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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon®™ (keToposiak) pacTBOp /s BHyTPMBEHHOTO M BHYTPHUMBILIEUHOIO BBeeHHs, 30 Mr/mn
Batch No / 1 V240557 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bemM cepuu 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AHaauTHYecKHil oTuyeT Ne JlaTa anaausa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa Nnpou3BOACTBA Tonen no

Analysis performed according ND / Ananu3 nposegen o HJ/I: JI[1-001365-170222

Page10of 6/ Crp. 1u3 6

[Tpospaunslii 6ecpeTHBIN pacTBOp.

JJI:? Test / IlokazaTenn Results / PesyabTaTts! Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. /.| Clear colorless to pale yellow solution.

/ Tlpo3pauHbiii OGeCLUBETHBINH WU
CBETJ0-)KENThIH PacTBOp.

2 Identification /
IMoaauHHOCTDL

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
yAEPXUBAHUS OCHOBHBIX THKOB Ha
XpOMaTorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMEHaM
yJepPXMBaHU OCHOBHBIX IIMKOB Ha
XpoMarorpaMmme CTaHAAPTHOTO
pacTBopa KeTopojiaka TpOMeTaMHHa
17} HanpoKceHa (pa3nen
«KosymuecTBeHHOE ONpeaeNeHUEN)

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
yIEpXKUBAHHA OCHOBHBIX MWKOB Ha
XpoMaTorpaMme VICTILITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATH
BpeMEHaM YICPKHUBaHUS OCHOBHBIX
IUKOB Ha XpoMmarorpamme
CTaHJApTHOTO PacTBOpPa KETOpONaKa
TpOMETaMHHa M HanpokceHa (pasneln
«KonuyecTBeHHOE OnpeleneHue»)

3 Clarity / IIpo3payHocTh

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / Onanecuenuus
npenapara He JOJIKHA NPEeBbIIIATh
OMaJeCLCHIMIO 3TAJIOHA CpaBHEeHU: 1.

4 Color / I1eTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu nnuHe BOIMHBI
430 HMm.

5 pH 7.32 From6.9t07.9./0T16,9 no 7,9.

Remarks : The Product confirms to ND/
ITpumeyanue: [IpogykT cootrBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[Moxroroeneno: Pardeep

Checked by /
IIpoBepeno: Pawan Kumar

OmnobpeHo:

-

Manoj Kumar

Approved by: Manager/Executive /

Meunemxkep / PykoBoauTenb

el

Kumar
C:-L—_— -
Reprint Date /

Reprint Date /

Jara: 23.08.2024

Jara: 23.08.2024

Reprint Date /
Jata: 23.08.2024

Repislered Office: 8-2-337, Ruad Nu. 3, Banjzra HIlls, Hyderabad - 500034, Telangana, Indly
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: L85195AP1584PLCOO4507
wwwwi.drreddys.com
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Dr. Reddy's Labcratories I td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS e
CEPTU®UKAT AHAJIU3A
Product :/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToposiak) pacTBOp Ajlsl BHYTPHBEHHOIO ¥ BHYTPHMBILIEYHOTO BBeACHUS, 30 Mr/mu
Batch No / : V240557 Batch Quantity / : 272727 ampules /
Cepus Ne Ob6bem cepuu 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024

AHaJIMTHYeCKHH oTueT Ne [ara ananansa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa NIpoU3BOACTBA I'open 10

Analysis performed according ND / Ananus nposexen mo HJL: JII1-001365-170222
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BunuMeic yacTuLbl

JJI;I.'? Test / [loka3aTeinb Results / Pe3yabTaTthbl Specification / Hopma
6 Particulate matter / MexaHn4eckHe BKJIOYEHHA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

B cootBeTcTBUU C Tpe6OBaHI/I}IMH.

6B Invisible particles /
HeBuaumsie yacTup:

i. Particles> 10 pm/ 12 not more than 6000 per ampoule /
UacTtul pasMepom > He 6onee 6000 Ha aMITyly;
10 MEM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTuLl pa3MepoM > He 6onee 600 Ha ammyny.
25 MKM

7 Related substances / PoacTeBeHHble NpUMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Tlpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee

Huxe npenena obHapyxxenus (I10 0,50 %;

onpenenenus (ITKO = 0.033 %)

=0.014 %)
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oosee
Huxe mpenena KOJTHUECTBEHHOTO 0,50 %;

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt coorBeTcTBYET Tpebosanmsam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarotosnexo: Pardeep

Kumar f s

Checked by /
Ilpoeepeno: Pawan Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykooanTtesb

