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

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

Qe
Dr.Reddy’s Q;‘
CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpecc (keToponak) TabeTKH, IMCTIEprUpyeMble B MOJI0CTH pTa, 10 mr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AHanuTHYeCKHH oTyeT Ne Jara ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npon3BoaAcTBa I'onen o

Analysis performed according ND / Ananu3 nposenen no HJI:
JIIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page1of 8/ Crp.1 u3 8

V®-cnekrpodoToMeTpus

Jl;lbo Test / [TokasaTeb Results / Pe3yneTathl 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. / Kpymisle, miockue | Kpyribre, miockue TabneTku ¢ Gackoi,
TabneTkd ¢ ¢ackoif, CBETJIO- | CBETIIO-KENTOro IBeTa C IPaBHPOBKOM
XKEJTOro IBeTa C I'PaBUPOBKOHM | «l» Ha OJHOM CTOPOHE.
«I» Ha oIHOM CTOpOHE.
2 Identification / [TopnMHHOCTE
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
MOTJIOLIEHUS UCIIBITYEMOTO pacTBOpa H
pacTeBopa  CcTaHZapTHoro  ofpasua
KEeTOpojiaka TpPOMETaMHHA  JOJIKHBI
UMETb MaKCUMYMBI [IPU OJHOM U TOM e
JUTVHE BOJIHBI (+ 2 HM).

Conclusion: APPROVED /
3akawuenune: OJIOBPEHO

Remarks: The Product conforms to ND/
Ipumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusM HJJ

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

ITonrorosneno: Rama Kant [MpoBepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoautens
W Maurya Manoj Kumar

Reprint Date / ‘ Reprint Date / Reprint Date /

Hara: 15.06.2024 Hara: 15.06.2024 Jara: 15.06.2024

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: L85195AP1584PLC0O04507
www.direddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel: +51 98166 56001-02

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkcnpecc (keroposnak) TabieTku, AMCneprupyeMbie B MOJIOCTH pta, 10 mMr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AHaJuTHYeCKHH oT4yeT Ne Jara ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
HJdaTa npousBoacTBa T'ogen no

Analysis performed according ND / Anasmus nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2 of 8/ Crp. 2 u3 8

No

Test / Iloka3aTenn
Ne

Results / Pe3ynpratsl

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). / BpeMsa ynepxuBaHuA
OCHOBHOTO MHMKa Ha XpOMaTorpaMme
HCIBITYEMOTO ~ pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeHH
YIEPXKHMBAHMA OCHOBHOTO THKAa Ha
XpomaTorpamme pacrBopa
CTaHIAapTHOrO 00pa3sna Keropoliaka
TpOMETaMHHa (pazzmen
«KoJnuecTBeHHOE ONpEeNeNeHUEN).

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpogykT cooTBeTcTBYET TpeboBaHusm HJ|

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
ITogroroeneno: Rama Kant

b

Checked by /
IIposepeno: Santosh Kumar

Maurya O‘g—’

Approved by: Manager/Executive /
Onobpeno: Meunemkep / PykoBogurens
Manoj Kumar

Reprint Date / '

Jata: 15.06.2024

Reprint Date /
Hara: 15.06.2024

Reprint Date /
Jlara: 15.06.2024

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: L85195AP1S84PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories |td,
Formulaticn 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
Ipoayxr: Keropon® Dkenpecc (keTopoak) TabNeTKH, JMCIIeprupyeMble B 0N0CTH pTa, 10 Mr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepnsa Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AHaJuTHYeCKHIi oTueT Ne Jata ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoacTBa T'open no

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

Page3 of 8§/ Crp.3 u3 8

JI:IO Test / IlokasaTenn Results / Pe3ynpTaTsl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoayiuHHOCTD butylhydroxyanisole peaks on the
OYTHJITUAPOKCHAHU30JI 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). / BpeMesa ynepxuBaHUA
NMHUKOB  2-OyTWITMAPOKCHAHHU30JIA |
3-6yTWIrHAPOKCHAHU301A Ha
Xpomarorpamme UCTILITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIep)KUBaHHUS IUKOB
2-6yTUNTUAPOKCHAHU30M1a "
3-0yTWIrHApOKCUaHH30I1a Ha
XpoMmarorpamme pactBoOpa
CTaHIapTHOTO obpasua
GYTHITHAPOKCHAHU30TIa (paznen
«CopepxaHue

Oy THUIITHAPOKCHAHU3O0TIAY).

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr mo 72,8 mr (70,0 mr+ 4,0 %).

