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CERTIFICATE OF ANALYSIS
CEPTH@®UEKAT AHAJTM3A

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

vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA
Tei: +S1 58166 56001-02

www.arreddys.com

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

AHaJBTHYecKHi oTyeT Ne

JaTa anayiusza

Hpoxykr: Keropon” (keToposniak) pacTBOp 1s BHYTPHBEHHOIO M BHYTPHMLILICUHOTO BBC/CHIA, 30 mr/mn
Batch No/ : V250664 Batch Quantity / : 454545 ampules /
Cepusa Ne O0bem cepuH 454545 amnyn
Analytical Report No / : 890001830622 Date-of Analysis / : 30.08.2025

Date of Manufacture /
Jara npon3BoICcTBA

: 08/2025 Date of Expiry / : 07/2027

I'ogen g0

Analysis performed according ND / Anaans nposesen mo HJL: JIT1-001365-230124

Page 1 of 5/Crp.1u3 5

No
Ne

Test / Iloka3zaTesnnb Results / Pe3yJjibTaThl

Specification / Hopma

1 Description / Onucanune Clear  colorless  solution.

Mpo3pauHbIii GecUBETHBIH PacTBOD.

/

Clear colorless to slightly yellow color
solution. / ITpo3pauHsli pacTBOp OT
6eCLIBETHOIO 10  CBETIIO-XKENTOro
L[BETA.

2 Identification /
IMogAHHHOCTDL

HPLC / BOXKX

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
yIEepKHBAHUSA OCHOBHBIX THKOB Ha
XpOMaTorpamme HCNBITYEMOTrO
pacTBopa [OJDKHBI COOTBETCTBOBATH
BpeEMeHaM YJIEpXKHBaHUA OCHOBHBIX
[IMKOB Ha XpoMaTorpamme
cTaHjapTHoro pactBopa  (pasaen
«KonuuecTBeHHOE ONpPENENeHUE»)

UV- spectrophotometry / Complies as prescribed/

V®-cnekrpodoToMeTpust 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. / YD-cnexTpsl
MOTNIOIIECHUS UCTBITYEMOrO pacTBopa
U pacTBOpa CTaHAapTHOro ofpasua
KeToposiaka TpOMeTaMuHa B 006J1acTu
or 200 mo 400 HM AOJKHBI MMETh
MaKCHMYMBI MOTTIOLIEHUS npy
32242 HM.

Remarks: The Product confirms to ND/
[Mpumeuanue: [Ipoaykt coorseTcTByeT Tpebosanuam HJL

Conclusion: APPROVED /
3axmwouenue: O JOBPEHO

Prepared by /
IMoarorosneno: Ramakant

o

Checked by / Approved by: Manager/Executive /
TIpopepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBOIUTENB

Amit Kumar A
- N

Reprint Date / \
Jara: 30.08.2025

Reprint Date / Reprint Date /
JHara: 30.08.2025 Jara: 30.08.2025

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
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CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

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

vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, iNDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Ipoayxkr: Ketopon™ (keroponak) pactBOp /i BHYTPUBEHHOrO W BHYTPHMbILICUHOTO BBEACHHA, 30 Mr/mn
Batch No / : V250664 Batch Quantity / - : 454545 ampules /
Cepusn Ne O0bem cepun’ 454545 amnyn
Analytical Report No/ - : 890001830622 Date of Analysis /- - - : 30.08.2025
AHanAaTHYeCKHi oTyeT Ne Jlata anajausa

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027

JlaTa npoH3BOACTBA Togen xo

Analysis performed according ND / Ananus nposenen no HJI: JII1-001365-230124

Page2 of 5/Cip.2183 5

No

Test / Iloka3zaTtennb
Ne

Results / PesyabTaThl

Specification / Hopma

3 Clarity / [IpospaunocThb

Complies / CooTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnmanecueHUst
npenapara He I0JKHa MPEBBILLIATL
OMaJIecHeHIIMIO STaNOHa CPaBHEHUs L.

4 Color / IIBeTHOCTD 0.04 Absorbance should be not more than
0.20 at 430 nm. /
[MornotieHue J0HKHO ObITE He GoJiee
0,20 mpu anmuHe BoaHb! 430 HM.

5 pH 7.3 From 6.9 t0 7.9./ 0t 6,9 no 7.9.

6 Particulate matter / MexaHudeckue BKIIOYEHHUST

6A Visible particles /
BuaumMbie 4acTHUBI

Complies / CooTBETCTBYET

Should correspond to requirements. /
B cOOTBETCTBUHU C TPEOOBAHUSAMM.

6B Invisible particles /

HeBuauMble 4acTUIIBL:

1. Particles> 10 pm/
UacTuil pasmMepom =
10 MKkM

ii. particles>25 pm/
YACTHL| PAa3MEPOM >
25 MKM

ii.

49

not more than 6000 per ampoule /
He 6onee 6000 Ha amIyiy;

not more than 600 per ampoule /
He 6oriee 600 Ha ammyy.

