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HanTonis - HantomiymH Ans iH'ekuin 350 mr
Posmip Bknagku: =100 x B=160 mm

HanTomiuun Ans in'ekuin 350 mr
AOANTONIB

(Niodinisar)

CKnap:
KoxeH cnakon MiCTUTB;
Jantomiyun (CTepuanuﬁ) 350 Mr

TIKAPCBHKA ®0OPMA: Mopouwok ans iH'ekuin

MEQUYHI MOKA3AHHS:
AanToMiuvm-ue aHTubakTepiansHuii 3acib, skui Moxe 3YNUHUTU picT nesrux Gakrepiii. Hantomiyuy 3acTocosyloth y

DAPMAKONOIIYH] BNACTUBOCT!:
mapmaxo.quHaMqui Bnactusocri

dJapmaKorepaneaTuqHa rpyna: AHTMGaKTepiaani 3acobu ang CUCTEMHoro 3acTocyBaHHs, jHwij aHTubakTepiankHi
npenaparu, kog ATC: JO1XX09

Mexaniam giy

HOantomiyuy - Ue HaTtypanbHui NPOAYKT Kknacy wuMkniyHux ninonentupis, Wo BusBnse aktusHicTs vwe wopgo
rPamMnosnTUBHUX GakTepiii.

Mexatiam pii nonsrae B 3B'saypammi (B npucyTHocTi ioHis KanbLito) 3 knituHHUMK MeMGpaHamy GakTepiit, sk Y dasi pocry,
TaK i B CTauioHapiif asi Buknukarouym Aenonspuaaliio npuBoAsumu no WIBMAKOrO iHribyBanHs CuHTesy Ginka, IHK i PHK.
Le NPU3BOAUTL 40 3arubeni GakTepiansHux KNiTUH 3 77 HE3HaYHUM nizucom.

mapmaxo.qunauina

IPyHTYIOYMCH Ha TBapuHHux Mogensx iHdexuir, aHTUMIKPOGHa aKTUBHICTL AanToMmiuuny, ak BuAaeThbes, Kopenioe 3
CniBBiAHOLEHHsAM AUC/MIC (nnowa nig KpuBoio Konuempauin-qac/MiHimaana iHribyloua KOHUeHTpauis) ang Aeskux
naToreHis, Bknioyaloyy 3onotuctuix craginokok (S. aureus). OcHoBHUI cbapmaKOKiHeTuqHuﬁ/cpapmaxo.quHaMqum“«
NapaMeTp, Haikpawyum YMHOM noB'sAsaHun 3 KNiHiYHUM | Mikpo6GionoriyHum NiKyBaHHAM, He 6ys 3'sicoanmii B KNiHiYHnX
BUNpobyBaHHsax AanTomiyuny.

mapmaxoxiuemqui Brnacrusocri:

.ElanTOMiuuH, Lo BBOAUTLCH Y BUMsAi 2-xsununnoi BHYTpIilUHLOBEHHOT iH'ekyil, Takox BUSBNAB nponopuiitny poai
cbapmaKOKiHeTuKy B CXBaneHomy nikysaneHomy paianasoni A03 BiA 4 fo 6 Mmr/kr. MopisHsHHMI Bnnue (AUC Cmax) 6yro
npoaeMoHcTpoBaHo Y 3A0poBux popocnux nauieHTis nicng BBEAEHHS Aantomiyuny y BUMNAAI  30-xBUnuKHoj
BHYTPILUHbOBEHHO] iHebysii abo 2-XBUNUHHO] BHYTPIiLIHbOBEHHO] iH'ekuji.

HocninxeHns Ha TBapuHax nokasanu, O AaNTOMILUUH He BCMOKTYETLCS B 3HaYHil Mipi nicns nepopansHoro npuiiomy.

