Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

D.. Reddv's Laboratories Lid.
Formulation Unit-6

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

CEPTH®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mporyxr: Keropon™ Dkenpece (Ketoposak) TabneTkH, AHCHEPrHPYEMbIE B T10JIOCTH PTa, 10 Mr

Batch No / : V2302130 Batch Quantity / : 3600000 tab /
Cepua Ne O6nem cepun 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
ApAIMTHYEeCKHH oTyeT No Jara anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npousBoacTBa T'onen oo

Analysis performed according ND / Ananu3s nposesen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 1 of 8 /Crp. 1 n3 8

No

Test / Iloka3aTennb
Ne

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnble, IUIOCKHE
Tabnetkun ¢ ¢ackoif, cBeTno-
JKEJITOTO LBETa C TPaBUPOBKOM
«l» Ha OJTHO# CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, mwiockue TabneTky ¢ $packoii,
CBETJIO-XKENTOrO LBETa C IPaBUPOBKOM
«|» Ha OIHOI CTOPOHE.

2 Identification / ITomIMHHOCTD

Ketorolac / Kemoponax

a) ByUv/
V®-cuexkrpodoromeTpus

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (£ 2 nm). / Y®-crneKTpsl
NOTJIONIEHNS MCIBITYEMOrO pacTBopa u
pacTBOopa  CTaHIapTHOro  obpasua
KETOpONAaKa TPOMETaMHHA  JOJDKHBI
HMMETh MAaKCMMYMBI TIPH OFAHOMH U TOM Xke
JUIAHE BOJIHBI (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipogykt cooTBeTcTByeT Tpebopanusam HJL

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Pardeep Iposepeno: Himesh Kumar | Onobpeno: Menemigp / PykoBonutens
Kumar E Abhishek Chauhan
- -_:_ - DL'\
Reprint Date/ Reprint Date / Reprint Date / .
Hara: 31.10.2023 Hara: 31:10.2023 Hara: 31.10.2023
i Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 23900, Fax: +91 40 4900 2999: Email: mail@drreddys.com
CIN:185195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT 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
IIponyxr: Keropon” Dkenpece (ketopoiak) TalieTkH, AHCTEPrHPYEMbIE B MOJIOCTH PTa, 10 Mr

Batch No / : V2302130 Batch Quantity / : 3600000 tab /
Cepusn Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
AHAITHYECKHH 0TYeT Ne Jlara anaJiu3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JaTa mpoH3BOACTBA T'open a0

Analysis performed according ND / Ananaus nposezen mo HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel or

27.12.2021, n3menenne Ne2 or 11.11.2022)

Page 2 of 8 /Crp. 2 m3 8

No

No Results / Pe3ynbTaThl Specification / Hopma

Test / Iloka3aTennb

b) By HPLC / BOXX

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
OCHOBHOIO IMKa Ha XpoMaTorpamme
HCOBITYEMOTO  pacTtBopa  HOJDKHO
COOTBETCTBOBATh BpPEMEHH
yIEpXKHUBaHHs OCHOBHOTO THKa Ha
XpomaTorpamme pacTBOpa
CTaHIapTHOTO KeTOpOJIaka
TpoMeTaMHHa (paznen
«KoIHMuecTBEHHOE ONpeIeIeHHER).

Complies / CooTBETCTBYET

obpasia

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Iprmeyanue: [Ipoaykt cooteTcTBYET TpeGosanmsam HJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Pardeep IMposepero: Himesh Kumar | Ono6peHo: MeHem&EyKOBOL{HTCHB
Kumar . | Abhishek Chauhan |

i o~ -
Reprint Date / Reprint Date / Reprint Date / \
MHara: 31.10.2023 Jata: 31.10.2023 Jata: 31.10.2023

Registored Office 5-2-337, foad Mo. 3, Banjars Hills, Hydershao - 5006034, Talangans, Inzdic

Jel +21 304900 2800, Fax: +31 4049 , Email maii@drreddys.com
CIN: £L85195AP1532PLT0045067
wivw. drreadys.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  Tel: +91 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mponyxr: Keropon” Dkenpecc (keToponak) TabneTki, AHCEPrHpyeMbi€ B IOIOCTH PTa, 10 mr

Batch No / : V2302130 Batch Quantity / :+ 3600000 tab /
Cepus Ne Oo0bem cepuu 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
AnanuTnyeckuii oTger Ne Jara anaausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npoH3BOACTBA TI'onen xo

Analysis performed according ND / Apanns nposeaen no H/L:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3meHeHue Nel ot
27.12.2021, usmenenue Ne2 or 11.11.2022)

