Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

Vill. hol, Malagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUD®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxrt: Keropon® Okcrpecc (keToposak) TableTky, AUCIePrupyeMble B MONOCTH pTa, 10 mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepust Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AHaJHTHYECKHH oTYeT Ne JaTta anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
JlaTa npon3BOJACTBA I'onen no

Analysis performed according ND / Ananun3s nposegen no H/L:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzmenenne Nel or
27.12.2021, nusmenenue Ne2 ot 11.11.2022)

Page 1 of 8/ Crp. 1 u3 8

No

Test / ITokazaTennb
Ne

Results / Pe3ynbTathl

Specification / Hopma

1 Description / Onucanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyrable, IUIoCcKHe
tabnetku ¢ ¢ackoif, ceTno-
JKEJITOTO IB€Ta C IPaBUPOBKOM
«|» Ha OIHOH CTOpOHE.

Light yellow round flat beveled tablets
with "|" debossed on one side. /
Kpyrisle, mnockue TabiaeTku ¢ Gpackoii,
CBETJIO-XKEJNTOrO LBETa C PaBUPOBKOM
«» Ha OZTHOH CTOPOHE.

2 Identification / [ToJyIHHHOCTH

Ketorolac / Kemoponak

a) Byuv/
V@-cnekTpodoToMeTpuUs

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard
solution should have peaks at the same
wavelength (= 2 nm). / Y®-cnekTpsl
MOTIOLUEHHMS UCTIBITYEMOTO pacTBOpa U
pactBopa  cTaHmapTHOro  obpasua
KETOpOJaka TPOMETAMUHA  JOJIMKHBI
UMETh MaKCUMYMBbI IPY OJHOM U TOM xke
JUTMHE BOJHBI (+ 2 HM).

Remarks: The Product conforms to ND/
[pumeuanue: [Iponykt coorBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3axnrwuenne: OJJOBPEHO

Prepared by /
Tloarorosneno: Ramakant

o

Checked by /
IporepeHo: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosonuresnn
Amit Kumar

\\\/
—

Reprint Date /
Jlata: 06.12.2023

Reprint Date /
Jlata: 06.12.2023

Reprint Date /
Hara: 06.12.2023

Registerad Office: 8-3

Tt 81 404900 28

2-337, Foad No

i LRS195APIQ84PLC0045DY
voww diveddys.com

2 Banjara Hills, Hyderabad - 5U0034, telangana, india
3110 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khot, Nalagarh Road, Baddij,

Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Keropon® Dkcnpecc (keToposak) TabNneTky, IucneprupyeMsie B noaocty pra, 10 mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
|Cepaist Ne O0neM cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AHaJluTHYeCKHH oTyer Ne Jara anayn3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jdara npousBoacTsa T'oneH no

Analysis performed according ND / Anann3s nposeaen no HJI:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / n3menenune Nel ot
27.12.2021, namenenne Ne2 or 11.11.2022)

Page 2 of 8/ Crp. 2 u3 8

No

Test / Iloka3aTeanb
Ne

Results / Pe3ynbratsi

Specification / Hopma

b) By HPLC/B3XX

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). / Bpemsa  ynepxuBaHHUA
OCHOBHOTO MMHKAa Ha XpOMaTorpamme
UCIILITYEMOTO  pacTeopa  JOJDKHO
COOTBETCTBOBATh BpEMEHH
yIEPXHUBAHU OCHOBHOTO MHKa Ha
XpoMaTorpamme pacTBopa
cTaHjgapTHOro ofpasia KeTopoJiaka
TpOMEeTaMMHa (paszmen

«KonuuecTBEHHOE ONpeAeICHHUE).

Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeuanue: IIpogykr cooTBeTcTBYET TpeboBaHusM HJI 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneHo: Ramakant [Iposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoauTtesns

_ : Amit Kumar o o
Reprint Date / ' Reprint Date / Reprint Date /
Jata: 06.12.2023 Jara: 06.12.2023 Jata: 06.12.2023

Rocistored Office: 8-2-327 Road Mo, 2, Banjara Hills, Hyderakad - sLULsa telanyan, Indld

il

+Q1 4204900 2

CIH: LE5
wyvw. drreddys,.com

200, Fax: +61 £0 4900 2999, Email: mait@drreddys.com
D5AP1984PLCO0AS0T
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tal: +91 983166 56001-02

CEPTUOPUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxr: Keropon® Dkcrnpece (keToposiak) TabaeTky, IUCIEprupyeMble B M00CTH pra, 10 mMr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepust Ne O0Bem cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AxanuTHveckuif oryer Ne JaTa ananusa

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
Jdara npousBoacrsa I'onen mo

