
••• Dr. Reddy's "llllli;• 

-

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKAT AHAJIH3A 

Dr. :=;eddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. i(hoi, f,Jal;c;t_:;a1 h Road, Baddi, 
Dist t. Soian, H.P., 173 205, iNDIA 

TEI: St ':Sl.SE 56001-02 
·Nww.ci rr edciys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPO,UYKT: l(eTOpoJI® 3Kcnpecc (KCTOPOJiaK) Ta6JieTKII, .uucnepnrnveMble B UOJIOCTII pTa, 10 Mr 
Market/ :P1,rnoK : Russia / Poccm, 
Batch No / 

: V2502460 
Batch Quantity/ 36,00,000 tab/ 

CepuH N2 O6beM cepuu 36,00,000 Ta6 
Analytical Report No/ 

: 04000323 7027 
Date of Analysis / 

27.12.2025 
AHaJIHTU-atec1rnu OT'teT .N'!! .l(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 

11/2027 
.l(aTa npoHJBO,/I_CTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ 
flpOH3BO,[I.CTBCHHaH : MNB/05/263 

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

JIUUCH3Hff N!! 
Analysis performed according ND:/ AuaJiu3 npoBe.ueu no H.l(: JITI-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKIIHH yTBep;K,Ueua: 21.04.2025 

Page 1 of 11 / CTP. 1 03 11 
No Test I IloKaJaTeJib Results/ Pe1yJihTaTbJ Specification / HopMa 
.N"!! 

1 Description/ On11cau11e Light yellow round flat beveled Light yellow round flat beveled tablets with "I" 
tablets with "I" debossed on one debossed on one side. I Kpyrm,1e llJJOCKHe 
side. I Kpyrnh1e nnocKue Ta6JieTKJ,f c qiacKOH, CBeTJIO-)l(eJITOro U:BeTa C 
rn6JieTKH c qiacKoJ:i, cserno- rpasHpOBKOH «I» Ha O,UHOH CTOpOHe. 
)l(eJITOro u:sern C rpasHpOBKOH 
«I» Ha o,uHotl crnpoHe. 

2 Identification/ fbenT111!>11KaUHH 

Ketorolac I Kemopo11aK Complies I CooTBeTcTByeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). / Y<l>-
crreKTPhI rrornorueHm1 11cnb1TyeMoro pacTsopa H 
pacTBopa CTaH,UapTHOro 06pa3u:a KeTOpOJiaKa 
TpOMeTaMwHa ,UOJI)l(Hbl HMeTb MaKCHMyMbl npH 
O,UTIOH ll TOH ))(e )lJ]J,fIIe DOJIIILI (± 2 HM). 

Remarks: The Product confirms to ND/ 

"

Conclusion : APPROVED / 
IlpuMe<Jau11e: ITpo,uyKT cooTBeTcTByeT Tpe6osattID1M H)]. 3aKJIIO'lenue: O)I_OliPEHO 

Prepared by / 

Tio.1rroToaJ1etto: Pravesh 

l<.ana l 
:Aa-ra: 27.L.2025 
!Date / 

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

ripoBepeHo: Pardeep npose_petto (AOl ): O,uo6peHo: 06ecrre1IeH11e KatJecTBa/OTBeTcTBeHHoe 

Kumar ~ AnlhKu~ n11uo: 

~~ 
l D ate/ Date/ !Date/ 7,.....0 ~ -

/ 

: )].a-ra: _ 7. I 2._025 )].am: 27.12.2025 ! ~ -1 ? ....... -)].am: , - ._, 

Regist2red Office: S-2-337, Road No. 3, B,mjara Hills, Hyderabad - 500034, T-2ia1o,;,c,11.:i, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drredd-,,s corn 

CIN: L85195AP1984PLC004S07 

www.drreddys.com 

I 



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

CEPTH<l>JU T AHAJIII3A 

Dr. Redciy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, ~Jaiaearh Road, Baddi, 
Distt. Soian. H.P., J 73 205, if\JDIA 

Tt: l : ~-~: 1 9S1G5 56001 02 
'✓J1N'-.v. cJ n-ed dys. corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOLJ:YKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,uncneoropye.uLre B noJ1oc·ru PTa, 10 J\tT 

Market/ P1,rnoK : Russia I Pocc1rn 
Batch No/ 

: V2502460 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6neM cepuu 36,00,000 rn6 
Analytical Report No / 

: 040003237027 
Date of Analysis / 

27.12.2025 
AnaJIHTH 'lecKuii oTqeT .N'!! J(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,!J;aTa DPOll3B0,UCTBa ro,ueu LJ:O 
Mfg. License No./ 

MA number: I 
IlpoH3BO~CTBeHHaH : MNB/05/263 

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

JlHUeH3H9 J(!! 

