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

Viil. Khol, Nalagarh Road, Badid;,
Disti. Solun, FLP, 173 205, INDJA
Tel: +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.Grieddys.coim
CEPTUHPUKAT AHAJIU3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Ketopon® (keToposiak) pacTBop /Ul BHYTPHBEHHOTO W BHYTPHMbILIEYHOrO BBeCHNA, 30 Mr/mn
Batch No / : V240597 Batch Quantity / + 272727 ampules /
Cepus Ne O6bem cepunt 272727 amnyn
Analytical Report No / : 890001756586 Date of Analysis / : 26.08.2024
AnanurHvecknii oryer Ne Jlara aHaan3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTa npou3BOACTBA T'onen no

Analysis performed according ND / Anasims mposenen no HJI: JITT-001365-170222

Page 1 of 6/Ctp. 1 36

[Tpo3pauHslii 6ecuBeTHBIH pacTBOP.

J;{o‘) Test / IToka3zaTenn Results / PeayabTaTsl Specification / Hopma
1 Description / Oncanue Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/  Tlpo3payHblii O€CLBETHBIA MU
CBETIIO-XKENThIH PACTBOP.

2 Identification /
IMoaauHHOCTDH

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) / BpemeHa
yIep)KVBaHUS OCHOBHBIX NHKOB Ha
XpoMmaTorpamMmme HCIILITYEMOTO
pacTBOpa COOTBETCTBYIOT BPEMEHAM
yIOEpPKUBAaHUSA OCHOBHBIX MHKOB Ha
XpoMaTorpaMme CTaHIapTHOTO
pacTBopa KeToposiaka TpoMeTaMMHa
u HanpoKceHa (pasgen
«Kon1uecTBEeHHOE OMNpeeIeHHE»)

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
YIOEPXKHUBaHUS OCHOBHBIX THKOB Ha
XpOMaTorpaMmme UCTIBITYEMOTO
pacTBOpa HODKHBI COOTBETCTBOBAThH
BpeMEHaM YICpP)KMBAHWA OCHOBHBIX
MHKOB Ha XpoMmaTorpamme
CTaHJapTHOTO pacTBOpa KeTopoJlaka
TpPOMETaMHHa M HANpOKCeHa (pasjen
«KosmuecTBeHHOE OMpeNeNeHue»)

3 Clarity / Ilpo3pa4yHocTb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecuieHUUs
npenaparta He JOJKHA [IPEBhILIATh
OIaJIECIEHIHIO TATOHA CpaBHEHHUA 1.

4 Color / IlBeTHOCTH 0.036 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu 1yinHe BOJIHBL
430 nm.

5 pH 7.32 From6.9t07.9./016,9 no 7.,9.

Remarks : The Product confirms to ND/
[pumeuanue: [Mpoaykr coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Sakmouenue: OJJOBPEHO

Jlara: 26.08.2024

Jara: 26.08.2024

Prepared by / Checked by / Approved by: Managef/Executive /

[Toarorosneno: Rama Kant IMposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoautens
Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

JlaTta: 26.08.2024

7, Road No. 2, Banjara Hills, Hyderabad - 500034, Telanganz, India

C 2900, fa +91 40 4900 2998, Ernail: meii@drreddys.cam
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Dr. Reddy's Laboratories ltd,
Formulation Unit-6

Viil. Khot, Nalagarh Road, Badidi,
Distt. Solan, H.P.,, 173 205, InID|A
Tel : +91 98156 56001-02

CERTIFICATE OF ANALYSIS www, drreddys.com

CEPTUOHUKAT AHAJTH3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAykT: Ketopon” (keToposiak) pacTBOp JUli BHYTPHBEHHOTO ¥ BHYTPHMBILIEUHOTO BBEACHNS, 30 mr/mn
Batch No / : V240597 Batch Quantity / : 272727 ampules /
Cepun No O0BeM cepnH 272727 amMnyn
Analytical Report No / : 890001756586 Date of Analysis / : 26.08.2024
AHa/JIHTHYeCKHH oTHeT Ne Jlara anajn3za
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTra npon3Bojcrsa T'open g0

