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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IHpoAaykr: Ketopon™ (xeToponiak) pacTBOp AJisi BHYTPMBEHHOIO H BHYTPMMBILIEYHOIO BBeACHHS, 30 mMr/mMi
Batch No / : V250021 Batch Quantity / : 454545 ampules / T
Cepmis Ne O0bem cepun 454545 amnyn
Analytical Report No / : 040002790528 Date of Analysis / : 29.01.2025
Ananurnyeckni otueT Ne JlaTa amanu3a
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2026
JaTa Ipou3BoACTBA Togen mo
Analysis performed according ND / Ananus nposegen no HJL: JII1-001365-230124
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No
No
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to slightly yellow
[Tpo3pauHblii 6eclBETHEI pacTBOP. color solution. / [Iipo3paunbiii
pacTeop OT OECLBETHOTO 0 CBETNO-
KENITOro NBeTa.

Test / [Toka3aTenb Results / Pe3yabTaTthbl Specification / Hopma

2 Identification / The retention times of the main
IMoanuHHoOCTB peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHna
yAEepXUBaHKUsl OCHOBHBIX MHKOB Ha
XpoMaTorpamme UCTIBITYEMOT O
pacTBopa JOJXKHbI COOTBETCTBOBATh
BpeEMeHaM yIep)KHBaHUA OCHOBHBIX
MKOB Ha Xpomarorpamme
CTaHOapTHOTO pacTBopa (pasmen
«KonnuecTBeHHOE ONpeneIeHUE)

HPLC/B2XX

CoOTBETCTBYET

UV- spectrophotometry / Complies as prescribed/ 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-
CIEKTPBI MO0 MEHUS
HCIBITYEMOTO PacTBOpa U pacTBOpa
cTaHgapTHOro obpasua Keropojaka
TpoMeTamuHa B obxacTH ot 200 10
400 HM IOJDKHBI UMETH MAaKCHMYMBI
NOTTIOLIEHUs ITpu 322+2 HM.

Y®-cnextpodoToMeTpus CoOTBETCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykr coorBeTcTBYET TpeboBaHusaMm H/J 3axmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororneno: Rama Kant IMposepeno: Pardeep Kumar | OgobpeHo: Menemkep / PykoBoauresnnb

