Dr. Reddy's Laboratories Ltd.

_ S
) @& Formulation Unit-6
Dl'. REddy S ‘.. Viil. Khol, Malagarh Read, Baddi,
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CERTIFICATE OF ANALYSIS = oo o000 5500100

CEPTUPUKAT AHAJIHU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIponykr: Ketopon™ (keToponak) pacTBop Ajisl BHYTPHBEHHOI'O H BHYTPHMbILEYHOro BBeACHHS, 30 Mr/mn
Batch No / 1 V250143 Batch Quantity / : 454545 ampules /
Cepain Ne Oo6bem cepun 454545 ammyn
Analytical Report No / : 890001796096 Date of Analysis / : 05.03.2025
AunasiuTudecknii oryeT Ne Jlara ananusa
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
Jlata npon3BoacTBa T'ogen no
Analysis performed according ND / Ananus nposexen mo HJL: JII1-001365-230124
Page 1 of 5/Crp. 1u3 5
I;.:) Test / [Toka3aTenb Results / Pe3ynbTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless solution. / | Clear colorless to slightly yellow
[MpozpauHblii GecLIBETHBIH PAaCcTBOD. color solution. / [IlpospauHblii
pacTeop OT GeCLBETHOrO 10 CBETIO-
JKEJITOro LIBETA.
2 Identification / The retention times of the main
IMoanunHoOCTL peaks in the chromatogram of test
solution should correspond to those
e REICK Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
CoOTBETCTBYET
yIOEePKUBAHUS OCHOBHBIX MHKOB Ha
XpoMaTorpamme UCILITYEMOTO
pacTBOpa JOJDKHLI COOTBETCTBOBATD
BpEMEHaM YAEepP)KHBAHUS OCHOBHBIX
TIMKOB Ha XpoMarorpamme
CTaHgapTHOro pactBopa (pasgen
«KonuuecTBeHHOE OTIpEACTICHUEY)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
. e — 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®-
CTIEKTPHI [IOIJIO LIEHHS
I’IC”LIT}",’M(\T‘(\ par‘"rnnpﬂ w l’\ﬂf'TRl’\I’\ﬂ
cTaHaapTHOrO o0pasna KeToposaka
TpoMeTammHa B obnacta otr 200 mo
400 HM JOJKHBI UIMETH MAaKCUMYMBI
MOTJIOIEHHA TTpK 322+2 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Iponykr cooTseTcTBYeT TpeboBanusam HJT Zaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Santos IMposepeno: Pardeep Kumar | Onobpeno: Menemxep f Pykosganresib
Kumar Maurya ) y Abhishek Chauhan f
U] [ LA [ (-
Reprint Date / Repriut Date / Reptiul Date /
Jara: 05.03.2025 Hata: 05.03.2025 Jara: 05.03.2025

Rogistered Office: S-2-327, Road No. 3, Banjara Hills, Hyderabad - 300034, Telangana, Iriclia
Tel: +91 10 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CiN: L85195AP1934PLCO04507

www.drreddys.com



Dr. Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil, Khot, Nalagarh Road, Baddi,

Solan, H.P., 173 205, INDIA

5106 5600102

CEPTUPUKAT AHAJIM3A www.diteddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keToponak) pacTeop /s BHYTPHBEEHHOTO W BHYTPMMBILIEYHOrO BBEAeHNs, 30 Mr/ma
Batch No / : V250143 Batch Quantity / : 454545 ampules /
Cepiin Ne O6bem cepil 454545 amiyn
Analytical Report No / : 890001796096 Date of Analysis / : 05.03.2025
AHaJiuTHYecKkHii oTuer Ne Jarta apanH3a
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
Jlara npon3BojacTsa I'ogen no
Analysis performed according ND / Anann3 nposenen mo HJI: JI1-001365-230124

Page 2 of 5/ Ctp. 21n3 5

No

Test / [Toka3aTesb
Ne

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / IlpospayHocTb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OmnanecueHIys npenapara He
JOJKHA TIPEBBIIATH OMNAJIECLEHIHI0
3TajoHa cpaBHeHuUA L.

4 Color / LIgeTHOCTh 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornoleHe TOIDKHO ObITE HE
6onee 0,20 npu ANIHHE BOJIHBI
430 uM.

5 pH 7.2 From 6.9 t0 7.9./ OT 6,9 10 7.9.

6 Particulate matter / MexaHn4eckue BKAKYEHUsI

6A Visible particles /
BunuMble 4aCTHLbL

Complies / CooTBETCTBYET

Should correspond to requirements.
/
B cooTBeTCTBHM C TPEOOBaHUSIMU.

6B Invisible particles /

HeBUaUMBIEC YaCTHLIBL:

i. Particles> 10 pm/
Yactuw pasMepom >
10 Mxm

ii. particles>25 pm/
YacTHI] pasMEPOM 2>
25 MKM

14

01

not more than 6000 per ampoule /
He Gonee 6000 Ha aMMyITy;

not more than 60U per ampoule /
He 6onee 600 Ha ammnyIty.

