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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

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

vill. kho!, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +51 95166 56001-C2

www.drreddys.com

| Product : /

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

ITponyxr: Keropon" (keToponak) pactTeop ajis BHYTPHBEHHOTO ¥ BHYTPHMBILLEYHOro BBe/ieH s, 30 Mr/ma
Batch No / : V250663 Batch Quantity / : 454545 ampules /
Cepun Ne Ob61bem cepiin 454545 ammyn
Analytical Report No / : 890001830620 Date of Analysis / : 30.08.2025
AHaJIHTHYECKHIT oTUeT Ne JarTa anajnia
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
JlaTta npon3BoICcTBa I'ogen 10
Analysis performed according ND / Ananus nposejien no HJ1: JIN1-001365-230124

Pagelof 5/Crp.1u35

[Tpo3pauHblii GecLBETHBIH PacTBOP.

i.oo Test / [Toka3zaTesb Results / PesyasTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless solution. / | Clear colorless to slightly yellow color

solution. / TIpo3pauHeii pacTsop oOT
OCCLBCTHOrO 110  CBETI0-)KENTOTO
LBeTa.

2 Identification /
IHoanuHHOCTDH

HPLC / BOXX

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
YIOEPXKUBAHUS OCHOBHBIX ITMKOB Ha
XpoMarorpaMme HCTIBITYEMOTO
pacTBOpa [JOJDKHBl COOTBETCTBOBAThH
BpeMEeHaM YICPKHBAHUA OCHOBHBIX
TTHKOB Ha Xpomarorpamme
CTaHJapTHOro  pacTBopa  (pasien
«KOJIMYECTBEHHOE ONpeeTIeHUE)

UV- spectrophotometry /

Yd-cnextpodoTomMeTpHs

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. / YP-cnexTpsl
MOCJIOIIEHUsT UCTIBITYEMOrO pacTBoOpa
U pacTBOpa CTaHAapTHoro obpasua
KETOpoJIaKka TpOMeTaMuHa B 00JIacTH
ot 200 no 400 HM OOJOKHBI UMETH
MaKCHMYMBI MOTJIOLIEHU A npH1
32242 HM.

Remarks: The Product confirms to ND/
ITpumeuanue: [TponykT cooTseTcTBYeT TpeboBanusam H{

Conclusion: APPROVED /
Saxmwuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant ITposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykooaurens
Amit Kumar N
ot 1 £
Reprint Date / Reprint Date / Reprint Date /
Jata: 30.08.2025 Jara: 30.08.2025 Jara: 30.08.2025
Registered Office: 8-2-337, Road No. 3, Bznjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Fermulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Ta!: 0193166 56001-02

CEPTUDOUKAT AHAJIU3A www.drreddys.com

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

Ipoaykr: KeTtopon™ (keToponak) pacTBOp Juisl BHYTPUBEHHOTO U BHYTPMMbIILEUHOTO BBEACHNS, 30 mMr/Mn
Batch No / : V250663 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepur 454545 amnyn
Analytical Report No / : 890001830620 Date of Analysis / : 30.08.2025
Ananuruyecknii oTuet Ne JlaTa ananuza

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027

Jata npou3BoacTBa T'onen oo

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

Page2 of 5/ Crp.2 3 5

1}00 Test / lHoka3arenn Results / Pe3yabTaThl Specification / Hopma
3 Clarity / Ilpospa4yHocTb Complies / CoOTBETCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHums
npenapara He LOJDKHA NPEBbIIIATh
OMaJleCLEHLMIO 3TAN0HA cpaBHeHM: 1.
4 Color / LiBeTHOCTH 0.04 Absorbance should be not more than
0.20 at 430 nm. /
TornomeHne NOMKHO O6bITE He Hosiee
0,20 npu anuHe BosiHbI 430 HM.
5 | pH 73 From 6.9 to 7.9./ Ot 6,9 110 7,9.
6 Particulate matter / Mexannueckne BKIIOYEHHUA
6A Visible particles / Complies / CoOoTBETCTBYET Should correspond to requirements. /
BuanMele 4acTULBL B cooteeTcTBHU C TpeOOBAHUIMU.
6B Invisible particles /
HeBuanMble yacTHLbL:
i. Particles> 10 um/ 53 not more than 6000 per ampoule /
YacTun pasMepom > He 6oaee 6000 Ha ammyny;
10 Mmxm
ii. particles > 25 pm/ 1 not more than 600 per ampoule /
4acTHLl pa3MepoM = He 6onee 600 Ha amnyJy.
25 MKM
iil.
7 Related substances / PoncTBeHHbIe PUMeCH

