Dr. Reddy'’s Q':’

Or. Reddy's Laboratories |id.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Bacldj,
istt. Solan, H.P., 173 205, IiNDIA
Tal: 491 931605 55001-G2

CERTIFICATE OF ANALYSIS A —
CEPTU®UKAT AHAJIM3A '

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

HpoAdykr: Ketopon® (keToponiak) pacTBOp AJIsi BHYTPMBEHHOIO M BHYTPUMBILIEUHOrO BBEAEHHS, 30 Mr/mn
BatchNo / : V240419 Batch Quantity / : 272727 ampules /
Cep#a Ne O6BeM cepHH 272727 amnyn
Analytical Report No / : 890001745431 Date of Analysis / : 28.06.2024
AnaJIiTHYeCKHil oT4yeT Ne Jlara ananuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
|laTa IpoH3BOACTBA I'ogen no

Analysis performed according ND / Ananu3s nposenen nmo HJL: JII1-001365-170222

Page 1 of 5/Cip.1u3 5

ITpo3pauHblit GecLBETHBIH pacTBOP.

NN:) Test / [Toka3zaTenn Results / PesynabTaThl Specification / Hopma
1 Description / Onucanmne Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3paunslif OeCUBETHBIH WU
CBETJIO-XKEJTBIH PacTBOP.

2 Identification /
IHoanuHHOCTL

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
yIOEepKUBaHKHS OCHOBHBIX IMUKOB Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHAM
YAEPXUBaHHS OCHOBHBIX IIMKOB Ha
Xpomartorpamme CTaHAapTHOIo
pacTBopa KeToposiaka TpOMeTaMUHa
u HanpoKceHa (paznen
«KonuyecTBeHHOE OTpeieNeHre»)

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) / BpemeHa
YIEpX HUBAaHUA OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThb
BpeMeHaM YICP)KHBAHHA OCHOBHBIX
MUKOB Ha XpoMaTorpaMmme
CTaHAAPTHOr0 pPacTBopa KETOpoJaKa
TpOMeTaMUHa U HAmpoKceHa (paszen
«KonuiecTBeHHOE OnpeaeNeHHe)

3 Clarity / IIpospauHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuys
npenaparta He 0OJDKHA NPEBbIILIATh
onalieCHEHUMIO STaNOHA CpaBHEHUA 1.

4 Color / lIpeTHOCTBL 0.05 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1yIMHE BOJTHBI
430 HM.

5 pH 7.38 From6.9t07.9./016,9 1o 7.9.

6 Particulate matter / Mexannueckue BKJIHOYEHHS

Remarks : The Produet confirms to NI/
[Mpumeuanwue: [Iponykt cootBercTBYeT Tpebopanusm HJT

Conclusion : APPROVED/
3akmouenne: OJIOBPEHO

Prepared by /
IMonrotosneno: Pardeep

Checked by /
[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoayresb
Manoj Kumar ra ; lb

Kumar i 4_‘—_(

Reprint Date / Reprint Date/ ' Reprint Date /

Jata: 28.06.2024 Jara: 28.06.2024 Jara: 28.06.2024
Registerad 2ifice: 8-2
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Dr.Reddy’s €:¢

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

Viil. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Taol: 491 98465 55C01-02

CERTIFICATE OF ANALYSIS o e co
CEPTU®UKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAykT: Ketopon® (ketoponak) pacTBop /1 BHYTPHBEHHOTO H BHYTPHUMBILIEUHOrO BBeeHus, 30 mr/mn
BatchNo / : V240419 Batch Quantity / : 272727 ampules /
CepHn Ne O6beM cepuH 272727 amnyn
Analytical Report No / : 890001745431 Date of Analysis / : 28.06.2024

AHaJITHYECKHH 0TUEeT No Jlara ananuza
Date of Manufacture / : 06/2024 Date of Expiry / : 0572027
Jara npou3Boacrea T'open no

Analysis performed according ND / Ananus nposeaen mo HJI: JII1-001365-170222

Page 2 of 5/ Crp. 2 m3 5

No

Test / IloxasaTennb
Ne

Results / PesyasTaThl Specification / Hopma

6A Visible particles /
Bunnmble yacTHURI

Complies / Coort

BETCTBYET Should correspond to requirements. /
B COOTBETCTBUH € TpeOOBAHHSAMH.

