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Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS .« ==

CEPTUO®HUKAT AHAJIN3A www.drreddys com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToponak) pacTBOp /i BHYTPMBEHHOTO M BHYTPHMBILIEUHOrO BBeIEHHS, 30 Mr/mut
Batch No / : V250172 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuH 454545 amnyn
Analytical Report No / : 890001799784 Date of Analysis/ : 25.03.2025
AHaauTHYECKHI oTueT No JlaTa ananu3za
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa npousBoacTBa T'onen o
Analysis performed according ND / Anasn3 npoBegen mo HJI: JII1-001365-230124

Pagel of S/Crp. 1m35

No
No
1 Description / Onucanune Clear  colorless  solution. / | Clear colorless to slightly yellow
IMpo3paunblii becueTHbI pacTBOP. color solution. / Ilpo3paunsrii
pPacTBOp OT GECIBETHOTO 10 CBETIO-
JKEJITOTO LIBETa.

Test / [IokasaTesb Results / PesyabTarsl Specification / Hopma

2 Identification / The retention times of the main
IoanuuHOCTL peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
yIepP)KHBaHUA OCHOBHBIX MHKOB Ha
XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa JODKHBI COOTBETCTBOBATH
BpeMeHaM yJep)KHBaHHA OCHOBHBIX
IIUKOB Ha XpoMaTorpaMme
CTaHAApTHOTO pacTBopa (pasgen
«KonuuecTBeHHOE ONpeAeneHUeY)

HPLC / BOXX

CoOTBETCTBYET

UV- spectrophotometry / Complies as prescribed/ 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. / YO-
CIEKTPBI MOTTIOIIEHUS
UCTIBITYEMOTO pacTBOpa W pacTBoOpa
CTaH/apTHOrO o0pa3lua KeTopojaka
TpomeramuHa B obiacty ot 200 mo
400 HM IOJI)KHBI UMETb MAKCHUMYMBI
[OTNOMEHHA MpH 322+2 HM.

V®-cnekrpodoTomMeTpus CooTBeTCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHusM HJI 3axsouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HozlmTOBneIIo:Ramakam [Tpoeepeno: Pardeep Kumar | Onobpeno: MeHe,phep / gw KOBOJXHTEIb
lLdbLLp\ AL/ \An'ut Kumar / \\ " e

T\

Reprint Date / Reprint Date/ Reprint Date/ !
Hata: 25.03.2025 Hara: 25.03.2025 Hara: 25.03.2025

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, india
: Tol: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys com
CiN: L851854P1984PLCO0I507
www.drreddys.com
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CERTIFICATE OF ANALYSIS . -

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

yill, Kho!, Nalagarh Road, Bacdi,
Distt. Solan, H.P2, J/J;w INDIA
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CEPTU®UKAT AHAJIM3A i direddys

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

Ipoaykr: Kertopon® (keToposiak) pacTeOp /U4 BHYTPHBEHHOIO W BHYTPHMBILIEYHOTO BBEAeHHs, 30 Mr/mn
Batch No / 1 V250172 Batch Quantity / : 454545 ampules /
Cepun Ne O0Bem ceprH 454545 amnyn

Analytical Report No / : 890001799784
AHaJluTHYecKHui oTyeT Ne

Date of Analysis / : 25.03.2025
Jara aHanuza

Date of Manufacture / : 03/2025
JaTa npou3BoacTBa

Date of Expiry / : 02/2027
T'opeH a0

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-230124

Page2 of S/Crp.2 w35

i.? Test / [Toka3aTenanb Results / PesynbTaTsl Specification / Hopma
3 Clarity / IlpozpauHocThb Complies / CooTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnayiecUeHLMs Ipernapara He
IIOJHKHA MPEeBbILIATh ONaJECLIEHUHUIO
STasioHa cpaBHeHus L.
4 Color / IIBeTHOCTDH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
TornoweHHe AOKHO OBITE HE
6osee 0,20 mpH AIMHE BOJIHB
430 M.
5 pH 2 From 6.9 t0 7.9./ 0t 6,9 1o 7,9.
6 Particulate matter / MexaHn4ecKkue BK/INOYEHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
BunuMeble 4acTHLbI /
B cooTBeTCTBHH ¢ TPEOOBAHMAMMU.
6B Invisible particles /
Hepuaumsie 4acTULIBL:
i. Particles> 10 pm/ 43 not more than 6000 per ampoule /
YacTtui pasMepoM > He 6onee 6000 na amnyny;
10 MmxM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHUL| pa3MEPOM > He 6onee 600 Ha ammyny.
25 MKM
7 Related substances / PogcTeenHbie npumecu
Impurity A / IIpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpomykT cootBeTcTBYeT Tpebosanusam H/I 3akmwoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TMToutv rusienu. Rai l\t‘)\J\ Tposepeno: Pardeep Kumar | Opo6pero: Menemwrep / Ry I(OBOJIHTC.F]L-
—gﬂj N Amit Kumar N— -
Reprint Date / o Reprint Date / Reprint Date / I
Jara: 25.03.2025 Jata: 25.03.2025 Hara: 25.03.2025

