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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  Te| : +91 98166 56001-02
CEPTHOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipolykr: Ketopon® (keToponak) pacTeop a/isi BHyTPMBEHHOIO M BHYTPHMBIIIEYHOro BBeeHHMs, 30 Mr/mi
BatchNo / : V250497 Batch Quantity / : 454545 ampules /
CepHi Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / t 6.06.2025
AnaJirnyeckuii oruer No JlaTta anaausa e
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTA Ipou3BOACTBA T'oxen oo
Analysis performed according ND / Ananu3s nposeen mo HJL: JII1-001365-230124

Page 1l of 5/Crp.1u3 5

[po3pauskiit pacTBOp CBETIO-
HEJTOro LIBETA.

i.oo Test / Iloka3aTenn Results / PesynsraTh! Specification / Hopma
1 Description / Onucanne Clear slightly yellow color solution. / | Clear colorless to slightly yellow color

solution. / Ilpo3pauHblii pacTBop OT
OeCLIBETHOTO 0  CBETJIO-XKENITOrO
LBETA.

2 Identification® /
ITognuHHOCTL*

HPLC* / BOXX*

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). / BpemeHa
YOSP)KUBaHUS OCHOBHBIX THKOB Ha
XpOMaTOrpaMmme HCIIBITYEMOTO
pacTBopa HOJKHBEI COOTBETCTBOBATH
BpeMEHaM YIEP>XUBAaHUS OCHOBHBIX
MIHKOB Ha XpoMmatorpaMmme
CTaHAapTHOrO  pacTBopa  (pasnen
«KonuuecTBEHHOE OTIPEENEHUEN).

UV- spectrophotometry™* /

Y®-cnekrpoporomeTpus*

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
NOTJIOIIEHHS MCIBITYEMOTO pacTBoOpa
H pacTBopa CTaHAapTHOro oOpasia
KeTOpOJiaka TPOMeTaMHHa B 06NacTu
ot 200 mo 400 HM OOMKHBI UMETH
MaKCUMYMBI TOTJIOLUEHUS npu
32242 HM.

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogykr cootBeTcTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
ITogrotorneno: Shagun

%/,

Checked by /
[Tpoeepeno: Pravesh Rana

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonurens
{ Amit Kumar N

/—/

Reprint Date /
JaTa: 25.07.2025

Reprint Date /
Jara: 25.07.2025

Reprint Date /
Hara: 25.07.2025

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




Dr.Reddy’s ‘,’:‘

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 98165 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpogykT: Ketopon® (keToposiak) pacTBop /151 BHYTPUBEHHOTO H BHYTPUMBILIEYHOTO BBeAeHHS, 30 Mr/mi
Batch No / 1 V250497 Batch Quantity / : 454545 ampules /
Cepus Ne O0bem cepun 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / t 96.06.2025
AHAluTHYecKHI oTyeT Ne Jara anaausa T
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npou3BoacTBa T'ogen g0
Analysis performed according ND / Ananus nposegen mo HJI: JIT1-001365-230124
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No

Test / [Toka3aTeJb
Ne

Results / Pe3yabTaThl

Specification / Hopma

3 Clarity / IIpo3pauHocTh

Complies / COOTBETCTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnmanecueHius
npernapara He SOJDKHA NPEBBIIIATh
ONaJIECLIEHIMIO 3TAIOHA CpaBHEHuUA .

BuauMeble 4acTHIIBI

4 Color / IiBeTHOCTEL 0.05 Absorbance should be not more than
0.20 at 430 nm. /
IToronieHre NOJHKHO OBITH He GoJiee
0,20 mpu nnuHe BonHBI 430 HM.
5 pH 7.2 From6.9t07.9./016,9 no 7,9.
6 Particulate matter / MexaHu4ueckHe BKJIIOUYEHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

B cooTeeTCcTBHH C TpeﬁOBaHI/ISIMPI.

