Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.2.,, 173 205, INDIA
Tel : +01 98166 5AONT-0?

CEPTUOUKAT AHAJIN3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoAYkr: Keropon™ (keToponak) pacTsop JUlsi BHYTPUBEHHOTO U BHYTPUMbIIEYHOr0 BBEAEHHS, 30 Mr/mn
Batch No / : V250218 Batch Quantity/  : 454545 ampules/
Cepusl Ne O0bem cepun 454545 amnyn
Analytical Report No / : 890001799783 Date of Analysis/ : 31.03.2025
AnanHMiayeckuii oryer Ne Jlarta ananuza
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jdara NpoH3BOACTBA T'ogen no
Analysis performed according ND / Anann3 nposenen no HJI: JIT1-001365-230124
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[Tpo3pauHbiii GecLBeTHbIH pacTBOp.

i.g Test / [Toka3zaTenb Results / Pe3ysabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / TIpo3pauHblii
pacTBop OT 6eCLBETHOTO 10 CBETIO-
KENTora LBeTa.

2 Identification /
IToanuHHOCTDL

HPLC/B2XX

Complies as prescribed/

CooTBeTCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
yaepKUBaHHs OCHOBHBIX MHUKOB Ha
XpomaTorpamMmme UCTBITYEMOrO
pacTBOpa JOJKHBI COOTBETCTBOBATh
BpEMEHaM Y/EPXKHBaHUS OCHOBHbBIX
IHKOB Ha XpoMaTorpaMme
CTaHmapTHOro pacTtBopa (pasgmen
«KosnuectBeHHOE OMpeaeneHnes)

UV- spectrophotometry /
Y®-cniekrpodoToMeTpHs

Complies as prescribed/

CooTBeTCTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / V®-
CIIEKTPBI HOTIOLIECHHS
MCTILITYEMOTO PacTBOpa U pacTBopa
CTaHAAapTHOro obpasla KeTopojaka
TpoMeTaMuHa B obnactu ot 200 mo
400 HM JOJIXKHBI UMETH MAKCUMYMBI
NOTJIOIeHUA pU 32242 HM.

Remarks : The Product confirms to ND/

IMpumeuanue: [IpogykT cooTBeTcTByeT Tpebopanusm HJ

Conclusion : APPROVED /
3axkmrouenne: OJJOBPEHO

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

[MToaroroeneno:Ramakant [Tpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / Pykqsoaures
Wy - Amit Kumar N

Reprint Date / g Reprint Date / Reprint Date / i

Jara: 31.03.2025 Jara: 31.03.2025 Jlarta: 31.03.2025

Registered Ottice: 8-2-33/, Koad No. 3, Banjata Huls, Hyderapdd - bUUU34, ielangdna, ludld
Tel: +91 40 4900 2900, Fax: +91 40 45C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.?., 173 205, INDIA

Tel : #91 98166 56004-02

CEPTU®PUKAT AHAJIN3A www.drreddys.coin

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

Ipogykr: Ketopon™ (xeroposak) pacTBop Ui BHyTPUBEHHOTO U BHYTPHMBIILEYHOTO BBEAEHNS, 30 Mr/mn
Batch No / : V250218 Batch Quantity / : 454545 ampules/
Cepns Ne O6beM cepun 454545 amnyn
Analytical Report No / : 890001799783 Date of Analysis/ : 31.03.2025
AHaJTHTHYeCKHH oT4yeT No JaTa ananusa

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JaTa NpoH3BoJCTBa T'oagen a0

Analysis performed according ND / Auann3 npoBenen no HJ/: JII1-001365-230124
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No

No Test / [Toka3aTeb

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IIpospaunocTtsb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OmanecuieHuMs npenapaTa He
JOKHA MPEBLILIATE ONaIeCLIE HUUIO
3TanoHa cpaBHeHus I.

4 Color / llBeTHOCTDH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[Tormnouexnue n0/KHO OBITh HE
oonee 0,20 npu ANHHE BOJIHBI
430 um.

5 pH 7.2 From6.91t07.9./0T16,9 no 7,9.

6 Particulate matter / MexaHn4yecKne BKJIIOUYEHUS

6A Visible particles /
BunayiMele 4acTHUBI

Complies / CooTBeTCTBYET

Should correspond to requirements.
/
B cooTreTCcTBUH € TpeOOBAHMSIMH.

