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, IND!A
Tel : 491 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IponykT: Ketopon® Oxcnpecc (keTopornak) TabNeTku, AMCneprupyemble B NOJIOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepusa Ne O0Bem cepan 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHaJHTHYeCKHH o0T4eT No JaTta ananunza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTta npou3BoacTsa I'open xo

Analysis performed according ND / Ananu3 nposegen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 10of 8/ Crp.1 u3 8

No

Y®-cnextpodoToMeTpus

No Test / [TokazaTenb Results / Pe3ynpTatsl Specification / Hopma
1 Description / Onucanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpymisle, muockue | Kpyrmsie, miockuce Tabnetku ¢ dackoii,
TabieTku ¢ ($ackolf, CBETIO- | CBETNIO-XKENTOTO LBETA C I'PABUPOBKOMH
JKENTOro LBeTa ¢ rpaBUpOBKOi | «|» Ha oAHOH CTOpOHE.
«» Ha OJIHOI CTOpOHE.
2 Identification / [ToaTMHHOCTE
Ketorolac / Kemoponak
a) Byuv/ Complies / CooTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 nm). / Y®-cnektpst
MOTTIOLIEHHS. HCIBITYEMOTO PacTBOpa U
pactBopa  craHapTHoro  ofpasla
KETOpOJaka TpPOMETaMUHa  JOJDKHBI
HUMETHh MAaKCUMYMBI IPH OJHOM U TOH Xe
[UTHHE BOJHBI (£ 2 HM).

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoaykT cootsercTByeT Tpebosanusm HJI

Conclusion: APPROVED /
Zaxmouenue: OJJOBPEHO

Hara: 30.08.2024

Jara: 30.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosieHo: Praves?;Rana IMposepeno: Santosh Kumar | Ogo6peno: Menemkep / PyroBoautesis
; Maurya Pavan K Sharma A pomn
g’ Ty QZ_ e R & /L’i‘/,r"
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1324PLCO04527

www.drreddys.com




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

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

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

CEPTUDUKAT AHAJIA3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpecc (keToponak) TabineTkH, AMCIeprupyeMble B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2401698 Batch Quantity / : 3600000 tab /
Cepust Ne O6nemM cepHH 3600000 tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHaIuTHYECKHIT oTueT No JlaTa ananausza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npoussojcTBa T'onen po

Analysis performed according ND / Ananun3 nposeaen nmo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 2 of 8/ Crp. 2 u3 8

No

Test / ITokazaTens
No

Results / Pe3ynpTatsl

Specification / Hopma

b) By HPLC / BOXXX

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). / Bpemsa yzepxuBaHUA
OCHOBHOIO MHKa Ha Xpomarorpamme
UCTILITYEMOT0  pacTBopa  JAOJIXKHO
COOTBETCTBOBATh BpEMeEHH
yOep)KUBaHHA OCHOBHOTO IMKa Ha
XpOMaTorpaMme pactBopa
CTaHA2pTHOTO KeTOpOoJIaKa
TpOMeTaMHHA (pazzmen
«KonuuecTBeHHOE ONpeneneHue»).

obpasua

Remarks: The Product conforms to ND/
Tlpumeuanue: [IpoagykT coorBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Hara: 30.08.2024

JHara: 30.08.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneHo: PraveslyRana | Ilposepeno: Santosh Kumar | Onobpero: Menemxkep / P)/II}CQBOJ_‘[HTGJ'IB

v Maurya Pavan Kumar Sharma CHL,W;://
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.08.2024

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

CIN: L85195AP1384PLCO04507
www.drreddys.com




Dr.Reddy'’s Q_':‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

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

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MponykT: Ketopon® Dkenpecc (keroposak) TabaeTKH, AUCTIEPrHpYeMbIe B OJIOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepust Ne O61beM cepun 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHANUTHIECKHH 0TYeT No JlaTa aHann3za

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jata npon3BoacTsa T'ogen no

Analysis performed according ND / Anann3 nposexen no H/:

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

Page3of 8/ Crp.3u3 8

;.0 Test / [loka3aTenab Results / Pe3ynpTaThl Specification / Hopma
3 Identification Complies / CootBeTCTBYET The  retention times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTL butylhydroxyanisole peaks on the
Oy THIITUAPOKCHAHU30JT 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 ynAepXHMBaHHA
OMKOB  2-GyTHITMIpPOKCHAaHHU30Ia |
3-6yTHIArHIPOKCHAHU30Ia Ha
XpOMaTorpamme HCIILITYEMOT0
pactBopa IOJXKHBI COOTBETCTBOBATH
BpeMeHaM YISpP)KUBAHMUS ITHKOB
2-6yTUITHAPOKCHAHU301a 74
3-6yTWIrHAPOKCHAHU30J1a Ha
XpOMaTorpaMme pacTBOpa
CTaHJ@pTHOTO obpa3sua
6yTUNIrHapoKcUaHu3oa (pazzmen
«ConepxaHue
OyTUITHAPOKCHAHU301a»).
4 Average weight / Cpennsis 69.5 mg /69.5 mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr no 72,8 mr (70,0 Mmr+ 4,0 %).

