Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Labcratories Ltd.
Formulaticn Unit-6

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

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxrt: Ketopon® Dxcnpecc (ketoposiak) TabNeTky, AUCTIEprupyeMble B nonocti pra, 10 Mr

Batch No / : V2401031 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHANHTHYECKHH oT4YeT No JlaTa anHanmu3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npouzBoacTBa I'onen o

Analysis performed according ND / Anann3s nposenen no HJ/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page10of8/Crp.1 u3 8

No

No Test / [loka3aTeanb

Results / Pe3ynpTathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsie, IUIOCKHE
Tabnetku c ¢ackoi, cBeTIO-
XKENTOTO LBeTa C TPaBMPOBKOH
«» Ha OIHOM CTOPOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyruisle, miockue TabicTku ¢ gackot,
CBETJIO-XKEITOr0 L[BETAa C PABUPOBKOIA
«l» Ha OJJHOI CTOpPOHE.

2 Identification / ITomJIMHHOCTH

Ketorolac / Kemoponax

a) Byuv/
Vd-cnextpodoTomMeTpus

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnekrpsl
MOIJIOLIEHUs UCIIBITYEMOIO PacTBOpa H
pacTBopa  CTaHZapTHOro  obpasna
KETOpOJiaka TPOMETaMHHA  JOJDKHBI
HMETHh MAaKCUMYMBI IIPU OJHOH U TOH e
IUTUHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeyanue: IpoaykT cooTBeTcTBYET TpebopanuaM HJL 3akarouenne: OJOBPEHO

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

[MoarorosneHo: Shivani HpOBepeHOZm Ono6peno: Menemkep / PykoBosurens
XT Pavan Kumar Sharma ,e«/v;”,,-)

Reprint Date / = Reprint Date / ' Reprint Date /

Hara: 21.06.2024 Hara: 21.06.2024 Harta: 21.06.2024

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: L85195AP1584PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories [td.
Formuiaticn Unit-6

@ o
DI'. Reddy’s Q'.. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUPHUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Okenpecc (keToposnak) TabneTky, AMcreprupyemble B MOJIOCTH pTa, 10 Mr

Batch No / : V2401031 Batch Quantity / : 3600000 tab /
|Cepus Ne O6nem cepuu 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHaTHTHYECKHH oTyeT Ne JlaTa anaausza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npou3BoacTBa I'onen no

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

Page 2 of 8/ C1p. 2 n3 8

No

No Test / IlokasaTenb Results / Pe3ynbraTsl Specification / Hopma

b) By HPLC/B3XX 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 ynepXHBaHuS
OCHOBHOTO TMHKa Ha XpoMaTorpaMme
HCIBITYEMOTO  pacTsopa  AOJDKHO
COOTBETCTBOBATD BpEMEHH
yAEepXMBaHHS OCHOBHOTO IMKa Ha
XpoMaTorpamme pactBopa
CTaHfapTHOro obpaslia KeTopoJiaka
TpoMeTaMHHa (pa3zen
«KoJIMueCTBEHHOE ONPEICIICHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: [TpogykT coorBercTByeT Tpeboanuam HJL 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Shivani [Tposepeno: Rama Kant Onobpeno: Menemxep / PyroBomurens

X(’/ W Pavan Kumar Sharma i :.-—/--':"’/,

Reprint Date / Reprint Date/ Reprint Date /
Jara: 21.06.2024 Hara: 21.06.2024 JHata: 21.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490G 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr. Reddy’s Laboratories [td.
Formulaticn Unit-6

@
Dr.Red dy’s q;. Vill Khol, Nalagarh Road, Badld

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
Ipoaykr: Keropon® Dkcnpecc (keTopoiak) TabeTky, AHCHeprupyemble B MOJIOCTH pra, 10 mr

Batch No / : V2401031 Batch Quantity / : 3600000 tab /
Cepua Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHAIMTHYECCKHH oTYeT No JlaTa aHajan3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
HJara npousBoacTrea I'onen no

