Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 981€6 56001-02

CEPTUOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpece (keToponak) TAGAETKH, AMCTIEPTAPYEMbIC B TIONTOCTH PTa, 10 mr

Batch No / : V2401620 Batch Quantity / : 3600000 tab /
Cepun Ne Oo6BeM cepun 3600000 a6
Analytical Report No / : 040002627775 Date of Analysis / : 27.08.2024
AHaINTHYCCKI 0TYeT Ne JaTta anaansa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa MpOH3BOJCTBA Tonen ao

Analysis performed according ND / Anana3 nposeaen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 1 of 8/ Crp. 1 u3 8

No

Test / Iloxa3zaTensb
Ne

Results / PeayabraTst

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpywuble, mnockue
Tabnetkn ¢ cackoif, cBeTiO-
KeNITOro LBETa C IpaBUPOBKOHM
«l» Ha ogHO cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one 'side. /
Kpyrnsie, niockue TabneTku ¢ dackoi,
CBETJIO-KENTOFO f18€Ta C IPAaBUPOBKOIH
«l» Ha ofHOM CTOpOHE.

2 Identification / TTouIMRHOCTE

Ketorolac / Kemoponax

a) Byuv/
Y ®-cnexrpodoromeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexrpe!
TOTJIOINEH IS HCIILITYEMOTO PacTBOPa U
pacTBopa  cTaHAaapTHoro  obpasua
KETOpoONaka TpOMETaMHHA JAOJDKHBI
HMETE MaKCHMYMBbI TIpH OZHOM 1 TOI e
JUTAHE BONHBI (+ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: IIpoaykT coorercTyer TpeboBanuam HJI

Conclusion: APPR{]
Zarnwouenne: OJQEPEHO

VED /

Prepared by /
[Moarorosneno: Rama Kant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Mandger/Executive /

Ono6peHo: Meuc@ymfomncnb

-Abhishek Chauhan\ i

Rolo
Reprint Date / §

Jara: 27.08.2024

Reprint Date /
Hara: 27.08.2024

Reprint Date /
Hata: 27.08.2024

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

CIN: LB5185AP1584FLCOD4507
wvevedrreddys.com




Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : 491 981€6 56001-02

CEPTHOHKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Dpoaykr: Ketopon™ Dxenpece (ketoponak) TabneTky, AMCNEprHpyEnbIC B MOJOCTH pTa, 10 Mr

Batch No/ 1 V2401620 Batch Quantity / : 3600000 tab/
Cepus Ne Q6mem cepiun 3600000 Tab
Analytical Report No / ¢+ 040002627775 Date of Analysis / : 27.08.2024
Aunamuarnyecknin oruer Ne Jara apanuia

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JarTa npon3BoACTBa Tonen pno

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

Page20f8/Crp.2n3 8

No

N Test / [lokazaTesns

Results / Pe3ynbraTs!

Specification / Hopma

b) By HPLC/B3XX

Complies / CooTBeTCTBYET

The retention time of the main peak on
the chromatogram of test solution
should comespond to that on the

chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpeMsa ylepXHBaHUA

OCHOBHOI'O NHKa Ha XpomarTorpamme

HCMIBITYEMOr0  pacTeopa  AOJKHO
COOTBETCTBOBATD BPEMEHH
YAEpXKHBaHUA OCHOBHOTO IIHKa Ha
XpoMarorpaMme pacTsopa
craHpapTHOTO ofpasia KeToposiaka
TpOMeTaMMHa (pazzmen

«KONMIECTBEHHOE ONPEAENEHUEN).

Remarks: The Product conforms to ND/
ITpumeganne: IMpoayxr coorseTcTryer Tpeboranuam HI

Conclusion: APPROVED /
3axmwouenne: OJTOBPEHO

Prepared by /
IToarorosnerHo: Rama Kant

Z

Checked by /
Ilposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onob6penc: Meuemxey / Pykoronntens
Abhishek Chauhan

)

Reprint Date /
Jara: 27.08.2024

Reprint Date /
Jara: 27.08.2024

Reprint Date /
Jata: 27.08.2024

'\ f

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderzbad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +41 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984FLCO045D7
wuowdireddys.com .




