Dr.Reddy’s Q%.'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoaykr: Keropon™ Dkenpece (keToponak) tabneTky, AUCNIEprupyeMsble B MOJOCTH pTa, 10 Mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHasTHTHYEeCKHI oT9eT Ne Jlara anaau3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npon3BoacTBa T'open no

Analysis performed according ND / Ananus npoexen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, namenenue Ne2 ot 11.11.2022)

Page1 of 8 /Crp. 113 8

No

Test / ITokazaTenn
Ne

Results / Pe3ynbrathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, mnockue
Tabnetku ¢ ¢ackolf, ceeTIo-
JKENTOro IBETa C TPABHPOBKOIA
«|» Ha onHO} cTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyraele, miockue tabnetku ¢ dackoit,
CBETJIO-XKENITOTO LIBETa C IPaBUPOBKOM
«|» Ha oHOIt cTOpOHE.

2 Identification / IToanuHHOCTH

Ketorolac / Kemoponak

a) Byuv/
VY®-cnextpodoTomeTpus

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-cnexTpsl
MOTJIOIIEHHST HCIBITYEMOTO PacTBoOpa U
pacTBopa  craHmapTHoro  obpasua
KETOpoJlaka TpPOMETaMHHA  JOJDKHBI
HMMETh MaKCUMYMBI [IPY ONHOH U TOM xke
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

[Ipumeuanue: IIponykT coorBeTcTBYET TpeboBanmsim HJT

Conclusion: APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by /
IToaroroeneno: AD.LW Verma

Checked by /
IIposepero: Rama kant

)

Approved by: Manager/Executive /

Onobpeno: Menemsep / Pykosonutens
Abhishek Chauhan \

L
Reprint Date /

Jata: 11.10.2023

Reprint Date /
Hara: 11.10.2023

Reprint Date /
Hara: 11.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




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
Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Ketopon® Dkenpecc (keToponak) TabNeTkH, AUCTIeprupyeMele B MOJI0CTH pTa, 10 mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepud 3600000 tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHaJUTHYECKHH oTueT Ne JlaTa apajgusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npoH3BoICcTBA T'open no

Analysis performed according ND / Ananu3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 2 of 8/ C1p. 2 u3 8

No

Test / [Tokazareap
Ne

Results / PezynbraThl

Specification / Hopma

b) By HPLC / BDXKX

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). / BpeMms ynepxuBaHus
OCHOBHOIO MMHMKa HA XpOMarorpamme
UCTIBITYEMOTO ~ DAcTBOpa  OJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEPXKUBAaHUA OCHOBHOIO IHKa Ha
XpoMaTorpamme pacTBopa
CTaHJAPTHOTO KeTOpOJiaKa
TpOMETaMHHa (pazmen
«KOJIM4ECTBEHHOE ONPEETICHHEY).

obpasua

Remarks: The Product conforms to ND/
[Tpumeuanue: IIponykr coorBercTByeT Tpeboranusam HJJ

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Jara: 11.10.2023

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

[Moarotosneno: Ankaj Verma | IIpoepeno: Rama kant Onobpeno: Menemwxgp / PykoBoautens
Abhishek Chauhan k\

Reprint Date / Reprint Date / Reprint Date / '

Jara: 11.10.2023

Jara: 11.10.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘!‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabieTky, JUCieprupyeMble B OJIOCTH pTa, 10 Mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O6beM cepum 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / ¢ 11.10.2023
AHATHTHYECKUH 0TYeT No JlaTa anaaunsa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JaTa npon3BoacTea I'onen no

Analysis performed according ND / Anann3 nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenune Nel or
27.12.2021, usmenenne Ne2 or 11.11.2022)
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1;,:) Test / ITokasaTenn Results / Pe3ynpTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IToanuHHOCTD butylhydroxyanisole peaks on the
OyTHArMAPOKCHAHU301 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 yaepXuBaHUA
NUKOB  2-0yTHITHOPOKCHAHH30JIa |
3-6yTUITHAPOKCUAHH301A Ha
XpomaTorpamme HCIIBITYEMOTO
pacTBopa MO/DKHBI COOTBETCTBOBATh
BpEMeHaM yIAep)KUBAHUS ITUKOB
2-6yTUIrHAPOKCUAHU30Ia "
3-6yTHITHAPOKCUAHU30Ia Ha
XpoMaTorpamMme pacTBOpa
CTaHAAPTHOTO obpasia
OYTWITMAPOKCHAHU30Ia (pa3nen
«ConepxaHue
OYTHINTHAPOKCHAHU30IAN).
4 Average weight / Cpenusin 68.6 mg / 68.6 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 mr o 72,8 Mr (70,0 Mr £4,0 %).

