Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDJA
Tel : 491 98166 56001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcnpece (ketoponak) TabieTku, AUCTIEPrUPYEMBIE B MOJIOCTH pTa, 10 Mr

Batch No / 1 V2302654 Batch Quantity / : 3600000 tab /
Cepus No O6bem cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHaJIHTHYECKHI oTueT No JlaTa anaausza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JMaTta npon3BoacTea I'ogen no

Analysis performed according ND / Anann3 nposenen nmo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzameneune Nel ot
27.12.2021, uzamenenne Ne2 ot 11.11.2022)

Page 1 of8/Crp. 1 u38

No

Test / Iloka3aTenb
Ne

Results / Pe3ynbrathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrasle, nnockue
Tabnetkn ¢ ¢ackoif, ceTio-
HKEJITOro LBeTa C I'PaBUPOBKO
«» Ha OIHOI1 CTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyrasie, mnockue TabiaeTku ¢ packoii,
CBETJIO-XENTOTrO IBeTa ¢ IPaBHPOBKOI
«l» Ha OHO CTOPOHE.

2 Identification / I[ToaMHHOCTE

Ketorolac / Kemoponax

a) ByUv/
V®-cnexkTpodoToMeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
MOTJIOIIEHYSI HCTIBITYEMOTO PacTBOpa U
pacTBOpa  CTaHAapTHoro  obpasua
KETOpoJiaka TpOMETaMHHAa  JOJDKHBI
HMETh MAKCHAMYMBI IIPA OAHOU ¥ TOH Xe
JJTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/

ITpumeuanue: [Ipoaykr cooTBercTByeT Tpebopanusm HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

INoarortosneno: Shivani Devi

M

Ilposepeno: Rama Kant

W_

Onobpeno: Meneaxep,/ Pykosoauresb
Abhishek Chauhan &_/ \

Reprint Date /
Jara: 03.01.2024

Reprint Date /
Hara: 03.01.2024

Reprint Date /
Jara: 03.01.2024

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

CiN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Okcnpecc (keToposak) TableTkH, AUCHepripyeMble B OJIOCTH pTa, 10 Mr

AHaauTHYecKHH oTyeT Ne

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
CepHs Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024

Jata amanuza

Date of Manufacture /
JaTa npou3BoacTsa

: 12/2023

Tonen oo

Date of Expiry /

: 11/2025

Analysis performed according ND / Ananu3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenue Ne2 ot 11.11.2022)

Page2of 8 /Crp.2 u3 8
i‘? Test / Tloka3aTens Results / PesynbraTs! 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
tromethamine standard solution (Assay
section). /
OCHOBHOTO MHKa HA XpOMaTorpamme

ketorolac

Bpems  ynepxuBanHus

UCIIBITYEMOTO  pacTBopa  JAOJDKHO
COOTBETCTBOBATh BPEMEHH
yYOEp)KUBAaHKMS OCHOBHOrO MHKa HA
XpoMmarorpaMmme pacTBopa
CTaHAApPTHOTO ofpaslia KeTopoJiaka
TpOMETaMHHA (paznen

«KOoMuueCTBEHHOE OTIPEICTICHUER).

Remarks: The Pradnet canfarms tn NTY
IMpumeuanue: [IponykT coorBercTByeT TpeboBanusiM HJL

Conclusion: APPROVED /
3akmwuenune: OJOBPEHO

Hara: 03.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Shivani Devi | ITposepeno: Rama Kant OnobpeHo: Menemkep / PykoBoguresns
$T W _ Abhishek Chauhan Q&_
W J\
Reprint Date / Reprint Date/ Reprint Date / )

Hara: 03.01.2024

Hata: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories ttd.

