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

CEPTII <I> IIKA T AHAJIII3A 

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)).Yiff: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )).UCUeprupyeMble B D0JI0CTU PTa, 10 Mr 
Market / PhrnOK : Russia / Pocc,,rn 
Batch No I 

: V2600238 
Batch Quantity / 36,00,000 tab I 

CepuH .M! O61>eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJiuTuqecKun oTqeT .N'!! }laTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
,l(aTa DP0H3B0)).CTBa ro)),eH )).0 
Mfg. License No./ 

MA number:/ 
Ilpou3BO)).CTBeuuaH : MNB/05/263 

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

JIHI(eH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npose)).eu no H,l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / IIucTPVKIIHH yTsep,KJieua: 21.04.2025 

Page 1 of 11 / CTp. 1 H3 11 
No Test/ IloKa3aTeJlb Results/ Pe3yJ1bTaTbI Specification / HopMa x~ 
1 Description/ OnucaHue Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 

tablets with "I" debossed on one debossed on one side. I Kpyrnb1e nn0CKHe 
side. / Kpyrnb1e nnocKHe rn6neTKJ1 c q>aCKOH, CBeTnO-)KenToro useTa c 
rn6neTKH c qiacKoil:, cserno- rpaBHpOBKOH «I» Ha 0.11.HOH CTOpOHe. 
)KenToro usern c rpas11posKoi1: 
«I» Ha 0.11.HOH CTOp0He. 

2 Identification / H.neHTH<t>nKa1.urn 

Ketorolac I Kemopo11aK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
cneKTpbl nornomeHH.SI HCITbITyeMoro paCTB0pa H 
pacrnopa CTaHJJ.apTHOro 06pa3ua KeTOponaKa 
TpOMeTaMHHa JJ.On)KHbl HMeTb MaKCHMyMbl np11 
OJJ.HOH 1-1 TOH )Ke J]_nHHe BOnHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMelfaHue: IlpoJ]_yKT coorneTcrnyeT TPe6osaHIDIM H,[.( 3aKJ110'iettue: O,II.06PEHO 

Prepared by I 
ITo.11.rornsnetto : Rama Kant 

~~ 
Date/ 

,[.(am: 13.02.2026 

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

nposepeHo: Pardeep TTposepe1-10 (AOK): O.11.06petto: O6ecne4eH11e K3lJeCTBa/O BeTCTBeHH0e 

Kumar Amit Kumar n11uo: 

=,J-::- ~ ~ 7 
Date/ Date/ I Date I l s '"() 1----7..-0 ~ ,D.aTa: 13.02.2026 ,D.arn: 13.02.2026 ,Uarn: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2langana, India 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH<l>HKAT AHAJIH3A 

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

Tel: -+9198166 56001-02 
www. d rreddys. com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i;y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i;ucneprupyeMbie B DOJIOCTH pTa, 10 Mr 
Market / PblHOK : Russia / Poccm1 
Batch No/ : V2600238 

Batch Quantity / 36,00,000 tab/ 
Cepm1 .N'!! O61,eM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJIHTH'lecKnii 0T'leT .N'!! )IaTa auaJIH3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,[(aTa DPOH3B0,/J;CTBa ro;::i;eu ,/1;0 

Mfg. License No./ 
MA number:/ 

IlpoH3B0,/J;CTBeHHaH : MNB/05/263 
HoMepPY 

: .JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee;::i;eu no H,n:: .JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HttcTpyKn;nH yrnep:iKAetta: 21.04.2025 

Page 2 of 11 / CTp. 2 03 11 
No 

Test I TioKa3aTeJlb Results I Pe3yJlbT3Tbl Specification / HopMa 
.N'2 

Complies I CooTBeTcTByeT 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.H y.nep)l(J11BaHJ11.!I OCHOBHOro n11Ka Ha 
xpoMarnrpaMMe JilCilbITyeMoro pacTBopa 
)].OJDKHO CO0TBeTCTB0BaTb BpeMeHJil 
y .nep)l(11Bamrn 0CHOBHOro n11Ka Ha 
xpoMarnrpaMMe pacTBopa cmH;:lapTH0ro 
06pa3ua KeToponaKa rpoMeTaM11Ha (pa3.nen 
«KonwfeCTBeHHoe orrpe.neneH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TipuMeqauue: TipoJJ.yKT coorneTcrnyeT Tpe6osaHJil.!IM HA 3aKmoqeH11e: O,LJ:06PEHO 

