Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS Tel:+91 93166 56001-02
CEPTUDUKAT AHAJIHN3A www.drieddys.com

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToponak) pacTBop /uisi BHyTPUBEHHOTO U BHYTPHMBIIIEYHOTrO BBefieH s, 30 Mr/mn
BatchNo / : V250582 Batch Quantity / : 454545 ampules /
Cepmus Ne Obbem cepun 454545 amnyn
Analytical Report No / : 890001825335 Date of Analysis / + 30.07.2025
AHaJiaTHYeCKHi oTyeT No Jlara anann3za
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
JlaTa npousBoacTea TI'ogen xo
Analysis performed according ND / Auanus nposeaen mo HJI: JI[1-001365-230124

Page 1 of 5/ Crp. 1135

[Tpo3pauHblii GecuBeTHBI PacTBOP.

iﬂo Test / IToxazareib Results / PesyabTaTtsbl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow color

solution. / Ilpo3pauHblii pacTBOp OT
OECIBETHOrO /IO  CBETJIO-)KENTOTO
uBera.

2 Identification /
IloanuHHOCTL

HPLC/B2XX

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
yIOEPKUBAHUA OCHOBHBIX IWKOB Ha
XpoMaTorpamMme UCTBITYEMOTO
pactBopa AO/DKHBl COOTBETCTBOBATH
BpCMEHAM YAEPXKHUBaHUA OCHOBHBIX
ITHKOB Ha XpoMaTorpamme
CTaHmApTHOrO  pacTBopa  (pasmen
«KonuiecTBeHHOE ONPENEIEHUE)

UV- spectrophotometry /

Yd-cnektpodoTomerprsa

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. / Y®-cnexTpsl
NOIJIOIIEHHS HCIBITYEMOI0 pacTBOpa
M pacTBOpa CTaHZapTHOro obpasua
KeTOopoNiaka TPOMETaMUHa B 00JIacTH
or 200 mo 400 HM NODKHBI HUMETH
MaKCHMYMBI MOTJIOLIEHHS npU
32242 um.

Remarks: The Product confirms to ND/
IMpumeuanue: [Iponykt cooTBercTByeT TpeboBaHusM HJL

Conclusion: APPROVED /
3akiawuenne: OJJOBPEHO

Prepared by /
IToarorosneno: Pravesh Rana

Checked by /
IIpoeepeno: Rama Kant

e

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoantens
Amit Kumar N

A -

N

-

Reprint Date /
Jarta: 31.07.2025

Reprint Date /
Hara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500824, felangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4800 2998, 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 Tel:+91 98166 56001-02
CEPTHO®UKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IlpoaykT: Ketopon" (keTopoJiak) pacTBOp il BHYTPUBEHHOIO U BHYTPUMBILIEUHOTO BBEACHHUS, 30 MI/mi
Batch No / : V250582 Batch Quantity / : 454545 ampules /
Cepus Ne Ob6Bem cepun 454545 amnyn
Analytical Report No / : 890001825335 Date of Analysis / : 30.07.2025
AnasiuTHYecKH#H oTyeT No JlaTa ananusa

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
JlaTa npoH3BOACTBA I'omen no

Analysis performed according ND / Ananus nuposegen mo HJI: JII1-001365-230124
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No

Test / [lokazaTeanb
No

Results / PesyabTaTsl

Specification / Hopma

3 Clarity / llpo3pauHocThb

Complies / CooTBeTCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension 1. / OnanecueHUUs
npenapara He JOJKHa NPEBbI AT
OMAJIECIIEHIIMIO STANTOHA CpaBHEHUS 1.

BuauMmeble YacTHLIbE

4 Color / IIBeTHOCTDH 0.04 Absorbance should be not more than
0.20 at 430 nm. /
IMornolieHue 0XKHO ObITH He GoJiee
0,20 npu anuse BonHbl 430 HM.
5 pH 73 From 6.9t07.9./ 01 6,9 10 7.,9.
6 Particulate matter / Mexanu4eckHe BKJIOUYEHHUA
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

B cooTBeTCTBHU C TpeOOBaHUSAMM.

