Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

AHasiuTHYeCKHH oTyeT No

CEPTUOPHKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr:  Keropon" (keToponak) pactBop Ans BHYTPHBEHHOIO U BHYTPUMBILWIEYHOrO BBEACHHA, 30 mr/mn
Batch No / : V250516 Batch Quantity /  : 454545 ampules /
Cepusa Ne Oo6bem cepun 454545 amnyn
Analytical Report No / : 890001818238 Date of Analysis/ : 03.07.2025

Jara apaauza

JdaTta npou3BoacTBa

Date of Manufacture / : 06/2025

Date of Expiry / : 05/2027
TI'ogen oo

Analysis performed according ND / Anaau3 nposeaen mo HJI: JIT1-001365-230124

Pagel1of 5/Crp.1m35

Complies as prescribed/

CoOOTBETCTBYET

‘1;.00 Test / Iloka3aTesb Results / PesyibTaThl Specification / Hopma
1 Description / Onucanue Clear colorless solution. / | Clear colorless to slightly yellow
IMpo3paunblit GecUBETHBIN PacTBOD. color solution. / TIpo3pauynslii
pacTBOp OT OECLBETHOrO A0 CBETIO-
JKEJITOro LBETA.
2 Identification / The retention times of the main
IoanunHOCTH peaks in the chromatogram of test
solution should correspond to those
HPLC /B32XX

in the chromatogram of standard
solution (Assay section) / Bpemena
yIEep)KUBaHUA OCHOBHBIX IHKOB Ha
XpOMaTorpaMmme HCIIBITYEMOTO
pacTBopa AOJKHBEl COOTBETCTBOBATH
BpEMeHaM YNEpKHBaHUS OCHOBHBIX
MUKOB Ha XpoMmarorpaMme
CTaHJapTHOro pactBopa (pasmen
«KoMuecTBEHHOE ONpeacieHUe»)

UV- spectrophotometry /

V®-cnekTpodoToMeTpUst

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
0 400 nm should have absorplion
maxima at 322 + 2 nm. / Y®-
CNEKTPBI HOrNOeH s
HCMBITYEMOr0 PacTBOpa U pacTBoOpa
cTanjaptTHoro obpasna KeToposaka
TpoMeTaMHHa B obiacti ot 200 no
400 HM JOJKHBI UMETh MAKCHMYMBI
MOTNOLIEHUS pU 32242 HM.

Remarks: The Product confirms to ND/
[Npumeuanue: [IponykT coorBetcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
H(},JlFOTOB.TleH(C(Raj eev Gandhi
l‘ 1

Checked by /
[MpogepeHo: PardeeJ:p Kumar

c><1——-’1"‘

Approved by: Manager/Executive /
OnobpeHo: Meneokep / PykoBoauTens
Amit Kumar /\, =

-

Reprint Date /
Hara: 03.07.2025

Reprint Date /
Jata: 03.07.2025

Reprint Date /
Hara: 03.07.2025
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon™ (keToponak) pacTeop A BHYTPUBEHHOTO M BHYTPUMBbILIEYHOrO BBEEHHUS, 30 Mr/M
BatchNo / : V250516 Batch Quantity / : 454545 ampules /
Cepsan Ne O6nem cepun 454545 amnyn
Analtical Report No / : 890001818238 Date of Analysis/ : 03.07.2025
Anaslnrnyeckuii oruer Ne JlaTa aHaau3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jlara npou3BoAcTBa T'onen no
Analysis performed according ND / Auanns nposenen no HJI: JIT1-001365-230124
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No

Test / [Toka3arean
No

Results / PezyabTaTh!

Specification / Hopma

3| Clarity / Ipo3pa4HocTh

Complies / CooTBeTCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension . /
OnanecLeHLYA ipenapara He
[OJDKHA NPEBBIILIATH ONATCCLIE HLHIO
JTajloHa cpaBHeHus 1.

4 Color / lIBeTHOCTDL 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TorsolieHHe TOKHO ObITh HE
oonee 0,20 npu AnUHE BOJHbI
430 um.

s | pH 73 From 6.9 to 7.9./ Ot 6,9 110 7.9.