Analysis performed according ND / Anasu3 nposesen mo HJI: JI[1-001365-170222
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J;? Test / [lokasarennb Results / PesyapTaThbl Specification / Hopma
6 Particulate matter / MexaHH4YecKH€e BKIIIOYEHHUS
6A Visible particles / Complies / COOTBETCTBYET Should correspond to requirements. /
Buanmble 4aCTHLBI B cooTBeTcTBUM ¢ TPeOOBaHUAMM.
6B Invisible particles /
HeBuaumele 9acTHLIBL:
i. Particles> 10 pm/ 14 not more than 6000 per ampoule /
YacTuu pa3mMepom > He 6onee 6000 Ha amnyy,
10 Mxm
ii. particles>25 pm/ 00 not more than 600 per ampoule /
YacTHL pa3sMepoM > He Gostee 600 Ha amITyay.
25 MKM
7 Related substances / PoacTeenHble npumecu
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Oosee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50% / He O6oiee
Huxe npeaena obHapyxenus (110 0,50 %;
=0.014 %)
Impurity C / Ilpamecs C Below LOQ (LOQ = 0.033 %) / not more than 0.50 % / He Oonee
Hwxe npenena KOJIMYECTBEHHOIO 0,50 %;
onpenenenus (ITKO = 0.033 %)

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykt cootBercTByeT Tpebosanusam HJT

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by / Checked by /
Ioarorosneno: Rama Kant [TposepeHo: Pardeep Kumar

Qutod” 4

Approved by: Manager/Ekecutive /
Onobpeno: Menemxep /PykoBonutessb
Abhishek Chauhan | /

/
Reprint Date /
JlaTa: 26.08.2024

Reprint Date /
Hara: 26.08.2024

Reprint Date /
Jara: 26.08.2024

Registerad Cffice: 8-2-337, Ruad No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India
fel: 491 20 4960 2900, Fax: +91 40 4900 2995, Erail: maii@drreddys.com
CIN: L35195AP1984PLCDI4507
wwvedrreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Dr. Reddy's Laboratories [td,
Formulztion Unit-6

Viil. Khol, Malagarh Road, Baddi,
Distt, Sotan, FL.P, 173 205, INiD|a,
Tl o491 98166 56001-02

wwedireddys.com

Product : /

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

[IpoAykT: Keropon™ (keToponak) pacTBop /Ui BHYTPHBEHHOTO ¥ BHYTPHMBINIEYHOrO BBEICHNA, 30 mMr/mn
Batch No / : V240597 Batch Quantity / : 272727 ampules /
Cepusn Ne Oonem cepun 272727 amnyn
Analytical Report No / : 890001756586 Date of Analysis / : 26.08.2024
ABa/uTHYECKHi oTyeT Ne Jara anaansa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npoH3BOACTBA Togen a0

Analysis performed according ND / Anasnu3 nposenen mo HJ: JI[1-001365-170222

Page30f 6/ Crp.3 u3 6

J‘I:.:) Test / Iloka3aTesnnb Results / Pe3ysibTaThl Specification / Hopma
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He Ooinee
Huxe npeznena obHapyxenus (IO 0,20 %.
=0.014 %)
Any unspecified impurity / Below LOQ (LOQ = 0.050 %) / Not more than 0.20 % / He Gonee
EnvHuuHasi HeWACHTUDULIK- Hke npenena KOMMYECTBEHHOIO 0,20 %.
pOBaHHas MPUMECH onpenenenus (ITKO = 0.050 %)
Total impurities / Cymma 0.15% Not more than 1.50 % / He 6osee
npumecer 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 mn Not less than label claim (1.0 mL) /
H3BJiekaemblii 00bem He menee HomuHansHOro (1,0 mut)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BaktepuanbHbie <=0.725 ED/mr tromethamine. / He Gonee 5,8 ED/mr
IHAOTOKCHHBI KETOpOJIaKa TPOMETaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITb
CTepuJIbLHOCTD (A15 KaxKAOH CTEpWILHBIM.
15-oii cepun)

