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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTH3A

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

Ipoaykr: Keropon” (keToponak) pacTsop [iisl BHYTPHBEHHOIO M BHYTPHMbILIEHHOTO BBC/ICHNA, 30 mr/mn
Batch No / : V240958 Batch Quantity / : 454545 ampules /
Cepuin Ne Oonem cepun 454545 amimyn
Analytical Report No / : 890001783886 Date of Analysis / : 16.01.2025
AnajlaTH4ecKHii oTueT No JlaTta ananausa

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

Jara npou3BoAcTBa Topen 10

Analysis performed according ND / Ananus nposesen no HJi: JII1-001365-230124

Page 1 of S/Crp. 1 m35

[Tpo3pauHblii 6ecUBETHBIH PacTBOP.

1;.? Test / [lokasaTenb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless solution. / | Clear colorless to slightly yellow

color solution. / TIpo3pauHbiii
pacTBOp OT GECLIBETHOIO 10 CBETNO-
XKEJITOTO IBETA.

2 Identification /
IoanuMHHOCTDL

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
YAEPKUBAHHSA OCHOBHBIX THKOB Ha
XpoMaTorpamme HCOBITYEMOTO
pacTBOpa IOJDKHBI COOTBETCTBOBATh
BpEMEHAM YAEPKUBAHHA OCHOBHBIX
MKOB Ha XpoMaTorpamme
cTaHZapTHOro pacTBopa (pasnen
«KonuiecTBeHHOE ONpEIeNeHUeN)

UV- spectrophotometry /

V®-cnexTpohoToOMETpHA

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-
CIEKTPBI 101 TIOIEHM S
HCIBITYEMOT0 pacTBopa U pacTBopa
cTaHgapTHOTO o06paszua KeTopoJiaka
TpoMeTamMiHa B o6macth ot 200 no
400 HM JOJDKHBI UMETH MaKCHUMYMBI
nornoumenus npu 322+2 um.

Remarks : The Product confirms to ND/
[Mpumeuanue: [IpoayxT coorsercTBYeT Tpeboanuam H/L

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Hata: 16.01.2025

Iarta: 16.01.2025

Prepared by / Checked by / Approved by: Manager/Exgcutive /
[MoarorossieHo: Santosh IpoBepeno: Pardeep Kumar | Omo6peno: Menemkep / PykoBoaureb
Kumar Maurya o ] Abhishek Chauhan /

=" .
Reprint Date / Reprint Date / Reprint Date /

Jlara: 16.01.2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIM3A

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

IMpoaykr: Keropoa™ (keToposnak) pacTBop Ul BHYTPHBEHHOIO M BHYTPHUMBILIEYHOO BBECACHIA, 30 mr/mn
Batch No / : V240958 Batch Quantity / : 454545 ampules /
Ceprin Ne Oobem cepn 454545 ammyn
Analytical Report No / : 890001783886 Date of Analysis/ : 16.01.2025
AHaJuTHYeCKHI oTueT No Hara anaausza

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

Jata npou3BoacTea Togen 10

Analysis performed according ND / Apanns nposesen mo HJL: JII1-001365-230124

Page2 of 5/Crp.2u35

i.? Test / [TokasaTenb Results / PesyabTaThl Specification / Hopma
3 Clarity / [Ipo3pa4yHoCcTb Complies / COOTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnarneclieHuMs penapara He
JOJKHA NPEBBILIATHL ONaJIECLIE HLIMIO
3TajlioHa cpaBHeHHs 1.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
IornouieHue JOMKHO ObITh HE
6onee 0,20 npu ATHHE BOJIHbI
430 Hm.
5 pH 7.3 From 6.9t07.9./0T16,9 no 7.9.
6 Particulate matter / MexaHn4ecKne BKIOYEHU
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements.
BuuuMble 4acTHIbI /
B cootBeTcTBUM € TPEOOBAHUAMH.
6B Invisible particles /
HeBHAMMBIE YaCTULBL:
i. Particles> 10 pm/ 106 not more than 6000 per ampoule /
YacTull pazMepoM > He 6onee 6000 Ha ammmyiy;
10 MKM
ii. particles>25 um/ 22 not more than 600 per ampoule /
YacTHL pa3sMepoM > He 6onee 600 Ha amDyIy.
25 MKM
7 Related substances / PoacTBeHHblE NPHMECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoxyxT coorsercryeT Tpebosanuam HJI 3axnouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Execpitive /
IMoaroTtosneHo: Santosh IIporepeno: Pardeep Kumar | Onobpeno: Menenxep / Pyyosoanyess
Kumar Maurya A f ‘ Abhishek Chauhan ]
o
Reprint Date / Reprint Date / Reprint Date /
Jlata: 16.01.2025 Hara: 16.01.2025 Jara: 16.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Ipoaykr: Keropon" (xeTopomnak) pacTsop AJis BHYTPUBEHHOIO W BHYTPHMBILIEYHOr0 BBEACHUA, 30 mr/mn
Batch No / : V240958 Batch Quantity / : 454545 ampules /
Cepma Ne O06Bem cepnn 454545 amnyn
Analytical Report No / : 890001783886 Date of Analysis / : 16.01.2025
ApajiaTHyecKHii oTyeT Ne Jara anaaunza

