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Product : /

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

IlpoAykT: Ketopoa™ (xeToposak) pactBop Uit BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBEIeHHs, 30 Mr/Mn
Batch No / : V250583 Batch Quantity / : 454545 ampules /
Cepusa Ne O6bem cepum 454545 amnyn
Analytical Report No / : 890001825336 Date of Analysis / : 30.07.2025
Anannradyecknii oruer No JlaTa aHaIH3a

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

JaTa npoH3BoacTBA I'ogen no

Analysis performed according ND / Anaaus nposegen no HJ: JIT1-001365-230124

Page 1 of 5/Ctp. 1135

-
1}00 Test / llokazaTenn Results / PesynbTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless solution. / | Clear colorless to slightly yellow color

TTpo3pauHkiii GecuBeTHbIN pacTBOP.

solution. / Ilpo3pauHblii pacTBop OT
OeclBETHOrO [0  CBETJO-XKEJITOro
LBETA.

2 Identification /
IMoanuHHOCTL

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
yAEPKHUBAHUA OCHOBHBIX MWKOB Ha
Xpomarorpamme UCTIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YAepXXUBAHUA OCHOBHBIX
IHKOB Ha XpoMaTtorpaMMe
CTaHJapTHOTO  pacTBopa  (pasgen
«KonuuecTBeHHOE onpeacneHue»)

UV- spectrophotometry /
Y®-cnekrpodoToMeTpris

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®-cnexTpsl
HOrNOIICHHA HCIBITYEMOTO pacTBOpa
W pacTBOpa CTaHIApTHOrO o6pasla
KETOpOfiaka TpOMeTaMKHa B 00JiacTH
ot 200 pno 400 HM [ONIXHBI HUMETH
MaKCHMYMbI TIOTJIOLIEHUS npH
322+2 HM.

Remarks: The Product confirms to ND/

ITpumeuanne: Ilponykt cootercTByeT Tpebosanusam HJI

Conclusion: APPROVED /
Zakiaruyenue: OJOBPEHO

Prepared by /
IToarorosnedo: Pravesh Rana

/

Checked by /
IIpoeepeno: Rama Kant

b

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar

A—"
/ -—

Reprint Date /
Jata: 31.07.2025

Reprint Date /
Jata: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangana, Indiz
Tel: +91 40 4500 2900, Fax: +91 4C 4900 29599, Email: mail@drreddys.com

CIN: L85195AP1984PLL004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

poaykT: Keroposn" (keToposiak) pacTBOp juisi BHYTPUBEHHOrO U BHYTPHMBbILIEHUHOro BBeAeHHs, 30 Mr/mn
BatchNo / : V250583 Batch Quantity / : 454545 ampules /
Cepns Ne O6beM cepHH 454545 amnyn
Analytical Report No / : 890001825336 Date of Analysis / : 30.07.2025
AHaJlMiTHYECKUH 0TUeT No Jlata ananusa

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
JlaTa npoH3BOACTBA T'ogen no

Analysis performed according ND / Ananu3 nposeaen nmo HJI: JITI-001365-230124

Page2 of 5/Crp.2u3 §

]No

Test / I[lokazaTeanb
Ne

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / Ilpo3padnocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHLus
npemnapara He JOMKHA NPEBbILIATh
onaiecUeHLHI0 3TajloHa cpaBHeHuUA 1.

BuauMele 4acTHLbI

4 " Color / I_[Be;HO_CT_b 0.04 Absorbance should be not more than
0.20 at 430 nm. /
ITornowmeHue AOMKHO ObITE He Gonee
0,20 mpu anmuHe BonHbl 430 HM,
5 pH 7.3 From6.9t07.9./016,9 no 7.,9.
6 Particulate matter / MexaHu4yecKkue BKJIIOYEHUSs
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /

B cooTBeTCTBUH C Tpe6OBaHI/IﬂMl/I.