7 Related substances / PoacTBeHHbIe IpHMeECH

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [TponykT cooTseTcTBYET Tpebopanusam HJ Zaxmwouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTopneHo: Santosh- IMporepeno: Pardeep Kumar | Ono6peno: Menenxep /| Pykosoautens
Kumar Maurya (LX) c:,[—/ Abhishek Chauhan |
Reprint Date / Reprint Date / Reprint Dale /
Hara: 05.03.2025 Hata: 05.03.2025 Hara: 05.03.2025

Registered Office: §-2-337, Road No. 3, Bangar Hills, Hyderabad - 500034, Telangana, India

Tel: 491 £0 4000 2900, Fax: +61 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP19Z4PLCO04507
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CERTIFICATE OF ANALYSIS

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

s/iil, Khot, Malagerh Road, Baddi,

Distl. Solan, H.P., 173 205, INDIA

(31 TY L 01T JoUUL-VL

CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| HIpoaykr: Ketopon® (keToponak) pacTBOp /il BHYTPUBEHHOTO ¥ BHYTPUMBILIEUHOTO BBeieHUs, 30 mMr/mi
Batch No/ : V250143 Batch Quantity / : 454545 ampules /
Cepnn Ne Ob61bem cepuu 454545 amnyn
Analytical Report No / : 890001796096 Date of Analysis / : 05.03.2025
AHaJluTHYecKHH oTyer Ne Jara ananuza

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

JlaTa npoH3BoACcTBA TI'ogen no

Analysis performed according ND / Ananu3 nposegen mo HJI: JII1-001365-230124

Page3 of 5/Crp.3u3 5

i.oo Test / [Toka3aTennb Results / Pe3yabTaTnl Specification / Hopma

Impurity A / ITpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;

Impurity B / [Ipumecs B Not detected / He o6rapyxena not more than 0.50 % / He Gonee
0,50 %;

. Below LOD (LOD = 0.010 %) /
Impurity C / IIpumecs C Huwke npeena oGHapysxerms (I1O not more than 0.50 % / He Gonee
=0.010 %) 0,50 %;

Impurity D / ITpumecs D Not detected / He o6HapyxeHa not more than 0.20 % / He Gonee

0,20 %.
Below LOQ (LOQ =0.05%) /

Individual unidentified Huxe rpeena KOJIM4eCTBEHHOTO Not more than 0.20 % / He 6onee

impurity / EnuHi4YRas onpeaenesus (IKO = 0.05%) 0,20 %.

HeuMaeHTU(HUIHPOBaHHAS

NpUMEChH

Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee

npumecei 1,50 %.

8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively

H3BrekaeMblii 06bem measured volume of 10 ampoules) /
He meuiee 10,0 M (00weM,
HU3MepeNIILIii 11a OCIOBaHHU
06beAMHEHHOTO coaepkumoro 10
aMmIyJ)

Remarks : The Product confirms to ND/

ITpumeuanue: ITpoaykr cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Eixecutive /
[TogroToeneno: Santosh | IMpoeepero: Pardeep Kumar | Opgobpeno: Menemxep / Pykosogurens
Kumar Maurya :.g}--* of/-’ Abhishek Chauhan | o 7
Reprint Date / Reprint Date / Reprint Date /

Hara: 05.03.2025 Hara: 05.03.2025 Hara: 05.03.2025

Rezisterad Office: 3-2-337

, Read Ne

3, Banjara Hillz, Hyderabad - 500934, Telangana, India

Tel +51 40 4200 2900, Fax: 4901 40 4900 2992, Email: mal@drieddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

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

Viil. Khol, Matagari Road, Baddi,
Distt, Solan, H.P., 177 205, InNDifs
Gi-92
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S, TOL Fuade Juu

www.direddys.com

Product:/

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

| Ipoaykr: Keropon™ (keToposak) pacTBOp /Ul BHYTPUBEHHOIO W BHYTPHMbIILIEUHOrO BBefleHUs, 30 mr/ma
Batch No / : V250143 Batch Quantity / 1 454545 ampules /
Cepmn Ne O06beM cepHH 454545 amnyn
Analytical Report No / : 890001796096 Date of Analysis / : 05.03.2025
AnaJluTHYeCKHH oTyeT Ne JaTa anaan3a

