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

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcnpece (keTopoiak) TaGneTkH, Aucnepripyembie B MolocTyi pra, 10 mr

Batch No / 1 V2301422 Batch Quantity / : 3600000 tab /
Cepns Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
Ananuruyeckuii oruet Ne Jlara anaju3za

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa mponsBoacTBa T'open no

Analysis performed according ND / Anann3 nposenen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022/ usmenenne Nel ot

27.12.2021, uzmenenue Ne2 or 11.11.2022)

Page10f8/Ctp.1m38

Y®-cnexktpodoTomerpus

1;.? Test / IlokazaTens Results / Peaynbratsl Specification / Hopma
1 Description / Onncanue Light yellow round flat beveled | Light yellow round flat beveled tablets
tablets with "|" debossed on one | with "|" debossed on one side. /
side. / Kpyrmsie, miockue | Kpyrisle, miockue TabneTku ¢ $packoi,
TabneTku ¢ (ackoi, CBETNO- | CBETNO-XKENTOro IBETa C IPaBUPOBKOH
KEJITOro LBETA C TPaBHPOBKOH | «l» Ha OJHOM CTOPOHE.
«I» Ha OJTHOH cTOpOHE.
2 Identification / ITogTMHHOCTD
Ketorolac / Kemoponax
a) Byuv/ Complies / CoOoTBETCTBYET UV spectra of the test solution and

ketorolac  tromethamine  standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnexTpsl
MOTJIOIIEHUS UCIBITYEMOTO pacTBOpa U
pactBopa  CTaHmapTHoro  oGpasua
KETOpoJiaka TpPOMETaMHHa  HOJIKHBL
HMMETh MAKCHMYMBI TIpH OJTHOH ¥ TOH ke
JUTHHE BONHBL (+ 2 HM).

Remarks: The Product conforms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYET Tpebosanuam HJI

Conclusion: APPROVED /
Zaxmwuenne: OJOBPEHO

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Meneém{gp / PykoBOAMTEN
Kumar Maurya @ Om Prakash ) o Y L,

- @. v yp W T}/ﬁ
Reprint Date / Reprint Date / Reprint Date / !

Jara: 31.10.2023

Jara: 31.10.2023

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: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s Q':‘

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

CEPTHOHUKAT AHAJINU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hponykr: Keropon® Dxcnpece (KeToposak) Tab/eTKH, THCTIEPTHPYEMBIE B NOJIOCTH pTa, 10 Mr

AnanuTHyecKuil oryer Ne

Batch No / : V2301422 Batch Quantity / : 3600000 tab /
Cepusa Ne O0bem cepun 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023

JlaTa ana;msa

Date of Manufacture /
Jata mponsBoacTBa

: 07-2023

T'oaen

Date of Expiry /

: 06-2025
hi (1]

Analysis performed according ND / Ananu3 nposeaen no H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenune Nel ot

27.12.2021, u3menenne Ne2 ot 11.11.2022)

Page2 of 8/ Crp. 2 n3 8

No

Test / [Toka3zaTennb
No

Results / Pe3ynbTaTh!

Specification / Hopma

b) By HPLC/ B2XXX

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). / Bpema y&epxuBaHMA
OCHOBHOTO MHKa Ha XpOMAaTOrpaMme
HCIIHITYEMOr0  pacTBOpa  JIOJDKHO
COOTBETCTBOBATH BpeMeHHI
yIOEepXHMBaHHI OCHOBHOrO IIMKa Ha
XpoMaTorpaMmme pacTBopa
cTaHmapTHoro obpasla KeToposaka
TpoMeTaMHHa (paszen
«KoJIM4eCTBEHHOE ONpEIeICHUEN).

Remarks: The Product conforms to ND/
[Tpumeyanue: Hponykt coorseTcTBYeT TpeboBanuam HJT

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Jara: 31.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: Sant&’ IIpoeepeno: Pardeep Kumar | Ogo6peno: Menemkep / Pykosoaurens
Kumar Maurya ﬁ _ Om Prakash Oft\\?,}mfﬁ/
Reprint Date / Reprint Date / Reprint Date / \ 7

Jara: 31.10.2023

Jara: 31.10.2023

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: L85195AP1984PLC0O0450
www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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
www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxkrt: Keropon® Okenpecc (keToposnak) TabNeTkH, JUCTIEPrUpYyeMble B TOJIOCTH pTa, 10 Mr