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

Page3 of 8§ /Crp.3 u3 8

1;.2 Test / Iloka3zaTesb Results / Pe3ynprathl Specification / Hopma
3 Identification Complies / CooTBeTCTBYET The  retention  times of  2-
Butylhydroxyanisole / butylhydroxyanisole and 3-
IMoa/IMHHOCTD butylhydroxyanisole peaks on the
OyTHITMAPOKCHAHM30 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 yaepXuBaHUA
NUKOB  2-OyTHATMAPOKCHAHH30NA U
3-0yTHITHAPOKCHAHU30J1a Ha
XpoMaTorpamme HUCIBITYEMOTO
pacTBopa HOJ/UKHBI COOTBETCTBOBATbH
BpeMeHaM yIOepKUBAHUS MIIKOB
2-0yTHNTHAPOKCHAHU30J1a u
3-6yTUNrUAPOKCHAHU30J1a Ha
XpomarorpaMme pacTBopa
CTaHAApTHOTO obpasua
OyTWITHAPOKCUAHH30J1a (paznen
«Copaepxanue
OYTHITHAPOKCHAHU30Ia).
4 Average weight / Cpeanss 69.3 mg/69.3 Mr 67.2 mg to 72.8 mg (70.0 mg £ 4.0 %)./
Macca Ot 67,2 Mr g0 72,8 Mr (70,0 Mr+ 4,0 %).

Remarks: The Product conforms to ND/

ITpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
Ioaroroeneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauresis

Amit Kumar b e
—

Qi
Reprint Date /

Jara: 06.12.2023

Recistered Office: 8

Tal

Reprint Date / Reprint Date /
Jlata: 06.12.2023 Jarta: 06.12.2023
3327, Pond Mo, 3, Banjara Hilks Hyrlarabad - 506024, Telangana, India
+91.30 ¢ 00, Fax: 491 40 4500 2999, Email: mail@direddys.com

CING LRS1O95APIISIPLIGRS0Y

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

Yill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel @ +91 93166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoayxt: Ketopon® Dxcnpecce (keToposak) TabneTky, AUCneprupyeMble B nojnocTy pra, 10 mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AnanuTHdeckni oTyer Ne JarTa ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jata npon3BoacTBa I'oxen 1o

Analysis performed according ND / Ananu3s nposeaen no H/I:
JITI-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)

Page 4 of 8 / Ctp. 4 u3 8

i‘? Test / IlokaszaTenn Results / Pe3ynbTaThl Specification / Hopma
Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets - not more than + 10 %
OaHOpPOAHOCTL MacChl 2/20 tablets - not more than = 20 % /

18/20 Tabnerok — He 6Gonee *+ 10 %
2/20 Tabnetok — He 6onee = 20 %
5 Disintegration time / 00 min 19 sec / 00 MuH 19 cex Not more than 3 min / He 6onee 3 MuH
Pacnapaemoctsb
6 Dissolution / PacTBopenue Unit-1/ Ta6n-1 101% Not less than 75% (Q) of
. CisH;3NO3*CsH 1NO; (ketorolac
Unit-2 / Ta6a-2 100% tromethamine) in 15 min / He mMeHee
Unit-3 / Ta6n-3 101% 75% (Q)  CisHisNO3+C4Hi1NO;
i . (keToponaka  TpOMETaMMH)  depes3
Unit-4 / Tabn-4 99% 15 MuH
Unit-5 / Tabn-5 99%
Unit-6 / Tabx-6 102%
7 Fineness of Dispersion/ Complies / COOTBETCTBYET A uniform suspension passing through a
JlucriepcHOCTD 710 um sieve is formed. / Obpasyercs
OJHOpOJHAsi CYCNIEH3HUs, NpPOXOillas
CKBO3b CHTO C pa3MepoOM OTBEPCTHi
710 MxM.

Remarks: The Product conforms

[Tpumeuanue: Ilponykr coorsercTBYeT TpeboBanusam HJI

to ND/

Conclusion: APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /
IToxnrorosneno: Ramakant

Checked by /
INposepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoaurens
Amit Kumar

‘\\_,___
.--"‘"’rr

fuled
Reprint Date / .

