Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIN3A

www.drreddys.com

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

| Opoaykr: Ketopon®(keToponak) pacTBop iisi BHYTPUBEHHOIO U BHYTPUMBILIEUHOTO BBEAEHNS, 30 Mr/ma
Batch No/ ¢ V250666 Batch Quantity / : 454545 ampules /
Cepnsa Ne Obbem cepun 454545 ammy 1
Analytical Report No/ +890001830624 Date of Analysis / : 30:08.2025
AHaJMTHYECKHi oTueT No JlaTta anasm3a

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

JlaTa npon3BoaCTBA I'onen mo

Analysis performed according ND / Anasm3s nposesnen no H: JIT1-001365-230124

Page 1 of 5/_C'rp. 1uz 5

No!

Ipospaurklii GecuBeTHbIT pacTBop. |

N | Test / ITokasaTesb Results / PesyabTarbi Specification / Hopma
| |‘ Description / Onucanue | Clear colorless solution. / | Clear colorless to slightly yellow color

solution. / Ilpo3pauslii pactBop oT
| 0ecLBETHOrO O  CBETJIO-XKENTOro

LBETA.

2 Identification /
IToaJaHHHOCTHL

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) / Bpemena
YOEPXKUBAHUA OCHOBHBIX TIMKOB Ha
XpomaTorpaMme UCIBITYEMOT O
pPAcTBOpa [JOJKHBI COOTBETCTBOBATH
BpeMEHaM YIEpXKHBaHHA OCHOBHBIX
MHKOB Ha XpomaTorpamme
CTaHJapTHOr0  pacTtBopa  (paszmen
«KonuuecTBeHHOE OnpeAeieHue»)

UV- spectrophotometry /

VY ®-cnekrpodoTomMeTpus

Complies as prescribed/

CooTgeTcTBYET

| UV absorption spectra of the test
solution and the solution of the
standard sample of Ketorolac
'I'romethamine m the range trom 200
to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-cnekTpsl
MOTJIOUIEHHS HUCHBITYEMOro pacTBopa
M pacTBOpa CTaHAapTHOro obpazua
KeTopoJiaka TpoMeTaMiHa B 00JacTu
or 200 mo 400 HM OOMKHBI HMETh
MaKCHM yMbl TOr IOIIEHU npu
322+2 HMm.

Remarks: The Product confirms to ND/
ITpumeyanne: IlpoaykT cooTBeTcTBYeT TpeboBaHuam HJJ

Conclusion: APPROVED /
Baxarouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

s

Checked by/
[Tpoeepeno: Pardeep Kumar

=

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

Amit Kumar
/\/ =

\

Reprint Date /
JHata: 30.08.2025

Reprint Date /
Jara: 30.08.2025

Reprint Date /
Jata: 30.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tielangana, India
Tel +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0O4507

www.drreddys.com
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CEPTUDHKAT AHAJIM3A
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Jata mpi3BoicTBA

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
Ipo ayxr: Keropon™ (ketgniak) pacTtrop ANS BHYTPUBEHHOIO K BHYTPHMBIIIEYHOro BBedekH s, 30 mr/mn
Batch No/ : V250666 Batch Quantity/ : 454545 ampules/ |
C gma Ne O6bem ¢ epin 454545 amnyn
Analytical Report No / : 890001 830624 - Date of Analysis/ + 30.08.2025 -
Ananurndecknii oTuer Ne Jara apannza
Date of Manufacture / : 08/2025 Date of Expiry / 7. 7027

