Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoayxr: Keropon™ Sxcnpece (keToponak) TabneTkH, AMCAEpriupyembie B Moot pra, 10 Mr

: 3600000 tab /

Batch No / : V2401697 Batch Quantity /

Cepns Ne Q0Bbem cepHH 3600000 26
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHaaprnvyecknii oruer No Jara aHajin3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npoHn3BoacTBA Togen no

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

Page 1 of 8 /Crp.1u3 8

No

Ne Test / [ToxazaTens

Results / Pe3ynsTarhbl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnsle, T0CKHE
Tabnetkn c dackod, CBETIO-
JKENTOro LBeTa € [PaBUPOBKOH
«l» Ha OHOM CTOPOHE.

Light yellow round flat beveled tablcts
with "|" debossed on one side. /
Kpyraste, nnockue TabaeTky ¢ packof,
CBET/0-KEITOro LBETAa C IrPaBUPOBKOIl
«l» Ha ogHOM CTOpOHE.

7 Identification / IToRMTMHROCTD

Ketorolac / Kemoponax

a) ByUv/
VY®-cnextpohoTOMETPHA

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2nm). / YO-cnekTpsl
NOTJIOUIEHS UCTIBITYEMOrO PacTBOpa H
pacTeopa  CTaHmapTHoro  ofpasua
KETOpOJaka TPOMETAMHHA  JOJDKHSI
WUMeTh MAKCHMYMBbI TIDH OJTHOM U TOHM e

JUTMHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
[Tpumeuanue: ITponykT cootseTcTBYET TpeGoBanuam HJ

Prepared by /
Hoarorosneno: ,Praves}r Rana

“ ¥

s

Checked by /
Ipoepero: Santosh Kumar

Maurya @C ,

Approved by: Managér/Executive /
Onobpeno: Menemxkey] / Pyxosoantens
Abhishek Chauhan |

Reprint Date /
Hara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Hara: 28.08.2024

Registered Office; §-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tek 91 40 4900 2960, Fax: +%1 40 4900 2999, Emasil: mail@drreddys.com

CIN: L85195AP1984PLCON4507
wwwdrreddys.com




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

®e
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IMpoaykr: Keropon™ Dxcnpecc (KeToponak) Tabaerki, AMcneprupyemsie B nONoCTy pra, 10 mr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepnst Ne Ob6nem cepnn 3600000 Tab
Analytical Report No / + 040002633555 Date of Analysis / : 28.08.2024
ABnaJIHTHIECKHIT oTueT Ne Jlara anaansa

Date of Manufacture / + 08/2024 Date of Expiry / : 07/2026
Jdata npoH3BoJCTBA T'oaen xo

Analysis performed according ND / Anann3 nposegen mo HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page20f 8/ Crp. 2 u3 8

[ No

N Test / TlokasaTeb Results / PesynbraTsl Specification / Hopma

b) By HPLC/B3XX = Complies / CooTBETCTBYET The retention time of the main peak on
the chromatogram of test solution

should comrespond to that on the
chromatogram of ketorolac
tromethamine standard solution (Assay
section). / BpemMs ynepXxuBaHHWA
OCHOBHOTO MHUKa HAa XpomaTorpaMme
UCHBITYEMOTO ~ PacTBOpa  JOJKHO
COOTBETCTBOBATh ‘ BPEMEHH
VIAEPXKHBAHWA OCHOBHOTO IMKa Ha
XpOMaTorpamme pacTBoOpa
cTaHgapTHoro obpasna KeTopoJiaka
TpOMETaMHHA (pazmen
«KonnyecTeeHHOE OnMpenesieHue).

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

Ipumeuanne: [TponykTt coorseTcTByeT TpeboBanuam HII Saxayenue: OAOBPEHO

Prepared by / Checked by / Approved by: Mangger/Executive /

Ionrotornero: Pravesh Rana | IlpoBepero: Santgsh Kumar | Ono6peno: Menesikep / Pykosoanrens
' Maurya f}[ Abhishek Chauhan

I/ 4
.
<&

Reprint Date / Reprint Date / Reprint Date /
Jlata: 28.08.2024 Jata: 28.08.2024 JlaTa: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara tills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1384PLCO04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIV3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon™ Sxenpece (ketoponak) radeTkH, AMCTICPrHPYEMEIE B ONOCTH PTd, 10 mr

Batch No/ : V2401697 Batch Quantity / : 3600000 tab /
CepHn Ne O06bem cepiin 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHaluTuueckuii orgeT Ne JlaTa anajanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jlata npon3BoACTBA I'ogen x0

