Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT 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: Keropon™ (keToponak) pactBop Ans BHYTPUBEHHOTO M BHYTPHUMBILIEHHOTO BBEACHHUS, 30 Mr/mn
Batch No / : V230169 Batch Quantity / : 272727ampules /
Cepusa Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001648016 Date of Analysis/ : 28.02.2023
AHaJHTHYECKHIH oTyeT No JdaTta aganusa

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025

Jlara nmpou3soacTea I'onen no

Analysis performed according ND / Ananu3s nposeaen no HJ/L: JIIT1-001365-170222

Page1 of4/Crp. 1u3 4

[Ipo3pauHbiit CBETJIO-KENTbIH

pacTBop.

I;.:) Test / TlokasaTennb Results / Pesynbrathl Specification / Hopma
1 Description / Onucanue Clear light yellow solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHelii OecLBETHBIH HITH
CBETJIO-KENTHI pacTeop.

2 Identification /
IMoanuHHOCTHL

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution

tromeﬂf\om;he and

nf knfnrn] anr
CL ACWOIC1al TOMCulaliiii ana

naproxen (Assay section) / Bpemena
YIEP)KHUBAHWsL OCHOBHbIX THKOB Ha
XpomarorpaMme HCMLITYEMOro
pacTBOpa COOTBETCTBYIOT BpPEMEHaM
YACP)KHBAHUSI OCHOBHBIX MHKOB Ha
XpomarorpaMme CTaHAApTHOIO
pacTBOpa KeTopoiaka TPOMeTaMHHa
1 HanpoKceHa (paznen
«KonuvecTBeHHOE ONpeeNeHHe)

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
yOep)KUBaHHS OCHOBHBIX IHMKOB Ha
XpoMarorpamme UCIBITYEMOTO
pacTBopa IOJDKHBI COOTBETCTBOBATh
BpeMEHaM YAepXKMBAHUS OCHOBHBIX
MTUKOB Ha XpOMaTorpamme
CTaHAAPTHOTO PacTBOpa KeTOpoJsaka
TpoMETaMHHA W HarpokceHa {paszaen
«KonnuecTBeHHOE ONpeneNeHHEN)

3 Clarity / IIpospa4nocTb

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuus
npernapara He JOoJDKHA MPeBbILIATh
oMnasnecleHIMI0 3TalloHa cpaBHeHUs L

4 Color / IlBeTHOCTD 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JIHHE BOJIHBI
430 Hm.

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

Remarks: The Product confirms to ND/
[Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBannsm HJL

Conclusion: APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by /
[Tonrorosneno: Pardeep Kumar

Checked by /
IIpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemic :
Abhishek Chauhan |

/ PykoBOAUTEND

|

il

Reprint Date /
Hara: 28.02.2023

Reprint Date /
Jata: 28.02.2023

Reprint Date /
Hara : 28.02.2023

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

Hpoaykr: Keropoa' (KeToponak) pacTsop Uit BHYTPHECHHOIO M BHYTPUMBILIEYHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V230169 Batch Quantity / : 272727ampules /
Cepns Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001648016 Date of Analysis / : 28.02.2023
AnamuTnyeckuii oryer Ne Jara ananuza

Date of Manufacture / : Jan.2023 Date of Expiry/ : Dec.2025
Jara npousBojacTea Fogen o

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-170222

Page 2 of 4/ C1p. 2 u3 4

6 Particulate matter / MexaHn4eckue BKIIOYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Bunumele yacThp! B cooTBeTcTBHM ¢ TpeGoBaAHUAMM.

6B Invisible particles /
Herunumbie yacTuLpl:

i. Particles> 10 pm / 02 not more than 6000 per ampoule /
YacTuwu pa3mepom > He bonee 6000 Ha ammyny;
10 MxM
ii. particles > 25 pm / 00 not more than 600 per ampoule /
4acTHl] pa3MepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PogcTBennsie npumecu
Impurity A / ITpamecs A 0.14% not more than 0.20 % / He OGosee
0,20 %,;
Impurity B / [Ipumecs B Not detected / He o6Hapysxena not more than 0.50 % / ne Gonee
0,50 %;
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.033 %) / not more than 0.50 % / uHe Gonee

Hmxe mpeznena konwuectennoro | 0,50 %;
onpegaenenust (ITKO = 0.033 %)

Impurity D / [Tpumecs D Below Limit of Detection (LOD = not more than 0.20% / He 6Gonee
g 0.014 %) / Huxe npenena 0,20 %.
obnapyxenus (I10 = 0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6onee
EnuHu4Has HEUACHTUUIH- 0,20 %.

poBaHHas NpUMeECh

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

[pumeyanne: [Tpoaykr coorsercTByeT TpeGoBanusam HII 3aknouenune: OJOBPEHO

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

Iloarorosneno: Pardeep Kumar IIporepeno: Himesh Kuma Onobpeno: Menemkep|/ PykoBonurens
f CJ’/; | Abhishek Chauhan L (

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.02.2023 Hara: 28.02.2023 Hara : 28.02.2023
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www.drreddys.com



Dr.Reddy’s Q':'.

