Dr.Reddy’s Qf:”

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.”,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOPHUKAT AHAJTU3A

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

| IIpoayxt: Ketopon® Jkcnpece (ketoponak) TabneTku, AHCIEPrHPyeMbIe B MOJIOCTH PTa, 10 mr

+ 3600000 tab /

Batch No / : V2401032 Batch Quantity /

Cepaia No O6Bem cepu 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AHauTHYecKMi oTyeT No JlaTa anannsa

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2026
Jara npou3BoicTBa Yonen xo

Analysis performed according ND / Awaanz nposegen no H/I:

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

Page1 of 8/Crp.1 u3 8

tablets with "[" debossed on one
side. / Kpyrasie, mnockue
TabneTku ¢ (ackod, CBeTNo-
XEITOro LBeTa ¢ IPaBHPOBKOM
«l» Ha onHoi cTOpOHe.

E,o Test / [lokasaTennb Results / Pe3ynbTarsl Specification / Hopma
1 Description / Onucauue Light yellow round flat beveled | Light yellow round flat beveled tablets

with “|" debossed on one side. /
Kpyribie, rnockue TabneTky ¢ dhackoii,
CBET/O-XEJITOTO LIBETA C MPaBUPOBKOIA
«l» Ha oiHOM cTOpOHE.

2 Identification / IToanHHOCTH

Ketorolac / Kemoponax

a) ByUv/
V®-cnextpodoTOMETPUA

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cueKTpsl
[OT/IOWIEHNSA HCTILITYEMOTO pacTBOPa U
pacTBopa  craHmapTHoro  obpasua
KETOpONaka TpPOMeTaMHHa JOMKHBI
HMeTh MaKCUMYMBI [IpH OHOH U TOH e
JUTMHE BOJIHBI (£ 2 HM).

Remuarkst The Produet conforma to ND/

ITpumeuanue: [IpoxykT cooTeTcTRYET TpeboBannam HJL

Conclusion: AFFROVED /

3aknrouenne: OJOBPEHO

Prepared by /

IToaroTosneno: Ramakant

Checked by /
IIpoBepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBonurens
Manoj Kumar -

Bukord

®

&

Reprint Date /
JHara: 25.06.2024

; Reprint Date /
Hara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Pegistered Office: 8-2-237, Road No. 3, Panjara Hills, Hydersbad - 500034, Telangzna, India
Tei. +61 430 4903 29060, Fax: +91 4C 4300 2299, Email: maii@drregddys.corm

CIMN: LSE135AP1984APLIR04507
wwdrreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

CEPTUPUKAT AHAJTU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoayxT: Keropon™ Bxenpece (ketoponak) TabneTky, Aucreprupyemsie B NONOCTH PTa, 10 mr

+ 3600000 tab /

Batch No / 1 V2401032 Batch Quantity /

Cepua Ne O6beM cepiin 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
ApaJmTHiecKuii oTyer No Jara ana/inza

Date of Manufacture / + 05/2024 Date of Expiry / : 04/2026
Jara npon3BoOACTBA Tougen oo

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

Page2 of 8 /Crp.2 u3 8

No

N Test / Iloxa3zaTenb

Results / Pe3ynpTarst

Specification / Hopma

b) By HPLC / BOXKX

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). / Bpema yaepKHBaHHA
OCHOBHOIO TMKa Ha XPOMATOrpaMMe
HCMIBITYEMOTO  pacTBOpa  JOJDKHO
COOTBETCTBOBATH BPEMECHH
yAepXHMBaHWAd OCHOBHOTO IKKa Ha
XpomaTorpamme pactBopa
CTAHQAPTHOTO KeTopoJaka
TPOMeTaMuHa {pazzmen
«KonuecTBeHHOE ONpEACIIEHUED).

obpasua

Remarks: The Product conforms to ND/
ITpumeuanue: IlponykT coorercTyer Tpebosanuam HJ|

Conclusion: APPROVED /
Saxmouennae: OMOBPEHO

Prepared by /
TlogroToBneHo: Ra,r\mkant

w«L//

Checked by /
IIpoeepeno: Santosh Kumar

Maurya @V

——

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBonuTesns
Manoj Kumar

bl

Reprint Date /
Hara: 25.06.2024

Reprint Date / "
Hata: 25.06.2024

Reprint Date /
JHara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, anjara Hills, Hyderabad - 560034; Telahgana, india
faf, #5140 2000 FL00, Fax: +51 40 4900 2928, Email: maii@drradadvs.com

CIN: L851354P 1984PLCO04507
wwndrraddvs.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

¥ill. Khol, Nalagarh Road, Badd;,
Disit. Solan, H.P.,, 173 2C5, IND!A
Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

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

Ipoayxr: Keropon™ Sxcnpecce (keToponak) Tabnetky, AMCIEPrHPYCMBIC B MONOCTH pTa 10 mMr