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

Jara npousBojicTBa T'open go

Analysis performed according ND / Ananus nposepen mo HJIL: JII1-001365-230124

Page3 of 5/Crp.3m35

1;00 Test / IlokazaTennb Results / PesyabTaTsl Specification / Hopma
Impurity A / ITpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Tlpumecs B not more than 0.50 % / He Oonee
0,50 %,;
Not detected / He o6HapyxeHa ’
i t 0.50% /
Impurity C / I1pumecs C Below LOD (LOD = 0.010 %) / no rzlo‘re than 0.50 % / ne Oonee
0,50 %;
Husxe npenena o6HapyxeHus (ITO
=0.010 %)
Impurity D / l[Tpumecs D not more than 0.20 % / He OGonee
7 0,
Not detected / He o6HapyxeHa 0,20 %.
Individual unidentified Not more than 0.20 % / He Gonee
impurity / Eanauusas Below BDL (BDL= 0.05 %) / Hixe | 0,20 %.
HEHAEHTUULIMPOBAHHAS nopora pernctpauud (ITP =0.05 %)
npHMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 10.1ml/ 10.1 mn Not less than 10.0 ml (collectively
H3Biexkaemblif 06bem measured volume of 10 ampoules) /
He menee 10,0 M (o6beM,
M3MepeHHBI Ha OCHOBaHUN
00beInHEHHOTO cogepxumoro 10
aMITyJ1)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanne: Ilpoaykt coorBetTcTByeT Tpedosannsm HII Zaxarouenue: OJJOBPEHOQ
Prepared by / Checked by / Approved by: Manager/Exegutive /
IToarotoenexo: Santosh IIposepeno: Pardeep Kumar | Onobpeso: Menemxep / Pykosoagtens
Kumar Maurya @/ j Abhishek Chauhan 7
Z o laga
Reprint Date / Reprint Date / Reprint Date /
Hara: 16.01.2025 Hara: 16.01.2025 Jata: 16.01.2025
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
 Hpoayxr: Keropon™ (keTopoJiak) pacTBOp Jifisl BHYTPHBEHHOTO H BHYTPHMbILIEUHOTO BBEACHHS, 30 mr/mn
Batch No / : V240958 Batch Quantity / : 454545 ampules /
Cepuu Ne Oo6Bem cepun 454545 amnyn
Analytical Report No / : 890001783886 Date of Analysis / : 16.01.2025
AHaJHTHYECKHI oTyeT No Jlata ananuza
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
Jara npon3BoacTBa I'ogen no
Analysis performed according ND / Anaaus nposesen mo HJL: JIT1-001365-230124

Page 4 of 5/Crp. 43 5

i.:) Test / ITokasaTens Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than S5.8EU/mg of
bakTepHanbHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 E9/Mr KeTopoJaka
TpOMETaMMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH OBITB
CTepuabHOCTD (MJIs1 KAXKAOM CTEPUJILHBIM.
15-0ii cepun)
11 Assay / KosnuecTBeHHOe 30.09 mg / 30.09 mr From 27.0 mg to 33.0 mg of
onpenesieHue C19H24N20 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mmr
10 33,0 mMr C9H24N>Og (keTOponaka
TpomeTamos) B 1 ML
12 Alcohol content / Dtanon 11.64 % From 10.60 % (v/v) to 13,10 %
VAN
Ot 10,60 % (06/06) no 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
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 amnyisl u3 | cartonpack/
CBETO3AIMTHOrO cTekia TemHo- | [To 1 Mo B amoynel U3
xopuynesoro knacca I (USP). B | CBCTO3aLMTHOrO CTEKNa TEMHO-

