Dr. Reddy's Laboratories Ltd.

X3
DI’. Reddy,s ‘... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel: +91 9816_6 56001-02
CEPTHOPUKAT AHAJIN3A www.drreddys.com

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

ITpoaykr: Ketopon™ (keroponiak) pacTBop Aist BHYTPUBEHHOTO W BHYTPUMbILIEUHOTO BEEACHHMS, 30 Mr/mi
Batch No / : V250140 Batch Quantity / : 454545 ampules /
Cepus Ne O6nem cepun 454545 amnyn
Analytical Report No / : 890001796093, 890001798203 |Date of Analysis/ : 11.03.2025
AHajanTHYecKHii oTyer No Jara ananuza

Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTa npousBoacTea I'onen xo

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

Page1 of 5/Crp.1u3 5

No

Ne Test / Iloka3aTesb Results / PeayabTaTsl Specification / Hopma

1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
I[Ipo3pauHblil GecLBETHBIN pacTBOp. color solution. /- Ipo3apauHslii
pacTBOp OT OECLIBETHOTO [0 CBETIO-
KEJITOTO LBeTa.

2 Identification / The retention times of the main
INoanuHHOCTH peaks in the chromatogram of test
HPLC / BRIKX ' . §olution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
yIEepKUBAHHSA OCHOBHEIX ITHKOB HA
XpOMaToOrpaMmme HCTMBITYEMOTO
pacTBOpa NOJDKHBI COOTBETCTBOBATE
BpPEMEHaM YIEP)KHBaHUSA OCHOBHBIX
MTUKOB Ha XpomarorpaMmme
CTaHZapTHOTO pacTBopa (pasgen
«Konu4ecTBeHHOE OTIpeeNneHHe»)

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. / V-
CIIEKTPBI NOIJIOIIECHHUS
UCTBITYEMOTO pacTBOpa M pacTsopa
cTaHAapTHoro oOpa3lia KeToponaka
TpoMeTaMuHa B obnact ot 200 fo
400 HM JOJKHBI MMETh MAKCHMYMBI
NOMIOLEHH IpH 32242 HM.

Y®-cnektpodoromeTpus CootBeTcTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: TIponykr coorercTByeT TpeGoBanusam HJT 3axmwuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Yogesh ITposepeno: Sanlos{&ljnmar Onobpeno: Menemxep / PykoBoautens
—'___,_._.-t

Chauhan ( // Maurya Amit Kumar j\ /}

Reprint Date / Reprint Date / Reprint Date/
Hata: 11.03.2025 Hara: 11.03.2025 Hara: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4300 2800, Fax: +91 40 4900 2999, Email:mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon® (keroponak) pacTBop Juis BHyTPMBEHHOIO M BHYTPUMBILIEYHOTO BBEIeHHs, 30 Mr/mi
Batch No / : V250140 Batch Quantity / : 454545 ampules /
Cepust Ne Oo0nem cepun 454545 amnyn
Analytical Report No / : 890001796093, 890001798203 |Date of Analysis/ : 11.03.2025
AunannTHueckuii oryer No JlaTa anaausa
Date of Manufacture / ¢ 02/2025 Date of Expiry / : 0172027
Jara npoun3BoacTBa I'omen go
Analysis performed according ND / Auanus nposegen no HJI: JI[1-001365-230124

Page2 of 5/Crp.2 uz 5

No

Test / IlokazaTens
No

Results / Pe3yabTaTsl

Specification / Hopma

3 Clarity / IIpo3pauHocTh

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OnanecueHMA NpenapaTa He
IOJDKHA MPEBBIIATEH OMANECUEHIIUIO
3TaIOHa cpaBHEeHU 1.

Buoumele yacTHLBI

4 Color / IBeTHOCTH 0.03 Absorbance should be not more
than 0.20 at 430 nm. /
TlornomuieHue TOMKHO OBITE HE
6onee 0,20 npu JJTHHE BONHEI
430 HM.

5 pH 7.3 From 6.9 t0 7.9. /01 6,9 no 7,9.

6 Particulate matter / Mexanuueckue BKJIIOYEHUS

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

/
B cooTBeTcTBUY € TpeOOBAHUAMM.

