Dr.Reddy’s ‘f..".

CERTIFICATE OF ANALYSIS
CEPTHO®MKAT AHAJIHM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solann, H.P, 173 205, iNDIA
Tel : +51 58166 50801-G2
Wi o' rreddys.com

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

Ipoaykr: Kergon™ (keTqunak) pacTeop 418 BHYTPHBEHHOTO H BHYTPHMbILIEYHOTO BBeaeHHs, 30 mr/mn
Batch No/ : V250661 Batch Quantity/ : 454545 ampules /
Cepsin Ne Ob0bem ¢ quuu 454545 amnyn
Analytical Report No/ : 890001828822 Date of Analysis/ : 21.08.2025 |
AHaJIuTHYIeCKHH oTyeT No Jlara aHaan3a

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027
+ﬂaTa NpH3BOJACTBA et I'ogen no

Analysis performed according ND / Anamu3 nposeaen no HJI: JII1-001365-230124

Papc 1 of 5/Crp. 13 5§

io Test / ITokazaTenn | Results / PesyabTaThl | Specification / Hopma
=0 — | |
1 Description / Onucanne | Clear  colorless  solution. [ | Clear colorless to slightly yellow color
IMpo3pauHsIii HecLBeTHEI pacTBOp. [ solution. / Ilpo3pawsiii pacTBop OT
OeCLIBETHOr0 10  CBETJIO-XKENTOro |
uBeTa. |
[ 2 Identification / The retention times of the main peaks
1 IMoaAuHHOCTS in the chromatogram of test solution
| f
| | HPLC / B3XX should correspond to those in the

Complies as prescribed/

CoOTBETCTBYET

chromatogram of standard solution
(Assay section) / Bpemena
yISp)KUBAHHA OCHOBHBIX MHKOB Ha
XpoMaTorpamMme HCTBITYeMOT0
pacTBOpa HOJDKHBl COOTBETCTBOBATh
BpEMEHaM YIEepXUBAHUA OCHOBHBIX |
TIMKOB Ha XpomaTorpaMme
CTaHAapTHOro  pacTteopa  (paszesn
«KonuuecTseHHOE onpeaencHuen»)

UV- spectrophotometry /

V®-cnekTpodoTomeTpus

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-cnermn
[OTJIOIIEHUsS. UCTILITYEMOr0 pacTBOpa
M pacTBOpa CTaHAapTHoro o6pasna
KeTOpoJlaka TpOMeTaMHHa B 00JacTh
or 200 mo 400 HM HJOJKHBI HMETH
MaKCUM YMBI MOrJIOILEHUSA TIpH
32242 HMm.

Remarks: The Product confirms to ND/

IMpumeyanue: [IpoayxT cooteeTcTBYET TpeGosanyam HIT

Conclusion: APPROVED /
3aknrueme: OJJOGPEHO

Prepared by/
[Toarorosneno: Sarita

X/,

Checked by/
IIpoBepeno: Praves,h Rana

rd

{

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykopoauTesb
TPavan Kumar Sharma \j//_},,

-

Reprint Date /
Jara: 23.08.2025

Reprint Date /
Jara: 23.08.2025

Reprint Date /
Harta: 23.08.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: LB5195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tal =31 98I 6E 56001-02
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ilpoaykr: KeTopon™ (keToposiak) pacTBOp A1 BHYTPUBEHHORO M BHYTpHMbIlEUHOTO BBeAeHHs, 30 mr/mm
Batch No/ : V250661 Batch Quantity / : 454545 ampules /
Cepas Ne O6nem cepuu 454545 amnyn

Analytical Report No/
AHaJinTHYecKHH oT4yeT No

: 890001828822

Date of Analysis /
JlaTa anannza

: 21.08.2025

Date of Manufacture /
JlaTa NpOH3BOACTBA

: 07/2025

Date of Expiry /
— _ [Topeno
Analysis performed according ND / Ananus nposeaex no HJ/I: JIIT-001365-230124

: 06/2027

Page 2 of 5/Crp.2m3 5

No

No Test / Ilokazaresnb

Results / PesyasTaTh!

Specification / Hopma

3 Clarity / TIpo3pauHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension L. / OnanecueHuus
npenapara He JOJDKHA MPEBbIIATH
OnajnecleHIUI0 3TajlOHa cpaBHeHus L.

4 Color / IIBeTHOCTHL 0.04 Absorbance should be not more than

0.20 at 430 nm. /

ITornoieHre A0KHO ObITE He Gonee
| 0,20 mpu mnuHe BONHLI 430 HM.
i i = = 7.2 From 6.9 t0 7.9./0T 6,9 110 7,9.

6 | Particulate matter / MexanHecKHne BKIIOYEHHUS

6A Visible particles/
BunuMele 4acTHIEBI

Complies / CooTBeTCTBYET

Should correspond to requirements. /
B coOTBETCTBUM € TpeOOBAHUAMH.

1
|

6B Invisible particles /

HeBuavmMble yacTHULIbL

i. Particles > 10 pm/
YacTuu pa3mepom>
10 mMxm

ii. particles > 25 pm/
YaCTHIl Pa3MEPOM ==
25 MxM

ti.

