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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon" (keToposnak) pacTBop Uit BHYTPUBEHHOTO M BHYTPHUMBILIEUHOro BBeeHNs, 30 Mr/mMa
Batch No / : V250556 Batch Quantity / 1 454545 ampules /
Cepus Ne O6bem ceprH 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / : 23.07.2025
AHaauTHYecKHH oTYeT N2 Jara anaauza
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npon3BoacTBa T'ogen go
Analysis performed according ND / Ananu3s nposeaen mo H/I: JI[1-001365-230124 ]
Page 1 of 5/Crp.1u35
i)o Test / [lokasaTens Results / PesyabTaThl Specification / Hopma
1 Description / Onucadue Clear  colorless  solution. / | Clear colorless to slightly yellow color
[Tpo3pauHslii 6ecUBETHBIH pacTBOP. solution. / Ilpo3paunblii pacTBop OT
GUCLIOTIIOI0 M0 CUETIO MRITOI0
LBeTa.
2 Identification / The retention times of the main peaks
MoanuHHOCTL in the chromatogram of test solution
should correspond to those in the
HPLC/ BOHX Complies as prescribed/ chromatogram of standard solution
(Assay section) / Bpemena
CooTBeTCTBYET
yIepXKUBAHUS OCHOBHLIX THKOB Ha
XpoMaTorpamme ACTIBITYEMOTO
pacTBopa JOJKHBI COOTBETCTBOBATb
BpEMEHAM YAEPXMBAHUS OCHOBHbLIX
[MKOB Ha XpOMaTorpaMme
CTaHIApTHOTO  pacTBopa  (paszeln
«KonuuecTBeHHOE OMNpeaeeHUE»)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
Y®-cnexktpodoTomerpus CoOTBETCTBYET 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®-cnexkTpbl
MOIJIOMEH!s HCOBITYEMOro pacTBOpa
W pactBopa CTaHAApTHOro obpasua
KETOpOJiaka TpOMeTaMHHa B 061acTH
ot 200 mo 400 HM AOMKHBI MMETH
MaKCHMyMbl ~ TOTTIOIIEHHA  NpH
32242 uMm.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
[Tpumeyvanue: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJI 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneno: Vishal IIpoBepeno: Pravesh Rana Onobpeno: Menemxep / Pykosoaurenn
: ?3 Pavan Kumar Sharma fi\_ﬂ_, '
./0 - Ll =
Reprint Daté+" Reprint Date / Reprint Date /
JHarta: 23.07.2025 Jara: 23.07.2025 Hara: 23.07.2025
Reaistared Offics: 8-2-357, Road Mo, 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +97 40 4900 2900, Fa +01 404800 2949, Email: mail@drreddys.com

CIN: L85195AP1984PLCO045G7

www.drreddys.com




(I
Dr.Reddy’s €2¢

CERTIFICATE OF ANALYSIS = 01908

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

Viil. Khol, iatagarh Road, Baddi,
Distt. Solan, H.F, 173 205, INDA
56 56001-22

-

- 2% GF

CEPTHO®HUKAT AHAJIU3A wwdricddys.com

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

IIpoaykr: Ketopon" (keToposiak) pacTBOp it BHYTPUBEHHOIO W BHYTPUMBILLEYHOTO BBeAeHU, 30 Mr/min
Batch No / : V250556 Batch Quantity / 1 454545 ampules /
Cepusn Ne Obbem cepun 454545 amnyn
Analytical Report No/ - 890001817136 Date of Analysis / - :-23.07.2025
AHaJHTHYECKHH oTUeT Ne JMata anannza
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npou3BoJcTBa I'ogen ao

Analysis performed according ND / Ananms nposenen o HJI: JII1-001365-230124

Page 2 of 5/ Ctp. 2 m3 5

i.oo Test / ITokazaTenb Results / Pe3yabTaTsl Specification / Hopma

3 Clarity / Ilpo3pauHocTh Complies / CooTBeTcTBYET The opalescence of the sample should
not exceed opalescence of reference
suspension I. / OnanecueHuMs
npcnapara 1o J0JDKIIA MPODLIIIATL
OMaeCUEHIMIO 3TAJIOHA cpaBHeHus 1.

