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

CEPTH <I> IIKAT AHAJIHJA 

Dr. Reddy's Laborat ories Ltd . 

Formulation Unit-6 
Viii . f(hol, fll alc1 Earh Road, Baddi, 
Oistt. So iail, H.P. , 173 205, INDIA 

www.ciri eJ ci ys.corn 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: KeropoJI® 3Kcnpecc (KeropoJiaK) ra6Jien,u, ;:u1cnepr11pyel\1L1e B noJIOCTH pra, 10 l\ff 

Market / PLIHOK : Russia / Pocc1rn 
Batch No/ 

: V2502494 
Batch Quantity I 36,00,000 tab I 

Cepuu .N'!! O6beM cepnn 36,00,000 Ta6 
Analytical Report No / Date of Analysis / 
AuaJIHTK'lecKHH OT'IeT X2 

: 040003241426 
,lI;aTa auaJiu3a 

28.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

J(aTa npoH3B0ACTBa ro,l.{en ,[{0 

Mfg. License No. / 
MA number:/ 

IlpoH3BO~CTBeuuaH : MNB/05/263 
HoMepPY 

: JITI-X2(004669)-(Pr-RU) 
JIHlleH3HSI .N'!! 

Analysis performed according ND:/ AnaJIH3 npoBeAeu no H,II;: JITI-X2(004669)-(Pr-RU)-190224 
PIL version approved: / HucTDVKIIHH VTBep~eua: 21.04.2025 

Page 1 of 11 / Crp. 1 H3 11 
No 

Test/ IloKaJaTeJ11> Results / PeJyJ1bTaTM Specification/ HopMa 
N! 

1 Description / On11cam1e Light yellow round flat beveled Light yellow round flat beveled tablets with 11
/
11 

tablets with "I" debossed on one debossed on one side. I Kpyrn1,1e TIJIOCKHe 
side. / Kpyrnh1e ITJIOCKHe Ta6JieTKH c cpaCKOH, CBeTJIO-)f(eJITOro 11,BeTa C 
Ta6JieTKH c ipacKOH, CBerno- rpaBHpOBKOH «I » Ha OJJ,HOH CTOpOHe. 
)f(eJITOro 11,BeTa C rpaBHpOBKOH 
«I» Ha O,ll.HOH crnpoHe. 

2 Identification/ lf~euTu<j>11Ka11uH 

Ketorolac I Kemopo1wK Complies / CoorneTcrnyeT UV spectra of the test solution and ketorolac 
tromethamine standard solution should have 
peaks at the same wavelength (± 2 nm). I Yet>-
crreKrpbI rrornomeHm1 HCITb1TyeMoro pacTaopa 11 

pacrnopa CTaH,ll.apTHOro 06pa311,a KeTOpOJiaKa 
TpOMeTaMHHa ,ll.OJllKHbl HMeTb MaKCHMYMbl rrp11 
O,ll.HOH 11 TOH JKe ,ll.JIHHe BOJIHbl (± 2 HM). 

Remarks : The Product confirms to ND/ 
IlpHMe'laHHe: Ilpo,ll.yKT COOTBeTcTByeT rpe6oBaHIDIM H.ll: 

Conclusion : APPROVED / 
3aKJ1t0'leHue: O)];OliPEHO 

Prepared by / 

ITo,rrroToBneHo: Pravesh 

Rana /{ 

J. 

~ ant: 28 .12.2025 
!D ate I 

hec.k.ed by / 

ITpoBep 110: Pardeep 

K umar 

I Date / 
Jlara: 28 .12.2025 

Checked by (AQA) / 

IT po peHO (AOK) : 

A bhi. ek Chauhan 

\ 
Date I 
,z:i:arn: 28.12.2025 

pproved by: Quality Assurance/ Authorized person / 

0 JJ.o6peHo: 06ecrre'leHHe Ka'lecrna/OrneTcTBeHHoe 

JIM'UO: 

Date / 
)],am: 

Regist2red Office: S-2-337, Road No. 3, B~njara rlili s, Hyderabad - 500034, fe langan a, India 
Tel : +91 40 4900 2900, FJx: +9140 4900 2999, Email : mail@drreddys.com 

CIN : L35'.i.95AP1984PLC004507 
www.drreddys.com 



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

CEPTH <I> HK T AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. i<hol, f1Jaiat;arh Road, Baddi, 
Distt . Soia ;1, H.P., 173 205, iNDIA 

T :l: -.-C::· l '?'.::166 56001-02 
w ww.d n eJcivs.corn 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,LJ.y1n: ReTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JieTKH, ,11,ucneprnoveM&1e s noJIOCTn pTa, 10 !\ff 

Market / :P1>1HOK : Russia I Poccm, 
Batch No/ 

: V2502494 
Batch Quantity/ 36,00,000 tab I 

CeouH .N'!? O6'beM ceprrn 36,00,000 Ta6 
Analytical Report No/ 

: 040003241426 
Date of Analysis / 

28.12.2025 
AuaJiuTn 'lecKuit oTqeT .N'!! )laTa auaJIHJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
)laTa npoHJB0,ll.CTBa ro,ll.eH ,ll.O 
Mfg. License No./ MA number:/ 
Ilpou3so~cTBenua» : MNB/05/263 

