Dr. Reddy's Laboratories {td

. i & e Formulaticn Unit-6
Wi HKandlodve QLY Vill. Khol, Nalagarh Road, Baddi,
o ' Disct. Solan, H.P., 173 205, INDUA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIW3A

Proeiics: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoAykr: Ketopon™ Dxenpece (keTopoaak) TabaeTky, AHCNEPrHpYEMbIE B NONOCTH P14, 10 mr

BatchNo/ : V2400979 Batch Quantity / + 3600000 tab /

Cep ¥ XNe S ~_ Ob6bem cepun 3600000 a6~
Ana Iytical Report No / : 040002559950 Date of Analysis / : 15.06.2024

AHa MTHYECKH 0TYeT Ne o Hara ananusa S B
Date of Manufacture / : 0572024 Date of Expiry / 1 04/2026

JlaTA npoH3BOACTEA Topen no

Analysis performed according ND / Ananu3z nposenen no HI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagelof8/C7p. 1 m 8

ﬁo ‘ Test / Tlokasarens Results / Pesynpratsl Specification / Hopma

|>1 l Description / Onncanne Light yellow round flat beveled = Light yellow round flat beveled tablets
| . tablets with "" debossed on one  with “|" debossed on one side. /
| side. / Kpyrnwle, mnockue  Kpyrnble, mrockue tabnetku ¢ Gackod,
I taCnetku ¢ Qackol, CBeTNO- — CBETAO-KENTOrO LBETa ¢ rPaBMPOBKOH
I E ENTOrO LUBETA C IPABHPOBKOH «» na onHok cTopolle.

] «l» Ha OIHON CTOpOHE. i

2 ! Identification / [ToMNHHHOCTS ‘ |

Ketorolac / Kemopoauak !
1

a) Byuv/ Complies / CooTBeTCTRYET UV spectra of the test solution and

YD-cnexTpoGOTOMETPUA ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpm
MOTTOUEHHS HCTIBITYEMOrO pacTBopa U
pacTsopa  CTaHzapTHoro  ofpasua
KeTOpONaKa TPOMETaMHMHA  JOJIKHBI
! HMETh MAKCUMYMbi [PH OJHOH M TOH xKe
JUTHHE BOJHBL (£ 2 HM).

‘;f_R-e;‘n_arks: The Product conforms to NI/ Conclusion: APLIﬁ{O‘;iuI—) /
. TTpumevanue: TTpOAYKT COOTBETCTBYET Ttpebosanuam HJT | 3akarouenune: OJJOBPEIIO
Prepared by / Checked by / Approved by: Manager/Executive /
I [oproroenexo: Rama Kant [Mposepeno: Santosh Kumar | Onobpexo: Meneaxep / PykosoauTtens
' B Maurya i Manoj Kumar '
?R_ep_ri_m Date/ Reprint Date / Reprint Date / D
,‘-Ia;'a:__"li.Déu.2024 ) [Hara: 15.06.2024 Hara: 15.06.2024 ) o
stered Qllice: 5-2-327 snijera Hills, Hyderabad - 300034, Teiangana, [ndis
Tl 451 +0 49D L A0 4900 2928, Emoil: maii@drrzdays com
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Dr. Reddy's Laboratories Ltd
Formuiaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Scian, H.P., 172 205, INDIA
el:+91 98160 56001-0Z

www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg T
[poavkT: Ketopon™ Dkenpece (ketoposiak) TabneTku, AUCneprupyeMble B N010CTH pTa 10 mr )
Batch No/ : V2400979 ‘Batch Quantity / ¢ 3600000 tab/
Cepus Ne Obbem cepun 3600000 Taf
Analytical Report No / : 040002555950 ‘Date of Analysis/ 0 15.06.2024
AnaiwTHyeckuii oTuer Ne i __JlaTta anajnuza ) E
Date of Manufacture / : 0572024 .Date of Explry/ : 04/2026 ;
JlaTa 11pOM3BOACTBA Toaen 10 |
Anal}sm perfon med accor dmg ND / Ananu3 nposenen no HJI: B
\JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 _ L B J