6B Invisible particles /
HeBuaumble yacTULbL:
i. Particles> 10 um/ 105 not more than 6000 per ampoule /
YacTul pazMepom > He 6onee 6000 Ha amIyny;
10 MxM
ii. particles > 25 pm/ 3 not more than 600 per ampoule /
YacTHL pa3MepoM > He 6onee 600 Ha aMITyny.
25 MKM
iii.
7 Related substances / PoacTBenHbie mpumecH

Remarks: The Product confirms

to ND/

INpumeyanue: [IpogykT coorBeTcTBYET TpeboBaHusM HJL

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
[Tpoeepeno: Rama Kant

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

4 : ,\, Amit Kumar L
Q. N~
/ @v‘\ - {
Reprint Date / Reprint Date / ' Reprint Date /
Jata: 31.07.2025 Hara: 31.07. 2025 Hara: 31. 07 2025
Registered Office: 8-2-337, 1d No. 3, Banjara Hil vderabad - 500034, Telangans, Ingia

Tel: +91 40 4500 2500, Fax: F9l 4C 4900 29Jq Email: mall@drroodys com
CIN: L85195AF1984PLC004507

www.drreddys.com
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Formulation Unit-6
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IpoaykT: Keropon™ (xeropoiak) pacTBop AUl BHyTPMBEHHOTO U BHYTPHUMBILLIEYHOrO BBeAeHUs, 30 Mr/mn
BatchNo / : V250583 Batch Quantity / : 454545 ampules /
Cepus Ne O0nbem cepHH 454545 amnyn
Analytical Report No / : 890001825336 Date of Analysis / : 30.07.2025
AnasiuTnyecknii oryer Ne Jara anannza

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

JlaTa npoH3BOACTBA I'onen oo

Analysis performed according ND / Anann3s nposeaes no HJI: JIIT-001365-230124

Page 3 of 5/ Crp.3u3 S

l 1
iﬂo Test / [loka3zaTennb Results / PesyabTaTrhbl Specification / Hopma
Impurity A / TTpumecs A 0.12% not more than 0.20 % / He Gonee
0,20 %,
3 (1)
Impurity B / [lpumecs B Relow 1.0D (10D =0.014 %) / not ?ore than 0.50 % / He OGosee
_ 0,50 %;
Huxe npeaena o6Hapyxenus (10 =
0.014 %)
Impurity C / ITpumecs C Below LOD (LOD =0.010 %) / not more than 0.50 % / He Oonee
Huxe npeaena o6Hapyxenns (IO | 0,50 %;
=0.010 %)
I ity D/ 20% /
mpurity [Tpumecsr D Below LOD (LOD =0.014 %) / not Ionore than 0.20 % / He 6oiee
0,20 %.
Hmxe npeaena obnapyxenns (10 =
0.014 %)
Individual unidentified Not more than 0.20 % / He Gonee
impurity / EnudanyHas Below LOQ (LOQ = 0.05 %)/ 0,20 %.
HenneHTUGUIUpOBaHHASL Huxe npeaena KOMUUECTBEHHOTO
npuMech onpeaenenus (ITKO =0.05 %)
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npuMece 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3enekaemplii 06bem measured volume of 10 ampoules) /
He menee 10,0 mn (06beM,
M3MepeHHBI Ha OCHOBAHUU
obbeaHEHHOTO coaepxumoro 10
aMItyJ)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IlpoaykT coorBeTcTBYET TpeboBaHusam HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Pravesh Rana | IlpoBepeno: Rama Kant Onobpeno: Menemxep / PykoBoourens
~ ! Amit Kumar A
\ M&L{’/ ’\-/‘/ -
\ o j -
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2025 JaTa: 31.07.2025 Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560024, Telangang, India
Tel: +91 40 4500 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AF1984PLC004507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborateries Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

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

Tol : +01 95166 56001-02
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoayxr:  Keropon™ (ketoponak) pacTBOp AJisi BHYTPUBEHHOIO H BHYTPUMBILIEYHOrO BBeACHHMS, 30 Mr/Mn
Batch No / : V250583 Batch Quantity / : 454545 ampules /
Cepus No Obbem cepnn 454545 amnyn
Analytical Report No / : 890001825336 Date of Analysis / : 30.07.2025
AnasinTH4ecKuil oTyeT Ne Jdara ananausa

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

JaTa npon3BoacTBa TI'open oo

Analysis performed according ND / Ananus npoeenen mo H/L: JIIT-001365-230124

Page4 of S/ Crp.4u3 5

NNOO Test / Ilokazarenb Results / PesyabTarsl Specification / Hopma

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8FEU/mg of
bakTepnanbuble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHbI 5,8 EQ/Mr keToposiaka TpOMETaMH1Ha.

