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

IIpoaykr: Keropon® (keToponak) pactBop aj1si BHyTPUBEHHOT'O M BHYTPHMBbILIEYHOTO BBEAEHHS, 30 Mr/mn
Batch No / : V250287 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepHH 454545 ammnyn
Analytical Report No / : 890001805407 Date of Analysis/ : 28.04.2025
AHaJHTHYecKHH oTUeT Ne Jdarta ananausa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

Jara npon3BoacTea I'ogen no

Analysis performed according ND / Ananu3 nposegen mo HJI: JI[1-001365-230124

Pagel of 5/Crp. 1 m35

[Tpo3paunslii GecLBeTHBIH pacTBOP. color

i:) Test / IlokasaTenanb Results / PesyabTaThl Specification / Hopma
1 Description / OnucaHue Clear  colorless solution. / | Clear colorless to slightly yellow

solution. / TIpo3pauHslit
pacTBOp OT 6eCLBETHOrO 0 CBETIO-
KETTOTO LBETA.

2 Identification /
IMogANHHOCTL

HPLC/B32XX

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
yIEPKUBAHUA OCHOBHBIX IHKOB Ha
XpoMmarorpamme UCTIBITYEMOTO
pacTBopa AOKHEI COOTBETCTBOBATD
BpEeMeHaM yIepXKUBaHHA OCHOBHBIX
TTHKOB Ha XpoMaTorpamme
CTaHIapTHOTO pacTBopa (pasaen
«KonmyecTBeHHOE OnpeicIeHUe» )

UV- spectrophotometry /
V®d-cnekrpodoTomeTpus

Complies as prescribed/

CooTBeTCTBYET

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. / VO-
CHEKTPEHI MOTIOLUEHUS
UCTIBITYEMOTO pacTBOpa U pacTBopa
CTaHAapTHOrO o0paslia KeTopoJaka
TpoMeTamuHa B obnactu ot 200 mo
ANN 1M IATHHET TAIMPTR MAKCHMYMET
MOMJIOIIEHUs TIpU 322+2 HM.

Remarks : The Product confirms to ND/
IMpumeuanue: Ilpoaykr coorsercTByeT Tpebosanusam HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by /
IHoprorosneno: Ramakant

Checked by /
Iposepeno: Pardeep Kumar

f—

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBonurens

Amit Kumar I\ o ;

Reprint Date /

JlaTa: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date / L
Jara: 28.04.2025

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: L85195AP1984PLC0O04507

www.drreddys.com
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Product ; / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykT: Ketopoa® (keToposiak) pacTBop [Jisi BHYTPHBEHHOTO M BHYTPUMBIILIEUHOTO BBEICHNUS], 30 mr/mn
Batch No / : V250287 Batch Quantity / : 454545 ampules /
Cepus No O0neM cepHH 454545 ammyn
Analytical Report No / : 890001805407 Date of Analysis / : 28.04.2025
Ananuruyecknii oryet Ne JaTa anaamsza

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTa npoH3BoAcTBA I'onen g0

Analysis performed according ND / Ananus nposenen mo HJI: JITT-001365-230124

Page2 of 5/ C1p. 2 m3 5

1;.: Test / [Toka3zare/ib Results / Pe3yabTaThl Specification / Hopma
3 Clarity / Ilpo3pa4yHocTb Complies / COOTBETCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension I. /
OnanecleHiys npenapara He
JOJKHA TPEBbILIATH ONAIECLEHINIO
3TaJIOHa cpaBHeHus L.
4 Color / IIBeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[MornoliueHe AOMKHO OBITE HE
6onee 0,20 npu UIMHE BOJIHBL
430 Hm.
5 pH 7.0 From 6.9t07.9./016,9 no 7,9.
6 Particulate matter / MexaHnuyeckHe BKJIIOYEHHS
6A Visible particles / Complies / CoOTBETCTBYET Should correspond to requirements.
Buaumelie yacTHIIB! /
I3 COOTBETCTBUU ¢ IPEUOBAHMIMU.
6B Invisible particles /
HeBuauMbie YacTHLBL:
i. Particles > 10 pm / 22 not more than 6000 per ampoule /
YacTyn pasMepoM > He 6onee 6000 Ha amITyLy;
10 MxMm
ii. particles > 25 uym/ 01 not more than 600 per ampoule /
4acTUL] pa3MEPOM > He 6onee 600 Ha ammyy.
25 MKM
7 Related substances / PoacTBeHHbIe IpUMecH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: IIpoaykTt coorBeTcTBYET Tpeboanuam HJJ 3axawuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant [posepeHo: Pardeep Kumar | Ono6peHo: Menemxkep / P_\)_/KOBOI[I/ITCJ‘IB
Amit Kumar A
Reprint Date / Reprint Date / Reprint Date / '
Jara: 28.04.2025 Hara: 28.04.2025 Hata: 28.04.2025