6B Invisible particles /
HeBunumble yacTULIB:
i. Particles> 10 pm/ 17 not more than 6000 per ampoule /
YacTtun pasMepom > He 6onee 6000 Ha amnyny;
10 MM
ii. particles > 25 pm/ 02 not more than 600 per ampoule /
YaCTUL pa3MEPOM > He 6onee 600 Ha ammyny.
25 MxM
7 Related substances / PogcTBeHHbIe npumecH

Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykt cooTBercTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[HogrorosneHo: Yogesh [Ipoeepeno: Santgsh Kumar | Omo6peno: Menemkep / PykoBogurens
Chauhan e Maurya ép\ Amit Kumar A /;

Reprint Date / Reprint Date / Reprint Date/

JHata: 11.03.2025 Jara: 11.03.2025 Jara: 11.03.2025

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: L85195AP1984PLC004507

www,drreddys.com




Dr. Reddy's Laboratories Ltd.

@
Dr. Reddy’s ‘... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

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

Ilpoaykr: Keropon® (keToposnak) pactBop JUlsl BHYTPHBEHHOIO M BHYTPHMBILIEUHOTO BBeAeHUs, 30 Mr/mit
Batch No / 1 V250140 Batch Quantity / : 454545 ampules /
Cepust Ne O0beM cepun 454545 ammnyn
Analytical Report No / : 890001796093, 890001798203 |Date of Anmalysis/ : 11.03.2025
Ananurnvyeckuii oTaer No Jlara ananusa

Date of Manufacture / : 0272025 Date of Expiry / : 01/2027

JaTa npousBoacTBa Tonen mo

Analysis performed according ND / Ananu3 nposeaen o HJI: JII1-001365-230124

Page3 of 5/Ctp.3m35

1}? Test / [lokazaTeab Results / Pe3yabTaTsl Specification / Hopma
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
Impurity B / Ilpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hmxe npenena obnapyxenus (I1O 0,50 %;
=0.014%)
Impurity C / TIpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He 6onee
Hwxe npepena o6uapyxenus (ITO 0.50 %:
=0.010%) T
Impurity D / IIpumecs D not more than 0.20 % / He Gonee
Not detected / He oGHapy»xena 0.20 %.
Individual unidentified Erlowil OQIIROR = 00500 Not more than 0.20 % / He 6once
impurity / Equsimasas Hike npemena KOMHYECTBEHHOTO 0.20 %.
HeHIeHTUHLUPOBAHHAS onpenenenus (ITKO = 0.05%)
npuMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gosee
npuMecei 1,50 %.
8 Extractable volume / 10.1 ml1/ 10.1 mn Not less than 10.0 ml (collectively
H3Baexaemblii 06beM measured volume of 10 ampoules) /
He menee 10,0 mn (o6bewm,
MU3MEPEHHbI Ha OCHOBaHHH
0o6BbeqMHEHHOTO coaepxkuMoro 10
aMmIys)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanme: [Ipoaykr cooTBeTcTBYeT TpeboraHusmM HJI 3akawyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosneno: Yogesh [Iposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBogurens
Chauhan ' Maurya @ Amit Kumar L
Reprint Date / Reprint Date / Reprint Date / o
Jara: 11.03.2025 Jata: 11.03.2025 Jata: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fay: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS  Tel:+9198166 56001-02
CEPTUDUKAT AHAJI3A  Wwww.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposnak) pacTBOp A/1s1 BHYTPMBEHHOIO U BHYTPMMBILIEYHOTO BBeIeHUs, 30 Mr/m
Batch No / : V250140 Batch Quantity / : 454545 ampules /
Cepus Ne O61bem cepun 454545 amnyn
Analytical Report No / : 890001796093, 890001798203 |Date of Analysis/ : 11.03.2025
Ananutudecknii otuyer Ne JlaTa ananusza
Date of Manufacture / : 02/2025 Date of Expiry/ : 0172027
JaTa npoussoacTea I'oneH xo
Analysis performed according ND / Ananns nposener no HJI: JI[1-001365-230124
Page4 of 5/ Crp.4u35
l;.:) Test / IloxazaTesb Results / PesyabTarbl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepuasnbHbie /<=0.725 ED/mr Ketorolac Trometamol. / He 6onee
3HIOTOKCHHBL 5,8 ED/Mr KETOpONaKa
TpOMeTaMuHa.
10 Sterility (every 15th batch) / Sterile / Ctepuien Must be sterile. / JlomkeH ObITh
CTepHIbHOCTD (RS KAXKA0H CTEPUIBLHBIM.
15-oii cepun)
11 Assay / KonnuectBeHHOE 30.26 mg / 30.26 mr From 27.0 mg to 33.0 mg of
onpegesieHue C19H24N>06 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr CoH24N>Os (keToponaka
TpoMeTaMon) B 1 mi1.
12 Alcohol content / ITanon 11.95 % From 10.60 % (v/v) to 13,10 %
wiv)./
Ot 10,60 % (06/06) mo 13,10 %
(06/06).
13 Packaging / Ynakoska 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 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
[lo 1 w™Mn B ammynsl wu3 | carton pack/
CBETO3alIMTHOTO CTekna TeMHO- | Ilo 1 Mn B  ammoy’ael W3
kopuuHeBoro kmacca I (USP). B CBETO3AlIUTHOIO0 CTEKJIa TEMHO-