4 Average weight / Cpennsis 68.6 mg / 68.6 M

Macca

Remarks: The Product conforms to ND/
ITpumeuanwue: IIponykr cooTBercTRyeT TpeboBanusam HJ

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

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

[Hoarororneno: Rama Kant [TporepeHo: Santosh Kumar | Omobpeno: Menemkep / PykoBoauresib
W Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 15.06.2024 JlaTa: 15.06.2024 Hara: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4900 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: 1.82190AP1984PLCON4ARNT7
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Dr. Reddy’s Laboratories Ltd.
Formuilaticn Unit-6

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon®™ Jxenpecc (keToponak) TabNeTKH, ACHEPrupyeMsie B 110J0cTH pra, 10 Mr

Batch No / 1 V2400982 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AHaJMTHYEeCKHI oTueT Ne Jara aHaau3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jata npousBoacTea T'onen no

Analysis performed according ND / Anann3s nposeaen no H/L:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8 /Crp. 4 n3 8

No

No Test / IToxka3zaTesb

Results / PesynbTaTel

Specification / Hopma

Uniformity of weight /
OJHOpPOAHOCTHL MaCChl

Complies / CoOTBETCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than + 20 % /
18/20 Tabneroxk — He Oonee + 10 %
2/20 Tabnetox — He 6onee = 20 %

5 Disintegration time /

01 min 10 sec / 01 mun 10 cex

Not more than 3 min / He 6onee 3 Mun

Pacnagaemoctnb
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. Ci15sH;3NO3*C4H11NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He Menee
Unit-3 / Ta6n-3 106% 75%  (Q)  CisHisNO3*CsHiNO;
. . (keTopojlaka  TPOMETaMHH)  4Yepes
Unit-4 / Tabn-4 92% 15 Mun
Unit-5 / Tabn-5 97%
Unit-6 / Tabn-6 97%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pum sieve is formed. / O6pa3yercs

OJIHOPO/IHAs CYCIIEH3Ms, TMPOXOAAIas
CKBO3b CHUTO C pa3MepoM OTBEpPCTHH
710 MKM.

Remarks: The Product conforms to ND/

IMpumeuanue: IIponykT cooTBeTcTBYeT Tpeboanuam HJJ

Conclusion: APPROVED /
3axargyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Rama Kant [Mposepeno: Santosh Kumar | Omobpeno: Menemxkep / PykosoauTesns
: [-f_ Maurya &\4 Manoj Kumar
,@“, b/ =
Reprint Date / Reprint Date / Reprint Date /
JaTa: 15.06.2024 Jara: 15.06.2024 Hara: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Barnijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai:@drreddys.com
CIM: L851$5AP1¥84PLCO01507

www.direddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

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

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

CEPTHUO®UKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon” Dkcnpecc (ketoponak) TabeTkH, AUcnepripyembie B [0I0CTH pra, 10 mr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepua Ne O6bem cepuu 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AnaauTHyeckHii oTyer Ne JarTa anaiuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npon3BoaCTBA I'onen xo

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

Page50of8/Crp.Suz 8

8 Related impurities / PoacTBeHHbIe IPHMECH

1-rugpokcHananor
KeTopoJiaka

ketorolac 1-hydroxy analog /

npeaena

ketorolac 1-keto analog/

1-xeToaHasior KE€TOpoJlaka

0.08%

€IUHHAYHaA

NMpUMECH

Any unidentified impurity /

HePIIleHTH(bHLIPIpOBaHHaH

Hwmwxe npenena

Below LOQ (LOQ=10.0032%) / Huxe
KONUYIECTBEHHOTO
onpenenenus (ITIKO = 0.0032%)

Below LOQ (LOQ = 0.0097 %) /
KOJIMYECTBEHHOT'O
onpeaenenus (ITKO = 0.0097%)

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

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

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

Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMa npumeceit
9 Water / Boaa 23% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HBIC OPraHH4YeCKHEe PACTBOPUTEIH

Isopropyl alcohol /
Hsonponaxon

11 pg/tab/
11 MKT B TabJeTKE

Not more than 350 pg/tab /
He 60o1ee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion: APPROVED /
3axkmwouenne: OJIOBPEHO

Prepared by /
Tloaroroeneno: Rama Kant

Checked by /
IMpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoanrens
Manoj Kumar

M
A
Reprint Date /

Jlata: 15.06.2024

Maurya C‘Y\/'
Reprint Date /

Jara: 15.06.2024

Reprint Date /
Hara: 15.06.2024

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




Dr.Reddy’s Q-:-‘

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
CEPTUPUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNpoaykr: Keropon™ Dkcnpecc (keToponak) TabeTku, AMcrneprupyembie B MOJIOCTH PTa, 10 mr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AnajurHyeckuii oryer Ne JlaTa ananusa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jlara npoH3BoAcCTBA TI'onen no

Analysis performed according ND / Ananun3 nposegen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 6 of 8/ C1p. 6 m3 8

