Dr.Reddy’s Q‘:'.

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

vill. Khot, Nalagarh Road, Badcdi,
Distt. Soian, H.P.,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tal: 19198166 56001-02

CEPTUDHKAT AHATHU3A www.drreddys.com

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

IMpoayk 1 Ketopom keToposiak) pacteop IS BHY TPUBEHHOrO M BH YTPHMLILIEYHOro BeeAeHus, 30 Mr/mn
Batch No/ 1 V250665 |{Batch Quantity / : 454545 ampules /
Cepuist Ne O6bem cepun 454545 amnyn
Analytical Report No/ - - : 890001830623 Date of Analysis / - + - : 30.08.2025 i
AHaIATHYECKHIT oTYeT No Harta ananausa

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

Jata npou3BoxcTea I'open 1o

Analysis performied according ND / Anann3s nposeaen mo HJI: JII1-001365-230124

Page 1 of5/Crp. 113 5

No

[ Test / [Toxasare/ib

Results / Pe3ynTaThl Specification / Hopma

1 Description / Onucanne

Clear  colorless solution. /| Clear colorless to slightly yellow color

[Mpo3paunsiii GecuBeTHBIN pacTBOP. solution. / [Tpo3paunslii pacTsop oOT
OecLBETHOrO 0  CBETJIO-XKEJTOro
LBETa.

2 Identification/
MognuHHOCTD

HPLC/ B2XX

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
Complics as prescribed/ chromatogram of standard solution
(Assay section) fh Bpemena
YAEPXNBaHWs OCHOBHBIX IHMKOB Ha
XpoMaTorpamme UCTILITYEMOT O
pacTBOpa JOMKHBI COOTBETCTBOBATH |
BpEMEHAM YIEPKHUBAHUS OCHOBHbIX
MHKOB Ha XpoMaTorpaMme
CTaHHapTHOIO  pacreopa  (pas;en
«KoNM4ecTBEHHOE OTpeIECHHEY)

CoOTBETCTBYET

UV- spectrophotometry /

VY ®-cnektpodoTomMeTpua

Complies as prescribed/ 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®-criexTpbl
IOTJIOUIEHUA HCIILITYEMOrO pacTBopa
H pacTBOpa CTaHZAapTHOro obpasua
KETOpoJiaka TpoMeTaMHHa B obJacTu
or 200 mo 400 HM OOJDKHBEI HMETb
MaKCHM Y MBI HOT IOLUEHUA pu
32242 HM.

CooTBeTcTBYET

Remarks: The Product confirms to ND/

[Mpumeuanne: IlpogyxTt cooTBeTcTBYET TpedopaHiiam HJI 3akwuenune: OJOBPEHO

Conclusion: APPROVED /

Prepared by / Checked by / Approved by: Manager/Executive /
[loprororneno: Ramakant IIpoeepeHo: Pardeep Kumar | Opo6peno: Menemkep / Pykosoaurens

@‘W

Amit Kumar

Reprint Date / Reprint Date / Reprint Date /
Jara: 30.08.2025 Hara: 30.08.2025 Jata: 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 43900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘fo.‘.

Dr. Reddy's Laboratories Ltd.
Farmulation Unit-6
vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
CERTIFICATE OF ANALYSIS 7Tzl .C1281€6 56001-02
CEPTUDOHUKAT AHAJIN3A www.drreddys.com

_i' Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml

IIpoaykr: Keropon™ (keToposnak) pacTBop [yl BHYTPUBEHHOTO H BHYTPHMBILIEYHOro BBeAeHHs, 30 Mr/mMn
Batch No/ 1 V250665 Batch Quantity / : 454545 ampules /
Cepna Ne O0beM cepHH 454545 ammnyn

