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

S
Dr. Reddy’s Q'.O Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel:+91 85166 5600102
CEPTUPUKAT AHAJIU3A www.drreddys.com

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

IIpoaykr: Ketopon® (keToponak) pacTBop A/isi BHyTPHBCHHOTO M BHYTPHMBIIIEYHOTO BBeAeHUS, 30 mr/mi
Batch No / : V250289 Batch Quantity / : 454545 ampules /
Cepusa Ne O6bemM cepuu 454545 amnyn
Analytical Report No / : 890001805635 Date of Analysis/ : 30.04.2025
AHaJIHTHYECKHH OTYeT Ne JlaTa ananmn3a

Date of Manufacture / 1 04/2025 Date of Expiry / : 03/2027
JlaTa npoH3BoaCTBA I'ogen o

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

Pagel of 5/Crp. 1 w35

No

No Test / [Tokaszarenb Results / PesyabTaThl Specification / Hopma

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3paynslii GecUBETHBIH pacTBOP. color solution. / IIpo3paunbiii
pacTBop OT 6ECLBETHOIO JI0 CBETIIO-
XKENTOro UBETa.

2 Identification / The retention times of the main
IMoamHHOCTD peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
yAEP)KHBAHUS OCHOBHBIX HHKOB Ha
Xpomarorpamme UCMLITYEMOTO
pacTBopa JOJKHBEI COOTBETCTBOBATh
BpEMCHAM YIep)KMBaHUA OCHOBHBIX
HKOB Ha XpoMmarorpamme
CTaHAApTHOTO pacTBopa (paszzmen
«K0JInueCTBEHHOE OTIPENCTCHUEN)

HPLC/B3XX

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-
CHEKTPBI [IOINOLUEHHUA
HCIIBITYEMOIO pacTBOpa U pacTBOpa
CTaHAapTHOTO o0pa3na KeToposaka
TpoMeTamMHHa B obnactu ot 200 mo
400 1M JOJDKITHI HMCTL MAKCHMYMLI
TOTJIOIEHU TTpH 32242 HM.

Y®-cniekrpodoToMeTpus CoOTBETCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [lponykT cooTBeTcTBYeT TpeboBaHuAM H/I 3axsouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTropneHo: Suman [Mposepeno: Pardeep Kumar | OmobpeHo: Menemxep / Pykosoautens
p Amit Kumar

Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +©1 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Qe
Dr.Reddy’s €3¢
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tel . +51 93166 5600102

CEPTU®UKAT AHAJIM3A

www.drreddys.com

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

IIponykr: KeTtopon® (xeToponiak) pacTBOp Ui BHYTPHBEHHOIO 1 BHYTPHUMBILIEUHOTO BBeeHNS, 30 Mr/ma
Batch No / 1 V250289 Batch Quantity / : 454545 ampules /
Cepnust Ne O0BeM cepul 454545 amnyn
Analytical Report No / : 860001805635 Date of Analysis/ : 30.04.2025
AnajanTnyeckuii ordet Ne Jata anaau3a

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTa npoH3BOACTBa T'oxen a0

Analysis performed according ND / Ananus nposeaen mo HJI: JIT1-001365-230124

Page2 of 5/Crp. 2 w3 5

No

N Test / [loka3aTeanb

Results / PesynbTathl

Specification / Hopma

3 Clarity / Ilpo3paiHocThb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnasieclueHLMs npernapara He
JOJKHA MPEBBIIATh ONanecleHIHIo
3TanoHa cpaBHeHuA 1.

4 Color / lIBeTHOCTB 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
[MoraoleHHe JOIKHO ObITh HE
6onee 0,20 npu ATHHE BOMHBI
430 um.

5 | pH 6.9 From 6.9 t0 7.9./ OT 6,9 10 7,9.

6 Particulate matter / MexaHu4eckHe BKIIOUCHHSA

6A Visible particles /
BuauMBbIe YacTHLLI

Complies / CooTBeTCTBYET

Should correspond to requirements.
/
B cooTBeTcTBUM ¢ TPeOOBAHHUIMH.

