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

IpoaykT: Ketopon® (keToposak) pacTBOp Ajis BHYTPUBEHHOI'O M BHYTPUMBILIEYHOTO BBEACHHUS, 30 Mr/mr
Batch No / : V250142 Batch Quantity / : 454545 ampules /
Cepna Ne Oonem cepuH 454545 amnyn
Analytical Report No / : 890001796095 Date of Analysis / : 05.03.2025
AnaJiuTHyecknii oryer Ne JlaTa anaansa

Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027

Jara nponsBoacTea T'oaen no

Analysis performed according ND / Anaun3 npoeaen mo HJI: JII1-001365-230124

Pagelof 5/Crp. 1u3 5

No
Ne

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Mpo3padHslii 6eclBETHBIH pacTBOP. color solution. / Ilpo3paunslii
pacTBop OT OECLBETHOIO 10 CBETIIO-
HKEJTOro LBETA.

Test / [Tokazare/b Results / PesyabTaTsl Specification / Hopma

2 Identification / The retention times of the main
INopnuHHOCTH peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
VIOEPXKUBAHHSA OCHOBHBIX MHUKOB Ha
XpomaTtorpaMme HCITBITYEMOTO
pacTBopa JOMKHBl COOTBETCTBOBATH
BpEMEHaM yIEep>KUBaHUS OCHOBHBIX
THKOB Ha XpoMmarorpamMmme
cTanjapTHOro pacteopa (paszen
«KonuuecTBEHHOE OIpeIeIEHHEN)

HPLC / B32XX

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. / Y-
CNEKTPEI NOFMOIEHNS
UCIIBITYEMOTO pacTBOpa M pacTBopa
CTaHJapTHOTO obpa3lia KeTopoJsaka
TpoMeTamuHa B obnactu oT 200 o
400 HM DOJKHBI UMETh MAKCUMYMBI
noroueHust Npu 32242 HM.

Y®-cnektpodoTomeTpus CoOTBETCTBYET

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: IMpoaykr cooTseTcTByeT TpeOoranusam HJI Zaxmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: Santosh [Iposepeno: Pardeep Kumar | Onobpeno: Menemigp / PyKOBO)ll/ITeJ'[b

Kumar Maurya ( } [f Abhishek Chauhan
Y-
s &

Reprint Date / Reprint Date / Reprint Date /
Hara: 05.03.2025 Hara: 05.03.2025 Jara: 05.03.2025

Registered Office: S-2-337, Rosd fo. 2, Baniar
Tob £G1 AN 200N 2900 Fay: +¢7 .
CZIN: L35195AF 1‘7 45 LLu‘J ;501

www, drieddys.com




Dr.Reddy’s €3¢

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

il Khol, Natagarh Road, Baddi,
Distt, Solan, .0, 173 205, INDiA
CERTIFICATE OF ANALYSIS . o 0 o0 wcou1 o7

CEPTUDPUKAT AHAJIM3A

wiwyy direddys.com

Product : /

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

IIpOAYKT: KeTtopon™ (keToposiak) pacTBOP VIS BHYTPHBEHHOTO 1 BHYTPHMbIILEYHOTO BBeACHHS, 30 Mr/mn
Batch No / : V250142 Batch Quantity / : 454545 ampules /
Cepna Ne O6beM cepun 454545 amnyn
Analytical Report No / : 890001796095 Date of Analysis / : 05.03.2025
AnaJWUTHYeCKHH oTHeT Ne Jara ananausa

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027

Jlara npousBoacTBa T'onen no

Analysis performed according ND / Ananus nposegen nmo HJI: JII1-001365-230124

Page2 of 5/Crp.2u3 5

No

Ne Test / [Toka3aTenb

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IIpo3payHocTb

Complies / CoOoTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension 1. /
OnanecuieHUus Apenapara He
JIOJDKHA MPEeBbILLIATh ONAIECLIE HUMIO
3TajloHa cpaBHeHus 1.

BuaouMele 4acTHIB

4 Color / IIBeTHOCTDL 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornoleHune J0MKHO OBITh HE
6onee 0,20 npu anMHe BOJHbI
430 uM.

5 pH 7.2 From691t07.9./0t16,9 no 7.9.

6 Particulate matter / Mexann4yecKue BKAKYEHUA

6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements.

/
B cooTBeTCTBHH ¢ TpeOOBAHUAMM.

