Dr.Reddy’s Qf‘

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

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

CERTIFICATE OF ANALYSIS 1.1 19198165 56001-02

CEPTUO®UKAT AHAJIN3A www.drreddys.com

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

Ilpoaykr: Keropon" (keTopoiiak) pacteop [/t BHyTPHBEHHOTO ¥ BHYTPHMBILIEYHOIO BBEIeHHUS, 30 mr/mn
Batch No / : V250561 Batch Quantity / : 454545 ampules /
Cepus Ne O06Bem cepun 454545 ammyn
Analytical Report No / : 890001821874 Date of Analysis / : 25.07.2025
AHannTHYecKHii oTyeT Ne Hdarta anannza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

aTa MPOH3BOACTBA I'ogen 1o

Analysis performed according ND / Ananu3 nposegen no HJI: JII1-001365-230124

Page1 of 5/Crp.1u35

IMoaauHHOCTL

HPLC / BOXX

Complies as prescribed/

CooTBETCTBYET

i:) Test / [Toka3aTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless solution. / | Clear colorless to slightly yellow color
ITpo3pauHblii GecuBeTHBIH pacTBOp. solution. / Ilpo3pauHbIi pacTBOp OT
0ecUBETHOr0 A0  CBETJIO-XKEJITOTO
1BeTa.
2 Identification / The retention times of the main peaks

in the chromatogram of test solution
should conrespond o those i the
chromatogram of standard solution
(Assay section) / Bpemena
yIep)KUBaHUA OCHOBHBIX TIHKOB Ha
XpOMaTOTpaMme HCTIBITYEMOTO
pacTBopa HOJXHBI COOTBETCTBOBATh
BpeMeHaM YJePKHBaHUS OCHOBHBIX
MUKOB Ha XpomartorpamMmme
CTaHAapTHOTO  pacTBopa  (pasgen
«Konn4yecTBEHHOE OTIPENENSHHEY)

UV- spectrophotometry /

V®-cnexktpodoTomeTpus

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. / Y ®-cnekTpsl
MOIJIONIEHHS UCTILITYEMOr0 PacTBOpa
MU pacTBOpa cTaHJapTHOro obpasua
KeTopoJiaka TpOMeTaMHHa B 00JacTH
ot 200 o 400 HM JOJKHBI MMETH
MakCUMyMbl  TIOTJIOIUCHWS  INIPH
32242 uM.

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykt coorseTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
3axawouenne: OJOBPEHO

Prepared by /
IToxnrorosineno: Pravesh Rana

f

Checked by /
IMpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoaurens
Amit Kumar A

/\ —

‘ —

Reprint Date /
Hara: 25.07.2025

/
of
Reprint Date /

Jara: 25.07.2025

Reprint Date /
Jara: 25.07.2025

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: L85195AP1984PLC0O04507

www.drreddys.com
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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  Tel:+91 98165 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon™ (ketoponak) pacTBOp AJ1si BHYTPUBEHHOrO U BHYTPUMBIIEYHOrO BBeAeHHUS, 30 Mr/Mn
Batch No / : V250561 Batch Quantity / : 454545 ampules /
Cepus Ne Obbem cepHH 454545 amnyn
Analytical Report No / : 890001821874 Date of Analysis / : 25.07.2025
AHanuTHYeCKHH oTyeT Ne Jarta aHanu3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JdaTa npon3BoACTBA I'ogen no
Analysis performed according ND / Ananun3 npoBenen no HJI: JIT1-001365-230124
Page2 of 5/ C1p.21n35
1}? Test / [lokazaTenb Results / Pe3yabTaThl Specification / Hopma
3 Clarity / Ilpo3pa4HocTb Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npenapara He JO/DKHA NPEBBIIIATh
OMaIeCIICHIIMIO 9TANOHa CpaBHEeHus 1.
4 Color / IllBeTHOCTB 0.05 Absorbance should be not more than
0.20 at 430 nm. /
[Mornoiuenye A0IXKHO OBIThH He Gonee
0,20 npu gnuHe BonHel 430 HM.
5 pH 7.5 From 6.9t07.9./0t16,9 no 7,9.
6 Particulate matter / MexaHn4eckue BKJIIOUYCHHSA
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
Buaumeie 4acTuiisl B cooTBeTcTBHE ¢ TpeOOBaHHUSIMHU.
6B Invisible particles /
HeBuayMeie yacTULbL:
i. Particles > 10 pm / 47 not more than 6000 per ampoule /
YacTtuu pazMepom > He 6onee 6000 Ha ammyny;
10 Mxm
ii. particles > 25 pm/ 1 not more than 600 per ampoule /
YacTHL pasMepoM > He 6onee 600 Ha amnyy.
25 MKM
1il.
7 Related substances / PoacTBeHHbIe MpHMecH