6 | Particulate matter / MexaHu4uecKue BK/IIOYEHHS

6A Visible particles /
Buaumele yacTuilbl

Complies / COOTBETCTBYET

Should correspond to requirements.
/
B cooTBeTCcTBUM C TPeOOBAaHUSIMH.

6B Invisible particles /

HeBuaumble 4acTULIBL:

i. Particles > 10 pm/
Yacrun pasmepom >
10 Mkm

ii. particles>25 um/

YacTUL pa3MEPOM >
25 MKM

44

01

not more than 6000 per ampoule /
He 6onee 6000 Ha ammyny;

not more than 600 per ampoule /
He bonee 600 Ha amMITyJy.

7 Related substances / PoacTBeHHbIe mpumecu

Remarks: The Product confirms to ND/
[Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHmsM HJL

Conclusion : APPROVED /
Zaxkmoyenune: OJOBPEHO

Prepared by /
[Moarorosneyo:Rajeev Gandhi

(%

Checked by /
[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive /

OnobpeHo: Meunemxep / PykoBoaurens

Amit Kumar &N
NN —

Reprint Date —
Jara: 03.07.2025

Reprint Date /

Hata: 03.07.2025

Reprint Date /
Jara: 03.07.2025
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CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular inj ectiohs, 30 mg/ml
IIpoaykr: Keropon™ (keToposiak) pactsop A/isi BHYTPHBEHHOTO M BHYTPUMBIILIEUHOTO BBECHHS, 30 Mr/mn
BatchNo / : V250516 Batch Quantity / : 454545 ampules /
Cep#in Ne O6bemM cepuH 454545 amnyn
Analytical Report No / : 890001818238 Date of Analysis / : 03.07.2025
AHaJluTH4YecKuil oTyeT Ne JlaTa aHaju3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa TI'ogen go
Analysis performed according ND / Anajms nposenen no HJI: JI[1-001365-230124
Page3 of 5/Cip.3 m35
i? Test / [lokasaTenn Results / Pe3yabTaThl Specification / Hopma
Impurity A /ﬁp;M&:b A 0.09% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gosnee
Hwxe npenena o6Hapyxkeuus (ITO = 0,50 %:;
0.014 %)
Impurity C / TTpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huwxe npenena obnapyxenus (10 = 0.50 %:
0.010%) ’ ’
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Huxe npenena obHapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gonee
impurity / EqnxusHas Hibxe npenena KOJIMYECTBEHHOIO 0,20 %.
HeMJIEHTH(MLMPOBaHHAS onpenenenns (ITKO = 0.050%)
IpuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npumeceii 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (colleclively
H3zBnekaemblii 00beM measured volumne of 10 ampoules) /
He menee 10,0 M (oOpeM,
W3MEpEHHBI Ha OCHOBAaHUU
o0benuHeHHOTO cofepkumoro 10
amIry.n)
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [Ipoaykt cooTseTcTBYeT TpeboBanusm HJI 3aknwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INogrorosneno;Rajeev Gandhi [TpoeepeHo: Pardeep Kumar Ono6peno: Menemxep / {’yxosonmenb
\ f Amit Kumar . )
Reprint Date / Reprint Date / Reprint Date /
Hara: 03.07.2025 Hara: 03.07.2025 Hara: 03.07.2025
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

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

HpoayrT: ‘Ketopon™ (keToposnak) pacTBOp /U141 BHYTPUBEHHOIO ¥ BHYTPHMBILICHHOTO geefienus, 30 mr/ma |
Batch No/ : V250516 Batch Quantity / : 454545 ampules /
Cepnig Ne O0BeM ceplid 454545 amnyn
Analytical Report No / : 890001818238 Date of Analysis/ : 03.07.2025
AHaJnTHYCCKHI oTdeT No JlaTa aHaJu3a

