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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
| ITpoaykr: Ketopon™ (keToposiak) pacTBOp /i1 BHYyTPHBEHHOIO H BHYTPUMBILIEUHOTO BBeIeHHs, 30 Mr/mn
Batch No / : V250110 Batch Quantity / : 454545 ampules /
Cepusa Ne O6bem cepuu 454545 amnyn ]
Analytical Report No / : 850001792566 Date of Analysis / : 28.02.2025
AHaJIMTHYECKHH oTUeT Ne JlaTa aHAaJaH3a
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JaTa npou3BoacTea I'onen o
Analysis performed according ND / Auanus nposegen mo HJI: JI[1-001365-230124
Pagel of 5/Crp.1u3 5
1;.00 Test / IlokaszaTenasb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onucanue Clear  colorless  solution. / | Clear colorless to slightly yellow
[Tpo3pauHsblii 6ecUBETHBIN PacTBOP. color solution. / Ilpo3pauHsblii
PacTBOp OT GECLBETHOTO 0 CBETIIO-
)KEJITOrO LBETA.
2 Identification / _ The retention times of the main
IMoanuHHOCTL peaks in the chromatogram of test
HPLC / BOXCX solution should correspond to those
Complies as prescribed/ in the chromatogram of standard
solution (Assay section) / Bpemena
CooTBETCTBYET
YIEPKUBAHHA OCHOBHBIX MUKOB Ha
XpoMaTorpamme HCTILITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATD
BpEMEHAM YAEpPKHBAHUS OCHOBHBIX
IIKOB Ha XpoMaTorpaMme
CTAQHJAPTHOTO pactBopa (pasmen
«Konn4ecTBeHHOE ONPENCNICHIED)
UV- spectrophotometry / Complies as prescribed/ UV absorption spectra of the test
V-crekTpodoTomeTphs CooTseTcTBYeT 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-
CIIEKTPBL HOTJIOLIEHUS
UCTIBITYEMOTO PACTBOPA M PACTBOPA
CTaHmapTHOro o6pasla KeTopoiaka
TpomeTamMuHa B obnactu ot 200 1o
400 HM IOJKHBI UMETH MaKCHMYMBbI
MOTJIOIEH!S NIPH 32242 HM.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanuam H/J 3akawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Rama Kant [Ipoeepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoauTesnb
. Maurya A Amit Kumar e,
Reprint Date / Reprint Date / Reprint Date/
JHara: 28.02.2025 Hara: 28.02.2025 Hara: 28.02.2025
Rogistered Office: 3-2-337, Rond iNo. 3, Barjara Hills, Hy derabad - 300034, Telangana, India

Tel: +91 40 4900 2900, Fax: <01 40 4900 2639, Email: mail@drreddys.com
Ciil: L35195AP 1934 LCO0S507

wwwdrreddys.com



A Dr. Reddy's Laboratories Ltd
Dr Redd ,S ‘.. Formulation Unit-6
’ y '. Vil of, Malagarh Road, BJ

CERTIFICATE OF ANALYSIS 91 3516 04
CEPTUHOHUKAT AHAJIM3A v drreddys. com

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

Ilpoayxr: KeTtopon®™ (ketoposiak) pacTBOp [UIsl BHYTPUBEHHOIO M BHYTPUMBILLIEYHOrO BBeAeHHs, 30 mr/mn
Batch No / : V250110 Batch Quantity / : 454545 ampules /
Cepmis Ne O0Bem cepau 454545 amnyn
Analytical Report No / : 890001792566 Date of Analysis / : 28.02.2025