Batch No / 1 V2401032 Batch Quantity / : 3600000 tab /
|Cepna Ne O6nbem cepuu 3600000 Tab
Anpalytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AHaJuTHYeCKHH 0TyeT Ne Jarta anaam3a

Date of Manufacture / : 05/2024 Date of Expiry / ; 04/2026
Jdata npon3BoACTBa T'onen go

Analysis performed according ND / Ananans npopegen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11112022

Page3of8/Crp.3 3 8

Results / Pe3ynbTarst

Specification / Hopma

o Test / Iloka3aTenpb
Ne
3 Identification
Butylhydroxyanisole /
IoAAHHHOCTD

6yTl|Jll'H)1p0KCH2 HH30J1

Complies / CooTBeTCTBYET

The  retention  times of  2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
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 yaepxHBaHMA
NMUKOB  2-6YTWIrMADOKCHAHM30MA H
3-6yTUNrUAPOKCHAHU30NA Ha
Xpomarorpamme HCITHITYEMOro
PacTBOpa [OO/DKHBI COOTBETCTBOBATDH
BpeMeHaM YAEPKHMBAHHUA OUKOB
2-GyTHIIrHAPOKCHAHH308a H
3-6yTUNrHIPOKCHAHHU3ONA Ha
XpoMaTorpaMme pactBopa
CTaHIaPTHOTO obpazua
GyTIIrHAPOKCHAHM30A (pazgen
«Conepxanue

6YTHIATHAPOKCHAHU30a»).

Macca

4 Average weight / Cpegusina

70.4 mg / 70.4 mr

67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
OT167,2 Mr 10 72,8 mr (70,0 Mr £ 4,0 %).

Remarks: The Product conforms to ND/
[Tpumeuanue: [IponykT cooTBeTcTByeT TpeboBanuam HII

Conclusion: APPROVED /
3akmoyenue: OJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

M(gyﬁ d\

Checked by /
ITposepeso: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyKOBO‘]IITcI]h
Manoj Kumar -

Reprint Date /
JHata: 25.06.2024

Reprint Date /
JlaTa: 25.06.2024

Reprint Date /
Iara: 25.06.2024

Registercd Office: §-2-237, Road No. 3, Ranjara Hills, Hyderabad - 560034, Telangzna, india

iR e

CIMN: 1851354P1954PLL004507
wwwdrrecdys.com

40 4200 900, Fox: +61 40 4900 2929, Email: maii@drradidys.com
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

CEPTHO®HUKAT AHAJIM3A

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

TIpoaykt: Keropon™ xenpecce (keToposnak) TabneTky, AMCIEPTHUpyeMble B IONOCTH pTa, 10 mMr

Batch No / : V2401032 Batch Quantity / : 3600000 tab /
Cepus Ne O6nem cepun 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
Anaauradyecknii oryert Ne JlaTa aHaau3sa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npoH3BOACTBA Toaen g0

Analysis performed according ND / Aranu3 nposenen nmo HJI:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 40f8/Cip.4u3 8

Results / PesynbraTs!

Specification / Hopma

Complies / CooTBeTCTBYET

18/20 tablets - not more than + 10 %
2/20 tablets - not more than = 20 % /
18/20 Tabnerok — He 6Bonee =10 %
2/20 Tabnetok — He 6onee £ 20 %

11:00 Test / Toka3zarens
Uniformity of weight /
OIHOPOJHOCTE MACChI

5 Disintegration time /

Pacnapaemocth

01 min 07 sec / 01 muy 07 cex

Not more than 3 min / He 6omee 3 Muu

6 Dissolution / PacTBopenue Unit-1/ Tabn-1 99% Not less than 75% (Q) of
. CisH13NO3*C4H; (NO3 (ketorolac
Wi M R tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 102% 75% (Q)  CisHiNO3*C4H 1 NO;3
) . (keToponaka  TpPOMETaMMH)  Hepes
Unit-4 / Tabn-4 104% 18 rezer
Unit-5 / Tabn-5 99%
Unit-6 / Tabn-6 99%

7 Fincness of Dispersion/
JducnepcHocTs

Complies / CooTreTcTByeT

A uniform suspension passing through a
710 pm sieve is formed. / O6pasyerca
ONHOPOAHA CYCIEH3HA, NPOXOAALIAsL
CKBO3b CHTO € pPasMepOM OTBEepCTHif
710 MKM.

