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

CEPTH <l>IIKAT AHAJIH3A 

Dr. Reddy's Labo.atories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Ro ad, Baddi, 
Distl. Soian, H.P., 173 205, INDiA 

T~I : +91 98:1.6fi SS00l-0~ 

www. drreddvs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.YKT: KeTOPOJI® 3Kcnpecc (KeTOPOJlaK) Ta6JieTKH, JJ,UCueprnpyel\1ble B U0JIOCTH pTa, 10 Mr 
Market/ PLIHOK : Russia I Poccmr 
Batch No/ : V2502231 

Batch Quantity / 36,00,000 tab I 
CepuH .M! O6-LeM cepuu 36,00,000 Ta6 
Analytical Report No/ 

890001849059 
Date of Analysis / 

26.11 .2025 
AnaJIHTtt'leCKHH OT'leT N!! ,l{aTa auaJiuJa 
Date of Manufacture / 

11/2025 
Date of Expiry / 10/2027 

.l(aTa npOH3B0)1,CTBa roJJ,eH )J,0 
Mfg. License No. / 

MA number:/ 
IlpouJBOJJ.CTBeunaH : MNB/05/263 

HoMepPY 
: JITI-N!!(004669}-(Pr-RU) 

JIHu,enJHH N!! 
Analysis performed according ND:/ AnaJiu3 npoBeJJ.en no H.l(: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPVKU.HH yTBep,K,1J,ena: 21.04.2025 

Pa2e 1 of 11 / CTJ>. 1 HJ 11 
No Test/ fioKa3aTeJ1h Results/ PelyJlhTaThI 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 Kpyrnh1e flJTOCKHe 
side. / Kpyrnhre 11nocK11e Ta6JTeTKH c qiacKOtt, CBeTJTO-)KeJTTOro UBeTa C 
Ta6JTeTKl1 c qiacKott, CBeTJTO- rpaBHpOBKOtt «I» Ha O,UHOB CTOpOHe. 

)KeJTTOro UBeTa C rpaBttpOBKOH 
«I» Ha o.uHott cTopoHe. 

2 Identification / H.ueHTH<l>HKaQHH 

K etorolac I Kemop o.rnK Complies / CooTBeTcTByeT UV spectra of the test solution and ketorolac 

tromethamine standard solution should have 
peaks at the same wavelength (± 2 run). I Y<D-
cneKTpbl nornow,eHH}I HCllbITyeMoro paCTBOpa H 

pacTBopa CTaH.uapTHOro o6pa3ua KernponaKa 
TpOMeTaMHHa ,UOJT)l(Hbl HMeTb MaKCMMYMbl npH 
O,UHOH 11 TOH )Ke ,UJJHHe B0JJHbl (± 2 HM). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'lanue: ITpo.uyKT cooTBeTcTByeT TPe60BaHID1M H,[{ 3aKJ1IO'leHHe: o,n:OliPEHO 

Prepared by I 
Ilo.uroTOBJTeH0: Shivani 

Jr 
Date / 

J],aTa: 26.11.2025 

Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TipoBepeH.o: Prnvesb TTpoaep H.o (AOK): O.uo6peHo: 06ecneY.emie KaY.ecTBa!OTBeTCTBeHHoe 

Rana i Amit K umar Jll-IUO: 
~ ) 

I'-__./ ----
/ 

I 
Date / Date / IDate I 1)_7.,J/~)M{, 
)],am: 26. J 1.20_5 ,[{am: 26.11.2025 ,[{am: 

Registered Off ice: 8-2-337, Road No. 3, Banjc1ra Hi i!s, Hyderabad - 500034, Te\ang:i r. a, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Em ail: ma il @drred dys.co m 

CIN: L85195h P1984PLC004507 
www.drreddys.com 

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

CEPTH<l>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Fcrrnulatio:i Unit-6 
Viii. Kho!, f\JalcJgarh Rocid, Baddi, 
Distt. Solan, H.P., 173 205, INDiA 

T2! : -:·91 S2155 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo~yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ~ucnepnmve!'tn,1e B noJIOCTH r>Ta, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 

Batch No I 
: V2502231 

Batch Quantity/ 36,00,000 tab/ 

CepuH .N'!! O6neM ccpnn 36,00,000 Ta6 
Analytical Report No I 

: 890001849059 
Date of Analysis / 

26.11.2025 
AnaJIHTH'lecKuii OT'leT .N'!! .[(aTa auaJIH3a 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
.[(aTa npoH3B0~CTBa ro~eu ~o 
Mfg. License No./ 

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

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

JIHU:eH3HH .N'!! 
Analysis performed according ND:/ Auanu3 npoBe~eu no H.[(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU:HH yTBep,Kj),eua: 21.04.2025 

Pa~e 2 of 11 / CTp. 2 HJ 11 
No 

Test I IToKaJaTeJib Results/ PeJyJihTaTbI Specification / HopMa 
.N'! 