Registered Office: 8-2-337, Read No. 3, Ban Jjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 29

99, Email: mail@drreddys.com

==y

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

D Reddy's Laporatories Lid,
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CEPTUDPUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (xeTopornak) pactBop Ui BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/m
Batch No/ : V250172 Batch Quantity / : 454545 ampules /
Cepusa Ne O06bem cepun 454545 amnyn
Analytical Report No / : 890001799784 Date of Analysis / : 25.03.2025
AHaJINTHYECKHH oTUeT No JaTta ananunsa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JaTa npon3BoAcTBa I'ogen no
Analysis performed according ND / Anann3s nposeaen mo HJI: JII1-001365-230124

Page3 of S/Crp.3m35

I;g Test / IlokazaTeanb Results / Pe3yabTaThbl Specification / Hopma
Impurity B / [Tpumecs B not more than 0.50 % / He Gonee
Below LOD (LOD = 0.014 %) / 0,50 %;
Huxe npenena ooHapyxenus (IT1O =
0.014%)
Impurity C / Ilpumecs C not more than 0.50 % / we Gonee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hwxe mpenena obnapyxenns (I1O =
0.010%)
Impurity D / Tlpumecs D Not detected / He oGHapyskeHa not more than 0.20 % / He Gonee
0,20 %.
Below LOQ (LOQ = 0.05%) /
Individual unidentified Huxe npenesia KONUYEeCTBEHHOTO Not more than 0.20 % / He 6onee
impurity/ EnvHu4Has onpeaeiIeHus (TIIKO = 005%) 0,20 %.
HEUJEHTU(ULIUPOBAHHAS
NpHUMECh
Total impurities / Cymma 0.1 % Not more than 1.50 % / He Gonee
npumeceit 1,50 %.

8 Extractable volume / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3Bnekaemblii 00beM measured volume of 10 ampoules) /

He menee 10,0 ma (o6hem,
H3MEPEHHBIH HAa OCHOBAHNH
00beTUHEHHOTO cOAepKUMOro 10
amIyin)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepnanabHble /<=0.725 E3/Mr Ketorolac Trometamol. / He 6onee
3HAO0TOKCMHBI 5,8 EQ/Mr KeTopoJiaka

TpPOMETaMHHA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ouroropineno: Ragukan Iposepeno: Pardeep Kumar Op00peno: Meneukep / Pyrzuuoumenb

lg Dt = Amit Kumar N
Reprint Date/ |\~ Reprint Date / Reprint Date / V
Jata: 25.03.2025 Hata: 25.03.2025 Jara: 25.03.2025

Registered Office: $-2-337, Road Mo. 2, Banjar: Hills, Hyderabad - 500034, Telangana, india
Tel: +91 30 4900 2900, Fax: +81 40 3200 2999, Email: mait@drraddys.com

CIM: £85195AP1934PLCO04507
www.drreddys.com
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D, Reddy's Laboratories Lid,
Formuiaticn Unit-6

Vili, Khol, Nalagarh Road, Baddi,

Dustt, Solan, FLE, 173 205, INDIA
CERTIFICATE OF ANALYSIS § 5004-02
CEPTU®UKAT AHAJIN3A woanw.arreddys. oo

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon" (keToposak) pacTeop [Jisi BHYTPMBEHHOTO ¥ BHYTPUMBbIILIEYHOTO BBeAeHUS, 30 Mr/mn
Batch No / : V250172 Batch Quantity / : 454545 ampules /
Cepust Ne O6bem cepuu 454545 ammyn
Analytical Report No / : 890001799784 Date of Analysis/ : 25.03.2025
AHAJNHTHYECKHI 0TyeT No JlaTa amanusza
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
Jara nmpon3Boacrsa I'ogen no
Analysis performed according ND / Ananau3s nposenen mo HJI: JIT1-001365-230124

Page4 of 5/Crp. 4m3 5

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
PV(C/aliiminum hlister

1 blisters in a carton pack /

[lo 1 wMn B aMnyiasl U3
CBETO3ALHTHOIO CTEKIa TEeMHO-

kopuuneBoro kimacca I (USP). B
BEPXHEM YacTU aMITysibl HAHECEHBI
KOJBLIO W TO4YKa A7is pasnoma. Ha
aMITyJly HaKIE€UBAIOT TUKETKY.