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

CEPTUDOUKAT AHAJIM3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ]
Ipoaykr: Ketopon® (xeToponak) pacTBOp /J1s BHYTPHBEHHOTO W BHYTPHMBILIEYHOTO BBEACHHA, 30 Mr/m
Batch No / : V230169 Batch Quantity / : 272727ampules /
Cepus Ne Oo6beM cepuu 272727 amnyi
Analytical Report No / : 890001648016 Date of Analysis / : 28.02.2023
AHanuTH4ecKHil oT9eT Ne Hara anaauza
Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
JlaTa npoM3BOACTBA TI'ogen oo

Analysis performed according ND / Ananus nposeaes no HJI: JII1-001365-170222
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Total impurities / Cymma 0.19% Not more than 1.50 % / He 6onee
TpUMeceH 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3BnexaemMblii 00LeM

He menee HomunanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHble <=0.725 ED/mr tromethamine. / He 6onee 5,8 ED/mMr
IHAOTOKCHHBI KeToposaka TpoMeTaM1Ha.

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

CTepuibHOCTD (AJIs1 KaKA0M
15-oit cepun)

NA

CTEPUJIbHBIM.

11 Assay / KosinuecTBeHHOe 29.92 mg /29.92 mr From 27.0mg to 33.0mg of
onpejeneHue CisHi3sNO3- C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / OT 27,0 mr
o 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMuH) B 1 ML
12 Alcohol content / 3Tanou From 10.60 % to 12.60 %./

11.82 %

Ot 10,60 % no 12,60 %.

Remarks: The Product confirms to ND/
[Mpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
IMoarotosneno: Pardeep Kumar

= —

Checked by /
IMporepeno: Himesh Kumar

M

Approved by: Manager/Executive /

Onobpeno: Menemkep / Pyxkoromnrens

Abhishek Chauhan

e

Reprint Date /
Jlata: 28.02.2023

Reprint Date /
Jara: 28.02.2023

Reprint Date /
Mara : 28.02.2023
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Formulation Unit-6

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

CEPTUDPUKAT AHAJIN3A www.drreddys.com

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

Ipoaykr: KeTopon" (KeToponak) pacTeop Ajis BHYTPUBEHHOTO U BHYTPUMbILIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / 1 V230169 Batch Quantity / : 272727ampules /
Cepust Ne O6Bem cepuH 272727 amnyn
Amalytical Report No / : 890001648016 Date of Analysis / : 28.02.2023
AHanuTHYeCKHil oTuer Ne JlaTta apanu3a

Date of Manufacture / : Jan.2023 Date of Expiry / : Dec.2025
Jlara npoH3BOACTBA T'omen no

Analysis performed according ND / Anasnus nposeaes no HJL: JITT-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. /

flo o 1 wMn B aMnynsl U3
CBETO3ALUUTHOTO cTexna
kopuuHesoro kiacca I (USP). B
BEPXHEH 4acTW amlilyjlbl HaHECEHb
KOJBLO W TOuka ANd pasjoma. Ha
aMITyITy HaKkJICHBaIOT 3THKETKY.

ITo 10 ammyn ¢ MHCTpyKUMEN IO
NIPUMEHEHUIO OMELIAOT
B [IBX/antoMuHKeBBIH 61HCTED.

[To 1 6nucTepy B Ma4Ky 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. /

[Tlo 1 w™Mp B amnynasl U3
CBETO3ALUMTHOrO CTEKJIa KOPHUHEBOTO
Wi ~ TEMHO-KOPDHYHEBOIG  LiBETa
knacca I (USP). B BepxHell uactu
aMIynsl HaHeceHbl KOJbLO M TOYKA
Ayist pasnoma. Ha amimynly HakjienBaoT
STHKETKY.

ITo 10 aMnyn ¢ MHCTpyKLMEH IO
NPUMEHEHUIO OMENIAloT
B [IBX/amoMHuHHEBBIH OIIUCTED.

ITo 1 6ucTepy B MayKy KapTOHHYIO;
s cranuoHapos: mo 2, 3, 5
61MCTEPOB B MAUYKY KAPTOHHYIO.

14 Labelling / MapknpoBka

According to ND / B cootsetcteuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuineHHOM
OT CBETa MecTe MPH TeMIepaTtype He Baliile 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpox rognocTu

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBannim H/L

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
IToarorosneno: Pardeep Kumar

-

—

Checked by /
[porepeno: Himesh Kumar

——

Approved by: Manager/Executive /
OnobpeHo: MEHEJZDK!
= Abhishek Chauhan |

/ PyxoBoguTenb

," e

Reprint Date /
Jara: 28.02.2023

Reprint Date /
Jara: 28.02.2023

Reprint Date /
Jara : 28.02.2023
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