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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon™ (keTopoiak) pacTBop Ui BHYTPUBEHHOTO H BHYTPUMBIIEYHOTO BBEACHHS, 30 MI/MII
Batch No / : V240172 Batch Quantity / : 272727 ampules /
Cepust Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002476898 Date of Analysis / : 06.04.2024
AHaJuTHYECKHI oTUeT Ne Jata anannza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

aTa NPOHU3BOJICTBA T'ogen no
Analysis performed according ND / Anasnus nposenen no HJI: JIT1-001365-170222
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ITpospaunslit 6ecLBETHBI pacTBOp

i.oo Test / llokazaTenn Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pa4Hslii OeCUBETHBIN HJIH
CBETJIO-KETBIH PacTBOP.

2 Identification /
MoanuuHOCTEL

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
YIAEPKUBAHHUSA OCHOBHBIX MHMKOB Ha
XpOMaTorpaMme HCIBITYEMOTO
PacTBoOpa COOTBETCTBYIOT BpEMEHAM
YIAEp)KUBAaHUS OCHOBHBIX MHKOB Ha
XpoMaTorpaMmme CTaHAAPTHOTO
pacTBopa KeTopoJiaka TPOMETaAMHHA
U HanpoKceHa (pazmen
«Konn4yecTBEeHHOE OTIpeeNIeHHE)

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
YIEP)KUBAHUS OCHOBHBIX IHMKOB Ha
XpoMaTorpaMmme UCIIBITYEMOTO
pacTBOpa [IOKHBI COOTBETCTBOBATH
BPEMEHAM YAEPXHBAHUS OCHOBHBIX
MTHKOB Ha XpoMaTorpamme
CTaHJapTHOTO PAcCTBOpa KETOpOJaKa
TPOMETaMHMHA U HampokceHa (pasmen
«KoH4ecTBEHHOE OTPENEIEHUEY)

3 Clarity / Ilpo3paunocts

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / OnanecueHuus
npenapara He JOJDKHA MPEBBIIIATh
OMNaJIECLIEHIMIO 3TAJIOHA CpaBHeHus 1.

4 Color / OeeTHocTh 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu Anvsde BONHEI
430 HM.

5 pH 7.31 From 6.9t07.9./016,9 no 7,9.

Remarks: The Product confirms to ND/
[Tpumeuanue: IMpogykr cootsercTyer Tpeboanuam HJJ

Conclusion: APPROVED /
3axmwouenune: OJOBPEHO

Hara: 06.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pravesh Rdna [Nposepeno: Rama Kant Onobpeno: Menemxep / PykoBoauresns
}é Pavan Kumar Sharma _f:,-,ﬂ,—
P ‘/ .
Reprint Date / Reprint Date / Reprint Date /

Hata: 06.04.2024

Hara: 06.04.2024

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
www.drreddys.com
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CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHO®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon" (keroponak) PACTBOp VT BHYTPHBEHHOIO U BHYTPHMBIIIEYHOT0 BBEACHHA, 30 Mr/Mn
Batch No / 1 V240172 Batch Quantity / 2 272727 ampules /
Cepus No Ob6bem cepun 272727 amnyn
Analytical Report No / : 040002476898 Date of Analysis / : 06.04.2024
AnajguTH4ecKHi oTyer Ne Hara ananmusa
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jdara npom3BoicTsa Tl'ogen no
Analysis performed according ND / Ananus npoenen mo HJI: JIT1-001365-170222
Page2of 5/Crp.2u35
6 Particulate matter / MexanuyeckHe BKIIOUYEHHUS
6A Visible particles / Complies / CoorBeTcTBYET Should correspond to requirements. /

