Dr.Reddy’s Q,':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® kenpecc (keToponak) TabiaeTky, AUCTIEPrUpyeMbie B OJIOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHanuTH4ecKHil oTueT Ne Jara apauza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npon3eoacTea Togen no

Analysis performed according ND / Anann3 nposexen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8/ Crp.1u3 8

Y®-cniexktpodoToMeTpus

N : .
Noo Test / IlokazaTennb Results / Pe3ynbpTaTs Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrasle, miockue | Kpyrinble, miockue TabneTku ¢ dackoit,
TabneTku ¢ (ackoi, CBETNIO- | CBETJIO-XKEITOro LBETa C IPaBUPOBKOi
XKEJITOTO [BeTa C TPaBUPOBKOH | «l» Ha OJHOM CTOpOHE.
«I» Ha oHOH CTOpOHE.
2 Identification / ITonnuHHOCTE
Ketorolac / Kemoponak
a) ByUv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
MIOTNIOLIEHUs] UCTILITYEMOTO PacTBOpPa U
pactBopa  cTaHmapTHOro  obpasua
KEeTOpoJlaka TpPOMETaMHHA  JOJDKHBI
UMETb MAaKCUMYMBI [IPH ONHOM U TOM Xe
IUTUHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumenaimie: Hpoaykr coorsercrnyert Tpedopaniwin HJT

Conclusion: APPROVED /
S3axsuonemue: OJOBPEHO

Prepared by /

IMoarorosneno: Pravesh Rana
§

-

2

Checked by /
IIporepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemiep / leyKOBom{Tenb
Pavan Kumar Sharma L/)(J ——

Reprint Date /
Jara: 23.12.2024

Reprint Date /
Hara: 23.12.2024

Reprint Date /
Jara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 49C0 2900, Fax: +91 40 4800 2996, Ernail: maii@drreddys.com

CIN: L85195AP13984PLC0ON4507
wwyv.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Qe
Dr. Reddy’s Q'.. Vill. Khol, Nalagarh Road, Badidi,

Cistt. Solan, H.P,, 173 205, IND|A
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToposak) TableTKH, AMCIEPrMpyeMbIe B MONOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo6Bem cepuu 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHaauTHYecKHH oTUeT Ne Jlata anajansa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoH3BOACTBA T'open no

Analysis performed according ND / Anaau3 nposenen no H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 uz 8

No

No Test / Tloka3zaTenb Results / Pe3ynpTaThl Specification / Hopma

b) By HPLC/B2XX Complies / 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). / Bpems ynepxuBaHus
OCHOBHOTO [MMHKAa Ha XpOMAaTorpaMme
UCTILITYEMOr0  pacTBOpa  AOJDKHO
COOTBETCTBOBATD BpeMEHH
yIep)KHBaHUA OCHOBHOTO INHKa Ha
XpoMarorpaMmme pacTBoOpa
CTaHAapTHOro ofpas3lla KeToponaka
TpOMETaMHHa (paznen
«KonndecTBeHHOE OTIpeICIIEHUEY).

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

[Tpumeuanue: Ilpoaykr cooTeeTcTBYeT TpeboBanusm HJI 3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Execulive /

Ioarorosneno: Pravesh Rana | ITposepeno: Santogh Kumar | Ono6peno: Menemxep / Pykosoantens
Maurya & Pavan Kumar Sharma

Ch———

Reprint Date / Reprint Date / Reprint Date /
Hara: 23.12.2024 Jara: 23.12.2024 Hara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0ON4507
www.drreddys.com




Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykt: Keropon® Oxcnpecc (keToposak) TabneTku, IMCNeprupyemble B M0JI0CTH pTa, 10 mMr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHaauTHYecKHi oTyeT Ne HdaTta anannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npou3BoaCTBa T'opnen o

Analysis performed according ND / Arann3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8/ Ctp.31n3 8

;I.oo Test / [lokasaTe/b Results / Pesynsratst Specification / Hopma
3 Identification Complies / COOTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IlognuHHOCTDB butylhydroxyanisole peaks on the
Oy THIIrHAPOKCHAHM30J1 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 ynmepXHBaHHA
OMKOB  2-OYTHITHMAPOKCHAHU30MA H
3-0yTHArHAPOKCHAHU301a Ha
XpoMaTorpamMme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIep)KUBAHUS MUKOB
2-6yTUNTHIPOKCHAHU301a %}
3-6yTHNTHAPOKCHAHU30TIa Ha
XpomarorpaMmme pacTBOpa
CTaHAApPTHOTO obpasua
OYTHITHAPOKCUAHU30MIA (paznen
«Cozaepxanue
OYTHITUAPOKCHAHU30JIAM).
4 Average weight / Cpeansis 69.5 mg /69.5 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
mMacca Ot 67,2 Mr ao 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