AHa IuTHYeCKHIT oT4eT No Jata ananau3a

Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027

JdaTa npou3BoacTBa Tomen ao

Analysis performed according ND / Ananus nposeaen mo HA: JII1-001365-230124

Page2 of 5/Crp. 2135

‘1;.00 Test / Iloka3aTenn Results / PesynabTaThl Specification / Hopma
3 Clarity / Ilpo3pauyHocTb Complies / CooTBeTCTBYET The opalescence of the sample
should not exceed opalescence of
reference suspension 1. /
OnanecueHLHs nNpernapara He
JOJKHA NPEBbILIATE ONANECUEHLHIO
STaroHa cpaBHEHMs I.
4 Color / IlgeTHOCTD 0.04 Absorbance should be not more
than 0.20 at 430 nm. /
[ornoieHne NOMKHO ObITH HE
6onee 0,20 npu ANTMHE BOJIHBI
430 HM.
5 pH 7.2 From6.9t07.9./0169 10 7,9.
6 Particulate matter / MexaHuueckme BKIKUYECHHUS
6A Visible particles / Complies / CooTBeTCTBYET Should correspond to requirements.
Bunyumblie 4acTULp] /
B cooTBeTCTBHU C TPEOOBAHUAMMU.
6B Invisible particles /
HeBunuMele yacTHLbL:
i. Particles > 10 pm / 12 not more than 6000 per ampoule /
YacTHL pasMepoM > He 6onee 6000 Ha amnyny;
10 Mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule /
YacTUL pa3MEpPOM > He 6onee 600 Ha ammyJTy.
25 MKM
7 Related substances / PoacTeHHbie npumMecH
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykrt cooTseTcTByeT TpeboBanusaM HJL 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Rama Kant [Mposepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoauresib
Maurya Amit Kumar -
[ A N
Reprint Date / Reprint Date / Reprint Date /
Hara: 28.02.2025 Jara: 28.02.2025 Jara: 28.02.2025

Registored Qffice: $-2-237, Road No. 3, Banjara Hilis, Hydersbad - 500033, Telangana, Indlia
Tels+91 ¢ O 1000 2000, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85105AP1984PLCONA507
vy drreddys.com




Dr. Reddy's Laboratories Ltd

@
! °® Formulation Unit-6
Dr’ Reddy s ‘.. Vill. Khot, Malagarh Road, Baddj,

Distt. Solan, H.R, 173 205, INT3A

CERTIFICATE OF ANALYSIS Tel:+01 23156 56004-02

CEPTU®UKAT AHAJIU3A Wonriiateddys.com
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (ketoposniak) pacTBop /151 BHYTPHBEHHOrO W BHYTPUMBILIEUHOTO BBEACHHUS, 30 Mr/Ma
Batch No / : V250110 Batch Quantity / : 454545 ampules /
Cepun Ne O6bem cepHH 454545 amnyn
Analytical Report No / : 890001792566 Date of Analysis / : 28.02.2025
AHaJluTHYecKHi oTyeT Neo ' Jara ananmn3za
Date of Manufacture / : 02/2025 Date of Expiry / : 0172027
Jara npou3BoacTea I'ogen no
Analysis performed according ND / Ananus nposenen mo HJ/I: JII1-001365-230124

Page3 of 5/Crp.3m35

i.oo Test / IlokazaTens Results / PesyabTaTsl Specification / Hopma
Impurity A / Ipumecs A 0.09 % not more than 0.20 % / He Gonee
0,20 %;
. Impurity BTHpHMeCL B Below LOD (LOD = 0.014 %) / not more than 0.50 % / He Gosee
Hwxe npezaena obHapyxxenus (I1O 0,50 %;
=0.014 %)
Impurity C / Ilpumecs C not more than 0.50 % / He Gonee
Below LOD (LOD = 0.010 %) / 0,50 %;
Hwxe npenena obnapysxenus (I10
=0.010 %)
Impurity D / Ilpumecs D not more than 0.20 % / He OGonee
Below LOD (LOD = 0.014 %) / 0.20 %.
Huxe npeaena obnapyxenus (I10 ’
=0.014 %)
Individual unidentified Not more than 0.20 % / He Gonee
impurity / Exunudnas B . 0,20 %.
HenneHTUQULIHpOBaHHAS Below LOQ (LOQ = 0.05%) /
npHMech Hibke npegena KONHYECTBEHHOTO
onpeaenenus (ITKO = 0.05%)
Total impurities / CymMmma 0.1 % Not more than 1.50 % / He 6Gosee
npuMeceit 1,50 %.
8 Extractable volume / 10.0 ml/ 10.0 mn Not less than 10.0 ml (collectively
H3Baexaemblii 06bem measured volume of 10 ampoules) /
He menee 10,0 Ma (00bem,
H3MEpPEeHHBI Ha OCHOBaHUH
o0beauHeHHOro coaepxumoro 10
aMITyJ1)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumedanue: Ilponykr cootBercTBYeT TpeboBanusam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Rama Kant IIpoBepeno: Santosh Kumar | Omgo6peno: Menemkep / Pykoroaurens
- Maurya Amit Kumar S
L s =
Reprint Date / Reprint Date / Reprint Date / |
Jara: 28.02.2025 Jara: 28.02.2025 Jara: 28.02.2025

