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

Qe
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P.,, 173 205, iNBIA
CERTIFICATE OF ANALYSIS 1. 191 92166 5600102
CEPTUPUKAT AHAJIM3A  www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Ketopon™ (keToponak) pacTsop /15 BHYTPHUBEHHOTO M BHYTPHMbILICYHOrO BBCACHHS, 30 mr/mn
Batch No / : V250358 Batch Quantity / : 454545 ampules /
Cepun Ne O6beMm cepiH 454545 amnyn
Analytical Report No / : 890001806974 Date of Analysis/ : 07.05.2025
AnaJuTadecKuii orgyer Ne JlaTa anayin3a
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jlara npoH3BOACTBA T'omen oo
Analysis performed according ND / Auaaus nposexen no HJI: JII1-001365-230124

Pagel of 5/Ctp. 1u3 5
1}00 Test / [lokaszaTesb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3pauHbiii GecUBETHBIN pacTBOP. color solution. / Ilpospaunelii
pacTsop 0T GecLBETHOTO 10 CBETAO-
XKEJITOrO LBETA.
2 Identification / The retention times of the main
IloanuHHOCTH peaks in the chromatogram of test
HPLC / BOXKX solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHa
CoOTBETCTBYET
yIEPKMBAHUA OCHOBHBIX NHKOB Ha
XpomarorpamMme HCTIBITYEMOTO
pacTBOpa JOKHbI COOTBETCTBOBATh
BpEMeHaM YIepKHBaHUA OCHOBHBIX
NHKOB Ha XpoMaToTrpammMe
CTaHAapTHOro pacTBopa (pasnen
«KonnuecTBeHHOE onpenecHUE)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
YV ®-cnekTpodoTOMETpHs CoOTBETCTBYET Solution, and fics SOlel Off Uic
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / Y-
CIIEKTPBI HOTIOLIEHUA
HCIILITYEMOTO pacTBopa M pacTsopa
CTaHgapTHOro obpasia KeToponaka
TpoMeramiHa B obnactd ot 200 1o
400 HM JOJDKHBI UMETh MAaKCHMYMBI
norIoLeH s Npu 322+2 Hm.

Remarks : I'he Product confirms to ND/ Conclusion : APPRUOVED /

TMpumeuanue: [IpoaykT cootBeTcTBYET Tpebopanusm HJT Zaxmwouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Pravesh Rana | Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / Pykosoauresis

- i Pavan Kumar Sharma 5{_#_ Ry
= T
Reprint Date / Reprint Date / Reprint Date /
Hara: 07.05.2025 JHata: 07.05.2025 Hara: 07.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 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, iNDIA

Tel : +51 53166 56001-02

CEPTUDPHUKAT AHAJIN3A

www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoayxr: Keroposi” (keToponak) pacTBOp /i BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBEACHH S, 30 mr/mn
Batch No / : V250358 Batch Quantity / : 454545 ampules /
Cepns Ne Oo0bem ceprn 454545 amnyn
Analytical Report No / : 890001806974 Date of Analysis/ : 07.05.2025
AnaquTHYecKHH oTyeT Ne Jara anananza
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA I'onen xo

Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-230124

Page2 of 5/C1p. 2 u3 5

No

No Test / [Toka3zaTesn

Results / Pe3y/ibTaThl

Specification / Hopma

3 Clarity / IlpospayHocTh

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnanecueHuys npenapara He
JIOJKHA TIPEBBILIATE ONaJIECHEHIMIO
3TanoHa cpaBHeHHUA L.

4 Color / lLiBeTHOCTH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
TornoleHHe AOIXKHO OBITh HE
6onee 0,20 NpH AKMHE BOJIHBI
430 nm.

5 pH 7.2 From6.9t07.9./016,9 0o 7,9.

6 Particulate matter / MexaHu4eckue BKJIKUEHHS

6A Visible particles /
BuauMeie 4acTHILbI

Complies / CooTBETCTBYET

Should correspond to requirements.
/ .

B cooTBeTCTBUU ¢ TPeOOBAHUAMM.

6B Invisible particles /

HeBuauMble 4aCTHLBI:

i. Particles > 10 pm/
YacTuu pasMepom >
10 MxM

il. particles>25 um/
YaCcTHL Pa3sMepPoOM >
25 MKM

09

00

not more than 6000 per ampoule /
He 6onee 6000 Ha ammyny;

not more than 600 per ampoule /
He 6onee 600 Ha ammyiy.

