Dr.Reddy’s €¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDPUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Dkcmpece (keToponak) TabaeTku, JMCIeprupyeMbie B 110J10CTH pra, 10 mMr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AHaJHTHYECKHH oT4yeT Ne Jarta anannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npou3BoacTBa I'opgen go

Analysis performed according ND / Anann3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 u3 8

Jl;i N Test / IlokasaTenn Results / Pe3ynpTaThl 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. / Kpymible, mwiockue | Kpyrisic, miockuc TabneTku ¢ $hackoi,
TabMeTkd ¢ (Gackoif, CBETIO- | CBETJIO-XKENTOro LIBETAa C IPaBUPOBKOM
XKEJTOro IBeTa C IPaBUPOBKON | «|» Ha OOHOI CTOPOHE.
«|» Ha OIHOH CTOpOHE.

2 Identification / ITomIMHHOCTE

Ketorolac / Kemoponak

a) ByUV/
V@-cnekrpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekTpsl
HOLIOLIEHUS UCIBITYEMOL'O PacTBOpa 1
pacTBOpa  CTaHAapTHOro  obpasia
KETOpOJiaka TpPOMETaMHMHA  JOJDKHBI
HUMETh MAKCUMYMBI [IpY OOHOM U TOH ke
IUTMHE BOJIHEI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykt coorseTcTByeT TpeboBannam HJI

Conclusion: APPROVED /
3akawuenne: OJOBEEHO

Jara: 23.04.2024

Prepared by / Checked by / Approved by: Manager]Executive /
Iloarorosnexo: jeet [TpoepeHo: Santosh Kumar | Ono6peno: Menemxkep | Pykoegautens
Maurya Abhishek Chauhan

A —
Reprint Date / Reprint Date / Reprint Date /

Jlara: 23.04.2024

Jlata: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2998, Email: mali@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":‘

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
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Okempecc (keToposiak) TableTKy, AUCIeprupyeMsle B IOIOCTH pTa, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6Bbem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AnanurHyecKuii oTyer Ne JaTta ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jarta npon3poacTsa I'onen no

Analysis performed according ND / Anasau3 nposeagen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8 /Crp. 2 u3 8

No

Test / Iloxazarenn
Ne

Results / Pe3ynbTatsl

Specification / Hopma

b) ByHPLC/B2XX

Complies / CooTBETCTBYET

The retention time of the main peak on
the chromatogram of test solution
should correspond (o that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / Bpemsa ynepxuBaHus
OCHOBHOTO IIHKa Ha XpoMarorpamme
MCOBITYEMOrO  PacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
YIEPKUBAaHUs OCHOBHOTO IHKA Ha

XpOMaTorpamMme pacTBopa
cTaHgapTHOrO 00pa3ina KeTopoJjiaka
TpOMETaMUHA (pa3pen

«KonuuecTBEHHOE OTpENENeHUE).

Remarks: The Product conforms to ND/

ITpumeuanne: ITpoaykT cooTrercTBYeT TpeboBanusam HJ|

Conclusion: APPROVED /
3axawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

IMoarororneno: Ranjeet [Iposepeno: Santosh Kumar | Onobpeno: Menemigp / PykoBgfnrens
@’ Maurya Abhishek Chauhan ™

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.04.2024 Hata: 23.04.2024 Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:’

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Ketopon® Dkenpece (xeToponak) TabneTky, TUcHeprupyemsle B MOJOCTH pTa, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / 1 23.04.2024
AHajuTHYecKHH oTyeT Ne Jata ananunsza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTta npon3BoACTBA T'open no

Analysis performed according ND / Ananun3s nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 3 of 8/ C1p. 3 w3 8

JI:) ° Test / IToxazaTenb Results / Pesynbrarst Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
INoasiMHHOCTD butylhydroxyanisole peaks on (he
OyTHArMAPOKCHAHU30J1 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 ygmepxuBaHMsA
NUKOB  2-OyTWIrHOPOKCHAHH30JIA |
3-6yTUNrUAPOKCHAHU30J1a Ha
XpoMmaTorpamme HCIIBITYEMOTO
pacTBOpa HOJDKHBI COOTBETCTBOBATH
BpeMeHaM YIEPXKUBAHHUA [IMKOB
2-6yTHATHAPOKCHUAHU30IIA U
3-6yTHATUIPOKCHAHU30Ta Ha
XpoMmarorpamme pacTBopa
CTaHIapTHOTO obpasua
OYTHITHAPOKCHAHU30 A (pa3nen
«Conepxanue
OYTWITHAPOKCHAHH30JIaY).
4 Average weight / Cpeauss 69.7 mg/ 69.7 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot167,2 Mr go 72,8 mr (70,0 Mmr +4,0 %).