59

not more than 60oo per ampoule /
He Gonee 6000 Ha ammyny;

nnt mare than 600 per amponle /
He Gosree 600 Ha amnyy.

7. Related substances / PoacTBeHnble npuMecu

Remarks: The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTreTCTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
[Moagrorosnexo: Sarita

a

Checked by /
IIposepetrio: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosaaurens
Pavan Kumar Sharma -

1 =

Reprint Date /
Jata: 23.08.2025

Reprint Date /

Jara: 23.08.2025

Reprint Date /
Jara; 23.08.2025

Regstered Ovilce: 8-2-337, Road No. 3, Banjara Hill

——
Hyderapag - 500034, |eishigana,

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml - |
IIpoaykr: Keropon™ (xeToponak) pacTBOp A4St BHYTPUBEHHOrO M BHYTPHMBILIEYHOrO BBEICHHS, 30_ MI/mo
Batch No/ : V250661 Batch Quantity / : 454545 ampules /
Cepnn Ne O6neM cepuu 454545 amnyn
Anmnalytical Report No / : 890001828822 Date of Analysis / : 21.08.2025
AHaJmMTHYecKHH oTueT Ne Jlara anaimsa

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027

Jara npousBogcrea - I'onen xo

Analysis performed according ND / Anann3 nposeaen mo HJI; JIT1-001365-230124 a

o ) I
N
No Test / Iloka3zaTenan

=]

Results / Pe3yabTaThbl

Page3of S/Cp.3m3 S
| I

Specification / Hopma |

i Impurity A /TIpumecs A

Impurity B / Ilpumecs B

Impurity C/ IIpumecs C

_Impurity D /Tlpumecey D

| Individual unidentified
impurity / EnuHuU4HaSA
HeuaeH TUGUIHPOBaHHAS
NpUMEChH

"Total impurities / Cymma
npumMeceit

0.09%

Below LOD (LOD =0.014 %) /
Hwmxe npenena obHapyxennsa (I10=
0.014 %)

Below LOD (LOD =0.010 %) /
Hmxe npenena obHapyxenus (I10
=0.010 %)

Not detected / He obnapyxena

Below LOQ (LOQ= 0.05%) / Huxe
npenena KOJHYeCTBEHHOTO
onpezenenus ([IKO =0.05%)

not more than 0.20% / He 6omee i
0,20%;

not more than 0.50 % / He 6onee |
0,50 %;

not more than 0.50% / He 6oJjee

0,50 %;

not more than 0.20% / He 6Goryee
; 0,20%.

Not more than 0.20% / He 6oinee

0,20%.

0.1%

" Not more than 1.50 % / He 6onee

1,50 %.

8 Exat ac table voluie /
HUsBJekaemMblii 00beM

10.2 nul/ 10.2 mn

Mot lcaa than 10.0 ml (collectively
measured volume of 10 ampoules)/
He menee 10,0 ma (obvem,
W3MEPEHHDbIIf HA OCHOBaHUH
o6beguHERHOTO conepxuMoro 10
amILy )

Remarks: The Product confirms to ND/

[Tpumedanue: IlpogykT coorBeTcTBYET Tpebopanusam HJJ

Conclusion: APPROVED /
3akmrouenne: OJOBPEHO

Prepared by / Checked by/

IToarotoBneHo; Sarita

1

IIposepeno: Pravesh Rana

]

Approved by: Manager/Executive/
Onobpeno: Menemxkep / Pycoa}omrrema

Pavan Kumar Sharma J

Reprint Date /
Hata: 23.08.2025

Reprint Date /

Hara: 23.08.2025

Reprint Date /
Jlara: 23.08.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tek +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLCDO4507

www.drreddys.com




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product:/
IlponykT:
Batch No /
Cepmus Ne

1 V250661

Dr. Reddy's Laboratories Ltd.

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

N e e a A |
S YT MEI O SO0UL A

www.drreddyscom

Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
KeTOpOJ'l@(KeTOPOIIaK) pacTBOp I BHYTPHBEHHONO H BHYTPHMBILIEYHOTO BBEJCHHS, éO_M]"/M_]‘] |

Analytical Report No /
AHaJIMTHYeCKHi oTyeT No

: 890001828822

Batch Quantity /
Ob6bem cepun_ -
Dateof Analysis /- -
Hdara ananuza

: 454545 ampules /
454545 amnyn

: 21.08.2025

Date of Manufacture /
Jdara npoussoacTea

: 07/2025

Toaen mo

AnalLsi_s_perfoLme_(_l a_c_co_rdil_l_g ND / Ananus HE(_)Be)IeH no HJI: JIT1-001365-230124

Date of Expiry /

: 06/2027

Page 4 of S/ Crp. 4 w3 S

i? Test / [TokaszaTeJib Results / PesynbTars! Specification / Hopma
i 9 | Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
: BakTepuanbHble /<=0.725 E3/mr Ketorolac Trometamol / He 6Gonee
3HAOTOKCHUHBI 5,8 ED/Mr xetoposiaka TpoMeTamMuHa.

