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"Product: /

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

IIpoaykr: Ketopon™ (keTopoak) pacTBOp AS BHYTPHUBEHHOTO BHYTPHMbILIEYHOT O BBEACHHS, 30 Mr/mn
Batch No/ y V250627 Batch Quantity/ : 454545 ampules/
Cepain Ne O6bem cepun 454545 amiyn

Analytical Report No/
AHaJIHTHYeCKHIi 0TyeT Ne
Date of Manufacture/
JlaTa npousBoacTBA

: 890001828821

: 07/2025

Togen go

Date of Analysis/ : 23.08.2025
Jarta anannza
Date of Expiry/ 2 06/2027

|A-naly£ performed according ND / Anann3 nposegen nmo HJL: JITI-001365-230124

Page 1of S/Crp. 1m3 5

ig i Test / [lokazatennb Results / Pe3ynabTatsl |f Specification / Hopma
1 Description / Onucanue Clear  colorless solution. f | Clear colorless to slightly yellow color
:I

[Tpo3pausslii 6ecuBeTHBINH pacTBOp.

solution. / [Ipo3pawslii pacTBop oOT
6ecuBeTHOTO
LBETA.

o CBETJIO-KEJITOrO

2 Identification /
MoaiMHHOCTD

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
yIepXKHUBAHHS OCHOBHBIX [TUKOB Ha
XpoMaTorpaMmme HCIBITYEMOTrO
pacTBopa [JOJDKHBl COOTBETCTBOBATDH
BpEMEHAaM YJEPXUBAHUA OCHOBHBIX
NHKOB Ha XpOMaTOrpaMme
CTaHOapTHOrO  pacTBopa  (pasgen
«KonuuecTBeHHOE OMpeAeneHyen)

UV- spectrophotometry /

Y®-cnektpohoTOMETpHS

Complies as prescribed/

CoOoTBETCTBYET

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®-crekTpbl
NOTNIOIEHUs UCTILITYEMOrO pPacTBopa
W pacTBopa cTaHmapTHoro obpasua
KeTOpoNiaka TpOMeTaMHHa B 06IacTH
or 200 no 400 HM AROMKHBI HMETH
MaKCHMYMbI IOrJTOLIEHUS npu
32242 Hm.

Remarks: The Product confirms to ND/
[Tpumeuanue: [TponykT cooTBeTcTBYET TpeboaHuam HJ|

Conclusion: APPROVED /
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved hy Manager/Executive /
Iloarorosneno: Shagun IIposepeno: Pravesh Rana Onobpeno: Menemxep / Pyxog}oumenb
= : Pavan Kumar Sharma [ —_
= e
Reprint Date / Reprint Date / Reprint Date /
Jara 23.08.2025 Jara: 23.08.2025 Jara: 23.08.2025
REE T Tl O B, NOTT TS, BT aTe TS, Ty OuT o — oo, ST
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Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml |
Hpoaykr: KeTqon" (keTqosiak) pacTBop /i BHYTPHMBEHHOIO H BHYTPHMLILIEYHOTO BBEACHAS, 30 Mr/mn
Batch No/ : V250627 |Batch Quantity/ : 454545 ampules /|
Cepua Ne Obbem c gu H 454545 ammyn
Analytical Report No/ : 890001828821 Date of Analysis/ : 23,08.2025
AHaJMTHYECKHH oTyeT No IlaTa aHaJH3a
Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027
JlaTa npou3BOACTBA {T'ogen no