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

JlHQeHJHSI .N'!! 
Analysis performed according ND:/ AuaJiuJ npose,LJ.en no H)l: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / l:fncTpyKQHH vrnep~ eua: 21.04.2025 

Page 2 of 11 / CTp. 2 HJ 11 
No 

Test/ IloKaJaTeJJh Results/ Pe1yJJhTaThI 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 BpeMn y.uep)l{1rnaHJrn OCHOBHoro m1Ka Ha 
xpoMaTorpaMMe HCITbITyeMoro pacTBopa 
,UOJT)l{HO COOTBeTCTB0BaTh BpeMeHH 
y.uep)l{H8aHH51 0CH0BH0ro IlHKa Ha 
xpoMaTOrpaMMe pacrnopa CTaH.uapTHOfO 
06pa311.a KeTopoJTaKa rpoMeTaMHHa (pa3,neJ1 
«Komr-1ecTBeHHoe onpe,neJTeHHe») . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'leuue: 0,l(OliPEHO DpuMe•-ianne: Ilpo.uyKT coorneTcrnyeT rpe6oBaHH51M H,ll; 

Prepared by/ 

Ilo,nroToBJTeHo: Pravesh 

Rana 

·1 , 

Date / 
)];am: 28.12.2025 

becked by/ 

Ilp0Bepm10: Pardeep 

Kumar 

Date / 
,ll;aTa : 28.12.2025 

Chee ed by (AQA) / 

n poB p eH0 (AOK): 

A bhi , ek Chauhan 

\ 
Date / 

):i:a1a: 28 .12.2025 

Approved by: Quality Assurance/ Authorized person / 

O.uo6petto: O6ecneqeHHe Kaqecrna/OTBeTcTBeHHoe 

nwu.o: 

Date/ 

)];am: 

Registered Office: S-2-337, Road No. 3, Bz:njar a Hiiis, Hyderabad - 500034, T,cl ;ing,mJ, india 
Te l: +9140 4900 2900, Fax: +9140 4900 2999 , Email : mail @drreddys com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJill3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. iZ hol, f1Jaiaearh Road, Baddi, 
Distt. Soian, H.P, 173 205, INDIA 

Tt:I : : ~1 3SI5S 56001-0~ 
\VV✓ 'N.ci rreddvs.corn 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAy11..,: KeTopon 31.:cnpecc (KeToponaK) Ta6JieTKH .uucoeprnpveM hle B noJIOCTH pTa, 10 Mr 
Market / :P1.rnoK : Russia / Pocc1-rn 
Batch No I 

: V2502494 
Batch Quantity/ 36,00,000 tab I 

Cepuu .N'!? O61>eM cepuu 36,00,000 Ta6 
Analytica.1 Report No / Date of Analysis/ 
AuaJIHTH'lecKuii oTqeT .N'!! 

: 040003241426 
.l{aTa auaJiu1a 

28.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

Jl:aTa npOH3B0]lCTBa roi:teH AO 

Mfg. License No./ 
MA number:/ 

Ilpou1so~cTBeuuaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JIHQeH3HSl .N'!! 

Analysis performed according ND:/ AuaJiu1 npose]leu no H.l{: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HucTPYKQHH YTBep)K)J;eua: 21.04.2025 

No 
.N"!! 

Test I IloKalaTeJib 

Butylhydroxyanisole I 
Eymu112uiJpoKcuaHu3011 

Remarks : The Product confirms to ND/ 

Results/ Pe3yJ1bTan,1 

Complies / CoorneTcrnyeT 

Pa2e 3 of 11 / CTp. 3 H3 11 

Specification/ HopMa 

The retention times of2-butylhydroxyanisole and 
3-butylhydroxyanisole peaks on the 
chromatogram of the test solution should 
correspond by the retention times to 2-
butylhydroxyanisole and 3-butylhydroxyanisole 
peaks on the chromatogram of 
butylhydroxyanisole standard solution 
("Butylhydroxyanisole content" section). / 
BpeMeHa y,uep)KJ,JBamrn ITHKOB 2-
6yTHnrH,upoKCHaHH30na H 3-
6ynrnrn,upoKCHaHH30Jia Ha xpoMaTOrpaMMe 
HCflhITyeMoro pacrnopa AOll)l(Hhl 
COOTBeTCTB0BaTh apeMeHaM y.n:epl!<HBaHml 
ITHKOB 2-6yTHnrn,upoKCHaHH30na H 3-
6YTHIIrHApOKCttaHH30Jia Ha xpoMaTOrpaMMe 
pacrnopa cmH,uapTH0ro o6pa3ua 
6YTHnrn.upoKcHaHH3oJia (pa3,uen «Co,uep)KaHHe 
6ynrnrttp,poKcHaHH30Jia» ). 

