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Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. l(hol, Nalaga1·h Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

Tel : +91 98166 56001-02 

www. rre 1vs.co m d dd 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::w1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,1J;ncneprupyeMhie e noJioCTH pTa, 10 Mr 
Market / PhrnOK : Russia / Poccm1 

Batch No/ 
: V2600012 

Batch Quantity/ 36,00,000 tab/ 
CepnH .M! O6'beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003254658 
Date of Analysis / 

19.01.2026 
AuaJIHTH'leCKHH OT'leT .M! ,UaTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.,[(aTa npOU3BO)];CTBa ro;:i;eu )];O 
Mfg. License No./ MA number:/ 
IlpoH3BO.LJ:CTBeuuaH : MNB/05/263 

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

JIHUeH3HH .M! 
Analysis performed according ND:/ AnaJIH3 npoBe;:i;eu no H,u: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTDVKUHH YTBep~eua: 21.04.2025 

Page 1 of 11 / CTp. 1 u3 11 
No Test I IloKa3aTeJ1b Results/ Pe3yJ1bTaTbI Specification / HopMa x~ 
1 Description/ Om1cauue 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 ITJJOCKHe 
side. / KpyrJlb1e rrnocK11e Ta6JJeTKJ.1 c q>aCKOH, CBeTJJO-)KeJJTOro l(BeTa C 
rn6neTKJ.1 c qiacKoi-1, caerno- rpaawpoaKoi-1 «I» Ha onHoi-1 crnpoue. 
)KeJITOro l(BeTa C rpaa11poBKOH 
«I» Ha onHott cTopoue. 

2 Identification / HJJ.eHTn4'nKal(HH 

Ketorolac I Kemopo1,aK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 

'.~ peaks at the same wavelength (± 2 nm). / Yet>-
crreKTpbl II0fJIOll(eHJ.151 J.1CIIhITyeMoro pacTBopa 11 
pacTBopa CTaHnapTH0ro 06pa3ua KeTOpona~a 
TpoMeTaMHHa ,ll,QJI)l(Hbl HMeTb MaKCJ.tMYMhl np11 
0)1,HOH 11 TOH )Ke ,ll,JIHHe B0JJHbl (± 2 HM). 

Remark : The Product confirms to ND/ Conclusion : APPROVED / 
Op11Meqauue: IlponyKT cooTBeTcTByeT Tpe6oaaum1M H~ 3aKmo1.1euue: O,LI:06PEHO 

Prepared by / 

IlonroTOBJietto: Ashish 

Kumar ~ 

Date/ 

~am: 19.01.2026 

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

TTpoaepeuo: Pravesh TTpoaepeuo (AOK): Ono6peHo: O6ecrreqeH11e Ka~ ecTBa/ TBeT TBeHH0e 

Rana { AmitKumar , JIHL(O: a ~::------
~ _-/--

Date / Date/ 'Date/ l .9 --o 1---'L(J u .r(aTa: 19.01.2026 Aarn: 19.01.2026 ~am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tel angana, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Emai l: mail@drreddys com 

CIN: L85195AP1984 PLC004507 
www.drreddys.com 
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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laborato r ies Ltd . 

Formulation Unit-6 
Vi ii. Khol, Na lagarh Road, Badd i, 
Dist t. Solan, H.P., 173 205, INDI A 

Tel: +91 98166 56001-02 

d Id www rrec IVS.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11,y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,11,ucneprupyeMble B noJIOCTH pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm, 

Batch No/ : V2600012 Batch Quantity / 36,00,000 tab/ 

Cepust .N'!! O6-LeM cepuu 36,00,000 rn6 
Analytical Report No / : 040003254658 Date of Analysis / 19.01.2026 
AuaJIHTH'leCKHH OT'leT .N'!! liaTa auaJiu3a 
Date of Manufacture / : 12/2025 Date of Expiry / 11/2027 
,l(aTa DPOH3B0,IJ,CTBa ro,11,eu,11,0 
Mfg. License No./ 

MA number:/ 
IlpoH3BO,IJ,CTBennast : MNB/05/263 

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

JIHQCH3HSI .N°!! 
Analysis performed according ND:/ AnaJIH3 npoBe,11,eu no H,ll;: JIIT-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncrnvKQHH yrnep"'JI,ena: 21.04.2025 

Page 2 of 11 / CTp. 2 u1 ll 
No Test/ IloKa3aTeJlb Results/ PeJyJlbTaTbl Specification / HopMa 
.N'!! 

