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

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

CERTIFICATE OF ANALYSIS
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CEPTUGUKAT AHAJIM3A  www. drreddys.com

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

IIpoaykr: KeTopon" (keToponiak) pacTBOp juisi BHyTPHBEHHOTO H BHYTPUMBIILEYHOTO BBEeACHHS, 30 MI/mn
Batch No / : V250513 Batch Quantity / + 454545 ampules /
Cepus Ne O6beM cepuu 454545 amnyn
Analytical Report No / : 890001817224 Date of Analysis/ : 29.06.2025
AHaIMTHYECKHH oTyeT No JlaTta apanuza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npoH3BOACTBA T'onen no

Analysis performed according ND / Anasu3s nposegen no HJI: JI[1-001365-230124

Pagelof S/Crp. 1 u35

Nn

N 1'est / Iloxa3zaTenb

Results / PesyabTaThl

Speclficatlon / Hopma

1 Description / Onucanue

Clear, slightly yellow color solution.
/TIpo3pauHblii GecLBETHBII pacTBOp.

Clear colorless to slightly yellow
color solution. / TIpo3paunbiii
pacTeop OT HECLBETHOTO A0 CBETIIO-
JKEJITOro LIBETA.

2 Identification /
IMoanuHHOCTL

HPLC/B3XX

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) / Bpemena
yICPKHBaHHA OCHOBHBIX MHUKOB Ha
XpomarorpaMme UCTILITYEMOTO
pacTBOpa AOMKHBI COOTBETCTBOBAThH
BpEMEHaM YAep)KUBAHUsS OCHOBHBIX
[IUKOB Ha XpOMaTorpamMmme
CTaHJapTHOrO pacTBopa (pasnen
«KoNIMYECTBEHHOE OTIPEIE/IEHHEY)

UV- spectrophotometry /

Y@-cnekrpodoTomeTpus

Complies as prescribed/

CoOoTBETCTBYET

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®-
CIIEKTPBI MOTJIOIEHHS
UCMBITYEMOTO pacTBOpa U pacTBopa
cTaHaapTHOro o0pa3slia KeToponaka
TpoMeTamuHa B obiact oT 200 mo
400 HM JOJDKHBI MMETh MaKCUMYMbl
NOTJIOHICHUS npHu 322+2 HM.

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Zaxaouenue: OJJOBPEHO

Prepared by /
[ToarorosieHo: Ramakant

s

Checked by /
[TpoeepeHo: Pardeep Kumar

=l —

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautens
Amit Kumar -

ANe—

L

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, lndia
Tel: +¢1 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratcries Ltd.
Formufation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drredadys.com

Product : /

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

Hpoaykr: Ketopon" (keToponak) pacTBOp AJisi BHYTPUBEHHOTO H BHYTPUMBbIILEUHOTO BBeAeH s, 30 Mr/mi
Batch No / : V250513 Batch Quantity/  : 454545 ampules / |
Cepus Ne O6beM cepuu 454545 amnyn
Analytical Report No / : 890001817224 Date of Analysis/  :-29.06.2025
AHAaJMTHYECKHH oT4YeT No Jara apaanza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027

Jara npon3BoacTea I'onen no

Analysis performed according ND / Ananu3 nposeaen mo HJ: JII1-001365-230124

Page2 of 5/Crp.2u35

No
No

Test / [Toka3zaTenanb

Results / PesyabTaThl

Specification / Hopma

3 Clarity / IlpospayHocTb

Complies / CooTBETCTBYET

The opalescence of the sample
should not exceed opalescence of
reference suspension L. /
OmnaneciieHUusA Tpenapara He
JOJKHA TIPEBBILLIATD OTAIECLIEHLIMIO
ITaJoHa cpaBHEHH 1.

4 Color / IeTHOCTH 0.05 Absorbance should be not more
than 0.20 at 430 nm. /
INornoieHue TOMKHO ObITh He
6onee 0,20 npy [LNKMHE BOIHBI
430 M.

5 pH 7.1 From 6.9 t0 7.9./ Ot 6,9 10 7.9.

6 Particulate matter / Mexannuyeckue BKAOUEHUS

6A Visible patticles /
BI/IZ[I/IMBIG HacTUulbl

Cc;rnplies / Coorsercreyer

Should correspond (o requitenenls.
/
B cooTBeTCTBHM C TpeOOBAaHHUIMHU.