Analytical Report No/
ApanutHueckuii oryer No

-+ 890001830623

JlaTta aHaauza

Date of Analysis / : 30.08:2025

Date of Manufacture /
JlaTa npoH3BoACTBA

: 08/2025

T'oaen po

Date of Expiry / s O72027

Analysis performed according ND / Auann3z nposexen mo HJI: JII1-001365-230124

Page 2 of 5/Crp.2 13 5

1}‘: ‘ Test / [Toka3atenb Results / Pe3yanTaThl Specification / Hopma
= -I — — 4
3 | Clarity /TIlpo3paunocTs Complies / CooTBeTCTBYET The opalescence of the sample should
| not exceed opalescence of refizrence
| suspension I / OnanecueHuus |
npenapara He 10JDKHA NPEBbILIATh
onanecteHU IO 3TAIOHa CpaBHeHUs L.
| 4 Color / IlBeTHOCTH 0.04 Absorbance should be not more than
0.20 at 430 nm. /
[Tornomenwe A0KHO OBITH He GoJjlee
| 0,20 npu gnvee BoJHBI 430 HM.
- — .
5 | pH 73 | From 6.9 t0 7.9./071 6,9 no 7.9.
6 Particulate matter / MexaHH4YeCKMe BK/IIOYCHUR
6A Visible particles/ Complies / CooTeeTCTBYET Should correspond to requirements. /
Bu iMMble 4acTHiib B coorBeTCcTBUM ¢ TpeGOBAHUAMU.
6B Invisible particles /
HeBuauMble YacTHIIBL
l i. Particles > 10 pm/ 76 not more than 6000 per ampoule /
YacTuu pasMepoM = He 6onee 6000 Ha aMmyny;
10 MM
i. particles> 25 pm/ 1 not more than 600 per ampoule /
YacTHL Pa3sMEpPoOM = He Gonee 600 na aMnyJy.
25 MkM
1il.
| |
7 Related substances / PoacTeennble npuMecu

Remarks: The Product confirms to ND/
ITameuanne: IlpoayxT cooTeTcTBYET Tpebosanusm HJI

Conclusion: APPROVED /
3axarwuenne: OJOBPEHO

Prepared by /
IToprorosneno: Ramakant

Checked by / Approved by: Manager/Executive/
[IpoepeHo: Pardeep Kumar | Onobpeno: Meunemxkep / Pykosoantesn

Rl o e
Reprint Date / " Reprint Date / Reprint Date / ¥
Hara: 30.08.2025 Hata: 30.08.2025 Hata: 30.08.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel +9140 4900 2900, Fax: +9140 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, HP., 173 205, iNDIA

CEPTHO®UKAT AHAJIN3A

Tel : +91 98166 56001-02
www.drreddys.com

JaTta npousBoacTea

Toxen mo

Analysis performed according ND / Anwamn3s nposeaen no HJI: JII1-001365-230124 ==
Page 3 of 5/ Crp.3u3 5

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

Mpoaykr: Keropon™' (keToposak) pacTBOp Ui BHY TPUBEHHOIO M BHYTPUMBIILEYHOIO BBeAEHUS, 30 Mr/mn |
Batch No/ : V250665 'Batch Quantity / : 454545 ampules / <
Cepus Ne | O6Bem cepHH 454545 amnyn
Analytical Report No / : 890001830623 Date of Analysis / : 30.08.2025
AHaJuTHYecKHi oryeT No JlaTa aHaaM3a

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

N(; Test / IlokaszaTenn Results / Pe3yabTaThl Specification / Hopma
! Impurity A / ITpumecs A 0.09% not more than 0.20% / He Gonee
| 0,20 %;
| : — = ——
. Impurity B /IIpumecs B Below LOD (LOD =0.014 %) / not mlore than 0.50% / ne Gonee |
| ‘ : 0,50 %; I
Huxe npenena obHapyxenus (I1O= |
. 0.014 %) |
Impurity C/ [Tpumecs C Below LOD (LOD =0.010 %) / | not more than 0.50% "/ He Gonee
|  Huxe npenena oGHapyxenus (IO | 0,50%;
, =0.010 %) , |
l |
I ity D /11 D | than 0.20% / 6 '
, mpurity pHMech Below LOD (LOD =0.014 %) / goéoi;(l)ore an o / He Oonee
| Huxe npenena obHapyxenus ([1O = g '
0.014 %)
[ Individual unidentified Not more than 0.20% / He 0onee
impurity / Enuaudnas Below LOQ (LOQ = 0.05%) / 0,20%.
HenJeHTUG UUHUpOBaHHAsA Huxe npepena xoaMYECTBEHHOTO
NpUMeCh onpeaenenus (ITKO =0.05%)
| Total impurities / Cymma 0.1 % Not more than 1.50 % / He 6onee |
| | mpuMeceit 1,50 %.
"8 | Extractable volume / 10.3 m1/ 10.3 mn Not less than 10.0 ml (collectively
H3BaexaeMblii 06beM measured volume of 10 ampoules)/
He menee 10,0 mu (06bem,
H3MEpEHHbIH HA OCHOBaHUN
00bearHEHHOTO coiepxumoro 10
I amIymn)