IMpumeuanue: IIponykr cootBercTByeT TpeboBaHusam HJL

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosnexo: Pravesh Rana | [Mpoeepeno: Santosh Kumar | Opobpeno: Menenuep / Pykosogurenb
Maurya Pavan Kumar Sharma .. - .
, >
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.12.2024 Jara: 23.12.2024 Jara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 4G 4900 2900, Fax: +51 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOA4507

wwv.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Qe
? °® Vill. Khol, Nalagarh Road, Baddi,
Dr. Reddy S ‘p Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpece (keToponak) TabneTKy, AUCIEPrapyeMble B NIOJOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHanuTHYecKHii oTyeT No JlaTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npousBoacTBa T'open no

Analysis performed according ND / Anann3s nposenen mo H/:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of 8/ Ctp. 4 u3 8

Jl;l.o N Test / IlokazaTenn Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than + 10 %
OAHOPOAHOCTL MACChl 2/20 tablets - not more than = 20 % /

18/20 Tabmerox — He Gonee £ 10%
2/20 Tabnerox — He H6onee = 20 %

5 Disintegration time / 00 min 26 sec / 00 muH 26 cek Not more than 3 min / He 6ostee 3 mun
Pacnagaemoctb

6 Dissolution / PacTBopenne Unit-1 / Ta6n-1 101% Not less than 75% (Q) of

. Ci1sH13NO3*C4H; 1NO3 (ketorolac
g Bl 102% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 90% 75% (Q)  CisHisNO3*C4H11NO;

. i (keToponaka  TpOMeTaMMH)  depes
Unit-4 / Tabn-4 101% | 15 sus
Unit-5 / Tabn-5 102%

Unit-6 / Tabn-6 102%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A vniform suspension passing through a
JducnepcHocTs 710 pm sieve is formed. / O6pazyercs

OIHOpOIHAS CYCIHEH3HUs, NpOoXolsIlas
CKBO3b CHTO C DPasMEpPOM OTBEpCTHiA
710 MxMm.

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

IIpnmeuanwe: [IponykT coorBercTByeT TpeboBanusIM HJJ 3akmouenne: OJJOBPEHO

Prepared hy / Checked hy / Approved hy: Manager/Fxecntive /

[onroroeneHo: Pravesh Rana | Iposepeno: Santosh Kumar | Onobpeno: Menemwxkep / Pykosoaurens

Z Maurya Pavan Kumar Sharma ..
Reprint Date / Reprint Date / Reprint Date /
Jlara: 23.12.2024 Hara: 23.12.2024 Jlara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CiIN: L8S195AP1984PLCO0A4SO7
wwv.drreddys.com



Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02
CEPTHOUMKAT AHAJIA3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposiak) TabiaeTky, AMCneprupyemble B MoJocTu pra, 10 Mr
Batch No/ : V2401698 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHAJTIHTHYECKHH oTueT No JaTa anannza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3sBoacTBa T'onen no
Analysis performed according ND / Anasu3 nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page5of 8/ Crp. Smu3 8
8 Related impurities / PogcTBenHble npumecu
ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1—FPII[p0KCHaHaJ10F Huxe npeacina KOJIMYCCTBCHHOTO
KeTopoliaka onpeaenenus (ITKO = 0.0032 %)
ketorolac 1-keto analog/ 0.03% Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaNor KeTOpoIaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
€IMHUYHAas 0.04%
HeuIeHTUGUIHpOBaHHAs
HpHUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceii
9 Water / Boaa 2.7% Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTtaToyHble OpraHnyecKHe pacTBOPHTEU
Isopropyl alcohol / 6 pg/tab / Not more than 350 pg/tab /
Hsonponanon 6 MKT B TabJeTKe He 6onee 350 mxr B Tabietke

Remarks: The Product conforms to ND/

IIpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanuam HJJ

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotosneno: Pravesh Rana | Ilpoeepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoauresns
Maurya Pavan Kumar Sharma ... —
b L=
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.12.2024

Jlara: 23.12.2024

Jara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fasx: +91 40 4900 2996, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC0ON4507
wwiv.drreddys.com



Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTMOUKAT AHAJA3A ~ “Wwwdreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Oxcnpece (keToponak) TabaeTku, AUCIIeprupyeMble B MOJIOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2401698 Batch Quantity /

Cepusn Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AnaanTHyecknii oruer No JlaTa ananu3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara nponssBoacTea I'open mo

Analysis performed according ND / Anannz nposegen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 m3 8