IlpuMe'tam1e: Tipo.uyKT coorneTcrnyeT TPe6oeaHH.HM H.D: 
Conclusion : APPROVED / 
3aKJIIO'leuue: 0)1,0liPEHO 

Prepared by / 
Tio.n:roToaneHo: Pravc~h 

Rana ,f 
Date/ 
,[(am: 28.12.2025 

Checked by / 
TiposepeHo: Pardeep 
K umar 

Date/ 
,[(am: 28.12.2025 

Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TTpo peHo (AOK): O.a:o6peHo: O6ecrreqeHHe Kaqecrna/OrneTcTBeHHoe 

Abhi ' 1ek Chauhan JlU.UO: 

Date I 
,n:am: 28 .12.2025 

Date/ 
,n:am: 

Registered Office: S-2-337, Road No. 3, B,mjar;; t-iilis, Hyderabad - 500034, Tel ~ngana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L3519SAP1984PLC004507 
www.drreddys.com 



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

CEPTII (f>IIKAT AHAJilI3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho!, Maiacarh Road , Baddi, 
Oistt. Saia;-:, H.P., 173 205, iNDIA 

Tt::! . -rSl 3GlGG 56001 02 
'NW'.11. cJ rr'eciciy ~.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlpOtJ.YKT: keTopoJI® 3Kcrrpecc (KeTopoJiaK) Ta6JieTKH, ,[J.11crrepr11pyeM1>1e B rroJiocTn DTa, 10 !\tr 

Market / P1,rnoK : Russia / Poccmr 
Batch No/ 

: V2502494 
Batch Quantity / 36,00,000 tab I 

CennB x~ 061.eM ceouu 36,00,000 rn6 
Analytical Report No / 

: 040003241426 
Date of Analysis / 28.12.2025 

AuaJiuTu 'lecKnn oTqeT .N'!! llaTa auaJiu1a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 11/2027 

)laTa rrpoH3B0,[J.CTBa ro,[J.eH ,[J.O 
Mfg. License No./ 

MA number:/ 
Ilpou1Bo~cTBeuuaB : MNB/05/263 

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

JIHQeH3Uff .N'!! 
Analysis performed according ND:/ AuaJin3 rrpoBe,[J.eu no H)l: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version approved: / IIucTPYKQHH yTBep,K,[(eua: 21.04.2025 

Pa2e 4 of 11 / CTp. 4 01 11 
No Test/ Iloica3aTeJI1> Results/ Pe3yJibTaTbl Specification / HopMa 
N2 

3 Average weight/ Cpe.uustst 69.9 mg I 69.9 Mr 67.2 mg to 72.8 mg (70.0 mg ± 4.0 %). 
Macca OT 67,2 Mr AO 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 CoorneTcTByeT 18/20 rn6JieTOK - He 6onee ± 10%; 

O.uuopO,UHOCTI, MaCCbl 
2/20 rn6neToK - He 6onee ± 20 %. 

4 Disintegration time / 00 min 38 sec / 00 MHH 38 ceK Not more than 3 min. / He 6onee 3 MHH. 
Pacna.uaeMOCTb 

5 Dissolution / PaCTsopeuue Unit-I/ Ta6n-l 99% Not less than 75 % (Q) ofC1sH13N03•C4H11NO3 

Unit-2 / Ta6n-2 99 % 
(ketorolac tromethamine) in 15 min. / He Mettee 
75 % (Q) CI sH 13NO3•C4H1, NO3 (KernponaKa 

Unit-3 / Ta6n-3 99 % TpOMeTaMHH) l!epe3 15 MHH. 

Unit-4 / Ta6n-4 100% 

Unit-5 / Ta6n-5 100% 

Unit-6 / Ta6n-6 98 % 

Remarks : The Product confirms to ND/ 
IlpuMe4attue: Ilpot1.yKT coorneTcrnyeT Ype6osaHIDIM H,D; 

Conclusion : APPROVED / 
3aKJIJ04enue: O)];OliPEHO 

Prepared by/ 
TI0.uro-roene1m: Pravesh 

Rana 1 
Date/ 
tJiaTa: 28.12.2025 

Checked by/ 
IlposepeHo: Pardeep 
Kumar 

Date/ 
,lJ;aTa: 28 .12.2025 

Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
Tipoe eHo (AOK): O)lo6p eHo: O6ecnel!eHtte Kal!ecTBa!OTBeTcTBeHHOe 
Abhisl k Chauhan mruo: 

Date I 
)].am: 28.12.2025 

Date/ 
.,n;ara: 

Regist2red Office : S-2-337, Road No. 3, B~nja,a Hills, Hyderaba d - 500034, Tel,mgan~, India 
Tel : +9140 4900 2900, FJx: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTII<l>lIKA T AHAJJ.H3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. i<hol, f\J alil6arh Road, Baddi, 
DisL t. Se,i cJi l, H.P., 173 205, INDIA 
T-2 ! . -;-<:::!. 98166 5600 i -0? 
vv1,V\'•.:.cln eddys .co rn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpoti:yi...: Ke-roponti; 3Kcnpecc (1-:eToponaK) Ta6JJeTKH, iu1cnepnrpyeMb1e B nonocTn pTa, 10 Mr 
Market / PbIHOK : Russia I Pocc1ui 
Batch No/ 

: V2502494 
Batch Quantity/ 36,00,000 tab I 

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

: 040003241426 
Date of Analysis / 

28.12.2025 
AuanuTnqecicuu oTqeT .N2 ,UaTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
D:aTa DPOH3B0t);CTBa r oti:CU AO 
Mfg. License No./ 

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

HoMepPY 
: J1Il-.N2(004669)-(Pr-RU) 

JIHUeH3HH .N'!! 