Analysis performed according ND:/ AaaJIH3 nposeLJ:eH no 11,lJ;: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / llHcTDVKUHH YTBepm.LJ:ena: 21.04.2025 

Page 2 of 11 / CTp. 2 H3 11 
No Test/ IloKaJaTeJib Results I PeJyJI1>TaTbl Specification / HopMa .N"!! 

Complies I CooTBeTcTByeT 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 BpeM.R ynep)lornaHH.R 0CHOBHOro nwKa Ha 
xpoMaTorpaMMe HCITbITyeMOro pacTBopa 
JlOJDKH0 C00TBeTCTBOBaTb BpeMem, 
y,1l,ep)lnrnamrn OCH0BH0ro IlHKa Ha 
xpoMaTOrpaMMe pacTBopa CTaH.uapTH0ro 
06pa3ua KeToponaKa TP0MemMHHa (pa3/J,en 
«Konw-iecTBeHHOe orrpeneneHHe»). 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpttMe"Ianue: TipOAYKT cooTBeTcTByeT TPe6oBaHH.RM H.ZJ: 3aK.111oqeu11e: 0)1,0liPEHO 

Prepared by I 
nonroTOBJter:ro: Pravesh 

Rruia 1 
Date I 
,[(am: 27.12.2025 

Checked by I Checked by (AQA) / A_pproved by: Quality Assurance/Authorized person I 
TipoBepetto: Pardeep TipoBepeHo (AOK): OJlo6pcRo: O6ecrreqem,e KaqecTBa/OrneTcTBeHHOe 

Kumar Amit Kumar nnu.o: c_#. ~ ~ 
...... 

I\_.. - \', .1/ 
' -------l 

Date I Date/ 'Date I ') - 1 - \ 1 - 2-0 v~ 
,[(am: 27.12.2025 ,[(am: 27.12.2025 ,[(am: 

Registered Office: S-2-337, Road No. 3, B2njara Hills, Hyderabad - sooo::; ,;, r2l;i11;:;J11a, indi;; 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddvs.com 

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

CEPTII <I> HKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nal at:;ar h Road, Bad di, 
Di stt . Solan, H.P., J.73 205, lNDIA 

Tel . : ~1 ~~156 56001-02 
'.vww.ci ri·eddvs.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.i.y1n: KeTopoJI® 3Kcnpecc ( KeTOP OJ1a1d Ta6JJenrn, ,1J,ttcuepnrnvel\u,1e B noJioCTH r>Ta, 10 Mr 
Market / P1.rnoK . Russia / Pocc1-u1 
Batch No/ 

: V2502460 
Batch Quantity/ 36,00,000 tab I 

Cepua .N'!? O6neM cep1m 36,00,000 Ta6 
Analytical Report No I Date of Analysis/ 
AuaJIHTHqecKHH oTqeT .N'!! 

: 040003237027 
)J,_aTa auaJiuJa 

27.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

,lI:aTa TIPOll3B0,!J,CTBa ro,!J,eH ,!J,O 
Mfg. License No./ 

MA number:/ 
IIpottJBO~CTBeuuaa : MNB/05/263 

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

JIH l{eHJllff .N'!! 

Analysis performed according ND:/ At1aJIHJ npoBe,!),eu no H)J,_: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / lfuCTPYKl.l,HH ymepm,/lena: 21.04.2025 

No 
.N'!! 

Test/ IloKa3aTeJ11> Results I Pe3yJ11>TaT1>1 

Pa2c 3 of 11 / CTp. 3 HJ 11 

Specification / HopMa 

Butylhydroxyanisole I 
Eymw1211opoKCllQHU30J/ 

Complies I CooTBeTcTByeT 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.D,ep)KHBaHIUI nHKOB 2-
6YTHnrH.D,pOKCHaHH30na H 3-
6YTHnrn.D,pOKCHaHH30na Ha xpoMaTOrpaMMe 
IlCilbITyeMoro pacTBopa .ll,Oll)l(Hbl 
COOTBeTCTBOBaTb BpeMettaM y ,nep)l(IIBaHIUI 
ITHKOB 2-6ynrnn1.D,pOKCHaHII30na II 3-
0YTHJirH.D,pOKCHaHl1'.WJla Ha xpuMalUI paMMt: 

pacrnopa CTaH.D,aprnoro o6pa3ua 
6YTIInrn.D,poKcttaHmona (pa3.D,en «Co.D,ep)l(aHHe 
6YTIInrn.upoKcttattII3ona»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHue: Ilpo.D,yKT coorneTcrnyeT TPe6osaHIUIM H)]; 3a1rnt0•1e1me: 0,lJ;OliPEHO 