Analysis performed according ND / Anaymu3s nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page30f8/Crp. 3 u3 8

;0 Test / [TokasaTenan Results / Pe3ynbTatsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaauHHOCTH butylhydroxyanisolc pcaks on the
GYTHArHAPOKCHAHHM30J 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 ynepuBaHUs
IMKOB  2-OyTHITHAPOKCHAHH3ONA U
3-GyTHITHAPOKCHAHU30Ia Ha
XpoMaTorpaMmme HCIIBITYEMOFO
pacTBopa HO/DKHBl COOTBETCTBOBAThH
BpEMEHaM yIAEePKUBAHMS MTHKOB
2-6yTHITHAPOKCHAHH30MIA 7
3-6yTHIITHAPOKCHUAHK30JIa Ha
Xpomarorpamme pacTBopa
CTaHIApTHOTO obpasia
OYTHUITHIPOKCHAHU3011a (pa3nmen
«CopepxaHue
OYTHITHAPOKCHAHH30JIaN).
4 Average weight / Cpeauss 68.5 mg/ 68.5 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca Ot 67,2 mr 10 72,8 Mr (70,0 Mr £ 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanwue: [IpoaykT cooTBeTcTBYET Tpeboanusm HJL 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorornexo: Shivani IIposepeno: Rama Kant Omob6peno: Menemxep / P OBOIMTEI
A,,/ Pavan Kumar Sharma Cﬁ
Reprint Date / Reprint Date/ ! Reprint Date /
Jara: 21.06.2024 Hara: 21.06.2024 Hara: 21.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Dxenpecc (keToponak) TabneTku, AMCIEPrUpyeMble B IIOJIOCTH pra, 10 Mr

Batch No / 1 V2401031 Batch Quantity / : 3600000 tab /
Cepua Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / 1 21.06.2024
AuaauTuyeckuii oryer Ne Jara anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npon3BoacTBa TI'omen no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8/ Crp. 4 u3 8

;{0 0 Test / IlokasaTean Results / Pe3ynpTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets - not more than £ 10 %
OAHOPOJHOCTH MACChl 2/20 tablets - not more than £ 20 % /

18/20 Tabnerok — He Gonee + 10 %
2/20 tabnetok — He 6onee + 20 %

5 Disintegration time / 01 min 05 sec / 01 mun 05 cex Not more than 3 min / He 6osee 3 muH
Pacnagaemoctnb

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 103% Not less than 75% (Q) of

. Ci15Hi3NO1*C4H 1 NO3 (ketorolac
Unit-2 / Ta611-2 104% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 101% 75 % Q) C1sH13NO3+C4H 1 NO;

. . (keToponlaka  TPOMETaMHMH)  4Yepes3
Unit-4 / Tabn-4 101% 15 mMun
Unit-5 / Tabn-5 99%

Unit-6 / Tabn-6 99%

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

JucnepcHocTh 710 pm sieve is formed. / OBpazyercs
OJNHOpO/HAs CYCIEH3Ms, NPOXOIIIuas
CKBO3b CHTO C pa3MepoM OTBEpCTHil
710 MKM.

Remarks: The Product conforms

IMpumeuanue: [lpoaykT cooTBeTcTBYET TpeboBanusam H/I

to ND/

Conclusion: APPROVED /
3axarouenue: OJJOGPEHO

Jara: 21.06.2024

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

Hoaroroeneso: Shivani [Iposepeno: Rama Kant Onobpeno: Menemxep / P /xosonwrena
A,,/ ol Pavan Kumar Sharma

Reprint Date / Reprint Date/ Reprint Date /

Hara: 21.06.2024

Jara: 21.06.2024

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: mai:@drreddys.com

CIN: L85 LYSAPLSE4PLLULESY
www.dirreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Dr. Reddy's Laboratories [td.
Formutaticn Unit-6