Analysis performed according ND:/ AuaJIH3 npose.ueu no H,/1;: Jlll-.N2(004669)-(Pr-RU)-190224 
PIL version approved: / HncTPYKUHH yrnep,K,1J,eua: 21.04.2025 

Pa2e 5 of 11 / CTJ). 5 H3 11 
No 

Test/ IloKaJaTem, Results/ PeJyJihTaThI Specification / HopMa 
.N'! 

6 Particle size distribution / Complies I CooTBeTcTByeT A uniform suspension passing through a 710 µm 
.L(ucnepCHOCTb sieve IS formed. I O6pa3yeTc.11 OJlH0pO)lHall 

cycneH311.11, np0XOJll!IUa.11 CKB03h 
pa3MepOM OTBepCTHH 710 MKM. 

7 Impurities / Ilp11Mecn 

I-hydroxy analog of Below LOQ (LOQ = 0.0032 %) not more than 0.5 %; I He 6011ee 0,5 %; 
ketorolac: I / Hw)Ke npe.uena 
1-rn)lpOKCHaHaJIOr KonwrecTaeuuoro onpeJlenemrn 
KeToponaKa (IlKO = 0.0032 %) 

1-keto analog of ketorolac / 0.04% not more than 0.8 %; I He 6onee 0,8 %; 
1-KeTOaHaJior KeTOponaKa 

unidentified impurity / 0.03 % not more than 0.5 %; / He 6011ee 0,5 %; 
eJll,IHWIHall 
HeH.a.eHTH~HUHpoBaHHa.11 
npttMeCb 

total impurities I 0.1 % not more than 1.0 %. I ue 6011ee 1,0 %. 
C)'MMa np0Mecei1 

Conclusion : APPROVED / 
l aK'Jltoqenue: O.L(OEPEHO 

1:===========;;;:::::=======::::;;::=========: 

Remarks : The Product confirms to ND/ 
ITpuMeqauue: IlpoJlyKT cooTBeTcTByeT rpe6oaaHIDIM HA 

CHTO 

Prepared by / 
TTo.n.rQToeneao: Pravesh 

Checked by/ 
IlpoaepeHo: Pardeep 
Kumar 

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

Rana i 
Date/ 
,l.l,arn: 28 .12.2025 

~ 

Date/ 
,naTa: 28.12.2025 

AOK : O.a.o6peHo: O6ecneqeHtte KaqecTBa!OTBeTcTBeuuoe 

Date/ 
,n:aTa: 28.12.2025 

;111uo: 

Date/ 
,nam: 

Regisicred Office: S-2-337, Road No. 3, Bonj,H a rliil s, 1-lyderc1bJd • 500034, TelangJn ~, lndi,1 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email : maii@drreddys.com 

CIN: LS5l95AP1984PLC004507 
www. drreddys.com 

C 



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

CEPTH<I> UKAT AHAJilI3A 

Dr. Reddv's Laboratories Ltd . 
Formulation Unit-6 
Viii. i,hol, ~Jaia8a, h Road, Baddi , 
Distt. Soia;1, H.P., 173 205, INDIA 

w ww.ci ffeJcivs. com 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIPOLlYin: R'.eTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKII, LIHCneprupyeMble B DOJIOCTII pTa, 10 !\tr 

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

: V2502494 
Batch Quantity/ 36,00,000 tab I 

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

: 040003241426 
Date of Analysis / 

28.12.2025 
AnaJIHTH 11ecK11n OT'teT .N'!! ):(aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11 /2027 
):(aTa npoH3B0LICTBa roLieH LIO 
Mfg. License No./ 

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

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

JIHQeH3HSJ .N'!! 
Analysis performed according ND:/ AnaJiu3 npoBeLieH no HJ(: Jlll-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / IIHCTPYKQHH yTeep,K,1J;ena: 21.04.2025 

Page 6 of 11 / CTp. 6 H3 11 
No 

Test/ IToKa3aTem, Results/ Pe3yJJbTaTbI Specification/ HopMa 
X! 

8 Water content/ 2.1 % Not more than 7 .0 %. / 
Co.LI.epJKaHne BO.LI.bl He 6onee 7,0 %. 

9 Residual solvents / OcTaTO'IHble oprauut.tecKne pacTsopnTeJJn 

Isopropyl alcohol / 9 µg /tab / Not more than 350 µg/tab. / 
1-borrporratton 9 MKr a Ta6JJeTKe He 6onee 350 MKr B rn6neTKe. 

