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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoayxr: Ketopon" (keToposiak) pacTeop A1 BHYTPHBEHHOIO M BHYTPHMBILIEUHOrO BBe/IeHUs, 30 mr/ma
Batch No / 1 V250233 Batch Quantity / 1 454545 ampules /
Cepusa Ne O6bem cepHH 454545 amnyn
Analytical Report No / : 890001803541 Date of Analysis / : 14.04.2025
AnajanTHyeckuii oryer No JaTta ananausa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jlara npon3BOACTBa I'ogen g0
Analysis performed according ND / Ananus npoeexen nmo HJI: JII1-001365-230124
B Page 1 of 5/Crp. 1u3 5
i.? Test / Iloka3aTensb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3paunelii GecuBETHBIH pacTBOp. color solution. / IlIpo3pauHbiii
-~ pacTBOp OT GecLBETHOTO 10 CBETJIO-
XKENITOro LBETa.
2 Identification / The retention times of the main
HoanuHHOCTH peaks in the chromatogram of test
solution should correspond to those
HELC B Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
CoOTBETCTBYET
YIEPKUBAHHS OCHOBHBIX NUKOB Ha
XpoMarorpamme HCHBITYEMOTO
pacTBOpa JOJKHBI COOTBETCTBOBATh
BpEMEHAM YAePXKHUBAHHA OCHOBHBIX
MHKOB Ha XpoMaTorpamMmme
CTaHOapTHOTO pacTBopa (paszen
«KonuyecTBeHHOE ONpeneNeHue»)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
V-crexTpodoTomerpus CooTseTcTBYeT 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®-
CIIEKTPHI HOTJIOLIECHHS
MCIBITYEMOrO PacTBOpa ¥ pacTBopa
CTanaapTHOro obpa3sla KeToposaka
TpoMeTamuHa B obaacti ot 200 mo
400 HM AOJKHBI HMETh MaKCUMYMBI
TOrJoIEeHUs Npy 322+2 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cootBeTcTBYET Tpebosanusam HJL 3axnroyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IHoaroroeneHo: Nagri [Tposepeno: Pardeep Kumar | Onobpeno: Menemxep / RykoBonurens
AL al = Amit Kumar N
Reprint Date / Reprint Date / Reprint Date /
Jata: 14.04.2025 Jlara: 14.04.2025 Jara: 14.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Ketopon® (keToposiak) pacTBOp Asi BHYTPHBEHHOIO M BHYTPHMBILIEYHOro BBEAEHHS, 30 Mr/mi
Batch No / : V250233 Batch Quantity / : 454545 ampules /
Cepus Ne O6neM cepal 454545 amnyn
Analytical Report No / : 890001803541 Date of Analysis/ : 14.04.2025
AHajHTHYECKHH oTueT No JaTa aHanu3a

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

JaTa npoH3BOACTBA T'open no

Analysis performed according ND / Anau3s nposegen mo HJI: JIIT-001365-230124

Page 2 of 5/ Crp. 2 m3 5

No

No Test / IlokazaTeib Results / Pe3yabTaThl Specification / Hopma

3 Clarity / Ilpo3pauHocTb Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnasecueHnus npemnapara He
JOJIKHA MPEBbILIATH ONaECLEHLUIO
JTajioHa cpaBHeHHs 1.

4 Color / IIBeTHOCTD 0.06 Absorbance should be not more
than 0.20 at 430 nm. /
IMorrommenue A0HKHO OBITL HE
6onee 0,20 npu [nrHe BOIHbI
430 HM.

5 pH 7.1 From 6.9t07.9./016,9 no 7.,9.

6 Particulate matter / MexaHHuyecKHe BKJIKYEHUA

6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.

BuauMble 4acTHUIIbI /
B cooTBeTcTBHU ¢ TPeOOBAaHUSIMU.

