Dr.Reddy’s ‘;‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHO®HKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon™ Skenpecc (keToposak) TabiieTkH, UcneprupyeMble B NOA0CTH pTa, 10 Mr

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepns Ne O6beM ceprn 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHAaJHTHYECKHH 0TueT Ne Jara anannsa

Date of Manufacture / : 1272023 Date of Expiry / : 11/2025
JaTa npousBoicTBa T'open no

Analysis performed according ND / Ananu3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, n3menenne Ne2 ot 11.11.2022)

No

N Test / Iloka3zaTens

Results / Pe3ynsTathr

Page1 of 8/ Crp. 1 u3 8

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpymse, mnockue
TabneTku ¢ ¢ackoit, ceeTio-
XKEJITOTO LBETa C TPaBHPOBKOH
«|» Ha 0aIHOIA CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, ruiockue Tabnetky ¢ hackoi,
CBETJIO-KENTOrO IBETA C IPaBUPOBKOM
«» Ha oTHOM cTOpOHE.

2 Identification / ITopuHHOCTS

Ketorolac / Kemoponax

a) Byuv/
Vd-cnexrpodoromeTpus

Complies / CooTBETCTBYET

UV spectra of the test solution and
ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (+ 2 am). / V®-cnekTpsr
MOTJIOLLEHHS HCIBITYEMOrO PacTBOpa M
pacTBopa  CTaHZapTHOro  ofpasua
KETOpONIaka TPOMETAMHHA  JOJDKHEL
MMETH MaKCHMYMBI [IPU OJTHOM U TO#H e
JUTHHE BOJIHBI (£ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanne: IlponykT cooTBeTcTBYET TpeboBanusm HJT

Conclusion: APPROVED /
3axkmwoyenne: OJJOBPEHO

Prepared by /
IMogrorosneno: Shivani Devi

Wl

Checked by /
INposepeno: Rama Kant

il

Approved by: Manager/Executive /
Onobpeno: Menemxep,/ Pykopogurens
Abhishek Chauhan

NN

Reprint Date /
HaTta: 03.01.2024

Reprint Date /
Harta: 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, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.ccm




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltg
Formulation Unit-6

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

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon™ 3kenpéce (ketoposnak) Tabierky, aucnepripyemsie B noaocty pra, 10 Mr

Batch No / 1 V2302654 Batch Quantity / : 3600000 tab /
CepHa Ne O6nbem cepun 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AnaJIHTHYCCKHIH oTyeT Ne JlaTa ananu3a

Date of Manufacture / : 12/2023 Date of Expiry / ¢ 1172025
JlaTa npoH3BoacTBA Tonen go

Analysis performed according ND / Auanu3s npoBeaen mo HJ{:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot
27.12.2021, n3menenue Ne2 ot 11.11.2022)

Page 2 of 8/C1p.2 n3 8

No

N | Test / Ilokaszarenn

Results / PezynsTaTs!

Specification / Hopma

b) By HPLC / BOXX

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). / Bpems ynepxuBaHHS
OCHOBHOTO MNHMKa Ha XpOMaTorpaMmme
MCOBITYEMOTO  pPacTBOpa  JOJIXKHO
COOTBETCTBOBATH BpEMEHH
VIEP)KMBAHUS OCHOBHOTO THKa Ha
XPOMATOTPAMME pacTeopa
CTAaHmapTHOTO o6pasiia KeToposaka
TpoMeTaMHHa (paznen
«KonuyecTBeHHOE ONpeIeTIEHUEN).

Remarks: The Product conforms to ND/
Ipameuanne: IpoxykT cooTsercTByeT TpeboBanmam HI{

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Shivani Devi | [posepeno: Rama Kant Onobpeno: Menemwidp / Pyxosoaurens
AT m}t&— Abhishek Chauhan K_
) / \ _ \
Reprint Date / Reprint Date/ Reprint Date /
Hara: 03.01.2024 JaTa: 03.01.2024 Jlara: 03.01.2024

Registored Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emai!: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