Prepared by / 

floJJ.roTOBJleHo: Rama Kant 

~J~ 
Date/ 

,[(am: 13 .02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTposepeHo: Pardeep TipoBepeHo (AOK): O.no6peHo: O6ecrre'ieHJile Ka'iecrna/OrneTcTBeHHOe 

Kumar Amit Kumar Jl11U0: 

~/ ~ (\~/ 
Date I Date/ I Date I , ? --o 1.--- - --i.-6),.-b 
,ll;am: 13.02.2026 ,[(am: 13.02.2026 ,ll;am: 

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 

I 



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

CEPTMWIIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd. 

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

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,[1,y1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, ,[l,HCDeprupyeMhle B DOJIOCTH PTa, 10 Mr 
Market / PhlHOK : Russia / Poccmi: 

Batch No/ 
: V2600238 

Batch Quantity/ 36,00,000 tab I 
Cepus1 .M! O6'heM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003278038 
Date of Analysis / 

13.02.2026 AuaJIHTnqecKuii oTqeT .N'!! )J.aTa auaJiu3a 
Date of Manufacture/ 

: 01/2026 
Date of Expiry / 

12/2027 .[(aTa npOH3B0}].CTBa ro}].eH }].O 
Mfg. License No./ 

MA number:/ 
Ilpon3BO}].CTBeuuaH : MNB/05/263 

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

JIUU:eH3UH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBe,[l,eu no H)J.: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / MucTDVKU:HH YTBepmJ].eua: 21.04.2025 

Page 3 of 11 / CTp. 3 H3 11 

Test I IloKaJaTeJib Results/ PeJyJibTaTbI Specification / HopMa 

Butylhydroxyanisole I 
EymunzuopOKCUGHU30JI 

Complies / CoorneTcrnyeT 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,ll,ep)l(HBaHirn IIHKOB 2-
6YTHJirH,ll,pOKCHaHH30Jia H 3-
6yTHJirH,ll,pOKCHaHH30Jia Ha xpoMaTOrpaMMe 
HCIIhITyeMoro pacrnopa ,l],OJI)l(Hbl 
COOTBeTCTB0BaTb BpeMeHaM y,ll,ep)l(HBamrn: 
IIHKOB 2-6yTHnrH,ll,pOKCHaHH30Jia H 3-
6yTHJirH.UpOKCHaHH30Jia Ha xpoMaTorpaMMe 
pacTsopa cTaH,ll,apTHoro 06pa3ua 
6yrnnrn,1J,poKc11aHH3ona (pa3,ll,en «Co,1J,ep)l(aH11e 
6YTHJirn,ll,poKCHaHH3ona»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo.uyKT coorneTcrnyeT Tpe6oBaHIDIM H,ll; 3aKmoqeuue: 0)1:0liPEHO 

Prepared by / 
Ilo,1J,roTos11eHo: Rama Kant 

@J~t 
l 

Date/ 
)];am: 13.02.2026 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
IlposepeHo: Pardeep IlposepeHo (AOK): O,1J,06peHo: O6ecrre1IeHH~ KalfeCTBa/O BeTCTB HH0e 
Kumar Amit Kumar rr11uo: ~ 
~ ~ 

__ j, . .,.,,,,., 1 ' 
Date I Date / rate/ l ~ .--z, 2.--'"2-0 u )];am: 13.02.2026 )J;ara: 13.02.2026 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjarei Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 

I 



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

CEPTII «I> IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Kho!, 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.u.y1n: KeTOpoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, .u.ucneprunveMbie B noJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600238 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJIHTH'lecKuii OT'leT .N'!! .[{aTa auaJiuJa 
Date of Manufacture / : 01/2026 

Date of Expiry / 
12/2027 

J(aTa IlPOH3B0tJ:CTBa ro.a:eu,a:o 
Mfg. License No. / MA number:/ 
IlpoH3B0tJ:CTBeHHaH : MNB/05/263 

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

JIHI~eHJHH .N'!! 
Analysis performed according ND:/ AuaJiuJ npoBe.u.eu no Il,[t:: JIIl-.N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVK~HH YTBep)KtJ:eua: 21.04.2025 

