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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Keropon® (keToponak) pacTBOp /il BHYTPHBEHHOTO H BHYTPHMBILIEYHOTO BBeAeHHs, 30 mr/ma
Batch No / : V240055 Batch Quantity / : 272727 ampules /
Cepusi Ne O0bem cepnn 272727 amnyn
Analytical Report No / : 040002430805 Date of Analysis / : 29.02.2024
AnajguTHyeckHii oryet Ne JlaTa aHajamn3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npoH3BOACTBA I'onen po
Analysis performed according ND / Anaans nposeaen no HJL: JIIT1-001365-170222

Page 1 of S/Crp. 1 m35

[Tpo3pauHblii 6ecLBETHBIN pacTBOP.

1;‘? Test / IToxazaTesb Results / Pe3syjbTaThl Specification / Hopma
1 Description / Oniucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauyHblii OeCLBETHBIN MJIH
CBETJIO-XKENThIH pacTBop.

2 Identification /
IloANMHHOCTDH

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) / Bpemena
yIEP)KUBaHUsI OCHOBHBIX ITMKOB Ha
XpOMaTorpamMme HCIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIEP)KUBAHUSI OCHOBHBIX ITHKOB Ha
XpoMaTorpamme CTaHAAPTHOTO
pacTBopa KETOpoJiaka TPOMETaMUHa
" HanpoKceHa (pazmen
«KoJH4eCTBEHHOE OTpeieICHUE»)

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
VIEP/KMBAHUS OCHOBHBIX IIMKOB Ha
XpoMarorpamme HCIBITYEMOTO
pacTBOpa IOJDKHBl COOTBETCTBOBATH
BpEMEHaM YIOEPXKUBAHHUS OCHOBHBIX
IIUKOB Ha XpoMaTorpaMMe
CTaHIapTHOrO PacTBOpa KETOpOIakKa
TPOMETaMHMHA W HANpOKCeHa (pasmen
«KoMUeCTBEHHOE OTIPEACIEHUEN)

3 Clarity / IIpo3pa4yHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecneHust
npemnapara He JIO/KHA NPEBbIIIATh
OMAJIECIEHIIUIO ITANIOHA CpaBHEeHMA L.

4 Color / [IBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu AMHE BONHbI
430 M.

5 pH 7.32 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
IMpumMeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHHsIM H]I

Conclusion: APPROVED /
Zaxmouenne: OJJOBPEHO

Jara: 29.02.2024

JHara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Santosh IMposepeHo: Pardeep Kumar | Onobpeno: Menemxkep / Pykosoaurens
Kumar Maurya _@__ N Abhishek Chauhan ,
Reprint Date / Reprint Date / Reprint Date / '

Hara: 29.02.2024

Registerad Office: 8-2-327, Road No. 3, Banjara Hills, Hyederabad - 500034, Telangana, india
Tal: 407 40 2900 U0U, Fax: +Y1 40 4300 2999, Erallomelhdds redibyscurn

CIN: L85195AP1984PLCO0A507
wavw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®HKAT AHAJIU3A

Product : /

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

AHaJIHTHYecKHH oTyeT Ne

JlaTa anajin3a

IIpoAyKT: Kertopon® (ketoponiak) pacTBOp [isi BHYTPMBEHHOTO ¥ BHYTPUMBIIIEUHOIO BBeACHHS, 30 mMr/ma
Batch No / : V240055 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bemM cepuu 272727 amnyin
Analytical Report No / : 040002430805 Date of Analysis / : 29.02.2024

Date of Manufacture /
JlaTa NpoM3BOACTBA

: 02/2024

T'ogen no

Date of Expiry /

: 01/2027

Analysis performed according ND / Ananus npoegen no HJI: JIIT1-001365-170222

Page2 of 5/Crp. 2 m35

Any unspecified impurity /
EnuHuvHas HeUNeHTUDHLIU-
pOBaHHas MPUMECh

Below LOD (LOD = 0.014 %) /
Hixe nipenena oouapyxenus (IO
=0.014 %)

