Dr.Reddy’s Q‘:’.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sotan, 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

Ipoaykr: Ketopon® (xeToposiak) pacTBop Uit BHYTPUBEHHOTO U BHYTPUMbILIEYHOTO BBeJIeHHMs, 30 Mr/m
Batch No / : V250141 Batch Quantity / : 454545 ampules /
Cepus Ne O61bem cepun 454545 amnyn
Analytical Report No / : 890001796094, 890001798204 |Date of Analysis/ : 11.03.2025
AnammTudecknii oTyer Ne JaTa anannza

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
JaTa npon3BoacTBa I'open go

Analysis performed according ND / Ananan3 nposegen mo HJI: JI[1-001365-230124

Page 1 of 5/ Crp.1m35

i.oo Test / [lokasaTenb Results / PesyabTaTsl Specification / Hopma
1 Description / Onucanue Clear  colorless solution. / | Clear colorless to slightly yellow

TIpo3pauHblii GeclBETHBIH pacTBOP.

color solution. / IIpo3paunblii
pacTBOp OT GECLIBETHOTO JO CBETIO-
KEeNTOro LBeTa.

2 Identification /
IMopnuHHOCTDL

HPLC / BOXX

Complies as prescribed/

CooTBeTCTBYET

The retention times of the main
peaks in the chromatogram of test
solution should correspond to those
in the chromatogram of standard
solution (Assay section) / BpemeHa
yIep)KMUBaHUA OCHOBHBIX NMHKOB Ha
XpoMaTorpaMmme UCTIBITYEMOTO
PacTBOpa NOMKHBI COOTBETCTBOBATE
BpeMeHaM YAep>KUBAHUS OCHOBHBIX
MHKOB Ha XpoMmarorpamMmme
CTaHJapTHOTO pacTBopa (pasgen
«KoJNHyecTBEHHOE ONpEAETICHUE)

UV- spectrophotometry /
Y®-cnexrpodoromeTpus

Complies as prescribed/

CoOTBETCTBYET

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 NOTMOILEHHU
UCIBITYEMOTO pacTBOpa U pacTBopa
cTaHzapTHOro odpaslia KeTopojaka
TpoMeTamuHa B obnactu ot 200 no
400 HM TOJKHBI IMETh MaKCUMYMBbI
nornouieHus npu 32242 HM.

Remarks : The Product confirms to ND/
Ipumeuanue: Ilponykr coorBercTByeT TpeboBaHusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

[MogrororneHo: Yogesh ITposepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBoaurensb

Chauhan ” Maurya Amit Kumar L
/ ry ( §,2 [\ et

Reprint Date / Reprint Date / Reprint Date / i

Jara: 11.03.2025 JHara: 11.03.2025 Hara: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, 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
CEPTUDPHNKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keToposak) pacTBop MJisi BHYTPMBEHHOTO ¥ BHYTPMMBILIEYHOrO BBEAHHs, 30 Mr/MIt
Batch No / : V250141 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001796094, 890001798204 |Date of Analysis/ : 11.03.2025
AHanTHYecKH# oTHyeT No JaTta ananm3sa
Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
JlaTa npou3BoacTBa T'open a0
Analysis performed according ND / Ananu3 nposenen no HJI: JITI-001365-230124

Page2 of 5/Ctp.2u3 5
1}? Test / Iloka3zarenn Results / PesyibTaTsl Specification / Hopma

3 Clarity / Ilpo3pauHocThb

Complies / CoOOTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnajnecueHUys npenapara He
JI0JDKHA TIPEBBIIIATH ONAJECHESHIHIO
9TaloHa cpaBHeHus 1.

BuauMble 4acTULBI

4 Color / IlBeTHOCTBL 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[TornouieHyue DOJKHO OBITE He
6onee 0,20 npu manuHE BOJHBI
430 umM.

5 pH 7.2 From 6.9t07.9./0t16,9 no 7.,9.

6 Particulate matter / Mexannuyeckue BKJIIOYEHUS

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

/
B cooTBeTcTBUH C Tpe60BaHI/IﬂMI/l.