Remarks : The Product confirms to ND/ 
IlpuMet.tauue: Ilpo.uyKT cooTBeTcTByeT Tpe6oaamurM HA 

Conclusion : APPROVED / 
3aKJJIOt.teuue: O)1,OliPEHO 

Prepared by / 
n onroTOaneHo: Pravesh 
Rana i 
Date I 
,[(am: 28.12.2025 

hecked by / 
Jlpoaepctto : Pardeep 
Kumar 

Date / 
,1.J.aTa: _s .12.20_5 

Checked by ( QA / Approved by: Quality Assurance/ Authorized person/ 
Ilpo OK): O,uo6pe1:10 : 06ecneqemie KaqecTBa/0TBeTcTBeHttoe 
Abhi an 1111 uo: 

Date / 
,lJ;aTa: 

Registc: red Office: S-2-337, Road No. 3, B~njara rlili s, Hyderabad - 500034, Tela 11gan;i, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail @drreddys.co m 

CIN: L85195AP1984PLC004507 
www.drre ddys.com 



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

CEPTH <l>lfKAT AHAJIH3A 

D,. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kiwi, J\la la8ilrh Road, Bacidi, 
Distt. Sc,.\2;,, H.P , 173 205, INDIA 

!ei: +Si 9S166 5600i -G2 

wvvw.cJrreddvs.coni 

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,llyKT: KeTopoJl® 3Kcnpecc (KeTOPOJlaK) Ta6JleTKU, ,llUCneprnoveMhle s UOJIOCTII pTa, 10 Mr 
Market/ PLrnoK : Russia I Pocc1,rn 
Batch No/ 

: V2502494 
Batch Quantity/ 36,00,000 tab I 

CepnH ,Ng O6beM cepnn 36,00,000 rn6 
Analytical Report No/ 

: 040003241426 
Date of Analysis/ 

28.12.2025 
AuaJ1nTn 11ecKnu OT'leT .N"!! )laTa auaJinJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.L(aTa npOH3B0,llCTBa roii:eu l);O 
Mfg. License No./ 

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

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

JlHQeH3Hff .N"!! 
Analysis performed according ND:/ AuaJ1n3 nposeii:eu no H,L(: JIII-.N°!!(004669)-(Pr-RU)-190224 
PIL version anoroved: / HucTpyKQHH yrnep;KJ.J;eua: 21.04.2025 

Page 7 of 11 / C rp. 7 HJ 11 
No 

Test/ IloKalaTeJib Results/ PeJyJibTaTLI Specification / HopMa 
.N'! 

10 Microbiological purity*/ MnKpo6noJiorn1.JecKaH 1.JHCTOTa* 

Total Aerobic Microbial Less than 10 CFU/g / not more than 103 CFU/g; / 
Count I o6mee 1rncJJo MeHee 10 KOE/r He 6onee 103 KOE/r; 
a3po6HbIX MHKpo-
opraHH3M0B 

Total Combined Yeast and Less than 10 CFU/g / not more than 102 CFU/g; / 
mold count/ o6mee q11cno MeHee 10 KOE/r He 6onee 102 KOE/r; 
JJ.POlKlKeBbIX If IlJJeCHeBblX 
rp1-16os 

Escherichia Coli Absent in 1 gram / shell be absent in 1 gram. / 
OTCYTCTByeT s 1 r 0TCYTCTBHe s 1 r. 

11 Uniformity of dosage units / 4.7 Acceptance value (AV) not more than 15.0 
O.ll.HOpO.QHOCTb TToKa3aTenb npHeMneMOCTlf (AV) .UOJJlKeH 6bJTb 
,lJ.03Hp0BaHHbIX eJ].HHH~ He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'-lauue: TTpo,uyKT coorneTcrnyeT TPe6osaHIDIM H.U 3aKmoqeune: O)1,OliPEHO 

1:=========:::;-;:::::=======::::;;::::=======! 
Prepared by / 
flonroTosJJeHo:Pravesh 
Rana 

/t J.. 
Date/ 
,l]pa: 28.12.2025 

Checked by I 
nposepeHo: Pardeep 
Kumar 

Date/ 
,ll;aTII: 28.12.2025 

Checked by QA) / Approved by: Quality Assurance/Authorized person/ 
ITpose CHO (AOK): OA06pe1m: O6ecneqeH11e Kaqecrna/OrneTCTBeHHoe 
Abhish hauhan mmo: 

Date / 
,[(ara: 28.12.2025 

Date/ 
,UaTa: 

Regis,2red Office: S-2-337, Road No. 3, B~njarc1 Hilis, Hyde rabad· 500034, Telc1ngan;i, India 
Tel: +9140 4900 2900, F;ix: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



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

CEPTH <l>HKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, i1Jalacarh Road, Baddi, 

Distt. Soia ;i, H.P., 173 205, lf\lDIA 

WW '.V.li ri e:Jcivs.com 

Product: ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IlPOAYKT: keTopoJI® 3Kcnpecc (KeTOPOJiaK) Ta6JieTKH, aucneprupyeMbte B noJI0CTH pTa, 10 Mr 
Market / PbIHOK : Russia I Pocc1-rn 

