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

Qe
DI". Reddy,S ‘.... Vill. Khol, Maiagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS .. 25193163 55061-02
CEPTUOUKAT AHAJIN3A www.drredcvz.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAaykT: Ketopon® (keToponak) pacTBOp JUIs BHYTPUBEHHOTIO M BHYTPUMBbILIEYHOTO BBeAeHUS, 30 Mr/mn
Batch No/ : V250337 Batch Quantity / : 454545 ampules /
Cepmsa Ne O0Bbem cepHH 454545 amnyn
Analytical Report No / : 890001806923 Date of Analysis/ : 28.05.2025
Anannrndeckuii oryeT Ne Jdarta apaansa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa Npou3BOACTBA T'onen po
Analysis performed according ND / Anaan3s nposeaen nmo HJI: JI[1-001365-230124
Page 1 of S5/ Crp.11u35
i.? Test / IlokasaTennb Results / PesynabTatsl Specification / Hopma
1 Description / Onucauue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Mpo3pauHslit GecUBETHBII pacTBOP. color solution. / [Ilpo3pauHsrii
pacTBoOp OT HECHBETHOrO 10 CBETIO-
JKENTOro LBeTa.
2 Identification / The retention times of the main
IMoauHHOCTH peaks in the chromatogram of test
solution should correspond to those
£ VRS Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
COOTBETCTBYET
YAEPKUBAHHST OCHOBHBIX MUKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa IO0JKHEl COOTBETCTBOBATh
BpEMeHaM YAep)KUBaHUS OCHOBHBIX
MUKOB Ha XpoMaTorpamMme
CTaHOApPTHOTO pacTBopa (paszen
«KonuuecTBeHHOE OMpencneHUe»)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
VY ®-cnekrpodoTomeTprs CooTBeTCTBYET ey o | SolTCH Ol
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 £ 2 nm. / YO-
CIIEKTPBI HOrIOLICHNA
HCOBITYEMOrO PacTBOpa H pacTBopa
cTaHgapTHOTO 00pasia Keropojaka
TpoMeTamuHa B objiactu ot 200 1o
400 HM IOMKHBI MIMETh MAKCUMYMBI
norfouieHus npu 322+2 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [IponykT cooTeTcTBYET TpeboBanusm HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneno: Ramakant IpoeepeHo: Pardeep Kumar Ono6peno: Menemxkep / Pykosoaurens
N o Q‘{ L Amit Kumar P
}\‘\1‘\\-‘“/ o J\f =
Reprint Date / Reprint Date / Reprint Date / '
Jara: 28.05.2025 Hara: 28.05.2025 Jara: 28.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Krol, Naiagarh Road, Baddi,

Distt. Solan, 4.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS +.i. 5120165500002
CEPTUOUKAT AHAJIU3A www.drredovs.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToponak) pacTeop AJis BHYTPHBEHHOIO M BHYTPMMBbILIEUHOro BeaeHns, 30 Mr/ma
Batch No / : V250337 Batch Quantity / : 454545 ampules /
Cepma Ne O6beM cepun 454545 amnyn
Analytical Report No / : 890001806923 Date of Analysis/ : 28.05.2025
AnaymmTaueckuii oruer Ne JlaTa anannza
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa NpOH3BOJACTBA Tomen g0
Analysis performed according ND / Ananns nposexen no HJI: JI1-001365-230124

Page 2 of 5/Crp.2u3 5

No

Test / IlokazaTeianb
Ne

Results / PesyabTaThl

Specification / Hopma

3 Clarity / I1po3pauHocThb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHuys nNpenapara He
JIOJKHA NPEBBIIIATE ONANECLIC HUMIO
3TajloHa cpaBHeHUs L.

4 Color / lIBeTHOCTb 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[TornoleHue A0HKHO ObITh HE
6onee 0,20 npu ATUHE BOJIHBI
430 BM.

5 pH 7.2 From 6.9t07.9./016,9 mo 7.9.

6 Particulate matter / MexaHH4YecKHe BKJIIOYEHHS

6A Visible particles /
BuauMble 4acTHIIbI

Complies / CooTBEeTCTBYET

Should correspond to requirements.
/
B cooTBeTcTBUE ¢ TPpeOOBAHHAMHL.