]Anallsis performed according ND / Ananns mposegen mo HJI: JI1-001365-230124

Page 2 of S/ Crp. 2 w3 §

1;.? ‘ Test / [TokasaTesnb Results / PesyabTarsl Specification / Hopma
I3 | Clarity / Ilpo3pa4HocTh Complies / CooTBeTCTBYET The opalescence of the sample should
| i not exceed opalescence of reference
| suspension L. / OnanecueHuus
| npenapata He D0JDKHa NPEBbILLATh
OTIANIECIIEHLIHIO 3TaJIOHa CpaBHeHUs L.
4 [ Color / IIBeTHOCTL g 004 B Absorbance should be not more than
[ 0.20 at 430 nm. /
| Tornomenne nomkHO OBITE He GoJtee
| 0,20 npu nmiHe BoJHB! 430 HM.
5 pH [ ) From 6.9 t0 7.9./01 6,9 no 7.9.
I | l
6 Particulate matter / MexanHecKHe BKJIIOYEHU
6A Visible particles/ Complies / CooTBeTCcTBYET Should correspond to requirements. /
Buaumble yacTUUBI B cooTeeTcTBUM ¢ TpeOOBAHUAMH.
6B Invisible particles /
Hepuaumeble yacTunsL
1. Particles > 10 pm/ 46 not more than 6000 per ampoule /
YacTHl pasMepoM > He bonee 6000 Ha ammyny,
10 Mxkm
ii. particles > 25 um/ 1t not more than 600 per ampoule /
YacTHI] pa3MepoM = He Oonee 600 Ha ammyny.
25 MKM
il
7 Related substances / PoncTeenHbie npuMecu
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeyanne; TTponykT cooTeeTCTBYET TPeboBanKAM HJI 3axgwuenne: OJJOBPEHO
Prepared by / Checked by/ Approved by: Manager/Executive /
IMoarorosneHo: Shagun IIporepeno: Pravesh Rana Onobpeno: Menemxep / Pyxog}onmenb
J Pavan Kumar Sharma
Reprint Date / Reprint Date / Reprint Date / '
Jara: 23.08.2025 Hara: 23.08.2025 Hara: 23.08.2025
RepBiaon U e, e S, pomara e S 0L o P L1 e
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CERTIFICATE OF ANALYSIS
CEPTUPHUEAT AHAJIHU3A

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

 Hpoaykr: Kerqon"™ (keTgonak) pacTeop s BHYTPHBEHHOTO U BHYTRMbILIEYHOT O BBeACHHS, 30 Mrivm
Batch No / : V250627 ‘Batch Quantity/ + 454545 ampules /
Cepns Ne O0nem cepun 454545 amryn
Analytical Report No / : 890001828821 Date of Analysis/ : 23.08.2025
AnaJnTHueckHii oTuer No Jdara anaauza

Date of Manufacture / : 07/2025 Date of Expiry/ : 06/2027 i
Jdara npou3soacTBa \T'onen mo

Analsis performed according ND / Anaynus nposepnen no HJI: JII1-001365-230124

~ Page3of5/Crp.3m3 5

i.‘: Test / [TokazaTens Results / PesyanTaTsl Specification / Hopma
Impurity A / ITpumecs A 0.09% not more than 0.20% / He Gomee
| 0,20%;
_ : = - S
Impurity B / Tlpumecs B Below LOD (LOD =0.014 %)/ not more than 0.50 % / He 0Gonee
_ 0,50%;
Hinke npenena obnapyxeHus ([10=
0.014 %)
Impurity C/ INpumecs C Below LOD (LOD =0.010 %) / not more than 0.50% / He Gonee
| Hwxke npenena o6Hapyxenns (1O 0,50 %;
| |
| | | =0.010 %)
| | [
Impurity D / TT D | than 0.20% / \
RO CRENEES | Below LOD (LOD =0.014 %) / B8 e L2001 e ToTes
. 0,20%.
| Hmxe npenena obHapysxenus (I1O =
| 0.014 %) '
|
Individual unidentified Not more than 0.20 % / He Gomee |
impurity / EnnHu4nas Below LOQ (LOQ = 0.05%) / 0,20%.
HenAeHTUQULIpOBaHHAs Hike npexena KOJHYECTBEHHOTO
npuMech onpenenennn (TTKO =0.05%)
Total impurities / Cymma 0.1% Not more than 1.50% / He Gonec |
npumeceit 1,50 %.
8 Extractable volume/ 10.1 ml/ 10.1 mn “Not less than 10.0 ml (collectively
UsBnexaemblii 00bem measured volume of 10 ampoules) /
He menee 10,0 M (o6beM,
M3MepeHHbIH Ha OCHOBaHUM
o0benuHeHHOro conepxumoro 10
amnyni)
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeuanue: IIpoayxT cooTeTcTBYET TpeboBaHKaM HJL 3akmwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IMoaroroenexo: Slhagun [Ipoeepeno: Prae  shRana Opnobpeno: Menemxep / PykoBoaurenb
i Pavan Kumar Sharma
L e
=z 4 g =T
Reprint Date / Reprint Date / Reprint Date /
Hata: 23.08.2025 Jara: 23.08.2025 Jara: 23.08.2025
Registered Ofiice: 8-2-337, Road NO, 3, Banjara 15, Ryderapad - SUUUSH, TEanparia, i