Batch No / 1 V2301422 Batch Quantity / + 3600000 tab /
Cepus Ne Oo0Bem cepuu 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
AHANTUTHYECKHH oTyeT Ne Jata anaju3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
Jata npon3BoAcTBA T'open no

Analysis performed according ND / Ananu3s nposeaen nmo H/I:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel or
27.12.2021, namenenne Ne2 ot 11.11.2022)

Page3 of 8§/ Crp.3u3 8

1;00 Test / IlokasaTennb Results / Pe3yneTath Specification / Hopma

3 Identification Complies / CooTBETCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoaauHHOCTL butylhydroxyanisole peaks on the
OYTHATMAPOKCHAHH301 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 yZAepXHBaHHUA
NMHAKOB  2-OyTUITUAPOKCHAHU30da H
3-0yTWIrHIPOKCHaHH3071a Ha
XpoMarorpamme HUCIILITYyEMOTO
pacTBOpa JHONKHEI COOTBETCTBOBATh
BpEMEHaM yIep KUBaHUs IIUKOB
2-0yTHIrMAPOKCHaHU30/1a u
3-OyTHATHAPOKCHAHU30]Ia Ha
XpoMaTorpaMme pactBopa
CTaHHApPTHOTO obpasia
OYTUITHAPOKCUAHU30T1a (pasmen
«CopepxaHue

OyTHITHIPOKCHAHU30TIa»).

67.2 mg to 72.8 mg (70.0 mg = 4.0 %)./
Ot 67,2 Mr 10 72,8 mr (70,0 Mr+ 4,0 %).

4 Average weight / Cpeansis 69.3 mg / 69.3 Mr

Macca

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Remarks: The Product conforms to ND/
ITpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santgsh [poeepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoauTenb
Kumar Maurya ' Om Prakash <

et ™— v )(ﬂ‘ 7’)3/
Repnint Date / Reprint Date / Reprint Date / \
Jara: 31.10.2023 Jlara: 31.10.2023 Jlara: 31.10.2023

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: L85195AP1984PLC0O04507
www.drreddys.com



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 : 491 98166 56001-02

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (keroponak) TabieTkH, AUCTIeprupyeMble B MOJOCTH pra, 10 Mr

Batch No / : V2301422 Batch Quantity / : 3600000 tab /
Cepnsa Ne O06bem cepun 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
AHaguTHYECKHI oTyeT Ne JaTa aHaau3a

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JlaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposenen nmo H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uamenenue Nel ot

27.12.2021, uzmenenne Ne2 or 11.11.2022)

Page4 of 8/ Ctp. 4 u3 8
1;.:) Test / ITokazaTeJib Results / Pe3ynsraThl Specification / Hopma
Uniformity of weight / Complies / CooTBETCTBYET 18/20 tablets - not more than + 10 %
OaHOpOAHOCTHL MacChl 2/20 tablets - not more than = 20 % /
18/20 Tabnetox — He Oonee + 10 %
2/20 tabretok — He Honee + 20 %
5 Disintegration time / 00 min 22 sec / 00 muH 22 cek Not more than 3 min / He 6onee 3 Mun
Pacnapaemocts
6 Dissolution / PacTBopeHue Unit-1 / Tabn-1 100% Not less than 75% (Q) of
. Ci15H13NO3*C4H 1 NO; (ketorolac
Unit-2 / Ta6n-2 2 tromethamine) in 15 min / He meHnee
Unit-3 / Ta6n-3 99% 75% (Q  CisHisNO3*CHNO;s
. . (keToponaka  TPOMETaMHH)  4epes
Unit-4 / Tabn-4 98% 15 MuH
Unit-5 / Tabn-5 96%
Unit-6 / Tab1-6 93%
7 Fineness of Dispersion/ Complies / CooTBeTCTBYET A uniform suspension passing through a
JucnepcHocTh 710 pm sieve is formed. / O6pasyercs
OJHOPOMIHAS CYCTEH3MsA, IPOXOAsilas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks: The Product conforms

ITpumeuanue: [ponykT cooTBeTcTBYET TpeboBaHusm HJI

to ND/

Conclusion: APPROVED /
3axmouyenne: OJJOBPEHO

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

IToarotorneno: Santosh Iposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykosoauTens

Kumar Maurya Om Prakash : ,-}___,__
- N £ AV

Reprint Date / Reprint Date / Reprint Date / \

JHara: 31.10.2023 Jara: 31.10.2023 Hara: 31.10.2023

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

CEPTU®UKAT 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
IpoaykT: Keropon® Dkenpecc (keToposiak) TabneTk, JMcneprupyeMble B MOJI0CTH pTa, 10 Mr