| . e ; .
) ® Formulation Unit-6
DI’. Reddy S q_.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoayxr: Keropon® Dxenpecc (keToponak) TabieTk, AUCieprupyeMble B MonocTu pra, 10 Mr
Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHanuTHYecKH#H oTyer Ne JlaTa anHaJH3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
JaTa npousBoacTBa T'ogen go
Analysis performed according ND / Ananu3z nposenen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot
27.12.2021, uzmenenue No2 ot 11.11.2022)
Page 3 of 8/ Crp.3u3 8
i.? Test / IMokazaresnb Results / Pe3ynbTaThl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HoanuuHocTh butylhydroxyanisole peaks on the
OyTHITHAPOKCHAHM301 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 ynepxHUBaHHSA
NMKOB  2-OyTWITMAPOKCHAHU30JIa U
3-6yTWITHIPOKCUAHH30.1a Ha
XpoMarorpamme HCIIBITYEMOTO
pacTBOpa MOJKHBI COOTBETCTBOBATH
BpEMEHAM  yAEPXKMBaHHA [IUKOB
2-0yTHITMAPOKCHAHU30JIA %3
3-6yTUATHIPOKCHAHKU30/1a Ha
XPOMATOrpamme pacrBopa
CTaHJApTHOTO obpasua
OyTUNTHAPOKCHAHU30JIA (pazmen
«ConepxaHue
OYTHITHAPOKCUAHH30JIAY).
4 Average weight / Cpennsis 68.2 mg / 68.2 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mr 1o 72,8 mr (70,0 Mr + 4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
[Tpumeuanwue: [Ipoaykr cooreercTBYeT TpeboBanusm HJ 3axkmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Shivani Devi | TIpoBepeno: Rama K_?nt Onobpeno: Menemkep,/ PykoBoaurens
-— . Abhishek Chauhan
M dufrd -
Reprint Date / Reprint Date / Reprint Date / A
Hara: 03.01.2024 Jara: 03.01.2024 Hara: 03.01.2024

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



.Dr.Reddy’s ‘i‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyxr: Ketopon® Skcnpece (keToponak) TabaeTky, AMcneprapyeMble B M0I0CTH pra, 10 mr

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHaluTHYecKHH oTueT No Jlara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jata npousBoacTBa T'onen go

Analysis performed according ND / Ananmu3 nposenen no H/I:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmeHenue Nel ot

27.12.2021, uamenenne Ne2 ot 11.11.2022)

Page 4 of 8/ Crp. 4 n3 8
1}? Test / Tloka3saTesb Results / Pe3ynpraThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHopoaHOCTH Maccehl 2/20 tablets - not more than = 20 % /
18/20 Ttabnetox — He OGonmee + 10 %
2/20 Tabnerox — He Gonee + 20 %
5 Disintegration time / 00 min 17 sec / 00 mun 17 cex Not more than 3 min / He 6onee 3 mun
Pacnapaemoctn
6 Dissolution / PacTBopeHue Unit-1 / Ta6bn-1 99% Not less than 75% (Q) of
. C15sH13NO3+C4H [ NO;3 (ketor olac
Unit-2 / Tabn-2 100% tromethamine) in 15 min / He meHee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHisNO3*CsH1iNO;3
. . (keToposilaka ~ TpPOMETaMKH)  dYepes
Unit-4 / Tabn-4 98% 15 MHH
Unit-5 / Tabn-5 101%
Unit-6 / Tab1-6 103%
7 Fineness of Dispersion/ Complies / CooTBETCTBYET A uniform suspension passing through a
JAucnepcHoCTh 710 pm sieve is formed. / Obpasyercs
OOHOpOIHAs CYCHEH3Hs, MpOXOAAIast
CKBO3b CHTO C pPa3MEpOM OTBEPCTHI
710 MKM.

