Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tal . +012816€ 56001-02
wwiwv.drreddys.com

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

Tlponykr: Ketopon™ (keToponak) pacTBop uisl BHYTPHUBEHHOTO M BHY TPHMbIUICHHOTrO BBeAeHHs, 30 mr/mn
‘Batch No/ 1 V250662 Batch Quantity /- : 454545 ampules /
\Cepmin Ne O6bem ¢ @it i 454545 amnys

Analytical Report No/

AHaJIHTHYECKHH oT4YeT Ne

: 890001828823

Date of Analysis/
Jarta ananuza

:-21.08.2025

Date of Manufacture /
Jara npou3ssoacTea
Analysis performed according ND / Ananns npsenen mo HJIL: JI1-001365-230124

: 08/2025

Toaen oo

Date of Expiry /

=+ 0772027

Page 1 of5/Ctp.1u3 5

Results / Pe3yabTaThbl

Specification / Hopma

| D Test / [ToxasaTenn
Ne

1 i Description / Onucanne

2 Identification / =

IToaauHHOCTDL

HPLC/ BOXX

1 Clear  colorless solution. /
[Tpo3paunbiii GecLiBeTHbIA pacTBOp.

Complies as prescribed/

CooTBETCTBYET

Clear colorless to slightly yellow color
solution. / Ilpo3pawslii pacTBOp OT
OeclUBETHOr0 [0  CBETJIO-XKENTOro
1BETA.

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
yIEpXHBaHAS OCHOBHBIX [THKOB Ha
XpoMaTorpamMme HCTbITYEMOTO
pacTBOpa [JOJKHBI COOTBETCTBOBAaTh
BpEMEHAM YIEPXKMBaHHA OCHOBHBIX
MUKOB Ha XpoMaTorpamMmme
CTaHJapTHOro  pacteopa  (pasmen
«KomruecTseHHOE OnpeaeneHue»)

I
I
i
|
|

UV- spectrophotometry /

V®-cniextpodoTOMETpHS

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®-criektps
[OTJIOLEHUS KCIIBITYEMOro pacTBopa
M pacTBOpa CTaHmapTHOro obpasia
KeTopoJlaka TpoMeTaMuHa B o0nacTu
or 200 go 400 HM HOMKHBI HMMETh
MakCUMYMbl  IOTJIOLIEHUS py
32242 Hwm.

Remarks: The Product confirms to ND/
ITpumeyanue: IIpoaykT cooTBeTcTBYET Tpebopanuam HJL

Conclusion: APPROVED /
3axaouyenne: OJJOBPEHO

Prepared by /
IloarorosneHo: Sarita

%

Checked by/
Ilposepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykgsoautens

Pavan Kumar Sharma 4{//«/—///’:/
/’/

Reprint Date /
Jlata: 23.08.2025

Reprint Date /
Hara: 23.08.2025

Reprint Date /
Harta: 23.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, tmail: mail@drreddys.com
CIN: L85195AP1984PLCOO4507
www.drreddys.com
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Vili. iKhol, Nalagarh Road, Badcdi,
Distt. Soian, H.P., 173 205, INDIA
Tal: +81 S§166-55001-02
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIN3A

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

IIpoAyKT: KeTopon““ (keTOpOsak) pacTBOP AN BHYTPHUBEHHOrO M BHYTPUMbILEYHOTO BBeAeHHUS, 30 Mr/mn
Batch No/ : V250662 [Batch Quantity / : 454545 ampules /
Cepus Ne |O6Bem cepun 454545 amnyn
Analytical Report No/ : 890001828823 Date of Analysis / : 21.08.2025

AnasiuTHYecKkHii oTyer Ne JlaTra aHa/IH3a

Date of Manufacture/ : 08/2025 Date of Expiry/ ¢ 0772027

JlaTa npou3BoaCTEA TI'open go

_A_Ealy_si_s performed according ND / Ananu3s nposeaen no H,[l, JIT1-001365-230124 -
Page 20of 5/Ctp. 2 m3 §

i.f: Test / [lokasaTeanb Results / Pe3yasTatsl Specification / Hopma

The opalescence of the sample should
not exceed opalescence of reference
suspension L / Onanecuexuus
npenapaTa He NOJDKHA TIPEBbILLAThH
ofaiecLeHHHIO YTAI0Ha cpaBHeHus L