6B Invisible particles /
HeBuauMbie YacTHLBL:

i. Particles> 10 pm/ 48 not more than 6000 per ampoule /
YacTtul pasMepom > He 6onee 6000 Ha ammyny;
10 MKkM
ii. particles > 25 pm/ 05 not more than 600 per ampoule /
YacTHUL pa3MePOM > He 6onee 600 Ha ammyJy.
25 MKM
7 Related substances / PoacTBeHHble NpUMecH

Remarks : The Product confirms to ND/
Hpumeuanue: Ilponykr cooTseTcTBYyeT Tpebosanuam HJI

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Suman ITporepeno: Pardeep Kumar

Kumar % Q[’/’—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoguresb

Amit Kumar
N

Reprint Date /
Hara: 30.04.2025

Reprint Date /
Hara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 4C 4900 29989, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q::‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Te!:+¢19816656001-02
CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (ketoponak) pacTBop Uisi BHYTPUBEHHOIO H BHYTPHMBIILEYHOrO BBeACHNUS, 30 mr/mi
Batch No / : V250289 Batch Quantity / : 454545 ampules /
Cepmusa Ne O6bem cepuu 454545 amnyn
Analytical Report No / : 890001805635 Date of Analysis/ : 30.04.2025
AHaJuTHYeCKHH oTyeT Ne JlaTa anaam3sa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
Jlara npousBoacTsa T'oxen mo
Analysis performed according ND / Anasus nposexen mo HJI: JIIT-001365-230124

Page3 of S/Crp.3m35

|
1}:’ Test / TlokazaTensb Results / PesyabTaThl Specification / Hopma
Impurity A / Ilpumecs A 0.10% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / ne Gonee
Huke npenena obrapyxkenus (IT0O= | ¢ 50
0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Goree
Huxe npeaena obHapyxenus (110 = 0.50 %:
0.010%) ’ ’
Impurity D / Ipumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / ne Gonee
Huxe npenena odnapyxenus (I10 = 0,20 %.
0.014 %)
Individual unidentified 0.06% Not more than 0.20 % / He Gonee
impurity / Exurudnas 0,20 %.
HeUAEHTU(HNIMPOBAHHAA
MPUMECH
Total impurities / Cymma 0.2 % Not more than 1.50 % / He Oonee
IpuMecet 1,50 %.
8 Extractable volume / 10.1 ml/10.1 mn Not less than 10.0 ml (collectively
H3Biekaemblii 06bem measured volume of 10 ampoules) /
He mMenee 10,0 M1 (06beM,
H3MepEHHBIH Ha OCHOBAHHH
obweauHeHHoro copepxumoro 10
aMInyJn)

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooTBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Suman [Tposepeno: Pardeep Kumar | OmobpeHo: Menemxkep / PykoBonurens
Kumar </ Amit Kumar s '
Reprint Date / Reprint Date / Reprint Date /

Jara: 30.04.2025 Hara: 30.04.2025 Hata: 30.04.2025

Registered Ufflce: 8-2-337, Ruad Nu. 3, Baijata |ills, [lyderabad 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4C 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,

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

IIpoayxkr: Ketopon® (keToponak) pacTsop /uls BHYTPHBEHHOTO H BHYTPHMBIIIEYHOrO BBeACHUS, 30 Mr/mu
Batch No / 1 V250289 Batch Quantity / : 454545 ampules /
Cepust Ne Oo0bem cepri 454545 amnyn
Analytical Report No / : 890001805635 Date of Analysis/ : 30.04.2025
AnaJiuTHUYeCKH i oTyeT No JlaTa aHaqu3a

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JaTta npoH3BoACTBA TI'omen no