Remarks : The Product confirms to ND/
[pumeuanue: IponykT cooteTcTByeT Tpebosanusm HJT

Conclusion : APPROVED /
3aknmwouenne: OJJOBPEHO,

Prepared by / Checked by / Approved by: Manager/Execiitive /
[Toarorosneno: Santost [posepeno: Pardeep Kumar | Ono6peno: Menemxep / Pygosoanyens
Kumar Maurya %,/ f Abhishek Chauhan Jr’
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Reprint Date / Reprint Date / Reprint Date /
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CEPTHOHUKAT AHAJIM3A
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Or fieddy's Laboratories Lid
Formulation Unit-6

Vill, khol, Malagarh Road, Baadi,

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

MponyKr: Keropon"' (keToponak) pacTsop /18 BHYTPUBEHHOTO U BHYTPHMBILLCYHOrO BBCICHHA, 30 mr/mn
Batch No / : V240958 Batch Quantity / : 454545 ampules /
Cepus Ne O0beM cepun 454545 amiyi
Analytical Report No / : 890001783886 Date of Analysis / : 16.01.2025
AHaauTHYecKHi oTyer Ne Mara ananu3a

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

JlaTa npon3BoACTBA T'ogen 10

Analysis performed according ND / Ananun3 nposeaen no HJI: JII1-001365-230124

Page5of 5/Crp.Sn3 5

No

No Test / [loka3zaTeib

Results / Pe3yabTaThbl

Specification / Hopma

BEpXHEH 4acTH aMIilyJibl HaHECCHbI
KOJIBLO M TOuka A pasioma. Ha
amIyJTy HaKIeUBarOT STHKETKY.

[To 10 amnyn ¢ MHCTpYKUMEH MO
NPUMEHECHUIO nomemaroT
B [IBX/amomuHueBbI i OI1HCTED.

ITo 1 6aucTepy B a4Ky KapTOHHYIO.

xopudHeBoro LseTa knacca I (USP).
B BepxHeit 4acTH aMyJIbl HAHECEHDI
KONbIIO M Todka A1 pasnoma. Ha
aMITy/ly HaKJIEUBalOT ITHKETKY.

Mo 10 ammnyn ¢ MHCTpYKUMEH NO
NPUMEHEHNIO B
[MBX/antomunuesslil 6auctep. Ilo

1 6aucTepy B MadKy KapTOHHYIO,
ona cmayuowapog: no 2, 3, 5
GAHCTEPOR B MAYKY KAPTOHHYIO.
According to ND / B coorsetctBuu ¢ HJI.

14 Labelling / Mapkuposka

In a place protected from light below 25 °C. Do not freeze. / B 3amuienHom
OT cBeTa MecTe Ipu TemrepaType He Bbime 25 °C. He 3aMopaXuBarth.

15 Storage conditions /
XpaHenue

16 Shelf-life / Cpok roanoctn 2 years. / 2 rofa.

API name / HaumeHoBaHue ADC: Ketorolac Trometamol / KeToponaka TpoMeTaMon

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepuu npounseoautens A®C: 2KTM0420724

FP Manufacturer API Batch number /

Homep cepuu cyGeranuuu npoussoautens [JI@: FERA00482

Symed Labs Ltd., India /

API Manufactured by & country /
Caiimen JIa6c JIta., Uuausa

Ipouspoautens ADC, cTpaHa:

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
[Ipumeyanue: [IpogyKT COOTBETCTBYET Tpebosannam HJ

Prepared by / Checked by /
Ioaroroeneno: Santosh [MpoeepeHo: Pardeep Kumar
umar Maurya A Gi//
Reprint Date / Reprint Date / Reprint Date /
JlaTa: 16.01.2025 Hara; 16.01.2025 Jara: 16.01.2025
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