Remarks: The Product confirms to ND/
IIpumeuanue: IIpogykt coorBeTcTBYeT TpeboBaHusm HJT

Conclusion: APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by /
[Toarotosneno: Ramakant

b

Checked by/
[Iposepeno: Pardeep Kumar

=f—

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBogurens
Amit Kumar

_.:\“‘1' //

v

Reprint Date /
Iara: 30.08.2025

Reprint Date /
Jata: 30.08.2025

Reprint Date /
Hara: 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, Emaik: mail@drreddys.com

CIN: L85195AP1984PLC004507
www . drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Fermulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel: 401 98166 56001-02
wyvw.drreddys.com

"Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml
Kertopon™ (keTopoJiak) pacTBop i BHYTPUBEHHOTO W BHYTPHUMBILIEUHOTO BBEAEHUS, 30 Mr/mn

AHanHTHYecKkH#l oT4yeT Ne

: 454545 ampules /
454545 ammyn

Hponaykr:

Batch No / : V250665 Batch Quantity/
Cepua Ne == ___|O6bem cepun
Analytical Report No/ : 890001830623 Date of Analysis /

JlaTa ananuza

: 30.08.2025

Date of Manufacture/
JlaTa NpoH3BOACTBA

: 08/2025

Tonen no

Date of Expiry/

: O7/2027

Analysis performed according ND / Auasu3 nposeaen no HJI: JIT1-001365-230124

Page 4 of 5/C1p. 4 e

| i Test / TlokazaTeJb
| Ne
|9 | Bacterial endotoxins /
Bakrepuanabhble
3HAOTOKCHHBI
10 Sterility (every 15th batch) /

15-ofi cepuu)

:
|

CrepuibHOCTD (/19 KX

Results / Pe3yabTaThbl

|

Specification / Hopma

<=(0.725 EU/mg
[<=0.725 ED/mr

Complies / CooTBETCTBYET

[

| Not

more than 5.8 EU/mg  of
Ketorolac Trometamol. / He 6Gonee
5,8 ED/Mr xeroposiaka TpoMeTaMUHa.

Must be sterile. / JomkeH ObITH
CTEpUILHBIM.

11 Assay / KosndecTBeHHOe

30.37 mg/30.37 Mr

From 27.0 mg to 330 mg of
CioH24N20O, {Ketorolac Trometamol)

, | onpenenenne
| per 1 mL / Or 27,0 mr no 33,0 mr
| | CioH24N206 (keTopomnaka

| TpoMeTamoJ) B 1 ML
|
12 Alcohol content / ITanon | 11.66 % From 10.60 % (v/v) to 13,10 % (v/v).

/
Or 10,60 % (06/06) 1o 13,10 %

| (06/00).

13 Packaging / YnakoBka

I mL m class I light-shielding dark
amber glass ampoules (USP). A cut
ring and point in the npper 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 w™Mn B amoyasl o3
CBETO3AIIUTHOIO CTEeKIa TEMHO-
kopuuHesoro kmacca I (USP). B
BEpXHEH HacTH aMIlyJibl HaHECEHbI
KOJIbLIO M Touka Ui pasnaoma. Ha

Remarks: The Product confirms to ND/
[Tpumeyanue: IIpogykT cooTreTcTBYeT Tpebosanuam HJJ