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

@e '
DI‘. Red dY’S ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUDPUKAT AHAJIN3A www.drreddys.com
Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ilpomykr: Keropon™ Skenpece (keroponak) TabaeTky, AMCAEPTHPYEMBIE B OIOCTH PT4, 10 mr
Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepHH 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHaTHTHYeCKHIH oTyeT Ne JlaTra ananu3a
Datc of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npoH3BoacTBa T'open no
Analysis performed according ND / Auanu3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or
27.12.2021, uamenenne Ne2 ot 11.11.2022)
Page30of8/Crp.3n3 8
1}2 Test / IToxazarens Results / PeaynbTaTs Specification / Hopma
3 Identification Complies / CooTBeTCTRYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
MoanuuHoCTH butylhydroxyanisole peaks on the
6y THITHAPOKCHAHH30 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 YAEpXHBAHHA
NMUKOB  2-OYTHJITUIPOKCHAHHM3ONA H
3-6yTHIrHAPOKCHAHM301a Ha
XpoMaTorpaMmme HCIBITYEMOI'O
pacTBopa HOJKHBl COOTBETCTBOBATbH
BpPEMEHZM  YIED)KMBAHUA  ITHKOB
2-6yTHITHUAPOKCHAHK301a u
3-6yTWIrMAPOKCHAHHK30JIa Ha
XpoMarorpaMmme pacTBOpa
CTaHAAPTHOTO obpaszna
OYTHITHAPOKCHaHH3011a (pazmen
«Copepxanue
6YTUNTUAPOKCHAHH30JIAY).
4 Average weight / Cpeansis 68.2 mg / 68.2 Mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
mMacca 0Ot167,2wmr 10 72,8 Mr (70,0 Mr£4,0 %).
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: IIpoaykr cooTseTcTRYeT TpebopanuiM HJI 3akiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iogrorosneno: Shivani Devi | [Tposepeno: Rama K-Fnt Onobpeno: Menemkep/ Pykopoauresns
-_— o Abhishek Chauhan (
i dubrt -
Reprint Date / Reprint Date / Reprint Date / 3
Hara: 03.01.2024 Jara: 03.01.2024 JHata: 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, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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 : 491 98166 56001-02

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon™ Brenpece (ketoponak) TabnerkH, AUCHEpripyemsle B MOI0CTH pra, 10 Mr

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepiin Ne O6Bbem ceprH 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AnajduTHYecKHH oTHeT Ne Hara anahu3sa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JI2T4 npoH3BOACTBA T'onen go

Analysis performed according ND / Auann3 npopegen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenue Nel ot

27.12.2021, mamenenne Ne2 o7 11.11.2022)

Pagc4of8/C-rp.4u3 8

NN:) Test / IlokasaTesib Results / PesynsTaTs! Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OOHOPOAHOCTH Macchl 2/20 tablets - not more than + 20 % /

18/20 Tabnerok — He Gomee * 10 %
2/20 tabnetok — He Horee = 20 %

5 Disintegration time / 00 min 17 sec / 00 MuH 17 cex Not more than 3 min / He 6onee 3 Mun
Pacnagaemocth

6 Dissoluation / PacrBopenne Unit-1 / Ta6n-1 99% Not less than 75% (Q) of

. 0 CisH13NO3C4H | (NO; (ketorolac
LIS ) g 100% tromethamine) in 15 min / He MeHee
Unit-3 / Ta6n-3 98% 75% (Q)  CisHiaNO3*C4HiiNOs

. . (xeToponaka  TpPOMETaMHH)  dYepes
Unit-4 / Tabn4 98% S
Unit-5 / Ta6n-5 101%

Unit-6 / Ta6n-6 103%

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

JucnepcHocTh 710 pum sieve is formed. / ObpasyeTcs
OIHOpOIHAs CYyCTEH3Hs, MpOXoAsuas
CKDO3L CHTO € pasMEpPOM OTBepCTHIA
710 MKM.

Remarks: The Product conforms to ND/
[pumeyanue: [IpogykT cootBeTcTBYeT Tpeboranuam HJI

Conclusion: APPROVED /
3akaouenne: OJOBPEHO

Prepared by /
IMoarotosieno: Shivanm Devi

AT

Checked by /
Ipoeeperno: Rama Kant

oot

Approved by: Manager/Executive /
Onobpeno: Menemrep / PyxosoauTesns
Abhishek Chauhan Ik'

(s
h ™’
"

Reprint Date /
Hara: 03.01.2024

Reprint Date /
Jara: 03.01.2024

Reprint Date /
Jata: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85135AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s Q;"'

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHUKAT AHAJIU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
MpoaykT: Ketopon™® Dkenpecc (ketopoiak) TabneTky, AHCTIEprHpyeMbIe B NIONIOCTH pTa, 10 Mr