Page 4 of 11 / CTp. 4 uJ 11 
No 

Test/ TI0Ka1aTeJ1b Results/ Pe1y.11bTaTM Specification / HopMa 
N2 

3 Average weight/ Cpe.UHHH 68.8 mg/ 68,8 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr .uo 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 / CooTBeTcTsyeT 18/20 Ta6JieTOK - He 6onee ± 10 %; 
O.uuopO.!J.HOCTb MaCCbl 2/20 m6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna.u.aeMOCTb 

00 min 29 sec / 00 Ml-fH 29 ceK Not more than 3 min. / He 6onee 3 Ml-fH. 

5 Dissolution/ PacTsopeHHe Unit- I / Ta6n-1 99 % Not less than 75 % (Q) ofC1sH13NO3•C4H11NO3 

Unit-2 / Ta6n-2 97% 
(ketorolac tromethamine) in 15 min. / He Meuee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOponaKa 

Unit-3 / Ta6n-3 97% TJ)OMemMl-fH) qepe3 15 Ml-fH. 

Unit--4 / Ta6n-4 102 % 

Unit-5 / Ta6n-5 104 % 

Unit-6 / Ta6n-6 101 % 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED I 
TipHMeqauue: Ilpo.u.yKT COOTBeTCTByeT TJ)e6oBaHIDIM H,ll; 3aKJIIO"ICJiHe: O.lJ:06PEHO 

Prepared by/ 
Ilo.uroTOsneuo: Rama Kant 

~l~ 
Date/ 
)];am: 13.02.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flposepeuo: Pardeep flposepeuo (AOK): O.uo6peuo: O6ecrretteuue Kattecrna/OrneTcTBeuuoe 
Kumar Amit Kumar JlHUO: ~ 
~ ~ // ~1/ 

Date I Date/ IDate / ) s -a 1.--- ~ u )];am: 13 .02.2026 ,[(am: 13.02.2026 ,ll;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjarc1 Hills, Hyderabad - 500034, T2langana, India 
Tel : +9140 4900 2900, F3x: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

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 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO/WKT: KeTOPOJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMbie B IlOJIOCTH pTa, 10 Mr 
Market/ PhrnOK : Russia / Poccm1 
Batch No/ : V2600238 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N"!! O6neM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003278038 

Date of Analysis / 
13.02.2026 

AuaJiuTn1-1ecKuii oT1-1eT .N'!! .II:aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)l,aTa IlPOH3BOJ(CTBa ro;.:eu no 
Mfg. License No./ MA number:/ 
Ilpou3BOJ.:CTBeuuaH : MNB/05/263 

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

JIHIIeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoee;.:eu no H.II:: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVKIIHH yTeep~eua: 21.04.2025 

Pa~e 5 of 11 / CTp. 5 H3 11 
No 

Test/ IloKaJaTeJih Results/ Pe1yJihTaThl Specification / HopMa 
.N'!! 

6 Particle size distribution / Complies / CooTBeTcrnyeT A uniform suspension passing through a 710 µm 
,l(ncnepcuocTb sieve lS formed. I O6pa1yeTcR: o;::i:uopo.nuaR: 

cycrreH3Irn, npoxo)]_}lw,a» CKB03h CHTO 
pa3MepoM OTBepcn1i1 710 MKM. 

7 Impurities/ IlpHMecH 

I -hydroxy analog of Below LOQ (LOQ = 0.0032%) / not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / HH)Ke npe;::i:ena KOJIHlJeCTBeHHOro 
l-rn;::i:poKc11aHanor orrpe.neneHH» (TIKO = 0,0032 %) 
KeTOponaKa 

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

unidentified impurity / 0.01 % not more than 0.5 %; / He 6onee 0,5 %; 
e,nHHWIHa» 
He11;::i:eHTH¢HUHpoBaHHaR: 
rrpHMeCb 

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

CYMMa npHMecei-1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'lauue: Tipo.nyKT C0OTBeTcTByeT Ype6oBaHH}IM H,[{ 3aKJIIO'leuue: 0,l(OliPEHO 

Prepared by I Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
no.n.r0TOBJieHo: Rama Kant 