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

Page3 0of 8/Crp.3 m3 8

ﬁ)o Test / [foxazaTenn Results / Pe3ynbrathl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
TTopuHLOCTL butylhydroxyanisole peaks on the
OYTHIrHAPOKCHAHM30.T chromatogram of the test solation

should correspond by the retention times
to  2-butylhydroxyanisole and  3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution
("Butylhydroxyanisole content”

section). / BpeMeHa YyIepXUBaHUA
nukoB  2-OyTUNTHApOKCHAHM30NlA W
3-0yTHATHOPOKCHAHH30M2 Ha
XpOMaTOrpaMMe HCIIBITYEMOTO
pacTsopa JOMKHLI COOTBETCTBOBATH
BpeMeHaM yIepXKHBAHUA ITHKOB
2-6yTUATHIPOKCHAHH30/1a 4
3-0yTWIrHAPOKCHAHM30/1a Ha
XpoMaTorpamme pacTBopa
CTaHAAPTHOIO obpasua
GyTHArHAPOKCHAHM3011a (pazznen
«Coaepxanue

6yTWITHIPOKCHAHU30TIan).

macca

4 Average weight / Cpeausisi

69.3 mg /69.3 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
0T 67,2 mr 10 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
IIpumeuanne: TIponyKT cooTseTcTBYeT TpeboBanuam HIJ

Conclusion: APPROVED /
3axmoyenne: OJOBPEHO

Jata: 28.08.2024

Hara: 28.08.2024

Prepared by / Checked by / Approved by: Manager{Executive /
Ioarotosneno: Pravesh Rana | Iposepeno: Santosh Kumar | OnoGpeno: Meneswkep / PyroBogyresh

Vs Maurya { m Abhishek Chauhan j.fr //
Reprint Date / Reprint Date / Reprint Date /

Jlara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900C 2999, Email: maii@drreddys.com
CIN: LBE195AP1984PLCD04507

wiwvw.drreddys.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, INDIA
Tel : +91 98166 56001-02

CEPTHOHKAT AHAJTH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon™ Dxenpecc (keToposiax) TabaeTru, AMCISPIHpyeMbi€ B MOJIOCTH PTd. 10 mr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepug Ne O6BemM cepHH 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHaMuTHYECKHA oTueT No Jara anannia

Date of Manufacture / : 08/2024 Date of Expiry / + 07/2026
JaTa npoH3BOACTBA Tonen go

Analysis performed according ND / Auanus nposeaeH no HA:
JITI-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Paged4 of 8/ Cip.4n3 8

;0 Test / IlokazaTens Results / PeaynbTaTsl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCcTBYET 18/20 tablets - not more than = 10 %
OIHOPORHOCTHL MaCChl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He Gonee =10 %
2/20 tabneTok — He 6onee £ 20 %

5 Disintegration time / 00 min 31 sec / 00 mun 31 cex Not more than 3 min / He 6onee 3 muH
PacriagaemocTh

6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 113% Not less than 75% (Q_)__ of

3 C1sH;3NO3+CsH1INO; (ketorolac
Unit-2/ Ta6-2 100% tromethamine) in 15 min / He menee
Unit-3 / Ta61-3 105% | 75% (Q  CisHisNOs*C4HuNOs

) h (keToponaka  TpoMeTamuH)  Hepe3
Unit-4 / Tabn-4 104% 18 o
Unit-5 / Tabn-5 104%

Unit-6 / Ta6n-6 102%

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

JncnepcHocTh 710 um sieve is formed. / O6pasyercs
ONHOPOZHas CYCIIEH3Md, [IpoXolsilas
CKBO3b CHTO C DPa3MepOM OTBEPCTHI
710 MKM.

Remarks: The Product conforms to ND/

Tpumeuanne: [poaykt cooreercrpyer Tpedosannsm HI{

Conclusion: APPROVED /
3aknouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manpger/Executive /
Tonrorosneto: PraveslyRana | [TposepeHo: Santosh Kumar | Onobpero: Menesgiep / PykoBOOHUTENE
. z Maurya ‘i Abhishek Chauha
Reprint Date / Reprint Date / Reprint Date / '

Jlata: 28.08.2024 ara: 28.08.2024 JTata: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telsngana, India
Tel; +91 40 4903 2900, Fax: +61 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO0A507

wiwww.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIH3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxkr: Keropoa™ Sxenpece (keToponak) Tadnerku, AUCHEPIHPYEMbIC B MOTOCTH PTa, 10 mr

