Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 172 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+21 98166 56001-0z

CEPTH®UKAT AHAJIM3A  wwwdrreddys.com

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

ITpoaykr: Keropon" (keToponak) pacTeop Aj# BHYTPUBEHHOrD U BHYTPHMBILIEUHOTO BBCACHHA, 30 mr/mn
Batch No / : V250665 Batch Quantity / : 454545 ampules/
Cepust Ne O0Bem cepHH 454545 amnyn
Analytical Report No/ - - : 890001830623 Date of Analysis /- * - :-30.08.2025
AHaJIHTHYECKHIH oTueT Ne JlaTa aHAJM3A
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
JaTa npou3BoAcTBA I'onen 1o
Analysis performed according ND / Ananns nposenen no HJI: JI[1-001365-230124

Pagelof S/ Crp.1u35

MoANHHNOCTR

HPLC/B3XX

N
.N'S Test / [Toka3aTens Results / PezyasTaTsi Specification / Hopma
1 Fescription /Omucaune | Clear colorless  solution. / | Clear colorless to slightly yellow color
Ipo3paulisiii GecBeTHbIH pacTBOP. solution. / Ilpo3payHblii pacTsop oT
GecuBETHOTO [0 CBETIO-KENTOTO |
uBeTa.
2 Identification / The retention times of the main peaks

Complies as prescribed/

CoOTBETCTBYET

in the chromatogram of test solution
should correspond o those in the
chromatogram of standard solution
(Assay section) / Bpemena
YACPKMBAHHs OCHOBHBIX IIMKOB Ha |
XpoMaTorpamMme HCTILITYEMOTO |
pacTBopa IOJDKHBI COOTBETCTBOBATH
BpEMEHaM YIEpPKHBAHHMA OCHOBHBIX
OHKOB Ha XpoMaTorpaMmme
CTaHmapTHOrO  pactBopa  (pazaen
«KonHYeCTREHHOE ONpencIeHHEN)

UV- spectrophotometry /
V@-cnexrpodoToMeTpHs

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 / VD-cnek TR
[ODJIOIIEHMS HCTILITYEMOTO pacTBopa
1 pacTBOpa CTaHAapTHOro ofpaslia
KCTOpONlaKa TPOMETaMHHA B 0GNacTH
or 200 1o 400 BM AOIDKHBI HMETh
MaKCHMYMBl HOTJIOLEH NS npHu
32242 HM.

Remarks: The Product confirms to ND/
[pumeuanue: [Iponykr cooTseTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
Zaxnwuennce: OJOBPEHO

Prepared by /
TToarotoeneno: Ramakant

-

Checked by /
[Tporepeno: Pardeep Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykosoauTens
Amit Kumar R

Reprint Date /
Iara: 30.08.2025

Reprint Date /
Hara: 30.08.2025

Reprint Date /

Hara: 30.08.2025

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

www.drreddys.com
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt Sclan, H.P., 173 205, iNDIA
Tel : +$1 98166 56001-02

CEPTHOHUKAT AHAJIM3A wwiw.arreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml g
Ilpoaykr: Ketopon" (keToponak) pacTBOp Julst BHYTPHBEHHOTO i BHYTPUMBILICHHOr0 BBEACHHS, 30 MI/muy
Batch No / : V250665 |Batch Quantity / : 454545 ampules/
Cepus Ne ‘Oﬁbem cepHH 454545 amnyn
Analytical Report No / -+-850001830623 Date of Analysis / + 30:.08:2025
AHaduTHYecKHii oTueT No JaTa aHaansa ]
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
llara mpon3BoACTBA Togen no

Analysis performed according ND / Ananus nposeaen no HI: JIIT-001365-230124

Page2 of 5/Cip.2n3 5

No

o Test / [Toka3zaTennb

Results / PesyabTatsl

Specification / Hopma

3 Clarity / [Ipozpa4yHocTh

~ Complies / CoOTBETCTBYET

The opalescence of the sample should |
not exceed opalescence of reference
suspension I. / OnanecLeHuua
npenapara He JO/DKHA NPCBLIILATE
ONaeCUEHHI0 ITATOHA CpaBHeHnA 1.

Absorbance should be not more than |

| 4 Color / llgeTHOCTSH 0.04
0.20 at 430 nm. /
TMornowenye noykHo ObITh HE bonece
0,20 npu anuHe BonHb! 430 1M,
5 pH /) From 6.9 to 7.9./ 0t 6,9 oo 7.,9.
6| Particulate matter / Mexannuccxve pictiouennn
6A Visible particles / Complies / Co0TBETCTRYET Should correspond to requirements. /
BuIHMMBbIe YaCTHLbI B cooTBeTCTBHH € TPEOOBAHHAMM.
6B Invisible particles /
HeBuRHMbIE YaCTHLIBI:
i. Particles> 10 um/ 76 not more than 6000 per ampoule /
Yactuy pazmMepom > ne Gonee 6000 Ha amny.ry;
10 Mxm
il. particles > 25 pm/ 1 not more than 600 per ampoule /
YACTHLL pA3SMEDUM 2 He Gutee 600 Ha amIyny.
25 MxMm
ii.
7 Related substances / PoxcTBennbie npumecH