Complies / CooTBeTcrnyeT 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.ll y,nep)l(HBamrn OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe HCilhITyeMoro pacTBopa 
,ll.OJDl<HO COOTBeTCTBOBaTb BpeMeHH 
y .nep)IHIBaHH.ll OCHOBHOro mma Ha 
xpoMaTorpaMMe pacrnopa crntt,napTHoro 
06pa3ua KeToponaKa Tp0MeTaMI1Ha (pa3,nen 
«Kom1qecTBeHHoe orrpe.n.enem1e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC"l3HHe: Tipo.n.yKT COOTBeTcTByeT rpe6oBaHH.l!M H.D: 3aKJ1t0'1euue: O,LI:OliPEHO 

Prepared by / 

Tio.nrorosneuo: Ashish 

Kumar 

~ 
Date/ 

,JJ;ata: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Tiposepetto: Pravesh TiposepeHo (AOK): OJJ.o6peHO: O6ecneqeHHe KaqecTBa!OTBeTCTBeHHOe 

Rana { Amit Kumar m Iuo: 

~~ ( ~ 
.Date I Date / I.Date / \ 9--o\~'20U }J;ant: 19.01.2026 .D:ara: 19.01.2026 :Aai-a: 

Registered Offi ce: 8-2-337, Roa d No. 3, Banja ra Hill s, Hyderabad - 500034, Te langana, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l: mail@drreddys.com 

CI N: L85195AP1984PLC004507 
www drreddys.com 

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

CEPTM~IIKATAHAJIB3A 

Dr. Reddy 's Labo ratories Ltd 
Formulation Unit-6 
Vi ii. l<hol, i\Jalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel: +9198166 56001-02 

www drreddys co m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpouy1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKU, uucnepruoveMbie B noJIOCTH PTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch No/ 

: V2600012 
Batch Quantity I 36,00,000 tab I 

Cepusr .N'!! O6i.eM cepuu 36,00,000 Ta6 
Analytical Report No I 

: 040003254658 
Date of Analysis / 

19.01.2026 AuaJIHTH<tecKuii OT'IeT .N'!! .Ll:aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.Ll:aTa DPOH3B0ilCTBa roueu uo 
Mfg. License No. / 

MA number:/ 
Ilpon3BOilCTBenuasr : MNB/05/263 

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

JIUl.-eH3HSI .N'!! 
Analysis performed according ND: / AuaJIU3 npoeeueu no H.IJ:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / MuCTpyKuusr yTBepiK,[\ena: 21.04.2025 

Pa2e 3 of 11 / CTp. 3 03 11 

Test/ IloKaJaTeJJb Results/ PeJyJJbT3Tbt Specification / HopMa 

Butylhydroxyanisole I 
Eymw12uopOKCUQHU30J/ 

Complies / Coornercrnyer 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 y.nep)l(HBaHIUI IIHKOB 2-
6yr11nr11,npOKCHaH11Jona 11 3-
6yr11nrn.npoKc11aH11Jona Ha xpoMarnrpaMMe 
HCIIhITYeMoro pacrnopa )lOR)l(Hbl 
COOTBeTCTBOBaTb BpeMeHaM y.nep)l(11BaHH51 
OHKOB 2-6yr11nrn.npoKCHaHl130Ra 11 3-
6yr11nrn.npoKCJ1aHl130na Ha xpoMarorpaMMe 
paCTBOpa CTaH,napTHOfO o6pa3ua 
6yrnnrn.np0Kc11attmona (pa3JJ.en «CoJJ.ep)l(att11e 
6ynrnrnJJ.pOKCHaH113ona»). 

