Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon® (keToposiak) pacTEOp AJjisi BHYTPHEEHHOTO M BHYTPHMBIUIEYHOTO BBeAeHUs, 30 mr/mi
Batch No / : V240957 Batch Quantity / : 454545 ampules /
Cepusa Ne O0beM cepun 454545 amnyn
Analytical Report No / : 890001783813 Date of Analysis / . 03.01.2025
AnasinTuyeckuii oruer Ne Jlara ananusza
Date of Manufacture / : 12/2024 Date of Expiry / : 1172026
JlaTa npon3BOACTBA T'open no
Analysis performed according ND / Ananus nposenen no HJI: JIT1-001365-230124

Page 1 of S/ Crp. 1u3 5

[po3paunslit GecUBETHLIN PacTBOD.

1}2 Test / [lokazaTenn Results / PesyabTaThi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow

color solution. / [Ilpo3pauHslii
pacTBOp OT OECLBETHOrO 10 CBETIO-
XKENTOro LiBETa.

2 Identification /
ITopauHHOCTH

HPLC/B2XX

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
yIEpXHUBaHUA OCHOBHBIX TTHKOB Ha
XpOMaTorpamMme HCIIBITYEMOTO
pacTBOpa AODKHBI COOTBETCTBOBATH
BpeMEHaM yICPKUBAHUA OCHOBHBIX
MUKOB Ha Xpomarorpamme
cTanjapTHoro pactsopa (pasgen
«KonuyecTBeHHOE OMNpeeNeHHE)

Y@-cnexTpo@oTOoMeTpUs

UV- spectrophotometry / -

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-
CTEKTpBI TIOTIOIUEHHA
HCMLITYEMOTO pacTBOpa H pacTBopa
cTanjapTHoro oOpa3sua KeToposaka
TpoMmetamuHa B obiacti ot 200 1o
400 HM JOMXKHBI IMETb MaKCUMYMBbI
MOTJIOLICHUA OpU 322+2 HM.

Remarks : The Product confirms to ND/
I[Tpumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Zakmiouenne: OJJOBPEHO

Prepared by /
[ToarortoeneHo: Ramakant

e
Reprint Date /

Hara: 03.01.2025

Checked by /
IIpoBepeHo: Sa:}l{sh Kumar

Maurya [

Approved by: Manager/Executive /

Onob6peno: Menepkep// Pykosoantesnsb
Abhishek Chauhan f

Reprint Date /
Jara: 03.01.2025

Reprint Date /
Hara: 03.01.2025




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpolykr: Ketopon" (keToponak) pacTBop i BHYTPHBCHHOTO U BHYTPHMBILIEUHOrO BBeACHHUA, 30 Mr/mn
BatchNo / : V240957 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001783813 Date of Analysis / : 03.01.2025
AnasluTmyecknii oTyer Ne Jlara aHanusza
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Jara nponssojcTsa Toxen 1o
Analysis performed according ND / Anasnus nposegen no HJI: JI[1-001365-230124
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No

BuanMBIE€ YaCTHLbI

No Test / IokaszaTeab Results / Pe3ysbTaThl Specification / Hopma
3 Clarity / Ilpo3pauHocThb Complies / CooTBeTcTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnastecueHLMs npenapaTa He
JI0JKHA TPEBBIIIATH ONANECLEHLUIO
JTalioHa cpaBHeHus L.
4 Color / IIBeTHOCTL | 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[NornolieHHe ACTIXKHO ObITh HE
6onee 0,20 npu JUTMHE BOJIHBI
430 HMm.
5 pH 7.3 From 6.9 t0 7.9./ 01 6,9 no 7,9.
6 Particulate matter / MexaHu4ecKHe BKIIIOUEHHUSI
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements.

/
B cooTreTcTBHY C TpEOOBAaHUAMM.