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

JlaT4 npon3BoACTBA Tomen 1o

Analysis performed according ND / Ananu3 npoBeeH 1o HJI: JIT1-001365-230124

Page4 of 5/C1p. 4135

1;.:) Test / [lokasaTenb Results / PesyabTarsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepuanbHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
JHAOTOKCHHBI 5,8 ED/Mr KeToponaka
TpOMETaMHUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITh
CTepuibHOCTE (M1 KaX10ii CTEpWIbHbIM.
15-0it cepun)
11 Assay / KoanuecTBenHoe 30.24 mg / 30.24 mr From 27.0 mg to 33.0 mg of
onpeaeneHue C19H24N2Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CioH24N206 (keTOpONaKa
TpoMeTamo) B 1 MJI.
12 Alcohol content / ITaHo 11.74 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/06) 10 13,10 %
(06/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL inclassI(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 carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
o 1 w™Mn B ammynsl u3 | carton pack/
CBETO3AIMTHOTO cTexia TeMmHo- | [lo 1 mMa B aMmilylibl  H3
kopuuHesoro kiacca I (USP). B CBETO3AIIMTHOrO CTEeKIa TEMHO-
Remarks: The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [IpoayKT COOTBETCTBYET TpeOOBAHMAM HJT Baxmwouenne: QTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroeneno:Rajeev Gandhi [Tposepeno: Pardeep Kumar Ono6peno: Menemxep / Pykooaurenb
@/ [ Amit Kumar !\ -
Fi I' -—
Reprint Date / Reprint Date / Reprint Date / y
Hata: 03.07.2025 JHata: 03.07.2025 Iara: 03.07.2025
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

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

Tpoaykr: Ketopon" (keToponak) pacTBop Al BHYTPUBEHHOIO U BHYTPUMbILICHHOO BBECHHUA, 30 mr/mn
BatchNo / + V250516 Batch Quantity / : 454545 ampules /
Cepma Ne O6bem cepin 454545 amnyn
Analytical Report No / : 890001818238 Date of Analysis/ : 03.07.2025
AnaJiuTHUYecKHil oTueT No JlaTa anaJiH3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTAa npon3BoacTBA T'oxen 10

Analysis performed according ND / Anajiu3 npoBeicH no HJI: JII1-001365-230124
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No
Ne

Test / INoka3zaTeb

Results / Pesynbrarsl

Specification / Hopma

BEPXHel 4acTu ammysbl HaHEeCeHbl

KONMBLIO M TOYKa Juisi pasnoma. Ha
aMryJ1y HakJIeMBalOT JTHKETKY.
[To 10 amMmyJ ¢ WHCTPYKUHMEH TIO
MPHMEHEHHIO MOMEIaloT
B JIBX/amoMUHHEBbIH OucTep.
[lo 1 Gnuctepy B Ma4Ky KapTOHHYIO.

xopuuHesoro useta knacca I (USP).
B BepxHeil 4acTH aMy bl HAHECEHbL
KOMbLO M ToYka jns pasnomMa. Ha
aMITyJly HaKNeUBaloT 3THKETKY.

Mo 10 amMmyn ¢ MHCTpYKLMEHR Mo
NpUMEHEHHUIO B
[IBX/amomuuuesblit Gauctep. Ilo
1 6nucTepy B MadKy KapTOHHYO;
018 cmayuonapos: mo 2, 3, 5
DJIMCTEPOB B NAa4Ky KapTOHHY1O.

14 Labelling / MapkupoBka

According to ND / B cootetcTeuH ¢ HJI.

15 Storage conditions /
XpaHenne

In a place protected from light below 25 °C. Do not freeze. / B 3aiiiieHHoM

OT CBETA MECTE NPHU TEMTIEPATYPE HE

Boiwe 25 °C. He 3aMopaxXdBaTh.

16 Shelf-life / Cpok roanoctun

2 years. / 2 roza.

API name / Haumedosanne ADC:

Ketorolac Trometamol / KeToposaka TpoMeTaMos

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautens ADOC:

2KTMO0010125

FP Manufacturer API Batch number /
Homep cepuu cyGeranuuu npoussoautens IJID:

FESA00073

API Manufactured by & country /
ITpouszeoanTens ADC, crpaHa:

Symed Labs Ltd., India /

Caiimen Jlabc JItn., Muaus

TRemarks: The Product confirms to ND/
[Mpumeuanue: poaykT coorsercrayer Tpebosanuam HJL

Conclusion : APPROVED /
3axmiouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Execulive /
T[Toxrorosineno:Rajeev Gandhi [Mposepeno: Pardeep Kumar Opo6peno: Menemxkep / Pykosoautenib
‘ | Amit Kumar A
7 e /\ -
Reprint Date / Reprint Date / Reprint Date / '
Jara: 03.07.2025 Hara: 03.07.2025 JlaTa: 03.07.2025