Hupkoea Hedocmammicme
Micna 0ZHOpa3oeoro BHYTPilWHLOBEHHOrO BBeAeHHs AanTomiumny B posj 4 Mr/kr abo 6 mr/kr ng
]




HanTonis - AanTomiynH gns iH'ekyin 350 mr
Poamip Bknagku: [1=100 x B=160 mm

Aopocnum navieHTam 3 pisHUM cTyneHem NOPYLLIEHHS chyHKLT Hupok saranbHui Knipexc AanToMiumny (CL) 3HUXyBaBCs, g
CUCTeMHa ekcriosuuyis (AUC) 36inbluyBanacs g MiDY 3HWXeHHs YHKLUT HUpOK.

HDX nicns gpyroi Ao3n 6 Mr/kr y nauiexTie 3 HOpManbHoio thyHkuieio HUPOK. Buxoasuu 3 Lboro, pekomeHayeTbes, o6
nauieHTu, siki nepebysanu Wa remogianisi a6o TpuBanomy aM6yna'ropHomy NepuToHeansHomy Aianisi, OTpuUMyBanu
AaNTOMIUMH 0AWH pa3 B 48 roauH B 103, PeKoMeHaoBaHoi Ans faHoro Tvny iHcbekuii, wo niansrae nikysaxHio.

evitkoea Hedocmamricme

dapmakokiHeTuka AanTOMiUMHY He aMiHIoETbCS Y nauieHTis 3 nomipHoio NeyviHKoBolo HeaocTaTHicTio (knac B 3a LuKanoto
neyiHkosof HepocTaTHocTi qaﬁnaa-ﬂ’ro) NOPIBHAHO 3j 340poBUMU R06poBonbLsMY, noaibHumu 3a CTaTtTio, BikOM i Baroio
nicns  oaHopasoeoro NpuitoMy £03u 4 mr/kr. Mpu npusHauenni AANTOMIUMHY nauieHTam 3 NOMIpHOIO  neviHkoBoIo
HepocTaTHicTIo Kopekuis 4o3u He noTpibHa

NMPOTUMNOKA3AHHS:
Ninsuwena yyrnusicrs A0 Ailoyoi peyoBuHm abo B0 6yab-sikoro 3 AONOMiXHUX peyoBUH

cnocie 3ACTOCYBAHHSI TA A0o3u:

Aopocni nayienTy

Bignosighuit 06'em BigHoBneHoro AanTomiyuHy (KoHUeHTpauis 50 Mr/Mn) nopocnum nauieHTam BBoasTh BHYTPILWHLOBEHHO
abo wnsxom iH'exLii npoTarom ABOX (2) xBUnuH, abo LUNAAXOM BHYTPILUIHBOBEHHO] iHy3ii npoTarom TPUAUATY (30) xBunuH.
HosyeaHus AOPOCNUM nauicHTam 3 ycknanueHuMu iHdbekuinmu WKipu Ta niawkipHol KNiTKOBUHK

HAantomiumH ans iH'eUiin aopocrium nauieHTam BeoasiTL BHYTDILLUHLOBEHHO Y 0,9 % poauuni Xnopuay Hatpiio oauH pas Ha
24 roamun NpoTsrom 7-14 puis.

Hdo3ysaHus AopocnuM nauieHram 3 iHdbekuiamn KpoBoToky Staphylococcus Aureus (6axrepieMieno), Yy TOMy uucnhi
3  npaBo6iyHum indexruiinum eHOoKapaUTOM, CNPUYMHEHUM  yyTnuBuMYU ao Memuuniny Ta
Meruuunniupeaucrewruuuu izonsiTamu

BeogsaTs AanTomiumH ang iH'eKwii 6 Mr/kr AopocnuMm nauieHTam BHYTDILUHbOBEHHO Y BUMnAAi in'ekuii 3 0,9 % PO34nHOM
Xnopuay Hatpito oguH Pas Ha 24 roguHu NPOTAroM 2-6 TuxHis. Hani wopo 6e3neku 3acTocyBaHHs AanTomiunHy npoTsirom
GinbL Hix 28 guis nikysaHHs obmexeni. Y 3 dasi gocnigxeHns 6yno B Uinomy 14 Aopocnux nauieHTis, siki OTPUMyBanu

