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CERTIFICATE OF ANALYSIS

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

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hponyxr: Ketopon® (ketoponak) pacTsop /Ul BHYTPHBEHHOTO U BHYTPHMBIIEYHOTO BBeACHHS, 30 Mr/mi
Batch No / : V250169 Batch Quantity / : 454545 ampules / N
Cepns Ne Oo6wem cepiin 454545 ammyn
Analytical Report No / : 890001796653 Date of Analysis / : 07.03.2025
AHaJuTHYecKHit oTyeT No JlaTa ananu3a

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
JaTa npou3BoacTBA I'ogen xo

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

Page 1 of 5/Crp. 1 w35

Ipo3pauHslii 6ecLBETHBIN PACTBOD.

i:) Test / Iloka3aTesab Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / [Ipo3paunbrit
pacTBOp OT GECLBETHOTO [0 CBETIIO-
JKEJITOTO LIBETA.

2 Identification /
HoaauHHOCTD

HPLC / B3XX

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) / BpemeHa
yIEp)KUBaHHSA OCHOBHBIX NMHUKOB Ha
XpoMaTorpamme HCTILITYEMOTO
pAacTBOpa AOMKHEI COOTBETCTBOBATE
BpeMeHaM yIepXKUBaHHA OCHOBHBIX
MHKOB Ha XpoMaTorpamMmme
CTaHJIapTHOTO pacTBopa (pasgen
«KonuuecTBeHHOE ONpeeeHUE)

UV- spectrophotometry /

V®-cnekTpodoTomMeTpHs

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-
CIIEKTPBHI MOTTIOIEHHS
UCIIBITYEMOT0 pacTBOpa U pacTeOpa
CTaHAapTHOro ofpasla KeToponaka
tpumciamnta B vOiacTH oT 200 oo
400 HM JOJKHBI HMETh MAKCHMYMBI
MOTJIOIIEHNS TPU 322+2 HM.

Remarks : The Product confirms to ND/
[Tpumeuanue: ITpoaykt cooTBercTByeT Tpeboannsm HJ{

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Yogesh

Chauhan (7 /

Checked by /
Ilporepeno: Rama Kant

GAL

Approved by: Manager/Executive /
Onobpeno: Menemx
Abhishek Chauhan

/ P)‘K?BOHIITSJ‘IB

Reprint Date / -
JHara: 07.03.2025

Reprint Date /
Jara: 07.03.2025

Reprint Date /
Jara: 07.03.2025

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangane, India
Tel: 4971 40 4200 2900, Fax: 497 40 2900 2999, Emaii: mail@drreddys.com

CIN: L85195AP1984PLCC04507
www.drreddys.com
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Product : /

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

IpoaykT: Keropon" (keTopornak) pacTsop Ul BHYTPMBEHHOIO W BHYTPUMbILIEYHOTO BBeAeHHs, 30 Mr/mn
Batch No / : V250169 Batch Quantity / : 454545 ampules /
Cepusa Ne O6beM cepiin 454545 amnyn
Analytical Report No / : 890001796653 Date of Analysis / : 07.03.2025
AHaJuTHYeCKHH oTUeT No JlaTa anajansa

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

JlaTa npou3BoACTBA T'onen 1o

Analysis performed according ND / Anaanz nposenen nmo HJL: JINT-001365-230124

Page2 of 5/Crp. 2 w3 5

1;.:) Test / [loxasaTens Results / PesyapTaTh! Specification / Hopma
3 Clarity / Ilpo3paunocTs Complies / CooTBeTCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnaneclieHUMs npenapara He
JOJ/DKHA MPEBHILIATE OMAJIECLIEHLHUIO
3TalOHa cpaBHEHHs L.
4 Color / IIBeTHOCTH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
IMornoiieHue A0MKHO ObITE HE
6onee 0,20 npu ANKHE BOJHBI
430 HM.
5 pH 7.2 From 6.9 to 7.9./ Ot 6,9 n0 7,9.
6 Particulate matter / MexaHu4ecKue BKIIOUEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
BuauMbie yacTULBI /
B coOTBeTCTBMU ¢ TpeOOBAHUAMH.
6B Invisible particles /
HeBuaumbie YacTHIBI:
i. Particles> 10 pm/ 16 not more than 6000 per ampoule /
YacTul pasMepom > He Gosiee 6000 Ha ammTyy;
10 MkM
il. particles>25 pm/ 01 not more than 600 per ampoule /
YACTHL PAIMOPOM ne 6onee 600 Ha aMIyy.
25 MKM
([ Related substances / PoacTeeHHbI¢e IpUMecH