Batch No/ 
: V2502494 

Batch Quantity/ 36,00,000 tab I 
Cepun .N'!? O6beM cepuu 36,00,000 rn6 
Analytical Report No/ 

: 040003241426 
Date of Analysis / 

28.12.2025 
AnaJinTH'lecKuu oP1eT N!! )];aTa anaJiu3a 
Date of Manufacture/ 

: 12/2025 
Date of Expiry / 

11 /2027 
)];aTa npoH3BO/J.CTBa ro)).eH )).0 

Mfg. License No. / 
MA number:/ 

fipOH3BO~CTBCHHaH : MNB/05/263 
HoMepPY 

: JIIl-N!!(004669)-(Pr-RU) 
JIH1-CH3USI N!! 
Analysis performed according ND:/ AnaJiu3 npose)).en no H)];: JIIl-.N'!!(004669)-(Pr-RU)-190224 
PIL version annroved: / lIHCTPYKQHH YTBep;K,1J,ena: 21.04.2025 

Pa 2"e 8 of 11 / CTp. 8 u3 11 
No 

Test I floKaJaTeJih Results/ Pe1yJJhTaThl Specification / HopMa 
.N"! 

12 Assay I KoJJH'lecTse1111oe 9.9 mg I 9.9 Mr From 9.0mg to 11.0 mg of 
onpeJJ.eJJe11ue (99.2 %) C1sH13N03•C4H11N03 (ketorolac tromethamine) 

(from 90 .0 to 110.0 % of the label claim) per 
tablet. I OT 9,0 Mr .no 11,0 Mr 
C1sHuN03•C4H11N03 (KernponaKa 
TPOMeTaMHH) (OT 90,0 .no 110,0 % OT 
3aHBJieHHOro KOJIH'-leCTBa) B Ta6JieTKe. 

13 Butylhydroxyanisole 0.0937 mg/tab/ Not less than 0.042 mg/tab. / 
content I CoJJ.ep,ica11ue 0.0937 Mr a Ta6JieTKe He MeHee 0,042 Mr B rn6neTKe. 
6yTuJJrH)).pOKCHaHHJOJJa 

Remarks : The Product confirms to ND/ 
CTpuMe'!a1111e: Ilpo.nyKT coorneTcrnyeT TPe6oaaHHHM HA 

Conclusion : APPROVED / 
laKJJ10'le11ue: O,[t_OliPEHO 

Prepared by I 
Ilo.nroTOBJieHo: Pravesh 
Rana 

Date/ 

,D;arn: 28.12.2025 

Checked by/ 
IlpoaepeHo: Pardeep 
Kumar 

Date I 
,D;arn: 28.12.2025 

C hecked by (. QA / Approved by: Quality Assurance/ Authorized person/ 
l1poae eRO (AOK): 0,ll,o6peHo: 06ecne'-leH11e Ka'-!ecrna/OrneTcTBeHHoe 

Abbish k Chauhan nm~o: 

Date / 
,D;arn: 28 .12.2025 

Date / 
,D;arn: 

Regist2red Office: S-2-33;', Road No. 3, B,c; nj a,3 t-iiiis, Hyderabad - 50003 .. , 1~, g,:i n;,, l11c ia 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email : mari@ drreddvs com 

CIN: LS5195AP1984PLC004507 
www.drre ddys.com 



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

CEPTH<l>lll{AT AHAJilf3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. i(ho l, r,Jaiar_;arh Road, Baddi, 
Distt. Su ia;1, H P., J.73 205, iNDIA 

ww'i-l.cln eddvs.corn 

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
Ilpo,lly1n: ReTopoJI® 3Kcnpecc (KeTopoJiaK) Ta6JicTKn, 1111cnepr11pyeMble B noJiocTn pTa, 10 Mr 
Market/ P1,1110K : Russia I Poccm, 
Batch No I 

: V2502494 
Batch Quantity/ 36,00,000 tab / 

CeonH .N'!! O61,eM cep1111 36,00,000 Ta6 
Analytical Report No/ 

: 040003241426 
Date of Analysis / 

28.12.2025 
AnaJIHTH'lecKuii OT'leT .N'!! ,llaTa anaJiuJa 
Date of Manufacture / 

: 12/2025 
Date of Expiry / 

11/2027 
.L(aTa npoH3B0,[{CTBa ro11en ,[{0 

Mfg. License No./ 
MA number:/ 

IIpoHJBO~CTBennaH : MNB/05/263 
HoMepPY 

: JIII-.N'!!(004669)-(Pr-RU) 
JlHU.eH3Hff .N'!! 