Complies I CoorneTcrnyeT 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 BpeMH y )lep)l(J18aHHH OCHOBHOro flHKa Ha 
xpoMaTOrpaMMe HCflbITyeMoro pacrnopa 
)l0JJ)l(H0 C00TBeTCTBOBaTb BpeMeHH 
y)lep)l(HBaHHH 0CHOBHoro IU!Ka Ha 
xpoMaTorpaMMe pacrnopa CTaH.D,apTH0ro 
06pa3ua KernponaKa TPOMeTaMHHa (pa3)leJJ 
«KO.TJH'-11>.CTRP.HHoe onpe.n.erremie»). 

'

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpuMe'laHue: ITpop,yKT C00TBeTCTByeT Tpe6oBaHHHM H.D: 3aKJIIO'leuue: O,[t:OliPEHO 

Prepared by / 

TTom·oTounetto: Shivani 

fl r 
D ate / 

,ZJ;arn: 26.11.2025 

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

ITpoBepeHo: Pravesh ITpo.aep HO (AOK): OAo6peHo: O6ecne'-!eHHe Kaqecrna/OrneTCTBeHHOe 

Rana 

1 
Amit Kumar JJl!UO: 

<$ /'-
.\ 

...---------------
Date/ Date/ IDate / f}.,- 7,, / ;, 2 f''J{ 
,r:(arn: 26.11.2025 ,r:(arn : 26.11.2025 Aara: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil!s, Hyderabad - S00034, TelangJna, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

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

CEPTH<llHKAT AHAJilI3A 

Dr. Reddy's Laboratories Ltd . 

Fcrrnulation Unit-6 
Viii Kho!, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

Tel: !- 91 %156 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,ayKT: KeTOPOJl 3Kcnoecc (KeTOPOJTaK) Ta6J1eTKll, AHCnepru pyel\lble B D0Jl0CTH pra, 10 Mr 
Market/ PLIHOK : Russia / Poccm1 
Batch No/ 

: V2502231 
Batch Quantity / 36,00,000 tab I 

Cepuu .N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ Date of Analysis / 
AuaJiuTn'lecKuu 0T'leT .N'!! 

890001849059 
l{aTa auaJiu1a 

26.11.2025 

Date of Manufacture/ 
11/2025 

Date of Expiry/ 10/2027 
l{aTa np0H3B0,IJ;CTBa ro,11;eu ,11;0 
Mfg. License No./ 

MA number:/ IIpou1BOACTBeuuau : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HH .N'!! 
Analysis performed according ND:/ AnaJiuJ np0Be,11;eu no H,LJ;: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH YTBepiK,[1,ena: 21.04.2025 

Page 3 of 11 / CTp. 3 m 11 

Test/ IloKaJaTeJlb Results I PeJyJ1bTaTbl Specification / HopMa 

Butylhydroxyanisole I 
Eym11J12uopoKCUGHZ130JI 

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.I1.ep)l<HBamrn: TTHKOB 2-
6YTHJ1rH.ll,pOKCHaHH30na H 3-
6yTHJ1rH.ll.pOKCHaHH30Jla Ha xpoMaTOrpaMMe 
HCilhITyeMoro pacrnopa .ll,OJl)l(Hhl 
COOTBeTCTBOBaTh speMeHaM y,a:ep)l(11BaHl151 
IlHKOB 2-6yTl1Jlr11.ll.pOKCHaHl130Jia H 3-
6YTHJ1r11.ll,pOKCHaHl130J1a Ha xpoMaTOrpaMMe 
paCTBOpa CTaH.ll,apTHOro 06pa3ua 
6YT11nrn.I1.pOKc11aHmona (pa3.ll,en «Co.I1.ep)l(aH11e 
6YT11nr11.I1.poKc11aHmona» ). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-lauue: flpO.ll.YKT coorneTcrnyeT rpe6osau1151M H,[( 3aKJ110'-leuue: 0.l(OJiPEHO 