6B Invisible particles /

HeBunumMele 4acTHUBL:

i. Particles > 10 pm/
Yactuu pasmMepoM >
10 MKkM

ii. particles > 25 pm/
YacTHL pasMepoM >
25 MKM

10

01

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

not more than 600 per ampoule /
we bonee 600 Ha amnyny.

7 Related substances / PoacTBeHHbIe IPpUMeCH

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooteercTByeT TpeboBanusam HJI

Conclusion : APPROVED /
Zaxnwuenne: OJOBPEHO

Prepared by /
[Moarotoeneno: Ramakant

M_“d;

Checked by /
ITporepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
Opnobpeno: Menemixep / PykosoauTesnn
Amit Kumar =

N

.

—

Reprint Date /
Jara: 28.05.2025

Reprint Date /
JHara: 28.05.2025

Reprint Date /
Jarta: 28.05.2025

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Malagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 7zl +01 081665200102
CEPTUOHUKAT AHAJIU3A www.drrecdvs.cons

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon®™ (xeToposiak) pacTBOp JUis BHYTPHBEHHOI'O ¥ BHYTPUMEILIEYHOrO BBEAEHHS, 30 Mr/Mn
Batch No / : V250337 Batch Quantity / : 454545 ampules /
Cepust Ne O0bem cepan 454545 ammyin
Analytical Report No / : 890001806923 Date of Analysis / : 28.05.2025
AHaJgHTHUYECKHI oTUeT Ne JlaTa aHaH3a
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTta NpoH3BOACTBA T'oxen no
Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-230124

Page3 of 5/Crp.3u3 5

1;00 Test / [loka3aTesb Results / Pe3yabTaThl Specification / Hopma
Impurity A / llpumecs A 0.10% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / we Gonee
Huke npenena obuapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / TTpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npenena obnapyxenus (I10 = 0.50 %:
0.010%) ’ ’
Impurity D / TIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena ooHapysxenus (10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He OGonee
impurity / ExuHiuHas 0,20 %.
HenaeHTHUUMPOBaHHAs
TpUMECh
Total impurities / CymMma 02 % Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 10.2 ml/10.2 mn Not less than 10.0 ml (collectively
H3Baekaemblii 06bem measured volume of 10 ampoules) /
He Menee 10,0 M (00beM,
HW3MepeHHBIH Ha OCHOBaHUH
u0LBANLBLLULY LupgpsumuLy 10
amIryn)

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJQ

Conclusion : APPROVED /
Zaxnrouyenne: OJOBPEHO

Prepared by /
IToarororneHo: Ramakant

Checked by /
posepeno: Pardeep Kumar

Approved by: Manager/Executive /
OmobpeHo: Menemxkep / PykosoauTens

f Amit Kumar -

— | -

N

Bulpd
Reprint Date / '

Hara: 28.05.2025

Reprint Date /
Jlara: 28.05.2025

Reprint Date /
Jara: 28.05.2025

¥

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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CEPTUHO®HUKAT AHAJIU3A www.drredavs.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon" (keToposiak) pacTsop /uisl EHYTPUEEHHOIO ¥ BHYTPMMBILIEYHOTO BBeAeH S, 30 Mr/ma
Batch No / : V250337 Batch Quantity / : 454545 ampules /
Cepusi No O6bem cepun 454545 amnyi
Analytical Report No / : 890001806923 Date of Analysis/ : 28.05.2025
AHastuTHYecKHii oTueT Ne JlaTa anaau3a
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jara npon3BoacTBa T'ogen 1o
Analysis performed according ND / Auain3 nposeger mo HJI: JI[1-001365-230124

Page4 of 5/ Crp. 4u3 5

1;.3 Test / Ilokasaresb Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanbHble /<=0.725 E3/mMr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBDI 5,8 ED/Mr KeToponaka
TpOMeTaMHHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObIThb
CTepuJIbHOCTb (M1 KaXI0# CTEPUIILHBIM.
15-oii cepun)
11 Assay / KosinuecTBeHHOE 30.51 mg/30.51 mr From 27.0 mg to 33.0 mg of
onpeacsicHHe Ci9H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr Cy9H24N>Og (keToponaka
TpoMeTamon) B 1 ML
12 Alcohol content / ItaHon 12.04 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/06) no 13,10 %
(06/00).
13 Packaging / YnakoBka 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 cutring 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
I[lo 1 wMn B ammynsl 3 | carton pack/
CBETO3ALIUTHOrO cTekna TemMHo- | [lo 1 Mn B aMmynsl W3
kopi4nesoro kiacca I (USP). B CBETO3ALMTHOTO CTEKJIa TEMHO-

