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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Fermulation Unit-6

Vill. Khol, Malagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA,
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pactBop Uil BHYTPUBEHHOTO W BHYTPUMBILIEYHOTO BBEieHHs, 30 Mr/ma
Batch No/ : V250168 Batch Quantity / : 454545 ampules /
Cepus Ne Oobnem cepun 454545 amnyJ
Analytical Report No / : 890001796611 Date of Analysis / : 07.03.2025
AHaJinTHYeCKHIi oTueT No Jlara anannza
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027 |
JlaTa npou3BoACTBA T'open no
Analysis performed according ND / Anann3 nposesen mo HJI: JII1-001365-230124

Pagel of 5/Ctp.1u3 5

MoanuHHOCTH

HPLC / B2XKX

Complies as prescribed/

CooTBeTCTBYET

i.oo Test / [lokasaTenb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to slightly yellow
IMpo3pauHelii OecuBETHLI PACTBOP. color solution. / TIpospaunslii
pacTBop oT HECLBETHOTO [0 CBETIO-
XKEJITOro LBETA.
2 Identification / 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) / BpemeHa
VIEPKUBAHUS OCHOBHBIX MUKOB Ha
XpoMaTtorpamme UCTIBITYEMOTO
pacTBopa JODKHBI COOTBETCTBOBATh
BpeMeHaM YAEpXKHBaHUS OCHOBHBIX
[UKOB Ha XpoMaTrorpamme
CTaHJapTHOTO pactBopa (paszen
«KOJIMYECTBEHHOE ONPELENeHUE»)

UV- spectrophotometry /

Y®-cniekrpodoToMeTpus

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. / YO-
CIIEKTPbI NOTNIOLIEHUA
HCIIBITYEMOTO pacTBOpa U pacTBopa
CTaHAapTHOTO 00pa3la KeTopolaka
TpoucTamua B oGnacrn ot 200 Ao
400 HM IOJKHBI MMETb MaKCUMYMBI
nornouesus npu 322+2 HM.

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilponykr cooTBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Hara: 07.03.2025

JHara: 07.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosneno: Yogesh Iposepeno: Rama Kant Onobpeno: MeHemkep /) Pykosommrens
Chauhan ' ’ Abhishek Chauhan P 4
Reprint Date [~ Reprint Date/ = Reprint Date /

Hara: 07.03.2025

Registered Office: 8-2-337, Road Me. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: 491 40 4200 2900, Fav: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LRS185AP1984PLCO04507

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

IlpoaykT: Keropon™ (keToposak) pacTBOp JUIs BIYTPHBEHHOTO W BHYTPHMbILIEUHOrO BBe/IeHHs, 30 Mr/ma
Batch No / : V250168 Batch Quantity / : 454545 ampules /
Cepus Ne O06Bem cepHH 454545 amnyn
Analytical Report No / : 890001796611 Date of Analysis / : 07.03.2025
AHanuTuYecKHii oTuer Ne JlaTa anaJjusa

Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027

JlaTa npoH3BOACTBA T'open ao

Analysis performed according ND / Ananu3 nposegen nmo HJI: JII1-001365-230124

Page2 of 5/Cr1p. 2 m3 5

No
Ne

Test / IlokazaTenb

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / Ilpo3pa4dHoCTb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnanecUeHUs nPenapaTa HE
JOJKHA NPEBBILIATH ONaieCeHLHIO
3TaJIoHA cpaBHEeHHs 1.

BuauMbie 4acTHIIbI

4 Color / LIpeTHOCTb 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
TMornoenue NOMHKHO ObITH HE
6onee 0,20 npu ANHHE BOJHbL
430 uM.
5 pH 7.2 From 6.9 to 7.9./ Ot1 6,9 0o 7.9.
6 Particulate matter / MexaHuueckue BKAKYEHUA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.

/
B cooTBETCTBUHU C Tpe6OBaHH}IMH.