T'onen go

Analysis performed according ND / Anaaus nponegen mo HJI: JII1-001365-230124

Page'Z of 5/Crp.2m3 5

[

| |
if: Test / IokazaTenn | Results / PesyabTarbl ! Specification / Hopma
= i | | =
3 | Clarity / [Ipo3pauyHocTs | Complies / CooTseTcTBYET I The opalescence of the sample should
,r | mnot exceed opalescence of reference
| suspension L. / Onanecuenuus
npenapaTa He A0JKHA MpPeBbIaTh
OMaJlecLIEHLHIO TaJIOHa CpaBHEHHUA 1.
4 Color / lIseTHOCTH 0.04 | Absorbance should be not more than
0.20 at 430 nm. /
[TornomieHye n0XHO OBITL He Donee
| 0,20 mpu nnune BomHbl 430 HM.
5 | pH T From 6.9 to 7.9./ Ot 6,9 10 7,9.
6 Particulate matter / MexanH1ecKHe BK T04EHHS :
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /
Buaumele 4acTHUBI] B cooTBeTcTBUH C TpeOOBAHHAMM.
6B Invisible particles / o —
HeBuaumMele yacTHIBL:
i. Particles > 10 um/ 137 not more than 6000 per ampoule /
YacTuiy pasmepom > He bonee 6000 Ha amnyny;
10 MKM
il. particles> 25 pm/ 2 not more than 600 per ampoule /
4aCTHL, Pa3MEPOM > He 6osee 600 Ha ammyJy.
25 MKM
1.
| |
7/ Related substances / PoacTBentble npuMecu

Remarks: The Product confirms to ND/
IIpumeuanue: Ilpoaykr cootBeTcTBYET TpeboBanusM HJL

Conclusion: APPROVED /
3akaodenne: OJJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Ramakant [IpoBepeno: Pardeep Kumar

Qe sh=

Approved by: Manager/Executive /
OpobpeHo: Menemxkep / Pykoroaurens

Amit Kumar &
el
1

\ Reprint Date /
Hata: 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, Email: mail@drreddys.com
CIN: L85195AP1984P1LC004507
www.drreddys.com




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

Qe
Dr..Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Soian, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS T4 : 01 98166 56001-02
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
IIpoavkr: Ketopoa™ (xeToposak) pacTBOp AJis BHYTPUBEHHOIO U BHYTPHUMBILIEYHOTO BBECHHS, 30 Mr/mn
Batch No/ : V250666 Batch Quantity/ : 454545 ampules / v
Cepns Ne |Ob6bem cepun 454545 amnyn
Analytical Report No/ : 890001830624 - |Date of Analysis / : 30.082025
AHaJAUTHYECKHH oTYeT Na JlaTa anaamn3a .
Date of Manufacture / : 08/2025 Date of Expiry / : 72007

laTa npon3BoacTBA I"omen 1o . -

Analysis performed according ND / Ananns nposeaen o HJI: JIT1-001365-230124

Page 3of 5/Ctp.3m3 5

I
1}‘: Test / TlokazaTe b Results / Pe3yabTathl Specification / Hopma
-: Impurity A / TIpumecs A 0.09% not more than 0.20% / He 6onee
| 0,20%;
f . { ' . .
Impurity B / TlpnmMecs B Below LOD (LOD =0.014 %) / | not more than 0.50% / He Gonee
_ | 0,509 |
Huxe npenena obuapyxenus (IO =
0.014 %) | I
Impurity C/ Ilpumecs C BelowLOD (LOD =0.010 %) / not more than 0.50% / ne OGonee
Hmxe nipenena obHapyxenns (II0 | 0,50%;
=0.010%)
i D 209
I Impurity D / IIpumecs Below LOD (LOD =0.014 %) / 80;0:;1)&6 than 0.20 % / ne Oosnee
1 Husxe npesiena o6uapyxetus (110 = S
0.014 %)
Individual unidentified Not more than 0.20 % / He 6onee
impurity / EquauuHas Below LOQ (LOQ = 0.05%) / 0,20%.
HenaeHTH( HIUpOBaHHAsA Huxe mpexena KOJMYECTBEHHOTO
IpUMeECh onpeaenenus (ITKO =0.05%)
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee |
| npumeceii 1,50 %.
8 Extractable volume / 10.5 ml/ 10.5 mn Not less than 10.0 ml (collectively
H3paexkaemslii 06bem measured volume of 10 ampoules)/
He menee 10,0 mn (o6bem,
W3MEPEHHBIH Ha OCHOBaHUH
o0benuHeHHOrO copepxxumoro 10
aMry)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanue: ITponykt cooTsercTBYeT TpeboBanusaM HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
Ilogrorosaeno: Ramakant [Tposepeno: Pardeep Kumar | Onobpeno: Menemkep / PykoBoautens
"uj" Amit Kumar /
Reprint Date / ! Reprint Date / Reprint Date / 1
Jata: 30.08.2025 Jara: 30.08.2025 Jara: 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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

