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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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp [Ulsi BHYTPHMBEHHOT'O W BHYTPHMbILIEYHOro BBeAeHH s, 30 Mr/mn
Batch No / 1 V240367 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 amnyn
Analytical Report No / : 890001740507 Date of Analysis / : 14.06.2024
AnanuTHYecKHH oTyeT Ne JlaTa ananusa
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npon3BoACTBa I'onen 10

Analysis performed according ND / Aranus nposeaen no HJI: JII1-001365-170222

Page 1 of S/Crp. 135

1}‘? Test / Ilokazarennb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucauue Clear  colorless  solution. / | Clear colorless to pale yellow solution.
I1po3payHslii GecLBeTHBIH pacTBOp. /  Tlpo3pa4nslii OecUBETHBIH WU
CBETIO-XKENThIi pacTBOP.
2 Identification / The retention times of the main | The retention times of the main peaks
IMoannnHOCTH peaks in the chromatogram of test | in the chromatogram of test solution
solution correspond to those in the | should correspond to those in the
chromatogram of standard solution | chromatogram of standard solution of
of ketorolac tromethamine and | ketorolac tromethamine and naproxen
naproxen (Assay section) / BpemeHa | (Assay section) / Bpemena
yIepXKHBaHU OCHOBHbLIX TIHKOB Ha | YIEpP)KHBAHWUSA OCHOBHBIX HHKOB Ha
Xpomarorpamme HCIILITYEMOTO | XpoMarorpamMe UCIIBITYEMOTO
pacTBopa COOTBETCTBYIOT BpEMEHaM | pacTBOpa [OJDKHBI COOTBETCTBOBAThH
yAEPKUBAHUA OCHOBHBIX MHUKOB Ha | BpeMeHaM YIEpXKHMBaHUS OCHOBHBIX
XpoMaTorpamme CTAHAApPTHOTO | MHKOB Ha XpOMaTorpamme
pacTBopa KeToposiaka TPOMETaMHHa | CTaHAapTHOrO pPacTBOpa KeTopoiaka
7} HanpoKceHa (pa3men | TpoMeTaMHHA M HampokceHa (pazgen
«KonnyecTBeHHOE ONpeaeTieHUe») «KoniyecTBeHHOE OMpeNeTeHNe»)

3 Clarity / Ilpo3pauHocTh Complies / CooTBeTCTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnajiecueHuns
npernapara He J0JDKHa MPeBbILIATh
OmajieCUCHMIO STallOHa cpaBHeHus 1.

4 Color / IlBeTHOCTL 0.04 Not more than 0.20 at 430 nm. /

He 6onee 0,20 npu A1MHE BOJIHBI
430 um.
5 pH 7.35 From 6.9t07.9./01 6,9 o 7.9.
6 Particulate matter / MexaHuuyecKkue BKJ1HOYEHUS

Remarks : The Product confirms to ND/
[Ipumeuanue: [IponykT coorBeTcTBYET TpeboBaHusaM H/J|

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / \ Checked by / Approved by: Manager/Executive /
IToarorosnexo: Amhresh [Tpoepeno: Saniqsh Kumar | OnobpeHo: Menemxkep / Pykosoauresib
4, Kumar & Maurya @'4 Manoj Kumar
[ ;
Reprint Date / Reprint Date / Reprint Date /
\J Hata: 14.06.2024 Jara: 14.06.2024 Jlata: 14.06.2024

Registerad Office: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: +31 -0 4800 25906, Fax: +91 40 43C0 2999, Email: mail@drreddys com

CIN: L351954P1984PLC0O04507
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Dr.Reddy’s ‘%.‘.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (ketoposak) pacTBOp Ul BHYTPUBEHHOTO H BHYTPUMBILLEYHOrO BBeAeHHs, 30 Mr/mn
Batch No / 1 V240367 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepuu 272727 amnyn
Analytical Report No / : 890001740507 Date of Analysis / : 14.06.2024
AnaJiuTH4YecKHil oT4eT Ne Jara anaausa
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jata npou3BoACTBA I'onen no

