Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 4971 98166 56001-02

Product:/  Ketorol (Ketorolac) solution for intravenous and intramusculaninjaeitians,c3thmg/ml

IIpoaykT: Keropon® (keToposnak) pacTBop a1 BHYTPHBEHHOIO U BHYTPHUMBILIEUHOI'O BBeACHUS, 30 MI/Mi
Batch No / 1 V220251 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 ammnysn
Analytical Report No / : 890001587213 Date of Analysis / : 20.04.2022
AHanuTHIEeCKHH oTyeT No JdaTa anajuza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jara npousBojacTea TI'ogen g0

Analysis performed according ND / Anasms nposegen mo HJI: JIT1-001365-170222

Page 10f4/Crp.1n34

i.oo Test / IlokazaTenn Results / Pesynprathi Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
Ipo3payHsIii 6ecLiBETHBIA PacTBOD. /' Tlpo3padHblii OecLBETHBIH WM
CBETJIO-XKENITBIH pacTBop.

2 Identification / The retention times of the main | The retention times of the main peaks
IoanuuHocTh peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / Bpemena | (Assay section) / Bpemena
YIACPKHUBAHMA OCHOBHBIX NHKOB Ha | YHEp)KHBaHHS OCHOBHLIX ITHKOB Ha
XpoMaTorpaMme HCIIBITYEMOIO | XpoMarorpaMmme HCIIBITYEMOTO
PacTBOpa COOTBETCTBYIOT BPEMEHAM | pacTBOpa NOJDKHEI COOTBETCTBOBAThH
YOCPXKUBAHHA OCHOBHBIX NUKOB HA | BpeMeHaM YAEPKMBAHUS OCHOBHBIX
XpoMmartorpamme CTaHJAPTHOTO | IHKOB Ha XpoMaTorpamMme
pacTBOpa KeToponaka TPOMETaMHHa | CTaHZApTHOIO pacTBOpa KETOpojaka
7} HanpoKceHa (pasmen | TpoMmeTaMHHa M Hanpokceda (paspen

«KoNHM4ecTBEHHOE ONpeneieHUE) «KommuecTBEHHOE OMPEENeHHE )

3 Clarity / IIpo3pauHocTs Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuennus
npenapara He JOJDKHA NPeBhIIIaTh
OMNaECHEHLIMIO STaNOHa cpaBHeHus L.

4 Color / LIBeTHOCTD 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu miuHe BOJHBI
430 uM.
5 pH 7.29 From 6.9t07.9./0t16,9 no 7,9.

Remarks : The Product confirms to ND/
[Tpumeyanue: Ilpoayxt cooTBeTcTBYeT TpeGoBarmsM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Checked by /
IlpoeepeHo: Pardeep Kumar

~—

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
I Manoj Kumar '

:. \\I. ,}L\\'Ll)i -

Reprint Date /
Hara: 20.04.2022

Reprint Date /
Hata: 20.04.2022

Reprint Date /
Jata: 20.04.2022
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[ Product : / Ketorol (Ketorolac) solution for intravenous and intramusculafity aetdans,cdthmg/ml

IMpoaykr: Keropon" (ketoposiak) pacTsop ans BHYTPHBEHHOTO U BHYTPHMBILLICYHOTO BBEeOEHHS, 30 Mr/min
Batch No / : V220251 Batch Quantity / : 209090ampules /
Cepus Ne O6bem cepun 209090 ammnyn
Analytical Report No / : 890001587213 Date of Analysis / : 20.04.2022
AHajguTHYeckuii oTyer Ne Jara ananausa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jata mponseogcrea Tonen o

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

Page2 of 4/ Crp. 2 m3 4

6 Particulate matter / Mexannueckue BKNIOYeHHs]
6A Visible particles / Complies / CooTBetcTBYET Should correspond to requirements. /
Bunumsle yacTuup B cooTBETCTBHY € TpeGOBaHHAMHY.

6B Invisible particles /
HeBupuMele yacTuum:

1. Particles > 10 pm / 99 not more than 6000 per ampoule /
Yactuy pazmepom > He bonee 6000 Ha amnyy;
10 Mmxm
ii. particles > 25 um/ 03 not more than 600 per ampoule /
YJacTHI pa3MepOM > He 6onee 600 Ha ammyny.
25 MxM
7 Related substances / PoxcreenHbIe npumecu
Impurity A / Ilpamecs A 0.14 % not more than 0.20% / He 6onee
0,20 %;
Impurity B / ITpumecs B Not detected / He oGhapyxena not more than 0.50 % / He 6oee
0,50 %;
= Less than LOQ (LOQ = 0.033 %)/ H
Impurity C / [lpumecs C n:z;enznkonﬁécwgmom onpel)lene:):: not more than 0.50 % / ne 6osee
(KO = 0.033 %) 0,50 %;
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Hinxe not more than 0.20% / He 6onee
npeaena oGHapyxenus ([10 = 0.014 %) 0,20 %.
Any unspecified impurity / 0.12% Not more than 0.20 % / He 6onee
Envnynynas Henpentubuimy- 0,20 %.
POBaHHas MPHMECH
Total impurities / Cymma 0.34 % Not more than 1.50 % / He 6onee
npumMeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 M Not less than label claim (1.0 mL) /
H3enexaeMblii 06bem He menee HomunanbHoro (1,0 mi)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumenanne: IIponykr cooTeTcTBYET TpebGopanmsm HJI 3akmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moaroroenexo: Ramakant ITposepeno: Pardeep Kumar Onobpeno: Menemxep / Pykosoaures
( LL\' . Qf_,/ Manoj Kumar :
Wi : .\m (Ll
N ~—
Reprint Date / Reprint Date / Reprint Date /
Hara: 20.04.2022 Hara: 20.04.2022 Hara: 20.04.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and Intramusculai i ediens,c3ghmg/ml