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

Vill. Khol, Nalagath Road, Baddi,
Distt. Solan, HP., 173 205, iNDIA

Tel

1 +91 98166 56001-02

www.a'rreddys.com

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

: 454545 ampules/
454545 amnyn

: 30.08.2025

' Product:/

'I Ilpoaykr: Kertopon" (keTopoJiak) pacTBOp A/is BHYTPUBEHHOTO W BHYTPHUMBILIEYHOrO BBEAEHHS, 30 MI/Mn
Batch No/ : V250666 Batch Quantity/

Cepns Ne ___|O0nem cepun

Analytical Report No / : 890001830624 Date of Analysis /

AHAJMHTHYECKHH oT4yeT Ne

Jlara ananuza

Date of Manufacture /
JlaTa npou3BoACTBA

: 08/2025

T'ogen no

Date of Expiry/

: 07/2027

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

Page 4 of 5/C1p. 413 5

|
No
| Test / [loxa3areab
Ne
9 | Bacterial endotoxins /
| BakrepuaabHble
| IHIAOTOKCHHDI

15-0ii cepun)

lo Sterility (every 15th batch) /
CTepuibHOCTL (AN KAMAOI

| Results / PesyabTaThl

| - <=0.725 EU/mg
| /<=0.725 ED/Mr

Complies / CooTBeTCTBYET

Specification / Hopma

Not more than _S.SEJ/mg el

| Ketorolac Trometamol. / He 6Gonee

5,8 ED/Mr KeTopoaka TpoMETaMHHA.

Must be sterile. / JlomkeH ObITH

CTEPUIbHbIM.

30.81 mg /30.81 mr

From 270 mg to 33.0 mg of
Ci9H24N>O4 (Ketorolac Trometamol)
per 1 mL / Or 27,0 mr mo 33,0 mr
C19H24N20(, (KeToponaKa
TpoMeTamoJ) B 1 miL.

: 11 Assay / KonunyecTBeHHOe
ofnpeaeseHue
[
I
12 Alcohol content/ ITanon

11.76 %

13 Packaging / YnakoBka

amber glass ampoules (USP). A cut

Remarks: The Product confirms to ND/
IIpumeuanue: Ilponykrt coorBercTByeT TpeGoBanusm HJL

ring and point in the upper part of
ampoule. A label is attached (o

ampoule.
| 10 ampoules and a patient
information leaflet in a

PVC/aluminum blister.

1 blisters in a carlon pack /

ITo 1 wMn B aMmmoyisl 3
CBETO3ALIMTHOTO  CTeKNa TEMHO-
kopuuHeBoro knacca I (USP). B
BEPXHEH YacTW aMIyJbl HAHECEHHI
KOJIbLIO M TOoYKa s pasjoma. Ha

1 mL in class I light-shielding dark

From 10.60 % (v/v) to 13,10 % (v/v).
/

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

1 mL in class I (USP) light-shielding

dark amber glass ampoules.

A cut ring and point are in the upper
parl of ampoule. A label is attached (o
ampoule. 10 ampoules and a patient
information leaflet n a
PVC/aluminum blister.

