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CERTIFICATE OF ANALYSIS

Dr. Reddy's lL.aboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

AHaJinTHUecKHH oTyeT No

JlaTa anaJjuza

CEPTUPUKAT AHAJIM3A
[ Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposiak) pacTBOp Ajisl BHYTPHBEHHOIO M BHYTPHMBILIEYHOrO BBeeHHUs, 30 mr/mn
BatchNo / : V240518 Batch Quantity / : 272727 ampules /
Cepan Ne O61beM cepun 272727 amnyn
Analytical Report No / : 890001752190 Date of Analysis / : 31.07.2024

Date of Manufacture /
Jara npon3BoacTBa

: 07/2024

Tonen no

Date of Expiry /

: 06/2027

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

Page10f6/Crp. 1u3 6

IIpo3pauHblii 6ecLIBETHBIN pacTBOpP.

J‘l]:.:) Test / [loka3aTenb Results / Pe3yabTaThbl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to pale yellow solution.

/ Tlpo3pauHblii 6ecLBETHBIH WU
CBETJIO-KENTHIf PacTBOP.

2 Identification /
IMoaauHHOCTL

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
yICPKHUBAHHA OCHOBHBIX MHKOB Ha
XpomaTorpamme UCTIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpeMeHaM
yIOEepPXKHBaHUA OCHOBHBIX MHKOB Ha
XpOMaToTrpaMmme CTaHIapTHOTO
pacTBOpa KeToposiaka TpoMeTaMHHa
u HarpokceHa (pa3pen
«KonuuecTBEHHOE OTIpeeIeHUEY)

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
yIOEepKUBaHHS OCHOBHBIX IHKOB Ha
Xpomarorpamme UCIIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBAaTh
BpeMEHaM YAepXKUBAHUs OCHOBHBIX
ITUKOB Ha XpoMaTorpamme
CTaHNApPTHOTO PAacTBOpa KeTopoJsiaka
TpOMETaMHHa ¥ HalpoKceHa (pasnen
«KonuuecTBeHHOE ONpeNeNeHue»)

3 Clarity / Ilpo3pa4yHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / Onanecuesuus
npernapara He J0/DKHA NPEBbILIATh
OMaJIeCLCHIIMIO ITANOHA CpaBHeHUA L.

4 Color / llBeTHOCTB 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu JuIHHE BOJIHBI
430 aMm.

5 pH 7.34 From 6.9 t0 7.9./ 01 6,9 10 7.9.

Remarks : The Product confirms to ND/
[Mpumeuanue: IlpoayxT cootBeTcTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Jlara: 31.07.2024

Jlarta: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneno: Santosh IIposepeno: Pawan Kumar Ono6peHo: Menemxep / PykoBoaurens
Kumar Maurya ék’/ Amit Kumar /‘&_/‘\ L

= el
Reprint Date / Reprint Date / Reprint Date/

Jlata: 31.07.2024

Hille, Hyderabad - 5080324, Telangana, India

raail: meii@drreddys.com
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CEPTUDPUKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpolykT: Ketopon™ (keToponak) pacTBop uisi BHYTPHBEHHOIO M BHYTPUMBILIECUHOrO BBeACHHS, 30 Mr/Mn
BatchNo / : V240518 Batch Quantity / : 272727 ampules /
Cepuynt Ne O0beM cepHH 272727 amnyn
Analytical Report No / : 890001752190 Date of Analysis / : 31.07.2024
AnasIMTHYecKHi oTyeT Ne Jarta ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npon3soacTsaa I'open mo
Analysis performed according ND / Ananns nposeaen mo HJL: JI[1-001365-170222
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J‘I]:T.OO Test / [lokazaTeb Results / Pe3yabTaTthl Specification / Hopma
6 Particulate matter / MexaHu4eckue BKIIOYEHUSA

6A Visible particles /
BuauMele yacTHLBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B cooTBeTCTBHH C TPeOOBAHUAMH.