Tabnuus 2: Pekomen OBaHe 103yBaHHs AanTomi MHY Ans iH'ekyiii aopocnium nauieHtam
Knipenc KpeatnHiny (CLCR) - Pexum AO3yBaHHA y nopocrninx

YcknapHeni iHdbekuit Wkipu Ta IHcbekuii KpoBOTOKY
nigwkipHoy KNMiTKOBUHY S. aureus

4 mr/kr opvu pas B 24 TOOUHU 6 Mr/kr oqun Pas B 24 ronunn

4 Mr/kr oguH pas Ha 48 roauy* 6 Mr/kr ogun Pas Ha 48 rogun*

BinHoBnenus ﬂanrow‘uuuy Ansi iH'exyii y bnakoHi
Bwmict donakona Aantomiyuny ans iH'exuiti cnig BiAHOBUTM B 8CenTuYHUX yMoBax, o 50 mr Ha MJ1 HacTynHUM yuHom:

LLo6 3sectu go MiHimMyMmy CriHIOBAHHS, yHUKaliTe CUNbHOro NepeMilwyBaHHs a6o CTpyllyBaHHs chnakona nig yac a6o nicng
BilHOBREHHS,

BiACTOsTUCS npotsarom 10 xsunuy.

2. ObepexHo oBepratite a6o NepesepTalite BMmicT criakoHa npotsrom AeKinbkox XBUNWH, y Mipy HeobxigHocri, wob
OTpUMaTH NosHicTio BiAHOBMEHUA PO34YMH. .

Cnoci6 3acTocyBaHHS
MapeHTepanbyi nikapckki 3acobu cnig nepesipsity Bi3yankHo Ha HasBHICTb TBepaUx HaCTUHOK Npu BBEaEHHi f
[oginLHo Habepits BiAHOBNEHUH po3uuH (50 mr AanToMiunHy/mn) 3 thnakoHa, BUKopucros

kaniopy a6o meHworo AiameTpa. Beegite y BUMMAAI BHYTPIWHBLOBEHHO] iK'




HanTonis - HanTomiymn Ans iH'ekyinn 350 mr
Po3smip Bknagku: 1=100 x B=160 MM

Hopocni nauienTy
BHympiwnboeenna iH'ekuis npomszom 2 xeunuu .
Ons BHYTDIlLIHLOBEHHOT (BHyTpimeoaeHHo‘l) iH'eKUii npoTsrom 2 XBUMUH Tinbku gopocnum nauieHTam: eeecry BiANOBiAHMIA
o6car BigHosneHoro AanTomiunny ans iH'eKuT (koHUeHTpauis 50 Mmr/mn).

BHympiwmbosenna iHgby3isi npomszom 30 xsunun .

Ons BHYTpIilUHLOBEHHO] (B/B) iHcbyaii npotarom 30 xBunuu A0pocnUM nauieHTam: BIANOBIAHMIT 06'em BigHoBnREHOro
AanTomiumHy ang iH'ekuin (koHueHTpayis 50 Mr/mMn) cnig AonatkoBo posGasuty g acenTU4yHUX yMmorax y 50 mn
KpanensHuuio angs BHYTDILUHbOBEHHO] iHaby3il, Wwo micTurs 0,9% iH'ekyir Xnopuay Harpiio.

Baw nikap 060B's3k0B0 3po6uTh BaM aHanis KpoBi nopaauts, yy npozoBxysaTy npuiiom ﬂ,anTOMiutu. CumnTomu
3asBuyail npoxoasTs NpoTarom gekinbkox AHiB nicng npunNuHeHHs Npuiiomy ,ElanTOMiutu.