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

JaTa npon3BoacTBa I'ogen xo

Analysis performed according ND / Ananu3s nposeaen no HJI: JITT-001365-230124

Page4 of 5/Crp.4m3 5

i.oo Test / [TokazaTenb Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrtepuasbHble /<=0.725 E3/mMr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHbI 5,8 E3/mr KeTopolaka
TpOMETaMUHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CTrepuibHOCTD (OJ151 KAKIOH CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KonnuyecTBeHHOE 30.30 mg / 30.30 Mr From 27.0 mg to 33.0 mg of
omnpejeseHue CioH24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr C9H24N2Og (keTOponaka
TpomeTramon) B 1 mn.
12 Alcohol content / ITanon 11.88 % From 10.60 % (v/v) to 13,10 %
(viv)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1mL in classI(USP) light-shielding
amber glass ampoules (USP). A cut | dark amber glass ampoules.
ring and point in the upper part of | A cut ring 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
Mo 1 wMn B ammyiasl w3 | carton pack/
CBETO3AIIUTHOIO CTekna Temuo- | [lo 1 ™Mn B aMmmyinsl U3
xopuuHeBoro Kiacca I (USP). B | cBerozaliuTHOrO CTE€KId TEMHO-

Remarks : The Product confirms to ND/
TIpumeuanue: ITpoaykT coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: Santosh I[Mposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosgautets
Kumar Maurya Abhishek Chauhan _f

@” o.ﬁ//" [
Reprint Date / Reprint Date / Reprint Date /
Jara: 05.03.2025 Jata: 05.03.2025 Jara: 05.03.2025

Registered Office: 8-2-237, Read No. 3, Banjara Hills, Hyderabad - 500034, felangane, India
Tel: +91 40 4900 2900, Fax: +97 40 500 2999, Emaik: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

viil. Khol, Malagarh Road, Baddi,
Distt. Solan, Y7, 173 205, INDIA
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Product : /

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

MpoaykT: Kertopon™ (KeToposak) pacTBOp JUlS BHYTPHBEEHHOIO ¥ BHYTPHMBIIEYHOTO BBEACHAS, 30 Mr/mu
Batch No / : V250143 Batch Quantity / : 454545 ampules /
Cepus Ne Oo0bem cepiu 454545 amnyn
Analytical Report No / : 890001796096 Date of Analysis / : 05.03.2025
AnajiuTHYeCKHH oTyeT No JlaTa aHaIU32a
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JaTA npoM3BOACTBA T'open no

Analysis performed according ND / Anasnus npoeenen no HJI: JII1-001365-230124

PageS5of 5/Cip. 5u3 5

NN'O Test / Iloka3aTeJb Results / Pe3yabTaTh! Specification / Hopma
BEpXHel 4acTH aMmyjibl HaHeceHsl | KOopuuHeBoro usera kmacca I (USP).
KONbLO W Touka Iuisi paznoma. Ha | B BepxHel 4acTu aMIlyJibl HAHECEHBI
aMIy/1y HaKJIE€HBalOT 3TUKETKY. KONIbIIO M TOYKa Jnd pasnoma. Ha
ITo 10 ammynm ¢ HMHCTPYKUUEH [0 | aMIlyJly HakJIeHBalOT 3THUKETKY.
IIPUMEHEHHIO nomemiator | Ilo 10 ammyn ¢ MHCTpyKLHMEl IO
B [IBX/amomMuaneBbIi 61UCTED. MPUMEHEHUIO B
ITo 1 6nucTepy B nauky kaprousyto. | IIBX/amomunuenwiit Gmuctep. [lo
1 6aucTepy B Mauky KapTOHHYIO;
ons  cmayuonapog: no 2, 3.5
OJIMCTEPOB B MaYKy KaPTOHHYIO.
14 Labelling / MapkupoBKa According to ND / B cooteetctBun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amumensoMm
Xpanenue OT CBETa MeCTe NpH TeMIepatype He Boiie 25 °C. He 3aMOpakUBaTh.
16 Shelf-life / Cpok roanocTn 2 years. / 2 ropa.

API name / HaumenoBanue A®C:

Ketorolac Trometamol / KeToponaka TpoMeTaMol

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepuu npoussoautens ADC:

2KTMO0430724

FP Manufacturer API Batch number /

Homep cepuu cyGetanumu npoussoauressa IJID:

FERA00631

API Manufactured by & country /
Ipoussoautens A®C, crpana:

Symed Labs Ltd., India /
Caitmen Jlabc JIta., UHaus

Remarks : The Product confirms to ND/

[Tpumeuanne: IIpoayKT COOTBETCTBYET TpeboBanusaM HJ[

Conclusion : APPROVED /

Zakmouenne: OJOBPEHO

Prepared by / Checked by /

IMoarorosneno: Santosh

Kumar Maurya ( ,ﬁ(/‘

[Mposepeno: Pardeep Kumar

i}

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosogureis
Abhishek Chauhan ft

Reprint Date /
Jata: 05.03.2025

Reprint Date /

Hara: 05.03.2025

Reprint Date /
Jara: 05.03.2025

Pecistorod Office: 8-2-337, Read No. 2, Banjara Hills, Hyderabad - 500334, Telaingana, India

Tel: #9140 4980 2209, Fax:

£G7 40 1000 299¢, Email: mait@drreddys.com

CIN: L851954P1984PLCO04507

www.drreddys.com