6B Invisible particles /
HeBupumsle 4acTULIBL:

i. Particles> 10 pm / 26 not more than 6000 per ampoule /
YacTuil pasMepoM > He Oonee 6000 Ha ammyny;
10 MKkM

ii. particles> 25 pm/ 02 not more than 600 per ampoule /
4acTull pasMepoM > He Ooyree 600 Ha amnyny.
25 MKM

7 Related substances / PoacTBeHHble npumecu

Remarks : The Product confirms to ND/
ITpumeyanue: Ilponykt coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara: 11.03.2025

Jara: 11.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Yogesh [IpoBepeno: Santosh Kumar | Ogo6peno: Menemxkep / Pykoroaurens
Chauhan %/ Maurya @ Amit Kumar f\/ L

Pl
Reprint Date / Reprint Date / Reprint Date / 1

Hara: 11.03.2025

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




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

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

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

Product : /

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

IMpoaykr: KeTopon® (keToponak) pacTop /Uisi BHYTPMBEHHOIO M BHYTPMMBILISYHOTO BBEASHHUS, 30 Mr/mi
Batch No / 1 V250141 Batch Quantity / + 454545 ampules /
Cepusa Ne O6neM cepuu 454545 amnyn
Analytical Report No / : 890001796094, 890001798204 |Date of Analysis / : 11.03.2025
AHaauTHYeCKHH oT4eT Ne JlaTa aHann3a
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
Jarta npon3BoacTBa I'oxen a0

Analysis performed according ND / Ananus nposeges mo HJI: JII1-001365-230124

Page3 of 5/Crp.3u35

1;.? Test / Iloka3zaTeinb Results / PesyabTaThl Specification / Hopma
Impurity A / Ilpumecs A 0.08 % not more than 0.20 % / He Gojee
0,20 %;
Impurity B / IIpumecs B Below LOD (LOD = 0.014 %) / not Izlore than 0.50 % / He Oonee
Hmxe npenena obHapyxenus (I10 0,50 %;
=0.014%)
Impurity C / Tipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Hwuxe mpenena obnapyxenus (110 0,50 %;
=0.010%)
Impurity D / [Tpumecs D not more than 0.20 % / He Goiee
Not detected / He o6HapyxeHa 0.20 %.
Individual unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He 6onee
impurity / Enunwunas Huke npenena KoJx4eCTBEHHOTO 0.20 %.
HeHIeHTHbNLMPOBaHHAs onpeaenenus (ITIKO = 0.05%)
IPHUMECH
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
H3BnexkaemMblit 0Gbem measured volume of 10 ampoules) /
He Menee 10,0 M (0ObemM,
W3MEPEHHBIM Ha OCHOBAaHUU
00beIUHEHHOTO coaepxumMoro 10
amITy)

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykr coorBercTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jlara: 11.03.2025

Jata: 11.03.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IMoxrorosneHo: Yagesh [Tposepeno: Santosh Kumar | Ono6peHo: Menemxkep / PykoBoaurens
Chauhan /E Maurya Amit Kumar (e
Reprint Date / ~~ Reprint Date / Reprint Date / |

Hara: 11.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

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

Ipoayxr: Ketopon® (keToponak) pacTBOp /i BHYTPHBEHHOTO W BHYTPHUMBILUEYHOTO BBeAeHHS, 30 Mr/mi
Batch No / : V250141 Batch Quantity / : 454545 ampules /
Cepua Ne O6beM cepun 454545 amnyn
Analytical Report No / : 890001796094, 890001798204 |Date of Analysis/ : 11.03.2025
Anaantuyecknii oruer Ne JaTta aganuza
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
Jara mpou3BoacTBA Topen o