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooteTcTBYET TpeboBanram HJL

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by /
IMoaroToeneno: Ramakant

M\Ltf

Checked by /
ITpoeepeHo: Pardeep Kumar

S

W

Approved by: Manager/Executive /
Onobpeno: Menemxep / PL)/KOBO}IPITCIIL
Amit Kumar

- e
-

Reprint Date /
Hara: 28.05.2025

Reprint Date /
Hara: 28.05.2025

Reprint Date /
Jara: 28.05.2025

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: L85195AP1884PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Naizgarh Road, Baddi,
Distt. Solan, 1.7, 173 205, INDIA
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CEPTUOPHUKAT AHAJIU3A WWWLGITRECYE 00
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAykT: Keropon" (keToponak) pactop AJis BHYTPHEEHHOI'O H BHYTPUMbILIEYHOrO BBeACHNUS, 30 mr/mn
Batch No / : V250337 Batch Quantity / : 454545 ampules /
Cepns No Ob6beM cepun 454545 amnyi
Analytical Report No / : 890001806923 Date of Analysis/ : 28.05.2025
AHasuTHYecKHil oTueT Ne JlaTa ananusa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jarta npon3BoacTBa T'ogen xo
Analysis performed according ND / Ananuz nposesen mo H/: JII1-001365-230124

Page S5of 5/ Crp. 5 u3 5

Results / PesyabTaTsl

Specification / Hopma

BEpXHE 4acTh ammyJjbl HaHECEHI
KOJIbIIO M TOYka i paznoma. Ha
amIyny HaKJIeMBaKT 3THKETKY.

Ilo 10 ammyn ¢ MHCTpYKUHWEH IO
NPUMEHEHHIO noMeLarT
8 TIBX/amomuHueBbll 6aucTep.

Io 1 6mucTepy B MaYKy KapTOHHYIO.

KopHuHeBoro ipera knacca I (USP).
B BepxHei 4acTH aM1yJjlbl HAHECEHDI
KONBIIO M TOuka Ans pasnoma. Ha
aMITYJTY HaKJIEUBAKOT 3TUKETKY .

ITo 10 amMmyn ¢ MHCTpYyKUHMEH IO
NPUMEHEHHIO B
[IBX/amomuuuesslii 6nucrep. Ilo
1 6nuctepy B nadyky KapTOHHYIO;
ona  cmayuonapog: mno 2, 3, 5
OGJIUCTEPOB B NAYKY KapTOHHYIO.

According to ND / B cooteercteuu ¢ HJ,

In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHHOM
OT CBETaA MeCTe MPH TeMIlepatype He Bhile 25 °C. He 3aMopaxuBaTh.

by Test / IlokaszaTesb

No

14 Labelling / MapkupoBka

15 Storage conditions /
XpaHenue

16 Shelf-life / Cpok roanocru

2 years. / 2 rona.

API name / Haumenosanue A®C:

Ketorolac Trometamol / KeToponaka TpomeTaMon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Howmep cepuun npoussoautens ADC:

2K TM0641024

FP Manufacturer API Batch number /
Homep cepnn cyGeraHuuu npoussoautens IJId:

FERA00706

API Manufactured by & country /
ITpouseoantens A®C, cTpaHa:

Symed Labs Ltd., India /
Caiimen JIa6e Jita., Migms

Remarks : The Product confirms to ND/
[Tpumeuanne: [TponykT cooTBeTcTBYET TpeboBanusm H/JT

Conclusion : APPROVED /
3axmwuenne: OJJOGPEHO

Prepared by /

IToproroeneHo: Ramakant

Checked by /
ITpoeepeHo: Pardeep Kumar

o ——

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoaurestb
Amit Kumar [ Sl ;

>

Reprint Date /
Mara: 28.05.2025

T

Reprint Date /
Hara: 28.05.2025

Reprint Date /
Hara: 28.05.2025

Registared 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.com