Page2 of 8/CTp. 2 m3 8

No

N Test / ITokazaTens Results / PesynsTaTh! Specification / Hopma

b) By HPLC/B3XX Complies / CooTBeTCcTBYET 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  ynrepkuBaHus
OCHOBHOIO NHKA HA XPOMATOrpaMme l
UCTILITYCMOTO  DAacTBOpa  LOJIKHO |
COOTBCTCTBOBATH BpEMEHH
YOCPAKHBAHMA OCHOBHOTO IHKa Ha
XpOMaTOTpaMMe pacTBOpa
cranjapTHoro obpasua xeroponaka
TPOMCTAMHHA (pasacn
«KonM4ecTeEHHDE Onpeﬂ\.ﬂCHMC)))

Remarks: The Product conforms toND/ Conclusion: APPROVED /
Ipumeuanue: [lpoaykT cootseTcTByeT Tpebosarmsam 11T 3aknwuenne: OJOBEPEHO i

Prepared by / Checked by / Approved by: Manager/Executive / :
[logrorosnero: Ram= Kant [Tporepero: Santosh Kumar Onobpeno: Menemxep / Pyrora e
oL Maurya ‘ Manoj Kumar N

‘Re‘print Date / Reprint Date / . WRepr—int Date /

Hara: 15.06.2024 Hara: 15.06.2024 Hara: 15.06.2024

tared Office: 5-2-33




Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

-l Vill. Krol, Nalagarh Road, Baddi,
A D Distt. Solan, H.P., 173 205, INDIA
Tel : +61 98166 55001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHKAT AHAJII3A

g-Prodlic_t: Kctorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tlponyxr: Keropon” Dkenpecc (ketoponak) TabneTkH, AMCTIEPrHPYEMEIE B noaocTH pTa, 10 Mr

:Batch No / 1 V2400979 ‘iBatch Quantity / : 3600000 tab /
Cepua Ne 1O6bem cepun 3600000 Tat
{ Analytical Report No / : 040002559950 Date of Analysis/ : 15.06.2024
|AnanuTHueckuii oTuer No _ |Mara ananusa

.Date of Manufacture / : 05/2024 [Date of Expiry / 1 04/2026
JlaTa npoH3BOACTBA lr();l(:li A0

'Analysis performed according ND / Ananu3s nposenes no HJI:

Page3 of 8/('rp.3 38

r
1 JI:UO Test / IlokasaTens ' Results / PesyneTaTs! Specification / Hopma
3 Identification Complies / CooTseTcTBYET The  retention  times of 2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuuHOETH butylhydroxyanisole peaks on the
OYTHATHAPOKCHAHH3ON ; chromatogram of the test solution
should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
i chromatogram of butylhydroxyanisole
a ! standard solution
|  {"Butylhydroxyanisole content”
! section), / BpemeHa yjAepKUBAHHS
! nukos  2-GyTunruppoxkcuanmuiona  H
| 3-6yTHITHAPOKCHAHM3ONA Ha
XpoMarorpamMmme HCTIBITYEMOTO
pacTBOpa  HO/DKHBL  COOTBETCTBOBATL
' BpEMEHUM YUEPKUBAHMS IIMKOB
2-6yTUNIHIPOKCHAHH3OMA H
3-6yTHArHAPOKCHAHH30MA Ha
XpoMaTorpammie pacTBopa
| CTaHAAPTHOTO obpasua
| ByTHNrHTpOKCHAHH30MA (pazzen
| 5 «Conepxarue

| OYTHATHAPOKCHAHH30NIAR),

4 Average weight / Cpeannas 69.0 mg / 69.0 mr C672mgto72.8 mg (70.0 mg £4.0 %)./

Macea | OT67,2Mr 00 72,8 Mr (70,0 Mr = 4,0 %).
" f

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

. Ipumeyanue: [TpoaykT cooreTcTBYET Tpebopanuam HII Baxaruenne: ONOBPEHO o
Prepared by / Checked by / . Approved by: Manager/Executive / |
[ToproTtosnero: Roma Nant Ilpoeepeno: Santosh: Kumar ‘ Onobpeno: Menemkep / Py covocurien, |