4 Color / LIBeTHOCTDL 0.05 Absorbance should be not more than
0.20 at 430 nm. /
[MornouieHue 10JHKHO ObITH He OoJiee
0,20 npu anuHe BoaHB! 430 HM.

5 pH 7.4 From 6.9 t0 7.9. /01 6,9 mo 7.9.

6 Particulate matter / MexaHH4YecKHe BKJIOYEHHS

6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements. /

BuauMmele yacTHLLI

B cooTBeTcTBHM C Tpe6OBaHI/I${MI/I.

6B Invisible particles /

Hepnaumbie yacTHUBL:

i. Particles > 10 um/
YacTtun pazmMepoM >
10 MM

1. particles > 25 pm/
YacTHL pasMepoM >
25 MKM

ii.

19 not more than 6000 per ampoule /
He 6onee 6000 Ha amnyny;

01 not more than 600 per ampoule /
He 6onee 600 Ha ammyy.

7 Related substances / PoacTrBeHHbIe TpuMecH

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

Ipumeuanue: IponykT coorBeTcTBYeT TpeboBaHusm HIL 3axkmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Vishal [Iposepeno: Pravesh Rana Onobpeno: Menemxep / /meosomﬂenb
//\\ ) Pavan Kumar Sharma /’[
Reprint Date / Reprint Date / Reprint Date /
Jara: 23.07.2025 Hara: 23.07.2025 Hara: 23.07.2025
Fegisterad Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 300934, Talangana, India

Tol: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Viil, Kinel, dalagerh Rozd, Baddi,
Distt. Solan, H.P., 173 205, iNDiA

CERTIFICATE OF ANALYSIS 7o +0150100 5800022
CEPTUOUKAT AHAJIN3A www.drreddys.corm

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon" (keToponak) pacTBOp [Uisi BHYTPHBEHHOTO U BHYTPUMBIILIEYHOTO BBeAeH s, 30 Mr/mi
Batch No / : V250556 Batch Quantity / : 454545 ampules /
Cepus Ne O06neM cepHH 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / + 23.07.2025
AnaauTHdecKHil oTyeT No Jara ananuza
Date of Manufacture / : 06/2025 Date of Expiry / 1 05/2027
Jara npon3BoJCTBa TI'ogen po
Analysis performed according ND / Anauns nposeaen no HJI: JI[1-001365-230124

Page3of 5/Crp.3 135

‘1;.‘? Test / IlokazaTenn Results / Pe3yabTaTsbl Specification / Hopma
Below LOQ (LOQ = 0.049 %) / not more than 0.20 % / nHe OGonee
. Huxe npenena KOJIUUECTBEHHOIO 0,20 %:
3 / 2 k
Impurity A /Tlpuvzca A oupenenerm (1IKO —U.049 %
3 [}
Impurity B / Tlpumecs B Below LOD (LOD =0.014 %) / 805t0 r‘;(?re than 0.50 % / He Oonee
Hinke mpeaena o6Hapyxenus (I10 w0
- =0.014 %)
Impurity C / Ilpumecs C not more than 0.50 % / He Ooinee
Below LOD (LOD =0.010 %) / 0,50 %;
Himxe npegena obHapyxenus (I1O
=0.010 %)
Impurity D / IIpumecs D Below LOD (LOD =0.014 %) / not more than 0.20 % / He Ooinee
Huxe npenena obHapyxenus (II0O= | ¢ 20 %,
0.014 %)
Individual unidentified Not more than 0.20 % / He 6onee
impurity / ExuHn4Has 0,20 %.
HEUACHTUDULIUPOBAHHAS 0.10
npuMech
Total impurities / Cymma 0.1 % Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 10.2 ml/ 10.2 mn Not less than 10.0 ml (collectively
H3Bnexaemblii 06beM measured volume of 10 ampoules) /
He menee 10,0 ma (06beMm,
H3MEpeHHbIH Ha OCHOBaHHH
ob6beauHeHHOro coepxumoro 10
amIryn)

