n:cTBeHHOH npaKTIIKII EBpa3IIHCKoro 3KOHOMIIqecKoro cm03a II 

Tpe6oBaHII5IMII KOHTpO1I5I KaqeCTBa JieKapCTBeHHblX cpe,r:i;CTB, a TaK)Ke B COOTBeTCTBIIII co crreu;mpIIKaJJ;II5IMII, 

co,n:ep)Kall(HMIIC5I B perIICTpau;IIOHHOM ,n:ocbe CTpaHbl-IIMIIOpTepa. 3anIICII no npOII3BO,ll;CTBY, yrraKOBKe II aHaJIII3Y 

rrpoBepeHbl, II ycTaHOBJieHO IIX COOTBeTCTBIIe Tpe6oBaHII5IM IIpaBIIJI Ha,n:Jie)KaIJJ;eH npOII3BO,n:CTBeHHOH npaKTIIKII 

EBpa3IIHCKoro 3KOHOMIIqecKoro coI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMMe'laHMe: IIpo,nyKT C00TBeTcTByeT Tpe6oBaHM.SIM Hl( 3aKJitO'leHue: 0)1:0liPEHO 

Prepared by I 
IIo,nroToBneuo: Pravesl 

Rana i 
Date I 
l(arn: 29.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
npoBepeuo: Pardeep IIpoBcpeHo (AOK): O,no6petto: O6ecneqe R11.e Ka'le;ffTB OrneTcTBeHHoe 
Kumar 

~ 
Amit Kumar 

JJH[(O: ~ / 

~ _/:, l 
Date/ Date I IDate / ~ r-\ 'L - 'Ul 1A -l(arn: 29.12.2025 l(arn: 29.12.2025 l(arn: 

Registered Office: 8-2-337, Ro3d No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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