Remarks: The Product confirms to ND/
[Tpumesanue: IpoaykT coorsercTeyer Tpebopanuam HII

Conclusion: APPROVED /
Sarkmouenne: OQJIOBPEHO

Prepared by /
HMonrotosneno: Ramakant

Checked by /
IMposepeHo: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoauTens
Amit Kumar ¢

M@Ur/

Repriﬁt Date /
Jlara: 30.08.2025

Reprint Date /
Hara: 30.08.2025

Reprint Date / M
Jara: 30.08.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Farmulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +01 98166 56001-02

CEPTHONKAT AHAJIM3A  www.drreddys.com

Product : / Ketorol (Ketorolz;c) solution for intravenous and intramuscular injections, 30 mg/ml ]

IMpoaykr: Keropoa™ (xeToponak) pacTsop A1l BHyTPUBEHHOTO ¥ BHYTPUMBIIIEYHOr0 BBEACHUA, 30 Mr/mn
Batch No / : V250665 Batch Quantity / : 454545 ampules/
Cepus Ne O6bem cepuu 454545 amyn
Analytical Report No / : 890001830623 Date of Analysis / : 30.08.2025 e
Aunanuriaecknii oruer Ne Jlata anannza

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027 i
|aTa npon3BOACTRA Topen 1o =i
Analysis performed according ND / Awaus mposexen mo HJI: JI[1-001365-230124 g

Page3 of S/ Crp.3u3 5

1}00 Test / oxa3zaTesn Results / PesynpTaTht Specification / Hopma
Impurity A / l'lpumec_b_A = 0.09% not more than 0.20% / He Gonee
i 0,20 %;
Impurity B / TTpumece B Below LOD (LOD =0.014 %) / not more than 0.50 % / ne Gosee
H B 0,50 %;
ke npenesa obHapyxerns (110 =
0.014 %)
Impurity C / [1pumecs C Below LOD (LOD =0.010 %) / not more than 0.50 % / He bonee
Huke npenena o6uapyxenus (10 | 0,50 %;
=0.010 %)
i
I ity D/TT D t than 0.20 % / 0 |
mpurity pUMech Below LOD (LOD =0.014 %) / no 1:10re an % / He Oonee
0,20 %.
Huxke npepena o6napyxenns (I10 =
0.014 %)
* Individual unidentified Not more than 0.20 % / He 6Gonee
impurity / EayanuHas Below LOQ (LOQ = 0.05%) / 0,20 %.
HeuIeHTHHIIMpOBaHHAA Huke npenena KONHHECTBEHHOTO
[IpHUMEChH onpeneneuns (ITIKO =0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npuUmeceii 1,50 %.
8 Fxtractahle volume / 103 ml/10.3 mn Not less than 10.0 ml (collectively
H3enexaemelii 00bem measured volume of 10 ampoules) /
He menee 10,0 mn (o6bem,
HM3MepEeHHb1H Ha OCHOBAHWH
obbenuHeHHoro cogepxumoro 10
amnyn)

Remarks: The Product confirms to ND/

[pumenanne: TIpoaykT cooTBeTCTRYeT TpebGoBanusm HJI

Conclusion: APPROVED /
Saxnwuenue: ONOBPEHO

Jara: 30.08.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotoenexo: Ramakant IIposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykosoauTens
5 Amit Knmar h
; N
e | o
Reprint Date / Reprint Date / Reprint Date / '

Hata: 30.08.2025

Hara: 30.08.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘j’:‘

Dr. Reddy's Laboratories Ltd.

Farmulation Unit-6
Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 981.66 56001-02
CEPTHOUKAT AHAJII3A www.drneddys.com

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

Hpoayxr: Ketopon" (keToponak) pacTBOp /1S BHYTPMBEHHOLO W BHYTPHMBILIEYHOIO BBEACHUA, 30 Mr/mn
Batch No / : V250665 Batch Quantity / : 454545 ampules /
Cepua Ne O0bem cepHH 454545 ampyn
Analytical Report No / : 890001830623 Date of Analysis / : 30.08.2025
Anajurnuecknii oTyet Ne JlaTa aHanu3a
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
JaTa IpoH3BOACTRA I'onen po |

