Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 491 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drieddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon®™ Dxcnpecc (keTtoponak) TabneTku, AUCTIEPrupyeMBle B M0JIOCTH pTa, 10 Mr

Batch No / 1 V2401052 Batch Quantity / : 3600000 tab /
CepHhs Ne O01eM cepun 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AxaauTHuueckuii oryer No JlaTa anajm3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npon3BoacTBa Tonen no

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

Page1of 8/ Crp.1 u3 8

No . .
Ne Test / [TokazaTenb Results / Pesynbratsl 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. / Kpyrsle, miockue | Kpyrisle, nnockue Tabnetku ¢ dackoi,
TabneTkn ¢ ackoit, CBETNIO- | CBETIO-XKENTOTO LiBeTa C rPpaBUPOBKOMH
KEJITOTO lBETa ¢ IPaBUPOBKOM | «I» Ha OJHOM CTOpPOHE.
«|» Ha OIHOH CTOPOHE.
2 Identification / I[ToxnMHHOCTD
Ketorolac / Kemopoaaxk
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®-cekTpsl
HOrMOIIEH S UCIBITYEMOTO PacTBopa U
pactBopa  cTaHgaptHoro  ofpasua
KETOpONaKa TpPOMETaAMHHA JOJIKHBI
HMETb MAKCUMYMBI IIPH OHOHI ¥ TOi ke
JUTHHE BOJIHBI (£ 2 HM).

VY ®-cnextpodoromerpus

Conclusion: APPROVED /
3akmouenue: OIOBPEHO

Remarks: The Product conforms to ND/
INpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanusam HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneHo: Santos! IIpoeepeno: Pawan Kumar Onobpeno: Menenxep / Pykopoauresns
Kumar Maurya @ g _r? Manoj Kumar ) &!f E?
Reprint Date / Reprint Date / ' . Reprint Date /

Jara: 29.06.2024 Jlata: 29.06.2024 JlaTa: 29.06.2024

Registerad Office: 8-2-337, Road No 3, Banjara Hilis, Hyderabad - 500024, Telangana, India
Tal: +01 40 4500 2500, Fax: +61 10 4900 2999, Email: mail@drreddys.com
CIN: L3S195AP1984PLCODASDT
www.drreddys.com




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIN3A

wwyw.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykrt: Keropon® Dkcnpece (keroponak) TabaeTkH, AMcneprupyembie B NoJ0cTH pra, 10 Mr

Batch No / : V2401052 Batch Quantity / : 3600000 tab /
Cepus Ne Oobem cepuu 3600000 tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHanTHYecKHI oTyeT No Jara ana;au3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jata npon3BoacTea I'ogen oo

Analysis performed according ND / Anann3 nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page2of 8 /C1p. 2 13 8

No

N Test / [lokaszaTenb

Results / Pesynbratsl

Specification / Hopma

b) By HPLC/B3XX

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 ynepxuBaHus
OCHOBHOI'O TMHKa Ha XpoMaTorpaMme
UCOBITYEMOTO  pacTBopa  HOJIKHO
COOTBETCTBOBATh BPEMEHH
yIOep)KMBaHUA OCHOBHOTO TMKAa Ha
XpOMATOrpamMmme pacTBopa
CTaHAapTHOro obpasua KeTopoJiaka
TpoMeTaMHHa (pazmen

«KomnuuecTBeHHOE onpeaeneﬂne»).

Remarks: The Product conforms to ND/
[Mpumeuanne: llponykt cooTBeTcTBYET TpedboBaHmsam HJL

Conclusion: APPROVED /
3axkmouenne: OIOBPEHO

Jara: 29.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: Santosl@, Ipoeepeno: Pawan Kumar OnobpeHo: Menemkep / Pykopoautess
Kumar Maurya : 5 i Manoj Kumar i
Reprint Date / Reprint Date/ Reprint Date /

Jlata: 29.06.2024

JHara: 29.06.2024

Registerad Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 10 4500 2500, Fax: +91 40 49C0 2999, Eniail: mail@direddys.com
CIN: L85195AP1934PLCCOARGT

wyavdrreddys.com



Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CEPTUPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Oxcrnpecc (keToposak) TabaeTkH, AMcneprupyemsle B MonocTy pra, 10 mr

