Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDJA

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Ketopon® Dkcmpecc (keToposiak) TabneTku, Aucneprupyemsie B oj1ocTH pra, 10 mr

Batch No / : V2302047 Batch Quantity / : 3600000 tab /
Cepust Ne Oo6Bem cepun 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AHaauTHYCCKHI oTyeT No JlaTa anaiu3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JaTa npon3soacTsa TI'open no

Analysis performed according ND / Ananu3 nposeaen mo H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 n3 8

No

Test / Tloka3aTean
Ne

Results / Pe3ynbTaThl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrnele, miockue
TabgeTkd ¢ (Qackoi, CBeTyo-
)KEJITOro IBeTa C IPaBUPOBKOM
«|» Ha omHO¥ cTOpOHE.

Light yellow round flat beveled tablets
with "[" debossed on one side. /
Kpyrisle, miockue TabneTku ¢ packoi,
CBETJIO-XKEJITOTO LIBETa ¢ IpaBUPOBKOM
«l» Ha OIHOM CTOpOHE.

2 Identification / ITomMHHOCTE

Ketorolac / Kemoponax

a) ByUv/
V®-cniekrpodoToMeTpus

Complies / CoOTBETCTBYET

UV spectra of the test solution and
ketorolac ~ tromethamine standard
solution should have peaks at the same
wavelength (+ 2 nm). / V®-criekTpsl
TIOTJIOIIEHHS UCTIBITYEMOTO pacTBopa 1
pacTBOopa  craHmapTHOro  obpasua
KETOpONdaKa TPOMETAaMHHA JOJDKHBI
HMETh MaKCHUMYMBI IIDM OJTHOM U TOM e
JUTUHE BOJTHEI (+ 2 HM).

Remarks: The Product conforms to ND/
Ilpumeuanne: IIpoaykr cooTBeTcTBYeT Tpeboranuam HJJ

Conclusion: APPROVED /
3axkmwuenue: OJOBPEHO

Jlara: 23.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santosh ITposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBonurelis
Kumar Maurya @g_ Munish Sharm_ac;_’/,

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.10.2023

Jara: 23.10.2023

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, IND|A

CEPTUOUKAT AHAJIU3A

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Keropon® Dkcnpecc (keToponak) TabyeTkH, JUCneprupyembie B noaocTy pra, 10 mr

Batch No / 1 V2302047 Batch Quantity / : 3600000 tab /
Cepust Ne O0beM cepHH 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AnanuTHdyeckuii orger Ne JlaTa ananu3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jara npon3Boiacraa T'onen mo

Analysis performed according ND / Ananu3 nposenen no HJI:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenue Nel ot

27.12.2021, nzamenenne Ne2 or 11.11.2022)

Page2 of 8 /Ctp. 2 u3 8

No

Test / [loka3aTennb
Ne

Results / Pe3ynbTaTsl

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 ynepXuBaHUS
OCHOBHOTO [MMKa Ha XpOMaTorpamMe

UCIILITYEMOTO  pacTBopa  JOJDKHO
COOTBETCTBOBATh BpEMEHU
YIOEP)KUBAHUSA OCHOBHOTO IHKAa Ha
XpoMaTorpaMmme pacTBopa
CTaHgapTHOro obpasla KeTopoJiaka
TpOMeTaMUHa (paznen

«KonuyecTBeHHOE OﬂpCHCHCHI/IC») .

Remarks: The Product conforms to ND/
ITpumeuanue: IlpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3aximoyenne: OJJOBPEHO

Jara: 23.10.2023

Jara: 23.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroenexo: Santosh [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykoogurens
Kumar Maurya @ Munish Sharma

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.10.2023

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: L85195AP1984PLC004507
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, IND|A

CEPTUOPUKAT AHAJIM3A

Tel : 491 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkenpecc (keToponak) TabneTku, JUCIepripyeMble B II0JIOCTH pTa, 10 Mr

Batch No / 1 V2302047 Batch Quantity / : 3600000 tab /
Cepusa Ne O0BeM cepun 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AxanuTHyecKni oryer No JlaTa anann3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jdara npon3BoacTBa T'onen o

Analysis performed according ND / Anasnu3 nposenen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot
27.12.2021, n3menenne No2 or 11.11.2022)