7 Related substances / PoacTeeHnbie IpHMECH

Remarks: The Product confirms to ND/
[Mpumeuanue: IIpoaykr cooTBercTeyeTt Tpedoranuam HJI

Conclusion: APPROVED /
Zaxmwouenne: OJIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ramakant Hposepeno: Pardeep Kumar | Opobpeno: Mencmpkep / PykoBoantens
Amit Kumar A
-/ .
gl —— N
Reprint Date / | Reprint Date / Reprint Date /
Hara: 30.08.2025 Jara: 30.08.2025 Jara: 30.08.2025
Reeistered Offlce: 5-2-337, 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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vVill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS  Tei:+5128165 5600102

CEPTUOUKAT AHAJIM3A www.drreddys.com

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

IpoaykT: Keropon" (keToposak) pacTeop Asisi BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BECACHH, 30 Mr/Mn
Batch No / : V250664 Batch Quantity / : 454545 ampules /
Cepun Ne ' Oo6Bem cepuu 454545 amnyn
Analytical Report No/ - - 890001830622 Date of Analysis / - : 30.08.2025
AHaTHTHYECKHH oTueT Ng JlaTa anasu3a
Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027
Jlara npoH3BOACTBA Tonen go

Analysis performed according ND / Ananns nposeen no H/L: JITT-001365-230124

Page3of 5/Crp.3m3 5

NN:) Test / [lokazaTennb Results / Pe3yjabTaThl Specification / Hopma
- Impurity A/ [Mpumecs A 0.09% not more than 0.20% / He Gomee
0,20 %;
5 o
Impurity B / IIpumecs B Below LOD (LOD =0.014 %) / not more than 0.50% / He OGonee
_ 0,50 %;
Hwuxe npenena obHapyxenus (110 =
0.014 %)
Impurity C / IIpumecs C Below LOD (LOD =0.010 %) / not more than 0.50 % / He 6onee
Hmke npenena o6xapyxenns (11O 0,50 %;
=0.010 %)
I ity D/ I1 D th 20% /
mpurity pUMech Notdbteeted, HecEmapyRena not ronore an 0.20 % / ne Ooinee
0.20 %.
Below LOQ (LOQ = 0.05%) /
Individual unidentified Huke npejena KoJIM4eCTBEHHOTO Not more than 0.20 % / He Gonee
impurity / EnuHHIYHas onpezaenenus (ITKO =0.05%) 0,20 %.
HeugeHTUDULIMPOBaHHAS
npHMech
Total impurities / Cymma 0.1 % Not more than 1.50 % / He 0onee
npuMecet 1,50 %.
8 Extractable volume / 10.2 ml/10.2 mn Not less than 10.0 ml (collectively
Hspnexaemblii 06bem measured volume of 10 ampoules) /
He menee 10,0 miu (06beM,
nu3MEPEHHBIH Ha OCHOBAHMH
06beIHHEHHOTO coaepxumMoro 10
amILyJ)

Remarks: The Product confirms to ND/
[Tpumeuanue: [IpoaykT coorserctryet TpeboBanuam HJT

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Ramakant

Qe

Checked by /
IMpoepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoauTeb
Amit Kumar .

il

Reprint Date / \
Jara: 30.08.2025

Reprint Date /
Hara: 30.08.2025

Reprint Date /
Jlara: 30.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85395AP1984PLC004507
www.drreddys.com
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ERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P,, 173 205, INDIA
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

[Ipoaykr: Keropon" (keroponak) pacTsop JUtd BHYTPHBEHHOIO U BHYTPUMBILIEHHOIO BBEACHHA, 30 mr/mn
Batch No / : V250664 Batch Quantity / : 454545 ampules /
|Cepust Ne O6bem cepnu 454545 amnyn
Analytical Report No / : 890001830622 Date of Analysis / : 30.08.2025
AHanuTHYECKHI oTueT Ne Jara ananusa