Remarks: The Product conforms

Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

to ND/

Conclusion: APPROVED /
3akmrouenne: OJJOBPEHO

Prepared by /
IMToxprorosneno: Ankf,] Verma

Checked by /
IIpoeepeno: Rama kant

Gut)

Approved by: Manager/Executive /

OnobpeHo: Meuemn&cp / PykoBomuTenb

Abhishek Chavhan ,

(A
Reprint Date /

Jara: 11.10.2023

Reprint Date /
Jata: 11.10.2023

Reprint Date /
Jata: 11.10.2023

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: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@»
/ ‘.. Formulation Unit-6
Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND{A
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A Www'drreddys_com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Okenpecc (keToponiak) TabIeTKH, JUCIeprupyeMsle B IOIOCTH pTa, 10 Mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O0Bnem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHaJuTHYEeCKHH oTueT No JlaTa anamm3a

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
daTa mpou3BoaCTBA T'onen po

Analysis performed according ND / Ananus nposenen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel ot

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page 4 of 8/ Crp.41u3 8

i‘: Test / IlokazaTens Results / Pe3ynbTath! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOIHOCTH Macehl 2/20 tablets - not more than + 20 % /

18/20 Tabnerox — He 6Gonmee + 10 %
2/20 tabnetok — He Honee + 20 %
5 Disintegration time / 00 min 20 sec / 00 muH 20 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemoctn
6 Dissolution / PacTBopeHue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. Ci5sH;3NO3C4H 1NO3 (ketorolac
Unit-2 / Tabn-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6:-3 99% 75% (Q  CisHiNO3*CsHiiNO;s
) . (keToposaka  TPOMETAaMMH)  4Yepe3
Unit-4 / Tabn-4 98% 15 Mun
Unit-5 / Tabn-5 102%
Unit-6 / Ta6n-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JlucrepcHOCTD 710 pm sieve is formed. / O6pasyercs
OIHOPOAHAsE CYCNEH3Usd, NPOXONSIas
CKBO3b CHTO C pasMepOM OTBEpCTHIl
710 MxM.

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

ITpumeuanue: IlpoaykT coorsercTByeT TpeboBanusam HI 3akmouenne: OJJOGPEHO

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

IMonrorosneno: Ankaj Verma | IIposepeno: Rama kant Onobpeno: Menemsep / PykoBonurens

\M/f AUllishek Chauha}l]:‘L/\

Reprint Date / Reprint Date / Reprint Date /

Hara: 11.10.2023 Hara: 11.10.2023 Jara: 11.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd,

‘.o
Y °@® Formuilation Unit-6
Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTU®UKAT AHAIM3A i drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxrt: Keropon® Dkcnpecc (keToponak) TabJIeTKH, JMCIIeprupyeMble B [0JI0CTH pTa, 10 mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
Ananuruyeckuii oTueT Ne Jdara ananuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JdaTta npoHn3BoacTBa I'onen o

Analysis performed according ND / Anamus nposegen mo H/L:
JITT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHenne Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page S of 8 /Crp. Su3 8

8 Related impurities / PoacTBeHHble npuMecH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-ruapokcHananor Below LOQ (LOQ =0.0032 %) /
KeTopoJiaka Hwxe nmpenena
KOJIMYECTBEHHOT'0 OTpeIeNIeHHsA
ketorolac 1-keto analog/ (IMKO = 0.0032%) Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaIoT KeTOpoJaKa
Any unidentified impurity / Not more than 0.5 % / He 6osee 0,5 %
eOMHUYHAs 0.05%
HeHuneHTH(UIIMPOBaHHAS
pUMeECh
0.02 %
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymmMma npuMeceit
9 Water / Bona 24 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4HbIe OpraHuYyecKkHe pacTBOPHUTENH

Isopropyl alcohol / 7 pg/tab / Not more than 350 pg/tab /

Hzonponaxon 7 MKT B TabieTke He 6onee 350 Mkr B TabneTKe
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
INpumeuanue: [Iponykr coorBercTByeT TpeboBanusm HJJ 3axmouenune: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroeneno: Ankaj Verma | IIposepeno: Rama kant Onobpeno: Menemxep / Pykosonurens

Q : Abhishck Chauhan
(D~ M-’/ .,

Reprint Date / Reprint Date / Reprint Date /
Hara: 11.10.2023 Hara: 11.10.2023 Hara: 11.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS " o "odr /e o)
CEPTA®UKAT AHAJIMZA i drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Okenpecc (keToposak) TabeTky, AHCNEprupyeMsie B monocTH pra, 10 mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AnanuTuveckuii oryer Ne HJara ananusa

