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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| IIpoaykr: Kertopon™ (ketoposnak) pacTBOp Anisi BHyTPHBEHHOIO H BHYTPUMBILIEUHOrO BBEACHUS, 30 Mr/mn
Batch No / : V240826 Batch Quantity / : 454545 ampules/ |
|Cep 3z Ne Oo6bemM cepun 454545 amnyn
Analytical Report No / : 890001782396 Date of Analysis / : 20.12.2024
AnajuTuyecKHil oryer Ne JlaTa anaaunza

Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026

JaTA npon3BoacTBa T'ogen no

Analysis performed according ND / Anann3 nposegen mo HJI: JITT-001365-230124

Page 1 of 5/Crp. 1 w35

No
Ne
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
ITpo3paunblii GecupeTHBIH pacTBOP. color solution. / Tlpospaunsrii
pacTBOp OT GeCLBETHOTO 10 CBETIO-
KEJITOro LBETA.

Test / [lokazaTesnb Results / PesyabTaThl Specification / Hopma

2 Identification / The retention times of the main
IoanuHHOCTH peaks in the chromatogram of test
solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / BpemeHna
YAEPXKHUBAHUSI OCHOBHBIX NMHUKOB HA
XpoMaTorpamMmme HCTIBITYEMOT0
pacTBOpa JOKHLI COOTBETCTBOBATH
BpeMeHaM yNep>KHBaHUA OCHOBHBIX
MIUKOB Ha XpoMaTorpaMme
cTaHjaptHoro pactBopa (pasnen
«KonuuecTBEHHOE ONpENCICHUE)

HPLC / BOXX

CoOOTBETCTBYET

UV- spectrophotometry / 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. / YO-
CIICKTPBI NOINOLIEeHHS
HCMBITYEMOTO pacTBOpa U pacTBopa
CTaHNapTHOTO o0pa3slia KeTopoJylaKa
TpoMeTaMuHa B obnactu ot 200 no
400 HM ONXKHBI UIMETh MAaKCHMYMBI
MOTJIOILEHUS TIPH 322+2 HM.

Y®-cnektpodoroMetpus CooTBeTCTBYET

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumedanue: IIponykT cooTBeTcTBYET TpeboBanuam HJJ 3axmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: Santosh IIposepeno: Pawan Kumar Ono6peHo: Menemxep / Pykosoaurens

Kumar Maurya @ V Pavan Kumar Sharma =
o _\7 -

T2 —
—

Reprint Date / Reprint Date / Reprint Date /
Hara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
(Ll 104U 400U 2000, EdR 1D L QU 430U 299, LIl mMan e direddyi.com
CIN: L85195AP1984PLCDO4507
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Product : /

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

ITponykr: Ketopon® (keToponak) pacTBOp Ans BHYTPHBEHHOIO M BHYTPHUMEILIEUHOTO BBeaeHus, 30 Mr/mu
Batch No / : V240826 Batch Quantity / : 454545 ampules /
Cepua Ne O6bem cepun 454545 amnyn
Analytical Report No / : 890001782396 Date of Analysis / : 20.12.2024

AHaluTHyecKHH oTyeT Ne

Jlata anaanza

Date of Manufacture / + 1172024

Jara npoussoacTea

T'open no

Date of Expiry /

: 10/2026

Analysis performed according ND / Ananus npoeegen mo HJL: JII1-001365-230124
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No

Test / [loka3zaTenanb
No

Results / PesynabTaThi

Specification / Hopma

3 Clarity / TIpo3payHocThb

Complies / CooTBercTByeT

The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OmnanecueHIus npenapaTa He
JOJUKHA MPERbILIATH OTAeCLeHLIHIO
3TANIOHA cpaBHEeHHs L.

4 Color / IlseTHOCThH 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
TTormoiieHne AOHKHO ObITH HE
6onee 0,20 npu JUTHHE BOJIHBI
430 uM.

5 pH 7.3 From 6.9 t0 7.9./01 6,9 n0 7,9.

6 Particulate matter / Mexanuueckne BK/IIOUEHUS

6A Visible particles /
Buaumblie YacTUIIbI

Complies / CooTBeTCTBYET

Should correspond to requirements.
/
B co0oTBETCTBUH ¢ TPeOOBAHUSIMM.

6B Invisible particles /

Hepuumbie yacTULIb!:

i. Particles> 10 pm/
YacTHL pa3MepoM >
10 Mxm

ii. particles>25 um/
YacTHUIl Pa3MepPOM =
25 MKM

71

13

not more than 6000 per ampoule /
He Gonee 6000 Ha amnyny;

not more than 600 per ampoule /
He 6osee 600 Ha amITyITy.