6B Invisible particles /
HeBuauMeble YacTHLBI:

1. Particles> 10 pm/ 18 not more than 6000 per ampoule /
UYactuu pazmepom > He 6onee 6000 Ha amITyiy;
10 MxM

ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YaCTHUI] pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoacrBenHbIe IpHMecH
Impurity A / Tlpumecs A 0.10 % not more than 0.20 % / ne Gonee

0,20 %;

Remarks : The Product confirms to ND/
IMpumeuanue: TIponykT coorsercTByeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
I—IO)II"OTOEJTCHOfRamZiikﬂl'IT

Jod

Checked by /
Ilposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemwxkep / Pyriosomwenb

e Amit Kumar \

Reprint Date / v

Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

¥

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS el :+91i 98166 36001-02

CEPTUDPUKAT AHAJIM3A  www.drreddys.com

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

Cepus Ne

 Hpoaykr: Ketopon" (keToponak) pacteop Ul BHYTPUBEHHOTO M BHYTPHMBbILIEYHOTO BBE/EHHS, 30 Mr/mn
Batch No / : V250218 Batch Quantity / : 454545 ampules /

O6bem cepuu 454545 amnyn

AHaJaHTHYECKUH 0TUeT Ne

Analytical Report No / : 890001799783

Date of Analysis/ : 31.03.2025
JlaTa ananu3za

JlaTa NpoH3BOJCTBA

Date of Manufacture / + 03/2025

Date of Expiry / : 02/2027
I'ogen o

Analysis performed according ND / Ananu3s nposegen no HJI: JIII-001365-230124
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iﬂo Test / Iloka3aTenb Results / Pe3yabTaThl Specification / Hopma

Impurity B / Ilpumecs B not more than 0.50 % / He Gonee
Below LOD (LOD = 0.014 %) / 0,50 %;
Huwxe npenena obHapyxenus (I10 =

i 0.014%)

Impurity C / ITpumecs C not more than 0.50 % / He Gonee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hiwnke npenena obHapyxenns (I10 =
0.010%)

Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Huke npenena obHapyxernus (10 = | 0,20 %.
0.014%)

Tndividual unidentified e Not more than 0.20 % / He Goree

impurity / Enunyanas Hwxe npenena Konwiecme:moro 0,20 %.

HeHIeHTHOUIMPOBAHHAS onpepenenus (ITKO = 0.05%)

npHMech

Total impurities / Cymma 0.1 % Not more than 1.50 % / He 6Gonee

puMecei 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 mia (06beM,
W3MEpEHHbIH Ha OCHOBAHUU
06beHEHHOTO conep)xumoro 10
aMITyIT)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanbHble /<=0.725 E3/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 EQ/Mr KeTopoJaka

TpOMeTaMHKHa.

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO

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

IToarororneHo:Ramakant IIposepeHo: Pardeep Kumar | Ono6peno: Menemxep | PykpBoauTensb
&M‘\ld; ] Amit Kumar \ e

Reprint Date / v Reprint Date / Reprint Date / '

Hata: 31.03.2025 Hara: 31.03.2025 Hara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6 .
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSISTe! : +91 98166 56001-02

CEPTHOHMKAT AHAJIM3A www.drreddys.com

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

IMpoaykr: Keropon™ (keroponax) pacreop A1 BHYTPHEEHHOIO M BHYTPHMBIIIEYHOTO BBeNCHUS, 30 Mr/mu1
Batch No / : V250218 Batch Quantity / : 454545 ampules /
Cepus Ne Ob6bem cepun 454545 amnyn
Analytical Report No / : 890001799783 Date of Analysis/ : 31.03.2025
AHAIHTHYECKHI oTyeT No Jara ananmusa

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

Jara npoussojacrea I'onen no

Analysis performed according ND / Anann3 uposexen mo HJI: JIT1-001365-230124
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CrepuiibHoCTE (10151 KaXa0¥
15-oii cepun)

i‘? Test / loxasatenn Results / Pe3ybTaTh Specification / Hopma
10 Sterility (every 15th batch) / Sterile / Ctepunen Must be sterile. / JlomxeH 6bITb

CTEPUIIbHBIM.

11 Assay / KoanuecTBenHoe 30.48 mg/30.48 mr From 270 mg to 33.0 mg of
onpejesienue C19H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
70 33,0 mr Ci9H24N>Oy (xeToponaka
TpomMeTamon) B 1 mir.
12 Alcohol content / dtauon 11.81 % From 10.60 % (v/v) to 13,10 %

viv)./
Ot 10,60 % (06/06) no 13,10 %
(06/06).