7 Related substances / PoacTeennblie npuMecH

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykT cooTBeTcTBYET TpeboBanusm H/T

Conclusion : APPROVED /
Zakmouenune: OJJOBPEHO

Prepared by /
IToarorosieHo: Pravesh Rana

Fd

Checked by /
[Tposepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pyxosoaurens
Pavan Kumar Sharma A

e

Reprint Date /
Hara: 07.05.2025

Reprint Date /
Hara: 07.05.2025

Reprint Date /
IMara: 07.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, india
Tel; +91. 40 4900 2900, Fax: +91 4C 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

nnnnnn

CEPTH®HKAT AHAJIH3A

www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoaykr: Ketopon" (KeToponak) pacTBOp [JIs BHYTPHBEHHOIO W BHYTPUMBILIEYHOTO BBeACHUS, 30 Mr/Mn
Batch No/ : V250358 Batch Quantity / : 454545 ampules /
Cepuin Ne O0bem cepiH 454545 amnyn
Analytical Report No / : 890001806974 Date of Analysis/ : 07.05.2025

AHa uTHYeCKHi oT4eT No Jata ananusa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npou3BoaACTBA I'open no

Analysis performed according ND / Auaans nposeaen no HJI: JI[1-001365-230124

Page3 of 5/Crp.3u3 5

i
1;.:) Test / [loka3zaTeb Results / PesynbTaTnl Specification / Hopma
Impurity A / [Tpumecs A 0.10% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Tipumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Gomee
Huxe npenena obnapyxenus (IIO = | g 50 o:
0.014 %)
Impurity C / TIpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He 6Gonee
Huxe npenena obHapyxenus (ITO = 0.50 %:
0.010%) Y
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Himke npeaena obHapyxeuns (IT0O = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He 6onee
impurity / Enunudnas 0,20 %.
HeUeHTUDULIHPOBAaHHAS
pUMeECh
Total impurities / Cymma 0.2% Not more than 1.50 % / He Gonee
npuMeceH 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3BnekaeMblii 00beM measured volume of 10 ampoules) /
He menee 10,0 mn (06bem,
U3MEPEHHbBIH Ha OCHOBAHHH
00beIMHEHHOTO coaepXxuMoro 10
aMILyJT)

Remarks : The Product confirms to NI/

IMpumeuanue: [Iponyxr cooTBeTcTBYET TpeboBanUaM H/L

Conclusion : APPROVED /
Baknwuenue: OJOBPEHO

Prepared by /
TMoxarorosneno: Pravesh Rana

Checked by /
IIporepeHo: Pardeep Kumar

of —

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykopommresns
Pavan Kumar Sharma

Dz

-

Reprint Date /
Jara: 07.05.2025

Reprint Date /
Jlata: 07.05.2025

Reprint Date /
Hata: 07.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLLCOOA50/
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd),
Distt. Solan, H.P., 173 205, INDIA
56001-02

TAl - 201 QDIAG
1. TJ4L Jouauy

CEPTUOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponyxr: Keropon" (xeToposiak) pacTBOp JUlsl BHYTPUBEHHOI'O H BHYTPHMbILIEYHOTO BBeAeHNA, 30 mr/mn
Batch No/ : V250358 Batch Quantity / : 454545 ampules /
Cepua Ne O6bem cepin 454545 amnyn
Analytical Report No / : 890001806974 Date of Analysis/ : 07.05.2025
AHaJIHTAHYECKHH oTueT Ne JaTta anayusa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npou3BOACTBA T'omen no
Analysis performed according ND / Ananus nposegen no H/L: JIIT-001365-230124

