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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product:/  Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml ;
 Hpoayk: Kerqon" (keTqpaak) pacTBOP /N8 BHYIPHBEHICIO | BHFPIMOILLEUHOr O BBeAeHHd, 30 Mr/mn
Batch No/ : V250585 Batch Quantity/ : 454545 ampules/
gpnu Ne s | O6bem cepun 454545 amnyn
Analytical Report No/ : 890001825334 Date of Analysis/ : 04.08.2025
AHanuTHYecKHH oTyeT Ne JlaTa anaanza

Date of Manufacture/ : 07/2025 | Date of Expiry/ : 06/2027 ,
\/laTa npousBoAcTEa |TComen mo S —

|Analysis performed according ND / Ananus nposeaer no HJL; JITT-001365-230124 ' __-__ S
Page 1 of 5/Cvp. 1 u35

|
l i? | Test / [MokazaTeqb Results / PeayasTaThbl Specification / Hopma |
= Description / Onucauue | Clear  colorless  solution.  / | Clear colorless to slightly yellow color |
| | Tlpospaunuiii GecuseTHBIA pacTBOP. solution, / Tlpo3pawsiii pacTeop or |
OecuseTHOro A0  CBETNO-XKENTOIo '
| usera.

2 | Identification / = | The retention times of the main peaks |

| HoanunmocTs in the chromatogram of test solution

| HPLC/ BOXX should correspond to those in the

Complies as prescribed/ chromatog ram of standard solution
| (Assay

section) / Bpemet 1a

i CoaTReRgreYeT YAEpKNBaHUS OCHOBHBIX TIHKOB Ha

XpoMaTorpamme MCILITYEMOrO

| pacTBopa MOOMKHbI COOTBETCTBOBATH |
| BpeMeHaM YNEPXKHBAHHUA OCHOBHbIX

| mKoB Ha XpomaTorpaMme |

| | CradgapTHOrO  pacrBopd  (pasaen
«KO0JIMYECTBEHHOE ONpedENeHIE)

| 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. / V®-cnekTps!

NOrIOMIENNs MCTILITYEMOTO pacTBopa |
A pacTBOpa CTaHAApTHOro obpasua
KETOpoNlaka TpoMeTaMHHa B 06nacTu
or 200 gpo 400 HM [ODKHBI MMETH
MaKCUMyMbl  TOTJIOLIEHHS  TpH
32242 um.

~ UV- spectrophotometry / Complies as prescribed/

Y ®-cnektpodoroMeTpus CoorBeTcTByeT

Remarks: The Product confirms to ND/
IMpumeuanue: [Tpoaykt coorBercTyeT TpeGoBanuam HJ

Conclusion: APPROVED /
3axareuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/ Executive /

IonroTosnero: Pravesh Rana | Ilposepeno: Pardeep Kumar | Ogobpeno: Mene mkep / Pyxosogutens
/; Amit Kumar N

Reprint Date / Reprint Date / Reprint Date/

Jara; 04.08.2025 Jata: 04.08.2025 Hata 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Mills, Hyderabad - 560024, Telangana, in

Tel: +91 40 4800 2900, Fax: +31 4C 4900 29599, Email: mail@drreddys.com
CIN: L85195AP1984PLC 004507

www .drraddys.com



Dr. Reddy's Laboratories Lta.
Formulationt Unit-6

@
Dr.Reddy's Q.o. Vill. khol, Nalagarh Road, Baddi,

Distt. Soian, HP,, 173 205, INDIA
CERTIFICATE OF ANALYSIS  Tel : +01 S5 166 56007 17
CEPTHOHEKAT AHAJTU3A wysw.drireddys.com

' Product:/ Ketorol _(_Ketorolacj solution for intravenous and intramuscular in jections, 30 mg/ml— i

| OpoaykT: KeTopon (xeToponax) pacteop mis BHyT PHBEHHOTO M RHY TPH:\MBILLIEYHOrO BBE/ICHHA 30 MIiMn |
Batch No/ : V250585 |Batch Quantity/ ¢ 454545 ampules /
Cepun No |00bem cepaw 454545 amuyn
Analytical ReportNo/ : 890001825334 [Date of Analysis /-~  : 04.082025
AHaTHTHUECKMH oTHeT No 1[Jara anaauza
Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027
Hara npor3soacTea Toaen ao
| Analysis performed according ND / Anaus nposeaen no HJI: JITI-001365-230124