I[No 10 aMmmyn ¢ UHCTpYKUMEH IO
NPUMEHEHHIO MOMELIAI0T
B IIBX/anoMMHHEBEINH OITHCTED.

‘I;.oo Test / [lokasaTesnb Results / PesynabTaThl Specification / Hopma
10 Sterility (every 15th batch) / Sterile / Crepunex Must be sterile. / JlomkeH O6bITh
CTepuabHOCTD (ISl KaXKAO# CTEPUJIBHBIM.
15-o0ii cepun)
11 Assay / KontnuecTBeHHOE 30.45 mg/ 30.45 mr From 27.0 mg to 33.0 mg of
onpejeeHue Ci19H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CoH24N204 (keTOponaka
TpomeTamon) B 1 M.
12 Alcohol content / DTaHona 11.79 % From 10.60 % (v/v) to 13,10 %
(v/v)./
Ot 10,60 % (06/06) mo 13,10 %
(00/06).
13 Packaging / Ynakorka 1 mL in class T 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 hlister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
Ilo 1 wMn B amnyisl U3
CBETO3aLlUUTHOIO CTEKIa TEMHO-

KopH4HeBoro ngeta kiacca I (USP).
B BepxHeil yacTH amy /bl HAHECEHBI
KOJIbLIO W TOouYKa i pasioma. Ha
aMITyJly HaKJICHUBAIOT ITUKETKY.

ITo 10 ammyn ¢ HHCTpyKUMEH IO
NPHUMEHEHHIO B

Remarks : The Product confirms to ND/

IMpumeuanue: IIpoaykT coorBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by /
Toxroroerneno:Ramakant LD:

Checked by /

ks

sk "

Ipoeepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onob6peno: Mene,pikep / Pykosonurens
Amit Kumar N -

Reprint Date /
Hara: 25.03.2025

. Reprint Date /
Jara: 25.03.2025

Reprint Date / {
Jara: 25.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tef: +91 40 4800 2900, Fax: +91 40 4600 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykrt: Ketopon™ (ketoposiak) pacTeop ls BHYyTPMBEHHOTO H BHYTPUMbILIEYHOrO BBEACHUS, 30 mr/mn
Batch No / : V250172 Batch Quantity / : 454545 ampules /
Cepust Ne O0bem cepun 454545 amnyn
Analytical Report No / : 850001799784 Date of Analysis/ : 25.03.2025
AvasaTHYecKHii 0TueT Ne Jarta anaausa
Date of Manufacture / : 03/2025 Date of Expiry / : 02/2027
JlaTa mpoH3BOJACTBA Togen o

Analysis performed according ND / Ananaus nposenen no HJI: JIT1-001365-230124

Page5of S/Crp.Su3 5

i.oo Test / IlokasaTesb Results / PesyabTaThl Specification / Hopma
ITo 1 GiucTepy B nauky kaprouuyto. | [IBX/amomunuesbiii Gnucrep. Ilo
1 6auctepy B MaYKy KapTOHHYIO;
ona  cmayuoHapog. no 2, 3, 5
0JMCTEPOB B MAUKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTeuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3anuieHHoM
XpaHeHue OT CBeTa MecTe npu TeMIieparype He Bbilie 25 °C. He 3amopaxuBaTh.
16 Shelf-life / Cpok roanoctn 2 years. / 2 rona.

API name / Hanmenosanue A®C:

Ketorolac Trometamol / KeToponaka TpomeTamon

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautesss AGC:

2KTM0601024

FP Manufacturer API Batch number /

Homep cepun cy6cTanuun npouspogurtens IJID:

FERA00632

API Manufactured by & country /
ITpoussonutens A®C, crpaHa:

Symed Labs Ltd., India /
Caiimen JIa6e Jita., Manus

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /

ITpumeuanue: [Iponykt coorBeTcTBYET TpeboBanusiM HJI 3akmouenne: OJIOBPEHO

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

Ioaroroeneno:Ramkant ITposepeHo: Pardeep Kumar | Opo6peno: Menemxep / PV&(OBOAMleJlb
| ﬁ KHL_ i R Amit Kumar '{ =5

Reprint Date / '\W'\V Reprint Date / Reprint Date / |

Hara: 25.03.2025 Hara: 25.03.2025 JHata: 25.03.2025

Registered! Oftice

-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +81 4 O “‘f‘O"“Oﬁ Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCODAS07

www.drreddys.com