11 | Microbial enumeration tests / MukpoGuoJiornyeckas Yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iiee 4yucno He 6onee 1000 KOE/r
a3pOoOHBIX MUKPO-
OpTraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCJIO PONOKEBBIX U
TUIECHEBBIX IprOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 | Uniformity of dosage units / 8.4 Acceptance value (AV) not more than
OnHOpOaHOCTh 15.0 / ITpuemouHoe 3HaueHue (AV) He
A03UPOBAHUS 6oitee 15,0.
13 | Assay/KoanyecTrBeHHOe 10.0 mg/ 10.0 Mr From 90mg to 11.0mg of
onpejaejseHue (99.6 %) Ci5H13NO3*CsH 1 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pils] 1 1,0 Mr C15H13NO3'C4H11NO3
(ketoponaka TpomeramuH) (ot 90,0 10
110,0 % OT 3aABIE€HHOr0 KOJIUYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0949 mr B TabneTke He menee 0,042 mr B TabneTke
OyTHArMIPOKCHAHH30.1a

Remarks: The Product conforms to ND/
[Tpumeuanwue: [IpoaykT cooTBercTBYeT Tpebopanusm HJL

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[oaroTopneno: Pravesh Rana | ITpopeperio: Santogh Kumar | Onobpeno: Meuemxkep / PykoeoanTeib
Maurya ESS Pavan Kumar Sharma -

Reprint Date / Reprint Date / Reprint Date /

Jlara: 23.12.2024 Hara: 23.12.2024 JHara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyaerabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Ketopon® Dkcnpece (ketoponak) TabNeTky, AUCIeprupyeMsble B IOJNOCTH pTa, 10 mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo6bem cepuu 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AnanuTHyecKuii oTaeT Ne JlaTa anaanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoacTBa I'ogen no

Analysis performed according ND / Ananus npoBenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/ Ctp. 73 8

15 | Package/ YnakoBka

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 rabrnerok B
6mucrepe u3  (ITA/AJUV/IID ¢
piaronorjotutenem/I1OBIT)
tdonsru // (TI3/AJ]) donsru. Ilo
2 6nuctepa ¢ HMHCTPYKLHMe#R Mo
HNPUMEHEHHIO B nayKy
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetok B 6auctepe u3 (ITA/AJIVIID ¢
Bnaronornpoturenem/II19BIT) ¢onbru //
(I13/AJ1) donbru. [Mo 1 unu 2 6auctepa
C MHCTPYKLHEH [0 NPUMEHEHMIO B
MayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBHH ¢ H]J

17 Storage conditions /
Xpanenue

Below 25 °C. / Ilpu Temnepatype He Boline 25 °C.

18 Shelf life / Cpok roaHocTn

2 years / 2 roga

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.
* JIpu BbIIYyCKe JIeKaPCTBEHHOI0 NMPenapaTa KOHTPOIb KavyecTBa Mo nokasartesaio « Mukpobuonornueckast
YHMCTOTa» MPOBOAUTCS MJIsS Kaxao0il 20-0i cepum, Ny MJIst oAHO# cepuH B roji, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYIIHT paHblleE,

Remarks: The Product conforms to ND/
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJL

Conclusion: APPROVED /
3akmodenne: OJJIOBPEHO

Prepared by /
IToaroToBneHo: Pjvcsh Rana

Y~

Checked by /
IIpoBepeno: Santo
Maurya

s‘lgjumar
{ .
f

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBonurels

Pavan Kumar Sharma L(

Reprint Date /
Jara: 23.12.2024

Reprint Date /
Hara: 23.12.2024

—

Reprint Date /
Hara: 23.12.2024

Registered Office: 8-2-337, Road No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2996, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCON4507

www.drrecdys.com



Dr.Reddy’s Q_‘:’o

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHNKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoayxT: Keropon™ Dkenpece (keToponak) TabiaeTku, AUcreprupyeMbie B noioctu pra, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AnanuTudecknii otuer Ne Jara anannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara mponssoacrea T'onen o

Analysis performed according ND / Ananu3 nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page8 of 8 /C1p. 8 uz 8

API name / HaumenoBaunue A®C:

Ketorolac tromethamine / Ketoponaka

Howmep cepuu cybeTannuu npoussoantensa LJID;

TPOMETaMMH
INN / MHH: Ketorolac / Ketoposax
API manufacturer batch number / ABRHO004779
Homep cepun npoussogutens ADC:
FP Manufacturer API Batch number / FERA00300

API Manufactured by & country /
IlpousBoantesnnr APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c Jlaboparopuc JIta., Uunus

Remarks: The Product conforms to ND/

ITpumeuanue: Ilpogykr cooTBetcTBYeT TpeGoBanusam HJT

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[logrorosneHo: Pravesh Rana
Maurya

Checked by /
IIposepeno: Santogumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pyrcosomrrenb
Pavan Kumar Sharma ' E

[

e

Reprint Date /
Hara: 23.12.2024

Reprint Date /
Jara: 23.12.2024

Reprint Date /
Hara: 23.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0ON4507

www.drredays.com