QID\\ Ud/‘ QJ'/ Amit Kumar .. /\( %
|

Reprint Date / ! Reprint Date / Reprint Date /
Hata: 29.01.2025 Hata: 29.01.2025 Jara: 29.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon" (keToponak) pacTBOp [Uis BHYTPMBEHHOTO H BHYTPUMbILIEHHOTO BBejICHHS, 30 Mr/mn
Batch No / : V250021 Batch Quantity / : 454545 ampules /
Cepnas Ne O06Bem cepuu 454545 amnyn
Analytical Report No / : 040002790528 Date of Analysis / : 29.01.2025
AHajiuTHYecKHH 0T4eT No JlaTa anHaansa
Date of Manufacture / 1 12/2024 Date of Expiry / : 11/2026
Jara npousBoacTBa T'ogen no
Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-230124
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1;.:) Test / ITokasaTenn Results / PesyabTaThl Specification / Hopma
3 Clarity / IlpozpauHocTs Complies / CooTBeTCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecueHuUs Npeflapara He
JIOJZKHA MPEBbILIATh ONaJeCLeHLIHIO
dTajloHa cpaBHeHus L.
4 Color / IlBeTHOCTH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornoiueHue TOMKHO OBITh HE
6onee 0,20 npy ANUHE BOJHEL
430 Hm.
5 pH 7.2 From 6.9t07.9./016,9 10 7,9.
6 Particulate matter / MexaHu4eckHe BKIYCHHUS
6A Visible particles / Complies / CooTBeTcTBYET Should correspond to requirements.
Buaumble 4acTHLBI /
B cooTBETCTBUH C TPEOOBAHUAMH.
6B Invisible particles /
HeBuauMble 4acTHLbL:
i. Particles> 10 pm/ 01 not more than 6000 per ampoule /
YacTHi pasMepoM > He 6onee 6000 Ha ammyiny;
10 MKM
ii. particles > 25 um/ 00 not more than 600 per ampoule /
YacTHIl pa3MepoM > He 6onee 600 Ha ammyIy.
25 MKkM
7 Related substances / PoacTBeHHbIE IPHMeECH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: Ilpogykt coorBeTcTBYeT Tpeboranusm HJI 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToaroToneno: Rama Kant IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
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Reprint Date / Reprint Date / Reprint Date /
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon™ (xeToponak) pacTBOp Uit BHYTPUBEHHOTO H BHYTPUMbILIEYHOrO BBeeH s, 30 Mr/mn
Batch No / : V250021 Batch Quantity / : 454545 ampules /
Cepust Ne Oobbem cepnn 454545 amnyn
Analytical Report No / : 040002790528 Date of Analysis / : 29.01.2025
AHaJIHTHYeCKHH oTyeT No JlaTa ananau3a
Date of Manufacture / 1 12/2024 Date of Expiry / 1 11/2026
JlaTta npoH3BOACTBA T'ogen go
Analysis performed according ND / Anasu3 nposeaen mo HJL: JII1-001365-230124
Page3 of 5/Crp.3u35
%? Test / Iloka3zaTennb Results / PesyabTaThl Specification / Hopma
Impurity A / [Ipumecs A 0.08 % not more than 0.20 % / He OGonece
0,20 %;
?npurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He ©onee
Huxe npenena ooHapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / [Ipumeck C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hibke npegena ooHapyxenus (I10 0,50 %;
=0.010 %)
Impurity D / Ilpumecs D . not more than 0.20 % / He Gonee |
Below LOD (LOD =0.014 %) / 0.20 %.
Huxe npenena oOHapyxeHus (I1O ’
=0.014 %)
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He 6onee
impurity / Eqnxiinasn Huke mpenesnia KOIHIeCTBEHHOTO 0,20 %.
HeUEeHTU(QULMPOBAHHAS onpeaenenus (ITIKO = 0.05%)
NpUMeCh
Total impurities / Cymma 0.1% Not more than 1.50 % / He 0ouee
npuMmece 1,50 %.
8 Extractable volume / 10.2 mi/ 10.2 ma Not less than 10.0 ml (collectively
H3Bnexaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 vt (oObem,
M3MEPEHHBIN Ha OCHOBAHUH
obbeHEHHOTO coaepkuMoro 10
aMmIyi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: [TpoaykT cooTBercTByeT Tpebosanuam HJI 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Rama Kant I[Tposepeno: Pardeep Kumar | Opgobpeno: Menemxkep / PykoBoaurens
5 Amit Kumar R
Reprint Date / ' Reprint Date / Reprint Date / .
Hara: 29.01.2025 Hara: 29.01.2025 Jlara: 29.01.2025
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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoayxr: Ketopon®™ (keToponak) pacTeop /Ui BHyTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeAEHHs, 30 Mr/mi
Batch No/ : V250021 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6bem cepHH 454545 amnyn
Analytical Report No / : 040002790528 Date of Analysis / : 29.01.2025
AHaJuTHYeCKHI oTyeT Ne JaTa ananausa
Date of Manufacture / 1 12/2024 Date of Expiry / : 1172026
Jara npou3sBoacTea I'oaen go
Analysis performed according ND / Anann3s nposeaen no H/L: JIT1-001365-230124 -
Paged of 5/Crp. 4135
ig Test / [loka3zaTennb Results / Pe3yabTaTtsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepnanbHble /<=0.725 EDQ/mMr Ketorolac' Trometamol. / He Gonee
IHAOTOKCHHbBI 5,8 ED/mMr KeTopoJiaka
TpOMeTaMUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxkeH OBITH
CTepHabLHOCTD (IJIs1 KaXKA0i CTEPUIIbHBIM.
15-0ii cepumn)
11 Assay / KosinuecrBeHHoe 30.19 mg /30.19 mMr From 27.0 mg to 33.0 mg of
onpezae/ieHHe C19H24N20¢ (Ketorolac
Trometamol) per 1 mL / OT 27,0 Mr
10 33,0 mr CioH24N2Og (keToponaka
TpoMeTaMon) B 1 Mil.
12 Alcohol content / ITaHon 11.70 % From 10.60 % (v/v) to 13,10 %
wiv)./
Ot 10,60 % (06/06) mo 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 carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, S blisters in a
Ilo 1 wMn B amoynsl u3 | carton pack/
CBETO3alMTHOro CcTekia TemMHo- | [lo 1 Mm B aMmIynel M3
kopuuHeBoro i iacca I (USP). B CBETO3AIUMTHOTO CTEKJIa TEMHO-