Remarks: The Product conforms

IIpumeyanne: IIpoaykT cooTBeTCTBYET TpeGoBanmsM HJT

to ND/

Conclusion: APPROVED /
3axaruenne: OJJOBPEHO

Prepared by /
[TonrorosneHo: Ranjeet

o

Checked by /
Ilposepeno: Santosh Kumar

Maurya &

Approved by: Manageg/Executive /
Onobpeno: Menenzkep / Pykosguuresns
Abhishek Chauhan _ 71

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Jata: 23.04.2024

Reprint Date /
JHata: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HponyxT: Keropon™ Dkenpece (ketoponak) Tabnerky, AncneprupyeMeie B mojiocTi pra, 10 mr
Batch No / : V2400621 Batch Quantity / ¢ 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002501472 Date of Analysis / 1 23.04.2024
Anamurnyeckuii oryer Ne JlaTa ananusa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JAaTa npou3BoACTBA T'onen o
Analysis performed according ND / Auanus nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
Page 4 0of 8/ Crp. 4 u3 8
;Ibo Test / Iloxazarenan Results / Pe3ynbratsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHoponHocTs Macenl 2/20 tablets - not more than + 20 % /
18/20 Tabnerox — He Gomee + 10 %
2/20 Tabnerok — He 6onee + 20 %
5 Disintegration time / 00 min 23 sec / 00 mun 23 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemocts
6 Dissolution / PacrBopenue Unit-1/ Ta6a-1 103% Not less than 75% (Q) of
. Ci1sH3NO3*C4H  1NO; (ketorolac
Unit-2 / Tabr-2 104% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 104% 75%  (Q)  CisHi3NO3*C4H 1NO;3
. (keTOopomara  1pumwiumuny)  aopul
Unit-4 / Tab1-4 103% 15 MuH
Unit-5 / Tabn-5 104%
Unit-6 / Ta6n-6 104%
7 Fineness of Dispersion/ Complies / CootBeTcTBYET A uniform suspension passing through a
JucnepcHocts 710 pm sieve is formed. / O6pasyercs
OIHOPOAHAs CYCIIEH3Hs, NPOXOAAIIAS
CKBO3b CHTO C pa3MeEpPOM OTBEpCTHIA
710 MxMm.
8 Related impurities / PoacTBennsie mpumecu

Remarks: The Product conforms

to ND/

[pumeuanne: IpogykT coorBeTcTBYET Tpebosanusm HJ[

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Jlata: 23.04.2024

Jara: 23.04.2024

Prepared by / Checked by / Approved by: Managgr/Executive /
Ioaroroeneno: Ranjeet IIposepeno: Santosh Kumar | Ono6peno: Menemkép / Pykosofinrens

(D/ Maurya r_’gn Abhishek Chauhan ="
Reprint Date / Reprint Date / Reprint Date /

Jara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q'}

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Dkcnpecc (keToposnak) TabneTk, UCIEprupyeMBble B MOJNOCTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2400621 Batch Quantity /

Cepns Ne Obbem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / : 23.04.2024
AHanuTHYecKHH oT4eT Ne JlaTa aHa/IH3a

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npon3BoacTBa I'onen no

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

PageSof 8/ Ctp. Su3 8

ketorolac 1-hydroxy analog /
1-ruapokcuasanor

Below LOQ (LOQ = 0.0032 %) /
HH)KC I'IPEHCJ'IB KOJIMYECTBEHHOT'O

Not more than 0.5 % / He 6onee 0,5 %

KEeTOpoJiaKa onpenenenus (ITKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHaJIOT KeTOpOsaka 0.07 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eJUHUYHAsA
HEUIECHTHULIMPOBAHHAS 0.03 %
npuMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii

9 Water / Boxa 24 % Not more than 7.0% w/w /

He 6oiee 7,0 %

0 Residnal solvents hy GC/ OcTaToduHEIC OPraHHYeCKHE PACTROPHTE/H

Isopropyl alcohol /
Hzonponanon

07 pgftab /
07 MKT B TabneTke

Not more than 350 pg/tab /
He 6onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
IIpumeyanue: IlponykT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[loxrorosneno: Ranjeet

Checked by /
ITporepeno: Santosh Kumar

Maurya (ﬁf'

Approved by: Manager/Executive
Onobpeno: Menemieyf / PykoBonyreins
Abhishek Chauhan ]

Reprint Date /
Jara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q-:'

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon™ Dxenpece (keroponak) TabneTky, AUCHeprupyeMble B MONOCTH pra, 10 Mr

BatchNo / : V2400621 Batch Quantity / : 3600000 tab /
Cepsn Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / 1 23.04.2024
AHaJInTHYeCKHH oTYeT No Jara ananuza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npou3BoacTBa I'onen xo