~~ 
Date I 
,[{aTa: 13.02.2026 

Tiposepeuo: Pardeep nposepeuo (AOK): O;::i:o6peHo: O6ecrretJeH11e Ka'-lecrna/OrneTcrnettHoe 

Kumar Amit Kumar JJHUO: 

(\¼~ ~ ~.J 
Date / Date I IDate / ' 13 ----z:i 2-- - b(J ·~ AaTa: 13.02.2026 JJ;aTa: 13.02.2026 ,[{arn: 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 

C 

I 



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

CEPTH «I> HKA T AHAJIH3A 

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

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;:w1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;:i;ucneprupyeMLie B noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600238 

Batch Quantity / 36,00,000 tab I 
CepnH .M! O61,eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJIHTH'lecKnii OT'leT .N'!! )I.aTa anaJin3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)laTa npOH3B0,lJ;CTBa ro;:i;eu;:i;o 
Mfg. License No./ 

MA number:/ 
IlponJBO.UCTBenuaH : MNB/05/263 

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

JlHIIeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npose;:i;eu no H)I.: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKIIHH VTBeoiK)J;eua: 21.04.2025 

Page 6 of 11 / CTp. 6 03 11 
No Test/ IloKa3aTeJlb Results/ PeJyJihTaThI Specification / HopMa 
.N'! 

8 Water content/ 1.9 % Not more than 7 .0 %. / 
Co.uep~attue BO.Uhl He 6onee 7,0 %. 

9 Residual solvents/ OcraTO'IHhie opratttt'leCKHe pacTBOpHTeJIH 

Isopropyl alcohol / 5 µg/tab / Not more than 350 µg/tab. I 
I--13onponaHoJJ 5 MKr B Ta6JJeTKe He 6onee 350 MKr B Ta6JJeTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'!aHHe: Tipo.uyKT COOTBeTcTByeT Tpe6oBaHHJIM H,ll; 3aKmo<teuue: O)(O6PEHO 

Prepared by / 
no.o.roTosneHo: Rama Kant 

~~ 
Date / ' 
)].a-ra: 13 .02.2026 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
TTpoBepeuo: Pardeep TTposepeuo (AOK): O.uo6peuo: O6ecneqeutte Ka'lecrsa/Or seTCTaeuuoe 
Kumar Amit Kumar nnuo: ~ 
~ (\- \ ,,,-,/ 

• I 

Date/ Date/ IDate / 
,r:i:arn: 13.02.2026 ,ll;arn: 13.02.2026 '3 --v ?..---- 7--0 2-L ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjar" Hills, Hyderabad - 500034, T2langana, India 
Te l: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

Viii. Kho!, 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 
IlpoJ];yin: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, )J;UCUepruoveMhle B IlOJIOCTH pTa, 10 Mr 
Market / PhrnOK : Russia / Pocc1-u1 

Batch No/ : V2600238 
Batch Quantity/ 36,00,000 tab/ 

Cepus .N1! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003278038 

Date of Analysis / 
13.02.2026 

AnaJiuTn'lecKuii OT'leT .N1! ,U:aTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry/ 

12/2027 
)1,aTa IlPOH3B0)J;CTBa roJ];eH )J;O 
Mfg. License No./ 

MA number:/ 
IlpoH3B0)];CTBeHHaH : MNB/05/263 

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

JIHUeH3HSI .N1! 
Analysis performed according ND:/ AuaJiu3 npose)J;en no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKIJHH YTBep,K,!J,ena: 21.04.2025 

Page 7 of 11 / CTp. 7 03 11 
No 

Test/ lloKaJaTe.rtb Results/ Pe1y.rtbTaTbl Specification / HopMa x~ 
10 Microbiological purity*/ MuKpo6uo.rtoruqecKaH 'IHCTOTa* 

Total Aerobic Microbial Less than 10 CFU/g / not more than 103 CFU/g; / 
Count / o6mee 'IHCJIO Mettee 10 KOE/r He 6oJiee 103 KOE/r; 
a3po6HhIX MHKpo-
opraHH3MOB 

Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; / 
mold count/ o6mee 'IHCJJO Mettee IO KOE/r He 6oJiee 102 KOE/r; 
,n:pO)l()l(eBbIX H IlJlecHeBbIX 
rp1-16os 

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. / 
OTCYTCTByeT s 1 r OTCYTCTBHe s 1 r. 