6B Invisible particles /
HepuanMble yacTHLpL:

i. Particles> 10 pm / 83 not more than 6000 per ampoule /
YacTtul pasMepom > He 6onee 6000 Ha ammyny;
10 MKM
ii. particles > 25 pm/ 09 not more than 600 per ampoule /
YacTHL pa3sMeEpOM > He O6onee 600 Ha aMmILyy.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMeECH

Remarks : The Product confirms to ND/
Tlpumeuanue: IIpoaykT coorBeTcTBYeT Tpebopanusm HJI

Conclusion : APPROVED /
3aikmouenne: OJJOBPEHO

Prepared by / Checked by /

W Maurya V@l

MoarotorneHo: Ramakant IMposepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemiep// Pykosoautens
Abhishek Chauhan :

Reprint Date / Reprint Date /
Jata: 03.01.2025 Jara: 03.01.2025

Reprint Date /
Hara: 03.01.2025
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoAaykT: Ketopon™ (keToposiak) pacTBOp AJIsi BHYTPUBEHHOIO H BHYTPHMBILICYHOIO BBEICHHA, 30 mr/mn
Batch No / : V240957 Batch Quantity / : 454545 ampules /
Cepin Ne Oo6Bem cepiH 454545 amnya
Analytical Report No / : 890001783813 Date of Analysis / : 03.01.2025
AnaJluTHYeCKHH oTyeT No JlaTa ananusa

Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2026

Jara npoH3BojJcTBA T'onen oo

Analysis performed according ND / Auaan3s nposeaen nmo HJL: JII1-001365-230124
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1;00 Test / [lokazaTesb Results / PesyabTaTsl Specification / Hopma
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / ne Gonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He oGHapyxeHa not more than 0.50 % / He ©Oonee
0,50 %;
Impurity C / ITpumecs C not more than 0.50 % / He OGosee
Below LOD (LOD = 0.010 %) / 0,50 %:
Husxe nipeaena obuapyxenus (ITO
=0.010 %)
Impurity D / Ilpumecs D Not detected / He o6HapysxeHa not more than 0.20 % / He Ooxee
0,20 %.
Individual unidentified Not more than 0.20 % / He Gonee
impurity / Exnnnanas Below BDL (BDL= 0.05 %) / Himke | 020 %,
HeuAeHTUGHULMPOBaHHAS nopora peructpatuu (ITP =0.05 %)
npUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Oonee
npumeceit 1,50 %.

8 Extractable volume / 10.2 ml/10.2 mn Not less than 10.0 ml (collectively
H3Bnekaembiii 00beM measured volume of 10 ampoules) /

He menee 10,0 M (o6bem,
M3MEpPEeHHBIH Ha OCHOBaHUH
0ObeAMHEHHULU CuleprumuL v 10
aMITyJT)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepuanbHble /<=0.725 E3/Mr Ketorolac Trometamol. / He 6oinee
IHAOTOKCHHBI 5,8 EQ/mMr KeTopoJsaka

TpOMeTaMHHa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [TpoaykT cooTeTcTBYET TpeboBanusam H/ 3akmouenune: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Exgtcutive /
IMoaroroeneno: Ramakant ITporepeHo: Santosh Kumar Onobpeno: Menemkep / PyxoBoautesnb
1] .
) Maurya %5& . Abhishek Chauhan y

%“u\&}— 72 o
Reprint Date / Reprint Date / Reprint Date /
Hata: 03.01.2025 Jata: 03.01.2025 Jata: 03.01.2025




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

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

IporykT: Keropon” (keToposiak) pacTeop s BHYTPHBEHHOLO W BHYTPHMBIIEYHOrO BBEICHHA, 30 mr/ma
Batch No / : V240957 Batch Quantity / : 454545 ampules /
Cepsn Ne O0neM cepHi 454545 amnyn
Analytical Report No / : 890001783813 Date of Analysis / : 03.01.2025
AHaJuTHYeCKH oTyeT Ne Jara anannza

Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026

JlaTa npou3BOACTBA Tlogen mo

Amnalysis performed according ND / Anann3 nposegen mo H/L: JI1-001365-230124
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amber glass ampoules (USP). A cut
ring and point in the upper part of
ampoule. A label is attached to

ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack /

[Mlo 1 wmn b oamOyau  i0
CBETO3AIIHUTHOTO CTEKJAa TEMHO-

xopuuHesoro kmacca I (USP). B
BEPXHEH YacTH aMITyJbl HaHECEHBI
KONLIO M TOYKa Ans pasnoma. Ha
aMITyJly HaKJICHBalOT ITUKETKY.