Remarks : The Product confirms to ND/ Conclu ion : APPROVED / 
IIpnMetJam1e: TTpoJJ.yKT coornercrnyeT Tpe6oeaHH51M H)]; 3aKnIO•ieHue: O,LJ:OliPEHO 

Prepared by / 
no.urOT08ne110: Asru h 
Kumar 

~ 
Date I 
)];am: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
n posepeHo: Prave h DposepeMO (AOK): O.uo6peHo: 06ecrre'-!em1e Ka'-!ecrna/OrneTcTBeHHoe 
Rana { Amit Kumar n11uo: 

~~ /'-J;_ 
Date/ Date / 'Date I 
)];aTa: 19.01.2026 }],aTa: 19.0 1.2026 18-c l r-'L(J U ):(aTa: 

Registe red Offi ce: 8-2-337, Roa d No. 3, Banjara Hills, Hyderabad - 500034, Telanga na, Ind ia 
Tel: +91404900 2900, Fax: +9140 4900 2999, Ema il: mai l@drreddys com 

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

CEPTH~IIKATAHAJIH3A 

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. rre 1vs.com d dd 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpO,IJ,YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,a:ucneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2600012 Batch Quantity/ 36,00,000 tab I 
CepnH .N'!! O6'heM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003254658 
Date of Analysis / 

19.01.2026 
AuaJIHTnqecKHH oTqeT .M! ,[(aTa auaJiu3a 
Date of Manufacture / : 12/2025 Date of Expiry / 

11/2027 
,ll.aTa UPOU3B0,llCTBa ro.aeu ,llO 
Mfg. License No./ 

MA number:/ 
IlpOH3BO}],CTBeuuaH : MNB/05/263 

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

JIHU.eH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe.aeu no Ht(: JIII-.N"!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKIJ.HH yTBep,K,1J,eua: 21.04.2025 

Page 4 of 11 / CTp. 4 H3 11 
No 

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

3 Average weight/ Cpe.u_usisi 69.3 mg I 69,3 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr .llO 72,8 Mr (70,0 Mr± 4,0 %). 

I 

18/20 tablets - not more than ± 10%; 

Uniformity of weight/ 
2/20 tablets - not more than ± 20%. I 

Complies / CoorneTcrnyeT 18/20 Ta6neTOK - He 6onee ± 10%; 
O.u_uopO.llHOCTb MaCCbl 

2/20 rn6neTOK - He 6onee ± 20 %. 

4 Disintegration time / 
Pacna.u_aeMOCTb 

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

5 Dissolution I PaCTsopeHue Unit- I I Ta6n-1 100 % Not less than 75 % (Q) of C1sH13NO3•C4H11NO3 

Unit-2 I Ta6n-2 99 % 
(ketorolac tromethamine) in 15 min. / He Me Hee 
75 % (Q) C1sH13NO3•C4H11NO3 (KeTOpOJiaKa 

Unit-3 / Ta6n-3 99 % TJ)OMeTaMHH) qepe3 15 MHH. 

Unit-4 / Ta6n-4 99 % 

Unit-5 / Ta6n-5 98 % 

Unit-6 / Ta6n-6 98 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMettauue: Ilpo.u_yKT coorneTcrnyeT Tpe6oBaHH1IM HA 3aKJltotteuue: O,l1;O1iPEHO 

Prepared by / 
Ilo.uroTOBJieHo: Ashish 
Kumar 

~ 
Date I 
Aarn: 19.01.2026 

Checked by / Checked by {AQA) / Approved by: Quality Assurance/ Authorized person / 
TipooepeHo: Prave h 0pooepeHo (AOK): O.uo6peHo: O6ecne1.Jettwe Ka1.Jecrna/OrneTCTBeHHoe 
Rana { Amit Kumar JIHl(O: 

~~ / ,_./ ___ 

Date / Date / IDate / 
;D;arn: 19.01.2026 ,l),aTa: 19.01.2026 l ~ .-o1 ~'WU ,n: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 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Red dy's Lab o rat ories Ltd . 

