Dr.Reddy’s Q:f‘

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HKAT AHAJIN3A

mtt: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npotyrr: Keropon”™ Dkenpecc (ketoponax) tabiersn, AHCHEprupyeMsie B IOA0CTH pra, 10 Mr
BatchNo / : V2400540 Batch Quantity / : 3600000 tab /
|Cepiin Ne Obnen ceprin 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
Anajuruuyeckuit oryer Ne Jdara anannza
Date of Manufacture / : 03/2024 Date of Expiry/ : 02/2026
JlaTa npon3sogcTea T'open no
Analysis performed according ND / Ananus nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 |
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No

Test / IToxkazatens
Ne

Results / PesynastaTst

Specification / Hopma

1 Description / Onucanne

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrisle, 1w10CKHE
TabneTku ¢ dackoit, cBemIO-
XKEJITOT0 [BeTa C IPaBUPOBKOMN
«l» Ha oxHO# cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisie, nnockue Tabnetku ¢ hackoii,
CBETNO-XEJITOr0 LBETa C rpaBUPOBKOIA
«l» Ha OJIHO¥ CTOpOHE.

2 Identification / ITognuHHOCTH

Ketorolac / Kemoponax

a) Byuv/
VY ®-criextpodoTomerpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / V®-cnekTpsl
NOIJIONIEHUs UCTIBITYEMOTO PacTBOpa K
pacTBopa  CTaHAAapTHOro  obpa3sua
KeTopoJlaka TpPOMETaMHHA  AOJXKHBI
HUMETh MaKCHMYMBI IIPH OAHOM H TOM e

JINUHE BOJNHBI (% 2 HM).

Remarks: 'I'he Product conforms to ND/
[pumeyanue: [TpoayxT cooTBeTCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3axkmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroTopneno: Shivani Devi | ITposepeno: Rama Kant Ono6peno: Menemxkep / Pykosomimesns
oy ( Manoj Kumar '
A G- @Eﬁ'ﬁ
Reprint Date / Reprint Date/ Reprint Date /
Jara: 16.04.2024 Jara: 16.04.2024 Jara: 16.04.2024

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: L85195AP1984PLC004507
wianar drredeys rom
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Dr. Reddy's Laboratories Ltq.
Formulation Unit-6

@e
Dr. Red dy's Q'.. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS T e

CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HNponykT: Ketopon™ Dkenpecc (KeToponak) TabNeTKH, AHCIepripyeMble B IOIOCTH pra, 10 Mr

Batch No / : V2400540 Batch Quantity / : 3600000 tab /
Cepsig Ne O61bem ceprn 3600000 a6
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHaJIHTHYECKHI oTYeT No Jlara ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTta npon3BoacTBa Tonen po

Analysis performed according ND / Ananun3 nposeaen no HJI;:
JITI-004929-011119 (amend Nzl from 27.12.2021, amend Ne2 from 11112022
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No

N Test / [Tokazarenn Results / Pe3ynbraTs! Specification / Hopma

b) By HPLC/B3XX Complies / CooTBeTCTRYET 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). / BpeMa y#epXuBaHUA
OCHOBHOTO NHKa Ha XpOMarorpamme
UCNBITYEMOr0  pacTBOpa  JOJIXKHO
COOTBETCTBOBATH BPEMEHH
YAEPXKUBAaHHA OCHOBHOrO NWMKa Ha
XpoMaTorpamMme pacTBOpa
CTAHAAPTHOrO OOpasla KeTopoNaka
TpOMETaMHUHA (pazmen
«KonuyecTBeHHOE OMpeNEcIeHuey).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuauue: IlpoaykT cooTBeTcTBYET TpeboBanuam HJ Sakmruenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosnero: Shivani Devi | INposepeno: Rama Kant Ono6peno: Menemxep / Pykosoaureis
'T" t ) LLU.L Manoj Kumar <y j

) -
Reprint Date / Reprint Date / Reprint Date /
Iara: 16.04.2024 Hara: 16.04.2024 Jara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tel: +91 40 4900 2900, Fax: +91 40 4300 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
vewnveeddys.cun




Dr. Reddy's Laboratories |td,
Q 0.0 Formulation Unit-6
! @ . Vill. Khol, Nalagarh Road, Baddi
DI’. Reddy S L Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykTt: Ketopoa” Dkcnipece (keToposak) TabneTky, AMCIEPrupyeMble B IION0CTH pra, 10 Mr

