Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS

Or. Reddy's Laizoratories Lig
Formulation Unit-6

Viil. Khol, Naiagarh Road, Bz ddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-62

CEPTHUOUKAT AHAJIA3A

vaww.aireddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkenpece (keToponak) TabieTku, JUCIeprupyemble B onocTy pra, 10 Mr

Batch No / : V2401053 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHannTHYecKHil oTyeT Ne Jata anaausza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoM3BoACTBA T'open no

Analysis performed according ND / Ananus nposeaen nmo H/:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8§/ Cip. 1 u3 8

No

Y®-cnexkrpodoromeTpus

No Test / IlokazaTennb Results / Pesynprats! 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. / Kpyrnsle, mwiockue | Kpyrisie, miockue 1abneTku ¢ packoi,
Tabnetku ¢ (ackol, CBETNO- | CBETNO-KENTOTO LIBETa C MPAaBUPOBKOM
XKENTOro IBETa C IPaBUPOBKOM | «» Ha OJIHOM CTOPOHE.
«» Ha OZIHO CTOpOHE.
2 Identification / [TonnuHHOCTE
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
HOTTIOIIEHUS] UCIBITYEMOTO pacTBopa
pacTBopa  cTaHjapTHoro  oOpazua
KETOpOJIaka TpOMETaMMHA  JIOJDKHBI
UMEeTh MaKCUMYMBI IPH OJHOI 1 TOH ke
JUTMHE BOJHEI ( 2 HM).

Rewarks. The Product conforns o ND/

Conclusion: APPROVED /

ITpumeuanue: Ilpoaykr cootBeTcTBYET TpeboBanusam HJJ 3akmogenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: Santos! IlpoBepeHo: Pawan Kumar Onobpeno: Menemxkep / Pykosoautens
Kumar Maurya & i”,/. Manoj Kumar )

U
Reprint Date / Reprint Date / Reprint Date / -
Hara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registerad Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 506024, Tolangana, India
Tel: 91 40 4500 2500, Fax: +91 40 4900 2999, Enail: rail@dryaddys.con
CIN: L85195,4P1984PLCO0AS0T
vewwdnieddys.com



Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, INDJA
Tel: 491 98165 56C01-02

www. direddys.com

CEPTHO®UKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Dkcnpece (keToposnak) TaGieTkn, AUCTIEprUpyeMble B IIONOCTH pTa, 10 Mr

Batch No / : V2401053 Batch Quantity / : 3600000 tab /
Cepus Ne O6bemM cepun 3600000 tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHaTuTHYECKHI oTHeT No JlaTa anagu3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdata npoH3BoACTBa T'ogen oo

Analysis performed according ND / Anann3 nposenen no HJ[:
JHI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Cip. 2 u3 8

No

Test / IToka3zaTenp
No

Results / PesynbTatsl

Specification / Hopma

b) By HPLC / BOXKX

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). / BpeMms ynepxuBaHus
OCHOBHOTO IMHKa Ha XpoMaTorpamme
HCIIBITYEMOTO  pacTBOpa  AOJDKHO
COOTBETCTBOBATH BpEeMeHH
yOep)KUBaHHS OCHOBHOTO TIHKAa Ha
XpoMaTorpamme pacTBOpa
CTaHAapTHOTO KETOpOJIaKa
TpoMeTaMHHa (pazzmen
«KommecTBeHHOE OnpeeseHHE).

obpasLa

Rernarks: The Product conforms (o ND/
IIpumeyanue: Ilpoaykt cooTBeTcTBYET Tpeboanusam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Jara: 27.06.2024

Hara: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrotosneHo: Santosk IIposepeno: Pgwan Kumar Onobpeno: Menemxep / Pykosoautenb
Kumar Maurya @(’ /g_,f Manoj Kumar

/-"-_ -
Reprint Date / Reprint Date / Reprint Date /

Jlata: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +01 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1384PLCO0CAS0T
www direddys.com




Dr. Reddy's Laboratories 1id.
’ .... F9rmu|ation Unit-6
Dr. Reddy s ® Vl.il. Khol, Naiagarh Road, Badgi,
] Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keroponak) TabneTky, JUCIeprupyemMble B MOJOCTH pta, 10 mMr