Page 3 of 8 /C1p.3 n3 8

1;.00 Test / IToxasaTens Results / Pe3ynpTaThl Specification / Hopma

3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoanuHHOCTH butylhydroxyanisole peaks on the
OyTHITHAPOKCHAHH30JI 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 yHepXMBaHHUA
MKOB  2-OyTUNTMAPOKCHAHM30JIa H
3-GyTHITHAPOKCHAHU30J1a Ha
XpoMaTorpaMme HCIIBITYEMOTO
pacTBopa JODKHBI COOTBETCTBOBATH
BpeMeHaM YAEpXKUBAHHA MTHUKOB
2-0yTHITHAPOKCHAHU30J1a U
3-0yTHNrHAPOKCHAHU30J1a Ha
XpoMaTorpaMmme pacTBOpa
CTaHAAPTHOTO obpasua
Oy THITUAPOKCHAHU30]1a (pazmen
«ConepxaHue

6YTHUITHAPOKCHAHU30JIA»).

4 Average weight / Cpeauss
mMacca

69.8 mg/ 69.8 Mr

67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Ot 67,2 Mr o 72,8 mr (70,0 Mmr £ 4,0 %).

Remarks: The Product conforms

[prmeyanue: [IpoaykT cooTseTcTBYeET TpeboBanuam H/L

to ND/

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Hara: 31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep IIpoeepenq; Himesh Kumar | OnobpeHo: MEHemneip\/ PykxoBoaHTeINb
Kumar = ‘ —~. | Abhishek Chauhan

oL : \
Reprint Date / Reprint Date / Reprint Date / A

Jara: 31.10.2023

Registered Office:

Tel +91 40 4900 28¢

8-2-357, hea
a)
Sy

d No. 3, Banjara iHilis, Hyderabud - 500034, Telangans, India
Fax. +91 40 400C 29499, Email meil@drreddys.com

CIN: L85195AR1283PLCO0A50T

wosndrreddyicom



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

CEPTHO®HUKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIp onyxr: Keropon" Dkenpecc (KeToponak) TadieTki, UCIEPrupyemMblie B HOJIOCTH PTa, 10 Mr

Batch No / : V2302130 Batch Quantity / : 3600000 tab /
Cepus Ne O0nem cepun 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
AHATMTHYECKUH oTUeT Ne JaTa ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
JlaTa mpoH3BOJACTBA TI'onen mo

Analysis performed according ND / Anayin3 npoBeJen no HA:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / namenenne Nel ot

27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page 4 of 8/ Crp. 4 u3 8

1}: Test / [TokazaTeJib Results / PesynbTaTel Specification / Hopma
I Uniformity of weight / Complies / COOTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOPOXHOCTH MACCHI 2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He OGomee +10 %
2/20 Tabnetok — He Goxnee = 20 %
5 Disintegration time / 00 min 25 sec / 00 MuH 25 cex Not more than 3 min / He 6onee 3 Mux
Pacnapaemocthb
6 Dissolution / PacTBopenne Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. CsH13NO3*CsH; 1INO; (ketor olac
Unit-2 / Ta611-2 101% tromethamine) in 15 min / He menee
Unit-3 / Ta6n-3 99% 75% (Q)  CisHisNOs*CsHiNOs
. . (keToposiaka  TPOMETaMMH)  4epe3
Unit-4 / Tabn-4 100% 15 MuH
Unit-5 / Tabn-5 103%
Unit-6 / Tabn-6 99%
7 Fineness of Dispersion/ Complies / CoOTBETCTBYET A uniform suspension passing through a
JucrepcHOCTh 710 pm sieve is formed. / O6pasyercs
OJIHOpPOJHAs CYCNEH3HsA, MNPOXOIIIad
CKBO3b CHUTO C pPa3MepOM OTBEPCTHM
710 MKM.