6B Invisible particles /

Hepuaymble 4acTHLbL:

i. Particles > 10 pm /
Yactun pasmepom >
10 MM

ii. particles > 25 pm/
YacTHIl pa3MepPoM >
25 MKM

31

01

not more than 6000 per ampoule /
He 6onee 6000 Ha ammy.ny;

not more than 600 per ampoule /
He 6onee 600 Ha ammyIny.

7 Related substances / PoacTeeHHbIe npumecu

Remarks: The Product confirms to ND/
Tlpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
[Moarotoenero: Ramakant

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menenxkep / PykoBoaurenn
Amit Kumar Ae "

|
3

et
Reprint Date / \

Hata: 29.06.2025

Reprint Date /

JlaTta: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangzna, India

Tel: +51 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tei:+91 350166 58001-02

CEPTUP®HUKAT AHAJIW3A

www.drreddys.coim

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

IMpoaykKT: Keropoa" (keToponak) pacTBOp AJ8 BHYTPUBEHHOTO U BHYTPHMBILICYHOIO BEEACHH, 30 mr/mn
Batch No / : V250513 Batch Quantity / 1 454545 ampules /
Cepus Ne O0bemM cepHH 454545 amiyi
Analytical Report No / : 890001817224 Date of Analysis / : 29.06.2025
AHATHTHYECKHI 0TIeT No JlaTta asanusza
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jara npou3BoacTBa Toaen 0

Analysis performed according ND / Anann3 nposejien no HJI: JIT1-001365-230124

Page3 of 5/Cip.3m35

I;.:’ Test / [TokazaTenn Results / PesyabTarsl Specification / Hopma
Impurity A / Tipumecs A 0.09% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Huxe npenena obHapyxeHuns (ITO = 0,50 %;
0.014 %)
Impurity C / [Ipumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npepena obHapyxenua (I1O = 0.50 %:
0.010%) T
Impurity D / Ilpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / ue Gosnee
Husxe npepena o6Hapyxenus (IIO = 0,20 %.
0.014 %)
Individual unidentified Below LOQ (LOQ = 0.050%) / Not more than 0.20 % / He Gonee
impurity / EnnHn4Has Huke npejiena KoJIM4eCTBEHHOTO 0,20 %.
HENIEHTHQHIUPOBAHHAA onpenenenus (ITKO = 0.050%)
npHMech
Total impurities / CymMmma 0.1% Not more than 1.50 % / He Gosnee
npumeceit 1,50 %.
8 Extractable volume / 10.2ml/ 10.2 mn Not less than 10.0 ml (collectively
H3Bnekaemslii 06bem measured volume of 10 ampoules) /
He menee 10,0 mn (00beM,
HU3MEpEHHBIH Ha OCHOBAHHH
06BeqHEHHOTO conepxumoro 10
ammyn)

Remarks: The Product confirms to ND/
Tlpumeuanue: [Iponykt coorBercTByeT TpeboBanuam HIL

Conclusion : APPROVED /
Zaxmwouenne: OJJOBPEHO

Prepared by /
IToaroroeneno: Ramakant

Checked by /
[TpoeepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaureb
Amit Kumar

N

Wil
Reprint Date / |

Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

'll.

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabadi -

300034, Telangana, tndia
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CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA

Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A  www.drreddys.com
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (ketoponak) pactBop AJiss BHyTPHBEHHOTO H BHYTPUMBILIEHHOrO BBEACHHS, 30 Mr/mn
Batch No / : V250513 Batch Quantity / : 454545 ampules /
Cepus Ne O0bem cepun 454545 amnyn
Analytical Report No / : 890001817224 Date of Analysis/ : 29.06.2025
AHaquTHYecKHii oTyeT Ne JlaTa aHaJgn3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTta mpounzBoacTBa T'onen oo
Analysis performed according ND / Anann3 nposexen nmo HJI: JITI-001365-230124

Page4of5/Crp.4u3 S

1;.00 Test / IlokasaTenn Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrtepnajibHble /<=0.725 ED3/Mr Ketorolac Trometamol. / He 6ornee
3HAO0TOKCHHBI 5,8 ED/Mr KETOpO/aKa
TpOMETaMHUHa.

10 Sterility (every 15th batch) /
CTepHabHOCTD (I KAXKA0iA

15-o0it cepun)

NA

Must be sterile. / Jlomken ObITE
CTEPUNILHBIM.

11 Assay / KonnuecTtBeHHOe

28.98 mg /28.98 mr

From 27.0 mg to 33.0 mg of

orpejesieHHe Ci9H24N206 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C19H24N>O¢ (xeToponaka
TpoMeTramon) B 1 ML
12 Alcohol content / DTaHon 12.06 % From 10.60 % (v/v) to 13,10 %

)./
Ot 10,60 % (06/00) no 13,10 %
(06/06).