Remarks: The Product confirms to ND/
IMpumeuanue: I[poaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion: APPROVED /
Zaxiawuenne: OJIOBPEHO

Prepared by /
IMoarorosaeno: Vishal

= -

Checked by /
[TpoeepeHo: Pravesh Ran

Approved by: Manager/Executive /

Onobpeno: Menemwxep / Pysopoaurens
/Z Pavan Kumar Sharma L_/_,

B

Reprint Date /
Jlarta: 23.07.2025

Reprint Date /
Jara: 23.07.2025

Reprint Date /
Jara: 23.07.2025

Registared Office: 8-2-237, Road No. 3, Banjara Hiils, Hyderabad - 500024, Telangana, India
Tei: 491 40 4200 2900, Fax: +91 A0 4800 2959, Erail: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

viil, Khol, Naingari Road, Baddi,
Distr. Solan, H.P, 173 205, INDiA

CERTIFICATE OF ANALYSIS 7. +23 G0IGC 5800100
CEPTUDPUKAT AHAJIN3A wyavdrieddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoaykr: Keropon" (keroposak) pacTBOp [UIsi BHYTPUBEHHOrO M BHYTPHMBILLIEYHOrO BBeAEHUS, 30 Mr/mi
Batch No / : V250556 Batch Quantity / : 454545 ampules /
Cepus Ne Oo6beM cepun 454545 amnyn
Analytical Report No / -:-890001817136 Date of Analysis / -1 23.07.2025
AHaJuTHYeCKUH oTyeT No JaTa anaiu3a
Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa mpou3BoacTBA Fogen no
Analysis performed according ND / Anwanns nposeaen mo HJI: JII1-001365-230124

Page 4 of 5/ Crp.4m35

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 w™Mn B aMIoylsl u3
CBETO3ALMTHOIO CTEKJIa TEMHO-

kopuuHeBoro kimacca I (USP). B
BEpXHEU YacTH aMITy/lbl HaHECEHBI
KONbLIO W TOYKa AN pasznoma. Ha
aMITyJTy HAaKJIEHBAIOT 3THKETKY.

1;.00 Test / IloxasaTenn Results / PesyabTaTsl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8EU/mg of
bakTtepuanbHble /<=0.725 ED/mr Ketorolac Trometamol. / He Gonee
JHAOTOKCHHBI 5,8 ED/Mr kertoposiaka TpOMETaMHHa.
10 Sterility (every 15th batch) / Complies Must be sterile. / JomxeH ObITh
CTepusibHOCTD (IS KAXKAOi CTEPUIBHBIM.
15-0ii cepun)
11 Assay / KoninuecTBeHHOE 30.07 mg / 30.07 Mr From 27.0 mg to 33.0 mg of
onpejenexue C19H24N2Og (Ketorolac Trometamol)
per 1 mL / Ot 27,0 Mmr mo 33,0 mr
C19H24N20(, (KCTOPOJ'IaI(a
TpomMeTamMou) B 1 ML
12 Alcohol content / dTaHon 12.08 % From 10.60 % (v/v) to 13,10 % (v/v).
/
Ot 10,60 % (006/06) no 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 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 /
[lo 1 w~Mn B amnoyiasl  u3
CBETO3AILIUTHOTO  CTEK/NA  TEMHO-

KOopu4HeBoro 1geta kiacca 1 (USP). B
BEpXHEN YacTH amIlyJibl HaHECECHSI
KONIBIIO M TOYKa Ul pasnoma. Ha