__P_nge_ 2of 5/ (”rp 2wz 5

No

N Test / IMokazaTens Results / Peayautarnt | Specification / Hopma |
3 | Clarity/ Mpospaunocts | " Complies / CooTeeTcTayeT I The opalescénce of the sample should |
i | | | not exceed opalescence of refizrence
| suspension L / Onanecuexuns
' | Mpenaparta HC JO/DKHA PEBbIUATH
| OnanecueHHIo ATANOHA cpaBHeHus 1,
4 | Color /lUperwocts | 004 | Absorbance should be not more than |
0.20 at 430 nm. /
| Tornowmenue 10KHO GbiTh He Sonee
| | 0,20 npu anuHe BoaHbl 430 HM.
5 | pH 73 | From 6.9 10 7.9./07 6,9 10 7.9.
6 | Particulate matter / MexaHHH€eCKHE BKIOUCHHS === ' '
6A | Visible particles / | Complies / CooTBeTCTBYET | Should correspond to requirements. /
!- Buumble YaCTHLE | B cooTBeTCTBHHU € TpeOOBAHUAMH.
i 6B | Invisible particles / g ) i 1
| | HepuanMbie uacTmub: '
| i. Particles > 10 pm/ 296 not more than 6000 per ampoule /
YacTul pasmepom > He 6ojec 6000 Ha ammy.ty;
10 MxM
| ii. particles> 25 um/ 4 not more than 600 per ampoule /
YacTHI| pazMepoM > ne Oosiee 600 Ha amMmyy.
| 25 mKm
iii. |
" Related substances / PoacTBenHbIC pHMeCcH = 7
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumevanue: [IponyxT cooTsercTByeT TpeGosanuam HI, 3axmouenne;: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive/
Ioarotosneno: Pravesh Rana | IIposepeHo: Pardeep Kumar | Onobpeno: Menemkep / PykoBoguTesns
/ Amit Kumar S
/"‘ = -
‘:3.,,[ et (\ "
Reprint Date / Reprint Date/ Reprint Date /
Jara: 04.08.2025 Jarta: 04.08.2025 Hara: 04.08.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: -+31 4C 4900 2958, Email: mail@drreddys.com
CIN: L85185AP1584PLLCOU4507
wwiy.drreddys.com




Dr.Reddy’s Q_‘f‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Dr. Reddy's Lakorateries Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disict, Sofan, H.P., 173 205, INDIA
To | +61 G82165 5A001-N2
www.drireddys.com

u’manu'mqecknu oT4eTNo

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

E[" NYRT KLTQPOJI (xeToonak) pacTeop ans Fsu}'rpuncml_gr_ou BHV’I[:HM]:ILI.IC'-H]OFO Bsejienns, 30 Mr‘/r\,_u-]
:Batch No/ + V250585 [Batch Quantity/ : 454545 ampules /
|Cepus Ne |O6bem cepitit 454545 amoin
Analytical Report No/ : 800001825334 Date of Analysis/ :-04.08.2025

JaTta ananusa

|Date of Manufacture/
Java npu3RcacTBa

: 07/2025

T'onen no

Analysis performed according ND / AHa.rm3 rrpm;enen no HJL: JITI-001365-230124

Date of Expiry/

: 06/2027

Page 3of 5/Ctp. 313 5

No!

N | Test/ IToxasarens

|
Results / Pe3y/bTaThb)

| mpurity A / Tlpimecs A

Elpurity B /_le-/lMCCb B

0.12%

| Below LOD (LOD =0.014 %)/
Hike npenena obnapyxenusa (10 =
0.014 %)

‘ Impurity C/ ITpumecs C

Impurity D /TIpumecs D

Below LOD (LOD =0.010 %) /
Hike npegena obuapyxenns (1O
=0.010 %)

Below LOD (LOD =0.014 %) /
Hixe npegena obnapysxenia (ITO=
0.014 %)

| Individual unidentified

impurity / E g K a8
HeUIEHTU( HIIHpOBaHHAS
npHMech

' Rrolow IOQ(TOQ = ni%) [
Hwxe npenena KoJIMYECTBEHHOrO
onpenenenus (TIKO =0.05%)

Specification / Hopma

6onee
0,20%;

not more than 0.50% / me 6onee |

0,50%;

not more than 0.50 % / He 6omee |

|
’ not more than 0.20% / He
|
|
|
5
0,50%,; [

not more than 0.20% / ue 6onee |
| 0,20%. |

Not more than 0.20 % / He Gomee |
| 020 o ‘

H3Biekaemblii 06bem

~ Total impurities / Cymma = 01 % Not more than 1.50 % / He 6onee
] npimeceii 1,50 %. |
8 Extractable volume / 10.2 mi/ 10.2 mn Not less than 10.0 ml (collectively