6B Invisible particles /
HeBuanmble 4acTHILIBI:

i. Particles> 10 pm/ 03 not more than 6000 per ampoule /
YacTtuu pasMepom > He 6onee 6000 Ha amIyny;
10 MxM

ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTUl pa3MepoM > He 6oiee 600 Ha amIyny.
25 MKM

7 Related substances / PoacTBeHHble NpUMeECH

Remarks: The Product confirms to ND/
IMpumeuanne: [TpoaykT cooTBeTcTBYET Tpeboranusam HJI

Conclusion: APPROVED /
3akmwouenne: OJJOEPEHO

Prepared by / Checked by /
[MoproTosneno: Santosh
Kumar Maurya [fg?_

.

ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menepkep / Pykosoauresb
Abhishek Chauhan 7‘

Reprint Date / ]
JHara: 05.03.2025

Reprint Date /
Hara: 05.03.2025

Reprint Date /
Hara: 05.03.2025

Registered Offici: 8-2-337, Roal

Sl L0 AN A0 2600 Faye 481 40 480
T

Clid: LBSLE5APL

d o, 3, Sanjarm Hills, Hyderabad - 500934, Telangana, India
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Viil. Kho!, Malagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS . ..o 9655600002
CEPTH®UKAT AHAJIM3A www.drreddys.com

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

ITporyxr: Ketopon® (keToponiak) pacTBOp JUisl BHYTPHEEHHOIO ¥ BHYTPHMbBILIEYHOrO BBeAeHUs, 30 Mr/ma
Batch No/ 1 V250142 Batch Quantity / : 454545 ampules /
Cep#n Ne Qo6nemM cepHH 454545 ammyn
Analytical Report No / : 890001796095 Date of Analysis / : 05.03.2025
AHalnTHYecKHii oTyeT Ne JlaTa anaim3za

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027

JlaTa npou3BoaCTBa T'ogen no

Analysis performed according ND / Ananu3s nposenen no HJI: JIT1-001365-230124

Page3of 5/Crp.3m3 5

i,:) Test / [lokasaTennb Results / PesyabTaTsl Specification / Hopma
Impurity A / IIpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %,;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / nol more than 0.50 % / He Gonee
Huxe npenena o6Hapyxenus (I10 = 0,50 %;
0.014 %)
~ Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Goxee
Hwoxe npenena o6HapyxeHns (I10 0,50 %:
=0.010 %)
Not detected / He o6HapyxeHa
Impurity D / ITpumeces D not more than 0.20 % / He Goinee
0,20 %.
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He 6Goinee
impurity / Exunynas Hwxe npenena KOJ’II/I‘ieCTBe:IHOI‘O 0,20 %.
HeHJIeHTH(ULMPOBAHHAS onpepenenus (ITIKO = 0.05%)
NpUMech
Total impurities / Cymma _ 0.1 % Not more than 1.50 % / He 6osnee
npuMecei 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
H3zBnekaemblii 06bemM measured volume of 10 ampoules) /
He menee 10,0 Ma (06beM,
H3MEPEHHBI Ha OCHOBAHUH
obBeIuHeHHOTO conepxumoro 10
aMITyJ)

Remarks: The Product confirms to ND/.
ITpumeuanue: ITpoaykr coorBeTcTBYeT Tpeboanusam HIL

Conclusion: APPROVED /
3akmrwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managey/Executive /
ITogroroBneHo: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Meneniep / Pykoponurens
Kumar Maurya @ [ Abbishek Chavhan [ ?
Reprint Date / Reprint Date / Reprint Date /

Hara: 05.03.2025 Hara: 05.03.2025 Hara: 05.03.2025

Registered Office: 8-2-237, Foad No. 3, Banjara Hillz, Hyderabad - 500034, Tefangana, India

Tol 101410 4800 2007 Faye

+Q1 4N 1500 7999 Fmpil: mail@dreeddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com
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Formulation Unit-6
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTEOp /i BHYTPUEEHHOTO M BHYTPHMBILIEYHOTO BBeACHUS, 30 Mr/mn
Batch No / : V250142 Batch Quantity / : 454545 ampules /
Cepua Ne O6Bem cepun 454545 amnyn
Analytical Report No / : 890001796095 Date of Analysis / : 05.03.2025
AHAJUTHYECKHH 0TUeT No JlaTa aHaamn3a
Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
JaTa npou3BoaACTBA T'ogen no
Analysis performed according ND / Anasnus nposexen mo HJI: JII1-001365-230124

Page 4 of 5/Crp. 4u3 5

1}2 Test / IlokasaTeab Results / PesynsTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepnanbHble /<=0.725 EQ/mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 ED/Mr KETOpOaKa
TpoMeTaMuHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CTepuabHOCTD (MJTs1 KAXKA0MH CTEPWJIBHBIM.
15-oii cepuu)
11 Assay / KoninyecTBeHHOE 30.08 mg / 30.08 mr From 27.0 mg to 33.0 mg of
omnpeaeneHue C19H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr CoH24N2Og (keToponaka
TpoMeTamon) B 1 M.
12 Alcohol content / ITaHon 1191 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) o 13,10 %
(06/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cutring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Ilo 1 m™Mn B ammynsl wu3 | carton pack/
CBETO3AlIMTHOrO CTekna TemMHo- | Ilo 1 mMm B aMmynsl W3
kopuunesoro kmacca I (USP). B CBETO3AlIMTHOrO CTEKNa TEMHO-