6B Invisible particles /
HeBuanmeie yacTHLIBL:

i. Particles> 10 um/ 06 not more than 6000 per ampoule /
Yactuu pasmepoM > He Gonee 6000 Ha ammyay;
10 MM
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUI[ pa3MEpOM > He 6onee 600 Ha ammyIy.
25 MKM
7 Related substances / PoacTeennble npumecu
Impurity A / [Tpumecs A 0.15% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / [Ipumecs B Not detected / He o6Hapyxena not more than 0.50% / He Ooxee
0,50 %;
Impurity C / IIpumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Oonee
Huxe npeaena KonnM4ecTBEHHOrO 0,50 %;
onpenenenus ([TKO = 0.033%)
Impurity D / [Ipamecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He G6omee

=0.014 %)

Huxe npenena obnapyxenus (I10 0,20 %.

Any unspecified impurity /
EnusnvHas HeuneHTUQHULIH-
pOBaHHAs TPUMech

0.05%

Not more than 0.20 % / He 6onee
0,20 %.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykt cooTseTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axarouenne: OJOBPEHO

Prepared by / Checked by /
Ioarorosneno: Pardeep ITposepeno: Pawan Kumar

Kumar d"//

A

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaureiib
Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.06.2024 Jara: 28.06.2024 Hara: 28.06.2024
Registerad Oiticor 8-2-337, Road No. 2, Banjara Hills, Hydarabad - 506024, Tefangana, India
Tel, +5% miails mailiddrreddyvz.com
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Knol, Nalagarh Road, Bacidj,
Distt. Solan, H.P, 173 205, IND)A
Tel : +91 98166 56001-G2

v divedivs.com

Product : /

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

IIpoaykr: Ketopon® (ketoponak) pacTBop AJis BHYTPMBEHHOrO M BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/mn
Batch No / 1 V240419 Batch Quantity / : 272727 ampules /
Cepus Ne O6neM cepun 272727 amnyn
Analytical Report No / : 890001745431 Date of Analysis / : 28.06.2024
AHaJINTHYEeCKHH oT4yeT N2 Jara ananuza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

JlaTa npou3BoaCTBA T'omen go

Analysis performed according ND / Anann3 nposenen nmo HJL: JII1-001365-170222

Page3of S/Crp.3m35

T‘{.oo Test / IlokasaTesb Results / PesyibTaThl Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50% / He G6oiee
npUMecei 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 mx Not less than label claim (1.0 mL) /
MN3eaexaemblii 00bem He menee nomunansHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepnaiabHbIie <=0.725 ES/mr tromethamine. / He 6osee 5,8 EQ/Mr
HAOTOKCHHbDI KETOpOJiaka TpOMeTaMKHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITh
CTrepHabHOCTD (U151 KaKA0H CTEPWIbHBIM.
15-o0ii cepun)

‘1;.:) Test / [loka3zaTenb Results / PesyabTaThl Specification / Hopma

11 Assay / KoinuecTBeHHOE 30.05 mg/30.05 mr From 27.0mg to 33.0mg of

onpenaeseHne Ci5sH13NO3-C4H 1 NO; (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mr
o 33,0 Mr C15H13N03'C4H11NO3
(xeToponaka TpOMeTaMuH) B 1 ML

12 Alcohol content / ITanon 11.67 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusaM H/J

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoxrotosneHo: Pardeep IIposepeno: Pawan Kumar Ono6peHo: Menemxkep / PykoBonutesb
Kumar S,Y/‘ g’r Manoj Kumar } i ‘?
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 28.06.2024 JHara: 28.06.2024 Hara: 28.06.2024

Registered Cfiice: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangana, (ndia

felavl 40480

cuuys.com

a, Email: mailg@diraddyn.com
LC204E07




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid
Forrmulation Unit-6

Viil. Khol, Nalagarh Road, Baddi.
Distt. Solan, H.P, 173 205, INDIA
Tal 1 +91 98165 56001-062
wviw.direddvs com

Product : /

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

AnaJiuTHyeckui otuer Ne

IIpoAykT: Ketopon® (keToposiak) pacTBOp Ui BHYTPUBEHHOTO H BHYTPMMBILIEYHOro BBEAEHHS, 30 Mr/mit
Batch No / : V240419 Batch Quantity / : 272727 ampules /
Cepna Ne O61em cepun 272727 amnyn
Analytical Report No / : 890001745431 Date of Analysis / : 28.06.2024