3 Clarity / TIpo3pauHocTh Complies / CooTBeTCTBYET

4 Color / IIgeTHOCTHL 0.04 Absorbance should be not more than
0.20 at 430 nm. /
TMornolienre A0MKHO ObITL HE Gonee
0,20 mpu anuHe BosHbl 430 HM.
5 pH 7.2 From 6.9 t0 7.9./01 6,9 no 7,9.
6 ' Particulate matter / MexaHiMecKHe BKJI0YEHHs . ]
" 6A | Visible particles / Complies / COOTBCTCTBye_T Should correspond to requirements. /

Buaumelie 4acTHUBI B cooTBETCTBUHM € TpeOOBAHUSIMH.

6B | Invisible particles / |
Hepriaumble 4acTHLbL:
i Particles > 10 pm/ 67 not more than 6000 per ampoule /
YacTury pazMepom > He Gonee 6000 Ha ammyny;
10 mMxM
1i. particles > 25 pm/ 1 not more than 600 per ampoule /
YacTyL, pasMepoM > He 6onee 600 Ha ammyy.
25 MKM
iii,
7 Related substances / PoncTBeHHble npuMecH

Remarks: The Product confirms to ND/
Ipumeuanue: [IpoaykT cooreeTcTBYeT TpedoraHusm HJJ

Conclusion: APPROVED /
3akmwouenune: OJIOBPEHO

Prepared by / Checked by/
Iloarorosneno: Sarita [TposepeHo: Pravesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTenb
Pavan Kumar Sharma Y

P

e /
Reprint Date / Reprint Date /

Reprint Date /
Hara: 23.08.2025 Hara: 23.08.2025

Hata 23.08.2025
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: L85195AP1984PLCOV4507
www.drreddys.com



DrReddy’s €3¢

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nalagath Road, Baddi,
Distt. Soian, H.P.,, 173 205, iNDIA

CEPTUP®PUKAT AHAJIM3A  ww\v.drreddys.com
[Product:/ Ketorol (I_(etorolac_) solution for intravenous and intramuscular injections, 30 mg/ml —
' IIpoaykT: Keropon™ (keToponak) pacTBOp s BHYTPUBEHHOI'O 1t BHYTPHMbLILIEUHOTO BBEACHUS, 30 mMr/mia |
Batch No/ : V250662 F |Batch Quantity/ : 454545 ampules / |
(Cepua Ne Ob6bem cepitns 454545 amiryn
Analytical Report No/ : 890001828823 Date of Analysis / : 21.08.2025
AHaJIHTHYEeCKHH oT4eT No JlaTa anaJinza
Date of Manufacture / : 08/2025 Date of Expiry/ : 07/2027

JlaTa npousBoaCcTBa

Togen go

Analysis performed according ND / Ananns nposeagen no HJI: J11'1-001365-230124

| i_‘: Test / Iloka3zaTeqanb

Pag;3 of 5/Crp.3m3 5

HN3Biekaemplii 00bem

measured volume of 10 ampoules) /
He menee 10,0 Mx (06Bem,
U3MEPEHHbIH HA OCHOBAHHH
o6weauHeHHOTO comepxumoro 10
amInyJn)

Results / PesyasTaThl Specification / Hopma |
| Impurity A /TIpumecs A 0.09% not more than 0.20% / He Oonee I
_| 0,20%;
r — — — 0
Impurity B / Ilpumecs B Below LOD (LOD =0.014 %) / not more than 0.50 % / He Gosee
_ | 0,50%;
Huxe npenena oGHapyxeHus (I[10=
0.014 %)
Impurity C/ [pumecs C Below LOD (LOD =0.010 %) / not more than 0.50% / He Gonee
| Humxe npenena obuapyxenns (IO 0,50 %;
| =0.010 %)
" Impurity D /TIpumecs D than 0.20% / e 6
mpurity pHMeCh Not detected / He o6uapyxena not f)nore an (} HE 0OoJiee
0,20%.
1 .i
|
F‘* — . — - i 0
?ndm(.iual unidentified Below LOQ (LOQ= 0.05%) / Hinxe Not :nore than 0.20 % / He O6onee
impurity / ExuHuyHas 0,20%.
e e npezeNa KOJW4eCTBEHHOro
onpexnenenns ([TKO =0.05%)
TIpYMeECh
" Total imﬁritiés /_CyMMa 0.1 % Not more than 1.50 % / He 6onee
npumecei 1,50 %.
8 Extractable volume / 10.3 11l /10.3 v Not Icss than 10.0 ml (collcctively

