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CERTIFICATE OF ANALYSIS

Dr. Reddy’s Laboratories Ltd.
Formulation Unit-5

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

(@) +21 U916 Suuui-ue

CEPTUOMKAT AHAJIM3A i drrocd s com

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

AHaJUTHYeCKH# oTder Ne

Ipoaykr: Ketopon™ (keToposnak) pacTsop Ui BHYTPMBEHHOTO R BHYTPUMBIIEYHOrO BBe/ieHns, 30 Mr/mi
Batch No / : V250286 Batch Quantity / : 454545 ampules /
Cepma Ne O6Bem cepHH 454545 amnyn
Analytical Report No / : 890001803543 Date of Analysis/ : 21.04.2025

JlaTa aHaamnsa

Date of Manufacture /
JlaTa npou3BOACTBA

: 03/2025

Date of Expiry / : 02/2027
T'ogen no

Analysis performed according ND / Anajns nposegen no HJI: JII1-001365-230124

Page 1 of 5/Ctp. 1u3 5

i,oo Test / TlokazaTesb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to slightly yellow

[Mpo3pauHblii OecuBeTHBIA PacTBOD. color solution. / [IIpospauHblii

pacTBOp OT 0eCcLBETHOr0 0 CBETJIO-
XKEJITOro UBETA.

2 Identification /
IMopnuHHOCTH

HPLC/B3XX

Complies as prescribed/

CoOTBETCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / Bpemena
yaepKUBaHUsA OCHOBHBIX MHUKOB Ha
XpoMarorpamme UCIBITYEMOTO
pacTBOpa AODKHBI COOTBETCTBOBATD
BpEMEHaM YIEPXXHUBAaHUS OCHOBHBIX
NHUKOB Ha XpoMatorpaMmme
CTaHJapTHOTO pacTBopa (pasgen
«Kon4ecTBeHHOE OTpeeTIeHUe)

UV- spectrophotometry /

V®-cnexkrpodoToMeTpus

Complies as prescribed/

CooTBeTCTBYET

UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
Tromethamine in the range from 200
to 400 nm should have absorption
maxima at 322 £ 2 nm. / VO-
CIIEKTPBI MOrJIOLIEHUS
HCIBITYEMOTO PAacTBOpa U pacTBopa
cTaHmapTHOro obpasla KeTopojaka
TpoMeTaMuHa B obnactu ot 200 no
400 HM JOJKHBI UMETh MaKCHMYMBL
MOTNIOIIEHUs TpH 322+2 HM.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt cqoteercTByeT TpeboBanuam H/JI

Conclusion : APPROVED /
Baxnwuenne: OJOBPEHO

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

IMoarotosneno: Pravesi¥Rana | Iposepeno: Pardeep Kumar | Onobpeno: Menewkep / PyKoBOAMTEND
o Amit Kumar N

Reprint Date / Reprint Date / Reprint Date / !

Jara: 21.04.2025

Hara: 21.04.2025

Jlata: 21.04.2025

Reaistered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hvdlerabad - 560034, Teiangana, Incia

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com
CHN: L85 L95AP1964PLCOO4507

wwwarredays.com
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CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboratories Lid.
formulation Unit-6

vill. Khol, ielagarh Road, Baddi,
Disti. Solan, H.P., 173 205, HNDIA

tel; +91 98165

CEPTU®UKAT AHAJM3A i o

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

IIpoaykT: Keropon™ (ketopornak) pacTBOp JUlsl BHyTPHBEHHOTO M BHyTpnMLuuelmoro BeieHus, 30 mr/mi
Batch No / : V250286 Batch Quantity / : 454545 ampules /
Cepusa Ne Oobnem cepun 454545 amnyn
Analytical Report No / : 890001803543 Date of Analysis/ : 21.04.2025
AnaJuTHyeckuii oTyer Ne Jata anaansa

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

JlaTa npoH3BOACTBA T'ogen oo

Analysis performed according ND / Ananus nposeaen mo HJI: JI[1-001365-230124

Page2of 5/Crp. 2u3 5

i.? Test / Ilokazarennb Results / PesyabTaThi Specification / Hopma
3 Clarity / Ilpo3pauHocThb Complies / CooTBeTCTBYET The opalescence of the sample

should not exceed opalescence of
reference suspension I. /
OnanecueHuUus npenapara He
JOJIKHa NPEBbILLATh ONANECLEHLHIO
JTanoHa cpaBHEHU 1.

