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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: KeTtopon® (keToposnak) pacTBop [UIst BHYTPMBEHHOTO W BHYTPUMBIILEYHOTO BBEAEHHS, 30 Mr/mu
Batch No / : V250518 Batch Quantity / : 454545 ampules /
Cepus No O6bem cepun 454545 amnyn
Analytical Report No / : 890001818948 Date of Analysis/ : 09.07.2025
AHAJHUTHYECKHH oTYeT No JaTa anaiu3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jara nponsBojacTBa Togen mo
Analysis performed according ND / Auann3s nposeaen nmo HJI: JII1-001365-230124
Pagel of S/Crp. 1 m3 5
[
1;.:) 17 Test / [loka3aTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3pauHblii GecLBETHLIH PacTBOD. color solution. / Ilpo3spaunsiii
pacTBOp OT OECLBETHOTO [0 CBETIO-
HKEJITOrO LBETA.
2 Identification / The retention times of the main
IMoanuHHOCTD peaks in the chromatogram of test
solution should correspond to those
e DO Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
COOTBETCTBYET
yIepXKUBaHUA OCHOBHBIX MHKOB Ha
XpOMaTorpamMe HCIIBITYEMOTO
pacTBOpa JOJIKHBI COOTBETCTBOBATh
BpEMeHaM YAepKUBAHUS OCHOBHEIX
MHKOB Ha XpoMaTorpamme
CTAaHAAPTHOrO0 pacTBopa (pasjeln
«KoJi4ecTBEHHOE ONPEAeISHHEY)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
VD-criekTpodoToMeTpus ST 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-
CTIEKTPBI MOTJIOLUEHHUS
HCIIBITYEMOTO pacTBOpa M pacTBopa
cTaHAapTHOro oOpasia KeTopoJiaka
TpoMmeTamuHa B obnactu ot 200 1o
400 HM JOJKHBI UIMETb MAKCUMYMbI
NOTNONIEH S TPH 32242 HM.
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Tpoaykr cootBercTBYeT TpeboBanusm HJL 3axmouenue: QJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno:Nitin Sharma Iporepeno: Pardeep Kumar Ono6peHo: Menemkep / Pykosogurensb
\_\> Amit Kumar ~ \ -~
Reprint Date / Reprint Date / Reprint Date /
Jara: 09.07.2025 Jara: 09.07.2025 Jara: 09.07.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 5C0034, Telangana, India
Tel: 97 40 4900 2900, Fax: +21 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
IIpoaykr: Ketopon® (keToponak) pacTBOp [Ulsi BHYTPHBEHHOTO H BHYTPHMBIWIEYHOrO BBeAeHMs, 30 mr/min
Batch No / : V250518 Batch Quantity / : 454545 ampules /
Cepust Ne O0beM cepHH 454545 amnyn
Analytical Report No / : 890001818948 Date of Analysis/ : 09.07.2025
AHaNUTHYECKHH 0TUeT No JlaTa anaaunza
Date of Manufacture / : 06/2025 Date of Expiry / : 0572027
JaTa npou3zBoaAcTBa T'ogen no
Analysis performed according ND / Auann3s nposeaen no HJI: JII1-001365-230124

Page2 of 5/Crp. 2 u3 5

No
No

Test / [Toka3zaTenan

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / IlpospauyHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnajtecueHuyst npenapaTa He
JOJIKHA TIPEBbILIATH ONaJeCISHUMIO
3TajloHa cpaBHEHUA I.

4 Color / llBeTHOCTH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
IMornoiieHne A0MXKHO OBITh HE
6onee 0,20 npu AIKMHE BOTHBI
430 M.

5 pH 73 From 6.9t07.9./ 0t 6,9 no 7,9.

6 Particulate matter / Mexannyeckne BKIKOUEHHs

6A Visible particles /
BuauMmelie 9acTHLBI

Complies / CooTBeTCTBYET

Should correspond to requirements.
/
B cooTseTcTBIH ¢ TPEOOBAaHHSIMH.

6B Invisible particles /

HesuauMeble yacTHLBL:

i. Particles> 10 pm/
YacTtui pasMepom >
10 MkM

i, particles > 25 pm/
"1ACTHL, Pa3MepoM ==
25 MKM

71

01

not more than 6000 per ampoule /
He Oonee 6000 na ammyiy;

not more than 600 per ampoule /
He Gosee 600 Ha ammyny.