Prepared by / 
Ilo.D,roToaneHo: Pravesh 
Rana i 
Date/ 
)];am: 27.12.2025 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
npoaepeHO: eardeep nponepeHo (AOK): O.D,o6peHO: O6ecrre1IeHIIe Ka'!eCTBj TBeTcTBeHHO 
K.omar 

c:l--::-
A1111tKUlt1l1r JlMl.,lU: (,W V 
~/~ 

Date / Date/ I Date/ 
)];ara: 27.12.2025 )];aTa: 27.12.2025 i 8 -, ]_ - - ) 0 ·1 >{ )];aTa: 

Registered Office: S-2-337, Road No. 3, B~njara Hills, Hyderabad - 50003'+, Tcl,11i,;on;;, l11C:ia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.oneddys.com 

I 



•·· Dr. Reddy's ~;• 
TEOF ANAL I 

ATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i<hoi, Naiai_;arh Road, Baddi, 
Dis, t. Soia!1, H.P., J.73 205, INDIA 

Tel • +'11 9!:l L66 56001-02 
W', ✓'-'' cirreddys.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPO.ll.YJ.T: KeTOPOJI 9Kcopecc (1CCTOPOJl3K) Ta6JJeT1m. AJIC0epnmveMble B DOJJOCTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2502460 
Batch Quantity/ 36,00,000 tab/ 

Cepnn ,N'g O6beM cepnu 36,00,000 rn6 
Analytical Report No / 

: 040003237027 
Date of Analysis / 27.12.2025 

AnaJJHTH'leCKHH OT':leT .N'!! ,UaTa auaJJu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
,l.(aTa npOlllBOJ.J.CTBa roJ.J.eH ,110 

Mfg. License No./ 
MA number:/ 

IlpOH3BOJ.J.CTBeHHaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JJHU.eH3Hff N!! 
Analysis performed according ND: / AuaJJH3 npoeeJ.J.eH no H,l.(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / Jil.JJCTDVKU.IIH YTBCDif\l(CUa: 21.04.2025 

Page 4 of 11 I Crp. 4 H3 11 
No 

Test/ IloKalaTeJJb Results/ Pe1yJ1bTaTbl Specification / HopMa 
.N'!! 
3 Average weight/ Cpe)J.HHH 70.4 mg/ 70.4 Mr 67 .2 mg to 72.8 mg (70.0 mg ± 4.0 %). 

Macca OT 67,2 Mr )).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 CooTBeTcTByeT 18/20 rn6neToK - He 6onee ± 10 %; 
O)).HOpO)J.HOCTb MaCCbl 

2/20 rn6neTOK - tte 6onee ± 20 %. 

4 Disintegration time I 00 min 28 sec / 00 MHH 28 ceK Not more than 3 min. / He 6onee 3 MHH. 

Pacna)J.aeMOCTb 

5 Dissolution / PaCTsopeune Unit-I/ Ta6n-l 97% Not less than 75 % (Q) of C1sH13N03•C4H11NO3 

Unit-2 I Ta6n-2 96% 
(ketorolac tromethamine) in 15 min. / Ht: Mt:ttee 
75 % (Q) C1sH13NQ3•C4H11NO3 ( KeTOponaKa 

Unit-3 / Ta6n-3 97% TpOMeTaM!'.IH) '!epe3 15 MHH. 

Unit-4 I Ta6n-4 98 % 

Unit-5 / Ta6n-5 98 % 

Unit-6 / Ta6n-6 98 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
0pttMe•rnune: Dpo)J.yKT coorneTcrnyeT rpe6osamUIM HJ]; 3aKJ11-0'leH11e: O,lJ,OliPEHO 

Prepared by / 
TT0,nr0Toe11etto: Pravesh 
Ran<1 1 
:,/J;aTa: 27.12.2025 
!Date/ 

Checked by/ Checked by (AQA) / Appro • ed by: Quality Assurance/ Authorized person / 
np0Bepetto: Pardeep Ilposepetto (AOK): O.llo6p tto: O6ecne'lett11e Kal!ecTBa!OTBeTcTBeHHoe 
Kumar AmitKum/ JllfU.O: ~ oJ 
~ ~- / \ 1/ 

I Date/ Date/ rate / --
: )];am: 27.12.2025 ,/J;aTa: 27.12.2025 7 _:-_-.;z -i 2--- ").,-O'iY', 

_n-aTa: 

Regist2red Office: 8-2-337, Road No. 3, B,rnjara Hills, Hyderabad - 50003,i, r2l;:;r;,:;arF1, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@ci rreddys.co rn 

CiN : L8519SAP1984PLC004507 
www.drreddys.com 

I 



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

CEPTH~IIKATAHAJIII3A 

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

Distt. So ia;1 , H.P., 173 205, lf\JDIA 

Ts,I : -: r::·:i. 98166 56001-02 
·:vww.drr edd"ys.co:n 

Product : ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo,nyKT: teTOPOJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JJeTKH, ,n11cnepruove1m,1e B U0JIOCTII 1rra, 10 Mr 
Market / J>1.rnoK : Russia I Pocc1u1 
Batch No/ 

: V2502460 
Batch Quantity / 36,00,000 tab/ 

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

: 040003237027 
Date of Analysis / 

27.12.2025 
AuanuTu'lecicuu oyqey .N'!! llaTa auaJJu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
LI;aTa npo H3BO,nCTBa ro.neu ,no 
Mfg. License No. / 

MA number:/ 
IIpou1eo~CTBennaH : MNB/05/263 

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

JIHQeH3HSI .N'!! 