Formulati on Uni t-6 
Vi ii. :<ho!, f\Jalagarh Road, Baddi, 

Distt. Solan, HP., 173 205, l f\J DI A 

Tel : +9198166 56001-02 

d dd www. rre •is. com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J,yKT: KeTopoJI® 3Kcnpecc (KCTOpOJiaK) Ta6JieTKH, )J,HCUeprupyeMbie B DOJIOCTH PTa, 10 Mr 
Market / PhlHOK : Russia / Poccm1 

Batch No/ 
: V2600012 

Batch Quantity/ 36,00,000 tab/ 
Cepus .Nii O6"heM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003254658 
Date of Analysis / 

19.01.2026 
AuaJIHTH'leCKHH OT'leT .N'!! ,l.l.aTa auaJiu1a 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

llaTa npou3BO)J.CTBa ro)J.eH )J.O 

Mfg. License No./ 
MA number:/ 

IlpoHJBO)J.CTBenuas : MNB/05/263 
HoMepPY 

: JIII-.N'2(004669)-(Pr-R U) 
JIHQeH3Hff .N'!! 
Analysis performed according ND:/ AuaJIH3 npoBe)J.eu no H,LI.: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKQHH yrnep,K)J.ena: 21.04.2025 

Page 5 of 11 / CTp. 5 01 11 
No 

Test/ IloKaJaTeJlb Results/ PeJyJJbTaTbl Specification / HopMa 
.N"!! 
6 Particle size distribution / Complies / CooTBeTcTByeT A uniform suspension passing through a 710 µm 

.l(ucnepcuocTb sieve lS formed. I O6pa3yeTCH 0,llHOpO,llHaH 
cycneHJIuI, npoxo.umuaH CKB03b CHTO 
pa3MepoM OTBepcrni-1 710 MKM. 

7 Impurities / IlpuMecu 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; / He 6oJiee 0,5 %; 
ketorolac: / / HmKe npe.ueJia 
1-ru.upoKCHaHaJIOr KOJIJ11-IeCTBeHHOro onpe.ueJiemrn 
KernponaKa (TTKO = 0,0032 %) 

1-keto analog of ketorolac / 0.04 % not more than 0.8 %; / He 6oJiee 0,8 %; 
1-KeToauanor KeToponaKa 

unidentified impurity / 0.02 % not more than 0.5 %; / ue 6onee 0,5 %; 
emrnuqHaH 
Hew.ueHTH~HUHpOBaHHaH 
npHMeCb 

total impurities / 0.1 % not more than 1.0 %. I He 6onee 1,0 %. 
CYMMa np11Mecei-! 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: TTpo.uyKT COOTBeTcTByeT Tpe6oaaHHHM H.l( 3aKJJioqeuue: O,ll.OliPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by : Quality Assurance/Authorized person / 
n o,n.roToaneHo: Ashish 

K umar 
_ffii---

IDate/ 
:,D,ai-a: 19.01.2026 

npoaepeHo: Prave h npoaepeuo (A OK): OJlo6peHo: O6ecneqeHHe Kaqecrna/J seTcTBeHuoe 

Rana { Am.i t Kumar 
JIHUO'. ~ \)J7"' 

1'___,A--

I Date I P ate/ IDate / 
) <::) -0) - "2--0 7-b : LI.ara: 19.0 1.2026 ,AaTa: 19.01.2026 .l(arn: 

Registe red Office: 8-2-337, Road No. 3, Banjara Hill s, Hyderabad - 500034, Telangana, Ind ia 
Te l: +91 40 4900 2900, Fax : +91 40 4900 2999, Email : mail@drreddys com 

CIN: L85195A P1984 PLC004507 

www.drreddys.com 

C 

I 



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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii . l<hol, Nalagarh Road, Ba dd i, 
Distt. So lan, H.P., 173 205, INDIA 

Tel : +9 1 98166 56001-02 
www. drreddv~. co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOAYI'-'.T: KeTopoJI® 3Kcnoecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMble B DOJIOCTH PTa, 10 Mr 
Market / PLIHOK : Russia / Pocc1rn 
Batch No/ : V2600012 

Batch Quantity / 36,00,000 tab/ 
Cepua .N'!! O6beM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003254658 

Date of Analysis/ 
19.01.2026 

AuaJiuTn'lecKuii OT'leT N!! ,l(aTa auaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
,l(aTa npoHJBOACTBa roAeH AO 
Mfg. License No. / MA number:/ 
IlponJBOACTBeuuaa : MNB/05/263 

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

JIHU:eHJHH N2 
Analysis performed according ND:/ AuaJiuJ npoBeAeH no H,l(: Jlll-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKU:HH yrnepm,1J,eua: 21.04.2025 

Pa2e 6 of 11 / CTp. 6 HJ 11 
No 

Test I IloKaJaTeJib Results/ PeJyJI1>TaThl Specification / HopMa 
.N'! 