6B Invisible particles /
Hesuaumele 4acTHUEL:
1. Particles > 10 pm/ 13 not more than 6000 per ampoule /
YactyL pa3MepoM > He 6onee 6000 Ha amIymy;
10 Mxm
ii. particles >25 pm/ 01 not more than 600 per ampoule /
YOCTHL] PAIMCPOM > e 6onee 600 na aMIIyITy.
25 MKM
7 Related substances / PoacTBeHHbIe npuMecH

Remarks : The Product confirms to ND/
[Ipumeuanue: IpoaykT cooTeeTcTBYET Tpeboranusam HJ

Conclusion : APPROVED /
Zaxkmwuenne: OJJOBPEHO

Prepared by /
IMonrorosneno: Yogesh

Chauhan /7 /

Checked by /
[MpoeepeHo: Rama Kant

A

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / Pykosoaurenn
Abhishek Chauhan /

Reprint Date /-
Hara: 07.03 2025

Reprint Date / \
Hara: 07.03.2025

Reprint Date /
Jara: 07.03.2025

Registercd Office: 8-2-337, Road No. 3, Sanjara Hills, Hyderibad - 50003, Telangana, India
‘ Tel: 491 40 4800 2900, Fox: +91 40 1900 2999, Email: mail@drreddys.com
CIN: L85195AP1924PLCO04507
www.drreddys com
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Product : /

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

IIpoaykr: Keropon® (keToponak) pacTBop /i1 BHYTPHBEHHOTO M BHYTPUMBIIIEYHOrO BBeAeHHS, 30 Mr/mn
Batch No / : V250168 Batch Quantity / : 454545 ampules /
Cepus Ne O06neM cepiH 454545 amnyn
Analytical Report No / : 890001796611 Date of Analysis / : 07.03.2025
AHaJuTHYeCKH oTueT Ne JlaTa ananu3za
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTta npoH3BoACTBA I'opeH g0
Analysis performed according ND / Auaaus nposeaen no HJI: JI[1-001365-230124

Page3of 5/Crp.3u3 5

1;.00 Test / ITokazaTennb Results / PesynsTaTh! Specification / Hopma
Impurity A / [Tpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Hwuxe npenena obnapyxenus (11O 0,50 %;
=0.014%)
Impurity C / [Tpumecs C Below LOD (LOD =0.010 %) / not more than 0.50 % / He 6onee
Huxe npeaena obHapyxerns (110 0,50 %:
=0.010%)
Impurity D / [TpumMecs D not more than 0.20 % / He OGonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Hmxe npeaena obHapyxenus (110 ’
=0.014%)
Individual unidentified Not more than 0.20 % / He OGonee
impurity / EnuHr4Has _ 0,20 %.
HeuaeHTUOUIHPOBAHHAA Below LOQ (LOQ = 0.05%) /
npuMech Hibke npegena KOJHIECTBEHHOTO
onpenenenus (ITKO = 0.05%)
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
H3Bsekaemblii 00beM measured volume of 10 ampoules) /
He menee 10,0 ma (00beM,
W3MEPEHHBIH HA OCHOBAHUH
06beqHHEHHOTO coaepxumoro 10
amItyJ)

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoayKT cooTBeTCTBYET TpeOoBanmsam HJI

Conclusion : APPROVED /
3axaoyenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: \f/dgesh ITpoeepeno: Rama Kant OnobpeHo: Menemkep// Pykosogurens
Chauhan y / w Abhishek Chauhan / g /

%
Reprint Date / Reprint Date / \ Reprint Date /
Jara: 07.03.2025 Jara: 07.03.2025 Jara: 07.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 4900 2900, Eax: +91 10 4900 2999, Email: mail@drreddys.com

CIN: LS5195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's LLaboratories Lid
Formulation Unit-6

Vill, Khol, Malagarh Rozad, Baddj,
Distt, Solan, H.P.,, 173 205, INC:1A
Tel 91 98168 56001-02

CEPTUPUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITpoaykr: Keropon® (ketoposiak) pacTBOp AIsi BHYTPHBEEHHOIO W BHYTPHMbILIEYHOrO BBEACHUA, 30 Mr/mi
Batch No / : V250168 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepHn 454545 amriyn
Analytical Report No / : 890001796611 Date of Analysis / : 07.03.2025
AnannTuyeckHii oruer No JlaTa aHaIH3a
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTa npon3BOACTEA I'ogen oo
Analysis performed according ND / Anaau3s nposesen mo HJI: JIIT-001365-230124

Page4of S/ Crp.4n3 5

i.oo Test / Iloka3aTe/ib Results / PesynbTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepnaabHble /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 ED/Mr KETOpOJIaKa
TpOMeTaMUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBITH
CrepunbHOCTD (AU KAXKA0# CTEPUIILHBIM.
15-o0ii cepun)
11 Assay / KonnyecTBeHHOE 30.03 mg/30.03 mr From 27.0 mg to 33.0 mg of
onpeaeeHue C19H24N-O¢ (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mMr CioH24N204 (keToponaka
TpomeTamon) B 1 M.
12 Alcohol content / Tanon 11.76 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) 0o 13,10 %
(06/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cutring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PV C/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
[lo 1 wMn B ammoynsl u3 | carton pack/
CBETO3AIUUTHOrO CTekia TeMHo- | I[lo 1 Ma B amMOylbl U3
kopuyHeporo knacca I (USP). B | cBero3aumMTHOro CTEKIa TEMHO-