Analysis performed according ND:/ AuaJJu3 npoee,neu no HLI;: JIII-N2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTpyKQHH yTeep~eua: 21.04.2025 

Pa2e 5 of 11 / CTp. 5 m 11 
No 

Test / IloKaJaTeJib Results I Pe3yJibT3Tbt Specification / HopMa 
.N"! 

6 Particle size distribution / Complies I CoorneTcrnyeT A uniform suspension passing through a 710 µm 
)];ucnepcuocTb sieve lS formed. I O6pa3yeTCH 0,!l,HOp0,!1,Ha» 

cycrreH31I», rrpOX0,!1,Hll(a» CKB03b CHTO 
pa3MepoM ornepcrnw 710 MKM. 

7 Impurities/ IlpuMec11 

I-hydroxy analog of 0.0035 % not more than 0.5 %; / ue 6onee 0,5 %; 
ketorolac: / 
l-rn,!1,p0Kc1Iauanor 
KeToponaKa 

1-keto analog of ketorolac / 0.03 % not more than 0.8 %; / He 6onee 0,8 %; 
1-KeToauanor KeTopoJiaKa 

unidentified impurity/ 0.03 % nut more lhau 0.5 %; / Ht: GuJ1t:t: 0,5 %; 
e,!l,Httwrna» 
HeH,!l,eHTII~IIU!IpOBaHHaH 
rrpHMeCh 

total impurities / 0.1 % not more than 1.0 %. I tte 6oJiee 1,0 %. 
CYMMa np11Mecei1: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMet.tattue: IlpoAyKT coorneTcrnyeT Tpe6osattHRM H.ZJ: 3aKmot.teuue: O)];OliPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
IIo.n.roTosnetto: Pravesh 

Raua 

·1 
Date/ 

.ZJ:arn: 27.12.2025 

Ilposepetto: Pardeep fTpoaepe110 (AOK) : 0Ao6petto: 06ecne'-!eHtte Ka'-!ecrna/OrneTcTBeHHoe 
Ku111a1 Aiul LKwuw. Jll1L\U. 

(~J-~ k [\· ./ 
Date/ IIDate / 'Date/ / 

.ZJ:arn: 27.12.2025 .ZJ:aTa: 27.12.2025 r; g --11- - ) CM 
.ZJ:arn: 

Regist2red Office: S-2-337, Road No. 3, B~njara Hills, Hyderabad - 5000,A, Tel..:r; ,;;; n;i, 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 

CEPTII<l>IIKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i(hol, i'ial;igarh Road, Badcii , 
D1: tt. Soian, H.P .. 173 205, INDIA 

vvww.d1-reddys .co1n 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo.uvKT: l{eTOPOJJ® 3Kcnpecc (KeTOPOJJaK) Ta6JJeTKII, ,uncneprupyeMble B DOJJ0CTH pTa, 10 Mr 
Market/ PLmoK : Russia I Poccmr 
Batch No/ 

: V2502460 
Batch Quantity / 36,00,000 tab I 

Cepun .N'!! O6'heM cepnn 36,00,000 Ta6 
Analytical Report No/ 

: 040003237027 
Date of Analysis / 27.12.2025 

AnaJJuTuqecKuii OPteT .N'!! .llaTa auaJJnJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.l(aTa npOH3B0)J;CTBa ro)J;eH )J;O 
Mfg. License No. / 

MA number:/ 
IIpouJBO)J;CTBenuan : MNB/05/263 

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

JJHl.l,eH3HH .N'!! 
Analysis performed according ND:/ AuaJJu3 npoBe,ueu no H.l(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKU.HH yrnep,KAena: 21.04.2025 

Page 6 of 11 / CTI'>, 6 HJ 11 
No 

Test/ no,rnJaTeJib Results/ PeJyJihTaTbl Specification/ HopMa 
Jf!! 