Remarks: The Product confirms to ND/
INpumedanue: [Ipopyxr cooTBeTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
Zakaouenne: OJJIOBPEHO

Prepared by /
IMoarorosnexo: Pravesh Rana

Checked by /
[Mpoeepeno: Pardeep Kumar

<

[

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenn
Amit Kumar %

M-

Reprint Date /
Hara: 25.07.2025

Reprint Date /
Jara: 25.07.2025

Reprint Date /
Hara: 25.07.2025

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: L85195AP1984PLC0O04507

www.drreddys.co
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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  7el:+91 28165 56001-02
CEPTUPHUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon” (ketoposnax) pacTBOp UL BHYTPHBEHHOIO M BHYTPUMBIILIEUHOTO BBeAEHHUS, 30 Mr/ma
Batch No / : V250561 Batch Quantity / : 454545 ampules /
Cepus Ne O0beM cepun 454545 amnyn
Analytical Report No / : 890001821874 Date of Analysis / : 25.07.2025
AHaguTHYeCKHH oTyeT N2 Jara anannza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTta npon3BojacTBa I'ogen oo
Analysis performed according ND / Anamus nposenen mo H/I: JII1-001365-230124

Page3 of 5/Crp.3 35

1.;1%0 Test / IlokaszaTenn Results / PesyasTaTsl Specification / Hopma
Impurity A / [lpumecs A Below LOQ (LOQ = 0.049 %) / not more than 0.20 % / He Oonee
Hwxe npenena KoJM4eCTBEHHOTO 0,20 %;
= V)
Impurity B / [Ipumecs B onpeneneni (KO =0.049 %) not more than 0.50 % / He Gonee
Below LOD (LOD =0.014 %) / 0,50 %;
Hwxe npenena obHapyxxeHus (1O
Impurity C / [Ipumecs C =0.014 %) not more than 0.50 % / mHe 6onee
Below LOD (LOD =0.010 %) / 0,50 %;
Hwxe npenena obuapyxernus (I10
=0.010 %)
Impurity D / [Tpumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / He OGonee
Hmxe npenena obHapyxenus (IO = 0,20 %.
0.014 %)
Individual unidentified Not more than 0.20 % / He OGonee
impurity / EquHniHas 0.10 % 0,20 %.
HeuAeHTUQUIMPOBaHHAas
npUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuMecei 1,50 %.
8 Extractable volume / 10.1 ml/10.1 mn Not less than 10.0 ml (collectively
H3Bnekaemblii 06bemM measured volume of 10 ampoules) /
He menee 10,0 Mn (0Gbem,
W3MEPEHHBIH HA OCHOBAHUU
00BbeIUHEHHOT O coaepxumoro 10
amIym)

Remarks: The Product confirms to ND/
ITpumeuanue: Ilponykr cootBeTcTBYeET TpeboBanuam HJL

Conclusion: APPROVED /
3axaouenne: OJJOBPEHO

Jlarta: 25.07.2025

Jara: 25.07.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Moarorosneno: Pravesh Rana | Iposepeno: Pardeep Kumar | Onobpero: Menemxep / Pykosoauresns
Amit Kumar A
[ N—
Reprint Date / Reprint Date / Reprint Date /

Jara: 25.07.2025

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: L85195AP1984PLC004507
www.drreddys.com
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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 Te!:

101 93165 56001-02

CEPTUDPUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon" (keToposiak) pacTBOp [Jis BHYTPUBEHHOTO U BHYTPHMBILIEYHOTO BBeeHNUs, 30 Mr/mut
Batch No / : V250561 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6beM ceprH 454545 amnyn
Analytical Report No / : 890001821874 Date of Analysis / : 25.07.2025
AHaJHTHYECKHH oTyeT Ne Jara ananuza
Date of Manufacture / : 06/2025 Date of Expiry / : 0572027
JaTta npou3BoacTBa Toaen no
Analysis performed according ND / Anamz nposegen mo HJI: JI1-001365-230124

Page4 of 5/C1p.4u3 5

1}00 Test / [Toka3zaTesb Results / PesyasTaThi Specification / Hopma

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BbakTepnajbHble /<=0.725 EB/Mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 ED/Mr keToposiaka TpOMeTaMHHa.

10 Sterility (every 15th batch) /
CTepunbHOCTD (A5 KasKAOH
15-oii cepun)

Sterile / Crepuncn

Must be sterile. / JlomkeH ObITh
CTEPUIbHBIM.