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponykr: Keropon® Dkenpece (keToposak) TabneTkH, AMcneprupyemble B monocTy pra, 10 mr

Batch No / : V2401031 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab6
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHaxuTHYecKui oTuer Ne JlaTa ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa mpon3BoACTBA I'open no

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

Page Sof 8 /Crp.Su3 8

8 Related impurities / PoacTeennble npumecu

1-ruapoxcrananor
KeTopoJaka

ketorolac 1-hydroxy analog /

Below LOQ (LOQ = 0.0032%) / Huxe
npeznena KOJINYECTBEHHOTO
onpezaenenus (ITKO = 0.0032%)

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

ketorolac 1-keto analog/

1-xeToaHayior KETOpOJIaKa

0.09%

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

CIHMHHUYHaA

NpHUMECH

Any unidentified impurity /

HCHHCHTHQJHHH})OBaHHa}I

Below LOQ (LOQ = 0.0097 %) /
Huxe mpemena KOJIMYECTBEHHOTO
onpexnenenus (ITKO = 0.0097%)

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

Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CyMmMa npumecei
9 Water / Bona 24 % Not more than 7.0% w/w /

He 6oiee 7,0 %

10

Residual solvents by GC/ OcTtaTouHbIC OPraHH4eCcKHe pacTBOPUTEIH

Isopropyl alcohol /
HzomponaHon

14 pg/tab /
14 Mkr B TabieTke

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

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3axiaouenne: OJJOBPEHO

Prepared by /
[Moarorosineno: Shivani

AT

Checked by /
IIpoeepeno: Rama Kant

e

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pykosoautesnb

Pavan Kumar Sharma V

Reprint Date /
Iara: 21.06.2024

Reprint Date /
Jlara: 21.06.2024

Reprint Date /
Jarta: 21.06.2024

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: L85195AP1584PLC004507
www.drreddys.com




Dr.Reddy’s €5¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Ketopon® Okenpecc (keToponak) TabNeTKH, JMCHEPrHpyeMble B MOJIOCTH pTa, 10 mMr

Batch No / 1 V2401031 Batch Quantity / : 3600000 tab /
Cepua Ne O0beM cepuu 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHaIHTHYeCKHH oTUeT Ne Jara ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoacTBa I'oneH no

Analysis performed

according ND / Ananmu3 nposenen no HJ/I:

JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8 /Crp. 6 u3 8

11 | Microbial enumeration tests / Mukpoduosoruyeckasi Yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee 4ucio He Gosee 1000 KOE/r
a3po6HBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61mee He 6onee 100 KOE/r
YHUCIIO APOXIKEBBIX U
TUIECHEBBIX rpuboB
c¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 Uniformity of dosage units / 3.1 Acceptance value (AV) not more than
OaHopoAHOCTH 15.0 / Ilpuemounoe 3naueHue (AV) He
JIO3UPOBAHUA Gonee 15,0.
13 Assay / KonnuecTBeHHOe 9.9 mg/9.9mr From 90mg to 11.0mg of
onpejaejieHHe (99.3 %) CisH13NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
10 11,0 mr Ci15sH13NO3+C4H 1 NO;3
(xetoponaka tpoMeramuH) (ot 90,0 no
110,0 % oT 3asIBJIEHHOrO KOJHYECTRA) B
TabrneTke
14 | Butylhydroxyanisole 0.0950 mg/tab / Not less than 0.042 mg/tab /
content / Copepxranue 0.0950 mr B Tabnetke He menee 0,042 mr B Tabnetke
OyTHITHAPOKCUAHU30/1a

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

ITpumeuanue: Tlpoaykr cooTeeTcTBYeT Tpebopanusm HJL 3akmouenue: OJIOBPEHO

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

IMoaroTosnexo: Shivani IIpoBepeno: Rama Kant Ono6peHo: Menemxep / P, yKOBOIHTEb
W Pavan Kumar Sharma V