4 Color / IIBeTHOCTDH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
ITornoieHHe TOJXKHO ObITh HE
6onee 0,20 npu JnHHE BOJHBI
430 HM.

5 pH 7.0 From 6.9t07.9./016,9 no 7,9.

6 Particulate matter / MexaHHuyeckue BKJIIO4YeHHUS

6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements.
BuauMele yacTHIbI /

B cooTBeTCTBUM ¢ TPeOOBaHUSAMH.

6B Invisible particles /

HeBupumbie 4acTHILIBL:

i. Particles> 10 pm/
Yactul pasMepom >
10 MKM

il. particles>25 pm/
YacTUIl pa3MEPOM >

26 not more than 6000 per ampoule /
He 6onee 6000 Ha amIyiy;

02 not more than 600 per ampoule /
He Gonee 600 Ha amIyny.

25 MKM
7 Related substances / PogcTseHHble mpumecu
Impurity A / IlpumMecs A 0.10 % not more than 0.20 % / He Gonee
0,20 %;

Remarks : The Product confirms to ND/
Ipumeuanue: ponykr goorBercTByeT Tpebosanuam HJI 3akmaouenne: OJOBPEHO

Conclusion : APPROVED /

Prepared by / 1 Checked by / Approved by: Manager/Executive /
[MonrorosneHo: Pravesti Rana | IIposepeno: Pardeep Kumar | Omo6GpeHo: Meﬂemepf H)’E\OBOHHTCHB
=l Amit Kumar ) o
Reprint Date / Reprint Date / Reprint Date/ ¥
Jara: 21.04.2025 Hara: 21.04.2025 Hara; 21.04.2025
Registered Qffice: 8-2-337, Road NG, 3 3, Banjara Hills, Hyderabad - 500034, Teinngana, India

Tol: <97 4001890 2900, Faxe

CiN:

+')1 20 4600 2999, Emzil: maii@drreddys.com
L85195AP1854PLCONA507
wwawLdrredays.com
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Dr. Reddy's Laboratories Lid,
Formulation Unit-6

vill. Khol, Malagarh Road, Baddi,
Distt. Solan, H.F., 172 205, INDIA

CERTIFICATE OF ANALYSIS . o) ooi00 s oo
CEPTU®HKAT AHAJIU3A wwvLdrreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
I[Ipoaykr: Ketopon™ (keToponak) pacTeop Juist BHYTPHBEHHOIO U BHYTPUMBILIEYHOTO BBEIEHHUS, 30 Mr/min
Batch No / : V250286 Batch Quantity/  : 454545 ampules / '
Cepmus Ne O0neM cepuH 454545 amnyn
Analytical Report No / : 890001803543 Date of Analysis/ : 21.04.2025
AHaJnTHYeCKHi oTueT No JaTa anajauza
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTta npon3BoacTea I'oagen oo
Analysis performed according ND / Auasus nposeaen mo HJL: JII1-001365-230124

Page3of5/Crp.3m35

I}oo Test / [loka3aTenb Results / Pe3yabTaThl Specification / Hopma
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hmke npenena obHapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / [Tpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hmxe npeaena obnapyxenus (I10 = 0,50 %;
0.010%)
Impurity D / IIpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / He Gonee
Hwxe npenena obnapysxenus (IO = 0,20 %.
0.014 %)
¥ndivif1ua/1 ;:midentiﬁed Below LOQ (LOQ = 0.05%) / I(;I;t 1(;10re than 0.20 % / He 6onee
ARpUEL EAMHVEHAs Hibke npenena KOMHUECTBEHHOIO 20 %.
HeW/IEHTHQUIIPOBAHHAA onpenenenns (ITIKO = 0.05%)
NPUMEChH
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
mpuMecei 1,50 %.

