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Product : /

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

Hpoaykr: Keropon™ (keToponak) pacTBop /isi BHYTPHBEHHOIO H BHYTPHMbIIIEYHOrO BBE/CHHA, 30 MI/Mn
Batch No / : V250515 Batch Quantity / : 454545 ampules /
Cepusa Ne O6Bem cepiti 454545 amnyn
Analytical Report No / : 890001818237 Date of Analysis /- : 30:06.2025.
AHAJIHTHYECKHI oTUeT No Jara anannsa
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npoH3BOACTBA Togen 10

Analysis performed according ND / Auanus nposegen no HJL: JI1-001365-230124

Page 1 of 5/Crp.1m35

Hpo3zpaunslii
pacTBop.

CBETNIO-KENThIH

i? Test / HokazaTenn Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear slightly yellow solution. / | Clear colorless to slightly yellow

color solution. / [lpo3paunsiii
pacTBOp OT GECLBETHOTO [0 CBETNO-
JKEJITOTO LIBETa.

2 Identification /
IMoannuuocTh

HPLC / BOXX

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
YIEPXUBAHMSA OCHOBHBIX IHKOB Ha
XpoMarorpaMmme HCTIBITYEMOTO
pacTBopa ROJKHBI COOTBETCTBOBATh
BpEMEHaM yIEpKHBAHUSA OCHOBHBIX
MAKOB Ha XpomaTtorpaMme
CTaHIapTHOro pacTBopa (paszgen
«KonuuecTBeHHOE OnpeieIeHUe»)

UV- spectrophotometry /
Y ®-cnekTpopoTOMETPHS

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-
CNEeKTPbI OO LIEHHS
UCTIBITYEMOrO pacTBOpa U pacTBopa
cTanjapTHOro obpaslia KeToponaxa
TpoMeTaMHHa B obmactd ot 200 mo
400 HM HODKHBI UMETh MaKCUMYMBI
HOTJIOLICHUS TTPU 322+2 HM.

Remarks: The Product confirms to ND/
TIpumeuanue: IIpoaykT cooreercTByeT Tpeboranusam HJL

Conclusion : APPROVED /
3axsouenne: OJOBPEHO

Prepared by /
HOHFOTOBHCHOZY/E}gSSh Chauhan

Checked by /
[Tpoeepeno: Rama kant

byd-

/Executive /
Onobpeno: Menemxep/ Pykoponurens
Abhishek Chauhan | /’

;
Reprint Date / Reprint Date / ‘ Reprint Date /
Jlara: 30.06.2025 Jara: 30.06.2025 Jara: 30.06.2025
Fegistered Cffice: 8-2-337, Hoad No, 3, Banjara Hills, Hyderabad - 200034, Telangana, Iridiia
Tol: $071 40 4200 2900, Faxe +91 40 1800 299¢, Email: mail@direddys,com

CIN: t35195AP1984PLCO0CA50Y
wveandrraddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon" (keToponak) pacTBOp 15l BHYTPHEEHHOTO ¥ BHYTPUMBILIEYHOrO BBEACHH, 30 Mr/mn
BatchNo / : V250515 Batch Quantity / : 454545 ampules /
Cepsa Ne Oobem cepuu 454545 amnyn
Analytical Report No / : 890001818237 Date of Analysis/ : 30.06.2025
AnaJliTHYecKHii oTueT No JlaTa ananusa
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jara nponssoacrsea Togen g0
Analysis performed according ND / Ananu3 nposenes mo HJ/L: JI[1-001365-230124

Page2 of S/Crp. 235

1;.:) Test / [Toka3zaTennb Results / Pe3yabTaThbl Specification / Hopma
3 Clarity / Ilpo3pauHocThb Complies / COOTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecLeHLus TpenapaTa He
JIOJKHA TIPEBbILIATE OMANECLEHLIIIO
sTanona cpanncin L.
4 Color / IllgeTHOCTDL 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
TMornoeHne TOHKHO ObITh HE
6onee 0,20 npu AKMHE BONHBL
430 uM.
5 pH 73 From69t07.9./0t16,9 no 7,9.
6 Particulate matter / MexaHu4ecKkHe BKJAKYEHUSA
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements.
Buaumble yacTuis /
B cooTBeTCTBUH C TpeOOBAHHAMM.
6B Invisible particles /
HeBumumbie yacTHIIBL:
1. Particles > LU pm/ 43 not more than 8000 per daipoule /
YacTui pasMepom > He 6onee 6000 Ha ammyy;
10 Mmxm
il. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHL] pa3MEpPOM > He Gonee 600 Ha amItyny.
25 MKM
7 Related substances / PoacTBeHHbIe NpaMecH
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
TTpumeuanue: [Tpoaykrt cootBeTcTBYeT TpeOoBaHusiM HJI 3akiaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managér/Executive /
[ToarorosneHo: Yogesh Chauhan | IlpoBepeno: Rama kant Onobpeno: Menemkep / P_w\'cfomnenb
N (@\'\ \;O; Abhishek Chauhan,
L Y4 e { o
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.06.2025 Jarta: 30.06.2025 Jata: 30.06.2025
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Einail: mzil@drieddys.com
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| Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposnak) pacTBOp il BHYTPUBEHHOIO U BHYTPUMBILLIEUHOTO BBEAEHHUS, 30 Mr/Mn