8 Water content/ 1.9 % Not more than 7.0 %. / 
Co.aep'.lKauue BOAhl He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO'!Hbte oprauu'teCKHe pacTBopuTeJIH 

Isopropyl alcohol / 4 µg/tab / Not more than 350 µg/tab. / 
J,faorrporrauon 4 MKr B rn6neTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'tauue: TTpo.ayKT coorneTcrnyeT TPe6oBamrnM H~ 3aKJI10'teu1te: O,ll.OliPEHO 

Prepared by/ 
n onroTOone,m: Ashish 
Kumar 

P-
!°ale / 
:J.I.a-ra: 19.01.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
□poaepeHo: Prave h TTpoeepeHo (AOK): O.uo6peuo: O6ecrre'-!em1e KaIJecrna/OrneTCTBeuuoe 

Rana { Amit Kumar 
flHUO c~ -

"' ---l Date/ Date / IDate / l ~ -o \- L.-01---b : )J.aTa: 19.0 1.2026 }laTa: 19.01.2026 J.I.arn: 

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

CIN: L85195AP1984PLC004507 
www. drreddys.com 

I 



•·· Dr. Reddy's ~~• 
Dr. Reddy's Laboratories Ltd 
Formula tion Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJIH3A 

Vii i :<ho\, Nalagarh Road, Baddi, 
Distt. So lan, H. P, 173 205, INDIA 

Tel : +9198166 56001-02 
WWW. rre 1vs.com d dd 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, AHCneprupyeMhie s DOJIOCTH pTa, 10 Mr 
Market/ PhrnOK : Russia I Poccm1 

Batch No I : V2600012 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003254658 
Date of Analysis / 

19.01.2026 
AuaJIHTH'-lecKuii OT'-leT .N'!! J(aTa auaJiuJa 
Date of Manufacture / : 12/2025 

Date of Expiry / ; 11/2027 
J(aTa npOH3BOACTBa roAeH AO 
Mfg. License No. / 

MA number:/ 
Ilpou3BOACTBeuuaH : MNB/05/263 

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

JIHIIeHJHH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose)J;eu no H,ZI:: .JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKIIHH yTsep~eua: 21.04.2025 

Page 7 of 11 / CTp. 7 03 11 
No 

Test/ IloicaJaTe.rtb Results I PeJy.rtbTaTbI Specification / HopMa 
.N'!! 

10 Microbiological purity*/ Muicpo6uo.rtoru'-lecicaH '-IHCTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count/ o6w,ee '!11cno He 6oJiee 103 KOE/r; 
a1po6HhIX M11Kp0-
opraHl13MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee •u1cJ10 He 6oJiee 102 KOE/r; 
,npm101<eBbIX 11 nJieCHeBblX 
rp1160B 

Escherichia Coli NA shell be absent in 1 gram. / 
0TC)'TCTBHe B 1 r. 

11 Uniformity of dosage units/ Acceptance value (AV) not more than 15 .0 
O,nuopo,nHOCTh 

5.7 
IloKa3aTeJih np11eMJ1eMOCT11 (AV) ,!I_0J])KeH 6b!Tb 

JJ:03Hp0B3HHblX eJJ:HHHU He 6oJiee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
CTpuMe'-lauue: IlpoJJ:yKT cooTBeTcTByeT TPe6osamrnM H,ll; 3aicmo'-leuue: O)1,OliPEHO 

Prepared by / Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Ilo)lroTOBJieHo: Ashish I1posepeHo: Pravesh I1posepeHo (AOK): O,no6peuo: O6ecne'leu11e Ka'lecTBa!OTBeTcTBeHHOe 
Kumar Rana 1 A mit Kumar JIHUO: 

~ ~ /\___,/'~ 

Date I Date/ 

'

:Date / I Date/ 
,[J;arn: 19.01.2026 )J;aTa: 19.0 1.2026 )];am: 19.01.2026 ' ~ ,.-v ' ~ -u, 1A, )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: rna il@drreddys com 