Analysis performed according ND / Anann3 nposenen no HJI: JIIT1-001365-230124

Page 4 of 5/ Crp.4u3 5

1;.2 Test / IToka3aTenb Results / PesynabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepnaneHbie /<=0.725 EQ/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBI 5,8 EQ/mr KeTopoJaka
TPOMETAMHHA.
10 Sterility (every 15th batch) / Sterile / Crepunex Must be sterile. / Jlomken ObITh
CrepuibHOCTb ()15 KaXKAoii CTEPUIILHBIM.
15-oii cepun)
11 Assay / KonuuecTBeHHOe 30.22 mg/30.22 Mr From 27.0 mg to 33.0 mg of
onpeneneHHe Ci19H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr Ci9H24N>Os (keTOponaka
TpoMeTamoT) B 1 M.
12 Alcohol content / ITanon 11.90 % From 10.60 % (v/v) to 13,10 %
)./
Or 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 amnoynsl w3 | carton pack/
CBETO3AIMTHOTO cTekna TemHo- | [To 1 wMin B aMmyiasl 3
xopuuHeBoro kynacca I (USP). B | cBeTo3allUTHOrO CTEKIA TEMHO-

Remarks : The Product confirms

ITpumeyanue: [Iponykr coorBeTcTBYET TpeboBanusm HJI

to ND/

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotosneHo: Yogesh IMposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosonurens
Chauhan / ' Maurya ( Z) Amit Kumar %2
Reprint Date =~ Reprint Date / Reprint Date / '

Jlata: 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 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

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

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

IIpoaykr: Ketopoa® (keToposiak) pacTBop Julsi BHYTPHBEHHOrO M BHYTPUMBILIEUHOrO BBeAeHHUS, 30 Mr/mn
Batch No / : V250141 Batch Quantity / : 454545 ampules /
Cepus Ne O0nem cepuu 454545 amnyn
Analytical Report No / : 890001796094, 890001798204 |Date of Analysis/ : 11.03.2025
AHajguTHYecKHil oTyeT No Jara anannza

Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
Jara npousBoacTBa T'ogen mo

Analysis performed according ND / Anasm3 nposenen no HJI: JI[1-001365-230124

Page Sof 5/Crp.5n35
1;,00 Test / [TokazaTens Results / PesyabTaTsl Specification / Hopma
BEPXHE# 9acTW aMIyNlbl HaHEeCeHHl | KopHuHeBoro LpeTa kinacca I (USP).
KOJIBIIO M TOuka Jns paznoma. Ha | B BepxHeil yacTW amMIyJibl HAHECEHDI
aMITyJly HaKJIE€HUBAIOT ITHKETKY. KOJIBIIO W TO4YKa A pasznoma. Ha
[Mo 10 ammyn ¢ MHCTpYKUMEH IO | aMmylly HaKIEHUBAIOT ITUKETKY.
[IPUMEHEHHUIO moMemtaot | Ilo 10 ammyn ¢ WHCTpyKuueidl no
B [IBX/anioMiHueBsIH O11CTEp. IIPUMEHEHHIO B
ITo 1 6aucTepy B nauky kaptoHHyto. | [IBX/amomunuesbiii 6auctep. Ilo
1 6nmuctepy B Mauky KapTOHHYIO;
ona cmayuonwapos: mno 2, 3, 5
OIMCTEpPOB B MAYKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBetcTuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuuiieHHoM
Xpanenue OT CBeTa MecTe Ipu TeMueparype He Boilie 25 °C. He 3aMopaxuBaTs.
16 Shelf-life / Cpok roanocTHn 2 years. / 2 roza.

API name / HaumenoBanne A®C:

Ketorolac Trometamol / Ketoponaka TpoMeTamosn

Homep cepun cy6ctanumnn npounspoautens [JIP:

INN / MHH: Ketorolac / Keroponak
API manufacturer batch number /
Homep cepuu npoussoautens A®C: 2KTM0430724
FP Manufacturer API Batch number /

FERA00631

Ipoussoautens ADC, crpaHa:

API Manufactured by & country /

Symed Labs Ltd., India /
Caiimen Jla6c¢ JItn., MHnus

Remarks : The Product confirms to ND/
[Mpumeyanue: Ilpoaykr cooTsercTByeT TpeboBaHusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Yogesh IMposepeno: Santosh Kumar | Ono6peHo: MeHemkep / PykoBoaunrens
Chauhan Maurya Amit Kumar L-
P
/// e
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 4900 2900, Fax: +91 40 4900 2999, Emaii: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