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drireddys.com
CIN: L85195AP1984PLCO04507
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Bad'dj,
Distt. Soian, H.P., 173 205, iNDIA
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/laTa npousBoacTBa
|Analys1s performed accordlng ND / Ananu3 II]:IOBC,LI,eH o H,Il JIT1-001365-230124

Product:/ Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml i
Ilpoaykr: Keropon" (xeTopontak) pacTBOp Al BHYTPUBEHHOTO W BHYTPHMMBILIEYHOrO BBeAeHHs, 30 mr/mn
Batch No/ : V250627 Batch Quantlty/ : 454545 ampules / |
Cepusa Ne Obbem cepun 454545 amnyn
Analytical Report No/ : 890001828821 Date of Analysis / : 23.05.2005
AHayuTaYecKHi oTyer Ne JaTta anausa

Date of Manufacture / : 07/2025 Date of Expiry / : 06/2027

Fonen o

No |

Page 4 of 5/C1p. 4m3 5

N | Test / Ilokazaren ! Results / PesyabTaTbl ! Specification / Hopma
|9 Bacterial endotoxins / <=0.725 EU/mg | Not more than 5.8 EU/mg of
BakTtepunajibHble /<=0.725 ED2/mMr | Ketorolac Trometamol. / He 6oec
IHAOTOKCHHBI 5,8 ED/Mr keToposiaka TpoMe TaMHUHa.
10 Sterility (every 15th batch) / C_omplies / COOTBETCTRYET Must be sterile. / JomkeH ObiTh |
CTepHabHOCTL (AJIS1 KaXCA0i CTEPUIBHBIM.
15-0ii cepun)
11 Assay / KonuuecTBeHHOe 30.67 mg /30.67 mr From 270 mg to 33.0 mg of
onpeaeaeHue | CioH24N2Og (Ketorolac Trometamol)
| per 1 mL / Or 27,0 mr g0 33,0 mr
| CpH2N->Oy (keToponaxa
| TpOMETaMon) B 1 M.
12 Alcohol content / dranon 11.83% From 10.60 % (v/v) to 13,10 % (v/v).
/
! OT 10,60 % (06/06) 110 13,10 %
(06/00).
13 Packaging / YnakoBka "1 mL m class I light-shielding dark | 1 mL in class I (USP) light-shielding
amher plass ampoules (TUSP). 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 | 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.
PV(C/aluminum blister. 1 blister in a carton pack; for in- patient
1 blisters in a carton pack/ facilities: 2, 3, 5 blisters in a carton
[lo 1 wMn B amoy’isr w3 | pack/
CBETO3ALIMTHOrO CTeKNTa TeMHO- | I[lo 1 mMn1 B ammoyidsl 3
xopuuHesoro kmacca I (USP). B | cBeTozammrHoro  CTEKSMa  TEMHO-