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

CEPTH$HKATAHAJIH3A 

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

Tel : +91 98166 56001-02 

www rre Ivs.com d dd 
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.HCneprupyeMbie B UOJIOCTH pTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ 

: V2600012 
Batch Quantity/ 36,00,000 tab/ 

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

: 040003254658 
Date of Analysis / 

19.01.2026 
AuaJIHTnqecKuii oTqeT .N'!! )].aTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)].aTa npOH3BOJJ.CTBa ro)J.eH JJ.O 
Mfg. License No./ 

MA number:/ 
Ilpou3BOJJ.CTBeuuaH : MNB/05/263 

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

JIHU:eH3HH N!! 
Analysis performed according ND:/ AuaJIH3 npoBeJJ.eH no H)].: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH YTBep,K,Ueua: 21.04.2025 

Paee 8 of 11 / CTp. 8 H3 11 
No 

Test/ IloKa1aTeJ11> Results/ Pe1yJ11>TaTbl Specification / HopMa 
.N'! 

12 Assay/ KoJ1w-1ecTBeHHOe 9.8 mg/ 9,8 Mr From 9.0mg to 11.0mg of 
onpeAeJ1eHHe (98.4 %) C 1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,[(0 11,0 Mr 
C1sHuNO3•C4H11NO3 ( KernponaKa 
TpoMeTaMHH) (OT 90,0 ,[(0 110,0 % OT 
3a~rnJieHH0ro KOJIWieCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0965 mg/tab/ Not less than 0.042 mg/tab. / 
content I CoJJ.epmauHe 0,0965 Mr B rn6neTKe He Mettee 0,042 Mr B rn6neTKe. 
6yTHJ1fHL{pOKCH3HH30J13 

Remark : The Product confim1s to ND/ Conclu ion: PPROVED / 
n p11 1e"1aH11e: npo)l.yKT C00TBeTCiByeT rpe6oaaHlHIM HJJ: 3aKmo•1eu11e: O)lOliPEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized per on / 
no.n.roToeneHo: Ashi h TTpoBepe1m: Pravesb nposepeHo (AOK): O.11.06pe110: O6ecnel:feHHe Ka.4eCTBalOTBeTCTBe HHOe 
Kumar Rana i Amit Kumar 1114U,O: 

~ ~ 1 I\_/---
Date / Date/ Date / !Date/ \ ~ .-o\ '")..-01-/4 
}J,ara: 19 .0 I .2026 AaTa: 19.01.2026 .[(aTa: 19.01.2026 ,UaTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, l11dia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 

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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 

Formul ation Unit-6 
Vi ii . Khol, Nalagarh Road, Baddi, 
Distt. Sol an, H.P, 173 205, INDIA 

Tel : +9 1 98166 56001-02 
d dd www. rre vs.co m 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:v1n: KeTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKU, ;::i:ucneprupyeMble B UOJIOCTU pTa, 10 Mr 
Market / PLrnoK : Russia / Pocc1u1 
Batch No/ : V2600012 

Batch Quantity/ 36,00,000 tab/ 
CepuH .N'!! O61,eM cepuu 36,00,000 rn6 
Analytical Report No / : 040003254658 

Date of Analysis / 
19.01.2026 

AnaJ1uTn'lec1rnii OT'leT .N'!! .l(aTa anaJiu1a 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

.l(aTa npOU3B0,/l;CTBa ro;::i:en ;::i:o 
Mfg. License No./ 

MA number:/ 
Ilpou1eo;::i:cTBennaH : MNB/05/263 

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

JIUUeH3USI .N'!! 
Analysis performed according ND:/ AuaJiuJ npoee;::i:en no H.l(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKUHH yTeep~eua: 21.04.2025 

Page 9 of 11 / CTp. 9 0111 
No 

Test I IloKa3aTeJlb Results/ Pe3yJ1bTaTb1 Specification / HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucanue ynaKOBKH (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. / no 10 rn6JieTOK B 6m1cTepe 113 

information leaflet in a carton (nA/ AJ1/TT3 C BJiaronornornTeJieM/n3Bn) 
pack. I no 10 Ta6JieTOK B cj>OJihrH II (n3/AJ1) cj>OJihf11. no 1 111111 
6JIHCTepe J,13 (ITAi AJ1/TT3 C 6m1cTepa BMeCTe C Jll1CTKOM-BKJia,llhlllleM 
BJiaronornoT11TeJieM/n3BTT) na'IKY KapTOHHyIO. 
cj>OJihrH // (n3/ AJI) <j>OJihrn. no 
2 6JIHCTepa BMeCTe c JIHCTKOM-
BKJia,ll,hIWeM B na4KY 
KapTOHHyIO. 