” Pyl Maurya - { | Manoj Kumar \ Do / q

I ML W I ‘ - i
Reprint Date / ! Reprint Date / - Reprint Date /

| Aarta: 15.06.2024 | Hara: 15.06.2024 | JTara: 15.06.2024 ]

Aoy istered Officc: & 2-327, Road No. 3, Ponjara Bilis, Hyderabad - 500034, Telanganz, Indis
Tob +21 40 4000 2900, Fai: 391 .00 4900 2529, Cinsil: mail@drrzddys.com
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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 AHATH3A

Product: Ketorol Express (ketorolac) Orally Disintcgrating Tablets 10 mg
IpoavkTt: Ketopon” Bkcnpece (keToponak) TabaeTiu, AvcneprupyeMble 8 nofocty pra, 10 Mr
Batch Quantity /
Obbem cepun 3600
Date of Analysis/ : 15.06.2024
Jarta anannia
Date of Expiry /
Togen a0

Batch No/ : V2400979

Cepus Ne
Analytical Report No/
AHaJuTARYECKHH oTdeT Nt
Date of Manufacture/

Jlara npoH3BONCTEA

. 040002559950

: 05/2024

: 3600000 tab /
3600000 Tab

: 0472026

Analysis performed accoﬁhg ND / Anaiaus lﬁiipﬂoameu o H1:

Test / [ToxasaTens | Results / PeaynpTathl

Uniformity of weight / [
OAHOPOAHOCTE MACCHI |

5 Disintegrati(;n time /

Complies / CooTBe‘rc‘rByei:

01 min 04 sec / 01 muH 04 cex

Page4of 8/C1p-4u3 8

Specification / Hopma !

18/20 tablets - not more than = 10 %
2/20 tablets - not more than + 20 % /
18/20 tabnetox — He Oonee =10 %
2/20 Tabnerok — He Gonee + 20 %

- Not more than 3 min / He 6onee 3 Mun

PacnagaeMocTh
6 | Dissé'l'u—t—ionli’ac*raopeuue “Unit-1/ Tabn-1 104% | Not less than 75% (Q)f of
: ' . i C}jHleO]‘C:;I‘I“NO3 ) ) (kCtOI’OlC:C
! Unit-2 / Tabn-2 2% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 99% 75 % (Q) - CisHjsNO3CyH 11 NO;
KETOPONZKa OMETaMHuH uepes
Unit-4 / Ta67-4 1029 | UETOP P ) e
15 mun
Unit-5 / Tabn-5 99%
| Unit-6 / Tabn-6 95%
7 | Fineness ofDispéﬁion/ T Complies / CooTReTCTBY2T A uniform sus;acﬁnaionpassing through a "
JucnepcHOCTS 710 um sieve is formed. / OBpasyerca
OJHCPOTHAA CYCNEH3HA, ['lpOXO,E[HU.lQﬂ
CKBOZb CHTO € pa3MEpPOM OTBEPCTHH
i T10 MmKM.

“Remarks: The Product conforms to ND/
Tpumeyanue: [TpoayxT cooteTcTayeT Tpebosanusm H

Conclusion: APPROVED /
Jarnwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tlonroroenexo: Rama hanl [Iposepeno: Santnsh Kumar | Onobpeno: Menemkep / Pykoeoairei,
3 - T Mauwrya (e Manoj Kumar .
: Ty et
Reprint Date / ; Reprint Date / Reprint Date /
| Jara: 15.06.2024 . Hara: 15.06.2024 MHara: 15.06.2024 B
Repistered Office: 8-2-337, Road No. 2, Banjara rills, {angane, Indio
el 51404500 T80, Fax; L5 40 4000 3 dyscom
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Dr. Reddy's Laboratories Ltd
Py Formulation Unit-6
b o] ol .
= & Vill. Khol, Nalagarh Road, Baddi,
| Distt. Solan, H.P., 173 205, INDIA
Tel 1 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

‘Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoavkr: Keropoa™ Bkenpece (keToponak) TabaeTkH, AMCneprupyeMble B 10a0CTH pra, [0 mr