6B Invisible particles /
HeBuaumbie yacTULbI:

Hwxe npeaena obnapyxenns (I1O
=0.014 %)

i. Particles> 10 pm/ 18 not more than 6000 per ampoule /
YacTu pasMepoM > He 6onee 6000 Ha ammyy;
10 Mxm

ii. particles>25 um/ 00 not more than 600 per ampoule /
YacTUL pa3MEPOM > He Gonee 600 Ha ammyIy.
25 MKM

7 Related substances / PoacTeeHHbIe npumecH
Impurity A / [Ipumecs A 0.15% not more than 0.20% / He Oonee
0,20 %;
Impurity B / ITpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He Oonee

0,50 %,;

Impurity C / ITpumecs C

Below LOQ (LOQ = 0.033%) /
Hinke mpejena KONUYECTBEHHOTO
onpeaeneHus (IIKO = 0.033%)

not more than 0.50% / He Oonee
0,50 %;

Remarks : The Product confirms to ND/
IMpumeuanue: IpoaykT cooTBeTcTBYET TpeboBaHuAM HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToeneno: Santosh __ [Iposepeno: Pawan Kumar Ono6peno: Menemkep / PykoBoaurens
K M ¥ , Amit K -

umar Maurya X %2,_..-—— umar '//X(f‘/ )
Reprint Date / Reprint Date / Reprint Date/  °
Jara: 31.07.2024 JHara: 31.07.2024 Jata: 31.07.2024

{ils, Hyazrabad - 50034, Telangana, India

il: maii@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel 1 +91 98166 56001-02

CERTIFICATE OF ANALYSIS \f,!w\f‘/,drreddys,com
CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpodykT: Kertopon" (keToposiak) pacTBOp Ajis BHYTPHBEHHOIO W BHYTPHMBIIIEUHOrO BBeACHHUS, 30 Mr/mn
BatchNo / : V240518 Batch Quantity / : 272727 ampules /
|Cepis Ne O6bem cepun 272727 amnyn
Analjytical Report No / : 890001752190 Date of Analysis / : 31.07.2024
AnasiiTHdyecknii oTueT No JlaTa anann3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npousBoacrea Ionen go
Analysis performed according ND / Anasn3 nposenen no HJL: JI[1-001365-170222
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1‘1;00 Test / IlokazaTenb Results / PesyabTarsl Specification / Hopma
Impurity D / [Ipumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He 6Gonee
Hinke ripeaena odnapyxeHus (I1O 0,20 %.
=0.014 %)
Any unspecified impurity / 0.06% Not more than 0.20 % / He 6onee
Ennnnunas nHenneHTuuLm- 0,20 %.
pOBaHHAs IPUMECH
Total impurities / Cymma 0.26 % Not more than 1.50 % / He Goinee
npuMeceii 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3paekaemblii 00bem He menee HomunanbHoro (1,0 M)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakrepuanbHbie <=0.725 EQ/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBI KeTOpoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITh
CTepHabHOCTE (A5 KaXKA0H CTEPUJIbHBIM.
15-o0i1 cepun)

Remarks : The Product confirms to ND/
[Ipumeuanue: [TpoaykT cooTsercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moxrorosneno: Santosh IMporepeno: Pawan Kumar Onobpeno: Menemxkep / Pykosonurenb
Kumar Maurya @/ , [ Amit Kumar e T

" ! JI=" B
Reprint Date / Reprint Date/ Reprint Date /
Hata: 31.07.2024 Jata: 31.07.2024 Hara: 31.07.2024
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpolykrT: Ketopon® (keToponak) pacTBop [1Jisi BHyTPHBEHHOTO H BHYTPHMBbILIEYHOrO BBeACHHUS, 30 mr/mi
Batch No / : V240518 Batch Quantity / : 272727 ampules /
Cepust Ne Obnem cepun 272727 amnyn
Analjytical Report No / : 890001752190 Date of Analysis / : 31.07.2024

AHasIuTHYecKHI oTyeT No JlaTa anaju3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npon3BoacTBa T'ogen g0

Analysis performed according ND / Anasmns nposenen no HJI: JITT1-001365-170222

Page4 of 6/ Crp. 4u3 6

1;.:) Test / [Toka3zaTenn Results / Pe3yabTaThl Specification / Hopma
11 Assay / KonnyecTBeHHOe 29.85mg/29.85 mr From 270mg to 33.0mg of
onpejaeieHue CisHi3sNO3- C4H | 1NOs (ketorolac

tromethamine) per 1 mL./ Ot 27,0 mr
mo  33,0mr C;sHpsNOs; C4H INO;
(xeTopoJaka TpOMeTaMHH) B 1 M.