Analysis performed according ND:/ Ana.flHJ npose11en no H,z:i:: JIII-.N'!!(004669)-(Pr-RU)-190224 
PIL version approved: / HHCTPYKU.HH YTBep~eua: 21.04.2025 

Pag-e 9 of 11 / CTp. 9 03 11 
No 

Test/ IloKa3aTe.rib Results/ Pe3yJJbTan,1 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/HDPE) foil// (PE/AL) blisters with patient information leaflet in a 
foil. 2 blisters with patient carton pack. / ITo IO rn6JieTOK B 6m1cTepe 113 

information leaflet in a carton (ITAi AJI/IT'.3 C BJiaronornornTeneM/IT3BTT) 
pack. I ITo 10 Ta6JieTOK B qJOJibf11 II (IT3/AJI) qJOJibfH. no I lillH 

6JittCTepe 03 (TIA/ AJI/IT3 C 6JI11cTepa BMeCTe C JllifCTKOM-BKna,llbIIIIeM 
BJiaronornornTeJieM/IT3B IT) na'IKY KapTOHHYJO. 
cpoJihrn // (TI3/AJI) cpoJihrn. Do 
2 6m1cTepa BMeCTe C Jil1CTKOM-
BKJia,llbIUieM B naqKy 
KapTOHHYJO. 

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in 
every 20 batches or one batch per year whichever is more. 
* IlpH BhmycKe JJeKapCTBeHHOfO npenapaTa KOHTpOJJb Ka'feCTBa no noKa3aTeJJIO «Mi,rn:po6HOJJOrII'feCKaH 
'fHCTOTa» npOB0,11,HTCH ,11,JJH Ka~ofi 20-ofi cepuu, HJIH ,11,JJH 0,11,HOH cepm1 B ro,11,, B 3aBHCHMOCTH OT Toro, 'ITO 
uacTym1T pau1,rne. 

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

3aKJJ 1o'feuHe: O,lI.OliPEHO 
I!=========:;-;:=======::;--;:::==:;:=====! 

IlpnMe'!aH11e: flpo,nyKT coorneTcrnyeT TPe6osaHIDIM H,ll. 

Prepared by I 
no.uroTOene1-10: Pravesh 
Rana 1 
IDat I 
,[I.am: 28.12.2025 

Checked by/ 
ITpoeepeuo: Pardeep 
Kumar 

I Date I 
~arn: 28.12.2025 

Check (AQA) / 
npol3 : 
Abhi I 

Date I 
,ll.arn: 28.12.2025 

pproved by: Quality Assurance/ Authorized person I 
O,uo6perm: 06ecneqeu11e Kal!ecrna/OrneTcTseuuoe 
mmo: 

Regist<:!red Office: 8-2-337, Road No. 3, Bznja;·;; rlili s, Hyderabad - 500034, Tdangan;i, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Em ai l: maii@drredd-,s.com 

CIN: L85l95AP1984PLC004507 
www.drr·e ddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALY I 
CEPffl~HKATAHAJIH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

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

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo,lJ,yKT: KeTOPOJI® 3Kcnpecc {KeTOPOJiaK) Ta6JieTKH, ,lJ,HCnepruovel\lbJe B UOJJOCTU pTa, 10 !\ff 

Market / PbIHOK : Russia / Poccm1 
Batch No/ 

: V2502494 
Batch Quantity / 36,00,000 tab/ 

CepuH .N'!! O6"LeM cepuu 36,00,000 rn6 
Analytical Report No/ : 040003241426 

Date of Analysis / 28.12.2025 
AuaJIHTH'lecKuii OT'IeT .N'!! .Il:aTa auaJiu3a 
Date of Manufacture / 

: 12/2025 
Date of Expiry/ 11/2027 

,[(aTa npOH3B0,l),CTBa ro,lJ,eH ,lJ,0 
Mfg. License No./ 

MA number:/ 
IJpOH3BO~CTBeHH3H : MNB/05/263 

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

JIHQeH3HJI .N'!! 
Analysis performed according ND:/ AuaJIH3 np0Be,1J,eu no H,n:: JIII-.N'2(004669)-(Pr-RU)-190224 
PIL version aooroved: / HucTDVKQHH YTBep~eua: 21.04.2025 

Page 10 of 11 / CTp. 10 H3 ll 
API name/ HauMeuoBauue Act>C: Ketorolac tromethamine / KeTOponaKa TPOMeTaMH:H 
INN/MHH: Ketorolac / KeTOpoJiaK 
API manufacturer batch number/ ABSH001605 
HoMep cepuu npou3BO,lJ,HTeJJH Act>C: 
FP Manufacturer API Batch number/ 
HoMep cepnu cy6cTaHQHH npOH3B0,l),HTeJIH FESA00218 
r JI«I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
1Ipon3BO,lJ,HTeJib Act>C, cTpaua: ,[(-p Pewv-1'c Jia6opaTOpuc JlT,ll,., 11:tt,ll,HSI 
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
manufacturing site / Control site I Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
site I MNB/05/263) I 
HauMeHOBauue, a,1],pec, JJHQeH3HH ,l),JIH ,[(-p PeMH' C Jia6opaTOpuc JlT,ll,., l-iH,ll,J.rn, IlpOH3B0,ll,CTBeHHOe 
IIpOH3B0)lCTBeuuaH UJIOJQa,l),Ka / IJJJOJQ3,l],Ka no,L1,pa.3,n;e11ettue-6, B01111. KxoJib, Hanarapx Poy,ll,, Ea,rui:u, ,n:HcTpHKT 
KOHTPOJIH Ka'leCTBa / IIJIOJQa,l],Ka BbJUYCKa CoJiaH, x.rr., 173205, I-iH,l),H51 (11m.1.eH3HSI 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 / 
IlpuMel.fauue: Tipo,nyKT coorneTcrnyeT lpe60BaHID1M H,n: 3aKJIIOl.feuue: 0,ll.OliPEHO 

1:==========;--;========:::;--;::::======= 
Prepared by/ 
Tio,uroToBJieHo: Pravesh 
Rana i 
Date/ 
)];am: 28.12.2025 

becked by / 
11posepetto: Pardeep 

Kumar J-::... 