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoaykt coorBeTcTBYET TpebosanusimM HJT

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: Yogesh IIpoBepeno: Santosh Kumar | Opobpeno: Menemkep / Pykooaurens
Chauhan o Maurya - Amit Kumar o

Reprint Date / Reprint Date / Reprint Date / ,

Jara: 11.03.2025 Jara: 11.03.2025 Jara: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, {Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

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

Dr.Reddy’s ‘%

CERTIFICATE OF ANALYSIS  Tel:+91 98166 56001-02
CEPTUHOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
HpoaykT: KeTtopon® (keToposiak) pacTBOp /i BHYTPUBEHHOTO U BHYTPUMBbILIEYHOTO BBeAeHHUs, 30 Mr/mn
Batch No/ : V250140 Batch Quantity / : 454545 ampules /
Cepus Ne O0neM cepuu 454545 amnyn
Analytical Report No / : 890001796093, 890001798203 |Date of Analysis/ : 11.03.2025
AHaJuTHYeCKHH oTYeT No Jara ananmnza
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
Jata npou3BoacTBA T'ogen g0
Analysis performed according ND / Anann3 nposenen mo HJI: JII1-001365-230124

Page Sof 5/Crp.5u35

1;.00 Test / IlokazaTesb Results / PesynsTaThl Specification / Hopma
BEpXHEll 4YacTW ammysisl HaHeceHbl | KopuyHeporo LBeTa kinacca I (USP).
KONbLIO M TOouka 1A paznoma. Ha | B BepxHel 4acTv aMITyssl HAaHECEHbI
amIyJy HaKIE€UBalOT STUKETKY. KOJIBLIO M TOUKa Ans pasnoma. Ha
Mo 10 ammyn ¢ HHCTpyKLMEH MO | aMITylly HaK/IeUBalOT 3THKETKY.
TIPUMEHEHHUIO noMmewarot | Ilo 10 ammyn ¢ HMHCTpyKuueil Mo
B [IBX/anoMuHueBbIi OiHCTED. IIPUMEHEHUIO B
[To 1 6Gnucrepy B mauky kaproHuyto. | I[IBX/amomunuessiit Onuctep. Ilo
1 6nuctepy B Mayky KapTOHHYIO;
onsa  cmayuowapos: mo 2, 3, 5
6JMCTEPOB B NA4YKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsercTeun ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiieHHoM
XpaHenune OT CBeTa MecTe Tpu TeMIepaType He Bolile 25 °C. He 3aMopaxxuBaTh.
16 Shelf-life / Cpox rognocTn 2 years. / 2 rona.

API name / HanmeHnopanue A®C: Ketorolac Trometamol / Ketoponaka TpomeTamon

INN / MHH: Ketorolac / Ketoponak

API manufacturer batch number /

Homep cepuu npoussoputensi ADC: 2KTM0430724

FP Manufacturer API Batch number /

Howmep cepun cybctanuuu npouspogurenst FJIM: FERA00631

Symed Labs Ltd., India /

API Manufactured by & country /
Caiimen JIa6c JIta., UHaus

IIpouseoautens ADC, cTpana:

Conclusion : APPROVED /
3akaouenune: OJJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanne: IIpoaykr coorBercTBYeT Tpebosanusm HJI

Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroeneno: Yogesh [Tpoeepeno: Santosh Kumar | Ono6peHo: Menemkep / PykoBoauTens
Chauhan p Maurya % Amit Kumar —

Reprint Date / Reprint Date / Reprint Date / '

Jlara: 11.03.2025 Jara: 11.03.2025 Jata: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganra, India
Tel: +91 40 4900 2900, Fay: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www,drreddys.com