‘Batch No/ 1 V2400979 Batch Quantity / : 3600000 tab/
CepHna Ne Ob6wbem cepuu 3600000 Tab
Anahncal Report No/ : 040002559950 ‘Date of Analysis/ : 15.06.2024
AHa.’lHTH‘IELKHH oTyeT No ~__ Daraanannia o _
Date of Manufacture / : 05/2024 Date of Expiry/ . 04/2026

ILaTa MPOH3BOACTBA Tonen o

!Anal)sii performed according ND / Aranus nposenxen no HA:

!JIH 004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 5of 8 /Crp. Su3 8

ii e i__Re_iiiiéti_iril_lj'ﬁfities / PoacTBeHHEIE npﬁﬁeéil-
i ketorolac ilhydroxy analog / - Not detected / sie oGuapyxesa Not more than 0.5 % / He onee 0,5 %
i 1-ruapoKcHaHanor
5 KeTopoJaka
" ketorolac 1-keto analog/ " Not more than 0.8 % / He 6onee 0,8 %
1-KeTOaHaIOI KETOpOJakKa i ) 0.05%
Any unidentified impurity / "Not more than 0.5 % / He 6o:ee 0,5 %
eIHHHYHaA .
! ! HeHNeHTUdHLUNPOBAHHAN Below LOQ (LOQ = 0.0097 %) /
. TpPHMECh Huke mipedena  KOAWHECTBEHHOTO
i onpenenenus (ITKO = 0.0097%)
'~ Total imﬁ‘u‘ri‘ties; / 0.1% Not more than 1.0 % / He Goaee 1,0 %

. CymMMa npHmecel

9 Water/Boaa ' 2.2% . Not more than 7.0% w/w /
F He 6onee 7,0 %

10 Residual solvents by GC/ OcTaTo4HbIE OpraHlvecKue pacxsopmcm

| ]qop -opy! alcohol / - 7 pg/tab/ Not more than 350 pgftab /
. Hsonponaxon 7 Mmxr B Tabnerke He 6onee 350 Mkr & TabneTke
\ 5 S _ .
"Romarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanne: [lponykr cootercriyer Tpebosanuam HJT 3axkmouesue: OJOBPEHO |
Prepared by / Checked by / Approved by: Managcr/Executive/
IToproroBneno: Rama Kant [Tposepero: Sanwosh humar | Onobpeno: Menemikep / Py orozurre
© | Maurya s Manoj Kumat Vol
Dt
Reprint Date / Reprint Date / { Reprint Date / 1l
Jara: 15.06.2024 Hara: 15.06.2024 Hara: 15.06.2024 N u___,”
¢ristered Office: 8-2-337, Foad Mo, 3, Banjara Aills, Hyderabad - 500024, Telaapona, 1adia
feh +C1 40 4500 2900, Fax: +41 40 4900 2909, Einail: mal @drrodays.com

CIM: L51954P158ARLC004507
e dreeddn
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Dr. Reddy's Laboratories Ltd
Formulatics Unit-8

o le < "'\ Vill. Khol, Nalagarh Road, Bad dij,
‘o Cistt. Solan, H.P., 173 205, IND!A
Tel: +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drredays.com
CEPTUDHKAT AHAJH3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Dxenpecc (keToponax) TabseTky, i1t tiopi 2 o2 ic B NOMOCTH pTa. 10 mr
Batch No / 1 V2400979 !Batch Quant;tv/ - 3600000 tab /
Cepua Xe {O6bem cepun 3600000 Tab
_ Analvt;cal Report No/ : 040002559950 Date of Analysis/ : 15.06.2024 :
|AHanuTHYecKui oTyer Ne  |Haraanpannusa S ~ __j
,Date of Manufacture / OS;’7024 IDate of Expiry/ 04/2(}26 \
,Z[aTa POH3BOACTBA |F0aen oo “

1Ana lysis performed according ND / Awanns npoeeaer mo HJL:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 N i