15-o0ii cepun)

10 Sterility (every 15th bateh) /
CTepuNbHOCTB (1151 KAXKAO#

NA

Muot bo oterilo. / Jomxen OLITL
CTEPUIBHBIM.

11 Assay / KoninuecTBeHHOe

29.76 mg / 29.76 mr

From 27.0 mg to 33.0 mg of

C1oH24N>0O4 (Ketorolac Trometamol)

onpejejieHne
per 1 mL / Or 27,0 Mmr mo 33,0 Mr
C19H24N2Og (xeToponaka
TpoMeTamon) B 1 ML
12 Alcohol content / ITanou 11.79% From 10.60 % (v/v) to 13,10 % (v/v).

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

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 /

[To 1 w™Mn B ammylrsl U3
CBETO3AIIUTHOTO CTEKIa TEMHO-
kopuuHeBoro kimacca I (USP). B
BEpXHel YacTH aMIynsl HaHECEHBI
KOJIBLIO YU ToYKa i 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
facilities: 2, 3, 5 blisters in a carton

pack /
Ilo 1 ™Mn B aMmnynel u3
CBETO3AIUTHOTO  CTEKNa  TEMHO-

kopuuHegoro geta kinacca [ (USP). B
BEpXHEH YacTH aMITyJIbl HaHECEHbl

Remarks: The Product confirms to ND/
[NTpumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
ITpoeepeno: Rama Kant

2

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonurens
Amit Kumar

LN
/ =

{ -~

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 200024, Telanganz, India
Tel: +91 40 4500 23900, Fax: +31 4C 4900 29598, Email: mail@drreddys.com

CIN: L85195AF1984PLL004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 172 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 58166 56001-02

CEPTUOUKAT AHAJIN3A www.drieddys.com

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

IMpoaykr: Keropon™ (ketoponak) pacTBOp AJisi BHYTPHBEHHOTO U BHYTPUMBILIEYHOTO BBEEHHUS, 30 Mr/mn
Batch No / : V250583 Batch Quantity / : 454545 ampules /
Cepns Ne Oo0bem cepnu 454545 amnyn
Analytical Report No / : 890001825336 Date of Analysis / : 30.07.2025
Ananurndeckuii oryer Ne JlaTa anaim3a

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

JaTa npoun3BoacTBa Tonen go

Analysis performed according ND / Auanuz nposenen mo HJI: JII1-001365-230124

Page50of5/Crp.5u35

‘1;00 Test / [lokasaTens Results / PesynbTaThl Specification / Hopma
aMmIIyJly HaKJIEMBarOT ITHUKETKY. KOO M TOuYKa I pasnoma. Ha
ITo 10 amMnyn ¢ MHCTpYKUMEH IO | aMIlysly HaKJIEHBalOT 3THKETKY.
[IPUMEHEHHIO nomewator | ITo 10 amnyn ¢ UHCTpYKUHEH o
B I[IBX/amoMuHUeEBBIH OIUCTED. npumenenuto B [IBX/anioMuHuesbiii
Lo 1 Gumerepy B uauky kaprodsyw. | Onuerep. llo 1 Oumerepy B uadky
KapTOHHYIO; 01 CmAyioHapog: 1o 2,
3, 5 6nucTepoB B NauKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootetcTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amiuienHoM
XpaHeHue OT CBETa MECTE MpHU TeMriepatype He Boilie 25 °C. He 3amopaxuBaTh.
16 Shelf-life / Cpok rognocTu 2 years. / 2 roa.

API name / Haumenoranne AGC:

Ketorolac Trometamol / Ketoposaka TpoMeTamMo

INN / MHH:

Ketorolac / Keropomnak

API manufacturer batch number /
Homep cepun npoussoauteas APC:

2KTMO0010125

FP Manufacturer API Batch number /
Hamep cepun eyheraunuu npouzrourena I Td-

FESA00073

API Manufactured by & country /
ITpouspoautenn, A®C, cTrpaHa:

Symed Labs Ltd., India /
Caiimen Jla6e JIta., Uaaus

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpoaykTt cooTBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by / Checked by /
Ionroroeneno: Pravesh Rana | Iposepeno: Rama Kant

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBonutens

Y4 ! Amit Kumar A
Reprint Date / Reprint Date / Reprint Date /
MHara: 31.07.2025 Jara: 31.07.2025 Hara: 31.07.2025

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 50024, Telangana, India
Te!: +91 40 4500 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
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