12 Alcohol content / Iranon 12.08 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

to ND/

[Tpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBaHuam HJI

Conclusion : APPROVED /
3axknwuenue: OJJOBPEHO

Jara: 31.07.2024

Hara: 31.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TTogrotorneno: Santosh ITposepeno: Pawan Kumar OnobpeHo: Menemkep / PykoBoaurtesnb
Kumar Maurya 'L Amit Kumar {3&;, S

Reprint Date / Reprint Date / Reprint Date / '

Jara: 31.07.2024

= Hillz, Hyaerahad - 500034, Telangana, India

292G, Email: maii@drreddys.com
PLCONAS0T
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Dr. Reddy's l.aboratories ltd.
Formuiation Unit-6

Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 981566 56001-02

CERTIFICATE OF ANALYSIS T g
CEPTUOUKAT AHAJIU3A

Wduct :/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon® (keToponak) pactBop Ajis BHYTPHBEHHOTO H BHYTPUMBIILEYHOr0 BBEAEHHS, 30 Mr/mi
BatchNo / : V240518 Batch Quantity / : 272727 ampules /
Cepus Ne O06nem cepun 272727 amnyn
Analytical Report No / : 890001752190 Date of Analysis / : 31.07.2024
AHaJInTHYECKHH 0TUeT Ne JaTa anajansa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa NnpoH3BOACTBA TI'ogen no
Analysis performed according ND / Anann3 nposegen no HJI: JII1-001365-170222
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No

Test / [Toxa3aTeanb
No

Results / PesyabTaTh!

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 w™Man B aMnOyasl U3
CBETO3ALIUTHOIO CTeKJIa
kopuuHeBoro kiacca 1 (USP). B
BEPXHEH YacTH aMIyJbl HaHECEHH
KOJIbLIO W TOuUka Juis pasnoMa. Ha
aMIyny HaKkJIEUBAKOT STHKETKY.

[To 10 ammyn ¢ HHCTpYKUMEH moO
NPUMEHEHHIO MOMELIAIOT
B IIBX/antoMunneBsbiii 6aucTep.

ITo 1 6nucTepy B MaYKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
ot 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. /

ITo 1 wMa B aMmoylnsl M3
CBETO3ALMTHOTO CTEKJIa KOPHYHEBOTO
WIH  TEMHO-KOPUYHEBOrO  LBETA
kiacca I (USP). B BepxHeff yactu
aMITyJIbl HaHEeCeHbl KOJBLO K TOYKa
1is pazioma. Ha aMmnyny HakiienBaroT

ITHKETKY.
Ilo 10 ammyn ¢ UHCTPYKUHMeEH Mo
NpHMEHEHUIO MOMEILAIOT

B [IBX/antoMUHUEBEIH ONHCTED.

[To 1 6nucTepy B MauKy KapTOHHYIO;
Ui cTanoHapos: mo 2, 3, 5
611CTEpOB B IaUKy KapTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B coorBerctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuinesHom
OT cBeTa MecTe pH TeMIlepatype He Bele 25 °C. He 3aMopaxHBaTh.

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoayxT cooTBeTcTRYeT TpeboBaHusM HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
IMonrotosneno: Santosh

Kumar Maurya
—

Checked by /
IIposepeno: Pawan Kumar

Opnobpeno:

5

Amit Kumar

Approved by: Manager/Executive /

Menemxkep / PykoBoautens

Aot

Reprint Date /
Jata: 31.07.2024

Reprint Date /
Jara: 31.07.2024

Reprint Date /
Hara: 31.07.2024

filo 2 Baniare Hilis, Hyderabad - 508034, Telangana, India

t)del

3¢S, Eraail: maii@drreddys.com



Dr.Reddy’s Q’:'.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpoAyKT: KeTtopon® (keToposiak) pacTBOp sl BHYTPUBEHHOTO M BHYTPUMBIILEYHOrO BBEAEHHS, 30 mMr/mi
Batch No / : V240518 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001752190 Date of Analysis / : 31.07.2024
Axas/luTHYECKHH oTyeT No JaTa anajuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BoacTBa T'open g0

Analysis performed according ND / Anayins

nposenen mo HJI: JII1-001365-170222
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i.:) Test / [TokasaTeab Results / PesynbTaThl Specification / Hopma
16 Shelf-life / Cpok rognoctn 3 years. / 3 roga.

API name / HaumenoBanune A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMUH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoautens APC:

ABQHO006833

FP Manufacturer API Batch number /

Homep cepuu cydctaHuuu npoussoaurens IJIdD:

FEQA00570

API Manufactured by & country /
IMpouspoaurens ADC, ecrpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Penmv'c JIabopartopuc JIta., UHaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBannam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosneno: Santos IIporepeno: Pawan Kumar OpobpeHo: Menemxkep / PykoBonutens
Kumar Maurya @ / Amit Kumar —

s . P
Reprint Date / Reprint Date / Reprint Date / )
Jlara: 31.07.2024 Jlata: 31.07.2024 Jlara: 31.07.2024

Jyicrabad - 500034, Telangana, india
-, Erazil innii@drreddys.com
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