Prepared by / 
ITo,a:roTOsneHo: Shivani 

jr 
Date I 
)]:am: 26.11.2025 

Checked by / Checked by ( QA) / Approved by: Quality Assurance/ Authorized person / 
□poaepeuo: Pra esh ilpoa peHo (AOK : O.I1.06peHo: O6ecneqemrn Kaqecrna/OrneTCTBeHHoe 
Rana 1 Amit Kumar JJHUO: 

$
' 

/' ., ,,..,.,- / 

!
Date I Date I IDate / ').--7r / /r/,{J?,~ 
,[(am: 26.11.2025 ,[(am: 26.11.2025 ,[(am: 

Registered Office: 8-2.-337, Road No. 3, Banjara Hil!s, Hydernbad - 500034, TelangJna, india 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.r.om 

CIN: L85195AP1934PLC004507 
www.drreddvs.com 

I 



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

CEPTH~HKATAHAJIH3A 

Dr. Reddy' s Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalaga rh Road, Baddi, 

Distt. Soian, H.P., 173 205, INDIA 

Tc!: +9193166 55001-0 7 

www.drreddys.co m 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYKT: KeTOPOJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AHCnepnmveMble B 00.llOCTU 1>Ta, 10 Mf 

Market / PhIHOK : Russia / Pocorn 
Batch No/ 

: V2502231 
Batch Quantity / 36,00,000 tab I 

CepnH .N'!! O6'heM cepun 36,00,000 Ta6 

Analytical Report No/ : 890001849059 
Date of Analysis / 26.11.2025 

AnaJIHTHlleCKHH 0T'IeT .N'!! )(aTa anaJiu1a 
Date of Manufacture / 

: 11/2025 
Date of Expiry/ 10/2027 

.L(aTa npOH3BOACTBa roAeH AO 
Mfg. License No./ 

MA number:/ 
Ilpou1eo~cTBeuuaH : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND: I AnaJiu1 npoeeAeH no H.L(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVKQHH YTBep,K,[(ena: 21.04.2025 

Pa2:e 4 of 11 / CTp. 4 01 11 
No Test/ IloKa1aTeJ1b Results/ Pe1yJ1bTaTb1 Specification/ HopMa 
.N'2 

3 Average weight/ Cpei.usu1 70.4 mg / 70.4 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 CooTBeTcTByeT 18/20 rn6neTOK - He 6011ee ± 10 %; 

Oi.uopOAHOCTb MaCCbl 2/20 rn6neTOK - He 6011ee ± 20 %. 

4 Disintegration time/ 00 min 23 sec I 00 MHH 23 ceK Not more than 3 min. I He 6011ee 3 MHH. 
Pacnai.aeMOCTb 

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

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

Unit-3 / Ta6n-3 102 % TpOMeTaMHH) '-!epe3 15 MHH. 

Unit-4 I Ta6n-4 102 % 

Unit-5 I Ta6n-5 101 % 

Unit-6 I Ta611-6 101 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpi-tMe'-rnune: TTpo.11yKT cooTBeTcTByeT Tpe60Hamu1M H,ll; laKJIIO'-!euue: O,II,OliPEHO 

Prepared by / 
Ilon,rornBJJetto: Shivani 

J>r 
Date / 
,D;a,a: 26.11 .2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
flpoaep 1-10: Pra e b Ti poaepeHo (AOK): O,no6peHo: O6ecne'leHne Ka'-!ecrna/OrneTcTBeHHoe 
!Rana f Amit Kumar mu-10: 

flt) 

t<' ,.,..,- / 

Date / Date / ' !°ate/ 'J,7.--//rl (121 
,lJ,aTa: 26.1 l.2025 ,lJ,aTa: 26.11 .2025 )],am: 

Registered Oftice: 8-2-337, Road No. 3, Banj ara Hil!s, Hyderaba d - 500034, Telang,ina, India 
Te l: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail<;_il dn-2ddys.com 

CIN: L85195AP1984PLC004507 
www. drreddys.co m 

I 



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

CEPTH~HKATAHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tei: : J1 98165 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo)J.y1n: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, Aucner>nrpye1m.1e B noJiot.'Tll pTa, 10 l\tr 