6B Invisible particles /
HeBuaumbie yacTULIbL:
i. Particles> 10 pm/ 75 not more than 6000 per ampoule /
Yactuu pazmepoM > He 6osee 6000 Ha amIyIy;
10 MKM
ii. particles > 25 pm/ 1 not more than 600 per ampoule /
YacTHL] pa3MEpPOM > He 6onee 600 Ha ammyny.
25 MKM
1il.
7 Related substances / PoacTBeHHble mpuMecH

Remarks: The Product confirms to ND/
[Tpumeuanue: Ipoaykt cootBeTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
3akmouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pravesh Rana | IIposepeno: Rama Kant Ono6peHo: Menemxkep / PykoBonutens
Amit Kumar A
, bl A
Reprint Date / Reprint Date / Reprint Date /
Jara: 31.07.2025 Hara: 31.07.2025 Jara: 31.07.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, yderabad - 500034, Telangana, Indi:

Tel: +91 40 4500 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507

www.drreddys.com
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Dr. Reddy's Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel:+9% 93166 56001-02
CEPTU®HNKAT AHAJIM3A www.drieddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (keToponak) pacTBop AUl BHYTPUBEHHOIO M BHYTPHMbIILIEYHOro BBEACHHS, 30 Mr/Ma
Batch No / : V250582 Batch Quantity / : 454545 ampules /
Cepsin No O6bem cepun 454545 amnyn
Analjytical Report No / : 890001825335 Date of Analysis / : 30.07.2025
AHAJMTHYECKHI oTUeT No Jlara ananuza
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
Jara npoH3BoaCTBA I'ogen oo
Analysis performed according ND / Anasu3 nposeaen o HJI: JIT1-001365-230124
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T
1;.00 Test / IlokasaTenn Results / PesynabsTaTsl Specification / Hopma
Impurity A / IIpumecs A 0.12% not more than 0.20 % / He Oonee
0,20 %;
3 o
Impurity B / ITpumecs B Relow T.0D (10D =0.014 %) / not more than 0.50 % / we Oonee
_ 0,50 %;
Hmxe mpepena ooHapyxenus (110 =
0.014 %)
Impurity C / Ilpumecs C 1 Below LOD (LOD =0.010 %) / not more than 0.50 % / He OGonee
Himxe npenena o6uapyxenuns (IO | 0,50 %;
=0.010 %)
I it It 0.20% /
mpurity D / [Ipumecs D Below LOD (LOD =0.014 %) / gozto 1:/1oore than 0.20 % / He O6onee
Hwxe npepena odonapyxeaus (110 = ’ '
0.014 %)
Individual unidentified Not more than 0.20 % / He 6oinee
impurity / EquHu4dHan Below LOQ (LOQ = 0.05 %) / 0,20 %.
HenIeHTH(UIMPOBaHHAS Hipke npenena KOJHYECTBEHHOTO
NpUMech onpenenenus (ITKO =0.05 %)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Goxee
npumecei 1,50 %.
8 Extractable volume / 10.2 ml/ 10.2 mn Not less than 10.0 ml (collectively
H3eiexaemplii 00bem measured volume of 10 ampoules) /
He menee 10,0 mit (06beM,
H3MEepeHHbI! Ha OCHOBAHUU
00BeIMHEHHOTO conepkumoro 10
aMITyIn)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeuanue: [Ipogykt cootBeTcTBYeT Tpeboanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotosneHo: Pravesh Rana | Ilpoeepeno: Rama Kant Onobpeno: Menemxkep / PykoBoautenb
T Amit Kumar A
. -Jk-‘-l‘_\/ A~
& ‘../ 5\ —
{
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.07.2025 Hara: 31.07.2025 Hara: 31.07.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tei: +91 40 4300 2900, Fax: +31 4G 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLL0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-56

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

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Tal : +01 G3166 56001-02
www.drreddys.com

Product : /

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

IIpoaykr: Keropon® (keToponiak) pacTBOp Il BHYTPHBEHHOTO W BHYTPUMBILIEYHOO BBEACHHS, 30 Mr/ma
Batch No / : V250582 Batch Quantity / : 454545 ampules /
Cepusa Ne O6bem cepun 454545 amnyn
Analytical Report No / - :-890001825335 Date of Analysis / ++30.07.2025

AnanuTHyeckui oTyeT Ne

JlaTa amanu3za

Date of Manufacture /
JaTa npousBoacTBa

: 07/2025

Toxen go

Date of Expiry /

: 06/2027

Analysis performed according ND / Anaau3 nposeaen mo HJI: JII1-001365-230124
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§.00 Test / ITokazaTenb Results / Pe3ysabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
bakTepuanbHble /<=0.725 E3/mMr Ketorolac Trometamol. / He 6onee
| aHAOTOKCUHBI 5,8 EQ/Mr KeToponaka TpOMETaMUHa.
10 Sierlllty (every 130k baich) / WA Must Lo stuile. / Juamen Obiib
CTepuJILHOCTD (AJ151 KAXK101 CTEPUIILHBIM.
15-o0¥i cepun)
11 Assay / KoauuecTBeHHOE 30.07 mg / 30.07 Mr From 27.0 mg to 33.0 mg of
onpejeneHue Ci9H24N>0s (Ketorolac Trometamol)
per 1 mL / Or 27,0 Mmr mo 33,0 Mmr
Ci9H24N20¢ (xeToposaka
TpomeTramoJl) B 1 ML
12 Alcohol content / ItaHon 11.83 % From 10.60 % (v/v) to 13,10 % (v/v).
/
Ot 10,60 % (06/06) no 13,10 %
(06/00).
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
ring and point 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 blisters in a carton pack /