7 Related substances / PoacTeHnHbie npuMecu

Remarks: The Product confirms to ND/
[Tpumeuanue: [IponykT cootBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by /
IToxrorosneHo:Nitin Sharma

s

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnoGpeHo: Menemwxep [ PykoBoautesns

Amit Kumar e
/

Reprint Date / )
Hara: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Hata: 09.07.2025

dered Office: 8-2-337, Road Ne. 2, Banjara Hills, Hyderabad - 500034, Telangnng, India

Tel: +31 40 2900 2200, Fae +91 40 4900 2399, Email: mail@drreddys com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoAaykr: Keropon™ (keroponak) pacTBop Ui BHyTPMBEHHOIO W BHYTPHMBIILIEYHOIO BBEAEHHU, 30 mr/mn
BatchNo / : V250518 Batch Quantity / : 454545 ampules /

Oo6bem cepun 454545 amnyn

AnajinTHyecknii oruyer Ne

Analytical Report No / : 890001818948

Date of Analysis/ : 09.07.2025
Jlara anaiau3za

I[a’ra NIPOH3BOACTBA

Date of Manufacture / + 06/2025

Date of Expiry / : 05/2027
T'onen go

Analysis performed according ND / Anasn3 nposenen no HJI: JIT1-001365-230124

Page3 of 5/Crp.3u3 5

I;.? Test / IlokazaTenb Results / Pe3ysibTaThl Specification / Hopma
Impurity A / [IpuMecs A 0.09% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Tlpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / ne Oonee
Huxe npepena obHapyxenus (IO = 0,50 %;
0.014 %)
Impurity C / IIpumecs C Below LOD (LOD =0.010 %) / not more than 0.50 % / He Gomee |
Huxe npeaena obxapyxenus (I10 = 0.50 %:
0.010%) ’ ’
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He OGonee
Hmxe npenena o6Hapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gonee
impurity / EquHI4Han Hike mpeena KoJMueCTBEHHOTO 0,20 %.
HeHIeHTHMUMPOBAHHAs onpenenenus (ITKO = 0.050%)
NpUMeECh
Total impurities / CymMmma 0.1% Not more than 1.50 % / He Gonee
pUMeceit 1,50 %.
8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3pnexaemblii 00bem measured volume of 10 ampoules) /
He Menee 10,0 mn (06bem,
HU3MEPEHHbIH Ha OCHOBAHUM
obbeiHeHHOTO coaepxumoro 10
ammy)

Remarks: The Product confirms to ND/
ITpumMeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by /
IMoarorosneno: Nitin Sharma

\—'\2/

Checked by /
Ipoeepeno: Pardeep Kumar

c—')l—/

Approved by: Manager/Executive /
Onobpeno: Menem:xep / PykoBoaurennb
Amit Kumar A - £

—
] .
Fi

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Jata: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Pomstarad Office: 8-2-327, Rond No. 3, Banjara Hills, Hyderabad - 500024, clangana, India

Tol: 91 £0 2800 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A WL redd

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp JUiA BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBeACHHS, 30 Mr/ma
Batch No / : V250518 Batch Quantity / : 454545 ampules /
Cepusi Ne O6bem cepun 454545 ammyn
Analytical Report No / : 890001818948 Date of Analysis/ - : 09.07.2025
AHajMTHYeCKHH oT4eT Ne JaTa ananusa
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JMarTa npoH3BOACTBA I'opeH no
Analysis performed according ND / Auanus nposegen no HJL: JII1-001365-230124

Page4of 5/Crp. 4u3 5

1;.? Test / [lokasaTesnb Results / PesynbTaThi Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuaabHble /<=0.725 EDQ/mMr Ketorolac Trometamol. / He Gonee
3HAOTOKCHHBI 5,8 EQ/Mr KeTopoJaka
TPOMETaMMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlonxkeH ObITb
CTepuNbHOCTb (ANS Kaxa0ki CTEPUJILHBIM.
15-0ii cepun)
11 Assay / KosinuecTBeHHOE 30.31 mg/30.31 mr From 27.0 mg to 33.0 mg of
onpenesieHne Ci9H24N2Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C19H24N>0g (keTOponaxa
TpomeTraMo) B 1 M.
12 Alcohol content / ITanon 11.84 % From 10.60 % (v/v) to 13,10 %
(viv)./
Or 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
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.
PVC/aluminum blister. 1 blister in a carlon pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ilo 1 wmn B amnoynsl W3 | carton pack/
CBETO3ALUTHOrO cCTekna TeMHO- | Ilo 1 Ma B amMmoynbl  u3
kopuyHeporo kmacca I (USP). B CBETO3AllUTHOIO CTEKJIa TEMHO-