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

pack/
ITo 1 ™M1 B aMmmynsl H3
CBETO3ALIUTHOTO  CTEKNa  TEeMHO-

xopu4Hesoro geta knacca [ (USP). B
BEPXHEH uacTW amIlyJibl HAaHECEHbI

Conclusion: APPROVED /
3akawuenne: OJJOBPEHO

1

Prepared by /
IMoaroTosnexdo: Ramakant

st

Checked by /
[Tposepeno: Pardeep Kumar

e

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoauTesnb
Amit Kumar

j\/«/

Reprint Date / )
Hara: 30.08.2025

Reprint Date /
Jata: 30.08.2025

Reprint Date /
Jarta: 30.08.2025

Regisiered Office: 8-2-

-
S

Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTUOHUKAT AHAJIM3A
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Formulation Unit-6
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 Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular in jections, 30 mg/ml
Hpoaykr: Ketopos™ (keToposiak) pacTBop A1 BHYTPHBEHHOTO U BHYTPHMBILIEUHOTO BBeAcHHS, 30 Mr/mn
|Batch No/ : V250666 Batch Quantity / : 454545 ampules /
Cepita Ne - |O6bem cepun i © 454545 amnyn
Analytical Report No/ - -:-890001830624 | Date of Analysis / »30.08.2025 1
AHanuTHyeckHii oryer Ne Jara ananuza
Date of Manufacture / : 08/2025 Date of Expiry/ : 07/2027
/lata npounssoacTsa T'onen g0 Il
Analysis performed according ND / Ananu3s npoeeaen no HJI: JIT1-001365-230124

1 1 Page Sof 5/ Crp.S5m3 5 i

1}2 Test / Ilokazarens ! Results / Pe3ysabTaTsI | Specification / Hopma

aMIyJy HakJIEHBAOT STHKETKY.
ITo 10 ammyn ¢ uHcTpykiueil mno
NPUMEHCHHUIO
B [1DX/antoMIHHCRBBIA GIHCTED.

o 1 6mucTepy B NaUKy KapTOHHYIO.

NoMELarnT

KOJIbLO M TOYKa 1nd paznoma. Ha
aMmyJly HaK/euBaloT ITHKETKY.

[lo 10 amnyn c¢ uHCTpyKLiWe# mo |
npmeHednio B [BX/amomMuHieRk it !
6auctep. Ilo 1 6nuctepy B nauky
KapTOHHYIO; 0151 CmAyuoHapog. 1no 2,
3, 5 6icTepoB B NMa4Ky KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cooTseTcTBun ¢ HJI.

[
|

15 Storage conditions /
Xpanenue

In a place protected from light below 25 °C. Do not freeze. / B zatuiieHHOM
OT CBETa MecTe Mpu Temmnepatype He Boiile 25 °C. He 3aMOpaxHBaTh.

16 | Shelf—life/C[TOK TOQHOCTH

2 years. / 2 rozaa.

API name / Haumenopauue ADC;

Ketorolac Trometamol / Ketopoaaka TpomeramMon

INN /MHH:

Ketorolac / KeToponak

API manufacturer batch number /
Honmep cepnn npoussonnrens ADC:

2KTMO0120225

FP Manufacturer API Batch number /

Hontep cepin cyGerastunn npoirssoasrens IIId:

FESA00161

API Manufactured by & country/

Symed Labs Ltd., India/

I_I[)gl_l_s_so,m_l_T_e_J_lb_ ADC, crpausa:

Caiivmen Jlabc Jivn., Uunua

Remarks: The Product confirms to ND/

[Tpumeuanue: IpoaykT coorBeTcTBYeT TpebosanuaM HJT

Conclusion: APPROVED/
3axmouenne: OJOBPEHO

Prepared by /
IMoarorosseno: Ramakant

A

Checked by/
ITpoBepeno: Pardeep Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoauTenb
Amit Kumar A

)}

Reprint Date /
Hara: 30.08.2025

Reprint Date /
Hata: 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 2500, Fax; +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