6B Invisible particles /
HeBuaumbie 4acTULBI:

i. Particles > 10 pm / 32 not more than 6000 per ampoule /
Yacrui pasmMepom > He Gonee 6000 Ha aMITyIy;
10 MM
il. parlicles > 25 pin/ 02 not more than 600 per ampoule /
4acTHIL] pa3sMEPOM > He 6onee 600 Ha amnyy.
25 MKM
7 Related substances / PoacTBeHHbIe NpHMeCH
Impurity A / [Ipumecs A 0.10 % not more than 0.20 % / He Gonee
0,20 %;
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykt cooTBercTBYeT TpeboBanusam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
HoanosneHo:KEagri IIpoBepeno: Pardeep Kumar | OnobpeHno: MeHequ{;’ PykosonuTens
5 i Amit Kumar N
Reprint Date / Reprint Date / Reprint Date / /
Jara: 14.04.2025 Jata: 14.04.2025 Jlata: 14.04.2025
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (keToposiax) pacTBOp AJis BHYTPHBEHHOIO M BHYTPHMBILIEYHOrO BBeACHNS, 30 Mr/mn
Batch No / : V250233 Batch Quantity / : 454545 ampules /
Cepus Ne Ob6bem cepun 454545 amnyn
Analytical Report No / : 890001803541 Date of Analysis/ : 14.04.2025
AHaguTHYecKHi oTyeT Ne JlaTa anaanza

Date of Manufacture / : 03/2025 Date of Expiry / 1 02/2027

JlaTa npon3BOACTBA T'oxen oo

Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-230124

Page3of 5/Crp.3u35

1;.? Test / [Tokasarens Results / Pe3yabTaTsl Specification / Hopma
Impurity B / I[Ilpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He 6Gonee
Hiwke npenena obHapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / [pumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hmxe npenena obHapyxenns (I10 = 0,50 %;
0.010%)
Impurity D / [Tpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena obuapyxenns (I10 = 0,20 %.
0.014 %)
?ndivifiua/l Enidentiﬁed Below LOQ (LOQ = 0.05%) / I(;Igg f)r/lore than 0.20 % / He 6onee
tmpurity / SIHHITHAS Huxe nipeesna KOJTHYECTBEHHOTO A
HeW/ICHTUHUKPOBAHHAS ompenenerus (IIKO = 0.05%)
npUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npumMeceit 1,50 %.

8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
Hspnekaemblii 00bemM measured volume of 10 ampoules) /

He menee 10,0 mn (0b6bem,
W3MepeHHbI Ha OCHOBAaHUHU
o6bearHeHHOTO coaepxxumoro 10
aMInyJn)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanbsHsbie /<=0.725 ED/Mr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHBI 5,8 EQ/Mr KeTopoJsaka

TPOMETaMHHa.

Remarks : The Product confirms to ND/

ITpumeuanue: ITpogykT cooTBeTCTBYET Tpebobanusam HJL

Conclusion : APPROVED /
Zaxiawuenne: OJJOBPEHO

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

[oarorosneno; Nagri [Tpoeepeno: Pardeep Kumar | OnobpeHo: MeHeﬂ{Bp /)PyxoBoauTesh
_F\&_L-] . Amit Kumar T o

Reprint Date / Reprint Date / Reprint Date / '

Hata: 14.04.2025 Jlarta: 14.04.2025 Jata: 14.04.2025
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoaykr: Ketopon" (keToposiak) pacTBOp /Ui BHYTPUBEHHOTO M BHYTPUMBIIIEYHOrO BBEAEHHUS, 30 Mr/mi
Batch No / 1 V250233 Batch Quantity / : 454545 ampules /
Cepust Ne O06beM cepHH 454545 amnyn
Analytical Report No / : 890001803541 Date of Analysis/ : 14.04.2025
AnannTuieckmii ordet Ne Jara anannza

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

JaTa mpoH3BOACTBA T'ogen no

Analysis performed according ND / Ananns nposegen mo HJI: JITI-001365-230124

Paged4 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 /

[lo 1 wMn B aMmmynsl U3
CBETO3AILMTHOTO CTEKNa TEMHO-

kopuuneBoro kmacca I (USP). B
BEPXHEH YacTH aMIlysibl HAHECEHBI
KOJILIIO ¥ TOYKa I pazioma. Ha
aMITyly HaKJICUBAIOT STHKETKY.