Remarks : The Product confirms to ND/
[Tpumeyanue: IIpoaykT cooTBeTcTBYET Tpebosanusm HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Hxecutive /
[Togrotornexo: Rama Kant ITposepeno: Pardeep Kumar | Ono6peno: Menemwkep /|PykoBojiutens
W ' Abhishek Chauhan w [l
- / =5 e
Reprint Date / Reprint Date / Reprint Date /
Hara: 26.08.2024 Jara: 26.08.2024 Jara: 26.08.2024

, Rezd Me. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indio
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd.
Forrmulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Selan, FL.P, 173 205, INDJa
Tel:+91 98166 56001-02
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CEPTHO®HKAT AHAJTH3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon" (keToposiak) pacTBOp i1l BHYTPUBEHHOTO W BHYTPUMbILIEYHOTO BBE/ICHH, 30 mr/mn
Batch No / : V240597 Batch Quantity / : 272727 ampules /
Cepus Ne O0Bem cepun 272727 amnyn
Analytical Report No / : 890001756586 Date of Analysis / : 26.08.2024
Anaautuyeckuii oryeT Ne JlaTa ananusa
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jara npon3BojcTBa I'ogen po
Analysis performed according ND / Anann3 nposegen mo HJI: JI[1-001365-170222
Page4of 6/ Crp. 4 u3 6
1}? Test / [lokazaTesnb Results / Pe3ynbTaTht Specification / Hopma
11 Assay / KonuyecTBeHHoe 29.71 mg/29.71 mr From 27.0mg to 33.0mg of
ornpeesieHHe CisH13NO;3-C4H11NOs (ketorolac
tromethamine) per 1 mL. /Ot 27,0 mr
a0 33,0 Mr C15H13NO3'C4H11NO3
(keToponaka TpoMeTaMKH) B 1 MiL.
12 Alcohol content / 3Tanon 12.12 % From 10.60 % to 12.60 %. /
Ot 10,60 % no 12,60 %.

Remarks : The Product confirms

to ND/

IMpumeuanue: [IponykT coorBercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Rama Kant

Ldud

Checked by /
I[poepeno: Pardeep Kumar

ool

Approved by: ManagerfExecutive /
Ono6peno: Menemkep / Pykosgantesns
Abhishek Chauhan ;

\

Reprint Date /
JaTa: 26.08.2024

Reprint Date /
JlaTta: 26.08.2024

Reprint Date /
Jlara: 26.08.2024

Registered Of

Tel: 451 23 4500 2960

3, Sanjara Hills, lyderabaas 500024, Tetangzna, india

40 4200 2928, Ernail: maii@drred-ivs.com

J: L85EO5API9SAPLCCD4507

WAVLArTedavs,com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIU3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoAyKT: Kertopon" (keToposak) pacTBop Juist BHYTPHBEHHOTO ¥ BHYTPMMbIIEUHOrO BBeIeHNs, 30 mMr/mn
Batch No / : V240597 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001756586 Date of Analysis / : 26.08.2024
AHaJuTHYECKHIT oTueT No JlaTa aHaJIH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
JlaTta npon3BoJcTBa T'onen oo
Analysis performed according ND / Anann3 nposeaen no HJI: JIT1-001365-170222

Page50f6/Ctp. 5u3 6

No

Test / [Toxka3aTeab
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. /

Mo 1 wMn B aMmmOyiasl U3
CBETO3alUTHOIO cTeK1a
kopuuneBoro knacca I (USP). B
BepXHEH 4acTW aMIlysibl HaHECEeHbI
KONBIIO M To4ka Ui pasnoma. Ha
aMILyJly HaKJIE€UBAIOT STUKETKY.

[To 10 ammyn ¢ MHCTpyKUMeH Io
NPHMEHEHHIO MOMEILAIOT
B [IBX/anmoMuHUeEBEIH OucTep.