8 Water content/ 2.0% Not more than 7.0 %. I 
Co,uep1Katt11e BO.Ubl He 6onee 7,0 %. 

9 Residual solvents/ OcTaTO'-IHble opraHH'-lec,rne pacTBop11TeJIH 

Isopropyl alcohol/ 4 µg/tab / Not more than 350 µg/tab. / 
11:JorrpormHoJI 4 MKr B Ta6JieTKe He 6onee 350 MKr s rn6JieTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITp1tMeqau11e: flpo,uyKT COOTBeTCTByeT rpe6osaHIUIM H.D: 3atcmoqeu11e: O,Lt:OliPEHO 

Prepared by / 
ITo.uroToBneHo: Pr,avesh 
Rana l 
Date/ 
,n:arn: 27.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
nposepe1m: Pardeep :riposepeHo AOK): O.uo6peHo: O6ecrrelfeH11e KalfecTBa!OTBeTcTBeHHOe 
Kumar Amit K umar JIHJ.~O: (1, )1/_p ~ "'/~ , .I ?f, 

Date/ Date/ 

l
!Date / 

.D:arn: 27.12.2025 ,n:arn: 27.12 .2025 '),-,s;,: 1 ')_ ·- L~C V) ,n:arn: 

Regist c: red Office: S-2-337, Road No. 3, B2nja;3 Hiils, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys .com 

CIN: L85l95AP198~PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 

CERTIFICATE OF ANALY I 
CEPTH<l>HKAT AHAJIHJA 

Viii. l<hol, NalagJ rh Road, Badd i, 
Diqt. S,Ji;rn, H P, 173 ?.05, INDIA 

d dd WWW. rre V!i.COl"n 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo,11;yKT! R:eTOpoJI® 3Kcnpecc (KeTOPOJiaK) Ta6Jienm, ,ll,UCnepn1pveMbJe B U0JI0CTH pTa, 10 Mr 
Market / PLIHOK : Russia I Poccw1 
Batch Nol 

: V2502460 
Batch Quantity / 36,00,000 tab I 

CepuHM! O61>eM cepuu 36,00,000 rn6 
Analyticid Report No / 

: 04000323 7027 
Date of Analysis / 27.12.2025 

AnaJiuTlf'lecKuu 0T<IeT .N"!! )laTa auaJIH3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

.IlaTa npOH3B0,!l;CTBa ro.11:en ,11;0 
Mfg. License No./ 

MA number:/ 
IIpouJB0.11:CTBeHnaH : MNB/05/263 

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

JlHQeH3HJI .N'!! 
Analysis performed according ND:/ AnaJIH3 npose.11:eu no H)l: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / HttCTPYKQHH YTBep;K,1J;eua: 21.04.2025 

Pa2e 7 of 11 / CTp. 7 HJ 11 
No 

Test I IloKa3aTMh Results/ Pe3yJihTaTbt Specification / HopMa 
.N'!! 

10 Microbiological purity*/ Mmcpo6uonorn'-!ecKaH 'IIICTorn* 

Total Aerobic Microbial NA not more than 103 CFU/g; / 
Count I o6Ill,ee YHCJJO He 6oJJee 103 KOE/r; 
a)po6HblX MHKpO-
opraHH3MOB 

Total Combined Yeast and NA not more than 102 CFU/g; / 
mold count/ o6Ill,ee YHCJJO He 6oJJee 102 KOE/r; 
LlPO)K)KeBblX H nJJecHeBbJX 
rpH60B 

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

11 lJuifu1 mHy of do11a1?,e units/ J.~, i\.oooplonoo vol110 (/IV) Mt 1nMA Thntt I :'1.0 
Oauopo.11:uocTh TToKaJaTeJJb npHeMJJeMOCTH (AV) ,!lOJI)KeH 6b!Tb 
,!l03HpOBaHHblX e,!lHHHQ He 6oJJee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'-!au11e: IlpoayKT coorneTcrnyeT TPe6osaHI-UIM H)]; 3aKJIIO'lenue: O)];OliPEHO 

Prepared by I 
TToaroTOBJJeHo: Pravesh 

Rana { 
Date/ 

.z:(arn: 27.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
IlposepeHo: Pardeep IIposepeHo (AOK): Oao6peHo: O6ecneYeHHe Kaqecrna/OrneTCTBeHHOe 

Kumar Amit K mn;:ir TIMIT.()" ,"l o vJ d-=- V✓ (,_! ~ ~ 
Date I Date I 'Date I 

,,,,.. 

