Dr.Reddy’s ‘,‘:’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS . 491 93166 56001-02
CEPTHOUKAT AHAJIA3A www.drreddys.com

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

Hpoaykr: Ketopon® (keToponak) pacTBop AJisi BHYTPMBEHHOTO ¥ BHYTPUMBIILIEUHOro BBeAEHHUS, 30 Mr/mit
Batch No/ : V250360 Batch Quantity / : 454545 ampules / ]
Cepnsa Ne O0nem cepHH 454545 amnyn
Analytical Report No / : 890001810621 Date of Analysis/ : 24.05.2025
AnaantHyeckmii oTyeT Ne Jara apaanza

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jata npousBoacTBa Togen g0

Analysis performed according ND / Auanus nposeaen mo HJI: JI[1-001365-230124

Pagel of 5/Ctp. 1u35

TIpo3paunsiii 6ecLiBe THBIA pacTBOP.

1;.00 Test / [loka3zaTesnn Results / Pe3ynbTaTh! Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / TIpo3paussiit
pacTBop OT GECLBETHOTO O CBETIIO-
JKEJITOTO LIBETA.

2 Identification /
IMognuHHOCTH

HPLC / B32XX

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
YIEp)KUBaHUS OCHOBHBIX IMHKOB Ha
XpoMaTorpaMme HCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATh
BpeMEHaM yJepXKUBaHUS OCHOBHBIX
MMHKOB Ha XpoMarorpamme
CTaHAapTHOTO pacTBOpa (pazuen
«KoruecTBEHHOE OTIPEACTICHUEY)

UV- spectrophotometry /
Y®-cnekrpodoToMeTpHs

Complies as prescribed/

CoOOTBETCTBYET

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®-
CHEKTPHI HOTJIOILEHUS
HCIIBITYEMOTO PacTBOpa U pacTBopa
CTaHaapTHOTO O0pa3la KeToponaka
TpoMetramuHa B obmactu ot 200 10
400 HM ROMXHBI UMETH MaKCHMYMBI
MOTJIOMEHHUs 1ipy 322+2 HM.

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusM HJ{

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
ITonrorosneHo: Pravesh Rana

Checked by /
IIporepeno: Rama Kant

bt

Approved by: Manager/Executive /
Ono6peno: Menexep / PykoBoaurens
Amit Kumar el

[

Reprint Date /
Jara: 24.05.2025

Reprint Date/ '
Jlata: 24.05.2025

Reprint Date /
Jara: 24.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drraddys.com




Dr.Reddy’s ‘,’:'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  1¢|:+91 98166 56001-02
CEPTUOHUKAT AHAJIM3A www.drreddys.com
[ Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposnak) pacTBop /Uisi BHYTPHBEHHOTO U BHYTPHMBILLIEYHOTO BBeeHHs, 30 Mr/mi
Batch No / : V250360 Batch Quantity / : 454545 ampules/ |
Cepus Ne O6beM cepuH 454545 amnyn
Analytical Report No / : 890001810621 Date of Analysis/ : 24.05.2025
AHanuTHYecKkHii oTueT No JlaTa aHATH3a
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JaTta npou3BoacTBa Coaen Ao

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-001365-230124

1;.:) Test / Iloka3saTess Results / PeaynabTaThl Specification / Hopma
3 Clarity / IIpo3pauHocTb Complies / COOTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHnys npenapaTa He
[OJDKHA MPEBBIIATH ONATECLIEHIIHIO
STaJOHa CpaBHEHHA [.
4 Color / IIBeTHOCTD Absorbance should be not more
than 0.20 at 430 nm. /
[MornoineHue NOMKHO OBITH HE
6osnee 0,20 mpH UIHHE BOITHEI
430 HM.
5 pH From6.9t07.9./016,9 n0o 7.9.
6 Particulate matter / MexaHn4yecKue BK/JIIOYEHHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements.
Buanmeie yactuipl /
B cooTBeTcTBUY € TPeOOBAaHHUAMM.
6B Invisible particles /
HeBuaumbie yacTULbL:
i. Particles> 10 pm/ not more than 6000 per ampoule /
YacTuil pasmepom > He 6onee 6000 Ha aMmyiy;
10 MM
ii. particles > 25 um/ not more than 600 per ampoule /
YaCTHUL pa3MEepoOM > He 6omee 600 Ha ammymy.
25 MKM
7 Related substances / PoacTBeHHbIE MpHMeECH