Page4 of 5/Crp. 4 m3 5

i.oo Test / [loka3zatennb Results / Pe3yabTarsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuajbHble /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
JHAOTOKCHHBI 5,8 EQ/mMr ReTOpoaaka
TpOMeTaMUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JomxkeH ObITh
CTepHiabHOCTD (A1 KaXI0H CTCPHJIbHBIM.
15-0ii cepun)
11 Assay / KoanuecTBeHHOE 30.48 mg /30.48 mr From 27.0 mg to 33.0 mg of
onpeneaeHHe C19H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mmr
10 33,0 mr C9H24N20¢ (keTOpONaKa
TpomMeTamon) B 1 Mi1.
12 Alcohol content / ITanon 11.96 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) mo 13,10 %
(06/00).
13 Packaging / YmakoBka 1 mL in class I light-shielding dark | 1mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cut ring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
[lo 1 wmn B ammynsl w3 | carton pack/
CBETO3AILMTHOTO CTeKna TemHo- | I[lo 1 Mo B amMmynsl U3
kopuuHeBoro knacca I (USP). B CBETO3AIIUTHOIO CTEKJIa TEMHO-

Remarks : The Product confirms to ND/

ITpumeuanue: [Tpoaykt coorBeTcTBYeT TpedoBanusm HJI

Conclusion : APPROVED /
Bakawuyenne: OJOBPEHO

Prepared by /
TTonrorosneHo: Pravesf Rana

«

Checked by /
Ipoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopoauress
Pavan Kumar Sharma :

e

-

Reprint Date /
Hara: 07.05.2025

Reprint
Jara: 0

Date /
7.05.2025

Reprint Date /
Jara: 07.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com

LING L85 195 AP 1984 LCO04307
www.drreddys.com
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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 S3166 56001-02

CEPTHOUKAT AHAJIA3A wwiw.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykT: Keropon® (keToponax) pacTBOp ANl BHYTPHBEHHOTO M BHYTPUMBILIEYHOrO BBEACHUS, 30 mr/mi
Batch No / : V250358 Batch Quantity / : 454545 ampules /
Cepns Ne O6beM ceprH 454545 amnyn
Analytical Report No / : 890001806974 Date of Analysis/ : 07.05.2025

AHa IUTHYECKHI 0T4eT No JlaTta ananu3za

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npoH3BOACTEA Toxen oo

Analysis performed according ND / Auaaus nposegen mo HJI: JII1-001365-230124

PageSof S/ Crp. Su3 5

No
Ne

Test / Iloka3aTesnnb

Results / PesyabTaThl

Specification / Hopma

BEpXHEH YacTV aMIlyJibl HaHECEHLI
KOJNBIIO H TO4YKa i paszioma. Ha
amITyJly HaKJIeMBalOT STUKETKY.

ITo 10 amnyn ¢ MBCTpyKLHMER NO
NPHUMEHEHHUIO NOMEIIAIOT
g [IBX/anoMuHuIEBbIH OHCTED.

[To 1 6nucTepy B NayKy KapTOHHYIO.

kopuuHeBoro LpeTa xnacca I (USP).
B BepxHeii 4acTH aMyJIbl HAHECEHbI
KOJLLO M TOYka 1nis pasnoma. Ha
aMITyJly HaKJIEUBAIOT STHKETKY .

[lo 10 amnyn ¢ HMHCTpYKUHEN IO
NPUMEHEHHIO B
TBX/antomunuesslit 6nuctep. Ilo
1 6nmuctepy B Mauyky KapTOHHYIO;
ons  cmayuonapog: mno 2, 3, 5
6AKUCTEPOB B NAUKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorserctBuu ¢ H]I.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHoM
OT CBETA MECTE MpH TeMmepatype He Bbiue 25 °C. He 3aMopaxnBars.

16 Shelf-life / Cpok rognocTtu

2 years. / 2 rona.

API name / Haumenopauue A®C:

Ketorolac Trometamol / Ketoponaka TpoMeTamol

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepuun nponssoautens ADC:

2KTM0641024

FP Manufacturer API Batch number /
Homep cepuu cyGeranuuu npoussoautens IJID:

FERAO00706

API Manufactured by & country /
Ipoussoauteas ADC, crpana:

Symed Labs Ltd., India /
Caiimen JIa6c JItn., Munusa

Remarks : The Product confirms to ND/
ITpumeyanue: IIpoaykT coorseTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaknwyenue: OJTOBPEHO

Prepared by /
IToproroBJiieHo: Praveslfana

-
f

Checked by /
Ipoeepeno: Pardeep Kumar

ol —

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykogoautens
Pavan Kumar Sharma /

Reprint Date /
Hata: 07.05.2025

Reprint Date /
Jlata: 07.05.2025

Reprint Date /
Jara: 07.05.2025

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: LES1Y5AP1Y8APLLUU450/
www.drreddys.com