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Okenpece (ketoponak) Taluterkit, AHCHEPIUPYEMBIE B 10JOCTH PTd, 10 mr

Batch No/ : V2401620 Batch Quantity / : 3600000 tab /
Cepus Ne O6LeM cepHE 3600000 Tab
Analytical Report No / : 040002627775 Date of Analysis / : 27.08.2024
AnanurTndecknii orger Ne JlaTa aHann3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BOACTBA Togen o

Analysis performed according

ND / Auaau3 oposeien o HJL:

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

Page30f8/Ci1p.3 uz 8

;I.oo Test / IokasaTennb Results / Pesynyrattl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
Mo uHHOCTL butylhydroxyanisolc pcaks on the
6y THArHAPOKCHAHM3O0J 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). / DBpemena yaepxuBaHHs
nukoe  2-OYTUITHAPOKCUAHH30IAZ U
3-6yTHWIrHAPOKCHAHH30NA Ha
XpOoMaTrorpamMme UCTILITYEMOTO
pacTsopa [O/DKHBI COOTBETCTBOBATh
BpeMeHaM yIEep>KHBaHHA MTUKOB
2-6yTWIrHIPOKCHAHH30NA H
3-6yTANrUIpOKCHaHH30A Ha
XpomarorpaMmme pacTeopa
CTaHAApTHOTO obpaszua
6yTHIrHAPOKCHAHU301a (pasnern
«Copepxanue
6yTUATHAPOKCHAHU30NAY).
4 Average weight / Cpeguss 69.9 mg / 69.9 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
macca Ot 67,2 Mr 0o 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms

[Ipumeuanue: Ipoayxr cooteercTayet Tpehosanuam HJT

to ND/

Conclusion: APPROVED /
3akniovenne: OHO$PEHO

Prepared by /
[MoaroroeneHo: Rama Kant

Dl

Checked by /
Ilposepeno: Pardeep Kumar

el

)

Reprint Date /
Jlata: 27.08.2024

Reprint Date /
Jara: 27.08.2024

Reprint Date /
Jara: 27.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderanad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +97 40 4300 2999, Email: maii@drreddys.com

CIN: L851554P1984PLCDD4507
wuwaedireddys.com




Dr.Reddy’s Q?..'

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecce (keToponak) TabneTky, AKCIEPrHPYEMbIC B MOJNOCTH PTa, 10 mr

Batch No / : V2401620 Batch Quantity / : 3600000 tab /
Cepusa Ne O6beM cepin 3600000 Tab
Analytical Report No / : 040002627775 Date of Analysis / : 27.08.2024
ABATHTHYECKHH oTYeT No Jara aHaausa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa BpOM3BOACTBA Yonen no

Analysis performed according ND / Anannz nposexen no H/I:

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

Paged4of8/Crp.4u3 8

Jl:.o y Test/ IlokasaTens Results / Pesynetare! Specification / Hopma
Uniformity of weight / Complies_/ C_O(ETCTByeT ~ | 18/20 tablets - not more than + 10 %
OaHOPOAHOCTH MACCHI 2/20 tablets - not more than + 20 % /

18/20 Tabnetox — e 6Homee L 10 %
2/20 tabnerok — He Goxnee £ 20 %

5 Disintegration time / 00 min 46 sec / 00 mMun 46 cex Not more than 3 min/ He 6onee 3 Mun
Pacnapaemocthb

6 Dissolution / PacTBopeune Unit-1/ Ta6n-1 102% Not less than 75% (Q) of

- T T MO oW TT M {lrntnrnlnn
+ J U .
UineB Ml o 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 101% 75 % (Q)  CisHisNO3*C4H INOs
. (keTopollaka ~ TPOMETAMHH)  9epe3
Unit-4 / Tabn-4 98% 15 Mun
Unit-5 / Tabn-5 98%
Unit-6 / Tabn-6 101%

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

JucnepcHocTh 710 um sieve is formed. / ObpasyeTcs
ONHOPOIHAA CYCIEH3Ms, NPOXONfIas
CKBO3b CHTO C pa3sMepoM OTBEpCTHM
710 MxMm.

Remarks: The Product conforms

Ipumeuanue: Ipoayxr cootsetcTByeT Tpebopanuam HJL

to ND/

Conclusion: APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
Hoaroroeneno: Rama Kant IpoBepeno: Pardeep Kumar | Opno6peno: Menepseyf / Pykosoautens
Abhishek Chauban
T\ ,‘ /
Reprint Date / I Reprint Date / Reprint Date / ‘L-——-"/[

Jara: 27.08.2024

Jara: 27.08.2024

Hara: 27.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 430C 2999, Email: maii@drreddys.com

CIN: L85195AP1584FLC004507
wwaw,drreddys.com




Dr.Reddy’s Qf‘:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 981€6 56001-02

CEPTHOHUKAT AHAJIM3A

www.drreddys.com

= —

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoxyxT: Ketopon™ Drcnpece (keroponak) rabneTis, AUcneprupyemsie B nonocty pra, 10 Mr ]

Batch No/ : V2401620 Batch Quantity / : 3600000 tab /
Cepus Ne O61BeM ceprint 3600000Tab
Analytical Report No / : 040002627775 Date of Analysis / : 27.08.2024
AHRaJUTHYCCKHIf 0TyeT No Jlara amajuza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

Jdara MPOH3IBOACTBA T'open mo

Analysis performed according ND / Anann3z mpoBegen mo HJL:
JIN1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