* 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 JleKapcTBeHHOro npenapaTa KOHTpOJib Ka'leCTBa no noKa3aTeJIIO «MHKpo6HOJIOrH'leCKaH 
'IHCTOTa» npoBO,llHTCH ,llJIH Ka~OM 20-oii cepuu, HJIH ,llJIH O,ll,HOM cepHH B ro,ll, B 33BHCHMOCTH OT Toro, 'ITO 
nacTynuT panbrne. 

1Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

IlpuMe'lanue: ITpo.llyKT cooTBeTcTByeT TPe6oBamrnM H,ZJ; 3aKJ110'leuue: O):t:OliPEHO 

Prepared by / 

no,llroTOBJieHo: Ashish 

Kumar ,_ 
Date / 

,ZJ;arn: 19.01.2026 

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

npoaepe110: Pravesh ITpoBepeHo (AOK) : 0)lo6peHo: 06ecneqeuwe Ka4ecTBa/0TBeTCTBeHHOe 

Rana i Amj t K uma~ 
nsuo ~~ 

t ---
Date / Date/ IDate / \l) r"O)·- '2..0 ~ ,ZJ;arn: 19.01.2026 ,ZJ;arn: 19.01.2026 ,ZJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyde rabad - 500034, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l: mail@d rreddys.com 

CI N: L85195AP1984PLC004507 

www.drreddys.com 
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•·· 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: t91 98166 56001-02 
www drreddvs com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpO,!l,YKT! KeTOPOJI® 3Kcnpecc (KeTOl)OJiaK) Ta6JieTKH, ,!J,HCUepruvveMbie s D0JIOCTH DTa, 10 Mr 
Market / PhIHOK : Russia / Poccm1 
Batch No/ : V2600012 

Batch Quantity / 36,00,000 tab/ 
CepuH .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003254658 

Date of Analysis / 
19.01.2026 

AuaJinTuqecKuii oTqeT }f!! ):(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
):(aTa npOH3B0,!J,CTBa ro,!],eH ,!J,O 
Mfg. License No./ 

MA number:/ 
IIpoH3B0,!J,CTBeHHaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose)],eu no II)];: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKUHH yTsep,KAeua: 21.04.2025 

Pa2e 10 of 11 / CTp. 10 H3 11 
API name/ HauMeuosauue AWC: Ketorolac tromethamine / KeTOPOJrnKa TPOMeTaMHH 
INN /MHH: Ketorolac / KeTopoJrnK 
API manufacturer batch number / 

ABSH001605, ABSH00l 785 
HoMep cepuu npou3BO,!J,HTeJIH AWC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHUHH npOH3B0,!J,HTeJIH FESA00218, FESA00219 
rJiw: 
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IIpott3BOAHTeJih AWC, cTpaua: ,[(-p PeMH'c Jla6oparnpttc JlT,!J,., l1HAHH 
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 
HanMeuosauue, a,!],pec, JIHUeH3HH ,!J,JIH ,[(-p PeMtt'c Jia6oparnpHc JlT,!J,., l1H,1J,HH, TTpoH3BO,ll,CTBettttoe 
IIpott3BO,!J,CTBeuuaH DJIOJUa,!J,Ka / IlJIOJUa,!J,Ka no,1J,pa3,1J,eJ1eHHe-6, B11nJ1. Kxonh, Hanarapx Poy,ll,, EaMH, ,[(11CTpHKT 
KOHTP0JIH KaqecTBa / IIJIOJUa,!],Ka BhIDYCKa ConaH, x.n., 173205, Htt,ll,HH (nm.1,emm1 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/ Conclusion : APPROVED I 
IIpuMe1rnuue: IlponyKT coorneTcrnyeT Tpe6oBaHlllM H,n: 3aKJ11-0•1e1rne: O;:I:OliPEHO 