Hantomiyuy,

Akwo y pac Po3BUBaloTLCH By ap-ski 3 HacTynHux CUMNTOMIB, HeraitHo nosigomre npo L€ cBoro nikaps:

- CepriosHi, rocTpi  anepriyu; Peakuii cnocrepiranucs Y nauienTis, g OTpUMyBanu maiixe BCi aHTubakTepianuHi

Npenaparu, sknioyaioyy HAanTomiyuy,

Heraiiho nosi OMTe nikaps a6o Meacectpy, sikwo sy BiavyeaeTe cuMNTOMMU, Wio BKa3yloTh Hg anepriyHy Peakuito, Taki sik
HKa, nuxomanka,

mEPTMﬂbHICTb, BATTHICTb | NAKTALS:
BarirhicTs
KniHiyHmx AaHux wopo Bnnuey AanTomiumHy wa nepe6ir saritHocTi Hemae. HAocnimxenns Ha TBapuHax ne BKasyoTh Ha

npsiMuii abo HeNPAMUIA Lkignuems BB Ha BariTHiCT, eM6pi0Haanuﬁ/¢eTaanMﬁ Po3BuTOK, nepebir nonoris a6o
nicnsanonorosui P0o3BUTOK.

ﬂanTOMiuuH He cnig 3acTocoBysaTh B nepiog, BariTHocrTi, OKpiM BUnapkis AIBHOI HeOBXigHoGTi.
FopysanHs rpyanio

YMHOM, noku He OTpuMaHo Ginbuof KinbkocTi AaHux, rpyae BUrogosysanHsg Cnig npunuHUTY y pasi 3acTocyBaHHs
/Janromiuuuy XiHKam, ski rodyioTs rpyanio. PepTunbHicty

Kniniuni gani wono teptunsHocri Ans pantomiyuny BiACyTHi. Hocniaxenns na TBapuHax He BKasyioThL H

HeNpamMuii wikignueug BNnuB Ha epTunbhicrs,

MOBIYHI PEAKLYI:
Hait6inbiy CepiioaHi nobiyw; PeaKUIT onncaHi Huxye:
Ayxe pigkichi CepIosHi Nobiykj Peakuii (MoxyTs BUHUKaTM y 1 3 10 Q0 4onosik)




HanTtonie - HanTomiyun ANs iH'ekyin 350 mr
Poamip sknagku: A=100 x B=160 mm

Peaxuis,  Bknioyaioyy aHadinakciio,
8HTIOHEBPOTUUHMIA Habpsik, MEAnKaMeHTO3HMI Bucun 3 €03uHobiniel0 Ta cucreMHUMy Nposisamn (DRESS)), Y Aeskux

BM BigvysaeTe 6ynb-siki 3 HacTynHux cumnromis, HeraitHo nosiaomTe npo e ceoro nikaps a6o Meacecrpy:
— bBinb a6o 3nasnenns Yy rpyasx,
— Bucuns NyXvpsiMu, iHoai Bpaxae poT i craresi opraHu,
—  Habpsxk Haskono ropna,
—  Wsuakuii abo cna6kus nynec,
= uxaHus 3i CBUCTOM,
—  JluxomaHka,
—  TpeMTiHHs abo Tpemop,
= Tlpunnuen,
= 3anaM0poquHn,
~ HenpuTOMHicrb,
MeTanesui npucmak.

. . v '

Akwo By BiguysaeTe HEe3po3yMinui m

— ['pubkosi iHcbekwii, Taki sk MonoyHuLs,

= IHgekuis CeyoBuBigHUx Lwnsxis,

—  3HuXeHHs Kinbkocri epuUTpouuTis (aHemis),

= 3anaM0poquHn, 3aHernoKoeHHs, TPYAHOLWi 3i cHom,

— [onoeHwui 6inb,

—  Iluxomarka, cnabkicTb (acrenis),

—  Bucokuit a6o HU3bKUIA KPOB'SHUI TUCK,

— 3anop, 6oni s XUBOTI,

— [Hiapes, BiAYYTTS HynoTH (Hynora) abo HyAoTa (GnioBoTa),

- MereopuaM,

- 3aymraTa BipuyTTS PO3TArHeHHs xuBoTa

= LUkipHuit Bucun a6o cBepbix,

~  bBinb, ceep6ix ago NOYEPBOHIHKS B Micy iHyaif,

~ bBinb B pykax a6o Horax,

=  AHani3 kposi nokasye Ginbw sucokui PiBEHb NeyiHkoBux depmeHTis abo kpeatuHdpocchokinaszy (K®K).
iYHi b BUHUKHYTU y 1 3 100 0ci6)