PageS5of8/Cip.5uz 8

8 Related impurities / PoacTBenHbIe nNpumecH

ketorolac 1-hydroxy analog /
1-ragpokcHanasor

Below LOQ (LOQ =0.0032 %)/ |

Huxe opeaena KOJNUWYECTBEHHOTO
onpeaceneHus (TIKO = 0.0032 %)

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

KeToponaka
' ketorolac 1-keto analog/ 0.06% Not more than 0.8 % / He 6onee 0,8 %
1-KeTOoaHaIOT KETOpOJaxa
Any unidentified impurity / Not more than 0.5 % / He Gonee 0,5 %
eIUHWYHASA 0.02%
HeuneHTHpUUHpOBaHHasA
IIpPHMEChH
Total impun'ties/ 0.1 % Not more than 1.0 % / He 6omnee 1,0 %
Cymma npumcccii
9 Water / Boaa 2.5% Not more than 7.0% w/w /
He 6onee 7,0 %

10 Residual solvents by GC/ QcTaTo4Hble OpraHu4ecKue pacTBOPHUTENH

Isopropyl alcohol /
H3zormiponianon

7 pg/tab /
7 MKr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mxr B Tabnerke

Remarks: The Product conforms to ND/

IIpumeuanue: Ilponykr cooTrercTRYeT TpeboBanusam HJJ

Conclusion: APPROVED /
3akmoyenne: OMOBPEHO

Prepared by /
IToarotoBineno: Rama Kant

\

Checked by /
TIpoepeno: Pardeep Kumar

r)

Approved by: Managef/Executive /
Onobpero: Menemxkep / Pyxosoaurens
Abhishek Chauhban [;

Reprint Date / \
Jara: 27.08.2024

Reprint Date /
Hara: 27.08.2024

B f

Reprint Date /
JHara: 27.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjzara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fox: +91 40 4900 2999, Emoil: mali@drreddys.com
CIN: L851954FP1584FLC0O04507

wvavdrreddyr.com




Dr.Reddy’s ‘f:’o

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJOI3A

www,drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegragng Tablets 10 ;ng
I poaykt: Keropon™ Dkcnpece (keToponak) TabneTky, AMCneprupyemeie B Moa0CTH pra, 10 mr

Batch No / : V2401620 Batch Quantity / . 3600000 tab/ |
Cepus Ne OGwem cepult 3600000 Tab
Amnalytical Report No / : 040002627775 Date of Analysis / : 27.08.2024
AwanaTryecknii oryer Ne Jata anannsa |
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JiaTa NpOM3BOACTBA Loaex no

Analysis performed according ND / Ananu3s nposegen mo BJL:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112922

Page 6of 8/ Crp. 6 53 8

11 | Microbial enumeration tests / MuxpoGuosiornueckas yuerora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Obuiee YHCIO He 6onee 1000 KOE/T
a>pOoOHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obmee He 6onee 100 KOE/r
YHUCIIO JPOROKEBBIX H
TUIECHEBHIX TPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
Otcyrcreue B 1 T
12 | Uniformity of doongo unita / 54 Acceptance walue (AV) not mare than
OaHOpOAHOCTL 15.0 / [lpnemouHoe 3Ha4eHHE (AV) He
R03HPOBAHHS 6onee 15,0.
13 Assay / KonuuecTBeHHOe 10.0 mg/10.0 Mr From 90mg to 11.0mg of
onpegenenne (100.4 %) C;sH13NO3*C4H |1 NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
o 11,0 mr  CysHj3NO;3+C4H, 1 NO3
(keToponaka Tpomeramur) (ot 90,0 no
110,0 % oT 3asBNIEHHOTO KOJUYECTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0936 mg/tab / Not less than 0.042 mg/tab /
content / ConepxaHue 0.0936 mr B Tabnerke He meuee 0,042 Mr B Tabsnerke
AYTHArWAPOKCHARUINNA

Remarks; The Product conforms to ND/

ITpumeuanue: IlponykT cooreercTByeT Tpebopanvam HI{

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/f:xecutive /
Ioarorosnexo: Rama Kant IMposepeno: Pardeep Kumar | Omo6peno: Menemkep Pyxopoantesns
m Abhishek Chauhan | T
) >l = Qe
Reprint Date / \ Reprint Date / Reprint Date / .
Ilata: 27.08.2024 Jara: 27.08.2024 Hara: 27.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, {ndia
Tel: +91 40 490G 2900, Fax: +91 40 43C0 2999, Email: mail@drreddys.com
CIN: LB5195AP1S84FLCD04507

www.drreddys.com




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

()
) o @ Vill. Khol, Nalagarh Road, Baddi,
DI'. Reddy S q_o Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJA3A tonined s et