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

ITpumeuanue: IIpoayKT cooTBeTCTBYET TpebopanusM HJL 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /

INoaroTtosneno: Santosh IIposepeHo: Pardeep Kumar | Ogobpeno: Menemiep / Pykosogurens

Kumar Maurya . Abhishek Chauhan | f
Q-L‘7 Pl

Reprint Date / Reprint Date / Reprint Date /

Hara: 05.03.2025 JHara: 05.03.2025 Hara: 05.03.2025

Registered Office: §-2-337, Ruad No. 3, Eanfara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 10 4900 2900, Fax: +871 40 3200 2698, Email: maili@drreddys.com

CIN: L85195AP1954PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd
Forrnulation Unit-6

Viil. Kho!l, Majagerh Road, Baddi,
Distt. Solon, H.P, 1732 205, INDIA
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Product : /

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

IIpoayxr: Ketopon® (xeToponak) pacTBOp Ui BHYTPUBEHHOTO W BHYTPUMBIILIEUHOTO BBeieHH s, 30 Mr/mn
BatchNo / : V250142 Batch Quantity / : 454545 ampules /
Cepsn Ne Oobem cepun 454545 amnyn
Analytical Report No / : 890001796095 Date of Analysis / : 05.03.2025
AnauTuyeckuii oruer Ne JlaTa ananusa
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JaTt2 npousBoacTea T'open mo

Analysis performed according ND / Anasn3 nposeaen mo HJI: JI1-001365-230124

Page Sof 5/Crp. 5u3 5

No

Test / [loka3aTenanb
Ne

Results / PesyabTaThi

Specification / Hopma

BEpXHEH YaCTH aMITyJibl HAHECEHBI
KONBLO W TOYKa Ui pasaoma. Ha
aMI1yJly HaKJIeuBaloT 3THKETKY.

ITo 10 aMmyn ¢ HWHCTpYKUMEH IO
NPUMEHEHHIO MOMELAIOT
B [IBX/anmoMuHueBblii 61crep.

ITo 1 6nmucTepy B MayKy KapTOHHYIO.

kopuuHeBoro 1geTa Kiacca I (USP).
B BepxHel 4acTH aMITyJibl HAHECEHBI
KONbLIO M TOYKa A1s pasznoma. Ha
amnysay HaKJIeHBaloT 3TUKETKY.

ITo 10 ammyn ¢ HMHCTpYKLHUEH MO
MPUMEHEHHIO B
[MIBX/amoMunueswiii 6nucrep. Ilo
1 GiucTepy B NMavyky KapTOHHYIO;
ona cmayuowapos: mo 2, 3, 5
6JKMCTEPOB B MauKy KapTOHHYIO.

14 Labelling / Mapkupogka

According to ND / B cooteerctBuu ¢ HJI.

15 Storage conditions /
XpaneHue

In a place protected from light below 25 °C. Do not freeze. / B 3amuuieHHoM
OT CBeTa MecTe mpu Temiieparype He Beime 25 °C. He 3amopaxuBarth.

16 Shelf-life / Cpok roaHocTH

2 years. / 2 roxa.

API name / Haumenosanue AD®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMo

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepun npoussoautens A®C:

2KTMO0430724

FP Manufacturer API Batch number /

Homep cepuu cy6ctaHium npoussoaurens I'JID:

FERA00631

API Manufactured by & country /

Symed Labs Ltd., India /
Caiimen JIa6c¢ JItn., Unnus

pouseoautean A®C, crpana:

Remarks: The Product confirms to ND/
ITpumedanue: IIponykT coorBeTcTBYeT TpeboBanmam HJJ

Conclusion: APPROVED /
Zaxawuenne: OJOBPEHO

Prepared by /
IToaroTossexo: Santosh
Kumar Maurya }'\

P—

Checked by /
Ipoeepeno: Pardeep Kumar

=f —

Approved by: Manager/Executive /
OnobpeHo: Menemiep / Pykopgaurtens
Abhishek Chauhan 7[1

/ —
L

Reprint Date /
Jara: 05.03.2025

Reprint Date /
Hara: 05.03.2025

Reprint Date /
Hara: 05.03.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal- 401 AN 490N 2ANA Fav: 401 40 3900 2698, Email: mail@drreddys.com

CIN: L85195AP1934PLCO04507
www.drreddys.com




