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Dr.Reddy’s ‘,‘.’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

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

CEPTUOPHUKAT AHAJIU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon® (ketoposiak) pacTBop MUIs BHYTPHBEHHOTO 1 BHYTPHMBINICYHOrO BECACHNIS, 30 Mr/Mi1
Batch No / : V250563 Batch Quantity / : 454545 ampules /
Cepus Ne Obnem cepsi 454545 amnyn
Analytical Report No/ - - -: 890001821870 Date of Analysis / : 31.07.2025
AHaJUTHYECKHH oTueT No Jara aHaJau3a
Date of Manufacture / : 06/2025 Date of Expiry/ : 05/2027
JlaTa npoM3BOACTBA T'ogen no
Analysis performed according ND / Anasin3 nposesen mo HJL: JI1-001365-230124

Pagel of 5/Crp.1u3 5

[Mpo3pauHbiii GecuBETHBII PacTBOD.

1;.00 Test / [loka3zaTennb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanne Clear  colorless  solution. / | Clear colorless to slightly yellow color

solution. / ITpo3pauHnbelii pacTBop OT
OECLBETHOTO [0  CBETJIO-JKEJITOrO
LBETA.

2 Identification /
IopmuHOCTH

HPLC / B2XX

Complies as prescribed/

CoOTBETCTBYET

UV- spectrophotometry /

Y®-cnextpodoToMeTpUs

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
VIEPKMBAHUS OCHOBHBIX IIMKOB Ha
XpomaTorpamme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpeMEHaM YIEPKWBAHHA OCHOBHBIX
MIMKOB Ha XpOMaTorpamme
CTAHIAPTHOrO  pacTBopa  (pasaen
«KOJHYeCTBEHHOE OIpPENENIEHUEN)

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®-cnekTpbl
MOIJIOLIEHNs UCIBLITYEMOro pacTeopa
U pacTBOpa CTaHaapTHoro obpasua
KEeTopoJiaka TpoMeTaMHHa B 00JacTu
ot 200 mo 400 HM JOJKHLI HMETH
MaKCHUMYMBI HOTTIOIIEHHS npH
32242 um.

Remarks: The Product confirms to ND/
ITpumedanne: [Tpogykt cooTBeTcTBYeT Tpebosanuam H/JI

Conclusion: APPROVED /
Zakmwouenne: OJJOBPEHO

Prepared by /
[MonrotoeneHo: Pravesh Rana

/

Checked by /
[IpoBepeHo: Rama Kant

(I

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurensb
Amit Kumar

A
ﬁ/

Reprint Date /
Hara: 31.07.2025

Reprint Date /
Hara: 31.07.2025

‘ Reprint Date /
JHara: 31.07.2025

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

CIN: L85195AP1984PLC004507
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 .. 01 c8165 5600102

CEPTHOUKAT AHAJIM3A www.drreddys.com

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

IIpoaykr: Ketopon" (keToposiak) pacTBOp A/isi BHVTPHBEHHOTO M BHYTPHMBILICYHOrO BBeAeH s, 30 Mr/mi
Batch No / 1 V250563 Batch Quantity / 1 454545 ampules /
Cepns Ne O0neM cepun 454545 amnyn
Analytical Report No / : 890001821870 Date of Analysis / : 31:07.2025
AHAJHTHYECKHIA oTueT No Jara aHajauza

Date of Manufacture / : 06/2025 Date of Expiry / : 0572027

JaTa npou3BoACTBA T'open fo

Analysis performed according ND / Ananus nposegen mo H/L: JITT-001365-230124

Page2 of 5/Crp.21n3 5

i:) Test / [Toka3zaTennb Results / PesynbTaThl Specification / Hopma
3 Clarity / ITpo3pauHocTh Complies / CootBeTcTRYET 'I'he opalescence ot the sample should

not exceed opalescence of reference
suspension 1. / OnanecueHuns
nperapara He J0MKHa NPeBbILIATh
OMAJIECIICHIIMIO ITAIOHA CpaBHeHus L.

Yactuu pasMepoM >
10 MxMm

ii. particles > 25 pm/
YaCcTHI[ pasMEPOM >
25 MKM

1ii.

4 Color / llBeTHOCTD 0.05 Absorbance should be not more than
0.20 at 430 nm. /
IornoieHne 1OMKHO OBITH He HoJee
0,20 nipu AnuHe BONHBL 430 HM.
5 pH 7.4 From 6.9 t0 7.9./ Ot 6,9 no 7,9.
6 Particulate matter / MexaHun4yecKkue BKJIIOYEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements. /
BunnMble 9acTHIIBI B cOOTBETCTBHH C TPEOOBAaHMAMMU.
6B Invisible particles /
HeBuguMmele 4acTHIBI:
1. Particles > 10 pm / 52 not more than 6000 per ampoule /

He 6onee 6000 Ha ammyy;

not more than 600 per ampoule /
He 6onee 600 Ha ammyIy.