Market/ PhlHOK : Russia I Pocc1-rn 
Batch No I : V2502231 

Batch Quantity/ 36,00,000 tab I 
CepuH .N'!! O61>eM cepu11 36,00,000 rn6 
Analytical Report No I 

: 890001849059 
Date of Analysis / 26.11.2025 

AnaJiuTn'lecKnii 0T'leT .N'!! l{aTa auaJiuJa 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
l{aTa np0U3B0)).CTBa ro)J.eH )).0 
Mfg. License No./ 

MA number:/ 
IlponJBO)J.CTBeuuaH : MNB/05/263 

HoMepPY 
: JII1-.N'!!(004669)-(Pr-RU) 

JlUQeH3HH .N'!! 
Analysis performed according ND:/ AnaJ1u3 npose)J.eH no H,ll;: JII1-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HncTpyKQHH yTsep,K,lJ.ena: 21.04.2025 

Page 5 of 11 / cTp. 5 m 11 
No 

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

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
)I,ucnepcuocTb sieve is formed. I O6pa3yeTCH O,llHOpO,llHaH 

cycneH3HH, npoXO,llHI.UaH CKB03b CHTO 
pa3MepoM ornepcrnfi 710 MKM. 

7 Impurities / IlpnMecu 

1-hydroxy analog of 0.0039 % not more than 0.5 %; / He 6onee 0,5 %; 
ketorolac: / 
1-rnapoKCHaHanor 
KeTOpOJiaKa 

1-keto analog ot kctorolac / U.Ub% not more than u.~ %; / He tfoJ1ee O,c!I %; 
1-KeToaHanor KeToponaKa 

unidentified impurity / 0.02% not more than 0.5 %; / He 6onee 0,5 % ; 
e)lHHWl.HaH 
Hen.ueHTH~HUHpOBaHHaH 
npHMeCh 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe•-rnH1te: Tipo.uyKT COOTBeTCTByeT rpe6oBaHHHM H.lJ: 3aKJIIO'lenue: 0)1,0liPEHO 

Prepared by/ 
Tio.uroTOBJieHo: Shivani 

J>r 
Date/ 
,lJ;arn: 26.11.2025 

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

flposepetto : Pravesh TTpoeepeHo (AOK : O.uo6peH0: O6ecneqeHHe KaqecTBa/OrneTCTBeHHoe 

Rana i Amil Kumar mmo: 

l11) ]'-_/'/ 
Date I Date I IDal'e / 'J-7d /r ! (,')-5 
p:a,•a: 26.11.2025 )],a1a: 26.11.2025 ,lJ;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hii!s, Hyderab.id - 500034, TelangJna, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@dri-2ddys.c:om 

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

CEPTH <I> Jill(A T AHA.JJH3A 

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

Tel . +91 SG166 55001 02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOAYICT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, AIICneprupyel\lLie B DOJIOCTII r>Ta, 10 Mr 
Market / PhIHOK : Russia / Pocc1.:u1 
Batch No/ 

: V2502231 
Batch Quantity / 36,00,000 tab/ 

CepuH N2 O6'heM cep1111 36,00,000 rn6 
Analytical Report No / 

: 890001849059 
Date of Analysis / 26.11.2025 

AnaJiuTn'leCKHH 0T'leT N2 )];aTa auaJiuJa 
Date of Manufacture / 

: 11/2025 Date of Expiry / 10/2027 
.L{aTa DPOH3BOACTBa rol{eH AO 
Mfg. License No. / 

MA number:/ 
11poH3B0,IJ;CTBeHHaH : MNB/05/263 

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

JIHQeHJHH N2 
Analysis performed according ND:/ AuaJiu3 np0Be,11;eu no H)];: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yTBep:lK,[l.eua: 21.04.2025 

Pa2e 6 of 11 / C-i-p. 6 m 11 
No Test / IloKaJaTem, Results/ Pe1yJibTaT1,1 Specification / HopMa 
.N'!! 