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa mpou3BoacTBa I'onen no

Analysis performed according ND / Ananu3s nposeaen no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uamenenune Ne2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 Microbial enumeration tests / MukpoOunoJsiornyeckast yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / O61iee 4uciao NA He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / Ob1ee NA He 6onee 100 KOE/r
YHCIIO NPOXKIKEBBIX U
IIECHEBBIX IpHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrctBHE B 1 T
12 Uniformity of dosage units / 3.8 Acceptance value (AV) not more than
OpHopoaHOCTH 15.0 / llpuemouHoe 3HaueHUue (AV) He
J03UPOBAHUSA 6onee 15,0.
13 Assay / KoanuyecTBeHHOe 9.8 mg /9.8 mr From 90mg to 11.0mg of
onpejesieHUe (98.4 %) C1sH13NO3*C4H NOs (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pa(e] 1 1,0 MI C15H13NO3'C4H11N03
(xetoponaxa TpomeramuH) (ot 90,0 mo
110,0 % oT 3a1BNCHHOTO KOJIHYECTBA) B
TabreTke
14 | Butylhydroxyanisole 0.1001 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.1001 Mr B Tabnerke He menee 0,042 Mr B TabneTke
OyTHIATNIPOKCUAHU301A
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IIponykr coorBeTcTBYeT TpeboBanusam HJI 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Ankaj Verma | IIposepeHo: Rama kant Ono6peno: Menemxep / Pykopoautens
ﬂ/ @M@ Abhishek Chauhan
\
Reprint Date / Reprint Date / Reprint Date / \/\
Hata: 11.10.2023 Hata: 11.10.2023 Jara: 11.10.2023 =

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘. @
L/ °@® Formulation Unit-6
Dr" Reddy S 4 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHUPHUKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Skcnpecc (keToponak) TabaeTku, JUCneprupyemele B MoJocTH pTa, 10 mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepusn Ne O0bem cepuu 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AnanuTH4YecKH oTyeT No JlaTa anayiuza

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
JlaTa npon3BoaCTBa T'onen no

Analysis performed according ND / Ananus nposenen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel ot

27.12.2021, u3menenne Ne2 or 11.11.2022)

Page 70f 8/ Ctp. 7uz 8
15 | Package/ YnakoBka 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. / ITo 10
information leaflet in a carton | Tabmerok B 6amcrepe u3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | BiaronmorsoTutenem/II13BII) donbru //
onmucrepe w3 (YIA/AJVIID ¢ | (IID/AJI) donsru. ITo 1 win 2 6nuctepa
pnaronorioturenem/I[15BIT) C HMHCTpYKIMEH @O TNPUMEHEHUIO B
doneru // (I19/AJ1) doneru. [To | mayky KapTOHHYIO.
2 6nucTepa ¢ WHCTpyKUHeH Mo

NpUMEHEHHIO B nayKy
KapTOHHYIO.

16 | Labeling / MapkupoBka According to ND / B cootBeTcTBuM ¢ H]J

17 | Storage conditions / Below 25 °C. / Ilpu Temneparype He Bolwe 25 °C.

XpaHeHue

18 Shelf life / Cpox roaHocTu 2 years / 2 rona

* 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.

* [Ipu BBINYCKe JIeKaPCTBEHHOI0 MpenapaTa KOHTPOoJIb KayecTBa N0 NnokKa3aresiw «Mukpoduonorunyeckast
YHCTOT2» NPOBOAUTCS NS Kaxkaoii 20-0ii cepHm, UM [JIsl OAHOMN CEpUH B I'ojl, B 3aBHCUMOCTH OT TOT0, YTO
HACTYIUT PaHbLe.

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

IMpumeudanue: [IponykT cootBercTBYeT TpeboBanusm HJL 3axkmw4enune: OJOBPEHO

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

[Noarorosneno: Ankaj Verma | Ilposepeno: Rama kant Onobpeno: Menemxcep / PykoBoauresns
@ W Abhishek Chauhan )

Reprint Date / Reprint Date / Reprint Date / )

Jara: 11.10.2023 Jara: 11.10.2023 Jara: 11.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

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

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

Tpoaykr: Keropon® Oxcnpecce (keroponak) Tab1eTky, JUceprupyemsle B IOJIOCTH pTa, 10 Mr

Batch No / : V2301948 Batch Quantity / : 3600000 tab /
Cepus Ne O61bem cepun 3600000 Tab
Analytical Report No / : 890001693441 Date of Analysis / : 11.10.2023
AHaauTHYECKH oTyeT Ne JlaTta ananu3za

Date of Manufacture / : Sep. 2023 Date of Expiry / : Aug. 2025
Jara mpousBojcTBa I'open o

Analysis performed according ND / Ananu3 nposenen no HJ/I:

JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 8 of 8§/ Ctp. 8 3 8

API name / Haumenopanue ADC:

Ketorolac tromethamine / Keroponaka

TPOMETaMHH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npoussoautesis APC:

ABQHO003987, ABQH003988

FP Manufacturer API Batch number /
Homep cepuu cy6cranuuu npouspoautens IJIMD:

FEQA00434, FEQA00435

API Manufactured by & country /
IIponseoautens ADC, crpaHna:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jlaboparopuc JIta., Muaus

Remarks: The Product conforms to ND/
ITprmeuanne: IlponykT cootseTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Ankaj Verma | IIposepeno: Rama kant

WP

Approved
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