Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

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

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

Product : /

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

AHaJIUTHYECKHH oT4yeT Ne

Jlara anaauza

Hpoaykr: KeTtopon® (keToposak) pacTBOp [Jisi BHYTPUBEHHOI'O U BHYTPHMBILIEYHOrO BBEAEHHA, 30 Mr/mu
Batch No / : V240169 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6Bem cepun 272727 amnyn
Analytical Report No / : 890001727650 Date of Analysis / : 06.04.2024

Date of Manufacture /
 [laTa npoH3BOaCTBa

: 03/2024

T'open no

Date of Expiry / : 02/2027

Analysis performed according ND / Ananan3s nposegen no HJI: JI[1-001365-170222

Page 1 of 5/ Crp. 1 n3 5

IMpo3pauHslit GeclBETHBIHA pacTBOp

i‘oo Test / [lokasaTesnb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to pale yellow solution.

/ Tlpo3payHelii O€CLBETHBIN MK
CBETJIO-KENTHIH pacTBOp.

2 Identification /
IMognuHHOCTH

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
YIAEPKUBAHUS OCHOBHBIX MHKOB Ha
XpoMaTorpaMmme UCIIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpeMeHaM
yIEPKUBAHUA OCHOBHEIX NHMKOB Ha
Xpomarorpamme CTaHAapPTHOTO
pacTBopa KeTopoJiaka TPOMETaMHHA
U HanpoOKCeHa (pasmen
«KonmyecTBeHHOE ONpeENeHUE)

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) / BpemeHna
VAEP)KUBAaHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpamme HCIBITYEMOTO
pacTsopa [ODKHBI COOTBETCTBOBATH
BPEMEHAM YIEPXKHUBAHHI OCHOBHBIX
MHKOB Ha XpoMaTorpamme
CTaHOapTHOIO pacTBopa KEeTopoJsiaka
TPOMETaMHMHA M HalpokceHa (pasjesn
«KonuuecTBEHHOE OTpeeTeHIE)

3 Clarity / IlpospayHocTh

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHnus
npemnapara He JOJDKHA [PEBBIIIATh
OTAJIECLSHIIMIO 3TAJIOHA CpaBHEHUA L.

4 Color / IlBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6osee 0,20 npu [yIMHE BOJIHBI
430 um.

5 pH 7.31 From 6.9 to 7.9. /0t 6,9 mo 7,9,

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusam HJ

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Prepared by /
TToarorosneno: PraveﬁéhJ(ana

Checked by /
[TpoBepeno: Rama Kant

Auh

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens
Pavan Kumar Sharma #

Reprint Date /
Hata: 06.04.2024

Reprint Date /
Jara: 06.04.2024

Reprint Date /
Hata: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 299Y, kmail: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTHOHNKAT AHAJIM3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpopyxr: Ketopon™ (xeroposiak) pacTsop /i BHYTPHBEHHOTO 1 BHYTPHMBIIEYHOr 0 BBeAEHU, 30 Mr/ma
Batch No / : V240169 Batch Quantity / 1 272727 ampules /
Cepns Ne Obnem cepun 272727 amnyn
Analytical Report No / : 890001727650 Date of Analysis / : 06.04.2024
AHaJIHTHYECKMH oTyeT Ne Jara anannsza

Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jara npoussoacTea T'open go

Analysis performed according ND / Anaaus nposegen mo HJ: JI[1-001365-170222

Page 2 of S/ Crp.2n3 5

poBaHHas1 NpUMECh

L

6 Particulate matter / Mexanuyeckne BKJTIIOYeHUS]
6A Visible particles / Complies / CootBeTcTBYET Should correspond to requirements. /
Bupumeie yacTuip B cootBercTBUM ¢ TpebOBaHUAMH.
6B Invisible particles /
Hesuaumslie yacTuip::
i. Particles> 10 um/ 06 not more than 6000 per ampoule /
YacTtHil pasMepom > He 6onee 6000 Ha amnyy;
10 Mxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
4acTHL pa3MepoM > ne 6osiee 600 Ha ammyay.
25 Mxm
7 Related substances / PoacTeennble npumecu O
Impurity A / TIpumecs A 0.16% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / IIpumecs B Not detected / He o6Hapyxena not more than 0.50 % / ue 6onee
0,50 %;
Impurity C / ITpamecs C Below LOQ (LOQ = 0.033%) / not more than 0.50 % / He Goee
Hmxe npenena xoiu4ecTBEHHOTO 0,50 %;
onpenenenus (ITKO = 0.033 %)
] 0
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20% / He 6onee
0,20 %.
Hwxe npeznena o6uapyxenus (110
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6onee
EnviHuyHas HeupeHTHOHUM- 0,20 %.

Remarks: The Product confirms to ND/

lpumeuanue: [MponykT cooTBeTeTBYET TpeGoBanHusm HJ

Conclusion: APPROVED /
3akaouenne: QJIOBPEHO

Prepared by /
Tloarorosneno: Pravesh 7Rana

Checked by /
IposepeHo: Rama Kant

Gttt

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoponurens
Pavan Kumar Sharma c/;i’-y._—:;.” 3

—

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
FProduct o/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (keToposiak) pacTBOp /il BHYTPUBEHHOrO U BHYTPUMBILIEUHOTO BBEACHHUS, 30 Mr/mi
Batch No / : V240169 Batch Quantity / : 272727 ampules /
Cepus Ne Oo0bem cepuu 272727 amnyn
Analytical Report No / : 890001727650 Date of Analysis / : 06.04.2024
AHaauTHYeckHnii oryet No JaTa anannza
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
Jlata nponzBojcTRa Topen no
Analysis performed according ND / Auasus nposeaen no HJI: JIT1-001365-170222

Page3 of 5/Crp.3u3 5

U3BjekaeMblii 06beM

Total impurities / Cymma 0.21% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

He menee HoMuHaibHOTO (1,0 M)

CTepuILHOCTD (AJIs1 KaXK0i
15-oit cepun)

9 Bacterial endotoxins / <=0.725 EU/mg / Not more than 5.8 EU/mg of ketorolac
BakTepuanbHbie <=0.725 ED/mr tromethamine. / He 6onee 5,8 EQ/mr
9H/IOTOKCHHBI KeTOpoJlaka TpOMeTaMHHa.

10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITb

CTEPHJILHBIM.

11 Assay / KoinyecTBeHHOe
onpeneeHne

30.40 mg/ 30.40 mMr

From 270mg to 33.0mg of
Ci5sH13NO3-C4H ;1 NOs (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
o 33,0 MI C[5H13NO3‘C4H11NO3
(keTOpoJaka TPOMETaMHH) B 1 MIL.

12 Alcohol content / 3Tanoua

11.83 %

From 10.60 % to 12.60 %. /
Ot 10,60 % 10 12,60 %.

Remarks: The Product confirms to ND/

ITpumeuanue: [Iponykr coorBeTcTBYeT TpebosanuiM HJI

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarotorneHo: Pravesh?ana

/]
/
F i
/

Checked by /
IIpoeepeno: Rama Kant

oo

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoanTtenn
Pavan Kumar Sharma _ &L—)

Reprint Date /
Hara: 06.04.2024

Reprint Date /
Jara: 06.04.2024

Reprint Date /
Jlara: 06.04.2024

Negistered Office: 8 2 327,

Road Mo. 3, Banjara Hille, Hydarabad ~ 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToponak) pacTeop /ijisi BHYTPHBEHHOIO ¥ BHYTPMMBILIEYHOTO BBEASHHUS, 30 Mr/mi
Batch No / : V240169 Batch Quantity / : 272727 ampules /
Cepust No O0nbem cepun 272727 amnyn
Analytical Report No / : 890001727650 Date of Analysis / : 06.04.2024
AHAJIHTHYECKHH oTUeT No Jarta ananuza
Date of Manufacture / : 03/2024 Date of Expiry / : 0272027
JaTa mpou3BoacTBA Tomen no
Analysis performed according ND / Ananu3 nposegen mo HJI: JIT1-001365-170222
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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 amoyldsl U3
CBETO3ALUTHOTO cTeKIIa
kopuyHeBoro kjacca I (USP). B
BEpXHEH YacTH aMITyjbl HaHeCEeHBI
KONBLO M TOYKa Ans pasioma. Ha
aMITyJIy HaKIE€HUBAIOT ITUKETKY.