6B Invisible particles /
HeBuanumple 9aCTHLIBL:
i. Particles> 10 pm/ 78 not more than 6000 per ampoule /
Yacrtui pazMepom > He 6osree 6000 Ha amITyIty;
10 MKkM
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTHILL pa3MEpPOM > He 6osee 600 Ha ammyny.
25 MKM
7 Related substances / Poacreennble npumecH

Remarks: The Product confirms to ND/
ITpumeuanue: [Iponykr cooTBercTBYeT TpeboBanusm HJI

Conclusion: APPROVED /
3axarwuenune: OJJOBPEHO

Prepared by / Checked by /
[Tonrorosnexo: Shagun ITpoeepeHo: Pravesh Rana

or e

Approved by: Manager/Executive /

OpobpeHo: Menemxep / PykoBonutens

Amit Kumar A
A—

Reprint Date /
Hara: 25.07.2025

Reprint Date /
Hara: 25.07.2025

Reprint Date /
Hara: 25.07.2025

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: 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 el : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IpOaykT: Ketopon® (keToponak) pacTBOp Uisi BHYTPHBEHHOI'O M BHYTPMMBILLEUHOTO BBEAEHUA, 30 Mr/Mit
BatchNo / : V250497 Batch Quantity / : 454545 ampules /
CepHa Ne Ob6nem cepun 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / F 56.06.2025
AnaJIHTHYECKHH oTueT No Jarta ananauza e

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaT2a npousBoacTBa I'ogen o

Analysis performed according ND / Anaan3 nposenen mo HJI: JII1-001365-230124
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i? Test / [lokazaTennb Results / Pe3yabTaThl Specification / Hopma
Impurity A / Ilpumecs A 0.09% not more than 0.20 % / He 6onee
0,20 %;
Impurity B / TTpumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hmxe npenena obnapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / Hpumecs C Below LOD (LOD = 0.010 %) / not Ionc.)re than 0.50 % / He Oonee
Huxe npenena obnapyxenus (I10 = 0,50 %;
- 0.010%)
Impurity D / ITpumecs D not more than 0.20% / He 6onee
Below LOD (LOD =0.014 %) / 0,20 %.
Hrike npenena o6Hapyxenus (110 =
Individual unidentified 0.014%) Not more than 0.20 % / He 6Goxee
impurity / EqunndaHas 0,20 %.
HEeUJCHTHHIINPOBaHHAS
TpUMeCh 0.06%
Total impurities / Cymma 0.2% Not more than 1.50 % / He 6omee
npumeceit 1,50 %.

8 Extractable volume* / 10.1 ml/ 10.1 mn Not less than 10.0 ml (collectively
H3Bnekaembiii 00beM* measured volume of 10 ampoules) /

He Menee 10,0 M (06beM,
H3MEPEHHBIM Ha OCHOBaHUH
o0BbeIMHEHHOTO coaepxumoro 10
amIyn)

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8EU/mg of
Bakrepuanbhbie /<=0.725 E3/mMr Ketorolac Trometamol. / He 6osnee
IHIAOTOKCHHDI 5,8 EQ/Mr xeToponiaka TpoMeTaMKHa.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IMpumeuanue: [Iponykr cooTBercTBYeT TpeboBanuam HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorosneHo: Shagun IMposepeno: Pravesh Rgna Onobpeno: Menemxep / PykoBogurens
\/ L /i Amit Kumar

. S ¢ A

& —
Reprint Date / Reprint Date / Reprint Date / '
Jara: 25.07.2025 JHara: 25.07.2025 JlaTta: 25.07.2025

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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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS 1o/ : 491 98165 56001-02
CEPTUOUKAT AHAJIA3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykT: Keropon® (ketoponak) pacTBop 1)l BHYTPHBEHHOIO M BHYTPUMBILIEHHOr0 BBeAeHHs, 30 Mr/mn
BatchNo / : V250497 Batch Quantity / : 454545 ampules /
CepHln Ne O0bem cepun 454545 amnyn
Analytical Report No / -: 890001817136 Date of Analysis / Y 56.06.2025
AHaJuTHYecknii oTder Ne JlaTta ananusa T
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTA npou3BoacTBa Tonen oo
Analysis performed according ND / Ananus nposenen mo HJI: JITT-001365-230124
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No

No Test / Iloka3aTens

Results / Pe3yabTaThl

Specification / Hopma

/ CTepunbHOETL** (a8
Kaxnoii 15-oit cepuun)

10 Sterility** (every 15th batch)

NA

Must be sterile. / JlokeH ObITBH
CTEPHJIBHBIM.

11 Assay / KonnuecTBeHHOE

29.35mg/29.35 mr

From 270 mg to 33.0 mg of
C19H24N>0s (Ketorolac Trometamol)

onpenelieHHe
per 1 mL / Ot 27,0 Mr go 33,0 Mmr
C19oH24N20¢ (KeTOp onaka
TpoMeTaMou) B 1 ML
12 Ethanol content / ITaHon 12.11 % From 10.60 % (v/v) to 13.10 % (v/v).