Batch No / : V2401053 Batch Quantity / : 3600000 tab /
Cepusa Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHanuTHYECKHI oT4yeT Ne JlaTa aHanu3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npon3BoOACTBA T'oxgen go

Analysis performed according ND / Anann3 nposeaen o HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 30f 8/ Crp.3 u3 8

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanannHoCTHL butylhydroxyanisole peaks on the
Oy TUIITMAPOKCUAHU3O0JT 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 yHepXHUBaHU
NUKOB  2-OyTHITHOpPOKCHAHH30NA |
3-0yTHATHAPOKCHAHU30Ta Ha
XpoMaTorpaMme HCIIBITYEMOro
pacTBopa JOJDKHBI COOTBETCTBOBATH
BpeMeHaM yAEpXKUBAHUS MHUKOB
2-6y TWITHAPOKCHAHU30]Ia u
3-6yTUNrUAPOKCHUAHU30]Ia Ha
XpoMaTorpaMme pactBopa
CTaHOapTHOTO obpasia
OyTWITHIPOKCHAHN307a (pa3zen
«ConepxaHue
OYTHITHIPOKCHAHU30JIa»).

Test / IlokasaTennb Results / Pe3ynbraTsi Specification / Hopma

4 Average weight / Cpenusis 69.5 mg / 69.5 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Or 67,2 mr no 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APTROVED /
IIpumeuanue: IlpoaykT cooTBercTBYeT TpeboBanusM HJ{ 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[TonroroeneHo: Santos]@- IIpoeepeHo: Pﬂar Ono6peno: Menemxep / Pykopozauteis

Kumar Maurya Manoj Kumar

./F-

0

Reprint Date / Reprint Date/ Reprint Date /
Jara: 27.06.2024 Jata: 27.06.2024 Jarta: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4600 2500, Fax: +91 40 43G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘.’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Viil. Khol, Naiagarh Road, Baddi
Distt. Solan, H.P.,, 173 205, INDJA
Tal 1 +91 98165 56001-62

CEPTHUOUKAT AHAJIU3A

www.diteddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecce (keTopoiak) TabIeTKH, AUCTIEPrUPyeEMble B IOJIOCTH pTa, 10 Mr

Batch No / 1 V2401053 Batch Quantity / : 3600000 tab /
Cepus No OodBeM cepun 3600000 Tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHaNMTHYECKHI oTyeT No Jara ananu3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
HdaTa npon3BoacTBa T'open no

Analysis performed according ND / Ananns nposenen mo HJI:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 u3 8

Jl;lbo Test / [lokazarenb Results / Pesynbrats Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OnHOPOAHOCTBL Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He OGonee + 10 %
2/20 TabneTtok — He Gonee £ 20 %

5 Disintegration time / 00 min 17 sec / 00 Mun 17 cex Not more than 3 min / He 6onee 3 mun
Pacnagaemocthb

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 98% Not less than 75% (Q) of

i Ci5H13NO3C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 il tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 96% 75 % Q) CisH13NO3C4H 1NO;3

. . (keTopoiiaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 91% ST
Unit-5 / Ta6a-5 100%

Unit-6 / Tabn-6 105%

7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a

JucnepcHocTh 710 pm sieve is formed. / O6pasyetcs
OMHOPOMHAS CYCNEH3Ws, MPOXOAAIIas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

to ND/

IIpumeuanue: IIpoaykr coorBeTcTBYET Tpeboanusam HJT

Conclusion: APPROVED /
Zaxmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Monroroeneno: Santosh IIpoeepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoaHTENb
Kumar Maurya A ) Manoj Kumar ‘ ' ; " Z
Reprint Date / Reprint Date / ; Reprint Date /

Jara: 27.06.2024 Hara: 27.06.2024 JHarta: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +51 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0C4R07

www.drreddys.com




Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories 1id
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Bacigj.
Distt. Solan, H.P, 173 205, INDJA
Tel : +91 98166 56C01-02
www.diteddys.com

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

Opoayxr: Keropon® Dkenpece (keToposnak) TabneTky, AMCIeprupyemble B TI0JIOCTH pTa, 10 Mr