Analysis performed according ND / Ananu3s nposenen mo HJI: JI[1-001365-230124

Page 4 of 5/ Crp. 4135

i‘? Test / IlokazaTeb Results / Pe3ysnbTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuasbHble /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 ED/Mr KeTopoJiaka
TPOMETaMHHa,
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CTepuabHOCTL (AJ19 KaXA0H CTEPHIIBHBIM.
15-o0ii cepumn)
11 Assay / KoinuecTBeHHOE 30.63 mg / 30.63 mr From 27.0 mg to 33.0 mg of
onpejesieHye Ci19H24N20¢ (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr Ci9H24N2Og (keTOpOnaka
TpoMeTamon) B 1 ML
12 Alcohol content / ITaHon 12.00 % From 10.60 % (v/v) to 13,10 %
wiv)./
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
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
Mo 1 wMn B ammynsl u3 | carton pack/
CBETO3AIUTHOTO CTekia TeMHo- | llo 1 Mn B ammynel M3

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT coorseTcTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by /
IMoxgrorosieno: Suman

Kumar é’

Checked by /
ITporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykoonurensb
Amit Kumar

A

/\//

Reprint Date /
Jara: 30.04.2025

Reprint Date /

Hara: 30.04.2025

Reprint Date /
Jara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

® o
DI’. Reddy,s ‘..0. vill. Knol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®HUKAT AHAJIM3A  www.drreddys.com

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

IIpoaykr: Keropon® (keToponak) pacteop /Jis BHYTPHBEHHOIO M BHYTPHMBILIEYHOTO BBeAeHH:, 30 mr/mi
Batch No / 1 V250289 Batch Quantity / : 454545 ampules /
Cepusn Ne O6beM cepHH 454545 amnyin
Analytical Report No / : 890001805635 Date of Analysis / : 30.04.2025
AHajuTHYecKHiH oTUeT No JaTa anaamsa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTa npon3BoACTBA T'onen o

Analysis performed according ND / Anaau3 nposeaen mo HJI: JII1-001365-230124

PageSof 5/C1p.5m 5§

1}? Test / Iloka3aTenn Results / Pe3yabTaThl Specification / Hopma
kopuuHeBoro knacca I (USP). B | cBeTO3allMTHOro CTEKIa TEMHO-
BEPXHEHM 4acTH aMIlysibl HaHeceHbl | KopHuHesoro ugeta knacca I (USP).
KOJIBIIO M TOYka Jing pa3noma. Ha | B BepxHeH yacTu aMimyIibl HAHECEHBI
aMmyJy HaKJIeHBaIOT ITUKETKY. KOJIBIIO U TouKa Ans pasnoma. Ha
IIo 10 ammyn ¢ WHCTPYKLUHEN N0 | amiyady HaKJIEHUBAKOT 3TUKETKY.
NPUMEHEHUIO noMmewaror | ITo 10 amMmoysn ¢ HHCTpyKLMEHR IO
B [IBX/anmomMutneBs1ii 61HCTED. MPUMEHEHUIO B
ITo 1 6nucTepy B nadky kapTouuyro. | IIBX/amoMunuessiii 6auctep. Ilo
1 6nicTepy B TadKy KapTOHHYIO;
o cmayuoxapog: mo 2, 3, 5
GJMCTEPOB B Ma4Ky KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorBerctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHOM
XpaHenue OT CBETa MecTe NpH Temnepatype He Boiie 25 °C. He 3aMmopaXuBaTh.
16 Shelf-life / Cpok rognocTu 2 years. / 2 roga.
API name / HanmeHoBanue A@C: Ketorolac Trometamol / Ketopoiaka TpoMeTamon
INN/MHH: Ketorolac / KeToponak
API manufacturer batch number / _
Homep cepuu npoussoaunTtesnss APC: 2KTM0641024
FP Manufacturer API Batch number /
Homep cepun cy6cTtanuun npoussoautess I'JIO: FERA00706
API Manufactured by & country / S):med abs IELGS, Enciay/
Iponspoautens APC, crpana: Cattmen Jla6c JITa., Mrmms

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMTpumeyanue: [IpoaykT cooTBeTcTBYET Tpebosanusm HJI 3axuouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBnexo: Suman IIpoeepeno: Pardeep Kumar | Ono6peno: Menemxkep / PykosoauTesns

/f'r'—
e
e
\.D .
—

Kumar P Amit Kumar b
[

Reprint Date / Reprint Date / Reprint Date /
Hara: 30.04.2025 Hara: 30.04.2025 Hara: 30.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