Remarks: The Product conforms to ND/

Tpumeyanue: [TpoayKT COOTBETCTBYET TPeOOBAHHAM HJ1

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosneHo: Pardeep Ipoepeno;, Himesh Kumar | Ono6peno: MeHemiep / PyKOBOJHUTENb
Kumar f _____—~ Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / - '

Jara: 31.10.2023 Hata: 31.10.2023 Jarta: 31.10.2023

Registered Office: §-2-337,

Tel: +61 40 4900 7900, =

Read MNn. 3, Banjara

Hills, Hydarabna - 500034, Telangana, India
axt +91 40 4900 2999, Enail msil@direddys.com

CIN: L85195AF1284PLCD0ASTY

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  Tel:+91 98166 56001-02
CEPTH®HUKAT AHAJII3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ Dxenpece (keToponak) TabaeTKH, AHCACPrHPYEMbIC B [10JI0CTH PT4, 10 Mr

Batch No/ : V2302130 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
AHAIUTHYECKHH oTueT Ne Jlara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npou3BoACTBA T'onen no

Analysis performed according ND / Anaius nposexen no HJL:

JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, nsmenenne Ne2 or 11.11.2022)

Page 5 of 8/ Crp. S uz 8

8 Related impurities / PoacTBeHHbIe NpHMecH

ketorolac 1-hydroxy analog /
1-ruapoKkcHasanor

Below LOD (LOD = 0.0010 %) /
Huxe npenena ooHapysxenus (IO =

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

KeTopoaka 0.0010%)
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6onee 0,8 %
1-KeTOaHAIOT KETOpOoJIaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eIMHUYHAs
HeuleHTU()UIIMPOBaHHAS
IPUMECh
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

9 Water / Boaa 34 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTaTo4uHble OPpraHH4ecKHe pacTBOPHTE/IH

Isopropyl alcohol /
H3onpomnanon

7 pg/tab /
7 MKT B Ta0yeTke

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

Remarks: The Product conforms to ND/

Ipumeuanne: IIpoaykt coorsercreyer Tpedorannam HJI

Conclusion: APPROVED /
3axuogenue: OJOBPEHO

Jlara: 31.10.2023

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosneHo: Pardeep [Mposepeno: Himesh Kumar | Onobpeno: Menemkep / Pykosoaures
Kumar f ~— | Abhishek Chauhan ?&k \
Reprint Date / Reprint Date / Reprint Date / ‘

Hara: 31.10.2023

Registered Office: 8-2-337, iicad Mo 3, Banjara hills, Hyderabas - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax. +91 401900 2999, Emai: mail@drreddys.com
CIN: L85195AP1934PLLC0045G7

www.drrecdys.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  Tel:+91 98166 56001-02
CEPTHO®HUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon" Dxenpecc (ketoposiak) TabaeTkH, AHCNEPrHpyeMble B II0JIOCTH PTa, 10 Mr

Batch No / : V2302130 Batch Quantity / : 3600000 tab/
Cepusn Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
Ananurnyeckuii orger Ne Jara anasausa

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025
Jara npoH3BoACTBA I'onen no

Analysis performed according ND / Apanu3s nposenen no H/L:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, uzmenenune Ne2 ot 11.11.2022)

Page 6 of 8/ C1p. 6 n3 8

11 | Microbial enumeration tests / MukpoGuonorudeckas Yyucrora*

a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / ObLuee 4ucio NA He 6onee 1000 KOE/r
a’pOoOHBIX MUKpPO-
OpTaHHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O61mee NA He 6onee 100 KOE/r
YHCIIO APOXOKEBBIX U
IIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyTcTBHE B 1 T
12 | Uniformity of dosage units / 3.6 Acceptance value (AV) not more than
OaHOpPOIHOCTH 15.0 / TIpuemouHoe 3nadeHue (AV) He
JO3UPOBAHMSI oosnee 15,0.
13 | Assay/ KonuyecTBeHHOE 9.8 mg/9.8 Mr From 90mg to 11.0mg of
onpeaeyieHHe (98.4 %) C15sH13NO3*C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
ao 1 1,0 MI’ C15H13N03'C4H11NO3
(xeToponaka tpomeramus) (o1 90,0 mo
110,0 % OT 3aBJIEHHOTO KOJIMYECTBA) B
TabreTKe
14 | Butylhydroxyanisole 0.0985 mg/tab / Not less than 0.042 mg/tab /
content / Coaepxanue 0.0985 mr B TabneTke He menee 0,042 mr B TabneTke
Oy THArHAPOKCHAHN30/1a

Remarks: The Product conforms to ND/
[pumeyanue: [IpoaykT cooTseTcTBYET Tpebosanram H/L

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep Iposepeng: Himesh Kumar | Onobpeno: Menemicep/ Pykosoaurens
Kumar an——’;' Abhishek Chauhan

of | L\
Reprint Date / Reprint Date / Reprint Date / i
Hara: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangans, tadiz
Tel: +91 40 4900 7900, Fax: +91 40 4900 2939, Email: mzil@drreddys.com

CIN: L85195AP1934PLCOO4307
vy drroddyc.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 Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIM3A www.drreddys.com

