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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposak) pacTBOp Ul BHYTPHBEHHOIO W BHYTPUMBIILEUHOro BBeieHHs, 30 mr/ma
Batch No / : V230819 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuu 272727 amnyn
Analytical Report No /. : 890001700853 Date of Analysis / : 15.11.2023
AHaJIMTHYCCKHI oTyeT Ne JlaTa aHaju3a
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

aTa MpOH3BOACTBA T'onex no
Analysis performed according ND / Ananns nposexen no H/L: JII1-001365-170222
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I[1po3paunbiii GecLBETHBIN pacTBOP.

1}? Test / ITokasaTenan Results / PesynbTaThbl Specification / Hopma
1 Description / Onucanue Clear  Colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pa4Hblii OecUBETHBIH UIH
CBETIIO-XKENThII pacTBOP.

2 Identification /
IMoanuHHOCTDL

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
yIEepPKUBAHHUS OCHOBHBIX THKOB Ha
XpoMartorpamme UCTILITYEMOTO
pacTBoOpa COOTBETCTBYIOT BpeMeHaM
yIAep)KHUBaHusi OCHOBHBIX IHKOB Ha
XpOMaTorpaMmme CTaHIAapPTHOTO
pacTBopa KeTOpoJlaka TpoMeTaMHHa
u HarpoKceHa (pazmen
«KonuuecTBEHHOE ONpPEIEICHUE)

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
yIEPXHMBAHHUS OCHOBHBIX IHKOB Ha
XpOoMaTorpamMmme HCHBITYEMOTO
pacTBOpa NOJDKHBI COOTBETCTBOBAThH
BpPEMEHAM YAEPKHUBaHHS OCHOBHBIX
IIMKOB Ha XpoMaTorpamMmme
CTaHAapPTHOTO pacTBOpa KeTopoJaka
TpOMETaMHHa ¥ HampokceHa (paszen
«KOIMYEeCTBEHHOE OMpEIENeHUEN)

3 Clarity / IIpo3payHocTb

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npenapara He J0JDKHA NPEBbIILATh
OMaJIECIEHIHIO TATOHA CPaBHEHHU [.

4 Color / IlBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npy [UIMHE BOIHBI
430 M.

5 pH 7.33 From 6.9 t0 7.9./ Ot 6,9 mo 7,9.

Remarks: The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpeboranusm HJI

Conclusion: APPROVED /
3akmrouenune: OJJOBPEHO

Checked by /
IIpoBepeno: Rzlma ﬁi}i
Reprint Date / l&l “
Jara: 15.11.2023

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBoauTens
Manoj Kumar E; %!Eii:

Reprint Date /
Jata: 15.11.2023

Prepared by /
ITonroroBieHo: Pra/\«'ﬁh Rana

Reprint Date /
Hara:15.11.2023

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: L85155AP1984PLC004507
www.drreddys.com
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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 www.drreddys.com

CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBop AJisi BHYTPUBEHHOTO U BHYTPHMBIILEYHOro BBeACHUS, 30 Mr/mn
Batch No / : V230819 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepum 272727 amnyn
Analytical Report No / : 890001700853 Date of Analysis / : 15.11.2023
AHAJIHTHYECKHH oTueT No JaTa ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jata npou3BoacTBa TogeH xo
Analysis performed according ND / Anasns nposenen mo HJI: JI[1-001365-170222
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6 Particulate matter / MexanuuyeckMe BKJII0YEHUsI
6A Visible particles / Complies / CooTBEeTCTBYET Should correspond to requirements. /
Bunumslie 4acTULBI B cootBeTcTBHM C TPeOOBAHUSAMU.
6B Invisible particles /
Hesujumsble yacTHLbI:
i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTul, pa3MepoM > He 6onee 6000 Ha ammyny;
10 MxM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHI]| pa3sMePOM > He Gonee 600 Ha amITyTy.
25 MKM
7 Related substances / PoncTBeHHbIe NpUMecH
Impurity A / ITpumecs A 0.15% not more than 0.20 % / nHe Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He OGonee
Huxe npenena obHapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / [Tpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Ooinee
Huke npeaena KONUYeCTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
Impurity D / [Tpumecs D not more than 0.20 % / He OGoiee
Below LOD (LOD =0.014 %) / 0,20 %.
Hmxe npenena o6uapyxenus (I1O
=0.014 %)
Any unspecified impurity / Not more than 0.20 % / He 6onee
Envuuunas HeuneHTudum- 0.05% 0,20 %.
poBaHHas IPUMECh

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

Ipumeuanue: Ilponykr cooTBeTcTByeT Tpebopanusam HJI

3axaogenne: OJIOBPEHO

Prepared by /
[ToarorosneHo: Pravesh Rana

Checked by /

[Ipoeepeno: Rama Kan

Approved by: Manager/Executive /

Onob6peno: Menemxep / Pykoso b
Manoj Kumar

Reprint Date /
Jara:15.11.2023

Reprint Date /

2

Jara: 15.11.2023

Reprint Date /
Jarta: 15.11.2023

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

CEPTUDPUKAT AHAJIM3A

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
www.drreddys.com

Product : /

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

IIpoaykr: Kertopon® (keToponak) pacTBOp /1jisi BHYTPHBEHHOTO U BHYTPHMbIILEYHOrO BBeeHH s, 30 mMr/mn
Batch No / : V230819 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepitn 272727 amnyn
Analytical Report No / : 890001700853 Date of Analysis / : 15.11.2023
AHaanTHYecKuii oTyeT Ne JlaTa aHaJjm3a

Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026

JlaTa npoH3BOACTBA I'onen xo

Analysis performed according ND / Anaaus nposenen no HJL: JI[1-001365-170222
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Total impurities / CymmMa 0.26% Not more than 1.50 % / He 6onee
pUMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /
Usenekaemblii 06bem He menee nomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepHajbHbIe <=0.725 EQ/mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBDI KeTopoJiaka TPOMETAMHUHA.