Batch No / + V2400540 Batch Quantity / : 3600000 tab /
Cepnig No O0beM cepuH 3600000 tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHaJiiTMYecKHi oT4aeT Ne Jara aHaanza

Date of Manufacture / : 03/2024 Date of Expiry / ¢ 02/2026
JaTa npoH3BOACTBA Topen go

Analysis performed according ND / Ananus nposenen mo HJI:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
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Test / IToxaszarenn Results / PesyabraTsl Specification / Hopma

No
Ne
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
Hopmiunocrs butylhydroxyanisole peaks on the
6yTuArBApOKCHaHH30N 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 ynepxuBaHHS
NMUKOB  2-OyTUATHAPOKCHAHU3ONA M
3-0yTHITHAPOKCHAHH30IA Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBOpa HOJKHBL COOTBETCTBOBATh
BpEMEHAaM  YAEPXKHBAaHHA HKOB
2-6y TMIrHAPOKCHAHM30JIA "
3-6yTWIrHIpOKCHAHU30JIa Ha
XpomarorpaMme pacTBopa
CTaHAAPTHOIO obpasnua
6yTUIrHApOKCHAHH3071a -+ (pazmen
«Conepxanue
OYTHATHAPOKCHAHU30TIaR).

4 Average weight / Cpeausis 68.5 mg / 68.5mMr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %). /
macea 0O167,2mMr go 72,8 mr (70,0 Mr+4,0 %).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IponykT coorBeTcTBYET TpebopasuaM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IloxroTosneno: Shivani Devi | ITposepeno: Rama Kant OnoGpero: MeHemxep / Pykopogures
\E [ ) Manoj Kumar i
N s

W=~
Reprint Date / Reprint Date / Reprint Date /
Harta: 16.04.2024 Jara: 16.04.2024 JHara: 16.04.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
wwwy.drreddys.com




Dr.Reddy’s Q;'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.2, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHDPHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Ketopon® 3xenpecc (keToponak) Tabnerky, AUCIeprupyeMble B TOI0CTH pra, 10 Mr

: 3600000 tab /

Batch No / : V2400540 Batch Quantity /

CepHst Ne O6beM cepHH 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AnajgaTudeckuii oryer Ne JlaTa anaansa

Date of Manufacture / : 032024 Date of Expiry / : 02/2026
HJara nponssoacraa T'onen no

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

‘Page40f8/Crp.4 u3 8

(-]

;o Test / IlokazaTens Results / PesynpTaTe! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OOHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — He Gonee + 10 %
2/20 Tabnerok — He Gonee = 20 %

5 Disintegration time / 00 min 22 sec / 00 Mun 22 cek Not more than 3 min / He 6osiee 3 Mun
Pacniagaemocrn

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

. C1sH13NO3+C4H 1 NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 100% | 75% (Q)  CisHisNO3*CaHiiNO3

) . (keToponaka  TPOMETAaMMH)  4epe3
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 100%

Unit-6 / Ta6n-6 100%
7 Fineness of Dispersion/ Complies / CooTBEeTCTBYET A uniform suspension passing through a
JucnepcRocTh 710 pm sieve is formed. / Ob6pazyercs
OIHOpPOJHAS CyCHEH3M, MPOXOAAINaL
CKBO3b CHTO C pa3MEpOM OTBEPCTUH
710 MKMm.
I Related impurities / PoncreeHHble npumMecu

Remarks: 1he Product contorms to NLY/
IIpumeyanue: [Ipoaykr cooTeeTcTBYET Tpebosanusim HJJ

Conclusion: APPROVED /
Sakaruedne: OAOBPEHO

Prepared by / Checked by /
[Toarorosneno: Shivani Devi | [IposepeHo: a Kant

Approved by: Manager/Executive /

Opobpeno: Mernemxep / PykoBojiTes
Manoj Kumar W‘/‘j
U=

—

'\ T
=
Reprint Date/
Hara: 16.04.2024

Reprint Date /
Hara: 16.04.2024

Reprint Date /
Jara: 16.04.2024

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

CIN: L85195AP1984PLCO04
www.drreddys.com
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Dr. Reddy's Laboratories Ltd .
Formulation Unit-6

