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Axanurnueckuit oruer Ne

JarTa amanuza

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToponiak) pacTBOp il BHYTPMBEHHOIO M BHYTPHMBIIIEYHOro BBeAeHHUS, 30 Mr/mi
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepun 272727 amnyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024

Date of Manufacture /
JlaTa npousBoacTea

: 02/2024

T'ogen xo

Date of Expiry /

: 01/2027

Analysis performed according ND / Auann3 nposegen mo HJL: JII1-001365-170222
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1;.? Test / [loka3aTesnb Results / PesyabTaTs! Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
IIpo3pauHelii cBeTnO-XeThiii | / Ilpo3pausblii OecUBETHBII MIHK
pacTBop. CBETIIO-XKENTHIH pacTBop.

2 Identification /
INNoanuHHOCTDL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolac tromethamine and
naproxen (Assay section) / BpemeHa
yOEpP)KHBAHHS OCHOBHBIX NHKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
yIAep)KUBaHHS OCHOBHBIX IHKOB Ha
XpoMaTorpaMmme CTaHJapTHOI'O
pacTBopa KeTopoJsiaka TpOMeTaMHHa
154 HarnpoKceHa (paznen
«KonuiecTBeHHOE ONpeleeHHE)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolac tromethamine and naproxen
(Assay section) / Bpemena
YAEPXUBAHUS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMmme UCOBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBAThH
BpeMeHaM YIepKUBaHUS OCHOBHBIX
UKOB Ha XpOMaTorpamMmme
CTAaHIAPTHOTO PacTBOpa KeTopoJsiaka
TpOMeTaMHUHa U HampokceHa (pazfen
«Konu4yecTBeHHOE OTpelIeTeHHE))

3 Clarity / IIpospa4HocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHums
npenapara He JOJDKHA MPEeBbIIIATh
OMAJNECLEHIIMIO TANOHA CpaBHeHuUA I.

4 Color / IBeTHOCTDH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JUIMHE BOJHBI
430 HM.

5 pH 7.4 From6.9t07.9./016,9 no 7.9.

Remarks: The Product confirms to ND/
ITpumeuanue: [poaykr coorBeTcTBYET TpebopanuaM HJJ

Conclusion: APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by /
IMoarororneno: Pravedh Rana

Checked by /
[Tposepeno: Santosh Kumar
Maurya ’

Approved by: Manager[ xecutive /
Onobpeno: Menewkep|/ PyxoBoaurtens

Abhishek Chauhan

Reprint Date /
Hara: 15.03.2024

Reprint Date /
Jara: 15.03.2024

Reprint Date /
Jara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIMU3A
ﬁ’roduct 2/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponax) pacTBop AJisl BHyTPHUBEHHOrO M BHYTPUMBILIEYHOrO BBEAIEHHS, 30 mr/ma
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
AHajnurHYecKuii oTuet No JlaTa anaanza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jlara npou3BoacTBa T'open po
Analysis performed according ND / Ananus nposegen no HJI: JII1-001365-170222
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6 Particulate matter / MexaHuveckue BKJIOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
BuauMBble YaCTHLIBI B cooTBeTcTBHM ¢ TpeGOBaHUSMIL

6B Invisible particles /
HeBunumble 4acTHIBL:

i. Particles> 10 pm/ 08 not more than 6000 per ampoule /
YacTul pasmepom > He 6osee 6000 Ha amnyiy;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUL pa3MEPOM > He 6onee 600 Ha amnymy.
25 MKM
7 Related substances / PoacTBeHHBIE€ TPUMECH
Impurity A / IlpuMecs A 0.15% not more than 0.20% / He Gomee
0,20 %;
Impurity B / Ilpumecs B Not detected / He oGHapyseHa not more than 0.50 % / He 6omee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ = 0.033%) / gostO Is;c.)re than 0.50 % / He Oonee
E o’

Huxe nipenena KOTHYECTBEHHOTO
onpenenenus (ITKO = 0.033 %)

Impurity D / Ilpumecs D not more than 0.20 % / He O6omee
Below LOD (LOD = 0.014 %) / 0,20 %.
Huxke npenena o6Hapyxenus (I10

=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6omnee
EnuHuyHas HeuaeHTuhuIu- ’ 0,20 %.
pOBaHHaA NPUMECH
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusam H 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: PraveshRana | [Iposepeno: Santosh Kumar | Ono6peno: Menemigep / Pykosoaurens
)E' Maurya é’l’ Abhishek Chauhan
o T s, ol )
Reprint Date / Reprint Date / Reprint Date /
Jara: 15.03.2024 Jara: 15.03.2024 Jata: 15.03.2024
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

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

Hpoayrr: Keropon™ (ketoponak) pacrsop ans BHYTPHBEHHOIO U BHYTPHMbILIEYHOTO BBEAeHHS, 30 MI/Mn
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepua Ne Oobnem cepun 272727 amnyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
AHaJHTHYeCKHIT oTueT No Jarta ananunza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
Jara npoussojcrea Fonen go

Analysis performed according ND / Anasnns nposesen no HT: JITT-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
‘8 Extractable volume / 1.0 ml/ 1.0 ma Not less than label claim (1.0 mL) /

H3Bnexaemsplii 00beM

He meHee HomMuHanbHOrO (1,0 M)

9 Bacterial endotoxins /
BakTepnanbubie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 E3/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 ED/Mr
KETOpOJaKa TPOMETAMHHA.