Jara: 06.12.2023

Reprint Date /
Jara: 06.12.2023

Repfint Date /
Jara: 06.12.2023

Posistered Office: §-2-337, Road Ne, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tals 197 A0 4000 2800, Fax: +81 40 4900 2929, Email: mail@drreddys.com

CIN: L85 195AP1634PLCO0A507
www.drreddys.com
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Dr. Reddy's Laboratories Lid,
Formulation Unit-6

Vill. ihol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel 1 +91 93166 56001-02

CEPTUOUKAT AHAJIM3A

wyww.drredays.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
TpoayxT: Ketopon® Dkenpecc (keroposnak) TabaeTkH, AUCIeprupyeMble B II0I0CTH pTa, 10 Mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepusa Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AupanuTHyeckuii oTuer Ne Jara aHayn3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jarta npousBoacTea TI'onen no

Analysis performed according ND / Ananus nposeaen no H/I:
JIT1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot
27.12.2021, uamenenue Ne2 ot 11.11.2022) .

Page Sof 8 /Crp. Su3 8

8 Related impurities / PoacTtBennbie npumecH

ketorolac 1-hydroxy analog /
1-rusipokcraHanor

Below LOD (LOD = 0.0010 %) /
Hwxe npenena obnapyxenus (10 =

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

KeToponaxa 0.0010%)
ketorolac 1-keto analog/ 0.05 % Not more than 0.8 % / He 6onee 0,8 %
1-xeToaHasnor keTopoiaka
Any unidentified impurity / 0.02 % Not more than 0.5 % / He 6onee 0,5 %
eUHUYHas
HeuAeHTH(HUIHPOBaHHAs
npUMech
Total impurities / 0.1 % Not more than 1.0 % / He 6onee 1,0 %
CyMMa nipuMeceit

9 Water / Boaa 2.8 % Not more than 7.0% w/w /

He 6onee 7,0 %

10 | Residual solvents by GC/ OcTaTo4Hble OpraHu4YecKne pacTBOPHTEH

Isopropyl alcohol /
Hzomnponanon

8 ng/tab/
8 MKr B TabJleTKe

Not more than 350 pg/tab /
He 6oaee 350 MKr B TabaeTke

Remarks: The Product conforms to ND/
[pumeuanue: IIpogykT coorBeTcTBYeT TpeboBanusM HJ{

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno; Ramakant

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Mene

ep / PykoBoaurens

. N
@LM _- Amit Kumar A
\
Reprint Date / Reprint Date / Reprint Date /
Jara: 06.12.2023 Hara: 06.12.2023 Hara: 06.12.2023
Mesistered Officc: @ 2 327, Noad Mo, 2, Banjara Riile, Hydarabad - 500034, Talangana, India
i 01 40 4900 2000, Fax: #9140

CIM LRELQ5APL

ywiwdrreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd
Formulation Unit-6

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

CEPTHO®UKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Dkcnpecc (keToponak) TabneTky, AHCIIeprupyeMble B NI0JIOCTH pTa, 10 Mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepus Ne O0BeM cepuH 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AnaauTnieckuii oryer Ne Jata anaanza

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
JdaTa npoH3BoACTBA I'onen no

Analysis performed according ND / Auann3 nposeaen no HJI:
JIII-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / u3amenenne Nel ot
27.12.2021, uzamenenue Ne2 or 11.11.2022)

Page 60f 8 /Crp. 6 m3 8

11 | Microbial enumeration tests / Mukpo6uoJioruyeckasi yucrora*

a) Total Aerobic Microbial NA Not more than 1000 CFU/g /
Count / Ob1ee yucno He 6onee 1000 KOE/r
a’pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast NA Not more than 100 CFU/g /
and moulds count / O61uee He 6onee 100 KOE/r
YHCIIO JPOXOKEBBIX U
TUTECHEBBIX IPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
OrcytctBUE B 1 T
12 Uniformity of dosage units / 34 Acceptance value (AV) not more than

content / Conepxanue
Oy THITMAPOKCHAHM30/1a

0.0984 mr B TabneTke

OaHopoaAHOCTH 15.0 / IlpuemouHoe 3HayeHue (AV) He
JO3UPOBAHMS 6onee 15,0.
13 Assay / KosinuecTBeHHOE 10.1 mg/ 10.1 mMr From 90mg to 11.0mg of
onpepesieHMe (101.5 %) Ci15sH13NO3°C4H | 1NO; (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per a tablet / Ot 9,0 Mr
a0 1 1,0 MIr C15H13N03‘C4H11NO3
(xetoponaka TpomeramuH) (oT 90,0 no
110,0 % OT 3asBJIEHHOTO KOTUYECTBA) B
TabneTke
14 | Butylhydroxyanisole 0.0984 mg/tab / Not less than 0.042 mg/tab /

He menee 0,042 mr B TabneTke

Remarks: The Product conforms to ND/
[Ipumeuanwue: [IponykT coorBeTcTBYET TpeboBaHusM HJI

Conclusion: APPROVED /
Zakmaogenne: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

dpd

Checked by /
[TpoeepeHo: Pardeep Kumar

o

Approved by: Manager/Executive /
OnobpeHo: MeHe
Amit Kumar

ep / Pykopoauresn

A—
=

Reprint Date /
Hara: 06.12.2023

Reprint Date /
Jlata: 06.12.2023

Reprint Date /
Hara: 06.12.2023

Rogistered Office: $-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 4900 2900, Fax: +62 40 4900 2999, Email: mail@drreddys,com

Clid: LO5195AP1984PLCO0AS0T
wawdrreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.