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

1.8 
IloKa3aTeJib np11eMJ1eMOCTH (AV) tJ,OJJ)l(eH 6bITb 

tl,03HpOBaHHblX e,n:HHHU He 6oJiee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'tauue: Ilpo,nyKT coorneTcrnyeT rpe6osaHIDIM H)J: 3aK.rt1oqeu11e: O)J:O6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo.n:roTosnetto: Rama Kant nposepeHo: Pardeep TiposepeHo (AOK): On.o6peHo: O6ecne'!eH11e Ka'!ecrna/OrneTcTBeHHoe 

~~ 
Kumar Amit Kumar JJHUO: 

~/ cJ-z- ~_/\.--

Date/ Date / Date/ IDate / \>~7..--'U>?.-k }lara: 13 .02.2026 )laTa: 13.02.2026 JJ;aTa: 13.02.2026 )J:arn: 

Registered Office: 8-2-337, Road No. 3, Banjar;; Hills, Hyderabad - 500034, T2langana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Ema il: mail@drreddys.com 

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

CEPTII <I> IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-5 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 113 205, INDIA 

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAVJn: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMhie B IIOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm, 
Batch No/ : V2600238 

Batch Quantity/ 36,00,000 tab/ 
CepuH .Mi O61,eM cepuu 36,00,000 Ta6 
Analytical Report No / 

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJIHTH'leCKHii OT'leT .N'!! ,UaTa auaJiuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
,LI;aTa IlPOH3BOACTBa roAeH AO 
Mfg. License No./ MA number:/ 
IlpOH3BOACTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ AuaJiu3 npoBeAeH no H,n:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / liuCTpyKQHH VTBep~eua: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test / IloKaJaTeJJb Results/ Pe1yJJhTaTbl Specification / HopMa 
.N'!! 

12 Assay/ KoJJtt'leCTBeuuoe 10.0 mg I 10,0 Mr From 9.0mg to 11.0mg of 
onpet1.eJJeuue (99.9 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOpOJJaKa 
TpOMeTaMHH) (OT 90,0 AO 110,0 % OT 
3aRBJJeHHOro KOJIW!eCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0981 mg/tab I Not less than 0.042 mg/tab./ 
content I Cot1.ep,icauue 0,0981 Mr B rn6neTKe He Meuee 0,042 Mr B rn6neTKe. 
6yTHJJrHtJ.pOKCH8HH30Jl8 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe'laHHe: TTpotJ.yKT COOTBeTcTByeT Tpe6oBaHIUIM H~ 3aKJJIO'leuue: O,LI.OliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
ITot1.roTOBJieuo: Rama Kant nposepeuo: Pardeep TTposepeHO (AOK): OAo6peuo: O6ecrreqeu11e Ka4ecrna/OrneTcrneuuoe 

~~ 
Kumar 

~ 
Amil Kumar mruo: 

~~ ~~ 
!Date / I Date / Date / IDate/ 

' 3,---z:i 'µ- 2--0 2/4. :,UaTa: 13.02.2026 : ,UaTa: 13.02.2026 ,D,arn: 13 .02 .2026 :,UaTa: 

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

CEPTM~IIKATAHAJIJI3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho\, Na lagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)).yKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, )).UCOeprupyeMble e D0JI0CTU pTa, 10 Mr 
Market/ PblnOK : Russia / Poccm, 

Batch No/ : V2600238 
Batch Quantity / 36,00,000 tab/ 

Cepus .M! O61:.eM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJIHTH'-leCKHH 0T'-leT .N'!! l(aTa auaJJuJa 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
l(aTa np0U3B0)).CTBa ro)).eH )).0 
Mfg. License No. I 

MA number:/ 
IIpoU3B0)).CTBeHHaH : MNB/05/263 

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

JIHQ;eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.[l.eu no H,ll;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKUHH YTBep)K)).eua: 21.04.2025 