Registared Office: 3-2-337, Road io. 3, Banjara Hills, Hyderabad - 500034, Tetangena, India
Tel: +51 2021900 2900, Fax: +91 40 4900 2922, Email: mail@drreddys.com
T LE51954PTORAIPLCOCE507
www.drreddys.com



Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd
Forrmulation Unit-6

Vil Khol, Malagarh Road, Badds,

Distt. Solan, H.P, 173 205, INDiA

CERTIFICATE OF ANALYSIS ol 98165 56001-92
CEPTUO®UKAT AHAJIU3A wiww, drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Ketopon™ (keToposiak) pacTBOp A/isl BHYTPHBEHHOTO H BHYTPUMBILIEYHOIO BBEACHHS, 30 Mr/mn
Batch No / : V250110 Batch Quantity / : 454545 ampules /
Cepus Ne O6bem cepuu 454545 amnyn
Analytical Report No / : 890001792566 Date of Analysis / : 28.02.2025
AnaauTudecknii oryer No JarTa a"Haausa
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JaTta npoHsBogcrea T'onen g0
Analysis performed according ND / Ananus nposeaen no HJI: JIT1-001365-230124

Page4 of 5/ Crp. 4u3 5

i.oo Test / [fokazaTens Results / Pe3ysbTaThl Specification / Hopma
9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of
BakTepuanbHbIe /<=0.725 ED/Mr Ketorolac Trometamol. / He Gonee
IHAOTOKCHHDI 5,8 ED/mr KeTOponaxa
TpOMeTaMHHa.
10 Sterility (every 15th batch) / Sterile / Crepwiex Must be sterile. / JlomkeH ObITh
CTepWILHOCTh (A1 KAKAOH CTEPHUJILHBIM.
15-0it cepum)
11 Assay / KoninuecTBeHHOE 30.08 mg /30.08 mr From 27.0 mg to 33.0 mg of
ornpeneeHHe C19H24N204 (Ketorolac
Trometamol) per 1 mL / Ot 27,0 mr
10 33,0 mr C9H24N206 (keTOpOTNaKa
TpomeTramon) B 1 M.
12 Alcohol content / 3Tanon 11.75 % From 10.60 % (v/v) to 13,10 %
(v/v)./
Ot 10,60 % (06/06) no 13,10 %
(06/06).
13 Packaging / YnakoBka 1 mL in class I light-shielding dark | 1 mL in class I (USP) light-shielding
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 wMn B ammymrsl U3 | carton pack/
CBETO3AIIUTHOrO cTexna TemHo- | [To 1 mMm B aMmoyiel U3
kopuyHeporo kiacca I (USP). B CBETO3AIUTHOTO CTEKJIa TEMHO-

Remarks : The Product confirms to ND/
[Mpumeuanue: [Ipoaykr cooTBeTcTBYET Tpeboranusm HJY

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Rama Kant ITposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoaurens
A Maurya ﬁ) Amit Kumar b
@‘L\/ A /\ sl
Reprint Date / ' Reprint Date / Reprint Date / |
Jara: 28.02.2025 Hara: 28.02.2025 Hara: 28.02.2025