Remarks: The Product conforms

ITpumeuanue: [ponykT coorBeTcTBYeT TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
Ipoeepeno: Santosh Kumar

Maurya @,

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykgBoanTens

Pavan Kumar Sharma

hNA~——=

Reprint Date /
Jlata: 30.08.2024

Reprint Date /
Jara: 30.08.2024

Reprint Date /
Hara: 30.08.2024

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulaticn Unii-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIA3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcrnipece (keToponak) TableTky, AUCIeprupyemsle B MOJNOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepHH 3600000 Tab6
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AnajuTHIECKHH oTyeT No JlaTa anannza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jara npousBoacTea I'ogen no

Analysis performed according ND / Ananu3s nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 4 of § /Crp. 4m3 8

;Ibo Test / [loka3aTenan Results / Pe3ynbTaTh Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OnHOpPOAHOCTb MacChl 2/20 tablets - not more than + 20 % /

18/20 tabnerox — He Goyee + 10%
2/20 tabnetok — He 6onee = 20 %

5 Disintegration time / 00 min 26 sec / 00 MuH 26 cek Not more than 3 min / He 6onee 3 mun
Pacnapnaemocthb

6 Dissolution / PacTBopeHue Unit-1/ Taba-1 101% Not less than 75% (Q) of

. C15sHi3NO3*C4H;NO; (ketorolac
Unit-2 / Taba-2 102% tromethamine) in 15 min / He Menee
Unit-3 / Tabn-3 90% 75%  (Q)  CisHisNO;3*C4Hi1NO;

. o (keToponaka  TpOMETaMHMH)  4epe3
Unit-4 / Tabn-4 101% 1.5 R
Unit-5 / Ta6bn-5 102%

Unit-6 / Tabn-6 102%

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

HAucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJHOpOAHAs CYCHeH3Ms, Ipoxonsuias
CKBO3L CHTO C DAa3MepoM OTBepCTHIi
710 MKM.

Remarks: The Product conforms

to ND/

Ilpumeuanue: Ilponykr coorBeTcTBYET TpeboBaHusam HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IloarorosneHo: Pravesh Rana

Checked by /
[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /
Onob6peno: Menemxkep / Pykpponutennb
Pavan Kumar Sharma o

Reprint Date /
Jara: 30.08.2024

Maurya ( E
Reprint Date /

Jara: 30.08.2024

Reprint Date /
Hata: 30.08.2024

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratcries Ltd.
Formulaticn Unit-6

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

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon” Dkcnpece (ketoposnak) TabieTk, AUCIEprupyemele B OJI0CTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepnn 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHaJduTHYecKHi oTyer Ne JaTa ananmnia

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JdaTa npousBoacTea Topen no

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

Page50f 8§/ Crp.Su3 8

8 Related impurities / Poa

CTBEHHbIE PUMECH

1-ruapokcHaHaior
KeTopoJiaKa

ketorolac 1-hydroxy analog /

ketorolac 1-keto analog/

1-keToaHajor KeTOpoJiaka

0.03%

CIUHUYHaA
HePII[eHTI/ICpHHI/IpOBaHHaS{
IIpUMEChH

Any unidentified impurity /

0.04%

Below LOQ (LOQ = 0.0032 %) /
Huxe npeaena KOMHYECTBEHHOTO
onpenenenus (ITKO = 0.0032 %)

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

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

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

Total impurities /
CymMa npuMeceit

0.1%

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

9 Water / Boaa

27 %

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

10 | Residual solvents by GC/ OcTtaTouHble OpraHu4ecKHe pacTBOPHUTEIH

Isopropyl alcohol /
Hzonponanon

6 ng/tab /
6 MKT B Ta0JIETKE

Not more than 350 pg/tab /
He 6oisiee 350 Mkr B TabyeTke

Remarks: The Product conforms to ND/
IMpumeuanue: [IpogykT cooTBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
3axawouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Pravesh Rana

Checked by /
IIposepeno: Santosh Kumar

Maurya @‘

e

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykgsonuresns
Pavan Kumar Sharma :

_ALp—

Repiiut Dale /
JHara: 30.08.2024

Reprint Date /
Jara: 30.08.2024

Repiit Date /
Jara: 30.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490G 2500, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulaticn Unit-6

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

CEPTUOUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TIpoayxTt: Ketopon™ Sxkcnpece (keToposiak) TabneTky, MCIEPTUpyeMble B ONOCTH pra, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepns Ne Ob6bem cepuu 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHanuTHYecKHi oTyeT No Jara ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jdata npousBoacraa T'omen no