N - - Page60of8/Crp. 6 u3 8
11  Microbial enumeration tests / MuxpoGHonoryyeckas 4HcToTa* |

a) Total Acrobic Microbial NA Not more than 1000 CFU/g / I
Count / Obuee uucio He 6onee 1000 KOE/r |
a3p0BHBIX MHKPO- ‘ |
OpraHu3MOB

b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / Obutee ! . He 6onee 100 KOE/r
YHCIIO JPOMKIKEBBIX H |

nnecHepbix rpuboB

" ¢) Escherichia Coli NA Shell be absent in 1 gram /

Orcyrereue B L T
12 Unifor mity of dosage e units / 4.6 . Acceptance value (AV) not more than
QaHOpOOHOCTE 15.0 / ITpuemouHoe 3Ha4cHue (AV) Be
[O3HPOBAHHA Gonee 15,0.
13 ”‘Assay / KonuyecTBeHHOE 9.9 mg/9.9mr ' ' From 9.0 fng to 11.0mg Y
onpeneneHue : (98.7 %) CisH13NO3+C4H 1 NO3 (ketorclac

tromethamine) (from 90.0 to 110.0 % of
+ the label claim) per a tablet / O1 9,0 Mr
i (] 11,0 mr Ci:H)aNQO3=C4H |1 NO,

(xetoponaxa TpomeTamiH) (or 90,0 g0
. 110,0 % oT 3asABAGHHOI0 KOJIHYCCTBA) B
. TadneTke

14 | Butylhydroxyanisole | 0.0898 mg/tab / | Not less than 0.042 mg/tab / T
E content / CopepxaHue 0.0898 mr & Tabnetke i He menee 0,042 mr 8 TabneTke
E GYTHAMMAPOKCHAHHM30/IA '
| Remarks: The Product conforms to ND/  Conclusion: APPROVED / i
| Ipumenanne: Ipoaykr coorsercrayer Tpebosanuam HI l 3awarouenue: OJOBPEIHO
! Prepared by / Checked by / Approved by: Manager/Executive /
i TlogroroeneHo: Rama Kant Ilpoeepenc: Santosh Kumar i Opnobpeno: Menemxep / PykoBoauresis
Maurya { Manoj Kumar
_ ) - 1 Al
| Reprint Date / Reprint Date / ‘ Reprint Date /
| Hara: 15.06.2024 Hara: 15.06.2024 - t JaTa: 15A()¢72()724 1
Registernd Office: 8-2-237, Roud ito. 2, Eanjara Hil l~\ 4er3L.=J 5003534 1

Frnail: man@drreddys.c
¢ ,.‘t(t}{JJEU?

PYoLLom




Product: Ketorol Express (ketorolac) Orally Disimegrating Tab]ets 10 mg |

5
B & i

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

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

CERTIFICATE OF ANALYSIS S

CEPTHOHKAT AHAJIH3A

ITpoayxr: Keropon” Dkenpece (KeTopoak) TabaeTiH, (iuiv]i iy 111 B IOA0CTH pra, 10 Mr o
‘Batch No / 1 V2400979 Batch Quantlty/ : 3600000 tab / l
Cepua Ne Obbem cepru 3600000 tad i
‘Analytical Report No / : 040002559950 Date of Analysis/ 1 15.06.2024
_AHaauTnueckuii oryer No o . Haraasanuia_ _u 5
‘Date of Manufacture / : 05/2024 Date of Expiry / ¢ 0472026 '
,[[a’ra A NPOH3IBOACTEA froaeli e

AnaIVSls perfnrmed according ND / Ananns npoaezxeu mo HJ:
JHI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022 i

15 | Package / ¥Ynakoska

P-zge7of8/(lp 7 u3 8

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

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
mformation leaflet in a carton

pack. / Ilo 10 Tabnerox B

Gaucrepe w3 (JIA/AJITID ¢
Braronoraorurenem/I13BIT)

tonsry // ([13/AJ]) dponsru. Tlo |

2 BnucTepa ¢ MHCTPYKUMEH 10

NPHMEHEHHED B nayky
KAPTOHHYO.

XpaHeHHe

16 | LabelinglMa{mupOBKa

17 Storage conditions /

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabnetox B Onuctepe w3 (TTA/ATI/TID ¢
praronoriotutenem/TI2BI1) donbru //
(TT3/AJT) donwry. ITo 1 uny 2 6nuctepa
€ HHCTPYKHUHEH 00 INpHMEHEHHIO B
nadky KapTOHHYIO.