Fegistered Offica: 8-
Tel +91 40 481

2900, Fax:
CIM: L35195AP1884PLCO04507
wanwvdrreddys.com

237, Road Me. 2, Banjara Hills, Hyderabad - 503034, Telangana, India
£O1 40 49200 2059, Email: meil@drraddys.com
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Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill, Khol, Maiagarh Road, Baddj,
Distt. Solan, H.2, 173 205, INDy

CERTIFICATE OF ANALYSIS Tal 441 08166 536001-02
CEPTUDOUKAT AHAJIU3A ww.drreddys.com

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon™ (ketoponak) pacTsop Ans BHYTPUBEHHOTO W BHYTPUMBIILEUHOTO BBeACHHS, 30 Mr/mi
Batch No / : V250110 Batch Quantity / : 454545 ampules /
Cepus Ne O0nem cepun 454545 amnyn
Analytical Report No / : 890001792566 Date of Analysis / : 28.02.2025
AHauTHYecKH# oTyer No JlaTa aHanH3a
Date of Manufacture / : 02/2025 Date of Expiry / : 01/2027
JlaTa mpoH3BOACTBA I'ogen no
Analysis performed according ND / Ananns nposeaen no HJI: JII1-001365-230124

Page 5of 5/ Crp. 5u3 5

i.oo Test / Iloka3zaTeas Results / PesyabTaThl Specification / Hopma
BEpXHel 9acTu aMIlylbl HaHECeHsl | KOpHYHeBOro mpeta kinacca I (USP).
KONbUO M TOuka Jans pa3noma. Ha | B BepxHel uacTu ammy.sibl HAHECEHBI
aMIyJly HaKkJIeMBalOT ITUKETKY. KOJBLIO W TOYka Al pasnoma. Ha
[To 10 ammyn ¢ uHCTpykUMeil 1O | amiyly HakJIEUBalOT 3THKETKY.
NPUMEHEHHIO nomewaror | Ilo 10 ammyn ¢ MHCTpyKUHeil mno
B [IBX/antoMmuHueBkIif GnucTep. MIPUMEHEHHIO B
ITo 1 6nucrepy B nauky kaptoHHyto. | [IBX/amommnHueBsi 6aucrep. ITo
1 6uctepy B mayky KapTOHHYIO;
ons  cmayuonapog: mno 2, 3, 5
6JMcTepOB B NaYKY KAPTOHHYIO.
14 Labelling / MapkupoBka According to ND / B cooteerctBuu ¢ H/I.
15 Storage conditions / In a place protected from light below 25 °C. Do not freeze. / B 3amuinesHom
XpaHeHue OT CBETa MecTe TIpM TeMIiepaType He Boiue 25 °C. He 3amopaxuBaTh.
16 Shelf-life / Cpok rognocTu 2 years. / 2 rona.

API name / Haumenoaune ADC:

Ketorolac Trometamol / Ketoponaka TpoMeTamon

INN / MHH:

Ketorolac / Keroponak

API manufacturer batch number /
Homep cepun npoussoautesss A@C:

2KTMO0430724, 2KTM0430724

FP Manufacturer API Batch number /
Homep cepun cy6etanuuu nponssoaurens I'JId:

FERA00483, FERA00631

IIpousBoaurens A®C, cTpana:

API Manufactured by & country /

Symed Labs Ltd., India /
Caiimen Jla6c JItn., Uuaus

Remarks : The Product confirms to ND/
Ilpumeuanue: [Mpoaykr cooTBeTcTBYET Tpeboanusm HJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

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

IToarorosneHo: Rama Kant IIpoeepeHo: Santos; Kumar | Omobpeno: Menemxep / Pykosogurens
Q,Ld\ Maurya ( Amit Kumar -

Reprint Date / v Reprint Date / Reprint Date / !

Hara: 28.02.2025 [Jara: 28.02.2025 Jara: 28.02.2025

Registered Office:

(7]

ot

o)

237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: <01 40 41900 2900, Fai: +91 40 4900 2999, Email: mail@drreddys.com

Ciid: LB5185AP1584PLE00A507
www.drreddys.com