10 Sterility (every 15th batch) /
CrepuiabHoCTb (1019 Kax 00
15-0i1 cepun)

NA

Must be sterile. / JomkeH ObITb
CTEPUJILHBIM.

11 Assay / KosinyecTBeHHOe 29.72 mg/ 29.72 mr From 270mg to 33.0mg of
onpejesieHue Ci5sHi3NO3 C4H 1 NO; (ketorolac
tromethamine) per 1 mL./ Ot 27,0 Mr
J0 33,0 MT C15H13NO3'C4H11N03
(xeTopomaka TPOMETaMHUH) B 1 M.
12 Alcohol content / Tanon 11.81 % From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: TponykT coorsercrByer TpeGoBanusm HJJ

Conclusion: APPROVED /
3axawuenue: OQJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Honrorosneno: Pravesh Rana | [Tpoeepeno: Santosh Kumar Omobpeno: Menemkep / Pykoroanrensb
Maurya ({7 Abhishek Chauhan ‘f’

Reprint Date/ < Reprint Date / Reprint Date /

Hara: 15.03.2024 JHara: 15.03.2024 Hara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Ketopon® (keroponak) pacTBOp /Jisi BHYTPUBEHHOTO M BHYTPUMbILIEUHOro BBeJeHHs, 30 mMr/ma
Batch No / : V240138 Batch Quantity / + 272727 ampules /
Cepus Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
AnasuTHieckuii oTaer Ne Jara anaauza
Date of Manufacture / : 02/2024 Date of Expiry / : 0172027
JaTa npou3BoacTBa I'ogen go
Analysis performed according ND / Ananns nposeaen mo HJL: JIT1-001365-170222

Page4 of 5/Crp.4m3 5

13 Packaging / YnakoBka

1 mL in class I light-shielding 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. /

I[lo 1 w™Mn B amnoynsl u3
CBETO3ALUTHOTO cTeKIa
kopuuHeBoro kinacca I (USP). B
BEpXHEH YacTH aMITyJibl HaHECEHBI
KONBIIO M TOYKa Ang pasnoma. Ha
ammyJny HakJIeMBaIOT 3TUKETKY.

ITo 10 ammyn ¢ WHCTPYKUMEH IO
NPHMEHEHHIO MOMEIIAIOT
B [IBX/anomunnesslit 61ucTep.

ITo 1 6nucTepy B maYKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark 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;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 w~Mn B aMmMOoynsl ©3
CBETO3ALIUTHOIO CTEKIIa KOPUYHEBOTO
WIH  TEMHO-KOPMYHEBOTO  [IBeTa
kiacca I (USP). B Bepxueii uactu
amITyJIbl HaHeceHbl KOJbLO M TOUYKa
18 pasnoMa. Ha aMImy ity HakJIeUBaroT

ITUKETKY.
Ilo 10 ammyn ¢ UHCTpyKIMeH [0
NPUMEHEHUIO MIOMEMWAIT

B [IBX/anmtoMuHueBBIH OnHCTED.

[Mo 1 6aucTepy B nauky KapTOHHYIO;
Iyig  cTaluoHapoB: mno 2, 3, 5
6HCTEpOB B MAYKy KapTOHHYIO.

I[To 1 6nucTepy B Na4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorrerctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuiieHHoM
OT CBETa MeCTe Iipu TemIieparype He Beilie 25 °C. He 3amopaxuBaTh.

16 Shelf-life / Cpok roanocTu

3 years. / 3 roxa.

Remarks: The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuIM HJ

Conclusion: APPROVED /
3armouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoarorosneHo: Pravesh Rana | Ilpoeepeno: Santosh Kumar | Ono6peno: Menemiep / Pykoponurens
Maurya ; Abhishek Chauhan l' \

Reprint Date / Reprint Date / Reprint Date / |

Jlata: 15.03.2024 Jara: 15.03.2024 Hara: 15.03.2024
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon™ (keToposiak) pacTBop Ajisi BHyTPUBEHHOTO ¥ BHYTPUMBILIEUHOIO BBeACHHS, 30 Mr/Mn
Batch No / : V240138 Batch Quantity / : 272727 ampules /
Cepust Ne O6beM cepun 272727 amnyn
Analytical Report No / : 890001724243 Date of Analysis / : 15.03.2024
AHasuTHYecKHi oTyeT No JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JaTa npoussoacrea T'oaen no
Analysis performed according ND / Anann3 nposegen mo HJ/I: JII1-001365-170222
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API name / Haumenoanue ADQC: Ketorolac tromethamine / KeToposaka TpoMeTaMUH

INN / MHH: Ketorolac / Keroponak

API manufacturer batch number /

Homep cepun npoussoantens ADC: ABQHO005596

FP Manufacturcr API Batch number /

Homep cepuu cy6eTanunu npouspoautesst [JID: FEQA00499

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

Ilponseoautennr ADC, cTtpaHa: J-p Pepnu'c JTaboparopuc JIta., Muous

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

IIpumeuanue: IIponykr coorBeTcTBYeT TpebosaHuam HJL 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Momrotosneno: Pravgsh Rana | IIposepeno: Santosh Kumar | Ongobpeno: Menemiep / PykoBoauTens
y Maurya @—« Abhishek Chauhan ‘

Reprint Date / Reprint Date / Reprint Date / i

Jata: 15.03.2024 Jara: 15.03.2024 Jara: 15.03.2024