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

Page 6of 8/ Ctp. 6 3 8

11 Microbial enumeration tests / Mukpo6uosorunyeckas 4ynctora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yucno He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraH1u3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O6uiee He 6onee 100 KOE/r
YHCIIO JPONOKEBBIX U
IUTECHEBBIX rPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBue B 1 ¢
12 Uniformity of dosage units / 8.4 Acceptance value (AV) not more than
OnHOpoaHOCTH 15.0 / ITpuemoyHoe 3Ha4yenue (AV) He
JAO3UPOBAHMHSA 6onee 15,0.
13 Assay / KosinuecTtBeHHOe 10.0 mg / 99.6 mr From 90mg to 11.0mg of
onpenesieHHe (98.4 %) C1sH13NO3*C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mr
a0 1 1,0 Mmr C15H13NO3'C4H1 1NO3
(xeroponaxa tpomeramuH) (ot 90,0 no
110,0 % OT 3asBJICHHOTO KOJIMYECTBA) B
TabreTke
14 | Butylhydroxyanisole 0.0949 mg/tab / Not less than 0.042 mg/tab /
content / CoagepxxaHue (0.0949 mr B Tabnerke He menee 0,042 mr B TabneTke
Oy THATHAPOKCHAHHM30/12

Remarks: The Product conforms to ND/

[Mpumeyanue: Ipogykr coorBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

Prepared by /
IMoxarorosneno: Pravesh Rana

Checked by /
[IpoBepeno: Santosh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosonuresns

Jara: 30.08.2024

o Maurya (-%_’: Pavan Kumar Sharma ij AN,
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.08.2024

Hara: 30.08.2024

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

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
) Formulation Unit-6
DI". Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon® Dkcrpecc (keTopostak) TablIeTKH, AUCTIEPrpyeMble B MOJOCTH pTa, 10 Mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepHH 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHanuTHueckHii oTyeT Ne JlaTa aHaanza

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npon3BoJacTBa Tonen go

Analysis performed according ND / Ananu3 nposenen no H/I:
JIT-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 7of 8 /Crp. 7 uz 8
15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsina 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 | TaGnetok B 6auctepe U3 (ITA/AJI/TID ¢
pack. / Ilo 10 Tabnerox B | Bnaronornoturenem/IISBIT) doneru //
Gnucrepe w3 (MMA/AJVIID ¢ | (II3/AJI) donsra. Io 1 wiu 2 6nuctepa
Bnaronornorurenem/I12BIT) C HMHCTPYKLHEH M0 TNpPUMEHEHHIO B
¢doneru // (I13/AJ1) doneru. I[lo | nauky KapTOHHYIO.
2 6mkcTepa ¢ WHCTpYKUMeH 1o

HPHUMEHEHHIO B navyKy
KapTOHHYIO.

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

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

XpaHeHue

18 Shelf life / Cpok rognocTn 2 years / 2 roga

* 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 BbIMYCKe JIEKAPCTBEHHOrO MpenapaTa KOHTPOJIb KauecTBa Mo NnokasaTeno « MUKpoGuonoruyeckasi
YKMCTOTAY» MPOBOAUTCS MJIsl Kaxaoi 20-o0fi cepun, nnu AJist 0QHO# cepuH B rol, B 3aBUCUMOCTH OT TOIO, YTO
HACTYIIHT paHbILe.

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

ITpumeuanue: [IpogykT coorBeTcTBYeT TpeboBanusm HJL 3aknwuenne: OJOBPEHO

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

[Moarotoeneno: Pravesh Rana | Ilpoeepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykopoaurenb
} Maurya % Pavan Kumar Sharma {Tf,wj___ -

Reprint Date / Reprint Date / Reprint Date /

Hara: 30.08.2024 Hara: 30.08.2024 Hara: 30.08.2024

Registered Cffice: 8-2-337, Road No. 3, BEanjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLC004507
www.drreddys.com




Dr.Reddy’s Q':‘

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIN3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Keropon®™ Dkcnpece (keToposak) TabneTk, AMcneprupyemble B MonocTH pra, 10 mr

Batch No / : V2401698 Batch Quantity / : 3600000 tab /
Cephs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 040002634982 Date of Analysis / : 30.08.2024
AHaluTHYECKHH oTueT No JlaTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa npou3BoicTBa Tonen g0

Analysis performed according ND / Ananu3 nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page 8§ of 8 /Crp.8m3 8

APIname / Haumenosanune ADOC:

Ketorolac tromethamine / Ketoponaka

Homep cepuu cy6eTanuuu npoussoguress IJId:

TPOMETaMHH
INN/ MHH: Ketorolac / KeToposak
API manufacturer batch number / ABRH004779
Homep cepuu npouspoauteniss ADC:
FP Manufacturer API Batch number / FERA00300

API Manufactured by & country /
Mponspoautens APC, cTpaHa:

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlabopatopuc JIta., Uunus

Remarks: The Product conforms to ND/
ITpumeyanue: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by /

X Maurya %

{—

IMonrorosneno: Pravesh Rana | Ilpoeepeno: Santosh Kumar | Omo6peno: Menemxep / Pykosoaurens

Approved by: Manager/Executive /

Pavan Kumar Sharma A=

Reprint Date / Reprint Date /
Jata: 30.08.2024 JlaTa: 30.08.2024

Reprint Date /
Hara: 30.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabkad - 500034, Telangana, India
Tel. +81 40 490G 2900, Fax: +61 40 49G0 2999, Email: mai:f@drre'Jdvs.c:;‘n l .
CIN: L85195AP1984FLC004507 l
wwvaw.direddys.com