Remarks: The Product confirms to ND/
Ilpumeuanue: IIponykT cootBeTcTBYeT TpedoBanusam HJI

Conclusion: APPROVED /
3akawyenne: OJOBPEHO

Prepared by /
IMToaroroeneHo: Sari’_ta

Checked by/
ITpoeepeno: Pravesh Rana

Pavan Kumar Sharma

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoroauTens

A==

Reprint Date /
Hata: 23.08.2025

Reprint Date /
Hara: 23.08.2025

Reprint Date /
Jarta: 23.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1934PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

[ Prba_llct:/

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

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

Vill. hol, Nalagath Road, Baddi,
Distt. Soian, H.P., 173 205, iNDIA
Tl =21 96HEE S6061-02

wiwh.drreddys.com

Ketorol (Ketorol-ac) solution for intravenous and intramuscular in jections, 30 mg/ml
Ipoaykr: KeTopos™ (keToponak) pacTBOp A/ BHYTPHBEHHOTO M BHYTPHMBILIEYHOTO BBeAeHHs, 30 Mr/mi

Batch No/
Cepua Ne

: V250662

Batch Quantity /
Oo0bem cepuu

: 454545 ampules /
454545 amnyn

Analytical Report No /

: 890001828823

Date of Analysis /
Jara ananuza

s SRS

AHaJIMNTHYECKHIi oT4eT No
Date of Manufacture/
JlaTta npoH3BOACTBA

: 08/2025

I'onen oo

| Analysis performed according ND / Ananu3 npoaeueﬂ no Hl[ JIT1-001365-230124

Date of Expiry /

: 0772027

_Page4ofS/Crp.4m3 5 —

15-0ii cepuu)

| CTepusbHOCTB (11 KaMKOi

| [
i.g Test / IloxkazaTeab .I Results / Pe3yabTaThl ] Specification / Hopma
= | i o
9 Bacterial endotoxins / : <=0.725 EU/mg | Not more than 5.8 EU/mg of
bakTepuaJibHbie /<=0.725 E3/mr Ketorolac Trometamol. / He Gomnee
SHAOTOKCHHbBI 5,8 EQ/Mr xeroposiaka TpOMETaMKHa.
10 | Sterility (every 15th batch) / Complies / CooTBeTCTBYET | Must be sterile. / JlomkeH ObITh

CTCPpUJIbHbIM.

11 Assay / KoimyecTBeHHOE

30.36 mg /30.36 Mr

From 270 mg to 330 mg of
CpH2N2O (Ketorolac Trometamol)

onpejaeeHue .
| per 1 mL / Or 27,0 Mr go 33,0 Mr
| Ci9H24N20¢ (keToponaxa
| TPOMETaMOJ) B 1 ML |
12 Alcohol content / ITaHoa 11.84% | From 10.60 % (v/v) to 13,10 % (v/v). |

/
Or 10,60 % (06/06) no 13,10 %
(006/00).

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/

[lo 1 ™Mn B aMmoynsl 3
CBETO3AILMTHOIO  CTEKAa TEMHO-
kopuuHeporo knacca I (USP). B
BEpXHEH YacTH ammyJbl HAaHECEHBI
KOJIBLIO M TOuka mns pasyioma. 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
PV C/aluminum blister.

1 blister in a carton pack; for in-patient
foilities: 2, 3, 5 blisters in a carton

pack/
[lo 1 wMn B amMoynsl 3
CBETO3ALUMTHOIO  CTEKJIa  TEMHO-

xopH4HeBoro Lserta knacca I (USP). B
BEpXHEH 4YacTH amIysbl HaHECEHbI

e ———
Remarks: The Product confirms to ND/
[Tpumeuanue: [Iponykt coorBeTcTBYET TpeboBaHusM HJ

Conclusion: APPROVED /
3akmouente: OJJOBPEHO

Prepared by /
Ioarororneno: Sarita

&

Checked by/
IIpoBepeno: Pravesh Rana

!