Page3 of 8 /Crp. 3 u3 8

i.oo Test / Iloxa3aTesb Results / Pe3ynbraTs Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times  of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
HopnuHHOCTHL butylhydroxyanisole peaks on the
Oy THIrHAPOKCHAHH301 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 yaepXUBaHUSA
NHKOB  2-OyTHUATHAPOKCHAHU3ONA K
3-6yTHNrHaPOKCHAHH30Ia Ha
XpoMmarorpamme HCIIBITYEMOTrO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMeHaM yIOEPKUBAHHS IMKOB
2-6yTHATHIPOKCHAHHU30J1a U
3-0yTUITHAPOKCHAHH30JIa Ha
XpoMaTorpaMmme pacTBopa
CTaHJapTHOTO obpasiia
OYTUITHIpOKCHAHU30J1a (pazmen
«ConepxaHue
OyTUIATHAPOKCHAHU3O0JIAY).
4 Average weight / Cpennsis 68.7 mg / 68.7 mMr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %)./
Macca Ot 67,2 Mmr a0 72,8 mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/
ITpumeuanue: [IponykT coorBeTcTBYeT TpeboranusM HJJ

Conclusion: APPROVED /
3akmawuenne: OJJOBPEHO

Prepared by /
Ioarorosneno: Santosh
Kumar Maurya @

Checked by /

-

ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemsxkep / QJIHTENh
Munish Sharma

Reprint Date /
Hara: 23.10.2023

Reprint Date /
Jara: 23.10.2023

Reprint Date /
Hata: 23.10.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOPUKAT AHAJIM3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IIpoaykr: Keropon® Okcnpecc (ketoponak) TabieTkH, AMCIeprupyeMble B ITOJNOCTH pTa, 10 Mr

Batch No / : V2302047 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0neM cepuu 3600000 tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AHajuTH4ecKHil oTyeT Ne JlaTa aHajiM3a

Date of Manufacture / : 09-2023 Date of Expiry / ¢ 08-2025
Jarta npousBoacTBa T'onen po

Analysis performed according ND / Anamns nposenen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel or

27.12.2021, uzmenenne No2 ot 11.11.2022)

Page 4 of 8 /C1p. 413 8

i.:) Test / Tloka3aTenn Results / Pe3ynbrathl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than = 10 %
OAHOpPOAHOCTHL MACChl 2/20 tablets - not more than + 20 % /

18/20 Tabnetok — nHe Gonee + 10 %
2/20 Tabnetrok — He 6onee = 20 %
5 Disintegration time / 00 min 30 sec / 00 mun 30 cex Not more than 3 min / He 6o5ee 3 mun
Pacnagaemocrhb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 99% Not less than 75% (Q) of
X C15H13NO3¢C4H1NOs (ketorolac
Unit-2 / Ta6n-2 97% tromethamine) in 15 min / He menee
Unit-3 / Tabn-3 95% 75% (Q  CisHisNO3*C4HNO;3
. . (xeTopoyiaka ~ TpPOMETaMMH)  4epes
Unit-4 / Tabn-4 99% 15 Muu
Unit-5 / Tabn-5 101%
Unit-6 / Tabn-6 101%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTs 710 um sieve is formed. / O6pasyercs
OHOPOMHAsl CYCIIEH3Us, MPOXONAIAs
CKBO3b CHTO C pa3MepoM OTBEPCTHI
710 MKM.

Remarks: The Product conforms

ITpumeuanmne: Ilpoaykr coorpercTByeT TpeboBanusam HJJ

to ND/

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh [poeepeHo: Pardeep Kumar | Onobpeno: Menemxep / Pyxqpgonurens
Kumar Maurya @L Munish Sharma &

Reprint Date / Reprint Date / Reprint Date /

Jara: 23.10.2023 Jara: 23.10.2023 Hara: 23.10.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘%.'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykr: Keropon® Dkcnpecc (keToponak) TabieTky, JUceprupyemble B 0JI0CTH pTa, 10 Mr

Batch No / : V2302047 Batch Quantity / : 3600000 tab /
Cepus Ne Oo0Bem cepun 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AHaJIMTHYECKMH oTyeT Ne Jarta apannuza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jara npousBoacTBa I'oxen no