6 Particulate matter / Mexann4yeckue BKJIOYEHUSA
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bupaumble 4acTHLbL B cOoOTBETCTBUM C TPEOOBAHUSIMH.
6B Invisible particles /
HeBuanMele yaCTULIBIL:
i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
YacTuy pasmepom > He 6onee 6000 Ha ammyiy;
10 MKkM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUL] pa3MepoM > He 6onee 600 Ha ammyly.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Impurity A / Ilpumecs A 0.16% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / Tlpumecs B Not detected / He oGHapyxena not more than 0.50 % / ne 6onee
0,50 %;
Impurity C / I[Ipumecs C Below LOQ (LOQ = 0.033%) / gosto I;?re than 0.50 % / He Oonee
Hrke mpemena KOJTHYECTBEHHOIO Y70
onpezene [TKO =0.033 %
Impurity D / ITpumecs D mpeAeneHs ( ) not more than 0.20 % / He Oonee

0,20 %.

0.06%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks: The Product confirms to ND/
[Mpumeuanue: [Ipoaykt cooreTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3axaouenne: OJJOFPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Menemwiep//|PykosoauTens
Kumar Maurya u Abhishek Chauhan

—_ -
Reprint Date / Reprint Date / Reprint Date /
Hara: 29.02.2024 Jara: 29.02.2024 Hara: 29.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposnak) pacTBOp JUls BHYTPHBEHHOTO M BHYTPUMBIILIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V240055 Batch Quantity / ¢ 272727 ampules /
Cepns Ne O0Bbem cepHH 272727 amnyn
Analytical Report No / : 040002430805 Date of Analysis / : 29.02.2024
AHanuTHYecKHIl oTueT No Jata anaausza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
Jata npoH3BoAcTBA T'ogen no

Analysis performed according ND / Auasiu3 nposeaen mo HJI: JII1-001365-170222

Page3 of 5/Crp.3u35

Total impurities / Cymma 0.27% Not more than 1.50 % / He 6onee
npumecein 1,50 %.
8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BaekaeMblii 00bem

He menee HoMuHansroro (1,0 mi)

9 Bacterial endotoxins / <=().725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BbakrepnanpHble <=0.725 EQ/mr tromethamine. / He 6osee 5,8 ED/Mr
IHAOTOKCHHDI KeTOpoJlaka TPOMETaMHHa.

10 Sterility (every 15th batch) / Sterile / CrepuieH Must be sterile. / JlomkeH ObIThH

CTepuibHOCTL (17151 Kaxaoi
15-0ii cepnu)

CTCPUIIbHBIM.

11 Assay / KonuuectBeHHoe 29.55 mg/ 29.55 mr From 27.0mg to 33.0mg of
onpenesenne CisH13NO;3 C4Hi1NO3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mr
a0 33,0 Mmr C15H13NO3'C4H11N03
(xetoposiaka TpOMETaMHH) B 1 MJL.
12 Alcohol content / Iranon 11.95% From 10.60 % to 12.60 %. /

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
Ipumeuanue: ITpogykT coorpeTcTBYeT TpeboBaHusIM HJL

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: Santfi; [Mpoeepeno: Pardeep Kumar | Onobpeno: Menemxep {| Pykosoaurens
Kumar Maurya /e E Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024 Jlara: 29.02.2024 Jara: 29.02.2024
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

IIpoAyKT: Ketopon" (keToponak) pacTBop /s BHYTPUBEHHOTO ¥ BHYTPMMbILIEYHOrO BBeIeHHs, 30 Mr/mi1
Batch No/ : V240055 Batch Quantity / : 272727 ampules /
Cepua No Oobem cepun 272727 amnyn
Analytical Report No / : 040002430805 Date of Analysis / : 29.02.2024
AnajgnTuyeckuii oruer Ne JlaTa apaqnsza