Remarks: The Product confirms to ND/

ITpumeuanue: Ilponykr cootBeTcTByYeT TpeboanusaM HJI

Conclusion: APPROVED /
3aknawuenue: QJJOGPEHO

Prepared by /
IToaroroeieno: Vishal

[

Checked by /
[Ipoeepeno: Pravesh R?a

-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykesonuresnb
Pavan Kumar Sharma

. PN —

Reprint Date / Reprint Date / Reprint Date /
Jata: 23.07.2025 Jara: 23.07.2025 Jara: 23.07.2025
Regizered Office: 8-2-337, Road Mo, 3, Ganjara Hills, Hyderabad - 300024, Telangana. India
Tei: 971 40 4800 2900, Fax: 01 40 3809 2999, Email: mail@drredays.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
\iil, Kho!, Nalagarh Roud, Baddi,

Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS .. o1 o506 2000102
CEPTUPUKAT AHAJIU3A www.direddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon™ (xetoponak) pacTBop uis BHYTPHBEHHOIO M BHYTPUMBILIEUHOTO BBEAEHHUS, 30 Mr/mn
Batch No / : V250556 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepaun 454545 amnyn
Analytical Report No / : 890001817136 Date of Analysis / 1 23.07.2025
AHanuTHYeCKHH oTyeT No JlaTa aHaJaH3a

Date of Manufacture / : 06/2025 Date of Expiry / : 05/2027
JlaTa npou3BOACTBA I'ogen go

Analysis performed according ND / Anasu3 nposeaen mo HJI: JI[1-001365-230124

Page 5of S/ Crp.5u35

No

Test / [TokazaTenn
Ne

Results / PesyabTaThl

Specification / Hopma

Ilo 10 amnyn ¢ WHCTpYKUMEHW no
[IPHMEHEHUIO TTOMELIaloT
B [IBX/anomMuHuesbIil 6mucTep.

[To 1 6aucTepy B naYKy KapTOHHYIO.

amMnyJly HakJeuBaloT 3TUKETKY.
[To 10 amnyn c wuHCTpYKLMEH IO
npumeHenuto B [1BX/amoMuHueBblii
onuctep. Ilo 1 Gnucrepy B mauky
KapTOBHYIO; 01 CMAyuoHapos: 1o 2,
3, 5 61UCTepOB B MMaUKy KAPTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootsetcTBuu ¢ HJI.

15 Storage conditions /
XpaHneHue

In a place protected from light below 25 °C. Do not freeze. / B 3aiuiuienHom
OT CBETa MECTe NpHU TeMIieparype He Boilue 25 °C. He 3amopaxuBars.

16 Shelf-life / Cpok roaHocTn

2 years. / 2 rona.

API name / Haumenosaune APC:

Ketorolac Trometamol / KeToponaka TpomeTaMmon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /

Howmep cepun nponssoautens ADPC:

2KTMO0010125

FP Manufacturer API Batch number /
Homep cepuu cydcranuuu npoussoaurestsi ['JI®:

FESA00073

API Manufactured by & country /
Ipoussoaurtenn, A®C, cTrpana:

Symed Labs Ltd., India /
Catimen JIa6c JIta., Mumus

Remarks: The Product confirms to ND/
[Tpumeuanue: Ilpoaykr cootseTcTBYeT TpeboBanusam HJL

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
IToarorosneno: Vishal

(L

Checked by /
IIpoeepeno: Praveshfana

<

Approved by: Manager/Executive /
Onobpeno: Menemxep / P_\:Kfﬁ,n,.:uﬂenb
Pavan Kumar Sharma .

Repri‘l_lz Date /
Jara: 23.07.2025

Reprint Date /
Jara: 23.07.2025

Reprint Date /
Hata: 23.07.2025

Registered Ofiice: 8-2-33

Tel: +51 40 450

CIN: L85195AP1984PLCO0O4507
www.drreddys.com