Remarks: The Product conforms to NIV

[Ipumeyanue: IIporykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion; APPROVED /
Jaxmouenne: OJOBPEHO

Prepared by /
IMogroroBieHo: Ramakant

-

Maurya

Checked by /
TIpoBepeHo: Santosh Kumar

&

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBogutens
Manoj Kumar

Reprint Date / Reprint

Hara: 25.06.2024

Date/

Jlarta: 25.06.2024

Reprint Date /
Jara: 25.06.2024

Registerzd Office: 8-2-237, Road No. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tei. +51 40 4900 2900, Fax: +91 40 4500 2992, Email: maii@drrediys.com
CIN: 1.85135AP1984PLCO04507

wweawdrreddy:.com
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Di. 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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
' Jkenpecce (keToponak) TabneTkH, AHCIIEPrupyeMBble B TIONOCTH pra, 10 Mr

TpoayxT: Keropon®

: 3600000 tab / =y

Batch No/ : V2401032 Batch Quantity /

Cepus Ne O6vem cepuit 3600000 tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnanurHyeckuii oruer Ne JlaTa anajinsa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jlara npou3BoACTBa T'ogen no

Analysis performed according ND / Ananns nposegen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page50f8/Crp. Sn3z 8

8 Related impurities / PoacTBeHHbIE MPHMECH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 % |
1-ruapoxcHaHanor Below LOQ (LOQ = 0.0032%) / Huske
KeTOpOﬂaKa npepena KOMUYECTBCHHOIO
onpenenchus (ITKO = 0.0032%)
ketorolac 1-keto analog/ Not more than 0.8 % / He 6onee 0,8 %
1-keToaHanor KeToponaka
0.08%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIHHUY Has
HeuaeHTHHHUMpPOBaHHAA
NpUMECH 0.01%
Total impurities / 0.1 % Not more than 1.0 % / He Gonee 1,0 %
Cymma npumeceit
9 Water / Boaa 2.4 % Not more than 7.0% w/w /
He 6onee 7,0 %
10 | Residual solvents by GC/ OcTaTo4uHble OpraHHYecKHe pacTBOPHTEH
Isopropyl alcohol / 5 ngftab / Not more than 350 pg/tab /
H3zonponanon 5 MKr B TabneTke He 60onee 350 Mkr B TabneTke

Remarks: The Product conforms to ND/
[Tpumeuanue: [IponykT cooTBeTcTRYeT TpebosaHuaM HJI

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Ramakant [poeepeno: Santosh Kumar | Onobpeno: Menemkep / PykosoanTesb
le @ Maurya ’ Manoj Kumar } N z ’j
; { ;
Reprint Date / : Reprint Date / Reprint Date /
Jara: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registerad Office: §-2-
Tal.

2-23
4000

L8140
CIN: L8E19354P195417LCO04507
wwwdrraddyz.com

7, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, india
2900, Fax: +91 4¢ 4300 29¢9, Ernsil: mail®drreddys.com




Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon™ Dxenpece (KeToponiak) Tabnerks, MCneprupyemsie s nonoct pra, 10 mr

Batch Ne / : V2401032 Batch Quantity / : 3600000 tab /
Cepus Ne O6nbem cepitn 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis/ : 25.06.2024
AHaanTHYecKHH oT4eT Ne JlaTa aHa/H32a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npoM3BoaCTBA Togen go

Analysis performed according ND / Auanu3 nposeaen mo HJ[:
JIII-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11112022

e

Page 6 of 8/ Crp. 6 n3 8

Microbial enumeration tests / MuxpoGuonorundeckas uvcrora*

11
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / OBnee uncno He Gonee 1000 KOE/r
a3pOOHBIX MUKDO-
OpTaHM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YHUCNIO ZPONIKEBLIX U
JIeCHEBBIX TPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBUe B 1 T
12 | Uniformity of dosage units / 6.7 Acceptance value {AV) not more than
OaHOPOAHOCTD 15.0 / TlpuemoyHoe 3HaueHue (AV) He
[NO3HPOBAHUA 6onee 15,0.
13 Assay / KonuyecTBeHHO€ 10.2 mg / 10.2mr From 90mg to 11.0mg of
onpegesieHue (101.7 %) C15H13NO3'C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
o 11,0 mr  CsHi3NO3*C4H; 1 NO;3
(xeroponaka TpomeraMus) (ot 90,0 no
110,0 % oT 3aABJIECHHOI0C KOJIMUECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0983 mg/tab / Not less than 0.042 mg/tab /
content / Conepkanue 0.0983 mr B TabneTke He MeHee 0,042 Mr e Tabnerke
OYTHACHAPOKCHAHHN30NA

Remarke; The Product conforms to ND/
ITpumeyanne: IponyxT cooTeercTByeT Tpebosanuam HJI

Conclusion: APPTROVED /
3axnwyenne: OJOBPEHO

Hara: 25.06.2024 JHara: 25.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: Ramakant [Mpoeepeno: Santosh Kumar | Omobpeno: Menemxep / PykosoanTens
] E mﬂj;’ Maurya @3{} Manoj Kumar ' l '

—— .
Reprint Date / ‘ Reprint Date / Reprint Date /

Hara: 25.06.2024

Registernd Office: 8-2-237, Road No. 3, Ranjara Hills, Hydersbad - 500034, Telangana, india