8 Water content/ 2.2 % Not more than 7.0 %. / 
Co.uep;i,:auue BO.Ubl He 6onee 7,0 %. 

9 Residual solvents I OcTaTO'IHble opram1qecKue pacTBopuTe.rrn 

Isopropyl alcohol / 10 µg/tab / Not more than 350 µg/tab. / 
I11onponaHon 10 MKr B Ta6neTKe He 6onee 350 MKr B Ta6neTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
CTpHMC'l3HHC: ITpO.U)'l(T C00TDCTCTD)'CT TPC60DUIIHJIM H.lJ: 3nm110•1cm1c: O)l,OiiPEHO 

P repared by/ 
noaroTO'BJJeRo: Shivani 

t> 
Date I 
,lJ;aTa: 26.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
ITpoBepeHo: Pravesh nponepeHo (AOK): Ono6peHo: O6ecneqem1e KaqecTBa/OTBeTCTBeHHoe 
Rana j Amit Kumar m-,uo: 

,\__ 
~ I'------.,,,---

Date / Date / !Date/ ?.-7,,-)!rUJJ,{ 
,[{aTa: 26.11.2025 ,lJ;aTa: 26.11.2025 ,lJ;am: 

Registered Office: 8-2.-337, Road No. 3, Banjara Hil!s, Hyderabad - 500034, TelangJna, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@dn-eddys.c:om 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 



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

CERTIFICATE OF ANALYSIS 
CEPTM<l>HKAT AHAJIH3A 

Viii. Kho!, Nalaga rh Ro ad, Baddi , 
Distt. Solan, H.P., i73 205, INDiA 

Tei : : '.:Jl S3165 56001-02 
www.drreddys.com 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOJJ.VKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, JJ.IICUepruoYeMble s UOJIOCTII l)Ta, 10 Mr 
Market / PbIHOK : Russia I Poccirn 

Batch No/ : V2502231 
Batch Quantity/ 36,00,000 tab / 

CepuH.M! O6'beM cep1111 36,00,000 Ta6 
Analytical Report No I 

890001849059 
Date of Analysis / 26.11.2025 

AaaJIHTnqecKHH oTqeT .N'!! ,l(aTa auaJIH3a 
Date of Manufacture / 

11 /2025 
Date of Expiry / 10/2027 

,l(aTa npOH3B0/l.CTBa ro~eu AO 
Mfg. License No./ 

MA number:/ 
flpOH3BOJJ.CTBeHH3H : MNB/05/263 

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

J1HUeH3HH .N'!! 
Analysis performed according ND:/ AuaJin3 npoBeJJ.eH no II)];: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / MnCTPYKQHH YTBepiKJ].eua: 21.04.2025 

Pag-e 7 of 11 / CTp. 7 m 11 
No 

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

10 Microbiological purity*/ MnKpo6ttoJiomqecKast 'IHCTOTa* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6w,ee •rncno He 6onee 103 KOE/r; 
a::1po6HblX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6w,ee 'IHCJIO He 6onee 102 KOE/r; 
JJ.POlKlKeBbIX H illleCHeBbIX 
rpH60B 

Escherichia Coli NA shell be absent in I gram. / 
OTCYfCTBHe B 1 r. 

11 Uniformity of dosage units/ 4.5 Acceptance value (AV) not more than 15.0 
O)].HOpOJJ.HOCTb IloKa3aTeJib 11pHeMJieMOCTH (AV) )lOJI)KeH 6bJTb 
)l03Hp0B3HHblX e)lHHHU He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
npuM~'f:rnu~: TTpo.rzyn r.onTR~Tr.TRyeT Tf)efioRllHHHM H,n: laKmoqenHe: OJIO6PEHO 

Prepared by/ Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
no.n,roTOene1m: Shivani n poecpeHo: Pravesh npos epeHo (AOK): OJJ.o6petto: O6ecne'leHtte Ka'lecTBa!OTBeTCTBeHHoe 

p1 Rana i Ami1 Kumar nnu,o: 

$ t---~ . 

Date / Date / Date / IDate / ?,-7---1/d,{)K 
):la-ra : 26.11.2025 .D:arn: 26.11.2025 ,r:i:arn: 26.11.2025 .D:arn: 

Registered Office : 8-2-337, Road No. 3, Banjara Hil!s, Hyderaba d - 500034, Te lang:ina, incJi a 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drr2ddys.com 

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

CEPTH <I> IIKAT AHAJIH3A 

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

Te!: :91 S~l65 56001-02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.z:w1n: KeTopoJI® 3Kcnpecc (KCTOPOJiaK) Ta6JieTKH, 11.ucneprupyeMble B UOJIOCTH pTa, 10 Mr 
Market/ PblHOK : Russia / Pocc1-rn 
Batch No/ 

: V2502231 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6'beM ce1mu 36,00,000 Ta6 
Analytical Report No / 