Analysis performed according ND / Ananaus nposenen mo H/L: JII1-001365-170222

Page 2 of 5/Crp. 2 u3 5

1;.00 Test / [ToxasaTensn Results / PesyabTaTsl Specification / Hopma
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumble yacTHLbI B cooTBeTcTBUM C TPeOOBAHMSAMU.
6B Invisible particles /
HeBuaumele 9acTHLbI:
i. Particles> 10 pm/ 09 not more than 6000 per ampoule /
Yactui pasMepoM > He 6onee 6000 Ha amnyy;
10 MkM
ii. particles>25 um/ 00 not more than 600 per ampoule /
YacTHUL pa3sMepoM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHBIe NpUMecH
Impurity A / IIpuMecs A 0.15% not more than 0.20 % / He Oonee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Gonee
Hwxe npenena o6xapyxenus ([10 0,50 %;
= 0.014%)Not detected / He
obHapyxeHa
Impurity C / [Ipumecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / ne 6onee
Huxe npenena KOMMYECTBEHHOTO 0,50 %;
onpeaenenus ([IKO = 0.033%)
Impurity D / [Tpumecs D Not detected / He o6napy»xeHa not more than 0.20% / ne Gonee
0,20 %.
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6onee
EnvnmuHas HeuneHTUGUUH- 0,20 %.
pOBaHHas NIPHUMECh

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

ITpumeuanue: Ilpoaykr cooTBercTBYET TpeboBanusam HJL

3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Ambresh IIpoBepeno: Sant(-(gh Kumar | Onob6peno: Menemkep / Pykopoaureib
Kumar 'S Maurya > Manoj Kumar

G =& J el
Reprint Date / Reprint Date / Reprint Date /
JHara: 14.06.2024 JlaTa: 14.06.2024 JlaTa: 14.06.2024

Registerad Offles: £-2-337, Road iWo. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 4G 1208 2306, Fax: +91 40 4900 2999, Email: mzil@drreddys.com
CIN: LS51954P1934PLCO04507
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Dr.Reddy’s “:'.

Dr. Reddy's Laboratories [td.
Formulation 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
CEPTUOUKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon® (ketoponak) pacTBop Asisi BHYTPHBEHHOTO M BHYTPUMBIIIEYHOTO BBeAeHHU, 30 Mr/Mi1
Batch No / 1 V240367 Batch Quantity / : 272727 ampules /
Cepusa Ne O0bem cepun 272727 amnyn
Analytical Report No / : 890001740507 _|Date of Analysis / : 14.06.2024
AHaJuTHYeCKHI oTyeT No JlaTa ananusa
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jara npon3BoacTea I'ogen g0
Analysis performed according ND / Ananns nposenen mo HJI: JII1-001365-170222

Page 3 of S/Crp.3u3 5

i.oo Test / IlokasaTenb Results / PesynbTaTs! Specification / Hopma
Total impurities / Cymma 0.20 % Not more than 1.50 % / He Gonee
npuMeceit 1,50 %.

8 Extractable volume / 1.0ml/ 1.0 Mn Not less than label claim (1.0 mL) /
U3sBaexaemblii 06beM He meHee HomuHanbHoro (1,0 mi)

9 Bacterial endotoxins / <=0.725 EU/mg/ Not more than 5.8 EU/mg of ketorolac
BakTepuanbubie <=0.725 EDQ/Mr tromethamine. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KETOpoJlaKka TPOMETaMHUHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH OBITh
CTepHaBHOCTD (IJ1 KaXA0# CTEPWIbHBIM.
15-0ii cepuu)

1;.00 Test / [loka3zaTennb Results / PesyabTaThl Specification / Hopma

11 Assay / KosinuecTtBeHHOe 29.66 mg / 29.66 mMr From 270mg to 33.0mg of

onpejeseHue Ci5H13NO3-C4H11NO3 (ketorolac

tromethamine) per 1 mL. / Ot 27,0 mMr
pi(e] 33,0 MIr C15H13N03'C4H11N03
(xeToponaka TPOMETaMHUH) B 1 ML

12 Alcohol content / ITaHon 11.88 % From 10.60 % to 12.60 %. /
Ot 10,60 % mo 12,60 %.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr cooTsercTByeT Tpeboranusam H/J

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
IMonrorosneno: Ambresh
Kumar

=L Maurya

s

Checked by /
ITpoeepeno: Santosh Kumar

&

Approved by: Manager/Executive /

Onobpeno: Menemiep / PykoBagurens
Manoj Kumar a i LLF

Reprint Date /
Hara: 14.06.2024

Reprint Date /
Hata: 14.06.2024

Reprint Date /
Jara: 14.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjarz Hills, Hyderabad - 500034, Telanganag, india
Tel: +91 40 4300 2300, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: LS5195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Ketopon® (keToposiak) pacTBOp [UIst BHYTPUBEHHOI'O M BHYTPUMBILIEUHOrO BBEACHHS, 30 Mr/mn
Batch No / : V240367 Batch Quantity / : 272727 ampules /
Cepus Ne O6nem cepun 272727 amnya
Analytical Report No / : 890001740507 Date of Analysis / : 14.06.2024
AHAJIHTHYECKHH oTyeT No Jlara ananu3za

Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
Jara npoM3BoACTBA I'open no

Analysis performed according ND / Anasnns nposeaen no HJI: JII1-001365-170222

Page 4 of 5/ Crp. 4u3 5

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. /

[lo 1 w™Mn B amoyasl U3
CBETO3aLIUTHOTO cTeKIa
kopuuHeBoro kinacca I (USP). B
BepXHEH YacTH aMITyJibl HaHECEHbI
KONBIIO W TOYKa Ui pa3noma. Ha
aMITyJTy HaKJIEWBAKOT ITUKETKY.

ITo 10 ammyn ¢ WHCTPYKUHEH ©O
NPHUMEHEHUIO NOMELLAIOT
B [IBX/antoMunuesslit Guctep.

[To 1 6mucTepy B MayKy KapTOHHYIO.

i.:) Test / ITokasaTenn Results / PesyabTaTsi Specification / Hopma
13 Packaging / YnakoBka 1 mL in class I light-shielding amber | 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 wMn B amOyidsl U3
CBETO3AILUTHOIO CTEKJIa KOPHUHEBOTO
WIM  TEMHO-KOPHYHEBOTO  LBETa
knacca I (USP). B BepxHeil uactu
aMOyJbl HaHECEHBI KONbLO M TOYKA
1uist pazioMa. Ha ammyny HaKJieuBaoT

ITUKETKY.
I[To 10 amnyn c HWHCTpyKLUeH 110
NPUMEHEHUIO MOMELAIOT

B [IBX/anomuHueBsIH 6nucTep.

[To 1 6nucTepy B MauKy KapTOHHYIO;
Uil cTauMoHapos: mo 2, 3, 5
6J11MCTEPOB B NAYKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aimuiiesHom
OT CBETa MecTe MpH TeMreparype He Boiie 25 °C. He 3aMmopaxuBars.

16 Shelf-life / Cpox roanocTu

3 years. / 3 rona.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTCTBYET Tpebosanuam HJL

Conclusion : APPROVED /
Zaxawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: Ambresh IMporepeHo: Santosh Kumar | Ono6peno: Menemxep / Pykosonutens
Kumar i Maurya Manoj Kumar a3
Reprint Date / Reprint Date / Reprint Date /

Hara: 14.06.2024 JHara: 14.06.2024 Jara: 14.06.2024

Registerad Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drieddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's lLaboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIN3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
ITponyxr: Ketopon® (keToposak) pacTBOp [Uisi BHYTPMBEHHOTO M BHYTPUMBIILEYHOrO BBEAEHHUS, 30 Mr/mn
Batch No / : V240367 Batch Quantity / : 272727 ampules /
CepHs Ne O6nem cepun 272727 amnyn
Analytical Report No / : 890001740507 Date of Analysis / : 14.06.2024
AHaJMTHYECKHH oTyeT No JlaTa ananu3a
Date of Manufacture / : 05/2024 Date of Expiry / : 04/2027
JlaTa npon3BoacTea T'ogen go

Analysis performed according ND / Ananu3s nposenen no HJI: JI[1-001365-170222

Page 5of 5/Crp. 5m3 5

API name / Haumenosanue ADOC:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepnuu npoussoaurenst ADC:

ABQHO006833

FP Manufacturer API Batch number /
Homep cepuu cy6eranunu nponssoaurens IJID:

FEQA00570

Ipouspoantenn, A®C, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu'c Jlaboparopuc Jita., Muous

Remarks : The Product confirms to ND/
[Tpumeuanue: I1poaykr coorBercTBYeT TpeboBaHMsIM HJL

Conclusion :
3akawuenne: OJJOBPEHO

APPROVED/

Prepared by /
IMoarorosneno: Ambresh

Kumar »

Checked by /
Iporepeno: Santosh Kumar

Approved by: Manager/Executive /

Ono6peHo: Menemxep / PykoBoauTeljb
Manoj Kumar J ' % &
e —

Reprint Date /
Hara: 14.06.2024

Maurya Ci
Reprint Date /

Jara: 14.06.2024

Reprint Date /
Hara: 14.06.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4300 2500, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: LS5195A4P1984PLC004507
www.drreddys.com