Remarks : The Product confirms to ND/
ITpumedanue: IIpoaykT coorBeTcTBYET TpeboBaHusIM HJ{

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IToarororieHo: Pravesh Rana

Checked by /

IIpoeepeno: Rama Kant

g Bl

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep / P)’K(ESOJII/ITCJ'IB
Amit Kumar A

o

Reprint Date /
Hara: 24.05.2025

Reprint Date / T
Jara: 24.05.2025

|
Reprint Date / !
Hara: 24.05.2025

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: L85195AP1984PLC004507

www.drreddys.com
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Dr.Reddy’s ‘_’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOPUKAT AHAJIM3A www.drreddys.com

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

Ipoaykr: Keropon" (keToposiak) pacTBop a/1si BHYTPUBEHHOTO H BHYTPMMbILIEYHOTO BBEASHHS, 30 Mr/mi
Batch No / : V250360 Batch Quantity / : 454545 ampules /
Cepus Ne O06nem cepun 454545 amoyn
Analytical Report No / : 890001810621 Date of Analysis/ : 24.05.2025
AHajuTHYeCKHI oTdeT No JlaTa ananusa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jata npousBoncrea T'ogen o
Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-230124

Page3 of 5/Crp.3m35

1;.00 Test / [lokasaTean Results / PezyabTaThl Specification / Hopma
Impurity A / TTpumecs A 0.11% not more than 0.20 % / He Gonee
0,20 %;
~ Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / e Gonee
Huoxe npeniena obHapykenus ([I0= | ¢ 50 %,
0.014 %)
Impurity C / TTpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npenena o6Hapyxenns (ITO = 0.50 %:
0.010%) ’ ’
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe mpenena obnapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He Gonee
impurity / EnuHnyHas 0,20 %.
HeueHTHGULHPOBaHHAs
HpHMeCh
Total impurities / Cymma 0.2% Not more than 1.50 % / He 6onee
npuMecei 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3Bnekaembiit 00bem measured volume of 10 ampoules) /
He menee 10,0 M (00bemM,
W3MEpEeHHbIfl Ha OCHOBaHUH
obbequHeHHOTO coaepxumoro 10
aMmny)

Remarks : The Product confirms to ND/
ITpumeuanwve: [IponykT cooTBeTCTBYET TpeOoBaHusIM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 24.05.2025

Jara: 24.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: Pravesh Rana | Ilposepeno: Rama Kant Onobpero: Menekep / PygoBoaurens
Q’m\d{" Amit Kumar A o=
el y
Reprint Date / Reprint Date / \ Reprint Date /

Jlara: 24.05.2025

Registered Office: 8-2-337, Road Nc. 3, Banjara Hilis, Hyderabad - 560024, 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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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  1¢1: +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com
Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ITpoxykr: Keropon® (ketoposak) pacTBOp Aiisi BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBeieH!s, 30 Mr/mi |
Batch No / : V250360 Batch Quantity / : 454545 ampules /
Cepus No O6beM cepun 454545 amnyn
Analytical Report No / : 890001810621 Date of Analysis/ : 24.05.2025
AnaAaTHYeCKHH oT4yeT Ne Jara anannsza
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jlata nponsBoacrea T'ogen g0
Analysis performed according ND / Auasu3 nposenen no HJ/I: JITT-001365-230124
Page40of 5/Crp.4u35
| i.f Test / [lokazarenn Results / Pe3yabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BaktepuanbHbie /<=0.725 E3/Mr Ketorolac Trometamol. / He Gosee
IHIOTOKCHHBI 5,8 ED/mr KeTopoJaka
TpOMeTaMHHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CTepHibHOCTB (V1S KaXA0ii CTEPUIBLHBIM.
15-oii cepumn)
11 Assay / KosinuecTBeHHOe 30.47 mg /30.47 mr From 27.0 mg to 33.0 mg of
onpejaesieHue C19H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr C19H24N20s (keTOponaka
TpoMmeTamon) B 1 MIL
12 Alcohol content / ITaHon 12.08 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) no 13,10 %
(06/06).
13 Packaging / YmakoBska 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.
ting and poil in the upper patl vf | A cotiing aud point are in e uppet
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 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 amoynsl U3 | cartonpack/
CBETO3alIUTHOTO cTeKia TeMHo- | ITo 1 Mia B aMmmynsl U3
kopuuHeBoro kmacca I (USP). B | cBETO3alIMTHOrO CTEKJIA TEMHO-
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