D R dd ’ .... Vill. Khol, Nalagarh Road, B i
r-ne YS We , Nalag , Baddi,

Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayskr: Ketopon™ Skenpecc (keToponak) TabneTku, AUCHEprupyeMble B 1070¢TH pra, 10 Mr
Batch No / 1 V2400540 Batch Quantity / : 3600000 tab /
Cephs Ne OGbem cepiu 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
Anajuruyeckuit oryer Ne Jlara ananusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JaTa npou3BoacTBa TI'open xo
Analysis performed according ND / Auanus nposcgen no HJ:
JITX-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f 8/ Crp. 5 uz 8

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1-rnapokcuasanor Hwxe npenena KoAM4ECTBEHHOTO
KeToposnaxa onpeaenedns (IIKO = 0.0032 %)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToananor ketoposaka 0.08 %
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
elMHH1HAas
HEHACHTH(HLMPOBaHHAS 0.02 %
npUMech
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
CymMa nipuMmeceit
9 Water / Boaa 20% Not more than 7.0% w/w /
He 6onee 7,0 %
10 Residual solvents by GC/ OcTaTounbie opranudecKkie pacTBOPHTENH
Isopropyl alcohol / 10 pg/tab / Not more than 350 pg/tab /
Nsonponanon 10 Mxr B TabneTke He 6osiee 350 MKT B TabsteTke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ilpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaruam HJ{ 3akmogenne: OIOFPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INogrotosneno: Shivani Devi | Ilposepeno: Rama Kant Onobpeno: Menemxep / Pykospanrens
' ol : Manoj Kumar P
’/B l *\%J E‘i !
Reprint Date / Reprint Date / Reprint Date /
Hata: 16.04.2024 JlaTa: 16.04.2024 Hara: 16.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: maii@drraddys.com
CIN: L85195AP1984PLC0OD4507
www.drreddys.com




Dr.Reddy’s Q;“

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories ttd.
Farmulation Unit-6

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

CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
poayxr: Keropon™ Drenpece (keroponak) TabieriH, AHCHIEPrUPYEMLIC B NI0JOCTH PTa, 10 mr

: 3600000 tab /

Batch No/ : V2400540 Batch Quantity /

Cepiia Ne Ob6bem cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHAJHTHYECKHM O0TUeT Ne JTara anaan3a

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JarTa npoH3BOACTBA Tonen go

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

Page 60f8/Crp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuoornyeckas 4yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / ObLuee 4Mcio He 6onee 1000 KOE/r
a3pobHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61ee He Gonee 100 KOE/r
HCIIO APOXIKEBBIX H
JIeCHEBbIX rpuboB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTctBHEe B 1 T
12 | Uniformity of dosage units / 5.7 Acceptance value (AV) not more than
OaHOpOIHOCTH 15.0 / Tlpuemounoe 3Hauenue (AV) He
AO3HPOBAHUSA 6onee 15,0.
13 | Assay/KosnuccTBenHoe 9.8 mg/9.8 Mr From 90mg to 11.0mg of
omnpege/ieHne (97.9 %) CsH3NO3*C4sH ([ NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0mr C;sHis3NO3*C:H 1 NOs3
(xetoponaka Tpometamud) (ot 90,0 mo
110,0 % OT 3asBIEHHOTO KONMYECTBA) B
TabieTke
14 | Butylhydroxyanisole 0.0968 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHne 0.0968 mr B TabneTke He menee 0,042 mr B TabneTke
fyTuarnapoxcHaHM3051a

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[pumedanne: IIponykr cooTseTcTByeT Tpebosanuam HJI 3axmwuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Shivani Devi | [Tpoeepeno: Rama Kant Onobpeno: Menemwxep / Pykosorens

s )) T i ;ulj‘* [f'f Manoj Kumar QO

A | t*

Reprint Date / Reprint Date / Reprint Date / -
Tata: 16.04.2024 Mara: 16.04.2024 Jara: 16.04.2024

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: L85195AP1984PLCO04507

wwwadreoddys.com




Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®UKAT AHAJIN3A

[Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Keropon™ Skcnpecc (ketoponak) TabieTky, AUCIeprupyeMLle B ONOCTH p1a, 10 Mr