Batch No / : V2401053 Batch Quantity / : 3600000 tab /
Cepna Ne Oo61em cepun 3600000 Tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024

AHaJauTHYECKHH oTueT Ne

Jlara anaju3sa

Date of Manufacture /
,Z[aTa l'lpOl/BBOIICTBa

: 05/2024

Toxen no

Date of Expiry /

: 04/2026

Analysis performed according ND / Ananuz nposeaen mo HJI;

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

Page50f 8/ Crp.Suz 8

8 Related impurities / PoacTeeHHble mpuMecH

ketorolac 1-hydroxy analog /
1-ruipoKCcHaHanor
KETopoJiaka

ketorolac 1-keto analog/
1-KeToaHaIOT KeTOpONaKa

Any unidentified impurity /

Not detected / ne obnapyxkeHa

Not more than 0.5 % / He 6o1ee 0,5 %

0.08%

Not more than 0.8 % / He 6onee 0,8 %

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

€AUHHUYIHas

npuMech

HEUIEHTUDULUPOBAHHAS

0.02%

Total impurities /
CyMmMa npumeceit

0.1%

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boaa

24%

Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTraTroyHble OpraHn4ecKre pacTBOPHTE/H

Isopropyl alcohol /
HzomponaHon

4 pg/tab /
4 Mkr B TabieTke

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

Remarks: The I'roduct conforms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYET TpeboBanusM HJI

Conclusion: APPROVED /
3akawuenune: OJOBPEHO

Jara: 27.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: Santosg ) ITporepeno: Payan Kumar Onobpeno: Menemxep / PykoBoayrennb
Kumar Maurya % 4_/ Manoj Kumar @&Z
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.06.2024

Hara: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +€1 40 4500 2300, Fax: +91 40 4900 2929, Email: mail@direddys.com
CIN: L85195AP1884PLCO04ECT

www.drreddys.com



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

Di. Reddy's Laboratories 1td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Badidlj,
Distt. Solan, H.P., 173 205, IND|A
Tel: +91 98166 56001-02
www.direddys.com

CEPTUOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon™ Dkenpecc (keToposiak) TabNETKH, AMCIEPrUpyeMbIe B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2401053 Batch Quantity / : 3600000 tab /
Cepusa Ne Oo6beM cepun 3600000 Tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHanuTHYECKHH oTueT No JlaTa anamusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npon3BoacTBa T'onen no

Analysis performed according ND / Anasu3 nposeaen mo H/I:

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

Page 6 of 8/ Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpo6nosoruueckast yncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee uncno He 6onee 1000 KOE/r
a’3poOHBIX MHKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He 6onee 100 KOE/r
YKCIIO NPONIKEBBIX U
TUTECHEBBIX IpUbOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHE B 1 T
12 Uniformity of dosage units / 6.3 Acceptance value (AV) not more than
OnHopoaHOCTL 15.0 / MpuemouHoe 3HaueHue (AV) He
N03UPOBAHHUS 6onee 15,0.
13 Assay / KonudecTBeHHO€ 10.0 mg / 10.0 mr From 90mg to 11.0mg of
onpeaeJieHHe (99.6 %) Ci1sHisNO3*C4H 1 NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 MTI C15H13NO3'C4H11NO3
(keroporaka TpometamuH) (ot 90,0 no
110,0 % oT 3asBIEHHOTO KONUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0919 mg/tab / Not less than 0.042 mg/tab /
content / Conepxanue 0.0919 Mr B TabneTke He menee 0,042 mr B TabneTke
OyTHITHAPOKCUAHH30/IA

Remarks: The Product confoims to ND/
[Tpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Santosh IIpoeepeno: Payan Kumar Onob6peHo: Menemxkep / PykosoauTtesb
Kumar Maurya Cg\’ 2_/' Manoj Kumar

—
Reprint Date / Reprint Date / Reprint Date /

Hara: 27.06.2024

Jata: 27.06.2024

Harta: 27.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500024, Telangana, India
+91 40 4500 25C0, Fax: =91 40 439G0 2299, Email: mail@drreddys.com

Tel:

CIN: L85 195AP1984PLCOC4SCT
wwiv.drreddys.com



Dr.Reddy’s Q_':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Ketopon® Dkcnpece (keToponak) TableTkH, AUcneprupyeMble B II0J0CTH pTa, 10 Mr