BerHCﬁ YacTH aMIlyJibl HAHECCHBI
KONBLO H TOYUKa [JIA pa3jlioMa. Ha

KopuyHeBoro 1geta knacca I (USP). B
BEPXHEH HACTU ammyJybl HAHECEHDI

Remarks: The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTreTcTBYET TpeboBanusm HJI

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by /
Iloarororneno: Shagun

g

Checked by/
IIposepeno: Pravesi Rana

/

Approved by: Manager/Executive /
OpobpeHo: Menemxep / Pyxoaonmenb
Pavan Kumar Sharma

Reprint Date /
Hata: 23.08.2025

Reprint Date /
}IaTa 23 08 2025

T

Reprint Date /
Hara: 2 3.08. 2,025
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CEPTUD®UKAT AHAJIM3A

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

ITpoaykr: KeTtopon™ (ketoponak) pacTBOp jis BHYTPHBEHHOIO M BHYTPHMbIWIEYHOrO BBeAEHHA, 30 Mr/ma
Batch No/ 1 V250627 Batch Quantity / : 454545 ampules/ :
Cepms Ne O6beM cepnn 454545 amnyn
Analytical Report No/ : 890001828821 Date of Analysis / : 23.08.2025
AnaJjiuTH4ecKkHil oTueT Ne HaTa anajusa

Date of Manufacture / : 0742025 Date of Expiry / : 06/2027

laTa npou3soacTBA Topgen a0

Analysis performed according ND / Ananus nposesgen no HJL: JITI-001365-230124

l’achofS/CTn Su3 5

No

No

Test / [TokazaTe b

Results / Pe3yabTaTsl

Specification / Hopma

amITyJly HaKJIeHMBalOT 3THKETKY.
Ilo 10 ammyn ¢ WHCTpYRuMeid Io
HNPHMEHEHHIO NOMELIAOT
B [IBX/antomunueBslii 6amcrep.

ITo 1 6amcTepy B Mayky KapTOHHYIO.

'[
r
E

KOJBLIO M TOYKa A pasiomMa. Ha

dAMITYJly HaRJICHBAIOT 3THKCTKY.

[To lo amnyn ¢ HHCTpyKnHeH no
npumeneHuio B [1BX/amoMuHueBbIi
6auctep. Ilo 1 Gaucrepy B nauky

KapTOHHYIO; O/lf CMAYUOHAPOE: TIO 2,

3, 56MHMCTEPOB B MAYKY KAPTOHHYIO.

4 | Labelling / MapkupoBka

According to ND / B cootrercTBun ¢ HJI.

15 “§or?ge conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3aIuuilieRHHOM
OT CBEeTa MeCTe NpH TeMrepatype He Bellle 25 °C. He 3aMopaxuBaTh.

16 Shelf-life / Cpok rognoctu

2 years. / 2 roga.

API name / Haumenopatue ADC:

Ketorolac Trometamol / KeTopojiaka TpoMeTaMo

INN /MHH:

Ketorolac / Ketoponak

API manufacturer batch mumber/
Homep cepun npoussoautes ADC:

2KTMo0120225

FP Manufacturer API Batch number/
Homep cepum cyGcTanuuu npouseoaurens [JID:

FESAoo0l61

API Manufactured by & country/
| IIponseoautens A®PC, cTpana:

Symed Labs Ltd., India/
Caitmen JIaoc Jlta., Unmus

Remarks: The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooTseTcTBYET TpeboBanmsam HJT

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarororneHo: Shagun

e
cLo

e

Checked by/
Iposepero: Pravesh Rana

]

A

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PyKOBo,uHTenL

Pavan Kumar Sharma f%

Reprint Date /
Jlara: 23.08.2025

rublgts Si=avai o , T J‘W; JRAR T

Reprint Date /
IIaTa 23.08.2025

Reprint Date /

i s

T e LI

Jara: 23.08.2025

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mall@drt eddys.cons
CIN: L85195AP1984PLCO04507
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