7 Related substances / PoncTBeHHBIe IPHMeCH

Remarks : The Product confirms to ND/

IMpumeuanue: [Tpogykr coorBeTcTBYeET TpeboBanusM H/L

Conclusion : APPROVED /
Zakmarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneno: Santosh [posepeno: Pawan Kumar Omobpeno: Menemxep / PykoBoaHTesns
Kumar Maurya ﬁ' /%L Pavan Kumar Sharma /.
Reprint Date / Reprint Date / Reprint Date /

Jara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +91 40 49C0 2900, Fax: +51 10 4900 2999, Ernail: maii@drraddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykrt: Keropon™ (keTopoaak) pacTeop [isl BHYTPHBEHHOTO H BHYTPUMBILIEYHOTO BBEACHA, 30 mMr/mn
Batch No / : V240826 Batch Quantity / : 454545 ampules /
Cepus Ne Qobem cepnu 454545 amnyn
Analytical Report No / : 890001782396 Date of Analysis / : 20.12.2024
Ananurndeckuil oTyeT Ne JaTta ananauza
Date of Manufacture / : 1172024 Date of Expiry / : 10/2026
JlaTa npon3BoACTBA T'ogen o
Analysis performed according ND / Anaans npoeeaen no HJI: JIT1-001365-230124

Page3 of S/Crp.3m3 5

i: Test / [lokazaTensb Results / Pe3yabTaThl Specification / Hopma
Impurity A / Ilpumech A 0.08 % not more than 0.20 % / He Gonee
0,20 %;
' Impurity B / [Tpumecs B - Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Oonee
Husxe mpeznena obHapyxenus (I10 0,50 %;
=0.014 %)
Impurity C / ITpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npeznena obHapyxenus (110 0,50 %:;
=0.010 %)
* Impurity D / Ilpumecs D ) not more than 0.20 % / He Oonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Hmxe npenena oGHapyxeHus (IO ’
=0.014 %)
Below LOQ (LOQ = 0.05 %) /
Tndividual unidentified H‘:I;Z"Hpe%([a K(?quecmel?ﬂoro Not more than 0.20 % / He Gonee
impurity / EnunuyHas onpenenenus (ITKO = 0.05 %) 0,20 %.
HeueHTH)UIUPOBaHHAas
npUMech
Total impurities / Cymma 0.1% Not more than 1.50 % / He Gonee
npumecei 1,50 %.
8 Extractable volume / 10.2 ml/ 10.2 mx Not less than 10.0 ml (collectively
UsBnexaemslii 00beM measured volume of 10 ampoules) /
He menee 10,0 mMn (06beM,
W3MEpEeHHBIt Ha OCHOBaHUH
obbeMHeHHOTO conepkumoro LU
aMILyJ)

Remarks : The Product confirms to ND/
IMpumeuanue: [IponykT cooTBeTcTBYeT TpebosanraM H

Conclusion : APPROVED /
Saxiawuenne: OJJOBPEHO

Jara: 20.12.2024

Jara: 20.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMonrorornexo: Santos IMpoeepeno: Pawan Kumar OnobpeHo: Menemxep / PykoBoauTenb
Kumar Maurya Pavan Kumar Sharma Y A

=
Reprint Date / Reprint Date/ ' Reprint Date /

Jlara: 20.12.2024

Registered Cffice: 8-2-

7, Road No. 3, Baniara Hills, Hyderabad - 500034, Telangara, Indiz
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Formulation Unit-6

Viil. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND|A
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CERTIFICATE OF ANALYSIS e ’

CEPTH®UKAT AHAJIV3A P eI
Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon™ (keToposak) pacTeop i BHYTPHBEHHOrO U BHYTPHMBILIEUHOTO BBeAEHHS, 30 mMr/mu
Batch No / : V240826 Batch Quantity / : 454545 ampules /
Cepusn Ne O6bem cepHu 454545 amnyn
Analytical Report No / : 890001782396 Date of Analysis / 1 20.12.2024
AHATHTHYECKHI oT4UeT No JlaTa anajansa
Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026
JlaTa npou3BoacTBa Tonen xo
Analysis performed according ND / Ananu3s nposeaen no HJI: JII1-001365-230124
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1}00 Test / [loka3aTesb Results / Pe3yabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakrepnanbHbie /<=0.725 EQ/mMr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHBI 5,8 EQ/mr KeTopoJaka
TpOMETaMMHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JomxeH ObITb
CTepUJIbHOCTB (AJI KAXKA0i CTEPUIIBHBIM.
15-0ii cepun)
11 Assay / KoiuvecTBeHHoe 29.92 mg/29.92 mMr From 27.0 mg to 33.0 mg of
onpeaeseHue Ci9H24N>Og (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr Ci9H24N>Og (keTOponaka
TpoMeTaMoN) B 1 M.
12 Alcohol content / ITaHon 11.80 % From 10.60 % (v/v) to 13,10 %
)./
Ot 10,60 % (06/06) mo 13,10 %
(06/00).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mlL 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 cutring and point are in the upper
ampoule. A label is attached to | part of ampoule. A label is attached
ampoule. to ampoule. 10 ampoules and a
10 ampoules and a patient | patient information leaflet in a
information leaflet in a | PVC/aluminum blister.
PVC/aluminum blister. 1 blister in a carton pack; for in-
1 blisters in a carton pack / patient facilities: 2, 3, 5 blisters in a
Mo 1 wMnm B amnynsl w3 | carton pack/
CBETO3AIUTHOIO CTekna TemHo- | [lo 1 wmMm B aMmynel 3
kopuuneroro kmacca I (USP). B CBETO3AIUTHOr0 CTEeKJIa TEMHO-