: 3600000 tab /

Batch No / : V2301422 Batch Quantity /

Cepns Ne O6nem cepuu 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
AHANMTHYECKHId oTYeT No JlaTa anannza

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTta npou3BoacTaa T'onen 1o

Analysis performed according ND / Ananu3 nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / nu3menenne Nel or

27.12.2021, nsmenenue Ne2 ot 11.11.2022)

Page 50f 8/ Crp. 5 u3 8

8 Related impurities / PoncTBenHbie npUMecH
ketorolac 1-hydroxy analog / Not more than 0.5 % / He 6onee 0,5 %
1-rUIpOKCHAHAIIOT Not detected / He obHapyxeHa
KeToposaka
ketorolac 1-keto analog/ 0.03 % Not more than 0.8 % / He 6onee 0,8 %
1-keToaHaIOT KeTopoJiaKa
Any unidentified impurity / 0.06 % Not more than 0.5 % / He 6onee 0,5 %
€IUHUYHASA
HEUJICHTHOUINPOBaHHAs
IpHMECh
Total impurities / 0.1% Not more than 1.0 % / He 6o1ee 1,0 %
Cymma npumecei

9 Water / Bopa 26% Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTtaTouHbIe OpraHHYecKHe paCTBOPHTE/IH
Isopropyl alcohol / 5 pg/tab/ Not more than 350 pg/tab /
Hsomnponanon 5 mkr B TabneTke He 6onee 350 Mxr B TabneTke

Remarks: The Product conforms to ND/

ITpumeuanue: [Iponykt coorBercTBYET TpeOoBanuam HJI

Conclusion: APPROVED /
Zakawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosnexo: Santosh IIpoeepeHo: Pardeep Kumar | Opobpeno: Me&i@mce}) / PykoBOAUTEND
Kumar Maurya f Om Prakash ~, ~ / .Vr;.j(__,_

= g =
Reprim Date / Reprint Duie / Reprint Date / \
Hara: 31.10.2023 Hara: 31.10.2023 Hara: 31.10.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




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 : +91 98166 56001-02

CEPTUOUKAT AHAJINU3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
IpoaykT: Ketopon® Dxcnpecce (keToponak) TabieTku, AHCIEPrupyeMbie B noaocTh pra, 10 Mr

: 3600000 tab /

Batch No / 1 V2301422 Batch Quantity /

Cepus Ne OoBem cepuu 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
AHAINTHYECKHI oTUeT Ne JlaTa anajm3za

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa npou3BoJcTBa T'open no

Analysis performed according ND / Anann3s nposeaen no HJI:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenne Nel ot

27.12.2021, uzmenenne Ne2 ot 11.11.2022)

Page 6 of 8 / Crp. 6 m3 8

11 | Microbial enumeration tests / MukpoGHosorudeckas Yyucrora*
a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / O6mee gucno He 6onee 1000 KOE/r
a3p0OHBIX MUKPO-
OPraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / Obee He 6omnee 100 KOE/r
YHCIO NPOAOKEBBIX H
IUIECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OtcyrcTBHE B 1 T
12 | Uniformity of dosage units / 23 Acceptance value (AV) not more than
OnHopoaHocTh 15.0 / IlpueMouHoe 3HadeHue (AV) He
JIO3HPOBAHHSA 6onee 15,0.
13 Assay / KoninuecTBeHHOe 9.9 mg /9.9 Mr From 90mg to 11.0mg of
onpeneaeHue (99.2 %) CsH13NO3+C4H11NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
pi (o] 11,0 Mr C15H13N03'C4H11NO3
(xeToponaka TpomeramuH) (ot 90,0 g0
110,0 % oOT 3asABIIEHHOTO KOJIUYECTBA) B
TabneTKe
14 | Butylhydroxyanisole 0.0967 mg/tab / Not less than 0.042 mg/tab /
content / CoaepkaHnue 0.0967 mr B TabieTke He menee 0,042 mr B TabneTke
OyTHIrHIPOKCHAHHU30J1a
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeyanue: IIponykT coorBeTcTBYeT TpeboBanusm HJT 3akmwouenune: OJJOBPEHO
Prepared by / Checked by / .| Approved by: Manager/Executive /
[Tonroroeneno: Santos IMposepeno: Pardeep Kumar *| Omobpeno: Menemiep / PykosoauTensb
Kumar Maurya i Qf_’ OmPrakash S ) 5| -
. PAx? v TP/_
Reprint Date / Reprint Date / Reprint Date / \
Jara: 31.10.2023 Jara: 31.10.2023 Jara: 31.10.2023