Date of Manufacture / : 08/2025 Date of Expiry / : 07/2027

Jara npoH3BOACTBA Cosen a0

Analysis performed according ND / Ananu3s nposeaen no H/L: JIT1-001365-230124

Page4 of 5/Crp.4u3 5

1}? Test / ITokazaTenb Results / Pe3yabTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTrepnanbHbie /<=0.725 E3/mMr Ketorolac Trometamol. / He 6onee
IHIAOTOKCHHDI 5,8 ED/Mr keTopoJlaka TpOMeTaMuHa.
10 Sterility (every 15th batch) / Complies / CooTBeTCTBYET Must be sterile. / JlomxeH ObITh
CrepHIBHOCTD (A5 KaX 0kl CTEPHUIIbHBIM.
15-0ii cepun)
11 Assay / KoanyecTBeHHOe 30.36 mg /30.36 mr From 27.0 mg to 33.0 mg of
onpejeieHHe C19H24N»O4 (Ketorolac Trometamol)
per 1 mL / Or 27,0 mr go 33,0 mr
C9H24N206 (xeToponaka
TpoMmeTamos) B 1 MIL.
12 Alcohol content / 3Tanou 11.61 % From 10.60 % (v/v) to 13,10 % (v/v).
/
Ot 10,60 % (06/06) no 13,10 %
(06/06).
13 Packaging / Ynakoska 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
ampoule. ampoule. 10 ampoules dnd 4 paticul
10 ampoules and a patient | information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-patient
1 blisters in a carton pack / facilities: 2, 3, 5 blisters in a carton
Ilo 1 wmn B ammynst u3 | pack/
CBETO3AIIMTHOrO cTekna TemuHo- | Ilo 1 Mia B aMmMOoysisl U3
xopuuHeporo kmacca I (USP). B | cBerosamluTHOro  CTeKla  TEMHO-
BEPXHEll UacTM aMIy/ibl HaHeceHbl | KopuuHesoro Ipera kiaccal (USP). B
KOJNBLO M TO4YKA I pasjioma. Ha | BepxHell 9acTW amilyfibl HAHECEHbI

Remarks: The Product confirms to ND/

[Mpumeuanue: IlpoaykT cooreercrayer TpeboBanuam HJI

Conclusion: APPROVED /
3akmouyenune: OJJOBPEHO

Prepared by /
Llogrorosieso: Kamakant

b

Checked by /
Llposepeno: Pardeep Kumar

y
. —

Approved by: Manager/Executive /
OnoBpeHo: Meneokep / Pyrusouuniens
Amit Kumar

X
NM—

Reprint Date /
Jata: 30.08.2025

Reprint Date /
Hara: 30.08.2025

Reprint Date /
Jara: 30.08.2025

Registared Office: 8-2-327, Road No. 3, Bznjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJINU3A

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

Vill. Khol, Malagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tel 1491 98165 56001-02

www.drreddys.com

AHaJIHTHYECKHI oTyeT Ne

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

[Ipoayxr: Keropon” (keToponak) pacTBOp A/isl BHYTPUBEHHOTO M BHYTPUMbILIEYHOIO BBEACHHA, 30 MI/Mn
Batch No / : V250664 Batch Quantity / 1 454545 ampules /
Cepua Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001830622 Date of Analysis / : 30.08.2025

JlaTa anajausa

Date of Manufacture /
Jara npoH3BoAcTBA

: 08/2025

Toaen no

Date of Expiry /

: 07/2027

Analysis performed according ND / Anann3 nposejen mo HJL: JITT-001365-230124

Page5of5/Crp.Su3 5

i.? Test / TToka3zaTesib Results / PesyabTaThl Specification / Hopma
aMmmyJiy HakJeUBalOT STUKETKY. KOAbLO M TOYKa M1 pasnoma. Ha
Mo 10 amnyn ¢ WHCTPYKIMEH MO | amIlyly HaKJICUBAIOT 3THKETKY.
NPHMEHECHHUIO noMemaot | [lo 10 ammyn ¢ MHCTpyKUuMe# [0
B [IBX/anioMunHeBBIH OIHCTED. npumerenuo B [1BX/amomuHueBblit
[o 1 6ucTepy B nauky KaproHuyto. | Onucrep. Ilo 1 6mmctepy B nadky
KapTOHHYIO; 014 CMayioHapogs: no 2,
3, 5 61McTEepoB B MAUKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetcTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B sawmiesHoM
XpaneHune OT CBETa MecTe Mpu Temneparype He Bbiule 25 °C. He 3aMmopaxHBaTh.
16 Shelf-life / Cpok roanocTH 2 years. / 2 roga.

API name / Hanmenosauue ADC:

Ketorolac Trometamol / Ketoponaka TpoMeTaMosn

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Howmep cepun npoussoaurens ADC:

2KTM0120225

FP Manufacturer API Batch number /

Homep cepunt cyGerantnn npomsoantens LJID:

FESA00161

API Manufactured by & country /
IIpouspoaurens AD®C, cTrpana:

Symed Labs Ltd., India /
Caiimen Jia6c JIta., Uanus

Remarks: The Product confirms to ND/

IMpumeuanue: [Tpogykr cooTBeTcTBYET TpeboBanusm H/J

Conclusion: APPROVED /
akmouenne: OJIOGPEHO

Checked by /
Ipogepeno: P

Prepared by /
IMoarotoeneHo: Ramakanl

I

Approved by: Manager/Executive /
Onobpeno: McHemxep / Pykopoaurent

Amit Kumar
A '/\
/

ardeep Kumar

Reprint Date /
Hara: 30.08.2025

Reprint Date /

Hara: 30.08.2025

Reprint Date /
Jara: 30.08.2025

Registared Office: 8-2-337, Road N

Tel: +91 40 4900 2900, Fax:

. 3, Banjara Hills, Hyderabad

500034, Telangana, India

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

CIN: L85195AP1984PLC0O04507

www.drreddys.com