Ilo 10 ammyn ¢ HHCTpYKLMEH IO
NPHMEHCHHIO MOMELIAI0T

NN(: Test / [TokaszaTesab Results / PesynsTaThi Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / Jlomxen ObIThb
CrepuabHocTh (A5 KaKA0H CTEPHIIBHBIM.
15-o0ii cepum)
11 Assay / KonnuecTBeHHoOE 30.27 mg/ 30.27 mr From 27.0 mg to 33.0 mg of
onpejesieHne C1oH24N>06 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr CjoH2sN>Og (keToposnaka
TpoMeTamos) B 1 miL.
12 Alcohol content / ITaHon 11.81 % From 10.60 % (v/v) to 13,10 %
(viv)./
Or 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

dark amber glass ampoules.

A cut ring and point are in the upper
part of ampoule. A label is attached
to ampoule. 10 ampoules and a
patient information leaflet in a
PVC/aluminum blister.

1 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a
oarton paolc/

[lo 1 w™Ma B aMmmoylbl U3
CBETO3ALIMTHOrO CTEKNa TEMHO-
xopuuHesoro useTa kiacca I (USP).
B BepxHel 9acTH aMI1y/Ibl HAHECEHBI
KOJBLO W TOuYKa A7ns pasioMa. Ha
aMIlyJly HaKJIEHBAlOT 3THKETKY.

o 10 amnyn ¢ HHCTPYKIHEN 1O

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cootBeTcTBYeT TpebosanusM HJI

Conclusion : APPROVED, /
3akioyeHne: OI[OBPEI-iO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarortosneHo: Ramakant IIpoeepeno: Santosh Kumar | Onobpeno: Menemkep // yKOBO,II?TEJ‘lb
@ A\ \}ﬁ* Maurya ( Abhishek Chauhan LAY
A L J
Reprint Date / ) Reprint Date / Reprint Date /
Hara: 03.01.2025 Iara: 03.01.2025 Hara: 03.01.2025
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

IpoAykT: Keropoa™ (keToponak) pacTBop /uisi BHYTPHBCHHOrO W BHYTPHMBILICYHOrO BBEACHUA, 30 mr/mn
Batch No / : V240957 Batch Quantity / : 454545 ampules /
Cepus Ne O0bem cepiin 454545 amnyn
Analytical Report No / : 890001783813 Date of Analysis / : 03.01.2025
AnasiuTHYeckHii oTaeT No Jara ananusa

Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2026

Jdata npou3BoacTea I'open po

Analysis performed according ND / Anajn3 nposesaen no HJI: JIT1-001365-230124
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1}2 Test / IlokasaTennb Results / PesyabTaThl Specification / Hopma
B [IBX/anomunneBs1il O14CTED. TPHMEHEHHIO B
[To 1 6ancTepy B nadky kaprousyio. | TBX/amomuuuesbiii Onucrep. Ilo
1 6nucTepy B MayKy KapTOHHYIO;
oA cmayuoHapos: o 2, 3, 5
67MCTEpOB B Na4YKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooteTcTBUM ¢ HIT.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3awuuiuenHom
XpaHeHue OT CBeTa MecTe Iipu TeMIeparype He Bbiule 25 °C. He 3aMmopakuBaTe.
16 Shelf-life / Cpok roasoctn 2 years. / 2 roja.

API name / Haumenosanne ADC:

Ketorolac Trometamol / KeToponaka TpoMeTaMon

Homep cepun cyGeranuun npouspogutens I'JId:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepun npoussoautens AOC: 2KTM0420724
FP Manufacturer API Batch number /

FERA00482

Mpouzsoaurens APC, cTpaHa:

API Manufactured by & country /

Symed Labs Ltd., India /
Catimen Jlabc JItn., Unnus

Remarks : The Product confirms to ND/
[Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanuam H/I

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /
[Moarotosnedo: Ramakant

Reprint Date /
Hata: 03.01.2025

Checked by /
[NposepeHo: Santosh Kumar

Maurya }'%‘ )

—

Reprint Date /
Hara: 03.01.2025

Approved by: Manager/Executive /
OpobpeHo: Menemxep// Pykosogurens
Abhishek Chauhan /

Reprint Date /
Jara: 03.01.2025