JaTa npou3BOACTBA

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg —‘
Ipoaykt: Keropon™ Dkenpece ( KeToponak) TabeTKH, IMCIEPrHPyEMBbIC B OJI0CTH PTa, 10 Mr
Batch No / : V2302130 Batch Quantity / : 3600000 tab /
Cepua Ne O0BeM cepHH 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
AnanuTHYECKHH oTUeT No JaTa ananu3a
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2025

I'onen a0

Analysis performed according ND / Auanu3 nposeaen no HJL:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, nzmenenne Ne2 or 11.11.2022)

Page7 of 8 /C1p. 7 m3 8

15 | Package/ YnmakoBka 10 tablets in

(PA/AL/PE

a Dblister of | 10 tabletsina blister of (PA/AL/PE with

with | desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Tlo 10 Tabnerok B
omactepe w3 (ITA/AJVIID ¢
praronornotutenem/II3BII)

dombru // (IID/AJT) ponsru. Ilo
2 GnucTepa ¢ UHCTPYKLMER IO

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
Tabnetox B Gmuctepe u3 (ITA/AJIIID ¢
praromnornoratenem/IIDBIT) doneru //
(IT3/AJT) donsru. Ilo 1 wiu 2 Gnuctepa
C MHCTpYKUMeH M0 TNPHUMEHEHHIO B
24Ky KapTOHHYIO.

NPUMEHEHUIO
KapTOHHYIO.

B

mavyKky

16 | Labeling / MapxupoBKa

According to ND / B cooteetcTBuu ¢ HJ|

Xpanenue

17 Storage conditions /

Below 25 °C. / Ilpu Temneparype He Bbiute 25 °C.

18 Shelf life / Cpok roanocTu

2 years / 2 rofa

* 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 JIEKAPCTBEHHOTO NPeNapaTa KOHTPO/Ib Ka4ecTBa 1o nokaszarteio «KMuKpobHoaoruiecKasn
YHCTOTa» NPOBOAMTCS AUIst Kaxnoi 20-oii cepun, Hnv As O[IHO{1 CEPHH B I'ojl, B 3aBHCUMOCTH OT TOT0, 1TO

HACTYNHUT paHbUIC.

Remarks: The Product conforms to ND/
[Mpumeuanue: [TponyKT COOTBETCTBYET tpebosannsm HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Hata: 31.10.2023

Jlata: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxroroeneHo: Pardeep Iposepeno: Himesh Kumar | Onobpero: Menenxep / PykoBoautenb
Kumar _—. | Abhishek ChauhaiL \
Reprint Date / Reprint Date / Reprint Date / -

JHara: 31.10.2023

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Talangang, india
Tel: +91 40 4900 7900, Fax: +91 40 4900 2955, Email: mail@drreddys com
CIN: 1.85195AP1984PLCO0-1507
www.drreday:.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  Tel: +91 98166 56001-02
CEPTHONKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoayxkr: Keropon” Dkenpece (keToposak) TAONETKH, IMCTIEPrHPYEMbIE B [IOJIOCTH PTa, 10 mr
Batch No / : V2302130 Batch Quantity / :+ 3600000 tab /
Cepus Ne O0BeM cepiy 3600000 Tab
Analytical Report No / : 890001697357 Date of Analysis / : 31.10.2023
AHaJIuTHYECKHH oT4eT Ne Jara ananusa
Date of Manufacture / : 10-2023 Date of Expiry / + 09-2025
JlaTa npoH3BOACTBA Topen g0

Analysis performed according ND / Ananu3s npoBeaeH no HJI:

JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenne Nel ot

27.12.2021, u3menenue Ne2 or 11.11.2022)

Page 8 of 8/ Crp. 8 u3 8

API name / Haumenopanue AD®C:

Ketorolac tromethamine / KeToposiaka

Homep cepin cyberanuun nponssoautens [JID:

TpPOMETaMHUH
INN / MHH: Ketorolac / KeToponak
API manufacturer batch number /
Homep cepnn nponssoantens ADPC: ABQH005388
FP Manufacturer API Batch number / FEQA00495

API Manufactured by & country /
Ipouseoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Penmn'c Jlaboparopue JITa., Muams

Remarks: The Product conforms to ND/
IMpumeuanue: [IpogyKT COOTBETCTBYET tpebosanusam HJT

Conclusion: APPROVED /
3aknaodenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Pardeep INpoepeno: Himesh Kumar | Onobpero: Menemiep / PykoBoauTeENb
Kumar f ) — Abhishek Chauhan ‘) \
Reprint Date / Reprint Date / Reprint Date / } \
Jara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023
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