Page 9 of 11 / CTp. 9 03 11 
No 

Test/ IloKaJaTeJlb Results/ Pe3yJ11>TaTbI Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
OnncaHneynaKOBKH (PA/AL/PE with desiccant/HOPE) foil // (PE/AL) foil. 1 or 2 

desiccant/HOPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / llo 10 rn6neTOK B 6m1cTepe 113 

information leaflet in a carton (llA/ AJ1/TT3 C BJiaronornon!TeJieM/ll3Bll) 
pack. I llo 10 Ta6JJeTOK B qJOJlbfH II (113/AJI) qJOJlbrH. no 1 lfJIH 
6JJHCTepe lf3 (llA/ AJ1/ll3 C 6m1cTepa BMeCTe C JllfCTKOM-BKJia)lb!WeM 
BJiaronornornTeJJeM/IT3Bll) natJKy KapTOHH)'IO. 
lpOJibrH // (I13/ AJI) cpOJibrH. ITo 
2 6JilfCTepa BMeCTe c JllfCTKOM-
BKJia)lb!WeM B na1IKy 
KapTOHH)'IO. 

* 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. 
* IlpH BhmycKe JleKapCTBeHHOro npenapaTa KOHTpOJJb KalfeCTBa no UOKa3aTemo «MHKpo6nOJJOrHlfeCKaSI 
lfHCTOTa» npOBO.LJ.HTCSI )lJJH K3,KJJ.OH 20-oii cepntt, HJllf .11.JISI 0.11.HOH cepHH B ron, B JaBHCHMOCTH OT Toro, lfTO 
HaCTYUHT paHbUie. 

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

IlpuMelfaHne: ITponyKT coorneTcrnyeT TPe6oBaHH~M H.D: 3aKJ1t0lfeHue: O.l(OBPEHO 

Prepared by / 
TToJJ.roTOBJieHo: Rama Kant 

~~ 
Date I 
J:J:arn: 13.02 .2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TTpoaepe1-10: Pardeep CTpoaepeHO {AOK): ~:i:poao, 06eorreseHHe~ eHHOe 
K umar ~ Amit K umar 

(\_,/\ 

Date/ Date I IDate / ,:1~2---~?A ,[{am: 13.02.2026 ,[{a.Ta: 1.3 .02.2026 ,ll;arn: 

Registered Office: 8-2-337, Road No. 3, Banjarci Hill s, Hyderab~d - 500034, Telangana, India 
Te l: +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 

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

CERTIFICATE OF ANALYSIS Tel: +9198166 56001-02 

CEPTH<l>HKAT AHAJIII3A www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOllYI.:T: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, llHCneorunveMhle B DOJIOCTH DTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ 

: V2600238 
Batch Quantity / 36,00,000 tab/ 

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

: 040003278038 
Date of Analysis / 

13.02.2026 
AuaJIHTH<tecKuu OT<teT .N'!! )].aTa auaJiu3a 
Date of Manufacture / 

: 01/2026 
Date of Expiry / 

12/2027 
)],aTa npOH3B0llCTBa rolleH llO 
Mfg. License No. / 

MA number:/ 
Ilpou3BOllCTBeuuaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJin3 npoBelleH no H)],: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKIIHH YTBepm)J.eua: 21.04.2025 

Pa2e 10 of 11 / CTo. 10 H3 11 
API name/ HanMeuoBauue A<l>C: Ketorolac tromethamine / KeToooJiaKa TPOMeTaMl1H 
INN/MHH: Ketorolac / KeTOPOJiaK 
API manufacturer batch number / 

ABSH002693 
HoMep cepuu npon3BOllHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu npou3BOllHTeJIH FESA00356 
r JI<I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
Ilpon3BOllHTeJih A<l>C, cTpaua: ,ZJ;-p Pe,r:u:i:i-1'c Jla6oparnp11c JlT)].., Htt)].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 
HanMeuoBauue, allpec, JIHUeH3HH llJIH ,ZJ;-p Pe)].)].11' C Jla6opaTop11c JlT)].., I1H)].H51, I1po113BO)].CTBeHHOe 
Ilpou3BOllCTBeuuaH nJ10IUa,11;Ka / IlJioIUallKa no)].pa3)].eJ1ett11e-6, B11J1J1. KxoJih, HMarapx Poy.ll., na)].)].11, ,ZJ;11cTp11KT 
KOHTPOJIH Ka<teCTBa / IlJIOIUa,!J;Ka BhIDYCI.:8 CoJiaH, x.rr., 173205, ilH)].1151 (Jim~eH31151 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 / 
IlpuMe1.Jam1e: Ilpo,nyKT COOTBeTCTByeT Tpe6oBaHtt51M H,n; 3aKJ1101.Jeuue: O,lI,OliPEHO 