: 3600000 tab /

Jdara npoH3BOACTBA

Batch No / : V2401697 Batch Quantity /

Cepna Ne Ob6nem cepun 3600000 Tab

Analytical Report No / 1 040002633555 Date of Analysis / : 28.08.2024

AHajnTHYecKHH oTdeT Nt JlaTa anaau3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
T'onen o

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

Page50of 8/ Crp. S n3 8

8 | Related impurities / PoacTennbie npimeck

1-ruApOKCHaHAIOT
KeTopoJaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

1-keToaHanor KeTopoJiakKa

0.03%

e IUHHIHASA
HeuneHTHHULUPOBaHHAS
npvMech

Any unidentified impurity /

0.01%

Below LOQ (LOQ = 0.0032 %) /
Huxe npenena KonHYECTBEHHOTO
onpeaenerus ([TKO = 0.0032 %)

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

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

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

I Total impurities /
CyMmMma npuMece

0.0443 %

Not more than 1.0 % / He 6onee 1,0 %

9 Water / Boga

2.7%

Not more than 7.0% w/w /
He Gonee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OprafiuiecKne pacTBOpPHTETH

Isopropyl alechol /
H3zonponaHon

8 pg/tab /
8 Mkr B TabneTke

Not more than 350 pg/tab /
He 6onee 350 mkr B TabneTke

Remarks: The Product conforms to ND/
[Ipumeyanue: IIpoayKT COOTBETCTBYET Tpebosanusam HJT

Conclusion: APPROVED /
3akmouenne: OJJOSPEHO

Jara: 28.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Toarotosneno: Pravesh Rana | IMposepeno: Santosh Kumar | Onobpero: Menemkep|/ Pykosogureis
: Maurya {5 . Abhishek Chauhan 7
#/;_ e ;fg.‘_'_
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.08.2024

Jlarta: 28.08.2024

Registered Office; 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India
Tel: +91 40 4900 2900, Fax: +971 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwiw.drreddys.com




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
[poayxr: Keropon” Skenpece (keroponak) TabaeTki, ANCNEPIHPYCMEIC B NIONOCTH pTa, 10 mMr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepust Ne Obnem cepity 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
ApanuTHvaeckuii oTyer Ne : JMara anajansa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npoH3BOACTBA Tonen xo

Analysis performed according ND / Ananns nposegen no H:
JII-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page 6 of 8/ Cp. 6 13 8

11 ' Microbial enumeration tests / MUKpoGHoIOTHYeCKan YHCTOTA®

content / Conepxanue
Oy TH/IrHAPOKCHAHN30/1A

0.,0948 mr B TabneTke

He Menee 0,042 mr B TabneTke

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Oburee gucno He 6onee 1000 KOE/r
a3po6HbIX MUKPO-
OpraHMzMoB
b) Total Combined Yeast NA Not more than 100 CFU/g/
and moulds count / O61ee He 6onee 100 KOE/r
YHCIIO OPOHKKEBLIX H
IUIECHEBBIX rpubos
| ¢} Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 3.7 Acceptance value (AV) not more than
OaOHOPOAHOCTE 15.0 / [IpuemoyHoe 3HaueHue (AV) He
AO3HPOBAHHUS Gonee 15,0.
13 | Assay/KoauuecTBeHHoE 9.8 mg/9.8 mr From 90mg to 11.0mg of
onpeaeneHue (97.7 %) Ci5H13NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
go  11,0mr  CjsHisNO3*C4Hi1NOs
(keroponaka Tpomeramus) (ot 90,0 mo
110,0 % OT 3aABNEHHOrO KOJIHYCCTBA) B
Tabnerke
14 | Butylhydroxyanisole 0.0948 mg/tab / Not less than 0.042 mg/tab /

Remarks: The Product conforms to ND/

Ipumeuanue: [Ipoaykt cootBeTcTBYET Tpedopannam HJL

Conclusion: APPROVED /
3axmouenne: OJJOSPEHO

Prepared by /
TToarorosneno: Pravesh.Rana

P

,/ Maurya

Checked by /
Tposepeno: Santosh Kumar

(A

wager/Executive /
skep / Pyxosoaurens

Reprint Date /
IMara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Reprint Date /
Jara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai@drreddys.com
CIN: L85195AP1984PLCO04507

wwvedrreddys.com




Dr.Reddy’s ":'.