Batch No / : V2401052 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepau 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / 1 29.06.2024
AHanuTudyecKuii oTuer No JlaTa anaansa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoacTBa Tonen no

Analysis performed according ND / Ananuz npoeenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page3 of 8§/ Crp. 3 u3 8

;O Test / [IokasaTesb Results / Pe3ynsTath Specification / Hopma
3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoaanHHOCTL butylhydroxyanisole peaks on the
GYTHATHAPOKCHAHM30.1 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 ynepXuBaHHA
NHUKOB  2-OyTUNATHAPOKCHAHM3ONA U
3-0yTWIrHIPOKCUAHHU30A Ha
XpoMaTorpamMmme UCIIBITYEMOT0
pacTBopa HOJDKHBI COOTBETCTBOBATh
BpeMeHaM YAEPKHUBAHUS MTUKOB
2-6yTHNTHIPOKCHAHU30JIa "
3-6yTUATHAPOKCHAHH30IA Ha
XpOMaTorpamMmme pacTBopa
CTaHAapTHOTO obpasua
Oy TUIATHUAPOKCHAHH301a (paznmen
«CoaeprxaHue
OYTUITHIPOKCUAHU301a»).
4 Average weight / Cpenusis 68.9 mg/ 68.9 mMr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
macca Ot 67,2 mr go 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms

Ipumeuanue: [Iponykr cootBercTByeT TpeboBanmsam HJL

to ND/

Conclusion: APPROVED /
3akiarouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Momroroenexo: Santosh 4- IIpoeepeno: Pawan Kumar OnobpeHo: Menemxkep / PykoBomiiTess
Kumar Maurya q%;_’ ‘ Manoj Kumar ﬁ z,:'Q' :
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.06.2024 Jata: 29.06.2024 Jlara: 29.06.2024

Rugistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT 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
ITpoayxt: Ketopon® Dxkenpecc (keTopoiak) TableTKy, AUCIEprupyeMbie B 0JI0CTH pTa, 10 Mr

Batch No / : V2401052 Batch Quantity / : 3600000 tab /
Cepha Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHauTHYeCKHIT oTUeT No JdaTta ananuza

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTa npou3BoacTBa Togen no

Analysis performed according ND / Anann3 nposenen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Page4 of 8§ /Crp. 4 u3 8

Jl;l.o ° Test / [Toka3aTesb Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpOaHOCTBL Macchl 2/20 tablets - not more than + 20 % /

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

5 Disintegration time / 00 min 20 sec / 00 muH 20 cek Not more than 3 min / He 6onee 3 mun
Pacnagaemoctn

6 Dissolution / PacTBopenne Unit-1/ Tabn-1 99% Not less than 75% (Q) of

. Ci5sH;3NO3*C4H|1NO3 (ketorolac
. - o,
Uinifz2/ a2 95% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 102% | 75% (Q  CisHisNO3*C4HINO;
) . (keToponaka  TpOMeTaMUH)  udepe3
Unit-4 / Tabn-4 95% 55
Unit-5 / Tabn-5 90%
Unit-6 / Tabn-6 94%

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

JucnepcHocTs 710 pm sieve is formed. / ObpasyeTcs
OOHOpOIHAS CYCHEH3HUsS, NPOXOIAllas
CKBO3b CHMTO C pa3sMepoM OTBEepPCTHH
710 MxM.

Remarks: The Product conforms

[Ipumedanue: Hponykt cooTBercTBYeT TpeboBanuam HJI

to ND/

Conclusion: APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /
IToaroroBneHo: Santoﬁ
Kumar Maurya (g

Checked by /
IIpoBepeno: Pawan Kumar

o
(‘?L_

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoutenb
Manoj Kumar :

-

Reprint Date /
Jara: 29.06.2024

Reprint Date/ ’
Hara: 29.06.2024

Reprint Date /
Hara: 29.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, india
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LES195AP1984PLCC04507
www.drreddys.com