B cooTBeTcTBUH ¢ TpeGoBaHUAMHU,

pOBaHHas MPHUMECEH

6B Invisible particles /
HeBunumeie yactuupl:
i. Particles> 10 pm/ 10 not more than 6000 per ampoule /
Yactun pasmepom > He 6onee 6000 Ha ammyny;
10 Mxm
il. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUL pa3sMepom > He 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / Poactennble npumecn
Impurity A / IIpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6HapyxeHa not more than 0.50 % / me 6onee
0,50 %;
Impurity C / ITpumecs C Below LOQ (LOQ =0.033%) / not more than 0.50 % / He Gonee
Huxe npenena KonuyecTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
1 V)
Impurity D / [Ipumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gosee
0,20 %.
Hmxe npenena obnapyxenus (I1O
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He Gonee
Enunmanas HenneHTUHIU- 0,20 %.

Remarks: The Product confirms to ND/
[Tpumedanne: [MpoaykT cooTBeTcTBYeT TpeGoBaHmsam HJJ

Conclusion: APPROVED /
3axmoyenne: ONOBPEHO

Prepared by / -
IMogroroeneno: Pravesh Rana-x/ [

Checked by /
INposepero: Rama Kant

oot

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pavan Kumar Sharma | P

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Hata: 06.04.2024

Reprint Date /
Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS  Wwww.drreddys.com
CEPTUOPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IMpoaykr: Keropon™ (keroponak) pacTBOp Uist BHYTPHBEHHOIO Y BHYTPHUMBIIIEYHOTO BBEACHHUS, 30 Mr/MT
Batch No / 1 V240172 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002476898 Date of Analysis / : 06.04.2024
AHaaHTHYeCKHIT oTyeT Ne Jata anaauza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JlaTa npousBoacTBa I'opgen oo

Analysis performed according ND / Anasin3 nposeaen no HJI: JI[1-001365-170222

Page3 of S/Crp.3u35

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6osee
npuMecen 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
H3Bnekaemslii 06bem He menee nomunansHoro (1,0 mn)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BaktepuanbHbie <=0.725 EQ/Mr tromethamine. / He 6onee 5,8 EDQ/mr
3HAOTOKCHHBI KETOpOJIaka TPOMETaMUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / domkeH O6bITb
CrepHibHOCTb (MS KA A0 CTEPHIIBHBIM.,
15-oii cepun)
11 Assay / KosimyecTBeHHoe 29.60 mg/ 29.60 mr From 27.0mg to 33.0mg of
onpeaesieHue CisH13NO3- C4H;1NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
J0 33,0 Mr C15H13NO3‘C4H1]NO3
(keTopoJyiaka TPOMETaMuH) B 1 MII.
12 Alcohol content / Itanon 11.81 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks: 'I'he Product confirms to ND/

[Tpumeuanse: [ponykr coorBercTyer Tpebosanusam HJI

Conclusion: APPROVED /|
3aknawuenune: OJIOGPEHO

Prepared by /
I1oAroTORNEHO:; Pravesh/Rfﬁa

Checked by /
IMposepeno: Rama Kant

s

Approved by: Manager/Executive /
Onobpeno: Menemkep / P?(cmom-rrenb

e

Pavan Kumar Sharma

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Hara: 06.04.2024

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

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

CEPTHOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (ketoponak) PACTBOP A7 BHYTPHBEHHOIO U BHYTPUMBILISYHOIO BBeAeHUs, 30 Mr/mit
Batch No / 1 V240172 Batch Quantity / 2 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 040002476898 Date of Analysis / : 06.04.2024
AHaJuTHYECKHH oTYeT Ne Jdarta ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027 )
Jara nponsBoacrsa T'onen go
Amalysis performed according ND / Auaaus nposegen no HJI: JI1-001365-170222
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13 Packaging / Ynakoska 1 mL in class I light-shielding amber | 1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring | or dark amber glass ampoules (USP).
and point in the upper part of | A cutring and point in the upper part
ampoule. A label is attached to | of ampoule. A label is attached to
ampoule. ampoule.