Batch No / : V2302654 Batch Quantity / : 3600000 tab /
Cepusa Ne Ob1em cepiu 3600000 Tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHATHTHYECKMIT oTyeT N2 Jara ananusa

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara mpousBoacTBa I'onen no

Analysis performed according ND / Ananns nposeacs no H/I:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel or

27.12.2021, namenenne Ne2 or 11.11.2022)

PageSof8/Crp.Su3 8

8 Related impurities / PoacreenHbie npamecH

ketorolac 1-hydroxy analog /
1-rnppokcunananor

Below LOD (LOD = 0.0010 %) /
Huxe npeuena o6Hapyxenua (110 =

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

KeToponaka 0.0010%)
ketorolac 1-keto analog/ 0.06 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaNor KeTopoJaka
Any unidentified impurity / 0.01 % Not more than 0.5 % / He 6onee 0,5 %
eMUHIYHast
HEUOECHTHHLMPOBaHHASA
pHMeECh
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CymmMa npumeceit
9 Water / Boaa 2.7 % Not more than 7.0% w/w /
He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTo4Hble OpraHnyecKkue pacTBODHTENH

Isopropyl alcohol /
H3zonponaHon

6 pg/tab /
6 MKT B TaOJIeTKe

Not more than 350 pg/tab /
He 60onee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/
Ilpumeyanse: [poaykr cooTBeTcTBYET TpeboBaHuaM HI

Conclusion: APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
Toarotoenero: Shivani Devi | IMpoeepeno: Rama Kant Onobpero: Menemxep/ Pyxosonurene
/&“, __td* Abhishek Chauhan | _
/ i v il - el \
Repnnt Date / Reprint Date / Reprint Date /

Jara: 03.01.2024

Jara: 03.01.2024

Jara: 03.01.2024

Registerea Oifice: 8-2-337, Read No_ 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1384PLC0O04507

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
CEPTHO®HUKAT AHAJIIA3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Npoxykt: Keropon® Bxcnpece (keroponak) TabneTkH, AUCIeprapyeMsie B nonoctd pra, 10 mr

Batch No/ : V2302654 Batch Quantity / : 3600000 tab /
Cepus Ne Obnem cepun 3600000 rab6
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AnanuTHyeckuii oTuer Ne Jara anajansa

Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
Jara npoH3BOACTBA T'ogen go

Analysis performed according ND / Ananns nposcaes mo HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend No2 from 11.11.2022 / usmenenune Nel or

27.12.2021, uzmenenune No2 ot 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8
11 | Microbial enumeration tests / MuxpoGuoJyiornueckas yucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1wee 9HCI0 He 601ee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obuiee He 6osiee 100 KOE/r
YUCIIO APOXOKEBBIX U
IUTECHEBBIX TPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OtcytctBue B 1 1
12 Uniformity of dosage units / 3.1 Acceptance value (AV) not more than
OgHopoaHOCTH 15.0 / Tlpuemousoe 3Hauenue (AV) ne
03U pOBAHUSA fornee 15,0.
13 | Assay/KoianyecTBeHHOe 10.2 mg/ 10.2 Mr From 90mg to 11.0mg of
onpenesicHHe (101.6 %) Ci1sH1aNO3*C4H;1NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 MTr
po 11,0mr  CysHisNO3*C4H;1NOs
(xeToponaka TpomeramuH) (oT 90,0 no
110,0 % OT 3a4BIEHHOT0 KOJIMYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.U993 my/tab / Not less than 0.042 mg/taly /
content / Conaepxxanne 0.0993 mr B TabaeTke He menee 0,042 mr B TabneTke
Gy THITHAPOKCHAHH30/1a :

Remarks: The Product conforms to ND/
ITpumeuanne: ITpoaykT cooTBeTcTBYeT TpeboBanmsm HII

Conclusion: APPROVED /
Sakmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrotoneHo: Shivani Devi | IIposepeno: Rama Kant Onobpeno: Menemwxkep\/ PykosoauTess

AT ﬂ Abhishek Chauhan /\
Reprint Date / Reprint Date / Reprint Date / —
JHara: 03.01.2024 Hara: 03.01.2024 Hara: 03.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com