IIo 10 amMmyn ¢ HHCTPYKLMEH IO
NPUMEHEHHIO MOMEILAIT
B [IBX/amoMunueBkIit 61ucTep.

i.:) Test / [loka3aTean Results / PesyabTaThl Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH OHTB
CrepnabHOCTD (U1 KaXKAOH CTEpPHITBHBIM.
15-oii cepun)
11 Assay / KoninuecTBeHHOE 30.18 mg /30.18 mr From 27.0 mg to 33.0 mg of
onpepeJsieHHe Ci19H24N> 06 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 Mr C9H24N>Og (keTOponaka
TpoMeTamou1) B 1 miL.
12 Alcohol content / dTanon 1 11.81 % From 10.60 % (v/v) to 13,10 %
wv)./
Ot 10,60 % (06/06) no 13,10 %
(06/06).
13 Packaging / YnakoBka 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 /
Ilo 1 w™Mn B aMmoynel M3
CBETO3AILUMTHOIO CTeKIa TEeMHO-

KopuuHeroro 1peta kiacca I (USP).
B BepxHeit yacTH aMITy/Ib! HAHECEHHI
KONBLI0O M TOYKa Jid pazioma. Ha
amIyjly HaKJIEeUBalOT 3TUKETKY.

ITo 10 amMmyn ¢ WHCTPYKLMEH MO

TIPUMEHEHUIO B

Remarks : The Product confirms to ND/
Ipumeuanue: IIpogykt cooTBeTcTBYeT Tpedosanusim HJI

Conclusion : APPROVED /
3akaiouenne: OJJOGPEHO

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

l"[onromsnea@agﬂ ITpoepeno: Pardeep Kumar | Omobpeno: Meremwkep / RykoBonurens
L_l o Amit Kumar | -~

Reprint Datc / Reprint Datc / Reprint Date / L

Jlata: 14.04.2025 Jlata: 14.04.2025 JHarta: 14.04.2025
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| lIpoaykr: Ketopon® (keToposiak) pacTBop [Uisi BHYTPHBEHHOTO ¥ BHYTPUMBILIEYHOTO BBEACHHS, 30 Mr/mu
Batch No / : V250233 Batch Quantity / : 454545 ampules /
Cepnsa Ne Oo0bem cepun 454545 ammyn
Analytical Report No / : 890001803541 Date of Analysis/ : 14.04.2025
AnaauTHiecKui oTuer Ne JaTta anau3a

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

JlaTa npoM3BOACTBA I'ogen po

Analysis performed according ND / Auann3 nposeaen no HJI: JII1-001365-230124

Page5of 5/ Crp.5u3 5

ioo Test / [loka3zarenn Results / PesyabTaThl Specification / Hopma
Mo 1 6aucTepy B Mauxy xapToHuyto. | ITBX/amomuHueBeit Gnuctep. [lo
1 6nucTepy B Tadky KapTOHHYIO;
ond cmayuouapog: mo 2, 3,5
6J1MCTEPOB B MAUKY KaPTOHHYIO.
14 Labelling / MapkupoBKa According to ND / B cootsercTsuum ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3ammmenaom
XpaHeHue OT CBeTa MecTe IIpH TemrepaType He Bbiwe 25 °C. He 3aMopaxuBarts.
16 Shelf-life / Cpok roaHocTH 2 years. / 2 roza.

API name / Haumenopaunue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTamon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoautens APC:

2KTMO0601024

FP Manufacturer API Batch number /
Howmep cepuu cy6ecranuuu npoussoaurens I'JId:

FERA00632

API Manufactured by & country /
Ipoussoautens AQC, cTpana:

Symed Labs Ltd., India /
Caitmen Jla6¢c JItn., Uunus

Remarks : The Product confirms to ND/
ITpumeyanue: I[poxykt cootBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

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

IMoarorosneno: Nagri [Mporepeno: Pardeep Kumar | Onobpeno: Menemkep 4 PykoBoaurenb
A A7 I —— Amit Kumar N

Reprint Date: / Reprint Date / Reprint Date/ | 7

Jlata: 14.04.2025 Jara: 14.04.2025 Jara: 14.04.2025
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