13 Packaging / YnakoBka

1 mL in class I light-shielding dark

amber glass ampoules (USP). A cut
ring and point in the upper part of
ampoule. A label is attached to

PVC/aluminum blister.

1 blisters in a carton pack /

[lo 1 wMn B aMnoyisl U3
CBETO3AIIUTHOTO CTEKJIa TEMHO-
kopuuHneBoro knacca I (USP). B

1 mL in class I (USP) light-shielding
dark amber glass ampoules.

A cut ring and point are in the upper
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.

1 blister in a carton pack; for in-
patient facilities: 2, 3, 5 blisters in a

carton pack /
Ilo 1 wMn B amioymsl U3
CBETO3AIIUTHOrO CTEKIAa TEMHO-

Remarks: The Product confirms to ND/
Tpumeuanue: IponyxT cooTBeTcTByeT Tpebosanusm HJ

Conclusion : APPROVED /
3akmouense: OJOBPEHO

Prepared by /
IMToarorosneno: Ramakant

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykosoouTens
Amit Kumar 5

N—"

{

WAL
Reprint Date / .

Hara: 29.06.2025

Reprint Date /
Jlara: 29.06.2025

Reprint Date /
Hara: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.comi

CIN: L85185AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS Tel: 0198156 56001-02
CEPTUOHKAT AHAJIU3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToposiak) pacTBOp Ulsi BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOIO BBEASHHUA, 30 Mr/mi
Batch No / 1 V250513 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6beM cepun 454545 amnyn
Analytical Report No / : 890001817224 Date of Analysis/ : 29.06.2025
AnaJnuTH4yecKuii oTger Ne Jata ananusa

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa NpoH3BOACTBA I'oaen go

Analysis performed according ND / Ananus nposeaen no HJI: JI[1-001365-230124

Page50of5/Crp. 5u3 5

1;.00 Test / [lokazaTenb Results / PesynabTaTs! Specification / Hopma
BEpXHeH 9acTM aMmIysisl HaHeceHbl | KOpHUHeBOTo mgera Kiacca I (USP).
KOJNBLO W Touyka A pasznoma. Ha | B BepxHei 4acTy aMIyJibl HAHECEHBI
aMIyny HakJeuBaloT 3TUKETKY. KONBLIO M TOYKa AN paszioma. Ha
ITo 10 ammyn ¢ MHCTpYKUMEN 10 aMIyJly HaKJIEnBarOT ITHKETKY. |
NMPUMEHEHHUIO nomewator | Ilo 10 ammyn ¢ MHCTpYKUHEH IO
g [IBX/anroMuHuessli OnucTep. NPUMEHEHHUIO B
Io 1 6nucTepy B mauky kapronuyto. | IIBX/amomunuespiii 6nuctep. Ilo
1 6nucTepy B MayKky KapTOHHYIO;
ong  cmayuowapos: mo 2, 3, 5
0JMCTEPOB B ITAYKY KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B coorsercteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuimeHHoM
Xpaneuue OT CBETA MecTe NpH Temneparype He Bbile 25 °C. He 3aMmopaxuBaTh.
16 Shelf-life / Cpok roanocTH 2 years. / 2 roga.

["API name / HaumenoBanue A®C:

Ketorolac Trometamol / KeToposaka TpoMeTamo

INN / MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussogurtenss A®C:

2KTMO0010125, 2KTM0641024

FP Manufacturer API Batch number /
Homep cepuu cy6ecTanuuu npoussoauTens ['J1D:

FESA00073, FERA00706

API Manufactured by & country /
IIponseoautens APC, crpana:

Symed Labs Ltd., India /
Caitmen Jlabc Jita., Uuaus

Remarks: The Product confirms to ND/
TIpumeuanue: [IpoaykT cooTBeTcTBYET TpebosaHusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Prepared by /
[Noarorosneno: Rilakant :\»

Mw’b\‘%}?

K

Checked by /
Ipogepeno: Pardeep Kumar

o .]__4

Approved by: Manager/Executive /
Onobpeno: Menemxep / P_\’KOEOJII/ITGHL
Amit Kumar

I}\, -

f i

h |
*

A

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Jara: 29.06.2025

Reprint Date /
Hata: 29.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +31 4G 4900 2399, Email: mail@drreddys.com
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