Dr.Reddy’s Qfg‘

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
Npoaykt: Keropon™ Dxcnpece (keToponak) TablIeTKH, JUCTeprpyeMbie B NOAOCTH pTa, 10 Mr

Batch No / : V2302654 Batch Quantity / :+ 3600000 tab /
Cepnsi Ne O6Bem cepHH 3600000 tab
Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024
AHaNHTHYeCKHH oTyeT No Jara anannza

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jdara npon3BoAcTBA I'open Ao

Analysis performed according ND / Anannz nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot

27.12.2021, namenenne Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7 u3 8

15 | Package/Ymakorka

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. / Io 10
tabierok B 6nkictepe u3 (ITA/AJI/IID ¢
piaronornorurenem/I13BII) donsru //
(IT3/AJ]) donsru. [To 1 win 2 6auctepa
C WHCTPYKUWEH 1O INpPHMEHEHHIO B
[ayKy KapTOHHY!O.

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. / ITo 10 Tabnerox B
onucrepe w3z  (ITA/AJVIID ¢
Binaronoryioturenem/IIDBIT)
¢onsry // (IT3/AJT) ponbry. Io
2 6nucTepa ¢ MHCTPYKLHMEN IO
NpUMEHEHHIO B nayKy
KapTOHHY!O.

16 | Labeling / MapkupoBka

According to ND / B coorsercteun ¢ HJ{

17 | Storage conditions /
XpaneHue

Below 25 °C. / TIpu Temniepatype He Boiie 25 °C.

18 Shelf life / Cpox rogxocry

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.

* [Ipy BbINYCKe JIEKAPCTBEHHOTO NPENapaTa KOHTPOJL KA4ecTBa Mo nokasarenro «MHkpoOHoornieckas
YHUCTOTA» NMPOBOAHTCS AJTA KaXnoii 20-0if cepuH, WM AN OHOH CEPHH B I'GA, B 3aBUCHMOCTH OT TOr0, 4TO

HACTYNHT paHbIIIE.

Remarks: The Product conforms

ITpumeuanue: Ilpoaykr cootreTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
Sakawuenue: OJJOBPEHO

to ND/

Prepared by / Checked by / | Approved by: Manager/Executive /
IMoaroroeneno: Shivani Devi | IlpoeepeHo: Kant Onobpeno: Menemiep / Pyxosoautens
— o(= | Abhishek Chauhan

A e e |
Reprint Date / Reprint Date / B Reprint Date /

Hara: 03.01.2024

Hara: 03.01.2024 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: L85195AP1984PLCD04507
www.drreddys.com




Dr.Reddy’s Qf"”

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponyrr: Ketopon”™ Skenpece (ketoponak) TabneTku, AUCHEprupyeMble B 1oyocTy pra, 10 Mr

Batch No / : V2302654 Batch Quantity / ¢+ 3600000 tab /

Cepus Ne O6nem cepun 3600000 Tab

Analytical Report No / : 890001709549 Date of Analysis / : 03.01.2024

AHasMTHYEeCKHH oTdeT No JlaTa ananin3za

Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
T'onen po

Hata npouzBoacTBa

Analysis performed according ND / Anasms nposeaen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend N2 from 11.11.2022 / n3ameHenue Nel or

27.12.2021, mamenenne Ne2 or 11.11.2022)

Page 8 of 8§ / Crp. 8 u3 8

API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketoponaxa
TPOMETaMUH

INN / MHH:

Ketorolac / KeTopomak

API manufacturer batch number /
Howmep cepuit nponssoantens ADC:

ABQH006612, ABQH006486

FP Manufacturer API Batch number /
Homep cepun cyberanuitg npoussomivens JIP:

FEQA00567, FEQA00574

API Manufactured by & country /
IIpon3eoaurens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pepny'c JIabopatopuc Jita., Urmus

Remarks: The Product conforms to ND/
Ipumenanue: [poaykr coorsercrsyer Tpebosanuam HJT

Conclusion: APPROVED /
3axawyenne: OJOBPEHO

Prepared by / Checked by /

[Toarorosneno: Shivani Devi | [posepeno: Rama Kant
)

AT G

Approved by: Manager/Executive /
Opnobpeno: Menemxep A Pykosoanress
Abhishek Chauhan \ \

Reprint Date / Reprint Date /
Harta: 03.01.2024 Hata: 03.01.2024

L]

Reprint Date /
Hara: 03.01.2024
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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