Remarks: The Product confirms to ND/
[Tpumeuanue: [Ipoxykt coorercTByeT TpeboBanusam H/

Conclusion : APPROVED /
3axkmwuenne: OJOBPEHO

Prepared by /
[Moarorosneno:Nitin Sharma

v

Checked by /
ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PygoBoaurenb
Amit Kumar ’\

A=

Reprint Date /
Jata: 09.07.2025

Reprint Date /
Hara: 09.07.2025

Reprint Date /
Jara: 09.07.2025
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Tel: 491 40

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : /

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

IIponykr: Ketopon™ (keToposiak) pacTBop Juisi BHyTPUBEHHOTO W BHYTPUMBILLEYHOTO BBeAeH S, 30 Mr/mi
Batch No / : V250518 Batch Quantity / : 454545 ampules /
Cepusn Ne O6nem cepuH 454545 amnyn
Analytical Report No / : 890001818948 Date of Analysis/ : 09.07.2025
AHaguTHYecKHii oTuyeT Ne Jara ananusza
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JaTa npou3BoacTBa I'ogen no

Analysis performed according ND / Anasus nposegen no HJI: JIT1-001365-230124

Page5of 5/Ctp. Su3z 5

IJ\JV'oO Test / IlokasaTeab Results / Pe3yabTaThl Specification / Hopma
BEpXHEM 4YacTH ammysibl HaHECeHBl | KopH4HeBoro upeta xiacca I (USP).
KONBLIO M TOYKa i pasnoMa. Ha | B BepxHel yacTH aMIlyJibl HAHECEHBI
aMIyJTy HAKJIEUBAIOT ATHKETKY. KOJIbIIO W TOuKa Anid pa3noma. Ha
Mo 10 ammyn ¢ MHCTpyKUMEH 10 aMnyJy HaKJAenBalOT STUKETKY.
TIPUMEHEHHUIO noMemmaior | Ilo 10 ammyn ¢ HMHCTpYKIUEH MO
B [IBX/antoMUHUEBBI OnUCTED. NPUMEHEHHIO B
Ilo 1 6nuctepy B nauky kaproHdyto. | I1BX/amomunuessiit Gnucrep. Ilo
1 6uctepy B Mauyky KapTOHHYIO;
ons  cmayuonapos: mo 2, 3, 5
GJIMCTEPOB B MaYKy KapPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBercTBUM ¢ H]I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B s3amuieHHoM
XpaHeHue OT cBeTa MecTe rpu Temieparype He Boiie 25 °C. He 3aMopaxuBath.
16 Shelf-life / Cpox rognocTu 2 years. / 2 ropa.

API name / Haumenosanue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMon

INN / MHH:

Ketorolac / Keropomnak

API manufacturer batch number /

Howmep cepun npoussoauresis ADC:

2KTMO0010125

FP Manufacturer API Batch number /
Homep cepuu cyGcTanunu npoussoautens IJIP:

FESA00073

APl Manutactured by & country /
IMpouzeoaurens A®C, crpaHa:

Symed Tahs T4d | Tndia /
Catimen Jla6c JIto., Uenus

Remarks: The Product confirms to ND/
IMpumeuanue: IIpogykT cooTBeTCTBYET TpeboraHusaM HJJ

Conclusion : APPROVED /
Zakarouenne: OJOBPEHO

Prepared by /
TToarorosneno:Nitin Sharma

2

Checked by /
[poeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
OnobpeHo: Meuemxep / Py_\KOBO,[II/ITeJ'IB
Amit Kumar '

N
.

Reprint Date /
Jara: 09.07.2025

Reprint Date /
Jara: 09.07.2025

Reprint Date /
Hata: 09.07.2025
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