Reprint Date / Reprint Date/ | Reprint Date /

Jarta: 21.06.2024 Hara: 21.06.2024 Jara: 21.06.2024

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: LE51Y5AP1984PLC00457
www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykrt: Keropon® Dkcnpecc (keToponak) TabneTku, AMCTIEpripyemble B nonocty pra, 10 mr

Batch No / : V2401031 Batch Quantity / : 3600000 tab /
Cepns Ne O6bemM cepuu 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHAAUTHYECKMH oTyeT Ne JlaTa aHaJaH3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npon3BoAcTBa T'oaen xo

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

Page 7of8/Crp. 7 u3 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
onucrepe w3 (ITA/AJIUIID ¢
Bnaronoriorurenem/I19BIT)
donsru // (I13/AJI) donsru. Io
2 6muctepa ¢ HHCTPYKLMEH IO
OpHUMEHEHUIO 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
tabnerox B Giucrepe u3 (ITA/AJI/ITD ¢
prnaronorioruteneM/I19BII) donbru //
(I12/AJT) dponbra. ITo 1 unu 2 6aucTepa
C MHCTPYKUMEH 10 TNPUMEHEHUIO B
HayKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B cootBetcTBuM ¢ HJ{

Xpanenue

17 | Storage conditions/

Below 25 °C. / IIpu Temnepatype He Bbiine 25 °C.

18 | Shelflife / Cpok roanocTu

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.
* [Ipy BbINYyCKe JIEKAPCTBEHHOrO penapara KOHTPOJIb KA4YeCcTBa 110 NoKa3aTe 10 « MUKpoOHoIoruyecKasi
YHCTOTA» MPOBOAUTCS ISl Kaxkaoii 20-0ii cepuu, WIIH AJI8 OAHON CEPUU B rojl, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNUT paHbILe.

Remarks: The Product conforms to ND/
[Tpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanuaM HJ

Conclusion: APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Shivani [Iposepeno: Rama Kant Onobpeno: Menemxep / @BOL[HTGHB
Pavan Kumar Sharma [ sg~="
pr Aukod *
Reprint Date / Reprint Date / ' Reprint Date /
Jara: 21.06.2024 Hara: 21.06.2024 Hara: 21.06.2024

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

LI LS LYSAP 1Y84PLLUUYEY

www.drreddys.com




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

@0
Dl’. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, IND!A

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTU®PUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponyxr: Keropon® Dkcnpece (ketoponak) TabaeTkH, AMCTIEprupyeMble B IOIOCTH pTa, 10 mr

Batch No / : V2401031 Batch Quantity / : 3600000 tab /
Cepus Ne O61bem cepun 3600000 Tab
Analytical Report No / : 040002564359 Date of Analysis / : 21.06.2024
AHaIATHYECKHI 0TYeT Ne JlaTa ananu3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTa npon3BoACTBA I'open 1o

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

Page 8 of 8 / C1p. 8 u3 8

API name / Haumenopanue A®C: Ketorolac tromethamine / Ketoponaka
TpOMETaMHH

INN / MHH: Ketorolac / Keroposak

API manufacturer batch number / ABRHO002637

Homep cepuu npoussoaurenst AOGC:

FP Manufacturer API Batch number / FERA00193

Howmep cepun cybcranuuu npoussoaurens I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Hpouseoaurens ADC, cTpana: I-p Pennu'c Jlabopartopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIponykT cootBercTByeT Tpebopanusam HJI 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: Shivani [IpoBepeno: Rama Kant Onobpeno: Menemxkep / PyRosoanTtens

Q 7/ @A@ Pavan Kumar Sharma ¢ /N*/f':;/

Reprint Date/ Reprint Date/  \ Reprint Date / o
Hara: 21.06.2024 Jara: 21.06.2024 Jara: 21.06.2024

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: L85195AP1984PLCO04507
www.drreddys.com