8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
H3Bnekaemsblii 06beM measured volume of 10 ampoules) /

He menee 10,0 ma (06bem,
U3MEpEHHbIH HAa OCHOBAHUH
06beHEHHOT O coaepyxumoro 10
amILyJ)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BaktepuajibHble /<=0.725 ES/Mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 E3/mr KeTopoJaka

TpOMeTaMHHa.

Remarks : The Product confirms to ND/

ITpumeyanue: IpoaykT cgoTBeTcTBYeT TpeGosanusam HJI

Conclusion : APPROVED /
3axaovenue: OJOBPEHO

Prepared by / 4
ana

Checked by /

Approved by: Manager/Executive /

Hata: 21.04.2025

JHara: 21.04.2025

IMoaroroeneHo: Pravesh Ilposepeno: Pardeep Kumar | Onobpeno: Menemiep / Pyﬂgqsomrrenb
b Amit Kumar JNE
Reprint Date / Reprint Date / Reprint Date / v

Jarta: 21.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4200 2969, Fax: 491 40 4900 2999, Email: mali@drreddys.com

CIN: L85195AP 1964PLCODAS0Y
www.drredays com
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CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboratories Ltd.
Formufation Unit-6

Vill. IKhot, Malagarh Road, Baddi,
Diztt. Solan, H.P, 173 205, iNDIA

fe! :+91 9815 5LULL-UL

CEPTUOUKAT AHAJIA3A WL Orredays.coim
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon™ (keToposak) pacTeop Jijisl BHYTPUBEHHOTO ¥ BHYTPHMbILEYHOTO BBEACHUA, 30 Mr/mi
Batch No / : V250286 Batch Quantity / : 454545 ampules /
Cepus Ne O6beM cepun 454545 amniyn
Analytical Report No / : 890001803543 Date of Analysis/ : 21.04.2025
AHaJIUTHIECKHIT oTUeT Ne JlaTa ananusza
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa NpoH3BOACTBA TI'onen go
Analysis performed according ND / Auaans nposeaen no HJI: JI[1-001365-230124

Page 4 of 5/ Crp. 4uz 5

amber glass ampoules (USP). A cut

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 ™Ma1 B amnyinsl U3
CBETO3ALIUTHOTO CTEKIa TEMHO-
kopuuHeBoro kmacca I (USP). B
BEpXHEH 4acTU aMITyJbl HaHECEHEI
KOJIBIO W TOuka Ais pasioMma. Ha
aMITyJly HaKJIeuBaloT STHKETKY.

[lo 10 ammyn ¢ HHCTpyKLMEH Mo
NPUMEHEHHIO MOMEIA0T
B [IBX/antoMyuHUeEBbLH OUCTED.

ring and point in the upper part of

i,:) Test / IlokasaTesnnb Results / PesynbTaTh! Specification / Hopma
10 Sterility (every 15th batch) / NA Must be sterile. / JlomxeH ObITEH
CrepunbHoCTh (1151 KaKAoii CTEPWIBHBIM.
15-0ii cepun)
11 Assay / KoninyecTBeHHOE 30.27 mg /30.27 mr From 27.0 mg to 33.0 mg of
onpeaesieHue C19H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr C9H24N20¢ (keTOpONaka
TpoMeTaMol) B 1 ML
12 Alcohol content / ITanon 11.87 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding

dark amber glass ampoules.