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUOUKAT AHAJTU3A www.drreddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketoposn™ (keToposnak) pacTBop Ui BHYTPHBEHHOTO M BHYTPHMbIIIEYHOrO BBEACHHS, 30 Mr/mn
Batch No / : V250287 Batch Quantity / : 454545 ampules /
Cepus Ne O6neM cepun 454545 amnyn
Analytical Report No / : 890001805407 Date of Analysis / : 28.04.2025
AHaJHTHYECKHIT oTyeT Ne Jara anannsa
Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027
JlaTa npoH3BOACTBA Togen o
Analysis performed according ND / Auanns nposeaen no HJI: JII1-001365-230124

Page30of 5/ Crp.3u3 5

1;? Test / Iloka3aTenb Results / Pe3yabTaThbl Specification / Hopma
Impurity A / Ilpumecs A 0.09% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / [Ipumecs B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gonee
Hwxe npeaena o6Hapyxenus (I10 = 0,50 %;
0.014 %)
Impurity C / IIpumecs C Below LOD (LOD = 0.010 %) / not more than 0.50 % / He Gonee
Huxe npenesna o6Hapyxenus (110 = 0.50 %:
0.010%) ’ ’
Impurity D / ITpumecs D Below LOD (LOD = 0.014 %) / not more than 0.20 % / ne Gonee
Hiwxe npeznena ooHapyxenus (I10 = 0,20 %.
0.014 %)
¥ndivifiua1 unidentified Below LOQ (LOQ = 0.05%) / Not more than 0.20 % / He 6onee
impurity / Exunimanas Hike NpesieNa KOAHIECTBEHHOTO 0,20 %.
HEHCHTHQHUHPOBaHHAs ompenencuus ([TKO = 0.05%)
NPHMCCE
Total impurities / Cymma 0.1% Not more than 1.50 % / He 6onee
npumeceit 1,50 %.
8 Extractable volume / 10.0 ml / 10.0 mn Not less than 10.0 ml (collectively
HN3eaexaemblii 06bem measured volume of 10 ampoules) /
He menee 10,0 ma (00beM,
H3MEpEHHEBIN Ha OCHOBAaHUHU
o0BbeiMHeHHOr0 coepxxumoro 10
aMITyin)

Remarks : The Praduct confirms ta NTV/

IMpumeuanue: [TpoaykT cootBeTcTBYET Tpeboanusim H/{

Conclusion : APPROVED /
3axarwuenne: OJOBPEHO

Prepared by /
IMToarorosneno: Ramakant

fun

Checked by /
Ipoeepeno: Pardeep Kumar

<=

Approved by: Manager/Executive /
Opnobpeno: Menemkep / PykoBoauTenb
Amit Kumar

-t

Reprint Date /
Jlara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

Reprint Date /
Hara: 28.04.2025

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IIpoaykr: Keropon® (keToposiak) pacTBop mwisi BHYTPHECHHOIO # BHYTPHMBILIEYHOTO BBEACHHUS, 30 mr/mn
Batch No / : V250287 Batch Quantity / : 454545 ampules /
Cepusi Ne OoneM cepun 454545 amnyn
Analytical Report No / : 890001805407 Date of Analysis/ : 28.04.2025
AHaJINTHYECKHIi oT4eT Ne Jara anannsa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JlaTa npoH3BOJACTBA T'ogen go