Tt

191304900 2200, M'azi: -91 5C 4990 2998, Einuil: inail @drieodys.com

CIN: L851254P1984PLCO04S0T

www. drreddvs.com




Dr.Reddy’s Q'.’..'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIHA3A

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

Hpoayxr: Keropon™ Dxenpece (keToponiak) TAGHETKH, AHCHEPIHPYCMBIC B TIONOCTH P14, 10 mr

Batch No / : V2401032 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepun 3600000 tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AnannpTueckHii orger Ne Jara anajiau3a

Date of Manufacture / : 05/2024 Date of Expiry / + 04/2026
Jara npou3BoJCTBA Topen a0

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

Page 7of 8/ Crp. 7 nz 8

15 | Package/ ¥YnakoBka 10 tablets in a blister of | 10tabletsina blister 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 | Tabnerok B Gnncrepe u3 (IA/AJITIS ¢
pack. / Tlo 10 Tabnerok B | smaronormorutenem/TISBII) donern //
6nuctepe u3z (TTA/AJI/TID ¢ | (FID/AJI) donsru. Mo 1 win 2 6nuctepa
snaronorjotutenem/II3BIT) C HHCTpYKUHMEN MO TNPHMEHEHHIO B
donwre // (II/AT) donbri. [lo | nauxy KapTOHHYIO.

2 6nucrepa C MHCTPYKUMEH Mo
NPHMEHEHHIO B navyKy
KapTOHHYIO.
16 | Labeling / Mapkupobka According to ND / B cooTreTcTBHH ¢ H]T
17 | Storage conditions / Below 25 °C. / TIpu Temnepartype e Boiure 25 °C.
XpaneHue
18 Shelf life / Cpok ronnocTnt 2 years /2 ropa

* 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.
* [IpH BbINYCKE JIEKAPCTEEHHOTO NPENapaTa KOHTPOIIb Ka4ecTBa No nokasarenio «MHKpoGHoaoruiecKan
YHCTOTA» MPOBOAMTCSA ISt kaxaoi 20-0i1 cepun, KM AJs 0AHOI CEPHH B oA, B 3aBHCHMOCTH OT TOro, YTO

HACTYNIHT paHblOE.

Remarks: The Product conforms to NID/
[Mpumeusanue: [IponykT cooTeeTcTBYET TpeboBaHuam HJI

Conclusion; APPROVED /
Baxawuenne: OJTIOBPEHO

Prepared by /
TToarotosneno; Ramakant

-

Checked by /

Maurya

L

IIpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykosoasnTelb

Manoj Kumar l g f
Ty

Reprint Date /
JHata: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Reprint Date /
Hara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Sanjara Hills, Hyderabad - 500034, Telangana, india
=81 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraadys.com
CIM: 185195AP1284PLEN04507
v drreddys.com

Tai




Dr. Reddy's Laboratories Ltd,
, q,oo Forrmulation Unit-6
Vill. khol, Nalagarh Road, Baddi,
Dl’. Reddy S » Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  yww.drredcys.com
CEPTHOHKAT AHAJIMU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon™ Dxcnpecc (keToponak) TabNeTKH, AMCTIEPTHPYEMBIE B n0/10¢TH pra, 10 Mr

Batch No / 1 V2401032 Batch Quantity / : 3600000 tab /
Cepnsi Ne O6bem cepiH 3600000 Tab
Analytical Report No / : 040002565008 Date of Analysis / : 25.06.2024
AHAJHTHYECKHH oTYeT Ne Mara adanausa

Date of Manufacture / : 05/2024 Date of Expiry / 1 04/2026
Jara npoH3BOACTBA T'ozen no

Analysis performed according ND / Ananus nposeacn wo HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page8of8/Cip.8 u3 8

API name / Haumenopanue ADC: Ketorolac tromethamine / KeToponaka
TPOMETAMHH :
INN/MHH: = Ketorolac / Keroponak ]
API manufacturer batch number / ABRH002812
Homep cepun mponspoantens A®C: ;
FP Manufacturer API Batch number / FERA00194
Homep cepuu cyGctannuu npoussognrens IJIP:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Tpoussoauteas ADC, crpana: I-p Peaau'c JIaboparopuc JITa., Uupus
Remarks; The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanne: ITponykt cooTBeTCTBYET TpeboBaHMaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: Ramakant Iporepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykosogurens
( Maurya Manoj Kumar
e > J el
Reprint Date/ =~ '~ Reprint Date / Reprint Date /
Hara: 25.06.2024 Hara: 25.06.2024 Hata: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tai +61 40 4900 2900, Fax: +91 40 4800 2929, Email: maii@drradiivs com
CIN: 1L851354AP19S4PLCO04507
wwwedrreddys.com