Remarks: The Product confirms to ND/
INpumeuanue: [Tponykt cooTsercTryeT TpeboBannam HJI

Conclusion: APPROVED /
3axawuenue: OJOBPEHO

Prepared by /
TToarotroeneno: Ramakant

Ly

Checked by /
[TpogepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurtens

Amit Kumar 8
—
N —

Reprint Date /
Jara: 30.08.2025

Reprint Date /

Jara: 30.08.2025

Reprint Date /
Jara: 30.08.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorc;lac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon™ (keToposiak) pacTBOp [ BHY TPHBEHHOIO M BHYTPHMBILLEYHOTO BBEACHHNHA, 30 Mr/ma_|
Batch No / : V250663 Batch Quantity / 1. 454545 ampules /
Cepusi Ne O6bem cepiH 454545 ammyi
Analytical Report No/ - : 890001830620 Date of Analysis/ -~ 1-30.08.2025
AnaHTHueckuii oTyer Ne JlaTa ananusza

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027

JlaTa mpoH3BOACTBA I'onen mo

Analysis performed according ND / Ananus nposesen mo HJI: JI[1-001365-230124
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iﬂo Test / [lokasaTeab Results / Pe3yibTaTbl Specification / Hopma
Impurity A / Ilpumecs A 0.09% not more than 0.20% / He Oonee
0,20 %;
= 0
Impurity B / ITpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Oonee
_ 0,50 %;
Huxe npenena obHapysxkenus (110 =
0.014 %)
Impurity C / TIpumecs C Below LOD (LOD =0.010 %) / not more than 0.50% / He 6Gonee
Hixe npenena o6Hapysxenus (IO 0,50 %;
=0.010 %)
I ity D/ 11 D t than 0.20 % / 0
mpurity D / [Tpumecs Below LOD (LOD =0.014 %) / 1(;020 rozore an % | ne OGoree
Hwuxe npenena obHapyxenus (110 = ’ '
0.014 %)
Individual unidontifiod Naot mare than N1 20 % [ He Annee
impurity / EnuHudnas Below LUY (LOUY = U.Ud%) / U,2U Yo.
HeufeHTHHHUIHpPOBaHHAA Huke npeena KOJTHUECTBEHHOTO
NPHUMECD onpeaenenus (ITKO =0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npumece 1,50 %.
8 Extractable volume / 10.4 ml/ 10.4 mn Not less than 10.0 ml (collectively
Hspnexaemblii 060bemM measured volume of 10 ampoules) /
He menee 10,0 ma (00beM,
U3MEpEHHBIN Ha OCHOBAHNH
06beIMHERHOTO colepkuMoro 10
amIym)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
INpumeuanue: [IpoaykT cooTBeTcTBYET TpeOoBanusm HJI 3akiawyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotoneHo: Ramakant Iposepeno: Pardeep Kumar | Onobpeno: Menemwxkep / PykoBoautesnsb
Amit Kumar '
Reprint Date / l' Reprint Date / Reprint Date /
Hara: 30.08.2025 Jara: 30.08.2025 Jata: 30.08.2025

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: L85155AP1984PLC0O04507
www.drreddys.com
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vill. Khol, Malagarh Road, Baddi,
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CEPTHOHUKAT AHAJIU3A www.drieddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon" (keToposak) pacTBOp JUisi BHYTPHBEHHOTO U BHYTPHMbILIEYHOrO BBeJieHHs, 30 Mr/mn
Batch No / : V250663 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuu 454545 ammysn
Analytical Report No / : 890001830620 Date of Analysis / <1 30.08.2025
AnagurHyeckuii ordyer Ne Jlara ananusa
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
JlaTa npoH3BOJCTBA T'ogen no
Analysis performed according ND / Auasnu3s nposeaex o HJI: JI[1-001365-230124

Page4 of S/Crp.4u3 5

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 wMn B aMmmoynsl H3
CBETO3AILUTHOrO CTEKIA TEMHO-

kopuuHeoro kmacca I (USP). B
BEpXHEW YacTH amIlysibl HaHECEHbI
KOJbIO M TO4Ka g pasioMa. Ha