A cut ring and point are 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 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
Ilo 1 wMn B ammoyiabl U3
CBETO3ALIUTHOTO CTEKNa TEMHO-

KopuuHeBoro 1geTa Kiacca I (USP).
B BepxHell yacTH aMnyJibl HAHECEHBI
KOJIBLIO U TOdYKa s pasnoma. Ha
ammyny HaKJIEUBAIOT ITUKETKY.

ITo 10 ammyn ¢ HMHCTpyKUMEHR Mo
NPHMEHEHUIO B

Remarks : The Product confirms to ND/
[Mpumeuanue: [TponykT cqoTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxknwuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosneno: PravesliRana | [Iposepeno: Pargeep Kumar | OnoGpeno: Menemxep / PyFOB(},{[ll‘l‘Cﬂb
—l — Amit Kumar A "
Reprint Date / Reprint Date / Reprint Date / [ —
Hara: 21.04.2025 Hara: 21.04.2025 JHata: 21.04.2025
Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 560634, felangana, Indin

Tol: +91 40 4900 2900, Fax: +91 40 4900 2999, Emsil: mail@drraddys.com

CiN: L85195AP LYSIPLCOO4507
www.diteduys.Lom




Dr.Reddy’s Q‘:'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Lid.
Formulation Unit-o
Vill. Ehol, Malagarh Road, Baddi,

Distt. Solan, H.P., 173 205, 4Dk

CEPTUO®UKAT AHAJIM3A

fol s w91 98165 LoUULUL

www.arreddys.com

Product : /

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

Tpoaykr: Ketopon® (keToponak) pacTBOp Julsi BHYTPHBEHHOTO M BHYTPHMbILIEUHOrO BBEACHUS, 30 Mr/mn
Batch No / : V250286 Batch Quantity / : 454545 ampules /
Cepun Ne Oo6bem cepiH 454545 amnyn
Analytical Report No / : 890001803543 Date of Analysis/ : 21.04.2025
AHaJIHTHYECKHI oTHeT No JlaTa anann3a

Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027

Jara npou3soacTea T'ogen no

Analysis performed according ND / Anaau3 npoenen mo HJI: JI[1-001365-230124

Page 50of 5/ Crp. Su3z 5

1}? Test / [loka3zarenn Results / Pe3ysbTaThl Specification / Hopma
Mo 1 6nucTepy B nauky kaprorHyro. | IIBX/amomunuespiii Onuctep. Ilo
1 6aucTepy B MNayKy KapTOHHYIO;
onsa  cmayuoHapos: mo 2, 3, 5
01MCTEPOB B Ma4Ky KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooterctBun ¢ HI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiessom
Xpanenue OT CBETA MECTe IIpHu TeMmIepatype He Bbilie 25 °C. He 3aMOpaxuBaTh.
16 Shelf-life / Cpok roasoctu 2 years. / 2 roaa.

API name / HaumenoBauue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTamon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoautens ADC:

2KTMO0601024

FP Manufacturer API Batch number /
Homep cepun cyoctanuun npoussoaurens ['JID:

FERAO00632

API Manufactured by & country /
Hpouseoaurenb APC, crpana:

Symed Labs Ltd., India /
Caiimen Jla6c JIta., UHous

Remarks : The Product confirms to ND/
[Mpumeyanue: [Iponykr copTeeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3aknwuyenne: OJOBPEHO

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

IMonrotoneHo: Pravesh Rana | ITposepeHo: Pardeep Kumar | Onobpeno: Menemxkep / Pygosomuresib
e Amit Kumar INT =

Reprint Date / Reprint Date / Reprint Date / \

Jara: 21.04.2025 Jlata: 21.04.2025 Jlata: 21.04.2025

Registered Office:
Tel: 4914
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37, Road No. 3, Banjara Hills, Hyderabad - 500024, Telanugana, Inclia
8]

2000, Fax: +31 40 4200 2999, Erail: mail@drredays.com
CIN: L85195AP1SSAPLCO04AS0T
www.diredays.com