11 | Microbial enumeration tests / MuxpoGuoJiorudeckast yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6uee yucno He 6onee 1000 KOE/r
a’poOHBIX MUKPO-
OpraHu3MoOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6onee 100 KOE/r
YHCIIO APOXIKEBBIX U
IUIECHEBBIX IpUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcyrctBue B 1 1
12 Uniformity of dosage units / 4.3 Acceptance value (AV) not more than
OaHopoaHOCTH 15.0 / IlpuemouHoe 3HaueHue (AV) He
JA03UPOBaAHMSA 6onee 15,0.
13 Assay / KonuyecTBeHHOe 9.8 mg/9.8mr From 90mg to 11.0mg of
onpeaejieHUe (98.1 %) C15sH13NO3°C4H;1NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mr C15H13NO3‘C4H11NO3
(ketoponaka TpomeraMuH) (ot 90,0 mo
110,0 % OT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0916 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0916 mr B TabseTke He menee 0,042 mr B TabieTke
OyTHIITHAPOKCHAHU301

Remarks: The Product conforms to ND/

Ipumeuanue: [Iponykt coorBercTBYeT TpeboBanusm HJL

Conclusion: APPROVED /
3akmwuenue: OJJOBPEHO

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

[Toarorosneno: Rama Kant ITposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoanTeib
Maurya @ Manoj Kumar '

Reprint Date / Reprint Date / Reprint Date /

Jlata: 15.06.2024 Hara: 15.06.2024 Jata: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com
CIN: L85195AP1584PLC004507

www.direddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUO®UKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkenpecc (keToposiak) TablaeTku, JUCnepryupyemsle B MOJIOCTH pTa, 10 mr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepun 3600000 Tab6
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AnanuTHyecKkHii oTuer Ne JdaTa anaan3sa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npoH3BOACTBA T'omen xo

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

Page 7of 8/ Crp. 7 u3 8

15 | Package/ YnakoBka

(PA/AL/PE

TNIPpUMEHCHUIO B
KapTOHHYIO.

10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with

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. / ITo 10
information leaflet in a carton | Tabnerok B 6aucrepe us (ITA/AJV/IID ¢
pack. / Ilo 10 Tabnetox B | Braromornotutenem/IIOBII) doneru //
Gnmucrepe w3 (IIA/AJVIID ¢ | (TI3/AJI) poneru. IMo 1 wiu 2 6GnucTepa
Braronornoturenem/I19BI]) C UHCTPYKUHMEH M0 NPUMEHEHMIO B
¢oabru // (II3/AJ]) donbru. ITo | mauky KapTOHHYIO.

2 GaucTepa ¢ MHCTPYKIMEH IO

nayKy

16 | Labeling / MapkupoBka

According to ND / B cootBeTcTBUU ¢ H]

17 | Storage conditions /
XpaHeHue

Below 25 °C. / Ilpu Temnepatype He Beimie 25 °C.,

18 Shelf life / Cpok roanocTn

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. '

* TIpu BBIMYCKe JIEKAPCTBEHHOTO NMpenapaTa KOHTPO/IbL KauecTBa 1o nokasartesio «MuKpoOHooruyeckas
YHCTOTAY» MPOBOAUTCA AJIst KaXaoii 20-0i cepuu, WM AJISI OAHOH CEPHH B rofl, B 3aBHCMMOCTH OT TOI0, 4TO

HACTYIIUT paHbLe.

Remarks: The Product conforms to ND/
ITpumeuanue: Ilpoaykr cooTBeTcTBYET Tpebopanusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
TToarorosneno: Rama Kant

Gt

Checked by /

IpoeepeHo: Sant%((umar OnobpeHo: Menemxkep / Pykosoaurens
#

Maurya

e

Approved by: Manager/Executive /

Manoj Kumar

Reprint Date /
Jlara: 15.06.2024

Reprint Date /
Jlara: 15.06.2024

Reprint Date /
Jlarta: 15.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderakad - 500034, Telangana, india
Tet: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
LIN: L8 LYSAPLYS4PLLUL4YSY /
www.drreddys.com




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +31 98166 56001-02

www.drreddys.com

CEPTUDPUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Okcnpecc (keroponak) TabaeTkH, AMcreprupyeMsle B NoJI0CTH pra, 10 mr

Batch No / : V2400982 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 040002562910 Date of Analysis / : 15.06.2024
AnanuTHyeckHii oTaer Ne Jara anaanza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTta npoH3BoaCTBA I'onen no

Analysis performed according ND / Anann3s nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8 /C1p. 8 m3 8

API name / HaumenoBanue AD®C:

Ketorolac tromethamine / KeToponaka

Homep cepuu cy6cTanuuu npoussoautens IJIdD:

TPOMETAaMHH
INN / MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH002637
Homep cepuu npousBoautens ADC:
FP Manufacturer API Batch number / FERA00193

API Manufactured by & country /
Hpoussoautenr APC, crpana:

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

Remarks: The Product conforms to ND/
ITpumeuanue: IlpomykT cooTBeTcTBYET TpeboBanusm HJ|

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by /
IToarorosinedo: Rama Kant
Maurya

Lt &

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
Manoj Kumar

Reprint Date /
Hara: 15.06.2024

Reprint Date /
Jara: 15.06.2024

Reprint Date /
Jlara: 15.06.2024

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: L85195AP15984PLCO04507

www.drreddys.com