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanue: IIpoaykr cooreTcTBYeT TpeboBanusm HJT 3axarouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Yg_gesh p [IpoeepeHo: Rama Kant Onobpeno: Menemxep / f_,' YKOBOJMTETb
Chauhan ¥/ /// W Abhishek Chauhan rT

r e
Reprint Date / Reprint Date/ Reprint Date /
Jara: 07.03.2025 Harta: 07.03.2025 Iara: 07.03.2025

B-7-%33 Romei +

Registered Office: 8-2-327,
Taol: +91 40 2200 29

4 ) 0
CInM: L85195AP192

Hiilz, Hyderabad - 506034, Telangana, India

99, Emait: mail@drreddys.com

PLCG04507

wwwdrraddys.com
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Product : /

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

ITpoaykr: Ketopon™ (keToponak) pacTBop JUlsl BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeeH S, 30 mr/mn
Batch No / : V250169 Batch Quantity / : 454545 ampules /
Cepua Ne O0Bem cepHu 454545 amnyn
Analytical Report No / : 890001796653 Date of Analysis / : 07.03.2025
AHANNTHYECKHI oTYeT No JlaTa aHaJIH3a

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

Jara npon3BoJCTBa T'onen 1o

Analysis performed according ND / Anaan3 nposeaen no HJI: JI[1-001365-230124

Page3of S/Crp.3u3 5

1}? Test / Iloka3zaTennb Results / PesyabTaThbl Specification / Hopma
Impurity A / [lpuMecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Illpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Huxe npenena obnapyxenus (I10 0,50 %;
=0.014%)
Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hmxe nipenena o6Hapyxerus (I1O 0.50 %:
=0.010%) T
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Oonee
Sl Bk 0 0,20 %.
Hwxe npegena obHapyxenus (I10 ’
=0.014%)
Individual unidentified Not more than 0.20 % / He 6onee
impurity / EnuamiHas _ 0,20 %.
HenaeHTUGUUHPOBaHHAS Below LOQ (LOQ = 0.05%) /
npUMech Huke mpezgena KONMIECTBEHHOTO
onpenenenus ([TKO = 0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npumecen 1,50 %.
8 Extractable volume / 10.0 m1/ 10.0 mn Not less than 10.0 ml (collectively
H3Biexaemblii 00bemM measured volume of 10 ampoules) /
He menee 10,0 M (06beM,
WIMPPAHHKIH HA NCHNRAHWU
00BeTMHEHHOTO conepkumMoro 10
amyin)

Remarks : The Product confirms to ND/
IMpumeuanue: Ipoaykt coorseTcTByeT Tpedopannam HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by /
[oarorosneHo: Yogesh

Chauhan ;’/‘ /}/

Checked by /
IIpoeepeno: Rama K%

g8

Approved by: Mzmager} xecutive /
Ono6peHo: Menemxkep|| PykoBogurens
Abhishek Chauhan L p

Reprint Date / .
Hara: 07.03.2025

Reprint Date /
Hara: 07.03.2025

Reprint Date /
Jara: 07.03.2025

Registered Office:

3-2-337, Road

Tel' +81 40 4900 2900, Fax:

CIN: L85 195AP1984PLCO04507
www.drreddys.com

Mo, T, Banjara Hills, Hyderabad - 500334, Telangana, nidia
+01 40 1909 2999, Email: maii@drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon” (keToposiak) pacTsop sl BHYTPHBEHHOTO M BHYTPHMBILUEYHOTO BBE/ICHNS, 30 Mr/mn
Batch No/ : V250169 Batch Quantity / : 454545 ampules /
Cepna Ne OoBeM cepun 454545 amnyn
Analytical Report No / :+ 890001796653 Date of Analysis / + 07.03.2025
AHAJTHTHYECKHHA oTueT Ne HJara ananusa
Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
JlaTa npoH3BOACTBA Toaen 10
Analysis performed according ND / Anaau3 npogeen no HJI: JII1-001365-230124

Page4 of S/Ctp.4m35

1;.:) Test / [loka3aTeb Results / PesynbTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepuanbHbie /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHDI 5,8 EQ/Mr KeToposaka
TPOMETaMUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkxeH O6BITB
CTepHALHOCTD (ANs Kaxaohi CTEPWILHBIM.
15-0it cepun)
11 Assay / KosnuecTBeHHOE 30.09 mg / 30.09 mr From 27.0 mg to 33.0 mg of
onpenaeacHue C1oH24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C9H24N>Og (keTOpONaxa
TpoMmeTamon) B 1 ML
12 Alcohol content / ITanon 11.77 % From 10.60 % (v/v) to 13,10 %
wiv)./
Ot 10,60 % (06/00) no 13,10 %
(06/06).
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 cut ring 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.
PVC/aluminum blister, 1 hlister in a carfon pﬂ(‘,](j fhl' -
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
[lo 1 wmn B amoyasl W3 | carton pack/
CBETO3AIMTHOIO CTekia TemHo- | [lo 1 M;a B ammyibl U3
kopuuHesoro kinacca I (USP). B CBETO3AIIUTHOIO CTEKJId TEMHO-