Batch No/ : V2401053 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHAaTUTAYECKHH oT9eT No JlaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npoH3BoACTBA T'onen no

Analysis performed according ND / Ananu3 nposenen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70of 8/ Crp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1
desiccant/HDPE) foil // (PE/AL) | or 2 blisters with patient information
foil. 2 blisters with patient | leaflet in a carton pack. / Ilo 10
information leaflet in a carton | Tabnetok B Gnuctepe u3 (ITA/AJI/TID ¢
pack. / Tlo 10 Tabnerok B | Bnaromornoturenem/[I1DBIT) donbru //
6nucrepe w3z (ITA/AJVIID ¢ | (II3/AJT) donsru. Ilo 1 unn 2 Gnucrepa
Braronornorurenem/I19BII) C MHCTPYKLHEH II0 NPUMEHEHHIO B
doneru // (TIS/AJI) ¢onsru. Ilo | mayky KapTOHHYIO.

2 bauctepa ¢ MHCTPYKLHMEH IO
MPHUMEHEHHIO B nayky
KapTOHHYIO.
16 | Labeling / MapkupoBKka According to ND / B cootsetcTBuu ¢ H/J
17 | Storage conditions / Below 25 °C. / Ilpu teMmnepatype He Bhie 25 °C.
XpaHenue
18 Shelf life / Cpok roanocTn 2 years / 2 roxa

* 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.
* JIpn BhINMyCKe JIEKAPCTBEHHOTO MpenapaTa KOHTPO/Ib Ka4yecTBa 1o noxasaTtesio «Viukpodnooruyeckas
YUCTOTA» NPOBOAMTCS 1A Kaxaoi 20-oii cepun, UM AJIsl OAHON cepUM B rojl, B 3aBHCMMOCTH OT TOI'0, YTO

HACTYIOHT paHbuie.

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykr coorBercTByeT TpeboBanusm HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IloarorosieHo: Santosb IIporepeHo: Pawan Kumar
Kumar Maurya ,E

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTesns
Manoj Kumar '

(ptent-

Reprint Date / Reprint Date / '

Jlara: 27.06.2024 Jara: 27.06.2024

Reprint Date /
Jara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +91 40 4800 2300, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCOC4E07

www.drreddys.com




_ Dr. Reddy's Laboratories 1Ltd
D d : ‘.... Formulation Unit-6
Viil. Khal, Nalagarh Road, Baddj,
r. Re dy S .. Distt. Sofan, H.P.,, 173 205, INDIA
Tel : 491 98166 56C01-02

CERTIFICATE OF ANALYSIS | o 0
CEPTU®HUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykt: Keropon® Skcnpecc (keToposak) TabneTky, AUCTIEPIUPYeMble B 10J0CTH pra, 10 Mr

Batch No / : V2401053 Batch Quantity / : 3600000 tab /
Cepnsa Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002567090 Date of Analysis / : 27.06.2024
AHanuTHYecKHni oTyer Ne Jara ananausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jdara npoH3BOACTBA Toxen qo

Analysis performed according ND / Anann3 nposenen nmo HJI;
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 / C1p. 8 u3 8

API name / Haumenosanue A®C: Ketorolac tromethamine / Ketopoiaka
TpOMETaMHH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRHO002812
Homep cepun npouspoautensi AQC:
FP Manufacturer API Batch number / FERA00194
Homep cepuu cyberanuun npounspoauress [JIP:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouspogurens AD®C, crpaHa: II-p Pennu'c Jlaboparopuc JItn., Uuaus
Remarks: The Product conforis (o ND/ Cunclusivu: APPROVED /
IIpumedanue: IlpogykT cooTBeTcTBYET TpeboBanusiM HJI 3axmwouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoeneHo: Santo?lg?f . ITpoBepeno: Payan Kumar Opobpeno: Menemxep / Pykopoaurens
Kumar Maurya b Manoj K
ury. i k anoj Kumar
Reprint Date / Reprint Date / ' Reprint Date /
Hara: 27.06.2024 Hara: 27.06.2024 Hara: 27.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