Analysis performed according ND / Ananns nposeaen no HJI: JIT1-001365-230124

Page4of 5/Crp.4m3a$s

KOJbUO K TOYKAa AnsA pazioMa. Ha

BCpXHeﬁ YaCTH amMnyJibl HaHECEHbl

I}:’ Test / MokasaTeJb Results / PesyabTaTol Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than S5.8EU/mg of l
BakTepuaibhble /<=0.725 E3/mr Ketorolac Trometamol. / He 6onee
IHAOTOKCHHBDI 5,8 ED/Mr KeToponaka TpOMETaMHHa, |
10 Sterility (every 15th batch) / Complies / CooTBeTCTBYET Must be sterile. / JomxeH 6bITb |
CrepuibHOCTDL (751 KaXI0# CTEPUABLHBIM.
| 15-0ii ccpuim)
11 Assay / KoauyecTBeHHOE 30.37 mg/30.37 mr From 27.0 mg to 330 mg of
onpejgeneHue C1oH24N204 (Ketorolac Trometamol)
per | mL / Ut 2/,UmMr 1o 33,U mr
C19H24N-Og (keToposaka
TpomoTamoi) o 1 Mit.
12 Alcohol content/ DTanona 11.66 % From 10.60 % (v/v) to 13,10 % (v/v).
/
Ot 10,60 % (06/06) 10 13,10 %
(06/006).
13 Packaging / Ynaxorka 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 cut ring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached to
anpoule. ampoulc. 10 ampouley und 4 pudlett
10 ampoules and a patient | information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/atluminum blister. 1 blister 1n a carton pack; for in-patient
1 blisters in a carton pack / facilities: 2, 3, 5 blisters in a carton
Ilo 1 wMn B ammyms H3 | pack/
CBETO3alMTHOrO cTekna TemHo- | [To 1  mMn B aMOoyasl M3
xopudnesoro knacca I (USP). B | cBerosamurTHOro  CTeKNa  TEMHO-
BepXHeH YacTH amnyjbl HaHeceHsl | KopuyHeBoro usera knacca I (USP). B

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[prmesanue: MponykT cooretceTnyer Tpebonanuam HII Baxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotoenexo: Ramakant [Tporepeno: Pardeep Kumar Onobpeno: Menemxkep / PyxoBoaurens
Amit Kumar

\ \
Reprint Date / Reprint Date / Reprint Date /
Harta: 30.08.2025 Jara: 30.08.2025 JIara: 30.08.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034,

Telangana, indis

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85125AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q'Z‘

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

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

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02
CEPTH®HKAT AHAJIM3A www.drreddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml T
Ilpoxykr:  Keropon" (keToponak) pactsop i BHYTPHBEHHOTO W BHYTPHUMBILICHHOTO BES/ICHIM, 30 mr/mn
Batch No / : V250665 Batch Quantity/ : 454545 ampules/
Cepusi N O6bem cepiin 454545 amryn
Analytical Report-No / + 890001830623 Date of Analysis/ - -1 30.08.2025 ey
AnanuTHYeCKRIT oTyeT No Jlara anannsa

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
Jlara NpoH3BOACTBA Tonen no

Analysis performed according ND / Anannz nposegen no HI: JIN-001365-230124

PagecS5of5/Crp.5u3 5

Results / PesynsTaTht

Specification / Hopma

aMIyNy HAKAeWBAIOT ITUKETKY.
Mo 10 amoyn ¢ MHCTpYKUUCH no
NpUMEHEHUIO
B L1BX/anomMnuueBb! it 6nucTep.

[To 1 6nucTepy B MayKy KapTOHHYHO.

NOMELAT

aMITyJIy HaKJI€UBaKOT 3THKETKY.

KONnslUO M Touka [l pasznoma. Ha

| [lo 10 ammym ¢ HHCTpYKUMEH To |
npumeneruio B ITBX/anioMuHucsetit
6nucrep. [lo 1 6aucTepy B Tauky
KAPTOHHYIO; O/ CMAalucHapos: 1o 2,
3, 5 GIMCTEPOR B MaYKy KAPTOHHYIO.

According to ND / B coorBeTcTBHM ¢ H]T.

In a place protected from light below 25 °C. Do not freeze. / B 3aLuiieHHOM

OT CBETa MecTe NpH TemnepaTtype He Boilie 25 °C. He 3aMopaXxHBaTh.

NS Test / Moka3aTenn

Ne

14 Labelling / MapxupoBka

15 Storage conditions /
XpaHenue

16 Shelf-life / Cpok roanoctn

2 years./ 2 roga.

API name / HaumeHnosanne AMDC:

Ketorolac Trometamol / KeToposaka Tpomeramort

INN / MHH:

Ketorolac / Ketoposak

API manufacturer batch number /
Homep cepri npousBoguTens AOC:

2KTMO0120225

FP Manufacturer API Batch number /

Howmep cepun ey6eranumnu npoussoautens LJID:

FESA00161 .

API Manufactured by & country /
MNpouzeornurens A®C, crpaHa:

Symed Labs Ltd., India /
Caitmen JlaGe JItn., MHans

Remarks: The Product confirms to ND/

[Tpumeyanne: [Ipoaykt coorercTByeT TpeGoanusam HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Moarorosnexo: Ramakant

Qiat

Checked by /
Mposepeno: Pardeep Kumar

R

c.

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaurens
Amit Kumar |

)‘J\/ 2

AL

Reprint Date /
Hara: 30.08.2025

Reprint Date /
Jata: 30.08.2025

Reprint Date /
Hara; 30.08.2025

Registered Office: 8-2-337,

Road No. 3, Banjara Hills, Hyderabad - 500

034, Telangana, |ndid

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