ITo 10 ammyn ¢ WHCTpyKUHMe#d mo
IPUMEHEHHUIO IIOMEIIAIOT
B [IBX/amomMunueBslii 6nucrep.

I[To 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
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. /
ITo 1 wMn B

amImynsl U3

CBETO3ALIUTHOI'O CTCKIIa KOPUYHEBOTO

HIIN TEMHO-KOPHUYHEBOTO

nBETA

ktacca I (USP). B BepxHeii yacTu
aMIyJibl HaHECEHBl KOJIBLO U TOYKa
Iuis pa3noMa. Ha amnyry HaKJIEHBarOT

OTHKETKY.

IIo 10 amMmyn ¢ HHCTpyKLMe# Mo

MIPUMEHEHUIO
B [IBX/antoMuHUEBEBIH OaHCTED.

Mo 1 6nucTepy B MaUYKy KapTOHHYIO;
JUISL CTallMOHapoB: Mo 2, 3,
6JIMCTEPOB B MaYKy KaPTOHHYIO.

MOMEINArT

5

I[To 1 6nucTepy B MayKy KapTOHHYIO.

14 Labelling / MapknpoBka

According to ND / B cootBerctsuu ¢ HJI.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3amumensHom
OT CBETA MeCTe NPH TeMIepartype He Bbiie 25 °C. He 3aMopaxuBarh.

16 Shelf-life / Cpox rogHocTH

3 years. / 3 rona.

Remarks: The Product confirms to ND/
Ilpumeuanue: IlpomykT cooTBeTcTBYET TpeboBaHusM HT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosieno: Pravesh Rapa IIpoBepeno: Rama Kant OnoGpeno: Menemxep / Pykopoaurens
Pavan Kumar Sharma =
~ ~ L
Reprint Date / Reprint Date / Reprint Date /

Jara: 06.04.2024

Jara: 06.04.2024

Hara: 06.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp A/isi BHYTPUBEHHOIO M BHYTPHMBIIEYHOrO BBeACHHS, 30 Mr/Mn
Batch No / : V240169 Batch Quantity / : 272727 ampules /
Cepus Ne O6bem cepun 272727 ammyn
Analytical Report No / : 890001727650 Date of Analysis / : 06.04.2024
AnaanTHyeckuii oTyer Ne JlaTa aHajmu3a
Date of Manufacture / : 03/2024 Date of Expiry / : 02/2027
JaTa npoH3BOACTBA Tomen mo .
Analysis performed according ND / Auanu3 nposegen mo HJI: JII1-001365-170222

Page S of 5/Crp. Sm3 5

API name / Haumenopanue ADC:

Ketorolac tromethamine / Ketopoyiaka TpoMeTaMuH

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussogurenas AQC:

ABQH006832

FP Manufacturer API Batch number /

Homep cepuu cybcranuun npoussoaures IJI®:

FEQA00569

API Manufactured by & country /
Npoussoauteas ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu'c JIaboparopuc Jita., Unaus

Remarks: The Product confirms to ND/
ITpumeuanue: [Iponykt coorBeTcTBYET Tpebosanusam HJI

Conclusion: APPROVED /
3akmouenne: OJIOFPEHO

Prepared by /
ITonroromieno: Pravesh R/gma

A

Checked by /

[Ipoeepeno: Rama Kant

Qudnd

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PyxoBoauress

Pavan Kumar Sharma L;j:"f//

Reprint Date /

Jara: 06.04.2024

Reprint Date /
Jarta: 06.04.2024

Reprint Date /
Hara: 06.04.2024
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCC04507
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