According to ND / B coorBerctsnu ¢ HJL

Below 25 °C. / th TeMnepéType He Boiute 25 °C.

I Remarks: The Product conforms to ND/

18 | Shelf life / CpoK rofiHoCTH

2 years / 2 rona

J

* 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.
* IIpn BeInyexe 1eKAPCTBEHHOMD PENAPATA KOHTPOL KAUeCTRA N0 NOKasaTeno «Mukpoduonornyeckas
YHCTOTAY MPOBOAHTES AN1S KamA0R 20-011 cepHu, WK ANA 0OQHOI CEPHH B 10, B 28BHCHMOCTH 0T TOF0, YTO

HACTYNHT paHbLIe,

. Ipumeuanue: poaykr cootserctayer Tpebosannay HJ| 3axa
| Prepared by /
! TMoarorosneno: Rama Kant

!;_Reprint Date /
; Jata: 15.06.2024

| Conclusion:-Ai’-Pﬁ;OVED ?

wuenne: OJJOBPEHO

Checked by / Approved by: Manager/Executive /
[lposepeno: Santosh Kumar | Onobpeno: Menemxep / Py oroanices
Maurya Manoj Kumar S Latind :
3 , z —
| Reprint Datc / Reprint Date /
{ Hara: 15.06.2024 Hara: 15.06.2024 - ’
Regisiered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Te lanpara, India
Tl +51 40 4500 2300, Fax: +51L 40 4300 2999, Email mall@drreddys.com

Cltd: LAZ1Z5APLERAPLEDNAEDT

wwsedrreddys. com



Dr. Reddy's Laboratories Ltd
Formulaticn Unit-6

Vil Khoi, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drredays.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

'Product: Ketorol Exp;ss_ (ketorolac) Orally Disintegrating ; Tablets 10 mg - |
[IpoavkT: Keropon®™ Dkenpece (ketoponak) TabaeTKH, AMCNEPrHpYeMBIE B [TON0CTH pTa, 10 Mr

‘Batch No/ : V2400979 Batch Quantity / : 3600000 tab /
Cephn Ne _ ~_ Oo0bem cepun B 3600000 Tab

' Analytical Report No / : 040002559950 Date of Analysis / 1 15.06.2024

| AHAJHTHYECKHH 0TdeT N2 ‘ .. Haraawagmsza 3

\Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026

(Hara NPOH3BOACTBA FOJ]&H Ao

IAna]ysrs perfo: med accordmg NI / Ananu3 npoBeaeH no H,}I ' o

|JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022
o Pagc80of8/Crp.8m3 8

| APl name / HaumenoBanne ADC: o Ketorolac tromethamine / Ketoponaka
) o . TPOMETaMHH L
INN/MHH: Ketorolac / Ketoponak B
API manufacturer batech number / ' i
Howmep cepun mpouspoanTens ADC: - ; . ABRHOO%%? _5
}F{P Manufacturer API Batch number / FERA00193
_Howmep cepuu cyberanumu npouzsopurens [JID: _ T
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
i Dponssoaurens ADC, crpana: O-p Pennu'c Jlabopatopuc Jita., Mupus
"Remarks: The Product conforms to ND/ Conclusion: APPROVED / ’
Tlpumeuanue: IpoaykT coorsercTByeT Tpebosanusm HI | 3axmodenue: QJJOBPEHO
Prepared by / Checked by / | Approved by: Manager/Executive / ”
Hoarorosnero: Rama Kant [Iposepeno: Santosh Kumar = Onobpexo: Menemxkep / PyKOBOB,H”I ellb
Maurya Manoj Kumar
%Reprint Date/ ' Reprint Date / - icpnnt Date/ o
Hara: 15.06.2024 | Jlara: 15.06.2024 VJ_.HEJ.TEL 15.06.2024 B
Registored Office: 3-2-337, Rozd Mo, 2, Banjars Hi i—vd rabad - 500034, Telanpana. Indis
el + 81 40 4000 2 Emall mal’ Ddrecddys.com

PLL JEsL7
Jdys.com