Analysis performed according ND / Ananns nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenne Nel or

27.12.2021, uzamenenne Ne2 ot 11.11.2022)

Page S of 8 /Crp. Su3 8

8 Related impurities / PoacTeeHHble mpumecu

1-ruppokcuaHanor
KeTopoJiaKa

ketorolac 1-hydroxy analog /

Below LOD (LOD = 0.0010 %) /

0.0010%)

ketorolac 1-keto analog/
1-xeroananor ketopoJjaka

Huxe npenena o6Hapyxenus (I10 =

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

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

0.06%
Any unidentified impurity / Not more than 0.5 % / He 6onee 0,5 %
eIUHUYHAs
HeUuIEeHTHHUUMPOBAHHAS 0.01 %
NpUMEChH
Total impurities / 0.1% Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceif
9 Water / Bopa 24 % Not more than 7.0% w/w /

He 6onee 7,0 %

10

Residual solvents by GC/ OcTarouyHble opranu4ecKHe pacTBOPHTEH

Isopropyl alcohol /
Hzomnponanon

03 pg/tab /
03 Mkr B TabJIETKE

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

Remarks: The Product conforms to ND/
IIpumeuanue: Ilpoaykr cooTBeTcTBYeT Tpeboanusm HJ|

Conclusion: APPROVED /
3akaruenue: QJIOBPEHO

Prepared by /
Ioaroroenero: Santosh

K Maury L.
umar Maurya (;g//

Checked by /
Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemwkep / PyxoBonuresb
Munish Sharma

Reprint Date /
Jlara: 23.10.2023

Reprint Date /
Jara: 23.10.2023

Reprint Date /
Jara: 23.10.2023

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: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDI|A

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
HpoaykT: Keropon® Dxcnpece (keToposak) TabaeTky, JUceprupyeMble B MONOCTH pTa, 10 Mr

Batch No / : V2302047 Batch Quantity / : 3600000 tab /
Cepus Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AHajnnTHYeCKMH oTYeT No JlaTa ananu3za

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
Jara nponsBoacTea I'ogen no

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

27.12.2021, n3menenue Ne2 or 11.11.2022)

Page 6 of 8/ Ctp. 6 u3 8

11 | Microbial enumeration tests / MukpoGuosnornueckast Yucrora*
a) Total Aerobic Microbial Not more than 1000 CFU/g /
Count / Obuiee yucio NA He 6osee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Not more than 100 CFU/g /
and moulds count / O6uiee NA He 6onee 100 KOE/r
YHCIIO JPOXOKEBBIX U
IUTECHEBBIX IPUOOB
c) Escherichia Coli NA Shell be absent in 1 gram /
OrcytcTBHE B 1 T
12 | Uniformity of dosage units / 4.8 Acceptance value (AV) not more than
OaHopoaHOCTb 15.0 / ITpuemouHoe 3HaueHue (AV) He
J03UPOBAHMS 6onee 15,0.
13 Assay / KonnuyecTBennoe 9.9 mg/9.9 mr From 90mg to 11.0mg of
onpenesieHHe (98.7 %) Ci15sH;3NO3+C4H 1 NO; (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'C4H1 1NO3
(xeroponaka tpomeramus) (ot 90,0 mo
110,0 % oT 3asBJIEHHOTO KOJIMYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0926 mg/tab / Not less than 0.042 mg/tab /
content / Copepxanue 0.0926 mr B TabneTke He menee 0,042 Mr B TabneTke
OyTHArUAPOKCHAHHU30/12
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJJ 3axmrouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosieHo: Santosh ITposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykoBogurensb
Kumar Maurya (@@t OL/ Munish Sharma é)(
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.10.2023 Hara: 23.10.2023 Hara: 23.10.2023

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: L85195AP1984PLC004507

www.drreddys.com




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

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

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoaykr: Keropon® Dxenpecc (keToposak) TabneTky, AUcepriupyeMble B HOJIOCTH pTa, 10 Mr

Batch No / : V2302047 Batch Quantity / : 3600000 tab /
Cepusa Ne O0beM cepHHE 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AHaJIUTHYECKHH oTUeT No Jara ananuza