1;,00 Test / [Toka3zaTennb Results / PesyabTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8EU/mg of
BakTtepnajbHbIie /<=0.725 ED/mr Ketorolac Trometamol. / He 6osee
IHAOTOKCHHBI 5,8 ED/Mr KeTOopoaaka TpOMETaMHHa.
10 Sterility (every 15th batch) / Complies / COOTBETCTBYET Must be sterile. / omxen ObITb
CTepHJIbHOCTD (AU Kax10i CTEPWILHBIM.
15-0#i cepumn)
11 Assay / KonnuecTBeHHoOe 30.68 mg / 30.68 Mr From 27.0 mg to 33.0 mg of
onpeaejeHHe Ci9H24N204 (Ketorolac Trometamol)
per 1 mL / Ot 27,0 mr mo 33,0 mr
Ci9H24N2Og (xeToponaka
TpoMeTraMosi) B 1 ML
12 Alcohol content / ITaHon 11.68 % From 10.60 % (v/v) to 13,10 % (v/v).
/
Ot 10,60 % (06/06) g0 13,10 %
(06/00).
13 Packaging / Ynakoeka 1 mL in class I light-shielding dark | 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 /
[lo 1 ™Mo B amIynsl u3
CBETO3ALUUTHOTO  CTEKNa  TEMHO-

kopuyHeBoro 1peta knacca I (USP). B
BEPXHEH YacTH AaMIydbl HaHECEHBI

Remarks: The Product confirms to ND/
[Tpumeuanue: IIpomykT cooTBeTCTBYET TpeGoBanusaM HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonrorosneno: Ramakant

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykosoautens
Amit Kumar 3

‘1\”’” '
y

=

@w\m&;
Reprint Date / Y

Hara: 30.08.2025

Reprint Date /

Jara: 30.08.2025

Reprint Date /
Jara: 30.08.2025

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: L853.95AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Foermulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
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CEPTUOUKAT AHAJIM3A ~ www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToponak) pacTsop AJis BHYTPMBEHHOIO W BHYTPUMBILIEYHOrO BBeAcHUA, 30 Mr/mi1
Batch No / : V250663 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepHi 454545 amiyJ
Analytical Report No / : 890001830620 Date of Analysis / :-30.08.2025
AHanuTHYecKHH oTueT No JlaTa aHaaM3a
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
JlaTa NpPOH3BOACTBA Toaen 10 |

Analysis performed according ND / Anaanz nposesen mo HJI: JIT1-001365-230124
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==
1;1%0 Test / Iloka3aTenn Results / PesyabTaTsl Specification / Hopma
aMIMyJy HaKJICUBAIOT ITHKETKY. KONBIO W TOYKAa Ans pasnoma. Ha
Io 10 ammyn ¢ HHCTPYKUHMEH MO | aMITyly HaKJeHBalOT STUKETKY.
MPUMEHEHHIO nomewaor | [lo 10 amnyn ¢ WHCTpYKUHeH Mo
B [IBX/antoMHHHEBBIH OnMcTED. npumMerneHuto B [1BX/antoMuHueBbIi
[To 1 6nMcTepy B Na4Ky KapToHHyto. | Onuctep. Ilo 1 6aucTepy B mauky
KapTOHHYIO; 01 CIHAYUOHApPOoE: 1o 2,
3, 5 61MCTEPOB B NaYKy K4PTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorsercteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3aiiimensom
XpaHeHUe OT cBeTa MecTe MpH TeMnepatype He Blnte 25 °C. He 3amopaxuBars.
|16 Shelf-life / Cpok rogHocTH 2 years. / 2 ropa.

API name / Haumenosanue ADC:

Ketorolac Trometamol / KeToponaka TpOMeTamoJl

INN / MHH:
API manufacturcr batch number /
Howmep cepuu npoussoautens A®C:

Ketorolac / Ketoponak

2KTM0120225

FP Manufacturer API Batch number /

Homep cepuu cyocranuuu npoussoauteas I'JIP:

FESA00161

API Manufactured by & country /

Symed Labs Ltd., India /

Ipouseoautenr A®C, cTpana;

Catimen JIabc JItn., Munusa

Remarks: 'The Product contirms to N/
[MTpumeuanue: IIpoaykr coorsercTByeT TpeboBanusm H/I

Conclusion: APPROVED /
3axmouenune: OJIOGPEHO

Jlata: 30.08.2025

JlaTta: 30.08.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant IposepeHo: Pardeep Kumar | Opo6peHo: Menemxep / Pykosoautesb
t‘ Amit Kumar A
s
Reprint Date / i Reprint Date / Reprint Date /

Jara: 30.08.2025

Registered Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