He menee 10,0 mn (o6bem,

M3MEepEHHbIA Ha OCHOBAHIH
obbeauHeHHOr 0 comepxumoro 10
ammnyn) |

measured volume of 10 ampoules) / ‘

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

Ilpumedanue: Ilponykt cootercTBYET Tpebopanusm HII

Saxnouenune: OJOBPEHO

Jlara: 04.08.2025

Prepared by / Checked by / Approved by: Manager/Executive /
Moaroroeneuo: Pravesiy Rana | IIposepeno: Pardeep Kumar | Onpobpeno: Meuemwkep / Pykoboaurenis
5 5 Amit Kumar \
1 [ B s
e { L
Reprint Date / Reprint Date / Reprint Date /

Jata: 04.08.2025

Hara: 04.08.2025

Registered Office; 8-2-337, Rozd No. 3, B

anjara Hills, Hydetabad -260034, Tetangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2955, Email: maii@drrea’dys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Q‘.?’.

Dr. Reddy's Labaoratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Te ::91881£656001 N2
CEPTUO®HUKAT AHAJIN3A www.drireddys.com

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

| Hpon__vm": Ketopon®™ (Kempwk) PacTBOp A1 BHYTPUBEHHOIO M BI'YTD HMBILICHHOTO BBELEHHA, 3_0 _ML/M 5
Batch No / : V250585 {Batch Quantity/ : 454545 ampules/ '
Cepun Ne |O6bem cepyu 454545 amnyn :
Analytical Report No/ : 890001825334 Date of Analysis/ :.04.082025 « —

AHanHTHYCCKHH oTyeT No

Jlara aHaau3a

Date of Manufacture/ : 07/2025 Date of Expiry/ T 06/2027
lata npon3BoacTBa {Tomen o

Analysis performed according ND / Anaans nposesen no HJI: JII1-001365-230124

Page 4 of5/ Crp. 4m35

{
i i;: Test / IToxazaTenn Results / PesyabTaThl | Specification / Hopma
| 9 | Bacterial endotoxins / <=(.725 EU/mg | Not more than 58 EU/mg of |
[ | BakrepHaabHbre (<= 0725 E3/mr Ketorolac Trometamol. / He 6onee |
| 3HEOTOKCHHBI 5,8 ED/mr xetoponaka TpoMeTaMHHa, |
| 10 | Sterility (every 15th batch) / | oA " | Must be sterile. / Jomxen 6bm,_"|
| | CTepnuibHOCTH (08 KOKN0H | CTEPHUIIbHBIM.
| 150" cepHUH) i
=l e o |
11 Assay / KonnuecTBennoe 30.05 mg /30.05 mr From 270 mg to 330 mg of |
onpejaeseHHe CisH>4N>Og (Ketorolac Trometamol)
| per 1 mL / Or 27,0 mr g0 33,0 mr
CpH~_4N:2Og (keTopomnaka
i TpoMeTamout) B 1 ML
| 12 Alcohol content / 3Tanon 11.86% From 10.60 % (v/v) to 13,10 % (v/v).
[ /
! Or 10,60 % (06/06) no 13,10 %
| (06/06). |
| 13 | Packaging/YmakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
|— { amber glass ampoules (USP). A cut | dark amber glass ampoules.
| ring and point in the upper part of | A cut ring and point are in the upper
ampoule. A label is attached to 'I part of ampoule. A label is attached to |
| ampoule. ampoule. 10 ampoules and a patient
10 ampoules and a patient | information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-patient
| 1 blisters in a carton pack/ Jacilities: 2, 3, 5 blisters in a carton
fMlo 1 ™1 B avoynst 3 | pack/
CRETO3ALUMTHOTO CTeKlla TEMHO- Iloo 1 Mn B aMOoyas 3
kopudHeBora kimacca I (USP). B CBETO3AI{HTHOIO  CTEeKNAa  TEMHO-
BEpPXHEeM uacTu ammynbl HaHeceHhl | KOpMYHEBOro mpera knacca I (USP). B
| xompuo u TOuKAa Wi pasnoMa. Ha | BepxHel wyacTH ammyssl HaHeCEHbI
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
TIpumeuanse: TTpoayk T cooTreTcTRYET TpeGoBanusam HJT 3akmouenne: O AOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
[lonrortosneno: Pravesh Rana | Ipoeepero: Pardeep Kumar | Omobpeno: Menemiep / PykoBoautens
Amit Kumar 3
/ '\ =
‘_:J—‘. = e
Reprint Date / Reprint Date / Reprint Date / i
Jara: 04.08.2025 Jara: 04.08.2025 Jata: 04.08.2025 |