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JdaTta npom3BoAcTBa T'onen no

Analysis performed according ND / Anayms nposeaen mo HJL:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenmne Nel ot

27.12.2021, namenenue Ne2 or 11.11.2022)

Page 7 of 8/ Ctp. 7u3 8

15 | Package/ YnakoBka 10 tablets in a blister of | 10 tabletsin ablister of (PA/AL/PE with
(PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1

desiccant/HDPE) foil // (PE/AL)
foil. 2 blisters with patient
information leaflet in a carton
pack. / Ilo 10 Tabnerox B
omuctepe un3  (ITA/AJIIID ¢
Biaronornorureem/[13BIT)

¢doneru // (ITS/AJ1) donbru. Io

or 2 blisters with patient information
leaflet in a carton pack. / Ilo 10
tabnetok B Giuctepe u3 (ITA/AJI/TID ¢
pnaronorjoturenem/I13BIT) donbru //
(I13/AJ1) dponabru. ITo 1 unu 2 6nucTepa
C UHCTpYKUMeW N0 TNPUMEHEHUIO B
MayKy KapTOHHYIO.

2 Gmycrepa ¢ HHCTPYKIMEH IO
IPMMEHEHUIO B nayKy
KapTOHHYIO.

16 | Labeling / MapxkupoBka According to ND / B cootBeTcTBIE ¢ H/J

17 | Storage conditions / Below 25 °C. / Ilpu Temniepatype He Bbiwe 25 °C.

XpaneHue

18 | Shelf life / Cpox rognocTn 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.

* JIpu BbIMYyCKe JIEKAPCTBEHHOro NpenapaTa KOHTPOJIb KaYecTBa Mo NokasaTesio «MukpoOuoIoruiecKas
YUCTOTAY NPOBOAUTCS AJIS1 KaxKaoi 20-0ii cepum, niiu AJist OMHOMN CEPHHU B roll, B 3aBUCHMOCTH OT TOr0, YTO

HACTYNUT paHbLIeE.

API name / Haumenoanue A®C: Ketorolac tromethamine / KeToponaka
TpOMEeTaMHH
INN / MHH: Ketorolac / KetopoJiak
API manufacturer batch number /
Homep cepun npouseoautensa ADC: ABQH004848
Remarks: The Product conforms to ND/ Conclusion: APPROVED /

ITpumeuanwne: Ilpoaykr cooTBeTcTBYET TpeboBaHusm HJ| 3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MonrorosneHo: Santosh IIpoBepeHo: Pardeep Kumar | Onobpeno: Mewnemkep / Pykosoaurens
Kumar Maurya @}/ E Munish Sharma

Reprint Date / Reprint Date / Reprint Date /

Hara: 23.10.2023 Jara: 23.10.2023 Jara: 23.10.2023

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: L85195AP1984PLC004507
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, IND{A

CERTIFICATE OF ANALYSIS
- Tel : +91 98166 56001-02
CEPTHO®UKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkenpece (keToponak) TabneTky, AUCTIEPrApyeMble B [OJIOCTH pTa, 10 Mr

Batch No / : V2302047 Batch Quantity / : 3600000 tab /
Cepns Ne Oobem cepnn 3600000 Tab
Analytical Report No / : 890001695415 Date of Analysis / : 23.10.2023
AnanuTnyecknii orger Ne JaTa anaau3a

Date of Manufacture / : 09-2023 Date of Expiry / : 08-2025
JlaTa npon3BoAcCTBA I'onen 1o

27.12.2021, usmenenue N2 ot 11.11.2022)

Analysis performed according ND / Ananus nposenen mo HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

Page 8 of 8 /Crp. 8u3 8

FP Manufacturer API Batch number /
Homep cepun cyGeranunn npouspoaurens [JID:

FEQAO00446

API Manufactured by & country /
Mpouseoaurens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGoparopuc JIta., Munns

Remarks: The Product conforms to ND/

Tpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBanmsam HJI

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh IIpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykQsoauress
Kumar Maurya f Munish Sharma &

—
Reprint Date / Reprint Date / Reprint Date /
Jata: 23.10.2023 Hara: 23.10.2023 Jara: 23.10.2023

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: L85195AP1984PLC004507
www.drreddys.com