Formulation Unit-6

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

CEPTHUOUKAT AHAJIM3A

www.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykt: Keropon® Okenpecc (keToponak) TableTkH, AHCNeprupyemsle B nojiocTy pra, 10 mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AnanuTHdecKHii oTyeT Ne JlaTa anaamn3a

Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npoM3BoAcTBa T'ogen no

Analysis performed according ND / Anann3 nposeaen no HJI:
JI1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / usmenenue Nel or
27.12.2021, namenenue Ne2 ot 11.11.2022)

Page 7 of 8/ Crp. 7u3 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 Tabnetox B
omuctepe u3z  (ITA/AJIIID ¢
prnaronornoturenem/I129BII)
donsru // (II3/AJT) doneru. o
2 6uucTepa ¢ UHCTPYKIMeH Io
NPUMEHEHUIO B nauky
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. / Ilo 10
tabnetok B 6uctepe u3 (ITA/AJIVIID ¢
praronornorutenem/I19BII) donbru //
(II5/AJT) donbru. [To 1 wu 2 Gnuctepa
C MHCTPYKIHEH MO NpPUMEHEHMIO B
24Ky KapTOHHYIO.

16 | Labeling / MapkupoBKka

According to ND / B cootBerctuu ¢ HJ

17 | Storage conditions /

XpaHeHue

Below 25 °C. / IIpu Temneparype He Baiiie 25 °C.

18 | Shelf life / Cpox roanocTn

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.
* TIpy BHINYCKE JIEKAPCTBEHHOr0 NpenapaTa KOHTPOJIb KayecTBa Mo nokasateto «MukpoOuooruyecKkast
YHUCTOTA» NPOBOAMTCS AJIsi Kaxoii 20-0ii cepun, WM 4151 OAHO# CEPHU B rojl, B 3aBUCHMOCTH OT TOIO, YTO

HACTYMHUT paHblIIe.

Remarks: The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJ

Conclusion: APPROVED /
3akouenne; OJJOBPEHO

JHara: 06.12.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarotorneno: Ramakant IMposepeno: Pardeep Kumar | Omo6peno: Menemwgep / PykoBoauresib
Amit Kumar e
Rl .
Reprint Date / Reprint Date / Reprint Date /

Jara: 06.12.2023

Hara: 06.12.2023

Resistored Office. 3-2-337, Road No, 2, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol +01 30496

yanwdrreddys.com

GO 2960, Fax: +91 40 4900 2998, Email: mail@drreddys.com
CINC LSS 105AP19S4APLI004507




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

[ 1)
Dr. Reddy’s ‘.... Vill. Khol, Malagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUHO®UKAT AHAJIN3A V/\'v/w.drreddys.com

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Ketopon® Dkenpece (keToponak) TabaeTKH, AUCIIEprupyeMsble B MIOJIOCTH pTa, 10 Mr

Batch No / : V2302305 Batch Quantity / : 3600000 tab /
Cepus Ne O6bem cepun 3600000 Tab
Analytical Report No / : 890001704093 Date of Analysis / : 06.12.2023
AnaguTHyecknii oTyer No JlaTa anann3za

Date of Manufacture / : 1172023 Date of Expiry / : 10/2025
HdaTa npoussoacTBa I'onen oo

Analysis performed according ND / Anann3s nposenen mo H/L:
JII1-004929-011119 (amend Nel from 27.12.2021, amend Ne2 from 11.11.2022 / uzamenenne Nel ot

27.12.2021, namenenne Ne2 or 11.11.2022)

Page 8 of 8/ Ctp. 8uz 8

API name / Hanmenopaune A®C: Ketorolac tromethamine / Ketoponaka
TPOMETaMHH
INN / MHH: Ketorolac / KeropoJsak
API manufacturer batch number /
Homep cepuu npousBoaunteass ADC: ABQH005495
FP Manufacturer API Batch number /
Howmep cepuu cy6cTanunn npouspoaures [JID: FEQA00301
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIponssoautesr A®C, crpana: JI-p Pennu'c Jlaboparopuc JIta., Muaus
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
ITpumeuanne: IIponykr coorBercTByeT TpeboBanuaM HJJ 3axmwouenne: OJJOBPEHO
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