ITo 1 6nucTepy B Mauyky 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. /

[Tlo 1 wMa B aMiyasl U3
CBETO3AIUTHOTO CTEKIa KOPHYHEBOTO
1M TEeMHO-KODHYHEBOrO  lBETa
xnacca I (USP). B Bepxneit yacTtu
aMITyJibl HAaHECEeHbl KOJIbLO M TOYKa
Juis paznoMa. Ha amnyny HaxsieuBaroT

ITUKETKY.
[To 10 amMmyn ¢ MHCTpYKHUeH II0
NPUMEHEHUIO NOMeIafoT

B [IBX/anomMuHKeBbIii 61ucTeD.

Io 1 6nucTepy B Mayky KapTOHHYIO;
UL cTalpoHapoB: mo 2, 3, 5
6JMCTepOB B NTAYKY KAPTOHHYIO.

14 Labelling / Mapkuposka

According to ND / B cootBercTBuu ¢ HJI.

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuuiieHHoM
OT CBETa MecTe mpH TemIepatype He Bolne 25 °C. He 3aMopaxuBarth.

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT coorBeTcTBYeT TpebopanusM HJ|

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

Prepared by /
IToarorosneno: Rama Kant

Checked by /
[posepeHo: Pardeep Kumar

=l -

Approved by: Manager/Executive /
OpobpeHo: Menemxep § Pykopoguresnb
Abhishek Chauhan

et

Reprint Date /
Jara: 26.08.2024

Reprint Date /
Hara: 26.08.2024

Reprint Date /
Jara: 26.08.2024

I

sefusterct LiTlce: 8-4-33/, Road No. 3, Banjara Hills, Hvderabad - 500034, Telanganz, India
fel: 497 15 4960 2960, Fax: +91 40 4900 2956, Ernail: maii@drreddys.cora

CIN: L35 195AP19E8APLIN04507
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Dr. Reddy's Laboratories (td.
Formulation Unit-6

@
Dr Redd ,s q.. Viil. Khol, Nalagarh Road, Baddi,
. Y ® Distt. Solan, H.P, 173 205, INDJA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS v drreddys.com
CEPTUOUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToposak) pacTBOp JUIsi BHYTPUBEHHOTO U BHYTPUMBILIEUHOrO BBeAeHHs, 30 Mr/Mn
Batch No / : V240597 Batch Quantity / : 272727 ampules /
Cepusa Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001756586 Date of Analysis / 1 26.08.2024
AHaJIMTHYECKHH oTueT No JlaTa aHaau3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2027
Jlara npousBoacTBa T'ogen no
Analysis performed according ND / Anasns nposegen no HJI: JIIT-001365-170222

Page 6 of 6/ C1p. 6 u3 6

1;.? Test / lokasarens Results / PesynbTaThl Specification / Hopma
16 Shelf-life / Cpok rognocTu 3 years. / 3 ropa.
API name / Haumenosauue AQC: Ketorolac tromethamine / Keroposiaka TpoMeTamMuH
INN / MHH: Ketorolac / KetopoJak
API manufacturer batch number /
Homep cepuu npoussoautens A®C: ABQHR6I50
FP Manufacturer API Batch number / FERA00154
Homep cepuu cydctaduuu npoussoautens ['JId:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Mponssogurenbr AD®C, ctpana: JI-p Pennu'c JlaGoparopuc JIta., Huaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: IIponykr cootBeTcTBYET TpeboBanusm HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Exgcutive /
[Toarorosneno: Rama Kant [Iposepeno: Pardeep Kumar | OnoGpeno: Menemxkep / Piyxosoaufens
g:l:mu’ ;[ Abhishek Chauhan /]
Reprint Date / ' Reprint Date / Reprint Date /
Jata: 26.08.2024 Jara: 26.08.2024 Jlarta: 26.08.2024
Regisiered Ciiires 87337, Raad fla 3, Ranjara Hills, Hyderabad - 500034, Telancana, India

Tel: #9145 4¢00 29060, F: i) 490() 2826, Ernail: maii@drreddys.cam
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