Prepared by / 
Ilo.nroTOBJietto: Rama Kant 

~~ 
Date I 
.n;arn: 13.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
TipoaepeHo: Pardeep IlpoBepeHo (AOK): 0 ll06peHO: O6ecrre1IeH11e Kal.feCTBa!OTBeTCTBeHHOe 
Kumar Amit Kumar 

n.uo ~~ =k- ~-
Date I Date I IDate / 

' 1---Z> ?.--- '2---0 '2/4 .n;arn: 13.02.2026 .n;arn: 13.02.2026 :,ll;aTa: 

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

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

CERTIFICATE OF ANALYSIS 
CEPTM <I> MKA T AHA.JJJl3A 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,lJ.YKT: KeTopoJI® 3.Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,l).HCneprupveMhie B U0JI0CTH DTa, 10 Mr 
Market/ PhIHOK : Russia I Poccm, 
Batch No/ 

: V2600238 Batch Quantity I 36,00,000 tab/ 
CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJIHTH'lecKuii 0T'leT .N'!! : 040003278038 

J:l:aTa auaJiu3a 13.02.2026 

Date of Manufacture / 
: 01/2026 Date of Expiry / 

12/2027 ,[(aTa np0H3B0,l).CTBa ro,lJ.eH )).0 
Mfg. License No./ 

MA number:/ Ilpou3BO)).CTBeunaH : MNB/05/263 
HoMepPY : JIII-.N'!!(004669)-(Pr-RU) 

JlHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJIH3 npoBe,lJ.eH no H.[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / llnCTPYKQHH YTBep)K)).eua: 21.04.2025 

Pagellofll/CTp.lln3ll 
3aKmoqeHHe O COOTBeTCTBHH: «HacT05IlllJfM 5I Il0,ll.TBep)K,ll.aIO, qTo rrp1rne,l],eHHaH BhIIIIe 1rncpopMaum1 5IBJrneTC51 

.UOCTOBepHOH H TQqHOH. 3rn cepH5I rrpo,ll.yKUHH np0H3Be,l],eHa (BKmoqa51 yrraK0BKY (MapKHpOBKY) H K0HTP0llh 

KaqecTBa) Ha BhIIIIeyKa.3aHHOH rrpOH3B0.UCTBeHHOH rrnoma.n:Ke (rrnoma.n:Kax) B nonH0M C00TBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHn Ha.n:ne)Kamei1 rrpoH:3B0.UCTBeHHOH rrpaKTHKH EBpa.3HHCKOro 3K0H0MWieCK0ro C0I03a H 

Tpe6oBaHH5IMH K0HTp0AA KaqecTBa neKapcTBeHHhIX cpe,n:CTB, a TaK)Ke s C00TBeTCTBHH co crreumpHKaUH5IMH, 

co.n:ep)KamHMHC51 B perHCTpauHOHH0M .n:oc1,e CTPaHhI-HMilOpTepa. 3arrHCH no np0H3B0,ll.CTBY, yrraK0BKe H aHaJIH3Y 

rrposepem,I, H ycrnH0BneH0 HX C00TBeTCTBHe Tpe6oBaHH5IM ITpaBirn Ha,n:ne)Kamei1 npOH3B0.UCTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3K0H0MHqecKoro C0I03a». 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJUO'leuue: O.LI:OliPEHO ITpuMe•-rnuue: Ilpo.u,yKT coorneTcrnyeT TPe6osau1u1M H)]; 

Prepared by I 
nollrOTOBneHo: Rama Kant 

~~ 
Date/ 
)];am: 13.02.2026 

Checked by I 
npoeepeHo: Pardeep 
Kumar 

Date / 
,lJ;aTa: 13 .02.2026 

Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
IlpoaepeHo (AOK): O.u,o6peHo: O6ecne1Iem1e Ka•1ecrna/OTB TCTBeHH0e 
Amit Kumar 

Date I 

/ \ ..-,- _...,.. 

)];arn: 13.02.2026 

;rnuo: 

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 