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 M1 B  aMmMmydael  u3
CBETO3AIUMTHOIO  CTEKAa  TEMHO-

KopuuHeBoro 1BeTa knacca I (USP). B
BEpXHEH 4YacTH amnyJjibl HaHECEHbI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /
IToarotroeneno: Ramakant

e
\

Checked by/
[Tpoeepeno: Pardeep Kumar

=L

Approved by: Manager/Executive /
Opnobpeno: Menepxep / PykoBoautens
Amit Kumar N

p

Reprint Date /
JTaTa: 30.08.2025

Reprint Date /
Jara: 30.08.2025

Reprint Date /
Hara: 30.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad —500033, |elangana, india

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, iH.P., 173 205, iNDIA
Tel : +91 98166 56001-02

Dr.Reddy'’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUHO®UKAT AHAJIN3A www.drreddys.com
' Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml ]
' Hpoayxr: Ketopon™ (keToponak) pacTBOp A/l BHYTPUBEHHOTO W BHYTPUMBILIEYHOTO BBEEHU, 30 Mr/mn
Batch No/ : V250665 |Batch Quantity/ : 454545 ampules /
Cepus Ne O6m1em cepuu 454545 ammyn
Analytical Report-No/ : 890001830623 Date of Analysis/ -+ 30.08.2025 o
AHanuTHYecKHH oT4yeT Ne Jlata aHaJIH3a
Datc of Manufacturc / : 08/2025 Datc of Expiry/ 5 O7Z027
Jarta npousBoacTBa I'onen no

Analysis performed according ND / Anann3s nposexen nmo HJI: JII1-001365-230124
Page Sof 5/Ctp.5uz 5

i

l}g Test / ITokazaTenb Results / Pe3yabTaThl Specification / Hopma
° | |
: amIyJly HakJIEHBAlOT 3THKETKY. KOJBLO W TO4YKa i pasnoma. Ha |
| Tlo 10 amnyn ¢ MHCTPYKUMEH MO | amnyny HaKJEHMBalOT STUKETKY.
NpHUMEHEHHIO nomewator | [lo lo ammyn ¢ mMHCTpYKuUMEH 1o
| B [IBX/amoMuHueBblH GmucTtep. npuMeHeHuo B [1BX/anom HHUEBEIT
[lo 1 6imcTepy B NayKy KapTOHHYIO. Gmuctep. [lo 1 Gmeictepy B mauky
KapTOHHYIO; O CHAYUOHAPOS: TI0 2,
[ 3, 56,14CTEpPOB B MAYKy KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsetrcTBun ¢ HJI.
15 Storage conditions / "Ina place protected from light below 25 °C. Do not freeze. / B 3auuiieHHom
XpaHeHne l OT CBETA MECTE NpH TeMnepaType He sbiwe 25 °C. He 3aMopaxuBaTh.
| 16 _| Shelf-life / Cpok roanoctn | 2 years. / 2 rona.

Ketorolac Trometamol / Ketoponaka TpoMeTamo
Ketorolac / Keroponak

2KTMol20225

API name / HaumenoBaune A®C:
INN /MHH:

API manufacturer batch number/
Homep cepun npoussogutens APC:
FP Manufacturer API Batch number /
| Homep cepum cyGeTanuy npoussoauteas [JID:
API Manufactured by & country/
IIpouseoanrens ADC, cTpaHa:

FESA00161

Symed Labs Ltd,, India/
Caiime n JIab¢ JItn., Uuaus

Conclusion: APPROVED /
3akiarouenne: OJOBPEHO

Remarks: The Product confirms to ND/
IIpumeuanne: IIpogyxt cooTBeTcTBYET Tpeboanusam HJI

Prepared by /
IToarorosneno: Ramakant

s

Checked by /
[Ipoeepeno: Pardeep Kumar

=l

Approved by: Manager/Executive/
Opobpeno: Menemkep / PyxkoBogutens

Amit Kumar {
j."\/ —

g

Reprint Date /
Hata: 30.08.2025

Reprint Date /
Hata: 30.08.2025

Reprint Date /
Jata: 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: L85195AP1984PLCO04507
www.drreddys.com