[Ipumeyanue: Ilpoaykt cooTeTcTBYET Tpebopanusam HJJ

3axawuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneno: Pravesh Rana | IlpoBepeno: Rama Kant Onobpeno: Menemxep / P_\-'EOBOI[I/ITGIIB
> MU‘ Amit Kumar N~
P / JI
Reprint Date / Reprint Date / Reprint Date /
Jara: 24.05.2025 Hara: 24.05.2025 Hara: 24.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS | : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Ketopon® (keToponak) pacTBop /uisi BHyTPUBEHHOTO H BHYTPUMBIIIEYHOTO BBEACHHUS, 30 MI/Mut
Batch No / : V250360 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001810621 Date of Analysis/ : 24.05.2025
AHajiuTHYecKHi oTUeT Ne JdaTta anananza
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
HdaTa npou3BoacTBa I'ogen o
Analysis performed according ND / Ananns nposeaen nmo HJI: JII1-001365-230124

Page 5 of 5/ Crp. 5u3 5

No

No Test / [Toka3aTenanb

Results / PesyabTaThbl

Specification / Hopma

BEpXHEH 4acTHU aMITylbl HaHECEHBI
KOJIBLIO W TOuka AJA pasznoma. Ha
aMIyNy HakJIeHBalOT STHKETKY.

Mo 10 amMmyn c MHCTpyKLUHMEH Mo
NOMEMIA0T
B [IBX/amoMuHueBbIH 61HCTED.

Mo 1 6mucTepy B nauky KapTOHHYIO.

NPpHUMEHEHHUIO

kKopuuHeBoro Lpeta kiacca I (USP).
B BepxHeli yacTH aMITyJIbl HAHECEHBI
KOJNBLIO U TOYKa Juid paszioMa. Ha
aMITyJTy HaKJIEHBalOT STHKETKY.

[To 10 ammyn ¢ MHCTpYKUHMEH Mo
NIPUMEHEHUIO B
IBX/amomunuersit 6nucrep. Ilo
1 6iuctepy B TNMadky KapTOHHYIO;
ons  cmayuonapos: mno 2, 3, 5
6ucTepOB B MaYKy KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B COOTBETCTBHH C HI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B samuuieHHOM
OT cBeTa MecTe NpH Temrepatype He Bhile 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpox roaaocTn

2 years. / 2 rogaa.

API name / Hanmenosanue A®PC:

Ketorolac Trometamol / Keroponaka TpoMeTaMos

INN / MHH:

Ketorolac / Keroponax

API manufacturer batch number /
Homep cepun nponssogurensi AOC:

2KTM0641024

FP Manufacturer API Batch number /

Homep cepun cy6ctannun npoussogurtens ['JId:

FERAO00706

API Manufactured by & country /
Hpounspoautens A®C, crpana:

Symed Labs Ltd., India /
Caiimen JIa6c JIta., Uanus

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHuaM HJ

Conclusion : APPROVED /
Zaknwuenne: OJJOBPEHO

Hara: 24.05.2025

Jara: 24.05.2025

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneHo: Pravesh Rana | IIposepeno: Rama Kant OnobpeHno: Menemxep / Pygosonuresb
M"‘d\ Amit Kumar N
2 el t
Reprint Date / Reprint Date / Reprint Date /

Jlara: 24.05.2025

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