Prepared by / 
IlonroTOBJieHo: Ashish 

Kumar ~ 

Date/ 
,n:arn: 19.01.2026 

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

~=epeHo PT h 
TTpoBepeHo (AOK): O.n.o6peHo: O6ecneqem1e Ka'-le, ru OTBe'l"CTBeHHO 
Amit Kumar 

mmo: ~J~ 

t- _./ --
Date/ Date/ IDate / 

\ ~ ~ ' ,-- U> 1..-l ,n:arn: 19.01.2026 ,n:arn: 19.01.2026 ,n:arn: 

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 
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·•e 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJilI3A 

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. rre 1v:..com d dd 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ;::i:ucneprupyeMhie B noJiocTu pTa, 10 Mr 
Market / PLIHOK : Russia / Poccm1 
Batch No/ : V2600012 Batch Quantity / 36,00,000 tab/ 
CepuH N2 O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ : 040003254658 Date of Analysis/ 

19.01.2026 
AuaJIHTn11ecKHH oT11eT N2 )l.aTa auaJiuJa 
Date of Manufacture / : 12/2025 

Date of Expiry / 
11/2027 

,UaTa npOH3B0!l:CTBa ro;::i:eu !l:0 
Mfg. License No./ 

MA number:/ 
IlpouJso;::i:cTBeuuaH : MNB/05/263 

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

Jiuu:euJHH N2 
Analysis performed according ND:/ AuaJIH3 npose;::i:eu no H,U: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKU:HH yrnep,K,Ueua: 21.04.2025 

Page 11 of 11 / CTp. 11 u3 11 
3aKmoqeuue O COOTBeTCTBHH: «HacT05II11JiM 5I IIO,[{TBep)K,[{aIO, qTO rrpirne,n:eHHa5I BhIIIIe HH<pOpMa11:irn 5IBJrneTC5I 

,[{OCTOBepHOH Ii TOqHoH. 3m cepH5I rrpo,n:yKIJ;HH rrpOH3Be,n:eHa (BKJIIOqa5J: yrraKOBKY (MapKHpOBKY) Jil KOHTpOJih 

KaqeCTBa) Ha BhIIIIeyKa3aHHOH rrpOH3B0,[{CTBeHHOH IIJIOIIJ;a,n:Ke (rrrroIIJ;a,n:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6oBaHH5IMH ITpaBHJI Ha,n:Jie)KaIIJ;eH rrpOH3B0,[{CTBeHHOH rrpaKTHKH EBpa3HHCKOro 3KOHOMJiqecKoro COI03a H 

Tpe6oBaHH5IMH KOHTpOIT5I KaqecTBa rreKapCTBeHHhIX cpe,n:CTB, a TaK)Ke B COOTBeTCTBHH co crreIJ;H<pHKaIJ;H5IMH, 

co,n:ep)KaIIJ;HMHC5I B perHCTpaIJ;HOHHOM ,[{OChe CTpaHhI-JilMIIOpTepa. 3arrHCH ITO rrpOH3BO,[{CTBY, yrraKOBKe Ii aHaJIH3Y 

rrpoBepeHhI, If ycTaHOBJieHO IfX COOTBeTCTBife Tpe6oBaHif51M ITpaBHJI Ha,n;Jie)KaIIJ;eM rrpOH3B0,[{CTBeHHOH rrpaKTHKH 

EBpa3HHCKoro 3KOHOMifqecKoro coI03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHMe: Ilpo,nyKT COOTBeTcTByeT Tpe6oBaHIDIM HJJ: 3aKJll:O'leHue: o,z::i:OliPEHO 

Prepared by / 
ITo.a;roTosneHo: Ashish 
Kumat 

~ l -
Date / 
1JJ:arn: 19.01.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
flpoeepe1m: Pravesh TTposepeMo (AOK}: O.no6peno: O6ecne1Iemre ~ayecrn OTBeTcTBemioe 

Rana i Amit Kumar rr11uo: a cl 1/ 
/\_J 

Date / Date / !Date I t~'"O,~U>i-6 ,[(a-ra: 19.01.2026 JJ:a-ra: 19.01.2026 JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tela11gana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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