: 890001849059 
Date of Analysis / 26.11.2025 

AHaJIHTH'leCKHii OT'leT .N'!! )],aTa auaJiu3a 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 10/2027 

l{aTa DPOH3B0/1.CTBa ro11.eu11.o 
Mfg. License No./ 

MA number:/ 
IlpouJB0/1.CTBennaH : MNB/05/263 

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

JIHUeH3HH .N'!! 
Analysis performed according ND:/ AuaJIH3 npose11.eu no H)];: .Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HnCTPYKD;HH yTeep:IK,ll,ena: 21.04.2025 

Page 8 of 11 / CTp. 8 HJ 11 
No 

Test/ IloKaJaTeJJb Results/ PeJyJJbTaTbl Specification / HopMa 
,N'g 

12 Assay/ KomJ11ecTBeHHOe 10.2 mg/ 10.2 Mr From 9.0mg to 11.0mg of 
onpeAeJJeHue (101.6 %) C1sH13NO3•C4H11NO3 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr AO 11,0 Mr 
C1sH13NO3•C4H11NO3 (KeTOponaKa 
rpoMeTaMHH) (OT 90,0 AO 110,0 % OT 
3a51BJJeHHOro KOJJWleCTBa) B Ta6JJeTKe. 

13 Butylhydroxyanisole 0.0968 mg/tab/ Not less than 0.042 mg/tab./ 
content I Co,nep:lKaHuc 0.0968 Mr B Ta6JJeTKe He MeHee 0,042 l\tr B rn6neTKe. 
6yTHJlfH.!lpOKCHaHHJOJJa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'laHue: IlponyKT cooTBeTcTByeT rpe6oBaHH51M H,ll; 3aKJJIO'leHue: 0.ll:OliPEHO 

Prepared by / Checked by I Checked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
Tio.nroTOoneHo: Shivani IlpoBepeHo: Pravesh riposepeHo (AOK): O.uo6peHo: O6ecneqem1e KaqecTBa!OTBeTcTBeHHoe 

fl1 Rana i Amit Kumar JUIU0: 

~ ('_,~ 
Date / Date I Date I ' IDate / 1-7r-/lrto?,,(' 
)],oTa: 26.11.2025 )];am: 26.11.2025 AaTa: 26.11.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hil!s, Hyderabad - 500034, Telang:rna, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.r.om 

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

CEPTII <I>IIKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. l<ho!, Nalagarh Ro ad,. Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te[ : +SJ.. s~~l (:.S 5G001 02 
www.drreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 

IIPOJJ,YKT: KeT0p0JJ 3Kcnpecc (KeTopoJiaK) Ta6Jienrn, JJ,ncnepn1oveM1>.1e B noJioCTH r>Ta, 10 Mr 

Market/ PhlHOK : Russia / Pocc1rn 
Batch No I : V2502231 

Batch Quantity / 36,00,000 tab / 
CepuH .N'!! O6'heM cepnu 36,()0,000 rn6 
Analytical Report No I : 890001849059 

Date of Analysis / 26.11.2025 
AuaJiuTu<JecKuii OT<IeT .N'!! )]:aTa auaJiu1a 

Date of Manufacture / : 11/2025 Date of Expiry / 10/2027 
I{aTa DPOH3BOJJ,CTBa roJJ,eH JJ,O 

Mfg. License No. / 
MA number:/ 

llpou1BoJJ,cTBeuuaH : MNB/05/263 
HoMep PY 

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

JIHneH3UH .N'!! 

Analysis performed according ND:/ AuaJiu1 npoBeJJ,eu no 11,IJ,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIncTpyKnHH YTBep,KJJ,ena: 21.04.2025 

P age 9 of 11 I C,rp. 9 m 11 
No 

Test/ IloKa1aTeJ11> Results/ Pe1yJ11>TaT1>1 Specification/ HopMa 
.N'!! 