/ Ot 10,60 % (06/06) mo 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

ampoule.
10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carton pack /

Ilo 1 wMn B aMmmynsl H3
CBETO3AILMTHOIO CTEKIa TEMHO-
kopugHeBoro Kimacca I (USP). B
BEPXHEH YacTH aMITyJibl HaHECEHb!
KOJIBIIO M TOYKa AJd pasnoma. Ha
aMIyJly HaKJICHBalOT 3THKETKY.

IMo 10 amnyn ¢ MHCTpyKuueH Mo
NPUMEHEHHIO MOMEMIAI0T

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 wMn B aMmMOoyasl U3
CBETO3AILUTHOIO  CTeKJIa  TeMHO-

Kopu4yHeBoro Leta kiacca I (USP). B
BEpXHEH 4YacTH aMIyJbl HaHECEHBI
KOJBIO W TOYKAa Iy pasioma. Ha
aMILyJly HaKJIEUBAIOT 3TUKETKY.

[lo 10 ammyn ¢ MHCTpYKLHKEH IO

{ Remarks: The Product confirms to ND/
IIpumedanue: IIpoaykt coorsercTByeT TpeboBanusm HJJ

Conclusion: APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Shagun

=

Checked by /
[Tpoepeno: Pravesh ?na

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens
Amit Kumar A

N

Reprint Date /
Jara: 25.07.2025

Reprint Date /
Jara: 25.07.2025

Reprint Date /
Jara: 25.07.2025

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




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

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

Ipoaykr: Keropon® (ketoposnak) pacTBop AJisi BHyTPHBEHHOIO M BHYTPHMBILIEYHOTO BBeJEHHs, 30 Mr/Mun
BatchNo / : V250497 Batch Quantity / : 454545 ampules /
Cepna Ne O0nem cepun 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / t 56.06.2025
AHauTHYecKH# oTueT No Jara anajusa T
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
Jara npousBoacrea T'onen mo

Analysis performed according ND / Ananns npoegen mo HA: JIIT-001365-230124
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No

Test / [loka3aTeanb
Ne

Results / PesynbTaThl

Specification / Hopma

B [IBX/anmomuHmeBblii 61ucTep.
Ilo 1 6nucTepy B MayKy KapTOHHYIO.

npumeHeruto B [IBX/amoMuHNeBbIit
6mucrep. Ilo 1 6mucrepy B naduky
KapTOHHYIO; OJii CIAYUOHAPOE: 1O 2,
3, 5 6McTepOR B NaYyKy KapTOHHYIO.

14 Labelling / MapknpoBka

According to ND / B cootercTeun ¢ HJI.

15 Storage conditions /
Xpanenne

In a place protected from light below 25 °C. Do not freeze. / B 3amiuniieHHOM
OT CBETa MecTe npu TeMneparype He Boiue 25 °C. He 3amopaxuBarsh.

16 Shelf-life / Cpok rognocTH

2 years. / 2 rona.

* Tests are not performed during the stability investigation. / * HMcmbeITaHHS HE MPOBOIAT B XOJ€ HCCIEOOBAaHUS

CTaOMIBLHOCTH.

** Release quality control of the performance is carried out for every 15th batch. / ** ITpu BeITycKe NpenapaTa KOHTPONb

Kau€CTBa 10 MOKa3aTeJt0 NPOBOIUTCA AN KakaoH 15-0 cepuu.

API name / HaumenHopanue A®C:

Ketorolac Trometamol / Ketoponaka TpoMeTamos

INN / MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Homep cepun npouspoantenss ADC:

2KTMO0641024

FP Manufacturer API Batch number /
Homep cepuu cyb6eTanunu npoussoantens [JID:

FERA00706

API Manufactured by & country /
Ipouseoanrens APC, crpana:

Symed Labs Limited, India /
Caiimen Jlabc JIumuten, Unpaus

Kemarks: The Product confirms to ND/

Mpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBauusam HJJ

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by /

IToarorosneno: Shagun

IIposepeHo: Pravesh Rana

1

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBonutens
Amit Kumar A

N

2
Reprint Date /

Hara: 25.07.2025

Reprint Date /

Jarta: 25.07.2025

Reprint Date /
Jara: 25.07.2025

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