Remarks : The Product confirms to ND/
Tpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBaHusam H/I

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Hxecutive /
IToaroroBneHo: Yo/gc;sh _ IIpoeepeHo: Rama Kant OnobpeHo: MeHemKep;-'? YKOBOJHTEINb
Chauhan »/ ‘@»‘\ oy | Abhishek Chauban J

(’ Z - =
Reprint Date / Reprint Date / \ Reprint Date /
Hara: 07.03.2025 Jara: 07.03.2025 Hara: 07.03.2025

Registered Office: 8-2-337, Road No. 3, Sanjara Hills, Hydarzhad - 500034, Telangana, india

Tol: +91 40 4800 2900, Fae +81 .10 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www,drreddys.com




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIU3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.£, 173 205, INZ2A
el : 491 98160 hbUU1-Us

www.direddys.com

Product : /

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

Ipoaykr: KeTopon" (keToposiak) pacTBop Ajis BHYTPHBEHHOTO W BHYTPUMBIIIEYHOrO BEEAEHHS, 30 Mr/Ma
Batch No / : V250168 Batch Quantity / : 454545 ampules /
Cepns Ne Obbem cepun 454545 amnyn
Analytical Report No / : 890001796611 Date of Analysis / : 07.03.2025
AHaJIMTHYECKHI oTueT Ne Jara anannza
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTa npon3BOACTBA T'ogen no

Analysis performed according ND / Ananan3 nposegend mo HJI: JIT1-001365-230124

PageSof 5/Crp. Su3 5

No

Test / Iloka3zaTeanb
No

Results / Pe3yabTaThl

Specification / Hopma

BEpXHel 4acTH aMIlyJbl HAaHECEHDI
KOJNbLIO M TOuYKa [uig pasnoma. Ha
amITyJly HakJeuBarT STHKETKY.

[To 10 ammyn ¢ HWHCTpYKUUEH IO
NPUMEHCHUIO MOMELIAIOT
B [IBX/antoMuiHueBbIit 6nucrep.

Ilo 1 6nucTepy B nayKy KapTOHHYIO.

kopuiHeBoro upeta knacca I (USP).
B BepxHeil 4acTH aMITyJIbl HAHECEHBI
KOJBLUO M To4Ka JUiA pasnoma. Ha
amnyiny HakJIeHBAIOT ITUKETKY.

Ilo 10 ammyn ¢ MHCTpYKUHEHN IO
TPHUMEHEHHUIO B
[MBX/amomunuesslit 6nucrep. Ilo
1 6nucTepy B Maiyky KapTOHHYIO;
ons  cmayuowapos: mo 2, 3,5
OGnUCTEpOB B MUKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBetcTaun ¢ HJI.

15 Storage conditions /
XpaHneHue

In a place protected from light below 25 °C. Do not freeze. / B 3awuniiesHom
OT CBeTa MecTe npu Temrnepatype He Beitie 25 °C. He 3aMopaxuBarhb.

16 Shelf-life / Cpok rognoctn

2 years. / 2 roxa.

API name / HanmenoBanue A®C:

Ketorolac Trometamol / Keroposiaka TpoMeTaMon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

2KTMO0430724

Homep cepuu npousBoautens ADC:

FP Manufacturer API Batch number /
Howmep cepun cydcrannuu npouspoautens [JIdP:

FERA00631

IpousBoaurtens APC, crpana:

API Manufactured by & country /

Symed Labs Ltd., India /
Caiimen Jla6ce JItao., Uaaus

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoayKT COOTBETCTBYET tpeboBaguaMm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Moxgrorosneno: Yogesh

Checked by /
[posepeno: Rama Kant

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykopomurens
Abhishek Chauhan

Chauhan /G /
LA
Reprint Date /

Hara; 07,03.2025

Aot
Reprint Date / \

Hara: 07.03.2025

Reprint Date /
Jata: 07.03.2025

Registered Office: 8-2-337, Road No. 3, Danjara Hills, Hyderabad - 500034, Telangana, India
Tol: 497 40 3300 2000, Fax: +91 40 4900 2492, Email: mail@drreddys com
CIN: L85195AP1984PLCOO4507

www.drreddys.com