Analysis performed according ND / Ananuz nposeaen no HJI:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 / C1p. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoiornyeckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee ymco He 6onee 1000 KOE/r
a3pO6HBIX MHKpPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6ee He 6onee 100 KOE/r
YHCJIO0 APOACOKEBBIX U
TUIECHEBBIX IPpHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBHe B 1 T
12 Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OagHopoaHOCTL 15.0 / IlpuemouHoe 3HaueHue (AV) ne
A03UPOBAHUA 6onee 15,0.
13 Assay / KonnyecrBenHoe 9.9 mg/99 wmr From 90mg to 11.0mg of
onpegesieHHe (99.3 %) CisH13NO3+*CsH  INO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
1o 11,0 Mr CisH;3NO3*C4H 1 NO»
(keroponaka TpomeramuH) (ot 90,0 o
110,0 % oT 3asABNEHHOTO KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0970 mg/tab / Not less than 0.042 mg/tab /
content / CopaepxaHue 0.0970 mr B TabneTke He menee 0,042 mr B TabneTke
OYTHATHAPOKCHAHH30/1a

Remarks: The Product conforms to ND/
[Tpumeuanne: [poaykt cootseTcTBYET TpeboBanusm HJT

Conclusion: APPROVED /
3aka0ueHne: O,I[O$PEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Ranjeet IIposepeno: Santosh Kumar | Onobpeno: Menemifep / Pykosogurens
g ) Maurya Abhishek Chauhan
—
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2024 Hata: 23.04.2024 Harta: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dxenpece (keToponak) TabneTky, AUcTieprUpyeMsle B MOIOCTH pTa, 10 mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 040002501472 Date of Analysis / 1 23.04.2024
AnanutHyeckuii oryer Ne JaTa amannza

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npon3BoacTBa I'onen no

Analysis performed according ND / Ananus nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70of 8 / Cxp. 7u3 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 Tabnetok B
Omucrepe w3z (I[TA/AJI/IID ¢
Bnaronoraoturenem/[19BIT)
tdonwru // (IT3/AJT) donsru. Io
2 GnucTepa ¢ HHCTPYKLHEH MO
NPUMEHEHHUIO 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. / ITo 10
Tabnerok B Onucrepe u3 (ITA/AJI/TII ¢
snaronornotureseM/[19BIT) donwru //
(IT3/AJT) doneru. ITo 1 unu 2 6aucrepa
C UHCTPYKUMEH IO NPUMEHEHHIO B
Na4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootserctuu ¢ HJ|

17 | Storage conditions /
XpaHeHue

Below 25 °C. / ITpu Temneparype He Bbiine 25 °C,

18 | Shelf life / Cpok roanocTu

2 years /2 rona

* 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.
* Ilpu BbINyCKe JIEKAPCTBEHHOr0 NPENapaTa KOHTPOJIb Ka4ecTBa Mo nokaszaTeio «MukpobGuosornyeckas
YHCTOTA» NPOBOAUTCS LISt KasKaoi 20-0ii cepuM, MM [JIs1 OIHOI CEPUM B rojl, B 3aBUCMMOCTH OT TOI'0, 4TO

HACTYIUT paHbLUe,

API name / HaumenoBanue A®C:

Ketorolac tromethamine / Ketoposaka

TPOMETaMI1H

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [lpogykT cootBeTcTBYET Tpebopanusam HJI 3akaouenne: OJQBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive /
Ioarororneno: Ranjeet [Mposepeno: Santosh Kumar | Onobpeno: Menemkep / Pyxosgaurens

A_ Maurya ﬂ}_ Abhishek Chauha; -
Reprint Date / Reprint Date / Reprint Date /
Hara: 23.04.2024 Hara: 23.04.2024 Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85155AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpeayxr: Keropon™ Dxenpece (keToponak) TabneTkH, AMCTIEPrHpyeMble B NI0JI0CTH pTa, 10 Mr

Batch No / : V2400621 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / + 040002501472 Date of Analysis / : 23.04.2024
AHaJuTHYeCKHH oTUeT No Jlara anaausa

Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoM3BOACTBA Toaen no

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

Page 8 of 8/ Crp. 8 u3 8

Ketorolac / Ketoponak

Homep cepun cyberanunn nponisoaurens LJI®:

INN/ MHH:

API manufacturer batch number / ABRHO001226
Howmep cepun npouseoautens ADPC:

FP Manufacturer API Batch number / FERA00141

API Manufactured by & country /
Mpouseoantens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
Jl-p Pequn'c Jlabopatopuc Jlta., Hunns

Remarks: The Product conforms to ND/
Ipumeuanue: IIponykt cooTBeTcTByeT Tpebosanuam H/

Conclusion: APPROVED /
3akmogenne: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneHo: Ranjeet

CA)

Maurya

[Tposepeno: Santosh Kumar

Approved by: Managgr/Executive /
Onobpeno: Menemwx¢p / Pykosogutens
Abhishek Chauhan

Reprint Date /
Iara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Reprint Date /
Hara: 23.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