Date of Manufacture / : 02/2024 Date of Expiry / : 0172027

JlaTa npon3BoAcTBA I'ogen no

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-170222

Page 4 of 5/Crp. 4 u3 5

13 Packaging / Ynakoska

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. /

[lo 1 wMn B amOoynssl W3
CBETO3aLIUTHOTO cTeKa
kopuuHeBoro kimacca I (USP). B
BEpXHel 4YacTH aMILyJibl HAHECEHbI
KONbLIO M TOdYKa Jys pasnoma. Ha
aMITyJTy HAaKJIEUBAIOT 3TUKETKY.

[To 10 ammyn ¢ MHCTpYKUMEH 10
NPUMEHEHHUIO MIOMELIAIOT
B [IBX/antoMuHueBbI# 6aUCTEp.

[To 1 6nucTepy B Ma4yky 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. /

[lo 1 w™Mnm B amMOoylsl U3
CBETO3AILMTHOTO CTEKJIa KOPUUHEBOTO
WM TEMHO-KOPUYHEBOTO  LIBETa
kmacca I (USP). B BepxHeH wyacTu
aMITyJibl HaHECEHBl KOJBLO M TOYKA
Juisl passioma. Ha amyy HakJ1€UBaroT
ITHKETKY. -

[To 10 ammyn ¢ MHCTPYKUHEH IO
NPHMEHEHHUIO HOMEIIAIOT
B [IBX/amomuHueBblit O1ucTep.

[To 1 6aucTepy B NayKky KapTOHHYIO;
UIS  cTaudoHapoB: mo 2, 3, 5
6J1CTEPOB B NIaYKY KaPTOHHYIO.

[To 1 GnucTepy B Mayky KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootBetcTBuu ¢ HJI.

15 Storage conditions /
XpaHeHnue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuieHHOM
OT CBeTa MecTe Npu Temneparype He Boille 25 °C. He 3aMOpaXUBaTh.

16 Shelf lifc / Cpox roanocTH

3 yoaro. / 3 ropu.

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipogykt cooTBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
Zaxnwuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToxgrotosneHo: Santosh [TpoBepeno: Pardeep Kumar | Onobpeno: Menemxkep f PykoBoauTess
Kumar Maurya @i t Abhishek Chauhan _ f
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024 Jara: 29.02.2024 Jara: 29.02.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

IIpoAykr: Keropon® (keToposnak) pacTBop Ajisi BHYTPHBEHHOTO M BHYTPUMBILIEUHOTO BBeAeH S, 30 Mr/ma
Batch No / : V240055 Batch Quantity / : 272727 ampules /
Cepun Ne Oo6bem cepun 272727 amnyn
Analytical Report No / : 040002430805 Date of Analysis / : 29.02.2024
AHaIMTHYECKHH oTyeT No JlaTra aHaJH3a

Date of Manufacture / : 02/2024 Date of Expiry / : 01/2027
JlaTa npoH3BOJACTBA I'ogeH g0

Analysis performed according ND / Ananu3s nposenen no HJI: JI[1-001365-170222

Page 50of 5/ Crp. Suz 5

API name / Haumenosanue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMny

Homcep ccpuu cydcTannn nponspoautens LJIMD:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /

Homep cepum npousBoautenss APC: ABQH005022

FP Manufacturer API Batch number / FEQA00497

API Manufactured by & country /
IIpoussoaurenr, APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JlaGopatopuc Jlta., Unaus

Remarks: The Product confirms to ND/
IMTpumeuanue: Ilponykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akiarwuenune: OJOBPEHO

Jata: 29.02.2024

Hara: 29.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: Santosh [Tposepeno: Pardeep Kumar | Onobpeno: Menemxep /PykoBoaHTENb
Kumar Maurya (" Y{, J} Abhishek Chauhan | /
Reprint Date / Reprint Date / Reprint Date /

Jara: 29.02.2024