15-0i1 cepumn)

10 Sterility (every 15th batch) /
CrepunpHocTh (IJ151 KK O#

n Gomp]ies / CooTBeTCTBYET

"Must be sterile. / JlomkxeH O6bITh
CTEPUILHBIM.

—

11 Assay / KonyuyecTBeHHOe

30.13 mg /30.13 mMr

From 270 mg to 33.0 mg of
CioH24N>0Os (Ketorolac Trometamol)

onpeae/eHue
per 1 mL / Or 27,0 Mmr oo 33,0 Mr
Ci9H24N>O¢ (xeToponaka
| ' TpometamMod) B 1 ML l
]
12 Alcohol content /DTanon 11.86 % | From 10.60 % (v/v) to 13,10 % (v/v). |

/
Or 10,60 % (06/06) no 13,10%
(06/06).

13 Packaging / YnakoBka

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

Remarks: The Product confirms to ND/
IIpumeyanue: Iponykt coorsercTByeT TpeboBanuam HJI

ring and point in the upper part of
ampoule. A label is attached to
ampoule.

10 ampoules and a patient
information leaflet m a
PVC/aluminum blister.

1 blisters in a carton pack/

[lo 1 Mg B ammymsl  ©3
CBETO3AIIMTHOTO CTEKJIA TEMHO-
xopryneBoro kimacca I (USP). B
BEpXHEN YacTH aMIIyJbl HaHECEHbI
KOJNBIIO W TOYKa s pasjoma. Ha

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 to
ampoule. 10 ampoules and a patient
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 Mn B ammonysel 3
CBETO3AIIMTHOIO  CTEKNa  TEMHO-

xopuuHeBoro LBeTa knacca I (USP). B
BEpXHeil wYacTH aMmyJsibl HaHECEHb!

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IMoarororneno: Sarita

Checked by/
IIpoBepeno: Pravesh Rana

i

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyrkoBomirenn
Payan Kumar Sharma

—

Reprint Date /

Hata: 23.08.2025

Reprint Date /
Jata: 23.08.2025

Reprint Date /
Hara: 23.08.2025

Registered Gffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: 1.85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Dl<tt Solan, H.P., 173 205, INDIA
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CEPTU®UKAT AHAJIN3A www.drreddys.com
[ Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml -
Hpoayxr: Kerqon™ (keToponak) pacteop ans sy TPHBEHHOI'O H B YT pHMbIH]elIHOFO Beegenus, 30 mr/mn
Batch No/ : V250661 |Batch Quantity/ : 454545 ampules/
Cepma Ne O6bem cgu 454545 ammyn
Analytical Report No/ + 890001828822 Date of Analysis/ +-21.08:2025
AHaJ IMTHYecKHii 0T4eT Ne Jara anannza
Date of Manufacture/ : 07/2025 Date of Expiry / 1 06/2027

|dara npous3BoAcTBA

Togen go

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

PageSofS/CTp S5m 5

T
No

Ne | Test / Iloka3areJib

Results / PesyabTaTsl

Specification / Hopma

aMIyJly HAKJIEHBAIOT ITHKETKY.

Ilo 10 amnyn ¢ MHCTpyknueid mo
NPAMEHEHHIO NoMeLatoT
B [IBX/antoMuHueEBBIH OaucTep.

Ilo 1 6nuctepy B MayKy KapTOHHYIO.

KONLUO M ToYka ;i pasnioma. Ha

aMITyJly HaKJEUBAIOT ITHKETKY.

| Tlo 10 amnyn e MHCTpykuMed o |
npumenenito B ITBX/amomnuuesslii |

6mucrep. [lo 1 6ancrepy B nauky

KapTOHHYI; 015t CMAYUOHAPOE. To 2,

3, 5 61mcTEPOB B MAUKY KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootBercTun ¢ HJI,

15 Storage conditions/
Ir XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3anmieHHom
OT CBETA MecTe NpH TeMnepaType He Boiilte 25 °C. He 3aMopakuBaTh.

16 [ Shelf-life / Cpok rogHocTH

2 years. / 2 ropa.

API name / HaimenoBanue A®C:

Ketorolac Trometamol / KeToposaka TpoMeTaMoJI

1

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number/
HoMep cepun npoussoautesiss ADC:

2KTMO0120225

FP Manufacturer API Batch number/

Howmep cepun cyOcTanuun npoussoaurtens I'JID:

FESA00161

API Manufactured by & country /

Symed Labs Ltd., India/

IIpouseoaurens ADPC, crpana:

Caitmen Jla6e JITa., Uuousa

Remarks: The Product confirms to ND/

[Tpumeyanue: ITpoaykT cooTseTcTBYeT TpedoBanusam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
INTonrororneHo: Sarita

o

Checked by/
ITpoeepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyk gBO;ulTCJ'[b

Pavan Kumar Sharma
?’)

Reprint Date /
Jara: 23.08.2025

Reprint Date /
Jara: 23.08.2025

e

Reprint Date /
Jara: 23.08.2025

Registered Cffice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1284PLCO04507

www.drreddys.com