7 Related substances / PoacTBenHb1e mpuMecu

Remarks: The Product confirms to ND/
ITprmeuanue: [Ipoaykr cooTBeTcTBYET Tpebosanuam H/L

Conclusion: APPROVED /
3axarouenue: OJJOBPEHO

Prepared by /
IMToarorosneno: Pravesh Rana

{

Checked by /
[MpoeepeHo: Rama Kant

g

Approved by: Manager/Executive /
OmobpeHo: Menemxkep / Pykosoaurens
Amit Kumar N

Reprint Date /
Hara: 31.07.2025

Reprint Date /
Hara: 31.07.2025

Reprint Date /
Jlata: 31.07.2025

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 !‘:‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr.

Reddy's Laboratories Ltd.

Formulation Unit-6

Vill
Dis

Tl -
e

. Khol, Nalagarh Road, Baddi,
tt. Solan, H.P., 173 205, INDIA
+21 £8166 5£001-02

www.dreeddys.com

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

Ipoaykr: Ketopon" (keToponak) pacTBOp /isi BHYTPHBEHHOTO M BHYTPHMBILIEYHOrO BBe/IeHMs, 30 Mr/mn
Batch No / : V250563 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 amniyn
Analytical Report No / : 890001821870 Date of Analysis / : 31.07.2025
AHAJIMTHYECKHH oT4eT No JaTa anaanza

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa T'ogen no

Analysis performed according ND / Ananu3 nposegen no HJI: JIT1-001365-230124

Page3 of S/Ctp.3u35

I;.oo Test / [loka3zatennb Results / Pe3yabTaTtsl Specification / Hopma
Impurity A / [Tpumecs A Below LOQ (LOQ =0.049 %) / not more than U.2U% / He bonee
Huxe npenena KONIMYECTBEHHOIO 0,20 %;
= =0.049 ¢
Impurity B / [Ipumecs B onpenenei (KO =0.049 %) not more than 0.50 % / ne Gonee
Below LOD (LOD =0.014 %) / 0,50 %;
Huxe npepena ooHapyxenus (I10
Impurity C / [Tpumecs C =0.014 %) not more than 0.50 % / nHe Gonee
Below LOD (LOD =0.010 %) / 0,50 %;
Hinke npenena obHapyxenus (11O
=0.010 %)
Impurity D / [Ipumecs D Below LOD (LOD =0.014 %) / not more than 0.20% / nHe Oonee
Huxe npepena obHapyxenusa (110 = 0,20 %.
0.014 %)
Individual unidentified Not more than 0.20 % / He Gonee
impurity / EguHUYHaS 0.10 % 0,20 %.
HeuaeHTHPUUUPOBAHHASL
NIPUMECh
Total impurities / CymMma 0.1% Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 10.2 ml/ 10.2 M Not less than 10.0 ml (collectively
H3Bjekaemblii 06beM measured volume of 10 ampoules) /
He Menee 10,0 mn (06beM,
HU3MEPEHHBIH Ha OCHOBAHUH
00beqMHEHHOTO CoAep)HUMoro 10
aMmImyJn)

Remarks: The Product confirms to ND/
INpumeuanue: [Ipoaykt cooreTcTBYeT TpeboBanuam H/I

Conclusion: APPROVED /
Zaxawuyenue: OJJOBPEHO

Prepared by /
ITogrorosneno: Pravesh Rana

/

#

Checked by /
ITpoeepeno: Rama Kant

i

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykopoauTens
Amit Kumar

A
N~

Reprint Date /
Jlara: 31.07.2025

Reprint Date /
Jlara: 31.07.2025

!

Reprint Date /
Jara: 31.07.2025

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




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol: +01 2164 56001-02

CEPTU®HUKAT AHAJIM3A  www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon" (keToponak) pacTBop Ansi BHyTPUBEHHOTO U BHYTPHMbILIEYHOrO BBeACHUs, 30 Mr/Mi
Batch No / : V250563 Batch Quantity / : 454545 ampules /
Cepust Ne Ob6nem cepun 454545 amnyn
Analytical Report No / : 890001821870 Date of Analysis / : 31.07.2025
AnanuTH4ecKHii oTyer Ne Jara ananunza
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npon3BoACTBA T'ogen oo
Analysis performed according ND / Ananu3 nposegen no HJI: JII1-001365-230124

Page4 of 5/Crp.4u3 5

ioo Test / [loxasaTenn Results / PesynbTarhbl Specification / Hopma

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
baktepHabHbIE /<=0.725 ED/mr Ketorolac Trometamol. / He Goiee
3HAOTOKCUHHbI 5,8 EQ/Mr kertopofiaka TpOMeTaMHIHa.