Batch No / : V250515 Batch Quantity / : 454545 ampules /
Cepus No O0BeM cepHH 454545 amnyn
Analytical Report No / : 890001818237 Date of Analysis/ : 30.06.2025
AHATHTHYCCKHH oT4eT Ne Jara anainza
Date of Manufacture / : 06/2025 Date of Expiry / : 0572027
HJaTta npon3BoacTBa - T'ogen no
Analysis performed according ND / Anayns nposeaen no HJ: JI[1-001365-230124

Page3of 5/Crp.3u35

1}00 Test / ITokazaTeab Results / PesyabTats! Specification / Hopma
Impurity A / [Ipumecs A 0.09% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / Tlpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / ne Gonee |
Hwxe npenena obnapyxenus (110 = 0,50 %:
0.014 %)
Impurity C / Ipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npenena obHapysxkenns (IO = 0.50 %:
0.010%) ’ ’
Impurity D / Tlpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hmxe npenena obHapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He 6onee
impurity / Enuanynas 0,20 %.
HeupeHTHHULUpOBaHHAas
NpUMech
Total impurities / Cymma 0.2% Not more than 1.50 % / He Goisee
npumecei 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3BnexkaeMblii 06bem measured volume of 10 ampoules) /
He menee 10,0 ma (00bem,
H3MEpeHHbIl Ha 0OCHOBAHUH
00BbEeIUHEHHOTO cofepkumMoro 10
aMmyJ)

Remarks: The Product confirms to ND/
TIpumeuanue: Ipoaykr coorBeTcTBYET TpeOoBaHusM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / - Checked by / Approved by: Managej/Executive /
[Monrororneno:Yogesh Chauhan | Ilposepeno: Rama kant Onob6peHo: Menemxep / Pyx;{sn,m-nenb
¥ - &“ 3 Abhishek Chauhan
LA o —
Reprint Date / Reprint Date / Reprint Date /
Jlara: 30.06.2025 Jara: 30.06.2025 JaTa: 30.06.2025
Regl Y 7-337, Road Ne, 3, 8aniara Hills, Hyderahad - 30003 Telangana, India

S1OSAPISE4PLCOOGS507
wawsandrredadys.com

340 4900 2099, Email: mail@drreddys.com
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Product : /

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

IIpoAykT: Ketopon™ (keToponak) pacTsop /11 BHYTPMBEHHOTO H BHYTPUMBILIEYHOrO BBEACHHUS, 30 Mr/mMn
BatchNo / : V250515 Batch Quantity / : 454545 ampules /
Cepua Ne O0Bem cepHn 454545 amnyn
Analytical Report No / : 890001818237 Date of Analysis/ : 30.06.2025
AHaJinTHYecKHH oT4yeT No Jlara anaau3za
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa NIpoH3BOACTBA I'ogen no

Analysis performed according ND / Ananu3s nposenen no H/I; JI[1-001365-230124

Page4 of 5/Crp. 4m3 5

i.? Test / ITokazaTenab Results / Pe3yabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepnaibHble /<=0.725 E3/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 ED/mMr KeToponaka
TpoMeTaMMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JomkeH OBITh
CTepunbHOCTD (U191 KAKA0IH CTEPUIIBHBIM.
15-o0ii cepuu)
11 Assay / KonuuecTBeHnHoe 30.64 mg / 30.64 mr From 27.0 mg to 33.0 mg of
onpeaesieHHe C19H24N>Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
1o 33,0 mr C9H24N204 (keTOponaka
TpoMeTamou) B 1 MIL.
12 Alcohol content / Iranon 11.74 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/06) mo 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
ampoulo. A labol is attachod to | part of ampoulo. 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 (/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 ammynsl W3 | carton pack/
CBETO3alMTHOIO cTekna TemHo- | ITo 1 wMa B aMIynsl u3
kopruHeBoro kmacca I (USP). B | CBETO3aIUMTHOrO CTEKIIA TEMHO-