CEI{‘I‘}I“I(—“’\'FE 0'{" ANA L\.SIS

CEPTHOHKAT AHAJW3ZA

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. 3olan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dkcnpece (Ke10ponak) TabNeTKH, AUCTIEPIHPYEMbLIE B NIOJIOCTH pra, 10 mr

Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cephst Ne OGbem cepuit 3600000 Tab
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AnanuTHYeckni oTuer Ne JlaTa aHan3a

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JiaTa npoH3BOACTBA T'omen xo

Analysis performed according ND / Ananus riposegen mo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8/ Cip. Tn3 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. / Tlo 10 Tabnerok B

leaflet

6aucTepe

NpHMEHEHHIO B
KaPTOHHYIO.

s ([TA/AJVIID ¢
saaronornorurenem/I13BI1)

donsru // (IIS/AJT) ¢onern. Ilo
2 Gnucrepa ¢ MHCTPYKLMER MO

nauKy

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information

in a carton pack. / ITo 10

Tabnetok B 6auctepe u3 (IMA/AJI/TID ¢
srnaronornotutenem/[I1OBIT) donbru //
(T113/AJ1) doneru. Io 1 unm 2 6nucrepa
C MHCTpYKUHeHd M0 NpPMMEHEHHIO B
a4Ky XapTOHHYIO.

16 | Labeling / Mapkupoeka

According to ND / B cootBeTcTBHU ¢ H]

17 | Storage conditions /
Xpauenue

Below 25 °C. / [1pu Temreparype He Bhie 25 °C,

18 | Shelf life / Cpok roqHocTn

2 years / 2 rozia

each 20th batch, or for one batch in a year whichever is earlier.
* IIpu BBIMyCKe JIeKapCTBCHHONO NPenapaTa KOHTPO/Ib Ka4ecTsa No Noka3aTenio «VIHKpoGHoIorHyecKas

YUCTOTA» MPOBOAUTCA ANSt Kaxaoii 20-0if cepHH, WM ANIA OAHOI CEPHU B Iof, B 3aBHCHMOCTH OT TOro, 4T0

HAaCTYINMUT paHbLlIe.

* At product release the quality control as per the parameter « Microbial enumeration tests» is performed for

Remarks: The Product conforins o ND/

 Conclusion: ATTROVED /

3axmouenne: OJQEPEHO

ITpumeuanue: [IpoaykT cooTsercsyeT Tpebosanusam HJL

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

Honrotosnexo: Pravesh Rana | INpoBepero: Santosh Kumar | Onobpeno: Mene ep / PykosoauTens
/ Maurya o Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jlata: 28.08.2024 JHara: 28.08.2024 Hara: 28.08.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratcries Ltd.

D g ‘...l Formulaticn Unit-6
Vili. Khol, MNalagarh Road, Baddi,
r. Reddy S Ne Distt. Solan, H?’ 173 205, INDIA
CEPTHOHKAT AHAJIH3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxr: Keropon™ Sxenpece (ketoponak) TabneTky, AMCNEPrUpYEMBbIe B I10JIOCTH PTa, 10 mr
Batch No / : V2401697 Batch Quantity / : 3600000 tab /
Cepust N O6Bem cepitit 3600000 Tab6
Analytical Report No / : 040002633555 Date of Analysis / : 28.08.2024
AHanHTHYECKHH 0oTueT Ne JlaTa apajin3a
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTta mpoH3BOACTBA T'omen go
Analysis performed according ND / Ananus nposegen mo HJL:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8 of 8/ Cip.8 m3 8

API name / HaumenoBanne ADC; Ketorolac tromethamine / KeToponaka
e | TPOMETaMHH
| INN / MHH: Ketorolac / KeToponak
API manufacturer batch number / ABRH004779
| Homep cepun npoussoaurenn ADC:
FP Manufacturer API Batch number / _ 5
Homep cepun eyGeraHunn nponssoautens LJID: LGOI
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipouzsonutens ADC, crpana: JI-p Pepau'c Jlabopatopuc Jita., Mumus

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
I[pumeuanue: [Tpoaykr cootpercTyeT Tpebosanuam HJL 3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoznrorosneno: Prawz?_-n Rana | IMposepeno: Santosh Kumar | Ono6peno: Menesgep / Pykosonurens

Maurya ’%r Abhishek C.]muhnr't\&< (
R { i

Reprint Date / Reprint Date / Reprint Date /
Jlara: 28.08.2024 Jara: 28.08.2024 Hara: 28.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 490C 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