10 ampoules and a patient | 10 ampoules and a patient information
information leaflet in a | leaflet in a PVC/aluminum blister.
PVC/aluminum blister. 1 blisters in a carton pack;
1 blisters in a carton pack. / For in-patient facilities: 2, 3, 5 blisters
ITo 1 wMn B aMmmynsl u3 | ina carton pack. /
CBETO3aLIUTHOTO crekta | ITo 1 wMn B aMmoynsl 3
xopuyHeBoro kimacca I (USP). B | cBeTO3aIUMTHOrO CTEK/Ia KOPHUHEBOTO
BEPXHCH YacTW amiy/bl HAHECEHbI | WIH  TEMHO-KODHYHEBOFO  LBETa
KONpLIO M TOYka mns pasnoma. Ha | xmacca I (USP). B Bepxueit wactu
aMIIyJly HaKJIE€HBAIOT 3THKETKY. aMITyJIbl HaHECCHBI KOJBIO M TOYKa
Ho 10 ammyn ¢ wmeCTpyKumeit mo | mns pasnoma. Ha ammyny HakieHBaroT
IIPUMEHEHHI0 IOMEINAIOT | 3THKETKY.
B [IBX/amomMuHHKeBbII GauCTED. ITo 10 ammyn ¢ HHCTpyKuMel no
[lo 1 6rmcTepy B Mavky KapTOHHYIO. | MPUMEHEHHIO TIOMELaIoT
B [IBX/amomuHueBblii Guctep.
ITo 1 Gnucrepy B Mauky KapTOHHYIO;
Ul CTauuMoHapoB: mo 2, 3, 5
OJ1HCTEPOB B aYKy KapTOHHYIO.
ITo 1 6nucTepy B mauKy KapTOHHYIO,
14 Labelling / MapkupoBka According to ND / B cootserctuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumessOM
XpaHenue OT CBETa MECTE MIpU TeMnepatype He Bellle 25 °C. He 3aMopaXXuBaTh.

16 Shelf-life / Cpox roanocTn 3 years. / 3 roxa.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[pumenanne: TponyxT contreTeTryeT TpeGopanmam HJT 3amoucnnc: OJOLPEIIO
Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: Pravesh Rgha IIposepeno: Rama Kant Onobpeno: MeHemkep / Pykosoautens
y ‘f‘ Pavan Kumar Sharma _{,... _—

& .1'/ ‘/
Reprint Date / Reprint Date / Reprint Date /
Hara: 06.04.2024 Hara: 06.04.2024 Jara: 06.04.2024

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
www.drreddys.com
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CEPTHOUKAT AHAJIM3A

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

[poaykr: Keropon" (ketoponak) pacTBop /Ui BHYTPHBEHHOrO H BHYTPHMBIHIEUHOrO BREACHNSA, 30 Mr/mi
Batch No / : V240172 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 040002476898 Date of Analysis / : 06.04.2024
AHaguTHYecKHii oTyer Ne Jdarta ananusa

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027

JlaTa npon3BoacTBa I'onen mo

Analysis performed according ND / Ananusz nposemen no HJI: JI[1-001365-170222 ]
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API name / HaumenoBanne A®C: Ketorolac tromethamine / KeToposiaka TpoMeTamun
INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu nponzsoanrens ADC: ABQH06850

FP Manufacturer API Batch number / -

Homep cepun cyGeranunn npowssoanrens [JID: SEQa0036

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IMpomssoaurens ADC, crpana: J-p Pepni'c JTaboparopuc JIta., Uunns
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITponykT coorsereTByer Tpeboranusm HJ| 3aknouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Pravesh Ran/a/ ITpoeepeno: Rama Kant OnoGpeno: Menemxep / kanaoanwnb

Pavan Kumar Sharma
Z Qo o=

Reprint Date / Reprint Date / Reprint Date /

Hara: 06.04.2024 Hara: 06.04.2024 Hara: 06.04.2024
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