13 Packaging / Ymaxogka

I mL in class I light-shielding dark
amber glass ampoules (USP). A cut
ring and point in the upper part of
ampoule. A label is attached to

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack /

Mo 1 wmn B amoymer 3
CBETO3aLIMTHOIO CTEKJA TEMHO-
xopuyHesoro kmacca 1 (USP). B
BEpXHEH 4YacCTH aMIysibl HaHECEHbI
KOJIBLO W TOuYKa A7NA pasnoma. Ha
aMmIyJly HaKJIEMBAIOT STHKETKY.

Ilo 10 ammyn ¢ uHCTpyKIWeii no
NPUMEHEHUIO MOMEILAKT
B [IBX/amomunuesstii 6ucrep.

1 mL in class I (USP) light-shielding
dark amber glass ampoules.

A cut ring and point are in the upper
part of ampoule. A label is attached
to ampoule. 10 ampoules and a
patient information leaflet in a
PVC/aluminum blister.

1 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
IIo 1 wMn B aMoyasl 3
CBETO3AIMTHOIO CTEKJIa TEMHO-

KOpHYHEBOTO UBeTa Ktacca I (USP).
B BepxHeit yacTu aMmmyJis1 HaHECEHb!
KOIILLIO W TOouka AN paznoma. Ha
aMITyJly HAKJIEUBAIOT STHKETKY.

[o 10 ammyn ¢ uHCTpykumeit no
IIPHMEHEHITIO B |

Remarks : The Product confirms to ND/

lpumeuanne: IMpomykT cooTBeTCTBYET Tpebosanmsam HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

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

IMoaroroeneno:Ramakant + Ipoeepeno: Pardeep Kumar | Opo6peHo: Menenxep / Pykosomurens
qil\i'k’/ sl Amit Kumar N

Reprint Date / AT Reprint Date / Reprint Date / L

MHara: 31.03.2025 Jara: 31.03.2025 Jara: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

Qe
Dr. Reddy’s ‘.o. Vill. Khol, Natagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel:+51 38155 000C:-G2
CEPTUO®UKAT AHAJIU3A www.drreddys.com

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

Ipoaykr: Ketopon™ (keToposiak) pacTBOp IS BHYTPUBEHHOTO H BHYTPHUMbIUIEUHOTO BBeACHU, 30 Mr/mn
BatchNo/ : V250218 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepuu 454545 ammyn
Analytical Report No / : 890001799783 Date of Analysis/ : 31.03.2025
AHaJIuTHYECKHI 0TueT Nt JlaTa aHaJIu3a

Date of Manufacture / : 03/2025 Date of Expiry / : 0272027

JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananu3s nposegen nmo HJI: JIT1-001365-230124

Page50f5/Crp. Su3 5

I;.OO Test / [Toka3aTeJb Results / Pe3yabTaThl Specification / Hopma
ITo 1 6aucTepy B Ma4Ky KapTOHHYFO. TIBX/amoMunueBbtid Onuctrep. Ilo
1 6iucTepy B Nayky KapTOHHYIO;
o1 cmayuonapos: mo 2, 3, 5
6JKCTEPOB B NNAYKy KapPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooteercTBun ¢ HJ,.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammiienHom
XpaneHue OT CBETa MecTe IIpu Temnepatype He Bbille 25 °C. He 3aMOpaxuBaTs.
16 Shelf-life / Cpok rogHocTH 2 years. / 2 rona.
API name / Haumenopanune A®@C: Ketorolac Trometamol / Ketoponaka TpoMeTamMol
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number /
Homep cepuu npoussoautens ADC: 2KTM0601024
FP Manufacturer API Batch number /
Homep cepuu cyOcTtaHuun npoussoaurtes ['JID: FERA00632
API Manufactured by & country / S}:med Labs Ltd., India /
Ipoussoautens A®C, ctpana: Catimen Jlabe Jita., Mnnms

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: [Tponykr cooTBercTByeT TpeboBanuam HJI 3axmouenune: OJJOBPEHO

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

IMoarororneHo:Ramakant IMposepeno: Pardeep Kumar | Omobpeno: Menemkep / Pykosoauresis
C Amit Kumar N ©—

Reprint Date / . Reprint Date / Reprint Date / U

Jara: 31.03.2025 Jara: 31.03.2025 JlaTta: 31.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