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, INDIA

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoaykt: Keropon® Dkcnpece (keToponak) TabIeTkH, AHCNeprupyeMble B OJIOCTH pra, 10 Mr

Batch No / 1 V2301422 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
AHanuTHYecKHH oTueT Ne Jarta anamza

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
Jarta npon3BoacTsa Toxen no

Analysis performed according ND / Ananun3 nposeaen no H/I:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot

27.12.2021, usmenenne Ne2 ot 11.11.2022)

Page 7 of 8 / Ctp. 7T u3 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 TabreTox B
6mucrepe w3 (IIA/AJUVIID ¢
siaromornotutenem/I19BIT)

tonwru // (I13/AJ1) ponsru. Ilo
2 6nmcTepa ¢ MHCTpYKLmei mo

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
tabnerok B Gaucrepe u3 (ITA/AJI/TIO ¢
praronornotutenem/[19BIT) donsru //
(IT3/AJT) donpru. Io 1 wiu 2 6nucTepa
C HMHCTPYKIMEH @O TPUMEHEHHMIO B
nayKy KapTOHHYO.

NPHMEHEHHUIO B
KapTOHHYIO.

MavyKy

16

Labeling / MapkupoBka

According to ND / B coorsetctBun ¢ HI

17

Storage conditions /
XpaHneHue

Below 25 °C. / Ilpu Temnepatype He Bbiwie 25 °C,

18

Shelf life / Cpox rogHocTH

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.
* [Ipu BBINYCKe JIEKAPCTREHHOI0 NpenapaTa KOHTPOIb KayecTBa o Noka3aTento «Mukpoduosiorndeckas
YUCTOTA» MPOBOAUTCSA AJIsA Kaxao0ii 20-0ii cepuu, WM A/ 0OJHON CepUH B roll, B 3aBUCHMOCTH OT TOr0, YTO
HACTYNHT paHbIlle.

Remarks: The Product conforms to ND/
IIpumeuanue: ITponykt cooTseTcTBYeT TpeboBanusam HI

Conclusion: APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Santosh

Kumar Maurya &

Checked by /
ITpoeepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosoaurens
Om Prakash

.

Reprint Date /
Hara: 31.10.2023

Reprint Date /
Jata: 31.10.2023

Reprint Date / \
Hara: 31.10.2023

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: L85195AP1984PLC0O04507

www.drreddys.com



@ Dr. Reddy's Laboratories Ltd.
Dr. Red dy’s ... Formulation Unit-6
b Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUHOPHUKAT AHAJIM3A www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropon® Dkcrpece (keToposak) TablneTky, AUCIIepripyeMsble B NOJIOCTH pTa, 10 Mr

Batch No / : V2301422 Batch Quantity / :+ 3600000 tab /
Cepus Ne O6bem cepHnr 3600000 Tab
Analytical Report No / : 890001677623 Date of Analysis / : 30.07.2023
AHanuTHYecKHH oTueT No HJata anaansa

Date of Manufacture / : 07-2023 Date of Expiry / : 06-2025
JaTa mpoH3BoOACTBA I'onen no

Analysis performed according ND / Ananu3 nposegen no H/:
JITI-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3menenne Nel ot

27.12.2021, n3menenne Ne2 ot 11.11.2022)

Page 8 of 8/ Crp. 8 3 8

API name / Haumenopanue A®C: Ketorolac tromethamine / Ketroponaka
TPOMETaM¥H

INN / MHH: Ketorolac / Ketoponax

API manufacturer batch number /

Homep cepuu npoussoautess ADC: ABQH002106

FP Manufacturer API Batch number /

Homep cepun cy6ctannuu nponssoautens IJId: BEQA0020

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

IIpouseoguteas A®C, crpana: J-p Peqnu'c Jlabopatopuc Jitn., Munws
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
IMpumeuanue: IpogykT cooTBeTcTBYET TpeboBanusM HJI Zaxmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: Santogs& [Mposepeno: Pardeep Kumar | Ono6peno: Menemep / Pykosognrenn
Kumar Maurya Om Prakash (’_%
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Reprint Dvate / Reprint Date / Reprint Date / \
Hara: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023
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