15-o0ii cepun)

10 Sterility (every 15th batch) /
CTrepuiabHOCTDL (1)1 Kaxaoi

Sterile / Crepunex

Must be sterile. / JlomkeH ObITh
CTEPUIILHBIM.

11 Assay / KonuiecTBeHHOe

30.52 mg/30.52 mMr

From 27.0 mg to 33.0 mg of
Ci19H24N2O4 (Ketorolac Trometamol)

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 /

I[lo 1 w™Mn B aMmnoyissl U3
CBETO3AILMTHOTO CTeKIa TEMHO-
kopuyHeBoro kiacca I (USP). B
BEpXHEW YaCTH aMITyNlbl HaHECEHBI
KOJBLI0O M ToYka i pasnoMa. Ha

onpefesieHHe
per I mL / Ot 27,0 mMr po 33,0 mr
C19H24N206 (keToponaka
TpoMeTaMon) B 1 M.
12 Alcohol content / ITano 12.11 % From 10.60 % (v/v) to 13,10 % (v/v).

/
Ot 10,60 % (06/06) mo 13,10 %
(006/06).

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
Jacilities: 2, 3, 5 blisters in a carton

pack /
Ilo 1 w™Mn B aMoyns  u3
CBETO3AIUTHOTO  CTEKIa  TEMHO-

KopuuHeBoro 1BeTa kiacca I (USP). B
BEpXHEHl 4YacTH aMmyJbl HAHCCEHBI

—
Remarks: The Product confirms to ND/
[Mpumeuanue: [IponykT coorBeTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
Zaxaouenne: OJJOGPEHO

Prepared by /
IToxarotosneHo: Pravesh Rana

/

Checked by /
[IpoeepeHo: Rama Kant

s

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens
Amit Kumar “

—

/

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 - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “5.'

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS 1. 101 c2165 56001-02

CEPTUO®UKAT AHAJIM3A www.drreddys.com

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

IIpoaykT: Ketopon® (keToposiak) pacTBOp AJ1s5 BHYTPHBEHHOIO H BHYTPUMBILLEYHOTO BBeAEHHUS, 30 Mr/mn
Batch No / 1 V250563 Batch Quantity / : 454545 ampules /
Cepus Ne Obbem cepun 454545 amnyn

Analytical Report No / : 890001821870
Anajqurudyeckui oruer Ne

Date of Analysis / -2 31.07.2025
Jlara ana;u3za

Date of Manufacture / : 06/2025
JlaTa npou3BOACTBA

Date of Expiry / : 05/2027
T'onen no

Analysis performed according ND / Auasnus nposexen mo HJI: JITI-001365-230124

PageSof 5/Crp.5n35

i? Test / [NokazaTennb Results / PesyabTaTh! Specification / Hopma
aMITyJly HAKJIEUBAIOT HTUKETKY. KOJBLUO W TOYKY i pasitomd. Ha
ITo 10 ammyn ¢ MHCTpYKUMeEH IO | aMmIyjy HaKJIEUBAIOT STUKETKY.
MIPHMEHCHHUIO nomemaror | [To 10 amnoyn ¢ HHCTpykKuued 1o
B [IBX/anioMUHNeBEI OJHCTED. npuMeHeHuto B I1BX/antoMuHueBbIi
ITo 1 GnucTepy B Nauky kapToHHyto. | Gaucrep. Ilo 1 Gmuctepy B mnauky
KapTOHHYIO; O CMayuoHapos: 1o 2,
3, 5 61McTEpOB B NAYKy KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooterctBun ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuiueHsoM
XpaHeHue OT CBETa MeCTe npu Temnepartype He Boile 25 °C. He 3aMopaxuBarh.
16 Shelf-life / Cpox roaHoctu 2 years. / 2 rona.

API name / Haumenosanune ADC:

Ketorolac Trometamol / KeTopoiaka TpoMeTamMon

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepnu npoussogutens AOC:

2KTMO0010125

FP Manufacturer API Batch number /

Howmep cepnu cyb6cTanuuu npoussogutens [JIP:

FESA00073

API Manufactured by & country /
IIpoussoantens A®C, crpana:

Symed Labs Ltd., India /
Caitmen JIa6c Jlta., Uunus

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

IIpumeuanue: [Tpoaykt coorBeTcTBYeT TpeboranusaM HJI 3akmogenue: OJJOBPEHO

Prepared by / Checked by /

Approved by: Manager/Executive /

TToarotorneno: Pravesh Rana | IIpoBepeno: Rama Kant Onobpeno: Menemxep / Pykosoautens

-

/ %}\ \9’1} Amit Kumar j\ 3 \_.

Reprint Date / Reprint Date /

Reprint Date /°

Hara: 31.07.2025 Hata: 31.07.2025 Jara: 31.07.2025

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: L85195AP1984PLCO04507

www.drreddys.com