Registered Office: 8-2-337, Rozd No.—3,T3a71_ja_ra Hills, Hyderabad - 300034, Tslangana, India
Tel: +91 40 4900 2900, Fax: -+31 4C 4900 2999, Email: mail@drread’'dys.com

CIN: L85195AP1984PLC004507
www.drredd ys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJM3A

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

vVill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
www.drreddys.com

—_—

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

_EE%XKT: KeT‘nEon"(Keﬁmponax) PAUCIHOP LN BHYIPHBCHIOrQ U BH STPUMUMNEHHOTO BBE ngnﬂ,}_o MM 11
Batch No/ : V250585 |Batch Quantity/ : 454545 ampules /
Cepus Ne |OGBem cepunt 454545 amiyan
Analytical Report No / : 890001825334 Date of Analysis / : 04.08.2025 =
AnanwrTnyeckuii oryer No JlaTa aHaIH3a

Date of Manufacture/ : 07/2025 \Date of Expiry / : 06/2027 =]
Jdata nponisogeTsa I'omen no

|Analysis performed according ND / Ana.rmz_r_fé@en no HJI: JIT1-001365-230124

Page S50f5/Crp.5m3 5 _

.

Specification / Hopma

KOJbUO W TOWKa i pasnoma. Ha |
amIyJjly HaK/eHBalOT 3THKETKY.

[lo 10 amnyn ¢ MHCTPYKUKMEH MmO

npuMeHeHHto B [1BX/amoMuHueBsIi

6auctep. [lo 1 6mucTepy B mauky

KapTOHHYIO; OfA CHIAIOHAPOG: NIO 2,

| 3_5611;[(:'[‘5[)03Bm!lxx_@mlﬁ«ym. i

soitite 25 °C. He 3aMopax1iBaTh.

1;.? : Test / [TokazaTens Results / PesyabTaTst
M . aMITyny HaKITeWBAKOT ITHKETKY.
Ilo 10 ammyn ¢ MHCTpYyKuueH O
. TIPUMEHEHNIO MOMELIAIOT
B [IBX/aniomMuuuesblit Gimuctep.
[To 1 6mucTepy B nauKy KapTOHHYIO.
4 Labelling / Mapicnpogka According to ND / B cooreeTcTeun ¢ HJI.
15 | Storage conditions / in a place protecied from Hght below 23 °C. Du ot figeze. / B saunwensom
Xpaunenne OT CBETA MeCTe NpU TEMIEpaType He
16 | Shelf-life / Cpox rognoctn 2 years. / 2 ropa.

| T——

[ APl name / HanmeHoBaHHe AL !
INN / MHH:

| API manufacturer batch number /
&omcp cepiti npoussognTenn ADC:

‘Ketorolac / Ketoponax

Ketuwlae Trouolamul / e Toponaia TpomMoTaNON

2K TMO0010125, 2K TMO0120225

| FP Manufacturer API Batch number /

| Homep cepign cybeTanuny npenssoauvens FJID:

FESA00073, FESA00161

| API Manufactured by & country /
| Npoizaoanrens ADC, crpana:

" Symed Labs Ltd,, India /
Catimen Jla6c J]Ig., Iﬂ.{mﬂ

Remarks: The Product confirms to ND/

ITpumeuanue: Iponyxt coorBeTcTByer Tpebopanmam HIJ

Conclusion: APPROVED /
3akmouenune; OJOBPEHO

Prepared by /
Tlonroroeneno: Pravesh Rana

‘«

J
7

Checked by /
ITpoeepena: Pardeep Kumar

Approved by: Manager/Executive /
OpobpeHo: Menemkep / Pyxosogutens
Amit Kumar /\

;=

Reprint Date /
Hara: 04.08.2025

Reprint Date /
Hata: 04.08.2025

Reprint Date /
Hara: 04.08.2025

Registered Office: 8-2-337, Raad No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2304, Fax: +31 4C 4900 2359, Email: mail@drreddys.com
CIN: 1.85195AP1584PLL034507
www.drreddys.com