.z:(arn: 27.12.2025 )];am: 27.12.2025 <2.-?: 1'2--- ?---0 )A. )];am: 

Registered Office: 8-2-337, Roc:d No. 3, Banja,a Hil ls, Hyderabad - 5GOm 4, TeIanga11a, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em ai l: mail@drreci dys.corn 

CIN: L85195AP1984PLCOU4507 
www. drreddys.com 
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•·· Dr.~eddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH$1fl{ATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formuiation Unit-6 
Viii. Kho!, f'J:ilagarh Road, Badcli, 
Di<.,t. Soian, H.P. , 173 205, INDIA 

d www.d 1·,-ed ·1ys.corn 
Product : ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
11110.,!lyKT: keTopo.lJ® 3Kcnpecc (teeTopo.11a1,) Ta6JieTKH, ,uucncpn1pyeJ\'u,1e B noJI0CTH pTa, 10 Mr 
Market/ P1,rnoK : Russia I Pocc1151 

Batch No I 
: V2502460 

Batch Quantity / 36,00,000 tab/ 
CepuH N'9 O6beM cepHH 36,00,000 Ta6 
Analytic91 Report No / 

: 040003237027 
Date of Analysis / 

27.12.2025 
AuaJIHTU:'lec1mii oTqeT .N'!! ,I(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
llaTa npo111eo,ucTBa ro.ueu .uo 
Mfg. License No./ 

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

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

J1Hueu3uS1 N!! 
Analysis performed according ND:/ AnaJiu3 npoBe,ueu no H,I(: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version anoroved: / H11cT1JYKUHH YTBep,K,1J,eua: 21.04.2025 

Page 8 of 11 / C-rp. 8 H3 ll 
No 

Test/ IloKa3aTeJlb Results/ PeJyJlbTaTbI Specification/ HopMa 
X! 

12 Assay / Kom11.JeCTBeHHOe 10.0 mg I 10.0 Mr From 9.0mg to 11.0 mg of 
onpe,11,enem1e (99.8 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90.0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr ,11,0 11,0 Mr 
C1sH13N03•C4H11N03 ( KernponaKa 
rpoMeTaM11H) (OT 90,0 ,11,0 110,0 % OT 
3MBJ1CHHoro KOJlH'fCCTBa) B Ta6neTKe. 

13 Butylhydroxyanisole 0.0942 mg/tab I Not less than 0.042 mg/tab. I 
content I Co,[{epiKaHue 0.0942 Mr B ra6neTKe He MeHee 0,042 Mr B Ta6neTKe. 
6yrunru,11,poKcttaHnJoJ1a 

Remarks : The Product confirms to ND/ 

"

Conclusion : APPROVED / 
IlpuMetJaHtte: Ilpo.L{yKT cooTBeTcrnyeT rpe6oaaH1151M H,[( 3aKmoqeune: 0,l(06PEHO 

Prepared by I Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Ilo.nroTosneHo: Pravesh □ poBepeFLo: Pardeep IlposepeRO (AOK) : O.uo6peHo: 06ecneqemie Kaqecrna/OrneTcTBeHHoe 
Rana 

,J Ku1mu AJ11il Kuuu:u mmo: 

~ ~ ~ t /:_,, 
Date/ Date/ Date/ )Date/ 
,[(am: 27.12.2025 ,[(am: 27.12.2025 ,[(am: 27.12.2025 '2- ~ --1 ?---- 2-,f.) ~ ,[(am: 

Registered Office: 8-2-337, Road No. 3, l:lanjara Hills, Hyderabad - 500m4, Telanganc1, lm.lia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L8S19SAP1984PLC0U4507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 

-

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

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

Tel: +91 S0lOG SGOOl-02 
d 'J www. rrea 1v:..com 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlP0/1.YKT::: R'.eTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, /1,HCneprupyeMhle B D0JI0CTH pTa, 10 Mr 
Market / P1,rnoK : Russia / Poccm1 
Batch No/ 

: V2502460 
Batch Quantity/ 36,00,000 tab/ 

Cepun .N"9 O6beM cepuu 36,00,000 rn6 
Analytic9l Report No/ : 040003237027 

Date of Analysis / 27.12.2025 
AnaJinTU:'IecKuii 0T'IeT .N'!! )IaTa auaJiuJa 
Date of Manufacture/ : 12/2025 

Date of Expiry/ 11/2027 
.UaTa npOH3B0/J,CTBa ro11.eu /1,0 
Mfg. License No./ 

MA number:/ 
IIpouJB0,/1.CTBeuuan : MNB/05/263 

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

JIHl(eHJHQ .N'!! 
Analysis performed according ND:/ AuaJIHJ npoee11.eu no 11,[1,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPVKUHD VTBep;K/1,eua: 21.04.2025 