Remarks : The Product confirms to ND/
ITpumeyanne: Ilpogykr cooteeTcTBYET TpeboBanuam H/J

Conclusion : APPROVED /
3axarwyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh [Iposepeno: Pawan Kumar OnobpeHo: Menemxep / PykpBoauTens
Kumar Maurya C%) Pavan Kumar Sharma SY—

— — { m—
Reprint Date / Reprint Date / ' Reprint Date /
Hara: 20.12.2024 Hara: 20.12.2024 JHara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCOO4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS . :
CEPTUO®NKAT AHAJIM3A www.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (ketoponak) pacTBop A/ BHYyTPHBEHHOTO M BHYTPUMBILIEYHOrO BBeeHUs, 30 mr/mi |
Batch No / : V240826 Batch Quantity / : 454545 ampules /
Cepusa Ne O06mem cepun 454545 amnyn
Analytical Report No / : 890001782396 Date of Analysis / : 20.12.2024
AvauTHYECKHIH 0TUeT Ne JaTa anaamsa

Date of Manufacture / : 11/2024 Date of Expiry / : 10/2026

JlaTa npon3BoacTea I'onen a0
Analysis performed according ND / Ananus nposegen no H/I: JI[1-001365-230124

Page50of 5/Crp.5u3 5

1;.00 Test / Iloka3aTenn Results / Pe3yabTaThl Specification / Hopma
= BEpXHEH qacm;/mym,l HaHeceHsl | kopuyHeBoro ugerta kmacca I (USP).
KOJIbLIO M TOouka I pa3noma. Ha | B BepxHel yacTu aMIyJibl HAHECEHBI
ammyJly HaKJIeUBArOT ITUKETKY. KONbUO W TOUYKa Jud pasnoma. Ha
ITo 10 ammyn ¢ WHCTpYKLHEH MO | aMIIyly HaKJIEWBAIOT STUKETKY.
TIPUMEHEHHUIO nomeuralor | Ilo 10 ammyn ¢ HMHCTpyKLHEN IO
B [IBX/amomMuHueBsIi 61HCTED. NPUMEHEHHIO B
ITo 1 6nucTepy B mauky kapToHHyto. | IIBX/amomunuessiii Omucrep. Ilo
1 6oucTepy B MNMauky KapTOHHYIO;
ons cmayuowapos: mo 2, 3,5
6J11CTEPOB B [TAYKY KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootsercteuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auiuiieHHoM
Xpanenue OT CBETa MecTe Mpu TemrepaType He Boie 25 °C. He 3aMopaxuBarts.
16 Shelf-life / Cpok roanocTH 2 years. / 2 roza.
API name / Haumenopanue A®C: Ketorolac Trometamol / Ketoponaka TpoMeTamon
INN / MHH: Ketorolac / Keropomnax
API manufacturer batch number /
Howmep cepnu npousBoauresa APC: 2KTM0420724
FP Manufacturer API Batch number /
FERA00482

Howmep cepuu cy6ctanuuu npoussoantens ['JID:

Symed Labs Ltd., India /

API Manufactured by & country / )
Caiimen Jla6c JItn., UHaus

Ipouspoaurtens ADC, crpana:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: Ilpoaykr cooTeeTcTRYeT TpeboBaHusmM HJL 3akmwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarotorneno: Santosh [TpoBepeno: Pawan Kumar OnobpeHo: MeHemxkep / PykoBoauTessb
Kumar Maurya @’ -}2 Pavan Kumar Sharma Li —
Reprint Date / Reprint Date / Reprint Date /

Jata: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CiN: L85195AP1984PLCDO4507
wwyy.drreddys.com



