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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOHKAT AHAJIM3A

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

MpoaykT: Keropon” (keToposnak) pacTsop Ul BHYTPHBEHHOIO H BHYTPHMBILIEYHOTO BBEACHHA, 30 mr/mn
Batch No / : V230700 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepnu 272727 amnyn
Analytical Report No / : 890001689790 Date of Analysis / : 21.09.2023
AHAJIMTHYECKHH oT4yeT N2 Jlara anajaun3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jlara npoH3BOACTBA T'ogen j10

Analysis performed according ND / Ananus nposegen mo HJL: JIT-001365-170222

Page 1 of S/Crp.1m35

i.oo Test / [loka3aTeJb Results / Pe3yabTaThl Specification / Hopma

1 Description / Onucanue Clear pale yellow solution. / | Clear colorless to pale yellow solution.
Ipo3pauHblii cpeTo-xenTeli | / Tlpo3paunslit 6ecuBETHBIH WIH
pacTBop. CBETJIO-XXENTEIH pacTBop.

2 Identification /
IMogauHHOCTDL

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>KUBaHKUs OCHOBHBIX IHKOB Ha
XpoMaTorpaMmme HCIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BpEMEHAM
yIep>UBaHUS OCHOBHBIX NUKOB Ha
XpoMmarorpaMme CTaHOApTHOIO
pacTBOpa KeTopoJaka TpOMETaMHUHA
U HaIllpOKCEHa (paznen
«KonudecTBeHHOE ONPeAeNICHUE)

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
yIOEPXXMBaHM OCHOBHBIX IIHMKOB Ha
XpoMaTorpaMmme UCIIBITYEMOTO
pacTBOpa [IOJDKHBI COOTBETCTBOBATh
BpEMEHaM YACSPKUBAHHA OCHOBHBIX
MIMKOB Ha XpoMaTorpaMmme
CTaHJApTHOrO PacTBOpa KETOpOJIaKa
TpoMeTaMHHa M HampokceHa (pasjen
«KonnuecTBeHHOE OTIPENEICHUED)

3 Clarity / IIpo3pa4yHocTb

Complies / CoOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuenus
npenapara He A0IDKHA NIPEBBIIIATh
OMNANleCLIEHIMIO 3TaJIOHa CpaBHEeHHMA 1.

4 Color / lIpeTHOCTH 0.03 Not more than 0.20 at 430 nm. /
He Gonee 0,20 npyu LIMHE BOJTHBI
430 HM.

5 pH 7.39 From 6.9t07.9./0t16,9 no 7,9.

Remarks: The Product confirms to ND/
[Mpumeuanue: IIpoaykt cooteeTcTBYeT Tpebosanusam HJI

Conclusion: APPROVED /
Zaxaogenune: OJOBPEHO

Prepared by /
[MoxprorosneHo: Pravesh

Checked by /
IMposepeno: Santash Kumar

Maurya OR

—

Approved by: Manager/Executive /

Qnofipero: Menemgep / Pykosonurensb
Abhishek Chauhan‘&

Reprint Date /

Jara: 25.11.2023

Reprint Date /
Jara: 25.11.2023

Reprint Date /
JHara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUDPHAKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Kertopon® (keToposniak) pacTsop [isi BHYTPHBEHHOTO M BHYTPUMBILIEYHOTO BBeAIeHHS, 30 Mr/mi
Batch No / : V230700 Batch Quantity / : 272727 ampules /
Cepusn Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001689790 Date of Analysis / : 21.09.2023
AHaJHTHYECKHH oTdeT No Jarta ananusa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npou3BOACTBA T'ogen 1o

Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-001365-170222
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6 Particulate matter / MexaHu4eckHe BKJIIOYEHUsI
6A Visible particles / Complies / COOTBETCTRYET Should correspond to requirements. /
BunguMele 4acTUIIEI B coOTBETCTBUH C TPEOOBAHUAMHU.
6B Invisible particles /
HeBuayuMblie YacTUIIHL:
i. Particles> 10 pm/ 14 not more than 6000 per ampoule /
YacTui pasMepoM > He 6onee 6000 Ha aMITymy,
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4aCcTUL[ pa3sMEPOM > He Gonee 600 Ha amITyIy.
25 MKkM
7 Related substances / PoncTBeHHBIE IPUMECH
Impurity A / Ilpumecs A 0.15% not more than 0.20% / He 6onee
0,20 %;
Impurity B / [Tpumecs B Not Detected not more than 0.50 % / He OGonee
0,50 %;
Impurity C / [Tpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Gonee
Hinxe npesiena KOJMYECTBEHHOTO 0,50 %;
ompenenenus (ITKO = 0.033 %)
Impurity D / IIpumecs D not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Hwxe npenena o6Hapyxenus (10 ’
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
EnvnydHas HeMaeHTAGHLH- 0.05% 0,20 %.
pOBaHHas MPUMECh

Remarks: The Product confirms to ND/
[Ipumeyanue: IIpoaykr cootBeTcTBYET TpeGoBanusam HJI

Conclusion: APPROVED /
Sakmouenne: OJJOBPEHO

Jara: 25.11.2023

JHara: 25.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: Prave IIpoeepeno: Santosh Kumar | OnobpeHo: Menemwkep / PykoBoautens
Maurya (VL Abhishek Chauhan
- — L,- E
Reprint Date / Reprint Date / Reprint Date /

Jara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIponykr: Ketopon® (keToposiak) pacTBOp /s BHYyTPMBCHHOTO M BHYTPUMBILIEYHOrO BBeACHHUS, 30 Mr/mi
Batch No / 1 V230700 Batch Quantity / : 272727 ampules /
Cepus Ne O06BeM cepHH 272727 amiyn
Analytical Report No / : 890001689790 Date of Analysis / : 21.09.2023
AHAMHTHYECKHH oTyeT N2 JlaTa anann3za

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
Jara npon3BoicTBa T'onen oo

Analysis performed according ND / Ananus nposegen mo HJI: JIT1-001365-170222
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Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
TpuUMecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

Hs3BinexaeMblii 06bem

He menee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 E3/mMr tromethamine. / He 6onee 5,8 EQ/mMr
IHAOTOKCHHBI KeTOopoJiaKka TPOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBbITH

CTepHIBHOCTD (IJI8 KaXRA0H
15-oii cepun)

CTEPWIBHBIM.

11 Assay / KoninuecTBeHHOE 29.82 mg/ 29.82 mr From 270mg to 33.0mg of
onpeneeHHe CisHi3sNO3-CsH11NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
10 33,0mr CisHisNO3-CsH1NOs
(xeToponaka TPOMETaMMH) B 1 MIL
12 Alcohol content / ITanon 11.67 % From 10.60 % to 12.60 %. /

Or 10,60 % 5o 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanne: [IponykT cootBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonroroeieHo: Pravesh

4

Checked by /

IIpoBepeHo: Sagiosh Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoautens
Abhishek Chauhan ’\\ \
‘\

Reprint Date /
Jlara: 25.11.2023

Maurya
Reprint Date /
Jara: 25.11.2023

=

Reprint Date /
Hara: 25.11.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
m www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
MpoaykT: Keropon® (keToponak) pacTBop [Jiss BHyTPHBEHHOTO H BHYTPHMBILIEYHOTO BBEACHHMS, 30 Mr/mi
Batch No / : V230700 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001689790 Date of Analysis / : 21.09.2023
AHaJIHTHYECKHIT oTueT No JlaTa ananu3za
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa mpou3BoacTBa T'onen no
Analysis performed according ND / Ananu3s nposenen mo HJI: JII1-001365-170222
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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. /

Ilo 1 w™Mn B aMmOoynsl M3
CBETO3aIIUTHOTO cTeKna
xopuuHeBoro kiacca I (USP). B
BepXHe#l YacTH aMIlyjlbl HaHECEHBI
KOJIbLIO M TOYKa s pasnoma. Ha
aMITyJly HaKJICHBAIOT 3TUKETKY.