Remarks : The Product confirms to ND/
[pumeuanue: [TpoaykT cooTBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by /
IToarotosneno: Rama Kant

ot

Checked by /
ITpoeepeno: Pardeep Kumar
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Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoguresb
Amit Kumar
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Reprint Date / \
JlaTa: 29.01.2025

Reprint Date /
Jata: 29.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

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

IIpoAykrT: Keropon®™ (keToponak) pacTBop /i BHyTPUBEHHOTO M BHYTPUMBILIIEYHOTO BBe/leHHs, 30 mMr/mn
BatchNo / : V250021 Batch Quantity / : 454545 ampules / N
Cepma Ne O6bem cepun 454545 amnyn
Analytical Report No / : 040002790528 Date of Analysis / : 29.01.2025
AHajINTHYecKHii oTueT No JlaTa anasusza

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

JlaTa NpoH3BOACTBA TI'ogen xo

Analysis performed according ND / Ananus nposegen nmo HJI: JII1-001365-230124
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No
Ne

Test / Iloka3zaTtennb

Results / PesyabTaTsl

Specification / Hopma

BEpXHEl 4acTH aMIlyJbl HaHECEHBI
KOJIBIIO M TOouka 1nisi pasiaoma. Ha
amIyy HakIeHBatOT 3THKETKY.

[lo 10 amnyn ¢ HMHCTpyKuuei no
NPUMEHEHUIO TIOMeELIAloT
B [IBX/antomuHueBbIi 6aucTep.

Io 1 6aucTepy B Ma4yKy KapTOHHYIO.

KopuuHeBoro 1BeTa knacca I (USP).
B BepxHeii yacTH aMITyJIbl HAHECEHBI
KONBLI0O M TOouKa Ui pasnomMa. Ha
aMIyJly HakJeuBaloT 3TUKETKY.

Mo 10 ammyn ¢ MHCTpyKUHeld Mo
NPHUMEHEHHIO B
[1BX/anromunuesslii Onuctep. Ilo

1 6bnucTepy B Nauky KapTOHHYMO;
ona  cmayuonapog: mo 2, 3, 5
OAMCTEPOB B MAa4Ky KapTOHHYIO.

According to ND / B cootsetctBuu ¢ HJI,

14 Labelling / MapkupoBka

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
OT CBETA MecTe Ipu Temnepatype He Boime 25 °C. He 3aMopaxxuBarts.

15 Storage conditions /
XpaHeHue

16 Shelf-life / Cpox roaHocTH 2 years. / 2 rofa.

API name / HaumenoBanue A®C: Ketorolac Trometamol / KeToposnaka TpomMeTamon

INN / MHH:

API manufacturer batch number /
Homep cepun npoussoaurens APC:

Ketorolac / Keroponak

2KTMO0420724

FP Manufacturer API Batch number /

Homep cepuu cy6ctanuuu npoussoautens I'JID: FERA00482

Symed Labs Ltd., India /

API Manufactured by & country / é
Catimen Jlabc JItn., Muaus

[Ipouseoantenn A®C, crpana:

Conclusion : APPROVED /
3axumouenne: OJJOBPEHO
Approved by: Manager/Executive /

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Prepared by / Checked by /
ITonrororneno: Rama Kant [posepeno: Pardeep Kumar | Omobpeno: Menemxep / Pé/xosonmenb
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Reprint Date /
Jara: 29.01.2025

Reprint Date /
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Reprint Date /
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