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

ITponyxt: Ketopon™ Bkenpece (ketoposnak) Tabnerku, AUCNEPripyeMble B NOI0CTH [n'a 10 mMr

Batch No/ : V2401620 Batch Quantity / : 3600000 tab /

Cepus No O6neM cepuH 3600000 Tab
Analytical Report No / : 040002627775 Date of Analysis / : 27.08.2024
ApaTHTHYECKHIT 0T4eT No Jata anaausa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026

JlaTa npoMzBOACTEA I'ogen xo

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

Page 70f8/Crp. 713 8
15 | Package/ YnaxoBka 10 tablets in a blister of | 10 tabletsinablister 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 | TaGaerok B Guncrepe ns (NMA/AJUTID ¢
pack. / Ilo 10 Tabnetox B | Bmarcmornotutenem/II3BIL) donbru //
6nuctepe u3 (MA/AJIMID ¢ | (II3/AJD) donera. Ilo 1 unu 2 Gnucrepa
siaronorjorurenemM/II2BIT) ¢ MHCTPYKUMEH 00 IPHMEHEHHIO B
donery // (IIB/AJT) onerv. [1o | nauky KapTOHHYIO.
2 baucTepa ¢ HHCTpykuuel no

NpUMEHEHHIO B HauKy
KapTOHHYIO.

16 | Labeling / MapknpoBka According to ND / B coorBetcTBHY ¢ H]

17 | Storage conditions / Below 25 °C. / Ilpu Temnepatype He Bbiuie 25 °C.

Xpanenne

18 | Shelflife / Cpok rogHocTH 2 years / 2 rona

* At product release the quality control as per the parameter « Micrebial enumeration tests» is performed for
each 20th batch, or for one batch in a year whichever is earlier.

* [Ipn BLIMYCKE JIEKAPCTBEHHOIA NPCNapaTa KOHTPOIb KaYecTBa Mo nokasatento «Mukpobunonornyeckas
YHCTOTA» NPOBOAHTCA NS Kaxaoii 20-0if cepum, HIH IS OAHOH cepuM B rOfl, B 3aBHCHMOCTH OT TOr0, 4TO

HACTYNHT paHbLUe,

Remarks: The Product conforms to ND/ Conclusion: APPROVED / Il
IMTpumeuanye: TIpOAyKT COOTBETCTBYET Tpeboranmsm HJ{ 3axrouenne: OTOEPEHO '
Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoeneno: Rama Kant Mpoeepeno: Pardeep Kumar | Ono6peno: Menemiep,/ Pykosougrens

M&“ , AR e el f

7 = ( —

Reprint Date/ ' Reprint Date / Reprint Date / e
Jlata: 27.08.2024 Jara: 27.08.2024 Hara: 27.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490Q 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L83195AP1S84FLCOTAR07
wyawdrreddys.com



Dr.Reddy’s Q_‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.
Formulation Unit-6,

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

CEPTHOHKAT AHAJIHM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dxcnpecce (ketoponak) Tab/ieTku, AMCNIEPTHPYEMBIE B TIONOCTH pTa, W0wMr

Batch No / 1 V2401620
Cepus Ne

Batch Quantity / : 3600000 tab /
ObBem cepun . 3600000 Ta6

Analytical Report No / : 040002627775
ApanuTHvieckHii oTuer No

Date of Analysis / : 27.08.2024
Jdara ananusa

Date of Manufacture / : 08/2024
Jlara npoH3BOACTBA

Date of Expiry / : 07/2026
T'ogen g0

Analysis performed according ND / Anann3 npoBenen no H:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/Cip. 8 n3 8

API name / Haumenosanne APC:

Ketorolac tromethamine / KeToponaxa
TPOMETaMUH

Homep cepun cyGeranuun nponssoantes IJI@:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABRH004346
Homep cepun nponzsoanuteas APC:

FP Manufacturer API Batch number / FERA00297

API Manufactured by & country /
Mpoussoantens ADC, crpana:

Dr. Reddy's Laboratories Lid., India /
J-p Penmit'c Jlaboparopiic Jlta., Hunua

Remarks: The Product conforms to ND/
Ilpumeuanne: IponykT cooTBeTcTBYeT TpebosanusM HJT

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /

[oarotoeneno: Rama Kant ITpoeepeno: Pardeep Kumar | Omo6peno: Menemxep I’y:zunun?mnh

Approved by: Manager/[Executive /

Abhishek Chauhan (

Reprint Date / A Reprint Date /
JHara: 27.08.2024 JHara: 27.08.2024

Reprint Date /
Jara: 27.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Barjara Wills, Hyderabad - 500034, Telangane, india
Tel: +91 40 4900 2900, Fax: +21 40 4300 2999, Email: maii@drreadys.carn
CIN: L85195AP1S84FLCOO4507
wwiv.drreddys.com