Pa2e 9 of 11 / CT1l. 9 03 11 
No 

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

14 Package description / 10 tablets m a blister of 10 tablets in a blister of (PA/ AL/PE with 
Onucauue 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. I Tio 10 Ta6JieTOK B 6m1cTepe 113 
information leaflet in a carton (TIA/ AJ1/I13 C BJiaronornornTeneM/TI3BTI) 
pack. I Tio 10 Ta6JieTOK B <pOJibrl1 II (TI3/AJ1) <pOJibrl1. Tio I 11Jil1 
6m-rcTepe 113 (TIA/ AJI/TI 3 C 6JI11cTepa BMeCTe C Jil1CTKOM-BKJia.D,blllleM 
BJiaronornornTeJieM/TI3BTI) naqKy KapTOHH)'IO. 
<pOJibrn // (TI3/ AJl) <pOJihrn. Tio 
2 6Jil1CTepa BMeCTe c JIHCTKOM-
BKJia.D,bIIIIeM B naqKy 
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. 
* Ilpu BbmycKe JJeKapcTBenuoro npenapaTa KOHTpOJJb KaqecTBa no noKaJaTemo «M11Kpo6uonoruqecKast 
quCTOTa» npoBO)J.HTCSI )J.JJSI Ka,K)J.OH 20-oii cepuu, HJIH )J.JJSI 0)1.HOH cepuu B ro)J., B 33BHCHMOCTH OT Toro, qTo 
uacTynuT paubrne. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeqauue: Tipo.uyKT coorneTcrnyeT TPe6osattID!M H,ll; 3aKmoqeuue: O,II:OliPEHO 

Prepared by/ 
IIo.1J,roTOBJietto: Pravesh 
Rana ( 

/ _,,,.,. 

Date / 
)]pa: 27.12.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
Tiposepetto: Pardeep IIposepetto (AOK): O.uo6petto: 06ecneqemie KaqecTBa!OTBeTcTBettttoe 
Kumar .Amit Kumar JIHQO: 

(e;J~ ,\_ 

~ /\/~ 

Date I Date/ !Date/ 
,II:arn: 27.12.2025 ,II:arn: 27.12.2025 0 fl, --12-- ~ 1--0 ~ ,[(am: 

Registered Office: 8-2-337, Road No. 3, Banja;a Hills, Hyderabad - 5000::4, Teiangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

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

CEPTH<l>HKATAHAJIH3A 

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

Tel : +91 33166 55001-02 
\JWw.dr1 e<Jdv~.com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,11;yKT: KeTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKn, ,11;ucnepruoveMhle B noJIOCTH pTa, 10 Mr 
Market / P1.rnoK : Russia / Poccm1 
Batch No I 

: V2502460 
Batch Quantity / 36,00,000 tab/ 

Cepug X'~ O6'heM cepuu 36,00,000 Ta6 
Analyticitl Report No/ : 040003237027 

Date of Analysis/ 27.12.2025 
AnaJIHTlf'lecKnii oTqeT .M, .llaTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

,[(aTa npoH3B0,!J;CTBa ro,11;eu ,11;0 
Mfg. License No./ 

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

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

JIH1-eH3Hfl N2 

Analysis performed according ND: I AuaJIH3 npose,11;eu no H,[(: JIIl-.N'2(004669)-(Pf-RU)-190224 
PIL version approved: / HncTPVK1-HH VTBep)K,,IJ;ena: 21.04.2025 

Paee 10 of 11 / C·rp. 10 03 11 
API name/ HanMeuosanne A<l>C: Ketorolac tromethamine I KeTOponaKa TpoMeTaMHH 
INN/MHH: Ketorolac I KeTOponaK 
API manufacturer batch number/ ABSH001415 
HoMep cepuu nponJB0,IJ;HTeJIH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepun cy6cTan1-nn npoHJBO,/J;HTeJIH FESA00217 
rJI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India / 
IlponJBo~nTeJib A<l>C, cTpaua: ,D;-p PeMH1C Jla6opaTOpHC JlTJJ,., I1HJJ,H51 
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 
HanMenoBanne, a,11;pec, JIHQeH3HH ,IJ;JIH ,LJ;-p PeMH'c Jia6opaTOpHC JlTJJ,., 11H.[{HR, I1pOH3B0.[{CTBeHHOe 
IlpoHJBO,/J;CTBennaH nJ1om;a,11;Ka / IlJ1om;a,11;Ka no.[{paJ.[{eJiettne-6, Bnnn. KxoJih, Hanarapx PoyA, na.[{.[{H, ,[(ncTpHKT 
KOHTPOJIH KaqecTBa / IlJ1om;a,11;Ka BbmycKa ConaH, x.rr., 173205, I1H.[{H51 (Jim~eH3H51 HOMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of 
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in 
full compliance with the GMP requirements of the Eurasian Economic Union and requirements to the medicinal 
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, 
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian 
Economic Union is established». 