Remarks: The Product confirms to ND/
ITpumeuanue: [ponykT coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
Baxiawuenne: OJIOBPEHO

Prepared by /
[Moarorosneno: Yogesh Chauhan

Checked by /
IMpoeepeno: Rama kant

Approved by: Manager/Executive /
Opno6peno: Menempkep/ Pykogonurens

G146 a8G0 2
1954 APLCO04507
wwwe diteddys.com

O -
I,y e ’]‘( xﬂ\\}“l? Abhishek Chauhan £
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.06.2025 Hara: 30.06.2025 Jara: 30.06.2025
i 3, Banjara Hills, Hydembad - 300024, Telangana, India

ail: mail@drreddys.com
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CERTIFICATE OF ANALYSIS wrv drraddys. com
CEPTU®UKAT AHAJIM3A R
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon™ (keToposak) pacTeop Ul BHYTPUBEHHOIO U BHYTPHMBILIEUHOro BBEAEHUS, 30 Mr/mit
Batch No/ : V250515 Batch Quantity / : 454545 ampules /
Cepus Ne O0nem cepHi 454545 ammyn
Analytical Report No / : 890001818237 Date of Analysis/ - : 30.06.2025

AHaJUTHYECKHMH oTyeT Ne

JlaTta aHaan3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

Harta npoussoicTea

T'oneu go

Analysis performed according ND / Anann3 npoegen no H/L: JII1-001365-230124

Page5of 5/Crp. 5u3 5

No

Test / Iloka3zaTenb
No

Results / PesyabTaThl Specification / Hopma

BEpXHell 4acTU aMIty/ibl HaHECEHBI xopuuHeBoro 1era wiacca I (USP).
KOJILLIO H TOYKa 1y pasznoma. Ha B BepxHEH yacTy amMIyJibl HAHECEHBI

aMmIyJly HaKJIEHBAKOT STHKETKY. KOITBLIO M TOYKa MUIA pasfioma. Ha
ITo 10 amnyn ¢ HMHCTpPYKUMEH no | amnysy HaKJIEUBAIOT STHKETKY.

MPUMEHEHUIO nomemarT | I[lo 10 ammoyn ¢ HMHCTpYKLMEH IO
b [IBX/amomuHueBbIH GaucTep. MPHMCHCHUIO B

Ilo 1 6nucTepy B nauky kaptronuyio. | IBX/amomunuepblit 6mucrep. Ilo
1 6ancTepy B TMauyKy KapTOHHYIO;
ons cmayuondpog: mo 2, 3, 5
6JMCTEPOB B NaYKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooreerctBun ¢ HJI.

15 Storage conditions /
XpaHenue

In a place protected from light below 25 °C. Do not freeze. / B samuumeHsEoM
OT CBETa MECTe Mpu TemrepaType He Boie 25 °C. He 3aM0OpaXHUBaTh.

16 Shelf-life / Cpok roaHocTn

2 years. / 2 roaa.

API name / Haumenopanne A®C:

Ketorolac Trometamol / Ketoponiaka TpoMeTaMol

INN/MHH:

Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun nponspoauntesst ADC: 2KTMO0641024

FP Manufacturer API Batch number /

Homep cepun cyGcTanunu npoussoaurtens I'JID: FERA00706
Symed Labs Ltd., India /

API Manufactured by & country /
ITpouseoautens A®C, cTpaHa:

Catimen Jla6c JItn., Muaua

Remarks: The Product confirms to ND/ Conclusion : APPROVED /
Tlpumeuanue: [Iponykt cooTsercTByeT TpeboBanusm HJL 3akmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IonrorosineHo:Yogesh Chauhan | [Tposepero: Rama kant Ono6peno: Menemxkep / Pykoonurens
v [‘E Wk Abhishek Chauhan /7
Reprint Date / Reprint Date / ‘ Reprint Date /
Jlata: 30.06.2025 Jara: 30.06.2025 Hara: 30.06.2025
Registered Office: 8-2-32 4 Hills, Hydarabad - 300034, Telanzana, India
Tal: 481 {148 999, Email: mail@drreddys.com
PLODOASO7

reddys.com