Ilo 1 w™Min B amOoynsl W3
CBETO3aILUTHOTO CTEKIa TEMHO-
kopuuHeBoro knacca I (USP). B
BEpXHEH YacTH aMmyJibl HaHECEHbI
KONBLIO M TOYKa Juis pasioma. Ha

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 w™Mn B  aMmIOylsl U3
CBETO3ALIMUTHOTO  CTEKNa  TEMHO-

kopuaHeBoro Lpeta kiacca I (USP). B
BEpPXHEH UYacTH aMIlyJibl HAHECEHbI

Remarks: The Product confirms to ND/
INpumedanue: IIponykr cootseTcTByeT Tpebopanusam HJI

Conclusion: APPROVED /
3axkmouenune: OJIOBPEHO

Prepared by /
ITonroroeneHo: Pravesh Kana

/j

Checked by /
ITporepeno: Rama Kant

OnoGpeHo:

LIRS

Approved by: Manager/Executive /

Meunemkep / PykoBonuresns

Amit Kumar

A
.'I\ il —
J

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - =00034, Telangana, Indiz
Tel: +91 40 4500 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Disit. 5oian, H.P.

, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+¢1 98166 56001-02
CFPTU®UKAT AHAJIM3A www.drieddys.com
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Kertopon® (keToponak) pacTBOp AUisl BHYTPHBEHHOTO H BHYTPHMbILIEUHOTO BBEACHHS, 30 Mr/mn
Batch No / : V250582 Batch Quantity / : 454545 ampules /
Cepus Ne Oodnem cepiu 454545 amnyn
Analytical Report No / : 890001825335 Date of Analysis / : 30.07.2025
AHAJMHTHYECKHH oTyeT No JlaTa aHanmM3a
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
aTa NPOH3BOACTBA Togen ao

Analysis performed according ND / Ananus nposegen mo HJI: JII1-001365-230124
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i:) Test / [lokazaTenb Results / Pe3yabTaThl Specification / Hopma
aMITyJly HaKJIEHBalOT ITHKETKY. KOJIbI0 M TOuka Jis pasioma. Ha
ITo 10 amMmyn ¢ MHCTpYKUHWEH IO | ammysy HakJIeHBarOT STHMKETKY.
NPHUMEHEHUIO noMmeralor | Ifo 10 aMnyn ¢ HMHCTpyKUMe# 110
B [IBX/anmomMuuueBblit 6NHCTED. npumMenenno B TIBX/anroMuHHeRBII
ITo 1 6aucTepy B mayky KkapToHHyto. | 6nucrep. Ilo 1 6mucrepy B Navky
KapTOHHYIO; Ol CMayuoHapog: 1o 2,
3, 5 6IMCTEPOB B MAUKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootserctBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amiMimeHHoM
Xpanenue OT CBETa MecTe IpH TeMrepatype He Beinie 25 °C. He 3amMopaXuBats.
16 Shelf-life / Cpok roanoctn 2 years. / 2 Tofa.

API name / Haumenopanue AD®C:

Ketorolac Trometamol / KeTopojaka TpoMeTamMoJ

INN / MHH:

Ketorolac / Ketoposnak

API manufacturer batch number /
Homep cepun npoussoautens ADC:

2KTMO0010125

FP Manufacturer API Batch number /

Homep cepuu cyAeTaunuu npawiroaurens T M-

FESA00073

API Manufactured by & country /
Ipoussoautens APC, crpana:

Symed Labs Ltd., India /
Canmen JIa6c JIta., Unaus

Remarks: The Product confirms to ND/

[Tpumeuanue: [IpoaykT coorBeTCTBYeT TpeboBaHHAM H/I

Conclusion: APPROVED /
3axkmwuenue: OJJOBPEHO

Prepared by /
IMoarorosneno: Pravesh Rana

4

g

»

Checked by /
[IpoeepeHo: Rama Kant

Onobpeno: Menemxkep
Amit Kumar

e

j\,/;‘/

Approved by: Manager/Executive /

/ PykoBoaurens

N

Reprint Date / Reprint Date / Reprint Date / !
Hara: 31.07.2025 Hara: 31.07.2025 Hata: 31.07.2025
Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderal ad - 500034, Telangana, India

Te!: +91 40 4500 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLL004507
www.drreddys.com