Remarks: The Product conforms

[Npumeyanue: [pogykT cooTBeTcTBYET TpeboBaHusIM HJ|

to ND/

Conclusion;: APPROVED /
3akaouenune: OJOBPEHO

Jara: 03.01.2024

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

IToarotorneno: Shivani Devi | [IpoBepeHo: a Kant Onobpeno: Mexecep / PykoBogurens
A mt/ Abhishek Chauhan L\

Reprint Date / Reprint Date / Reprint Date / \

Jlara: 03.01.2024

Jlata: 03.01.2024

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

CIN: L85195AP1984PLC004507
wnvwdrroddys.com




Dr. Réddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keToposak) TabIeTKH, AUCIEprUpyeMble B MOJIOCTH pTa, 10 Mr

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0bem cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHaauTHdecKui oTyeT No JaTta anaansa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npoun3BojacTBa T'ogen mo

Analysis performed according ND / Ananus nposenen nmo HJ/L:
JIII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)

Page Sof 8 /Crp.Su3 8

8 Related impurities / PoncTBeRHbIe NpuMecH

ketorolac 1-hydroxy analog /
1-rugpokcuanaror

Below LOD (LOD = 0.0010 %) /
Hwuxe npenena o6Hapyxenus ([10 =

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

KeTopoJiaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %
1-KeToaHamnor KeToposaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eAUHUYHAs
HeUAeHTHPUIUPOBAHHAS
NpUMeECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Bona 2.7% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTouHble OpraHuYecKue pacTBOPHTEH

Isopropyl alcohol /
Hzonponanon

6 ug/tab /
6 MKT B TabneTke

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

Remarks: The Product conforms to ND/
IIpumeyanue: IlpoaykT cooTBeTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED/
3axmouenne: OJJOBPEHO

Prepared by /
INonrorosneno: Shivani Devi

Checked by /
IIposepeno: Rama Kant

thipdf

Approved by: Manager/Executive /
OnobpeHo: Menemkep\/ PykoBonurens
Abhishek Chauhan

-
1N
Reprint Date /
Hara: 03.01.2024

Reprint Date /
Hara: 03.01.2024

Reprint Date /
Hara: 03.01.2024

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

CIN: L85195AP1984PLC0O04507
wavvsdrroddys.com




Dr.Reddy’s €3¢

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

CEPTUOPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykT: Keropon® Dkcnpece (keToposak) TabseTkH, AMCTIeprUpyeMblie B 1osnocty pra, 10 Mr

Batch No / : V2302654 Batch Quantity / + 3600000 tab /
Cepus Ne O6bem cepuH 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHanuTHYecKHi oTueT Ne JlaTa anajausa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
HarTa npouszBoacTsa T'open no

Analysis performed according ND / Anann3 nposegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 u3 8
11 | Microbial enumeration tests / Mukpo6uosoruueckas Yyuncrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6ee uncno He 6onee 1000 KOE/r
a3pOOHBIX MHKPO-
OpraBM3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61wee He 6onee 100 KOE/r
YHCIIO OPONOKEBBIX U
IUTECHEBBIX IPHOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcytcTBHEB 1 T
12 | Uniformity of dosage units / 3.1 Acceptance value (AV) not more than
OaHOpoOAHOCTH 15.0 / [TpuemoyHoe 3Hauenue (AV) He
A03UPOBAHMUSA 6onee 15,0.
13 Assay / KonudecTrBeHHOe 10.2 mg/ 10.2 mr From 90mg to 11.0mg of
onpeejieHne (101.6 %) C15sHi3NO3*C4H | 1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi(e] 1 1,0 Mr C15H13NO3'C4H11N03
(xetoponaka tpomeramuH) (ot 90,0 no
110,0 % oT 3asiBNIEHHOr0 KOJIUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0993 mg/tab / Not less than 0.042 mg/tab /
content / ConepxxaHue 0.0993 mr B TabieTke He menee 0,042 mr B Tabnetke
GYTUATHIPOKCUAHH30J1a :

Remarks: The Product conforms to ND/
[Tpumeuanue: IpoaykT cooTBeTcTBYeT Tpebopanusm HJJ

Conclusion: APPROVED /
3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[lonrorosneno: Shivani Devi | Ilpoepeno: Rama Kant Onobpeno: Menemxep\/ Pykosoauress
Abhishek Chauhan
AT 0% B
Reprint Date / Reprint Date/ Reprint Date / \
Jara: 03.01.2024 Jlara: 03.01.2024 Jara: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.ccm




Dr.Reddy’s Q'!'