Manoj Kumar \\r y
'

Reprint Date /
Jara: 23.08.2024

Reprint Date /
Jara: 23.08.2024

Reprint Date /
Hara: 23.08.2024

Registerad Dffice: 8-2 337, Road Mo. 2, Banjara Uills, | yderabad - 500034, Telangaiig, hitdlg
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIM: L85135AP1984PLCD04507
www.direddys.com
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Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUNKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykKT: Keropon®™ (keToponak) pacTBop Jisi BHYTPHBEHHOTO U BHYTPHUMBILIEYHOrO BBeACHHS, 30 Mr/mMun
Batch No / : V240557 Batch Quantity / : 272727 ampules /
Cepns Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AHaJIMTHYECKHH oTUeT Ne JaTta ananau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BoacTBa TI'ogen no
Analysis performed according ND / Ananu3 nposegen mo H/I: JI1-001365-170222
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J;I.BO Test / [loka3aTesn Results / PesyabTaTh! Specification / Hopma
Impurity D / lpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He Gonee
Hwuxe npenena o6napyxenns (I1O 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He Gonee
EnuHudHas HeuaeHTHOULU- Huxe npenena Koau4ecTBEHHOTO 0,20 %.
poBaHHas pUMech onpenenenust (ITKO = 0.050 %)
Total impurities / Cymma 0.15 % Not more than 1.50 % / He 6onee
npuMeceit 1,50 %.

8 Extractable volume / 1.0 ml/ 1.0 M Not less than label claim (1.0 mL) /
M3pnekaemblii 00bem He menee HomuHansHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepnanbHble <=0.725 E3/™Mr tromethamine. / He 6onee 5,8 EQ/Mr
3HJOTOKCHHBI KETOpoJiaka TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
Crepu/IbHOCTD (IJ1s1 KaMI0H CTEPUJILHBIM.
15-0ii cepun)

Remarks : The Product confirms to ND/
IMpumeyanue: ITpoaykr cooTseTcTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJIOBPEHO

Prepared by /
[ToarorosneHo: Pardeep

Kumar C}\L’ |

Checked by /
[Iposepeno: Pawan Kumar

~
8
.

Approved by: Manager/Executive /

Ono6peno: Menemxkep / PykoBogutenb

Manoj Kumar \ i
My L

Reprint Date /
Jata: 23.08.2024

Reprint Date /
Hara: 23.08.2024

Reprint Date /
Jata: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderahad - 500034, Telangana, Indis
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCO0450T

www.drreddys.com
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Dr. Reddy's Laboratories 1td.
Formulation Unit-6

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

CEPTU®UKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: KeTopon" (keToposiak) pacTBOp AJisi BHYTPUBEHHOTO U BHYTPHMBIILIEYHOTO BBEACHHUS, 30 mr/mit
Batch No / : V240557 Batch Quantity / : 272727 ampules /
Cepus Ne O6beM cepHH 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AnajIHTHYECKHI oTyeT No J{aTa aHAJIH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

aTa NPOH3BOJACTBA T'onen g0
Analysis performed according ND / Anann3s nposenen mo HJI: JII1-001365-170222
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1;00 Test / [lokazaTesn Results / PesynbTaThs! Specification / Hopma
11 Assay / KonuyecTBeHHOE 29.71 mg/29.71 mr From 270mg to 330mg of
onpeneyieHue CisHi3sNO3-C4H 1 1NOs (ketorolac

tromethamine) per 1 mL./ Ot 27,0 mr
pale] 33,0 Mr C15H13NO3'C4H11NO3
(keToposaka TPOMETaMHH) B 1 M.

12 Alcohol content / ITanon 12.12 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

Ipumeuanue: [TpoaykT cooTBercTByeT TpeboBanuam HJI

to ND/

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

IMoarotorneHo: Pardeep IIpoeepeno: Pawan Kumar OnobpeHo: Menemxkep / PykosoauTtensb

Kumar f Manoj Kumar \ Dl
S v

Reprint Date / Reprint Date/ Reprint Date /

Jara: 23.08.2024 Jara: 23.08.2024 Jata: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreadys.com

CIN: L85195AP1584PLCO045D7
www.direddys.com
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Dr. Reddy's Laboratories |id.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS i e ML o
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Kertopon® (keToponak) pacTeop Juisi BHYTPHEEHHOIO M BHYTPHUMBILIEHHOIO BBEACHHA, 30 Mr/mi
BatchNo / : V240557 Batch Quantity / : 272727 ampules /
Cepua Ne Oo6nem cepun 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024
AHaJIHTHYeCKHH oTUeT Ne JlaTa aHau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JaTa npou3BoaACTBA I'onen no
Analysis performed according ND / Auaau3s nposeaen mo HJI: JII1-001365-170222
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No