: 3600000 tab /

Batch No / ; V2400540 Batch Quantity /

Cephs Ne O0beM cepuH 3600000 tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
AHajuTrHYecKHuii oTder Ne darta anaJsiusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2026
JdaTa npou3BoacTBa I'oaen po

Analysis performed according ND / Anann3 nposeaen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 70of8/Ctp. 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 Tabnerox B
6nncrepe w3 (TTA/AJUIID ¢
sraronorioTuteneM/[12BIT)
¢donera // (II3/AJ1) donsru. Ilo
2 6nucTepa ¢ MHCTpYKLMeH no
TIPHMEHEHHIO B mauky
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
Tabnerok B 6aucrepe u3 ([TA/AJI/IID ¢
praronornotutenem/II9BIT) doabru //
(T13/AJ1) donsru. o 1 wnu 2 6nuctepa
C MHCTPYKUHEH MO DPHMEHEHHIO B
[ayKy KapTOHHYIO.

16 | Labeling / Mapxuporka

According to ND / B cooteTcTeau ¢ HII

17 Storage conditions /
XpaHenne

Below 25 °C. / ITpu TeMnepaTtype He Brime 25 °C.

18 Shelf life / Cpoxk roxHocTH

2 years /2 ropa

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for
cach 20th batch, or for one batch in a year whichever is earlier.
* [IpH BbINyCKe J1eKAPCTBEHHOro NPenapara KOHTPOJL Ka4ecTBa Mo noxasareito «Mukpobnoaornyeckast
YUCTOT2» NPOBOAKTCH AJISt Kaxnoil 20-0ii cepHH, HIIH JJ/ISl OOHO# cepun B roa, B 3aBUCHMOCTH OT TOI'0, YTO

HACTYNHT paHbllIe.

API name / Haumenoeanue AD®C:

Ketorolac tromethamine / KeToponaka

TPOMETAMHH

Remarks: The Product conforms to ND/
 Ipumeuanne: Ipoaykr cootsercrayer Tpedoraruam HII

Conclusion: APPROVED /
Bakaouenne: OJJOBPEHO

Prepared by /
[Tonrotoenerno; Shivani Devi

A

Checked by /
ITpoBepeHo: ?:ma Kant

L

Approved by: Manager/Executive /

OnobpeHo: MeHemkep / PYKOBOZHTEE
Manoj Kumar L\ l !(j

Reprint Date /
Jara: 16.04.2024

Reprint Date /
Hara: 16.04.2024

Reprint Date /
Hara: 16.04.2024

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

CIN: L85195AP1984PLCO04507

www.drreddys.com
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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
Tei : +91 98166 56001-02

www.drreddys.com

CEPTUDHUKAT AHAJTTA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon®™ Dkcnpecc (keToposak) TabaeTkH, AMCIEPrHPYEMEIS B MOJIOCTH PTa, 10 mr

Batch No/ : V2400540 Batch Quantity / : 3600000 tab /
Cepusn Ne Ob6beM cepun 3600000 Tab
Analytical Report No / : 040002489258 Date of Analysis / : 16.04.2024
Ananurnyecknii orger Ne Jarta ananusa

Date of Manufacture / : 03/2024 Date of Expiry / v 02/2026
JdaTa nponsBoaCTBA I'ogen xo

Analysis performed according ND / Anann3s nposenen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8of 8 /Crp.8 m3 8

Howmep cepun eyGeranunn nponssoaurens LIId:

INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH001225
Homep cepnn nponssoautens AQPC:

FP Manufacturer API Batch number / FERA00142

API Manufactured by & country 7
IMpouseoautens AQC, crpana;

Dr. Reddy's Laboratories Ltd., India /
JI-p Pepau'c JTaGopatopuc JIta., Fluans

Remarks: The Product conforms to ND/
TTpumedanue: IIpoaykt cooteTcTBYeT TpeboBanusamM HJI

Conclusion: APPROVED /
3arnouenne: OJIOBPEHO

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

IMonroTtoeneno: Shivani Devi | IIpoeepero: Rama Kant OpobpeHo: Menemxkep / PYKOBoAHTENL
A = lﬁww Manoj Kumar &lh—@j"

Reprint Date / Reprint Date/ | Reprint Date / '

JHara: 16.04.2024 Jlata: 16.04.2024 Iara: 16.04.2024

Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507
wwwi.drreddys.com