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

y ‘...' Vill. Khol, Nalagarh Road, B
iil. Khol, Nalagarh Road, Baddi,
Dr. Reddy S @ Distt Sofan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUDUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopon™ Dkenpece (ketoponak) TabneTky, AMCHIEprupyeMslie B MONOCTH pTa, 10 Mr

Batch No/ : V2401052 Batch Quantity / : 3600000 tab /
Cepns Ne Ob6nem cepun 3600000 tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHaJiuTHYecKHIT oTueT Ne Jlara anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JlaTa npon3BoacTBa T'ozen oo

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

Page 50f 8/ Crp. Su3 8

8 Related impurities / PoacTBeHHble mpuMecn

ketorolac 1-hydroxy analog / Below LOQ (LOQ = 0.0032 %) / Not more than 0.5 % / He 6onee 0,5 %
1-rMapoKcHaHanor Hixe nmpenena KOJMIECTBEHHOTO
onpeaenenus (IMKO = 0.0032 %)

KeToponaka
ketorolac 1-keto analog/ 0.11% Not more than 0.8 % / He 6omnee 0,8 %
1-keToaHanor KeTopoaka
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHas 0.01%
HeuAeHTHULIMpOoBaHHas
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymMMa npumeceit

9 Water / Boaa 22% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHu4ecKHe pacTBOPHTE/IH

Isopropyl alcohol / 32 ug/tab / Not more than 350 pg/tab /
Hzonponanon 32 mkr B TabneTke He 6onee 350 Mkr B Tabnetke
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpuMeuanue: IlponykT cooTBeTcTBYET TpeGOBanuam HJT 3akmouenne: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Santosh IIpoBepeno: Pawan Kumar OnobpeHo: Menemxep / Pykoponurens
Kumar Maurya @ Aé Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.06.2024 Jara: 29.06.2024 Hara: 29.06.2024

Registared Cffice: 8-2-337, Road No 3, Banjara Hilis, Hyderabad - 500024, Telangana, India
Tel: +01 40 4900 2800, Fax: +51 40 49¢0 2999, Email: mail@drraddys.com
ChN: L8E195AP1934PLCO04R07
www.drreddys.cam



Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon™ Skenpecc (keroponak) TabneTkH, AUCTIEPrHUpyeMble B o1ocTH pra, 10 mr

Batch No / : V2401052 Batch Quantity / : 3600000 tab /
Cephs Ne O6Bem cepun 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHalluTHYeCKHI oTyeT Ne JaTa anajamsa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JdaTta npon3BoacTea I'open no

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

Page 6of 8/ Crp. 6 n3 8

11 Microbial enumeration tests / Muxpo6uosornyeckas 4ucTora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1iee yucno He 6onee 1000 KOE/r
a3poOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Ob1iee He 60nee 100 KOE/r
YUCTO JPONOKEBBIX U
MNECHEBBIX IPHOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTtcTBHE B 1 T
12 Uniformity of dosage units / 7.6 Acceptance value (AV) not more than
OanopoanocTb 15.0 / llpuemouHoe 3HaueHue (AV) He
J03NPOBAHUSA 6onee 15,0.
13 Assay / KosinuecTBeHHOE 9.9mg/99wmr From 90mg to 11.0mg of
ompenesieHHe (98.8 %) C15sH13NO3°C4H; 1(NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 mMr
pi(e] 1 1,0 MT C15H13NO3'C4H1 1N03
(xetoponaka tpomeramuH) (ot 90,0 no
110,0 % oT 3as1BJISHHOTO KOJIHYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0923 mg/tab / Not less than 0.042 mg/tab /
content / CopepxaHue 0.0923 mr B Tabnetke He menee 0,042 mr B TabneTke
Oy THJIrHAPOKCHMAHU30/12

Remarks: The Product conforms to ND/
[Tpumeuanue: [IpoaykT cooTReTCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akarouyenne: OJOBPEHO

Prepared by /
IMoarotossneno: Santosh 4
Kumar Maurya ﬁ.