Jara aHaiu3a

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JlaTa npou3BoACTBA I'open 1o
Analysis performed according ND / Ananns nposegen mo HJL: JI[1-001365-170222
Page4 of S/Crp. 4m35

No

Test / IlokaszaTennb
No

Results / PesyabTaTsl

Specification / Hopma

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. /

I[lo 1 w™Mn B amOoynel U3
CBETO3AIUTHOTO CTeKINIa
xopuyHeBoro knacca 1 (USP). B
BEpPXHe# 4acTH aMITylbl HaHECEHBI
KONBLO U TOuKa Uil paznoMa. Ha
aMILyJly HaKJ€HBalOT ITHKETKY.

INo 10 ammyn ¢ HMHCTpyKUWEH No
TPUMEHEHHIO NIOMELIAIT
B [IBX/antoMUHHERBIH 6IHCTED.

ITo 1 6nucTepy B Mauky 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 MI B amOoyjael 3
CBETO3AIUTHOTO CTEKJIa KODHIHEBOTO
WIK  TEMHO-KOPMYHEBOTO  LBETa
knacca I (USP). B BepxHel 4acTu
aMIyJIBl HAaHECEHBI KONBLIO M TOUYKA
[utst pa3noMa. Ha ammyny HakJieuBaroT
STHKETKY.

[To 10 ammyn ¢ HHCTpyKLue#d mno
MPUMEHEHHIO MOMEIIAOT
B [IBX/amoMunmeBsii 6nucTep.

[To 1 6nmcTepy B MauKy KapTOHHYFO;
UIs cTamuMoHapoB: mo 2, 3, 5
GJHCTEPOB B MAYKy KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B coorBerctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuieHHoM
OT CBeTa MecCTe mpu Temrneparype He Bole 25 °C. He 3amMmopaxuBarts.

16 Shelf-life / Cpok roaHocTH

3 years. / 3 roga.

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoaykt coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akiarouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 28.06.2024

Jlara: 28.06.2024

[Tonrorosneno: Pardeep IIpoBepeno: Pawan Kumar Ono6peHo: Menemxkep / Pykosoaurens
Kumar [ Manoj Kumar
Reprint Date / Reprint Date / Reprint Date /

Jara: 28.06.2024

Registered 2ffice: 8-2-337, Road Wo. 3, Banjata Hills, Byderabad - 500024, Telangana, India

Tel +21 4

APICEAPLCOQ4S0T

wravdrreddys.con

04SCC 2200, Fax: +81 40 23068 2899, Email: mail@diraddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Viil. Khol, Malagarh Road, Bacigj,
Distt. Solan, H.P,, 173 205, INDIA
Tal : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.dFteddvs.com
CEPTUOUKAT AHAJIM3A '

Product : /  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposnak) pacTBop /Uisi BHYTPUBEHHOIO H BHYTPUMBIILEYHOrO BBEAEHHUS, 30 Mr/mu
Batch No / 1 V240419 Batch Quantity / : 272727 ampules /
Cepusa Ne O6nemM cepun 272727 amnyn
Analytical Report No / : 890001745431 Date of Analysis / : 28.06.2024
AnaJinTuaecKuii oTyeT Ne Jara anannza
Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027
JaTa npon3BoAcTBa TI'ogen no

Analysis performed according ND / Ananus nposegen mo HJI: JI1-001365-170222

PageSofS/Crp. Smz5

API name / HaumeHosanue ADC:

Ketorolac tromethamine / Ketoponaka TpoMeTamux

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautenss AQC:

ABQH006833

FP Manufacturer API Batch number /
Homep cepuu cy6ecranuuu npousoautens IJIMD:

FEQAO00570

API Manufactured by & country /
IIpouseoaurtens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penow'c Jlabopatopuc JIta., UHaua

Remarks : The Product confirms to ND/
ITpumeuanne: IponykT cooTBercTBYET Tpebopanusm HJL

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

Prepared by /
Monrorosneno: Pardeep

Kumar E

Checked by /
IIporepeno: Pawan Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykosoantennb
Manoj Kumar ]

Reprint Date /
Hara: 28.06.2024

Reprint Date /
Jlata: 28.06.2024

Reprint Date /
Jara: 28.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telanzana, India
Tel. +91 40 <1800 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com

CIN: LEL195AP1284P

LC304E07

wiw drreddys.com