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucamte 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. / Tio 10 Ta611eTOK B 6m1cTepe 113 
information leaflet in a carton {TIA/ AJ1/TI3 C B11aronornonne11eM/TI3B TI) 
pack. I Tio 10 Ta611eTOK B !pOJibnl II (TI3/AJI) !pOJlbfH. flo 1 111111 
61111cTepe 113 (TIA/ AJI/TI3 C 61111cTepa BMeCTe C JlHCTKOM-BKJia,LlblllieM 
s11aronornoTHTeJ1eM/TI3B TI) na<IKY KapTOttHyIO. 
Q)OJlbnl // (TI3/ AJI) !pOJlbnl. Tio 
2 6JIHCTepa BMeCTe c JlHCTKOM-
BKJla,LlblllJeM B TI34KY 
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. 
* Ilpn BbmycKe JleKapCTBeHHOro npenapaTa KOHTpOJlb Ka'IeCTBa no UOKa3aTemo «MHKpo6HOJ10r11'IeCKaH 
'IHCTOTa» npOBOJJ,HTCH .LI.JUI K31K,ll,OH 20-ou cepuu, HJlH ,ll,JlH 0,ll,HOH cepuu B ro,ll,, B 33BHCHMOCTU OT Toro, 'ITO 
HaCTYUHT paui,rne. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'Ianue: Tip0.!1.YKT cooTBeTcTByeT Tpe6oBaHIDIM H,[( 3aKJ110'Ienue: O,U:OliPEHO 

Prepared by / 
Tio,llroTOBJieHo: Shivani 

Jr 
jDate / 

1
,[(am: 26.11.2025 

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

~:::•peuocP? sh 
npoBepeHo (AOK): O;no6pe1m: 06ecneqett11e Ka1IecTBa/OTBeTcTBettttoe 
Amit Kumar mru.o: 

~ I' 
} -~ 

Date / Date / !Dare / Q--"1 .-/Ir l <YJ,~, 
,/l,am: 26.11.2025 ,[(aTa: 26.11 .2025 ,[(am: 

Registered Office : 8-2-33 7, Road No 3, Banjara Hil!s, Hyd era bad - 500034, TelangJna, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.co m 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Viii. Kho!, 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.!J:YKT: KeTopon® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,!J;HCnepruoveMhle B UOJIOCTH pTa, 10 Mr 
Market / PbIHOK : Russia / Poccm, 
Batch No/ 

: V2502231 
Batch Quantity/ 36,00,000 tab/ 

Cepua.N'!! O6'beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 890001849059 
Date of Analysis / 

26.11.2025 
AHaJIHTH'leCKHH OT'leT .N'!! JJ:aTa auanu3a 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
JJ:aTa DPOH3B0,!J;CTBa ro,!J;eH ,!J;O 
Mfg. License No./ 

MA number:/ 
Ilpou3BO.!J:CTBeuuaa : MNB/05/263 

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

JIHQeH3HH .N'!! 
Analysis performed according ND:/ Auanu3 np0Be,1J;eu no H,ZI:: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH YTBep~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 HJ 11 
API name/ HauMenoBauue A<llC: Ketorolac tromethamine / KernponaKa TpoMeTaMH:H 
INN/MHH: Ketorolac / KernponaK 
API manufacturer batch number/ 

ABSH001414, ABSH001294 
HoMep cepuu npoH3BO.!J:HTeJIH A<llC: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npOH3B0,!J;HTeJIH FESAOOl 70, FESA00216 
r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlpoH3BO,!J;HTeJib A<llC, CTpaua: .D;-p PeMH'c Jia6oparnpuc JlT)].., MH)].M.ll 

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 
riitc / IVlNB/05/263) / 
HauMeHOBauue, a,ll;pec, JIHQeH3HH ,!J;JIH .D;-p PeMH'c Jla6oparnp11c JlT)].., MH)].H.sr, ITpoH3BO)].CTBeHHoe 
Ilpou3BO.!J:CTBeuuaa nno1Qa,1J;Ka / IIJ101Qa,1J;Ka rro)].pa3)].eneHHe-6, B11nn. Kxonh, Hanarapx Poy)]., oa,MH, ,[t;HcTpHKT 
KOHTPOJIH Ka'leCTBa / IIJIOIQa,!J;Ka BLIDYCKa ConaH. x.rr .. 173205, MH.UH.ll (nm.(eH3H.ll 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 I 
np11Meqai-me: □poeyKT cooTBeTcTByeT Tpe6onam,rn.M Hl); 3a1rnt0'-ICHHe: oµoJiPEHO 

Prepared by I 
Ilo.11.rornsneHo: Shivani 

/>, 
Date I 
).J,irra: 26.11.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I ~= peHoi vesh 
CTposepe1-m (AOK): O.u.o6peHo: 06ecrreqemre Kaqecrna/OrneTcTBeHHOe 
Amit Kumar mmo: 