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dkenpecc (ketoponak) TabIeTKH, AMCIeprupyemMble B MOJ0CTH pTa, 10 Mr

Batch No / 1 V2302654 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepus 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHanuTHYecKHH oTueT No Jlara anaanza

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa npoH3BOACTBA T'ogen mo

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / m3menenue Nel ot

27.12.2021, nzmeHenne Ne2 ot 11.11.2022)

Page 7 0f8 /Crp. 7n3 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. / Ilo 10 Tabnerok B
6nucrepe w3 ([TA/AJVIID ¢
Brnaronoriorurenem/[I19BIT)
donsru // (IT13/AJT) donwru. Ilo
2 6mucrepa ¢ MHCTPYKLHUEHR MO
NPUMEHEHHUIO B nayky
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. / ITo 10
tabnetok B 6nuctepe uz (ITA/AJI/IID ¢
srnaronornotutenem/I13BII) ¢oneru //
(I13/AJ1) ponsru. [To 1 wiu 2 6nucrepa
C HHCTPYKIMeW 0O NPUMEHEHUIO B
NayKy KapTOHHYIO.

16

Labeling / MapkupoBka

According to ND / B cootBeTcTBUH ¢ HJT

17

Storage conditions /
Xpanenue

Below 25 °C. / Ilpu TeMneparype He Bbiie 25 °C.

18

Shelf life / Cpox rognocTn

2 years/ 2 roga

* At product release the quality control as per the parameter « Microbial enumeration testsy is performed for
each 20th batch, or for one batch in a year whichever is earlier.
* JIpu BbINycKe JIEKaPCTBEHHOI0 NpenapaTa KOHTPOJIb KauecTBa Mo nokasatenio «Mukpoduosornyeckasi
YHMCTOTa» NPOBOAUTCA ANs Kaxcaoii 20-0if cepun, WK 1J1sl OQHOM CePHU B rof, B 3aBUCUMOCTH OT TOr0, 4TO
HACTYNHUT paHbLIe.

Remarks: The Product conforms to ND/
Ipumeyanue: IlpoaykT coorBeTcTBYET TpeboanusM HJJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Shivani Devi

N

Checked by /

Approved by: Manager/Executive /

[IpoBepeno: R Kant OnobpeHo: Menemkep / PykoBonurens
m_ (| Abhishek Chauhan L\
—/ I

Reprint Date /
JHarta: 03.01.2024

Reprint Date /
Jlara: 03.01.2024

Reprint Date /
Hara: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com




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

. . e
. Dl'. Reddy’s Q‘.. Viil. Khol, Nalagarh Road, Baddi

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Dkcnpecc (keToponak) TabneTkH, AUCIIEPrUPYEMBIE B TOJIOCTH pTa, 10 Mr

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepusi Ne Oo6beM cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHaJHTHYECKHH oTUyeT No JlaTa anaau3sa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jarta npousBoacTea I'ogen o

Analysis performed according ND / Auann3 nposeaen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, usmenenne No2 ot 11.11.2022)

Page8 of 8 /CTp. 8 u3 8

API name / HanmeHnoBaHue A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMUH
INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /
Howmep cepun npousBoaurtens ADC: ABQHO006612, ABQH006486
FP Manufacturer API Batch number /
Homep cepun cy6ctanuun nponspoaures LJID; FEQA00567, FEQA00574
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoautenn A®C, cTrpana; I-p Pepnu'c Jlaboparopuc JItn., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IIpumeuanue: IlpoaykTt cooTBeTcTBYET TpeboBaHusIM HJ[ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarororneno: Shivani Devi | [IpoBepeno: Rama Kant Onobpeno: Menemxep /| Pykoroaurens
AT Abhishek Chauhan \
,// \
Reprint Date / Reprint Date / Reprint Date /
Hara: 03.01.2024 Jara: 03.01.2024 Hara: 03.01.2024
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