_—

Checked by /
IHposepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menempkep / Pykoponuress
Manoj Kumar

Reprint Date /
Hara: 29.06.2024

Reprint Date /
Hata: 29.06.2024

Reprint Date /
Jara: 29.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +81 410 4906 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
v drraddys.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

CEPTUDOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
ITpoayxr: Keropon® Jkcnpecc (keroponak) TabAETKH, JUCTIeprupyeMsle B MOJIOCTH pra, 10 Mr

Batch No/ : V2401052 Batch Quantity / : 3600000 tab /
Ceptia Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHaJluTHYEeCKHH oTueT Ne JlaTa aHanun3a

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
Jara npon3soacraa T'open g0

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

Page 7of8/Crp. 7u3 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
6rmiucrepe u3z  (IIA/AJI/IID ¢
Biarorornorurenem/I12BIT)
doneru // (II3/AJ]) donsru. o
2 6nucrepa ¢ MHCTPYKLHEH 10
NPUMEHEHUIO B Hayky
KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1
or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabretox B Gauctepe us ([TA/AJI/IID ¢
BiaronoriotureneM/I13BIT) ¢onbru //
(II3/AJT) ponbru. Io 1 vnm 2 Gnuctepa
C UHCTPYKIMEH MO TNPHMEHEHHIO B
Na4yKy KapTOHHYIO.

16 | Labeling / MapkupoBka

According to ND / B coorsercruu ¢ HJJ

17 Storage conditions /
XpaHeHue

Below 25 °C. / ITIpu Temneparype He BoIie 25 °C.

18 | Shelf life / Cpok roaHocTH

2 years /2 roma

* 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 ITPpeNapaTa KOHTPOJIb Ka4ecTBa 1o nmokaszareno «Mukpobuonornyeckas
YHMCTOTa» MPOBOAUTCH AJsl Kamaoii 20-ofi cepum, WK 1J19 OHOI cepHHU B rol, B 3aBHCUMOCTH OT TOI'0, YTO

HaCTYMHUT paHblIe.

Remarks: The Product conforms to ND/
ITpumeuanue: IIponykT coorBeTcTRyeT TpeboBanusMm HJJ

Conclusion: APPROVED /
3akawuyenue: OJJOBPEHO

Jara: 29.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtosneno: Santos! INposepeno: Pawan Kumar Onob6peHo: MeHemxkep / Pykosoayrens
Kumar Maurya ﬁ'; _f Manoj Kumar @ﬂ}‘-ﬁ
Reprint Date / Reprint Date / Reprint Date /

Jlara: 29.06.2024

Hara: 29.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LS5195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®HUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Keropon® Dkcnpece (KeToponak) TabaeTky, AMcieprupyemble B 1mosioctd pra, 10 mr

Batch No / : V2401052 Batch Quantity / : 3600000 tab /
Cepus Ne Ob6bem cepun 3600000 tab
Analytical Report No / : 040002565940 Date of Analysis / : 29.06.2024
AHaJdTHYecKHii oTyeT Ne JlaTa anaausa

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2026
JaTa npou3BoAcTBa T'open no

Analysis performed according ND / Anann3 npoBenen mo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11112022

Pagec 8 of 8/ Crp.8 uz 8

API name / Haumenosanune A®C:

Ketorolac tromethamine / Ketoponaka

Homep cepun cydcTanuuu npouspoautens I'JID:

TPOMETaMUH
INN/ MHH: Ketorolac / Keroponak
API manufacturer batch number / ABRH002812
Howmep cepuu npouspoaurtens APC:
FP Manufacturer API Batch number / FERA00194

API Manufactured by & country /
IIpouzsoaureab APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pexau'c Jlaboparopuc JIta., Munus

Remarks: The Product conforms to ND/

ITpumeyanue: IIpoaykT cooTBeTcTBYET Tpeboanusm HJJ

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneno: Santosh @ [IpoBepeHo: Paw/a;zl(.mnar OnobpeHo: Menemxkep / PykoBoauresns
Kumar Maurya S J Manoj Kumar M'
Reprint Date / Reprint Date / Reprint Date / o

Jara: 29.06.2024 Hara: 29.06.2024 Jara: 29.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: LS51554P1984PLCO04R0TY

wwwdrreddys.com