ITpoayxt: Keropon™ (keroponak) pacTsop /s BHYTPHBEHHOIO U BHYTPHUMBILIIEYHOr0 BBefeH s, 30 Mr/ma
Batch No / : V220251 Batch Quantity / : 209090ampules /
Cepusa Ne O6nem cepnn 209090 amnyn
Analytical Report No / : 890001587213 Date of Analysis / ¢ 20.04.2022
AnaauTvueckdii oruer Ne JlaTa ananmsza

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025

Jara npoussoacrea I'ogen 1o

Analysis performed according ND / Anaaus nposegen mo HJI: JIT1-001365-170222
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9 Bacterial endotoxins /
BakrepuanbHbie
3HAOTOKCHHBI

<=0.725 EU/mg /
<=0.725 ED/Mr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He Gonee 5,8 ED/Mr
KeTOpoJiaka TPOMEeTaMHHa.

15-0ii cepum)

10 Sterility (every 15th batch) /
CrepuibHocTh (A8 Kaxka0ii

Complies / Crepuen

Must be sterile. / JlonxkeH ObITh
CTEPUIIBHBIM.

1 Assay / KonnuecrBenHoe 29.72 mg/29.72 mr From 270mg to 33.0mg of
onpeje/ieHUe Ci1sH13NO;3-C4H 1NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 mMr
oo 33,0 MI C15H13N03‘C4H11NO3
(keTopojiaka TpOMETaMUH) B 1 M.
12 Alcohol content / ranon 11.85 % From 10.60 % to 12.60 %. /

Ot 10,60 % nmo 12,60 %.

Remarks : The Product confirms to ND/
[pumeuanue: IMpoaykr coorercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
Iloarorosneno:; Ramakant Ji’

Checked by /
Iposepeno: Pardeep Kumar

P

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykosonuTesib

Manoj Kumar

Reprint Date /
Hara: 20.04.2022

Reprint Date /
Hara: 20.04.2022

Reprint Date /
MHara: 20.04.2022
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Product : / Ketorol (Ketorolac) solution for intravenous and Intramusculagidediens,3thmg/ml

Ipoaykr: Keropon™ (keroponak) pacTBop st BHYTPHREHHOTO H BHYTPHMBILIEYHOr0 BBeAEHHA, 30 Mr/m
Batch No / 1 V220251 Batch Quantity / : 209090ampules /
Cepusn Ne O6bem cepun 209090 ammy.t
Analytical Report No / : 890001587213 Date of Analysis / : 20.04.2022
AHanuTHYEeCKH oT4eT Ne Jara anannsa

Date of Manufacture / : Mar.2022 Date of Expiry / : Feb.2025
Jlara npoussopcrea Togen no

Analysis performed according ND / Anasins nposegen mo HJI: JITT1-001365-170222
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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. /

Ilo 1 wMn B amoyasl M3
CBETO3AIIUTHOIO CTeKIa
kopuyHeBoro kmacca I (USP). B
BEPXHEH YacTH aMITyJibl HaHECEHB
KOJIBIIO M TOYKa Jnf pazntoma. Ha
amITyJ1y HaKJIEUBAIOT ITUKETKY.

ITo 10 ammyn ¢ HHCTpyKUMEH MO
NPUMEHEHHUIO MOMEIIAIOT
B [IBX/amomMunueBblif GucTep.

ITo 1 Gnuctepy B Hauky KapTOHHYIO.

I 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 amoyasl W3
CBETO3ALIUTHOTO CTEKNIA KOPUYHEBOTO
UM  TEMHO-KODUYHEBOTO  LIBETA
kmacca I (USP). B BepxHeii wactu
aMIyJbl HaHECEHBI KOJMBLIO M TOYKa
IUis pa3jioMa. Ha ammnyJly HakJieHBaroT
ITHKETKY.

ITo 10 ammyn ¢ WHCTpYKUHMei 1o
IPUMEHEHHIO MOMeEIaloT
B [1BX/amomMuHueBsIit Gnuctep.

Ilo 1 6nucTepy B NauKy KapTOHHYIO;
IO cTauMoHapoB: mo 2, 3, 5
OaucTepoB B Na4Ky KapToOHHYIO,

14

Labelling / MapkupoBka

According to ND / B coorsetcteuu ¢ HJI.

15

Storage conditions /
XpaHeHHe

In a place protected from light below 25 °C. Do not freeze. / B samummesHoM
OT CBETa MECTe NP TeMnepaType He Bbiie 25 °C. He 3aMopaxuBarts.

16

Shelf-life / Cpok roanoctn

3 years. / 3 rona.

Remarks : The Product confirms to ND/
[Tpumeuanue: [MpoaykrT coorseTcTBYeT TpeboBaHmsaM HJT

Conclusion : APPROVED /
3axnouenne: OJJOGPEHO

Prepared by /
IToarorosneno: Ra,%nakant

Checked by /
Iposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Ono6peno: Menemwkep / Pykosoaurens
Manoj Kumar

e

Reprint Date /
Hara: 20.04.2022

Reprint Date /

Hara: 20.04.2022

Reprint Date /
Hara: 20.04.2022
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