10 Sterility (every 15th batch) / Complies/ COOTBETCTBYET Must be sterile. / JlomkeH ObITb
CTepUJILHOCTD (U151 KaX IO CTEPUJILHBIM.
15-0ii cepuu)

11 Assay / KotuiecTBeHHOE 29.86 mg/ 29.86 mr From 270mg to 33.0mg of

onpenesieHne C1sHi3NO3 C4H1NO;3 (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MI C15H13NO3‘C4H1|NO3
(keTopojaka TPOMETaMHH) B 1 Ml
12 Alcohol content / ITaHon 11.61 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
I[Npumeuanue: [IponykT cooTseTcTBYET Tpebosanusam HJ

Conclusion: APPROVED /
3axarouenue: OJIOBPEHO

Prepared by /
IToaroroBneHo: Prav:g Rana

Checked by /
IIporepeno: Rama Kant

Approved by: Managet/Execurive /
Onobpeno: Menemxkep / PykoBoaurens

Manoj Kumar L
s S~y

Reprint Date /
Jata:15.11.2023

L U;l:./
Reprint Date / \
Jara: 15.11.2023

Reprint Date /
Hara: 15.11.2023

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: L85155AP1984PLCO04507
www.drreddys.com
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS wwwidrreddys.com

CEPTUOPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTBOp [UIsi BHYTPHUBEHHOIO W BHYTPHUMBILIEYHOTO BBEAEHNS, 30 Mr/mit
Batch No / : V230819 Batch Quantity / 1 272727 ampules /
Cepust No O0beM cepuH 272727 ammyn
Analytical Report No / : 890001700853 Date of Analysis / ¢ 15.11.2023
AHaguTHYeckuii oTyeT Ne Jara ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jata npou3BojacTBa I'ogen no
Analysis performed according ND / Anann3 nposexen no 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  ampoulcs and a paticnt
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack. /

[Tlo 1 w™Mn B aMmoynsl M3
CBETO3aLIUTHOTO cTeKIa
kopuuHeBoro knacca I (USP). B
BEpXHEeM 4YacTU aMIly/ibl HaHECEHBI
KOJBLIO M TOYKa i pasnoma. Ha
aMITyly HaKJIeMBAIOT STHKETKY.

[To 10 ammyn ¢ HHCTpyKUHEH Mo
NPUMEHEHHUIO MOMELIAIoT
B [IBX/amomuHueBbl1i 61HCTED.

Ilo 1 6nucTepy B MaykKy 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 wMn B amoynasl U3
CBETO3AILUTHOIO CTEKJIa KOPUYHEBOTO
WIM  TEMHO-KOPMYHEBOTO  LBETa
kracca 1 (USP). B BepxHeli yactu
aMIIyJIbl HaHECEeHb! KOJBUO U TOYKA
Iuts paszioMa. Ha ammyny HaKjieuBaroT

ITUKETKY.
I[To 10 ammyn ¢ UWHCTpYKLuHe# I10
NPHMEHEHHUIO MOMELIAIOT

B [IBX/amoMuHueBbI OnucTep.

ITo 1 6aucTepy B MauKy KapTOHHYIO;
JUI1  cTauuoHapos: mo 2, 3, 5
OJIUCTEPOB B MaYKy KaAPTOHHYIO.

[o 1 6nucTepy B nayky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetctBuu ¢ H/I.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHOM
OT CBeTa MecTe MpH TeMneparype He Bbile 25 °C. He 3aMOpaKHBaTh.

16 Shelf-life / Cpok roanoctu

3 years. / 3 roga.

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHUIM HJL

Conclusion: APPROVED /
3akarwuenune: OQJJOGPEHO

JMara:15.11.2023

Jara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroesneno: PravcsB/Rana ITporepeno: Rama Kant r OnobpeHo: Menemxep / Pykoroguresns

i A, dA Manoj Kumar @:«E—
Reprint Date / Reprint Date/ ' Reprint Date / —

Hara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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Dl’. Red dy,s ‘_... Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOHUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoaykT: Ketopon®™ (keToponak) pacTBOp /jisi BHyTPUBEHHOIO U BHYTPUMBILIEUHOrO BBEACHHS, 30 Mr/mn
Batch No / : V230819 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 890001700853 Date of Analysis / : 15.11.2023
AHaJHTHYeCKHI oTUeT Ne Jara ananusa
Date of Manufacture / : 10/2023 Date of Expiry / : 09/2026
Jara npousBoacTBa T'omen g0
Analysis performed according ND / Ananns nposeaen no HJI: JIT1-001365-170222
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API name / Haumenoanue A®C: Ketorolac tromethamine / KeToposaka TpoMeTamMuH

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepun npoussoantess APC: ABQH003814

FP Manufacturer API Batch number /

Homep cepun cy6etanunn npoussoautens LJID: FEQRQ0408

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

IIpoussoautens A®C, erpana: J-p Penw'c Jlaboparopuc Jita., Mnaus

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

IMpumeuanue: [IpogykT cooTBeTcTBYET Tpeboannsm HJJ 3axmouenue: OJJOGPEHO

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

IMoaroroeneno: Pravesh Rana | Ilposepeno: Rama Kant Onobpeno: Menemxkep / Pykosoauresb
”Z \LM Manoj Kumar &

Reprint Date / Reprint Date/ ~ ' = Reprint Date / ——

JaTa:15.11.2023 Hara: 15.11.2023 Jara: 15.11.2023
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