Analysis performed according ND / Auann3 nposexen mo HJI: JII1-001365-230124

Paged4 of 5/Crp. 4u35

i.oo Test / [lokazaTenn Results / PesyabTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTtepnanbHble /<=0.725 E3/mMr Ketorolac Trometamol. / He Gonee
3HIOTOKCUHBI 5,8 ED/Mr KEeTOpoNaka
TpOMETaMHHa.
10 Sterility (every 15th batch) / NA Must be sterile. / JlomkeH ObITh
CTepuabHOCTD (115 Kamaok CTEPUIILHBIM.
15-0ii cepun)
11 Assay / KonuuecTBeHHOE 30.55 mg/30.55 mr From 27.0 mg to 33.0 mg of
ompeneseHue Ci9H24N> O (Ketorolac
Trometamol) per 1 mL / Ot 27,0 Mr
10 33,0 mr C 9H24N>Og (keTOponaka
TpoMmeTamoi) B 1 M.
12 Alcohol content / 3Tanon 11.91 % From 10.60 % (v/v) to 13,10 %
viv)./
Ot 10,60 % (06/06) 1o 13,10 %
(06/06).
13 Packaging / YnaxoBka 1 mL in class I light-shielding dark | 1mL 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
Ilo 1 w~Mn B amnyasl u3 | carton pack/
CBETO3aIUTHOrO crekna TemHo- | Ilo 1 Mu B aMmynel  u3
kopuyHeBoro kmacca I (USP). B | cBeTO3alMTHOrO CTeKNa TEMHO-

Remarks : The Product confirms to ND/

ITpumeuanue: ITpoxykr cooTBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /
[porepeno: Pardeep Kumar

<

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykopoaurensb
Amit Kumar v

D

Qe
Reprint Date /

JHara: 28.04.2025

Reprint Date /
Jara: 28.04.2025

Reprint Date /
Jlara: 28.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

IMpoaykr: Keropon® (keTopornak) pactBOp Ui BHyTPUBEHHOTO H BHYTPHMBbILIEYHOrO BBeAeH s, 30 mr/mn
Batch No / : V250287 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepun 454545 ammyn
Analytical Report No / : 890001805407 Date of Analysis/ : 28.04.2025
AnajuTuyeckuii oTuet Ne Jarta ananusa

Date of Manufacture / : 04/2025 Date of Expiry / : 03/2027

JaTa npoH3BoACTBA I'onen po

Analysis performed according ND / Ananus npoeegen no HJ/L: JI[1-001365-230124

Page S of 5/Crp.5u3 5

1;.:) Test / IlokasaTensb Results / Pe3ynbTaThl Specification / Hopma
BepXHel YacTH aMIlyjbl HaHeceHbl | KOpUUHeBOro lBeTa kiacca I (USP).
KOJIBIO W TOuka A pa3noMa. Ha | B BepxHel 4acTH aMITysibl HAHECEHBI
aMIIyNly HaKJIeMBatOT 3THKETKY. KOJILIIO M TOYka Juli pasnoma. Ha
ITo 10 ammyn ¢ WHCTpyKudeid no | amnyJly HaKJI€HBarOT ITHKETKY.
NPUMEHEHHIO noMematoT | Ilo 10 aMmyn ¢ UHCTpYKUHEH IO
B [IBX/antoMunmeBsIi Gnucrep. MPUMEHEHHIO B
TTo 1 6micTepy B nauky kaptoHHyw. | I[IBX/amomunnespit Onmcrep. Ilo
1 6rmuctepy B T@4ky KapTOHHYIO;
ons  cmayuondpos: mo 2, 3, S
ONMCTEPOB B 124Ky KapTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cootBeTcTBuu ¢ HJI.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3auuieHHOM
XpaHeHue OT CBeTa MecTe NpH Temieparype He Beile 25 °C. He 3amopaxxusats.
16 Shelf-life / Cpok rogHocTH 2 years. / 2 roga.
API name / Haumenosanue A®C: Ketorolac Trometamol / KeToponaka TpoMeTamon
INN/MHH: Ketorolac / Keroponax
API manufacturer batch number /
Homep cepuu nponspoauteiss ADC: 2KTM0601024
FP Manufacturer API Batch number /
Homep cepuu cy6cranumu npoussogurens I'JID: FERA00632
API Manufactured by & country / S):med Walbs IEtd elndlia
IMpouseoautens A®C, cTpana: Caitmen Jlabc Jita., Hanus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [IpoaykT cooTseTcTBYeT TpeboBanusm HJJ 3axawuenue: OJJOBPEHO

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

IToarorosneno: Ramakant IMposepeno: Pardeep Kumar | Onobpeno: Menemxep / PyEOBOI[I/ITeHL
Amit Kumar :

Reprint Date / Reprint Date / Reprint Date / '

Jata: 28.04.2025 Hara: 28.04.2025 Hara: 28.04.2025
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