Remarks : The Product confinns to ND/ 

!
Conclusion : APPROVED / 

IIpuMeqauue: IlpOAYKT coorneTcTByeT Tpe6oBaHH51M HA 3 a1<:J1 101Je1rne: O,I(OliPEHO 

Prepared by / 
Ilo)].roTOBJieHo: Pravesh 
Rana l 
Date / 
)].aTa: 27.12.2025 

Checked by/ Checked by (AQ ) I Appro ed by: Quality Assurance/ Authorized person / 
npoe p HO: Pardeep ITpoe p HO (AOK): OA06peHo: O6ecne'!eHue Ka'Iecrna/OrneTcTBeHHOe 
Kumar Amit K umar mmo: 

(1:~ ~ ' -
I 

I 

Date / Date / !Date / '2-- $? ·--\ 'L-- 2-0 ,.[ ,D;ara: '1.7 .12.2025 J:(aTa: 27. 12.2025 ,Zl.aTa: 

Registered Office: 8-2-337, Road No. 3, Banja;a Hills, Hyderabad - soom4, Teianga11 a, India 
Tei : +91404900 2900, Fax: +9140 4900 2999, Email: mail@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, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

Tel : +91 98156 56001-02 
www.dn·edt.ly., com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo.uyxT:: KeTO POJI 3 Kcnpecc (Ke'fOPOJJaK) Ta6JieTKH, .ancnepnfDYCMLIC s DOJIOCTH pTa, 10 Mr 
Market / PLrnoK : Russia / Poccm1 
Batch N<J I : V2502460 Batch Quantity / 36,00,000 tab/ 
CepnH.N"~ O6oeM ceprm 36,00,000 Til6 
Analytic~l Report No/ : 040003237027 Date of Analysis / 27.12.2025 
AnaJIHTa'lecKnu oT<reT .N'!! .ZI,aTa auaJiu3a 
Date of Manufacture / : 12/2025 Date of Expiry / 11/2027 
.ZI,aTa npoH3B0,IJ;CTBa ro,11;eu ,11;0 
Mfg. License No./ 

MA number:/ 
Ilpon3BOftCTseunaH : MNB/05/263 

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

JIHU:eH3HSI ,N°!! 

Analysis performed according ND:/ AuaJIH3 npose,11;eu no H.ZI,: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HuCTPYKU:HH YTBep,t(,IJ;eua: 21.04.2025 

Page 11 of 11 / CTp. 11 H3 11 
3aKJlloqeuue O COOTBeTCTBHH: «HaCTO.Slll.l;:EIM .SI IIO,l],TBep)K,[{aIO, qTo rrp1rne.n,eHHa.SI BbIIIIe HHq>OpMar:urn .SIBJl.SleTC.SI 

,l],OCTOBepHOM JI TOqHOH. 3m cepH.SI rrpo.n,yKU:HH rrpOH3Be,r:i:eHa (BKJlIOqa.si: yrraKOBKY (MapKHpOBKY) H KOHTpOJll, 

Ka"l!eCTBa) Ha BI,JllleyKa3aHHOH rrpOJl3BO,[{CTBeHHOH IIJlOII(a,[{Ke (rrnoma,ri:Kax) B IIOJlHOM COOTBeTCTBHH C 

Tpe6oBaHH.SIMH IlpaBHJl Ha.n,Jle)Kall(e:ii rrpOJl3BO,lJ,CTBeHHOH rrpaKTJIKH EBpa3HHCKOro 3KOHOMJiqecKoro COI03a JI 

Tpe6oBaHH.SIMH KOHTpOJl.SI Ka"l!eCTBa JleKapCTBeHHbIX cpe,ri:CTB, a TaK)Ke B COOTBeTCTBHH co crreu:mpHKaU:H.SIMJI, 

co.n;ep)Kall(HMHC.SI B perHCTpaU:JIOHHOM ,lJ,OCbe CTPaHbl-HMIIOpTepa. 3aIIHCH no rrpoli3BO,[{CTBY, yrraKOBKe H aHanli3y 

rrpoBepeHbl, Ii ycTaHOBJleHO RX COOTBeTCTBHe Tpe6oBaHH.SIM IlpaBHJl Ha,[{Jle)Kall(e:ii rrpOJ13BO,[{CTBeHHOH rrpaKTJIKH 

EBpa3HHCKoro 3KOHOMHqecKoro coI03a». 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMettauue: llpo,1:i_yKT cooTBeTcTByeT 1-pe6oaattID1M H,n; 3aKmoqeuue: O,ll;OliPEHO 

Prepared by/ 
TTo.n.roTOBJieHo: Pravesh 
Rruia i 
!Dat I 
:,ll,a-ra: 27.12.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
npoaepeno: Pardeep TipoeepeHo (AOK): O.11.06peHO: O6ecne<Jem1e KattecTBa/OTBeTcTBeHHoe 
Kumar !Amil Kumar m~l lO: 

~ ~ ~;-
I Date / Date/ 'Dale / '2---g ·-i L - U!J~ : ,n;arn: 27.12.2025 ,[I;arn: 27.12.2025 ,n;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +3140 4900 2999, Email: mail@drreddys.com 

C/N: L85195AP1984PLC004507 
www.drreddys.com 
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