Date / 
,[I.am: 28 . l _.2025 

npoBep 
Abhishe Chauhan 

I \ 
Date/ 
)];am: 28.12.2025 

Approved by: Quality Assurance/ Authorized person / 
O,uo6petto: O6ecneqem1e Kaqecrna/OrneTCTBeHHOe 

mmo: 

Date/ 
,lJ;aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad· 500034, Tel~ngana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: ma il@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



CERTIFICATE OF ANALYSIS 
CEPTil$IIKATAHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. i<hol, NaiiJear h Road, Baddi, 
Distt. Soia;1, H.P., 173 205, il\lDIA 

T:~l: : C?l C'2165 5600J-0~ 
·.vv✓ V-1.cJri eJd·ys.corn 

Product : ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg 
IIpo):lyKT: l(eTopoJI® 3Kcnpecc (1.eTopoJiaK) Ta6JieTJ..H, )J;IICOeprupyeMLle B DOJIOCTII J>Ta, 10 l\ff 

Market/ :PblHOK : Russia / Pocc1rn 
Batch No/ 

: V2502494 
Batch Quantity / 36,00,000 tab/ 

CepuH N!! O6beM cepuu 36,00,000 rn6 
Analytical Report No / Date of Analysis / 
AnaJIHTH-tec1rnii oTqeT N!! 

: 040003241426 
)IaTa auaJIH3a 

28.12.2025 

Date of Manufacture / 
: 12/2025 

Date of Expiry / 
11/2027 

.L(aTa npOH3B0.lJ;CTBa ro)J;eH )J;O 
Mfg. License No./ 

MA number:/ 
IIpoHJBO,UCTBenuaH : MNB/05/263 

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

JIHQeH3Hff .N'!! 
Analysis performed according ND: I AuaJIH3 np0Bet1en no H.L(: JIII-N!!(004669)-(Pr-RU)-190224 
PIL version aooroved: / IIncTDVKUHH VTBep~eua: 21.04.2025 

Page 11 of 11 / CTp. 11 m 11 
3aKmoqeuue O COOTBeTCTBHH: «HacTOSllI.IJ[M SI IIO.11:TBep)l{,n:aIO, qTo rrpirne;::i:eHHaH Bblllle I1H!pOpMau1rn 5IBJrneTCSI 

.11:0CTOBepHOH l1 TQqHoH. 3Ta cepHH rrpo;::i:yKU:I1I1 rrpOI13Be,n:eHa (BKJIJOqasi: yrraKOBKY (MapKHpOBKY) M KOHTpOJib 

KaqecTBa) Ha BbillleyKa3aHHOH rrpOI13BO}];CTBeHHOH IIJIOIU:a.n:Ke (rrnoma;::i:Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe60BaHI1.sIMI1 IlpaBHJI Ha,z:i:Jie)l{ameii rrpoI13BO}];CTBeHHOH rrpaKTI1KI1 EBpa3HHCKOro 3KOHOMHqecKoro COI03a l1 

Tpe6oBaHJrnMH KOHTpOJISI KaqecTBa JieKapCTBeHHbIX cpe;::i:CTB, a TaK)l{e B COOTBeTCTBI1l1 co crreu;mp11Kau;11si:MI1, 

co,z:i:ep)l{arn:HMHCSI B perncTpau;ttOHHOM }];OCbe CTpaHbI-HMIIOpTepa. 3arrHCH ITO rrpOH3BO}];CTBY, yrraKOBKe l1 aHaJIH3Y 

rrpoBepeHbI, l1 ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHHM IlpaBHJI Ha;::i:Jie)Kameii rrpOI13B0.11:CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHOMttqecKoro co103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmo<teuue: O,IJ:OliPEHO IIpnMe<taune: Ilpo,uyKT cooTBeTcTByeT TPe6oBamrnM H,ll; 

Prepared by / 
ITo.n.roToBnetto: Pravesh 

ana .j 
Dale/ 
,[(au: 28.12.2025 

Checked by I Check Approved by: Quality Assurance/ Authorized person/ 
.D.06peRo: 06ecneqeuue Ka1Iecrna/OrneTCTBeHHoe ITpoBepeHo: Pardeep 

Kumar 

Date I 
,[(an: 28.12.2025 .r(aTa: 28. 12.2025 

Regis[2red Office: S-2-337, Road No. 3, Bc:njara Hiils, Hyderabad· 500034, Tebn;:;Jna, inclia 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: maii@cirreddys.com 

CiN: L35195AP1984PLC004507 
www.dn eddys.com 