ITo 10 aMmyn ¢ HHCTpYKLMEH IO
NPUMEHEHHIO MOMEIAt0T
B [IBX/amromMunmeBsii 61ucTep.

ITo 1 6nucTepy B NauKy 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 wMa B aMImyasl U3
CBETO3AIIUTHOTO CTEKJIa KOPUYHEBOIO
HIH  TEMHO-KOPHYHEBOIO  IIBETa
kmacca 1 (USP). B BepxHeill uyacTu
amrynbl HaHECEHb! KOJBLO M TOYKa
st pasnoMa. Ha amnysly HakienBaoT
ITUKETKY.

ITo 10 ammyn ¢ HHCTpyKLIued IO
HIPUMEHEHUIO HOMEIIAIT
B [IBX/anroMuHUeBHIH ONHCTED.

ITo 1 6nucTepy B MaUKy KapTOHHYIO;
JUIA CTaluuoHapoB: Imo 2, 3, 5
6JIMCTEpOB B NMAYKy KAPTOHHYIO.

ITo 1 6nucTepy B mauky KapTOHHYIO.

14 Labelling / MapkupoBKa

According to ND / B cootBetrcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aliuneHaom
OT CBeTa MeCTe MpH TeMiepaType He Bbiie 25 °C. He 3aMopaxusarts.

16 Shelf-life / Cpok roasoctn

3 years. / 3 rona.

Remarks: The Product confirms to ND/
IIpumeyanue: IIpogyKT COOTBETCTBYET TpeboBanusam H]T

Conclusion: APPROVED /
Zakmouenne: OJJOBPEHO

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

TToarotoeneHo: Pravesh ITposepeno: Santosh Kumar | Ono6peno: Menezgiep / PykoBoauTesns
Maurya Abhishek Chauhak \

Reprint Date / Reprint Date / Reprint Date /

Jara: 25.11.2023 Jara: 25.11.2023 Jara: 25.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CEPTUO®HUKAT AHAJIU3A

[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pactBop Juis BHYTPHBEHHOTO ¥ BHYTPHMBILICHHOTO BBCACHMNA, 30 mr/man

Batch No / : V230700 Batch Quantity / : 272727 ampules /
Cepusa Ne O0beM cepum 272727 amnyn
Analytical Report No / : 890001689790 Date of Analysis / : 21.09.2023
AHanaTHYEeCKMIT oTueT Ne JlaTa anaiau3a
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026
JlaTa npoH3BOACTBA logen go
Analysis performed according ND / Anaiaus nposeiien 1o H: JIT1-001365-170222
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API name / Hanmenopanue A®C:

Ketorolac tromethamine / KeToponaka TpOMeTaMiH

Homep cepun cybctanuun nponssoautens LJIP:

INN / MHH: Ketorolac / KeToponak
API manufacturer batch number / APHO010125
Homep cepuu npousogutens ADC:

FP Manufacturer API Batch number / FEQA00141

API Manufactured by & country /
Ipoussoauteab ADC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c Jlabopartopuc Jita., Hunns

Remarks: The Product confirms to ND/
TTpumeuanue: [IpogyKT COOTBETCTBYET TpeOOBaHHAM HI

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /

IToaroroByieHo: Prznsh

Checked by /

Maurya -
o

Approved by: Manager/Executive /

IIposepeno: Santosh Kumar | OnoGpeno: Menemkep / PykoBoHTEND

Abhishek Chauhan \ \
: = X

Reprint Date /
Hara: 25.11.2023

Reprint Date /
Jlata: 25.11.2023

Reprint Date /
Jara: 25.11.2023
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