]'_/ ;_ 
Date / Dat / IDate / 
,!J,ara: 26.11 .2025 ,[(arn: 26.11.2025 ,[(arn: 

Registered Office : 8-Z-337, Road No. 3, Banjara Hil!s, Hyderabad - 500034, TelangJna, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drr2ddys.com 

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

CEPTII <J) ID AT AHA.Jlll3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khoi, Na lc1garh Road, Baddi, 
Distt. Solan, H.P. , 173 205, INDiA 

w ww.drreddvs.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo;::i:y1..,: l{eTopon'). 3Kcnpe<:c (Keropo.113K) Ta6neTK11, ;::i:11cneprum·eM b1e B nonocTH PTa, 10 Mr 
Market/ PhlHOK : Russia / Pocc1rn 
Batch No/ 

: V2502231 
Batch Quantity/ 36,00,000 tab / 

CepnH .N'!! O6'beM cepuu 36,00,000 ra6 
Analytical Report No / 

: 890001849059 
Date of Analysis / 26.11.2025 

AnaJinTn'lecKuii 0T'leT .N'!! naTa auaJJH3a 
Date of Manufacture / 

: 11/2025 
Date of Expiry / 

10/2027 
naTa DpOH3B0/1:CTBa roti;eu AO 
Mfg. License No./ 

MA number:/ 
IlpouJB0/1:CTBeuuaH : MNB/05/263 

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

JIHQeHJHH .N'!! 
Analysis performed according ND:/ AuanuJ npoBeti;eu no Rn: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTpyKQHH YTBepm;,J;eua: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKJIJOqeuHe O COOTBeTCTBHH: «HaCTO}IIll.HM jJ IIO,UTBep)K)];aIO, '-ITO rrpHBe,ueHHM BhIIIIe HH<pOpMaU,lUI HBJrneTCH 

,UOCTOBepHOR H TO'IHOR. 3m cepHH rrpo,uyKU.HH rrpOH3Be,ueHa (BKJIIO'IM yrraKOBKY (MapKHpOBKY) H KOHTpOJih 

Kaqecrna) Ha BhIIIIeyKa3aHHOR rrpOH3B0,UCTBeHHOR rrrrom:a,uKe (rrrrom:a,n:Kax) B IIOJIHOM COOTBeTCTBHII C 

Tpe60BaHIIHMII ITpaBIIJI Ha,UJie)Kameii rrpOH3B0,UCTBeHHOH rrpaKTIIKII EBpa31IHCKOro 3KOHOMII1IeCKOro COI03a II 

Tpe6oBaHIIHMII KOHTpOAA Ka1IeCTBa rreKapcTBeHHhIX cpe,UCTB, a TaK)Ke B COOTBeTCTBIIII co crrenmp1IKaIJ.1IHMII, 

co,uep)I<aI1J.HMIICH B per1ICTpan110HHOM ,UOCbe CTJ)aHhl-HMIIOpTepa. 3arr1ICII no IIpOH3B0,UCTBY, yrraKOBKe H aHaJIII3Y 

rrpoBepeHhI, II ycTaHOBJieHo IIX COOTBeTCTBIIe Tpe6oBaHIIHM ITpaBIIJI Ha,urre)Kameii rrpOH3B0,UCTBeHHOR rrpaKTIIKII 

EBpa31IHCKoro 3KOHOMII'-lecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMC<taHuc: Ilpo,uyKT coorneTcrnyeT TPe6onammM H,l( 3a1cmo1 1e1111e: 0.Il:OliPEHO 

Prepared by I 
Ilo,uroTOBJJetto: Shivani 

fr 
Date I 
,[(am: 26.11.2025 

Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized person / 
Oposepe1:rn : Pravesh TT posepeHo (AOK): O,uo6petto: O6ecne<Jem1e Ka<Jecrna/OrneTCTBettttoe 
Rana I Amit Kumar m1uo: ~ 

~_/ ,,,-- ~ 

Date I Date I IDate I I').,,,~ I I /J,0 7,,i[ 
,l(arn: 26.11.2025 ,[(am: 26.11.2025 ,[(am: 

Registered Office: 8-2-337, Road No. 3, 13a nja ra Hil!s, Hyderabad - 500034, Te langJna, inc.iia 
Tel : +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mai l@drredcJys.com 

CIN: L8519SAP1984PLC004507 
www.drredciys.com 
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