/,[

Approved by: Manager/Executive /
Opno6peno: Menemiep / PykoBogurenb
Pavan Kumar Sharma

Reprint Date /
Hara 23.08.2025

Reprint Date /
Hara: 23.08.2025

Reprint Date /
Jara: 23.08.2025

Registered Office: §-2-337, Road No. 3, Banjaia Hilis, Hyderabad - 500034, Te~langana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOV4507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

yili. Khol, Nalagarh Road, Baddi,

Distt. Soian, HP., 172 205, iNDIA
CERTIFICATE OF ANALYSIS 1.5 +219 3168 5600102
CEPTHOHKAT AHANH3A wwwv.drreddys.coin

Dr.Reddy’s Q':‘

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

HpaxT: KeTt@on"™ (keTqoyiak) pacTROp j/is BHYTPHBEHHOIO H BHYTPHMBbILIEYHOro BBeAeHHs, 30 mr/mn
Batch No/ : V250662 [Batch Quantity/ : 454545 ampules/
Cepnis Ne O0BeM ¢ epiti 454545 amryn
Analytical Report No/ : 890001828823 Date of Analysis/ : 21.08.2025
AnaJuTHYeCKHH oT4yeT Ne Jlara anagu3a

Date of Manufacture/ : 08/2025 Date of Expiry/ . 0712027

|/1aTa mpH3BOACTBA o TI'onen no
Analysis performed according ND / Ananns nposeaen mo HJI: JII1-001365-230124
Page SofS/Crp.5Su3 S

Test / [TokazaTens Results / Pe3yabTathl Specification / Hopma

=4

KONbLIO M TOYKa U pasjioma. Ha
aMIlyJly HaKIeUdBaloOT STHKETKY.

[To lo ammyn € WHCTpYKUMeH 10 |
npumeHeHuto B [1BX/amoMuHueBbIi
omucrep. Ilo 1 Onuctepy B mauky
KapTOHHYIO; ONf CMAayioHapos. no 2,
3. 5 61uCTepoB B MaUKy KapTOHHYIO.
According to ND / B cootBerctBru ¢ H/I.

aMIyJly HakIeUBAIOT ITHKETKY.
[Tlo 10 ammyn ¢ WHCTpyKuueH Mo
PUMEHEHHIO NOMELL a0 T
B [IBX/anoMuHueBbiii OnmcTep.

o 1 6nvcTepy B Mauky KapTOHHYIO.

14 Labelling / Mapkupoeka

In a place protected from light below 25 °C. Do not freeze. / B 3awuiunesHom
OT CBETA MECTe MpH Temrepatype He Boie 25 °C. He 3aMopaknBaTh.

15 Storage conditions /
XpaHeHue

16 Shelf-life / Cpok roaHocTn 2 years. / 2 roaa.

API name / HaumenoBanne AQC: Ketorolac Trometamol / Ketoposaka tpomeTamMos

INN/MHH:

Ketorolac / Ketoponax

API manufacturer batch number/
Homep cepun npouspoautens ADOC:

2K TMo120225

FP Manufacturer API Batch number /

Homcpﬂ:g_ll_lglg_yﬁcrauum NPOH3BOANT eJIR ' Jid:

FESAo0161

API Manufactured by & country/
IMpoussoautenr ADC, crpana:

Symed Labs Ltd., India /
Caiimen Jlabe Jra,, Uugus

Remarks: The Product confirms to ND/

IIpumeuanue: [Ipoaykr cooTeeTcTBYET TpeboBaHnsam HJJ

Conclusion: APPROVED /
3akaruenne: OJJOBPEHO

Prepared by /
IMoarorosieHo: Sarita

Checked by /
[TposepeHo: Pravesh Rana

g

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykeponurens

Pavan Kumar Sharma %___7 B

Reprint Date /
Jata: 23.08.2025

Reprint Date /
Hata: 23.08.2025

Reprint Date /
Jara: 23.08.2025

Registered Office: §-2-337,

Road No. 3, Banjara Hilis, Hyderabad 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOV4507

www.drreddys.com