Test / [loka3aTennb
Ne

Results / Pe3yabTaThl

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. /

Ilo 1 wMn B aMnyis U3
CBETO3AIUTHOTO cTekia
xopuuneoro kinacca I (USP). B
BepXHe# YacTH aMilyJbl HaHECEHBI
KOJIbIIO M TOuka Jii pa3rmoMa. Ha
amMmyJly HaKJIEUBatOT 3THKETKY.

ITo 10 amMmyn ¢ HHCTpYKLHMEH IO
NPUMEHEHUIO MOMEILAI0T
B IIBX/anoMuHMEBbIH GUCTED.

Tlo 1 6ucTepy B ITaUKy 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. /

flo 1 Mn B aMmyiasl M3
CBETO3ALMTHOTO CTEKIIA KOPUIHEBOTO
WM TEMHO-KOPMYHEBOrO  LIBETa
wracca 1 (USP). B BepxHell 4acTu
aMMyJibl HAaHECSHb! KOJNBLO M TO4YKa
1uist pasnoMa. Ha aMmyny Hak/euBaroT
9THKETKY.

[Mo 10 amnyn c HMHCTpPYKLHEH Mo
NPUMEHEHUIO MOMELIA0T
B II1BX/anoMHHUEBBIH OUCTED.

ITo 1 6aKcTepy B NMayKy KapTOHHYIO;
I cranuoHapos: mo 2, 3, 5
ONUCTEPOB B MaYKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B coorsercteuu ¢ HJ.

15 Storage conditions /
XpaHnenue

In a place protected from light below 25 °C. Do not freeze. / B 3aluniieHHOM
OT CBETa MeCTe MpH TeMiepatype He Bblne 25 °C. He 3amopaxuBars.

Remarks : The Product confirms to ND/
[TpuMeuanue: IIponykr cooTeeTcTBYeT Tpebosanusam HT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
Ioaroroeneno: Pardeep

Checked by /
Iposepeno: Pawan Kumar

Approved by: Manager/Executive /
OnoGpeno: Menenxep / PykoBoauTeib
/ii Manoj Kumar ﬁ

Yt

Kumar f
Reprint Date /

Hara: 23.08.2024

Reprint Date /
Hara: 23.08.2024

' Reprint Date /
Jlata: 23.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy’s Laboratories (td.
Formulation Unit-6

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

AnanntTudyeckuii oryer Ne

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (keToposak) pacTBop s BHYTPUBEHHOIO H BHYTPHMbILIEUHOrO BBEAeHHS, 30 MI/Mn
Batch No / : V240557 Batch Quantity / : 272727 ampules /
Cepus Ne O6bemM cepun 272727 amnyn
Analytical Report No / : 890001756585 Date of Analysis / : 23.08.2024

JlaTa anaausza

JaTa npoH3BOACTBa

Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027

Iogen 5o

Analysis performed according ND / Anasm3s nposeaen no HJ: JII1-001365-170222

Page 6 of 6 / C1p. 6 u3 6

I;.:) Test / [loka3zaTennb Results / PesynbTarsl Specification / Hopma
16 Shelf-life / Cpok rogHocTH 3 years. / 3 roga.

API name / Haumenosanue ADC:

Ketorolac tromethamine / Ketoposaka TpoMeTaMuH

Homep cepuu cy6cTanuuu npoussoautens I'JId:

INN / MHH: Ketorolac / Ketoposak
API manufacturer batch number /

Howmep cepuu npoussoautenss APC: ABQH006999

FP Manufacturer API Batch number / FERAOQ0154

IIpoussoaurtens A®C, cTpaHa:

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

J-p Pennn'c Jlabopatopuc Jita., Mrous

IMonroroenexo: Pardeep

Kumar gj’/:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr cooTBeTcTBYeET TpeboBanusam HJI 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIporepeno: Pawan Kumar Onobpeno: Menemxep / PykoBoaurenb

Manoj Kumar \'h m
My

Reprint Date /

Hara: 23.08.2024

Reprint Date / Reprint Date /
Hara: 23.08.2024 JlaTta: 23.08.2024

Registered Oftice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +51 40 4300 2999, Email: maii@drredadys.com

CIN: L85195AP1984PLCO04507
www.direddys.com
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