Remarks : The Product confirms to ND/
INpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

Jlara: 07.03.2025

Hara: 07.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IoxrotosneHo: Yogesh IIposepeno: Rama Kant Opobpeno: Menepkep | Pykoroaurens
Chauhan ) d~ Abhishek Chauhan |

{7 W
Reprint Date/ Reprint Date/ Reprint Date / [

Jara: 07.03.2025

Regisie
Tel: +91 40 £9C0

red Ofiice: 8-2-337,

Roaa Mo

2 B

2500, F
CIM: L85 195AP19E4PLCGDA507
www,drreddys.com

Mo 3, Bangara Hills, Hyderabad - 500934, Telangana, indin
a1 40 4800 2998, Email: mail@drreddys.com
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Product : /

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

IIpoaykr: Ketopon™® (keToponak) pactBop [T BHYTPHBEHHOTO M BHYTPHUMBIIEHHOrO BBEACHHUS, 30 Mr/mi
Batch No / : V250169 Batch Quantity / : 454545 ampules /
Cepus Ne O61beM cepHH 454545 amnyn
Analytical Report No / : 890001796653 Date of Analysis / : 07.03.2025
AHAJHTHYECKHH oT4eT N2 JlaTa anajn3a

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

JaTta npoH3BOACTBA T'open go

Analysis performed according ND / Ananu3 npogegen o HJI: JIT1-001365-230124

PageS5of S/ Crp. Suz 5

Results / Pe3yabTaThl

Specification / Hopma

BEpXHE 4YacTH aMmIlyJjibl HaHECEHbI
KOJIBLO W TO4Yka AN pasnoma. Ha
aMIIyJly HaKlIeUBalOT 3THUKETKY.

[To 10 ammyn ¢ WHCTPYKHHEH mHO
NPHMEHEHHIO OMELIAIOT
B [IBX/antoMuHueEBbIH OIHCTED.

ITo 1 6muctepy B Nayky KapTOHHYIO.

kopuuHeBoro 1peTa kiacca I (USP).
B BepxHeii YacTU aMIyJIbl HAHECEHBI
KOJbLIO W TOYKa Ui pasnoMa. Ha
amIyny HaKJEeHBalOT STHKETKY.

ITo 10 amMnyn ¢ MHCTpyKUMEH Mo
NPUMEHEHHUIO B
[IBX/amomuHueslil 6nuctep. Ilo
1 6nuctepy B Mauky KapTOHHYIO;
ons cmayuoHapog: mo 2, 3,5
0JIMCTEPOB B NAYKy KAPTOHHYIO.

According to ND / B coorBeTcTBUH C H,

.

In a place protected from light below 25 °C. Do not freeze. / B 3aluineHHom
OT CBETA MeCTe NpH TeMnepatype He Boiie 25 °C. He 3aMopaxnBars.

No Test / IlokasaTesnb
Ne
14 Labelling / Mapkuposka
15 Storage conditions /
Xpanenue
16 Shelf-life / Cpox rognocTu

2 years. / 2 rona.

API name / Haumenosanue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTamorn

INN / MHH:

Ketorolac / Ketoponax

API manufacturer batch number /

APT Manufactured by & country /
Hpoussoautenas ADC, crpana:

Homep cepuu npoussoautenss A®C: 2KTM0430724

FP Manufacturer API Batch number /

Homep cepuu cy6eranuun npoussoantens: TJI@: FERA00631
Symed Labs Ltd., India /

Caiimen JIaGe JIta., UHaus

Remarks : The Product confirms to ND/

ITpumeuanue: ITpoaykT coorBeTcTBYeT Tpebosanuam H/JI

Conclusion : APPROVED /
3akia0uenne: QI[OBﬁEHO

Prepared by / Checked by / Approved by: Managef/Executive /
Toaroroeneno: Yogesh ITporepeHo: Rama Kant OnobpeHo: MQHGJI}KEIS / Pykopoaptens
Chauhan -~ ‘»j\ Abhishek Chauhan | _

% AT L
Reprint Date/ Reprint Date / ' Reprint Date / r
Jlara: 07.03.2025 Jlara: 07.03.2025 Jara: 07.03.2025

Registered Office: 5-2-337,
Tel: 451 40 2900 2900

CIN

3, Banjara Hills, Hyderabad - 500034, Telangana, India
+01 40 1200 2909, Email: mail@drreddys.com
L85195AP1984PLLCO04507

www.drreddys.com