11 Assay / KoninuecTBeHHOE 30.02 mg/30.02 mr From 270 mg to 33.0 mg of
onpeaesieHHe Ci19H24N204 (Ketorolac Trometamol)
per 1 mL / Ot 27,0 Mmr go 33,0 mr
C19H24N20¢ (KCTOpOJ‘[aKa
TpoMeTamos) B 1 ML
12 Alcohol content / ITaHoa 12.09 % From 10.60 % (v/v) to 13,10 % (v/v).

/
Ot 10,60 % (06/06) no 13,10 %
(06/00).

13 Packaging / YnakoBka

1 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 /

Ilo 1 w™Mn B aMmmyisl U3
CBETO3AIUUTHOTO CTEKIa TEMHO-
kopuuHeBoro kiacca I (USP). B
BEpXHEU YacTH amIyJibl HaHECEHbI
KOJIBIIO M Toyka ajs pasnoma. Ha

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
Jacilities: 2, 3, 5 blisters in a carton

pack /
Illo 1 ™M1 B aMhoylsl U3
CBETO3AIIUTHOTO  CTEKJA  TEMHO-

KopuuHeBoro 1geTa kiacca I (USP). B
BepXHe! 4YacTH aMIyJibl HAaHECEHBI

Remarks: The Product confirms to ND/
Ilpumeuanne: [IpomykT cooTBeTCTRYeT TpeboBaHusaM H/

Conclusion: APPROVED /
Zakmouenue: OJOBPEHO

Prepared by /

IToarorosneHo: Pravesh Rana

Checked by /
IIporepeHo: Pardeep Kumar

<l —

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykopoautens
Amit Kumar =

AN
{

Reprint Date /

Jara: 25.07.2025

Reprint Date /
Jlata: 25.07.2025

Reprint Date /
Jara: 25.07.2025

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

CIN: L85195AP1984PLC004507
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 1 401 981646 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

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

Hponykr: Ketopon™ (ketoposak) pacTBop isi BHYTPHBEHHOTO W BHYTPHUMBILIEYHOrO BBEJIEHHS, 30 Mr/ma
Batch No / : V250561 Batch Quantity / : 454545 ampules /
Cepusa Ne O06bem cepun 454545 amnyn
Analytical Report No / : 890001821874 Date of Analysis / : 25.07.2025
AHaHTHYECKHIT oTUeT No JlaTa anaau3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

Jara npou3BoacTBa Toaen no

Analysis performed according ND / Auanus nposeaen no HJ/: JII1-001365-230124

Page Sof S/ Cyp.5u3 5

i.‘? Test / [loka3zatennb Results / Pe3yabTaThl Specification / Hopma
amITyJly HaKJIeHBatOT 3THKETKY. KOMBLIO W TOYKa Jnsi pasjioMa. Ha
Ilo 10 ammyn ¢ AHCTpyKUMeH MO | aMnyjy HaKJIEHBAIOT 3TUKETKY.
NPUMEHEHHIO nomeniaior | Ilo 10 ammyn ¢ HMHCTpyKuumeil mno
B [IBX/anomuHueBsblii 61HCTED. npumeHenuto B 11BX/amoMUHMeBEIH
[To 1 GaucTepy B mauky kapToHHyto. | Oaucrep. [lo 1 Gnuctepy B mnauky
KapTOHHYIO; 011 CIAYUoHApog: 1o 2,
3, 5 6nucTepOB B Na4Ky KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootercteuu ¢ HJL.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiuieHHOM
XpaHeHHe OT CcBeTa MecTe MpU Temnepartype He Brlie 25 °C. He 3aMopaxxuBath.
16 Shelf-life / Cpok rogHocTH 2 years. / 2 ropa.

API name / HaumenoBanue APC:

Ketorolac Trometamol / KeTopoiaka TpoMeTaMoJl

INN / MHH:

Ketorolac / Ketoposnak

Homep cepun cydocrannuu npouspoaurens I'JIdD:

API manufacturer batch number / 2JKTMO0010125
Homep cepun npoussogutens ADC:
FP Manufacturer API Batch number / FESA00073

API Manufactured by & country /
IMponszpoaurens ADC, cTpana:

Symed Labs Ltd., India /
Caitmen Jlabe Jltn., Unaus

Remarks: The Product confirms to ND/

ITpumeuanue: IIponykT coorseTcTBYyeT TpeboBanusam HJI

Conclusion: APPROVED /
3arnwuenne: OJJOBPEHO

Prepared by / Checked by /

IToarorosiaeHo: Pravesh Rana

Iposepeno: Pardeep Kumar

<>QL,*

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / PykoBoautens
Amit Kumar /\ A

—
|

Reprint Date /
JHara: 25.07.2025

Reprint Date /
Hara: 25.07.2025

Reprint Date /
Jara: 25.07.2025

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: L85195AP1984PLC0O04507

www.drreddys.com