—  lMopywenns KpoBooGiry (Hanpuknag, nigBuweHa KinbkicTs TpomboLuTis Y KpoBi, ski moxyTs nocunioeatu
TeHAeHLUilo go 3ropTaHHs Kposi, a6o 6inbLw Bucoki PiBHI neBHux Tunig 6inux kpoB'sHux Tineyp),

=~ 3HUXeHHs anerury,

—  [MokonioBannsg a60 OHiMiHHS Pyk a6o Hir, NopyLueHHs cmaky,

=~ TpeMTiHHs,

~  3MiHu cepuesoro PUTMy, npunnueu Kposi,

~  HeTpaenenns LUNyHKa (.qucnencin), 3ananeHHs sisuka,

—  Ceepbnsayuj BUCKMN Ha wKipi,

~  bBinb a6o cnabkicrs Y M'A3ax, sananenus M'si3iB (MioauT), 6inp Y cyrno6ax,

— [po6nemu 3 HUpKamy,

— 3ananeHns NOApasHeHHs nixeu,

= 3aranbHuii 6inp abo cnabkicts, BToma (CTOMnlOBaHiCTb),

= AwHani3 KpoBi nokasye NIABULLEHNI pisenp LyKpy B Kkposi, CUpoBaTkosoro KpeatuHiny, MiornoﬁiHy abo
nakratgerinporenasy (nar), Tpusanuii 4ac sroptaHHs kpogj abo aucbanang conei.
PinkicHi no6iynj edbexTu (MoxyTh BUHUKHYTM y 1 3 1000 oci6)
=~ ToxoBTiHHs LIKipK i ouep,
Moposxenuii NPOTpoMGiHoBMIA yac,
YIMAKOBKA: nopowiok gng iH'ekyin ynakosaHuii g KapToHHy kopo6ky, wo MictuTs 1 dnakoH.
YMOBHU 3BEPIFAHHS: 36epiratu B XonogunbHuky (2°C A0 8°C).
3BEPIFATU B HEnOCTYnHOMY anA QITeEn Micuy

Bupo6huk: LLP| AHAHL NAA® CANHC nTg
Agapeca: Mnor No. 63 A&B, XoHara IHAacT. Apia, XoHara, Benaragi - 591113, (IHOIA).

Bupo6neno ans: fisenc Biocapma Mer. I, Jlozomun: Jlisenc Eiod:apMav
77, PatHa Oxori Inp lcreitr, Ipna lFaotan poyg, Ipna Bine-Napne (3axig), Mym6asi — 40005

www.livealthbiogharma.com
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3rigHo 3
OPUTIHATIOM

Daptoliv - Daptomycin for Injection 350 mg
Insert Size: L=100 x H=160 mm

Daptomycin for Injection 350 mg

DAPTOLIV
{Lyophilized)

COMPOSITION:
Each Vial contains:
Daptomycin (Sterile)................

PHARMACEUTICAL FORM: Po

THERAPEUTIC INDICATIONS:

Daptomycin is an antibacterial that can stop the growth of certain bacteria. Daptomycinis used in adults and in children and
adolescents (age from 1 to 17 years) to treat infections of the skin and the tissues below the skin. Itis also used in adults to
treatinfections in the tissues that line the inside of the heart (including heart valves) which are caused by a bacterium called
Staphyloccocus aureus and to treat infections in the blood caused by the same bacterium when associated with skin or
heartinfection.

Depending on the type of infection(s) that you have, your doctor may also prescribe other antibacterials while you are
receiving treatmentwith Daptomycin

PHARMACOLOGICAL PROPERTIES:

Pharmacodynamic Properties

Pharmacotherapeutic group: Antibacterials for systemic use, Other antibacterials, ATC code: JO1XX09

Mechanism ofaction

Daptomycin is a cyclic lipopeptide natural product that s active against Gram-positive bacteria only.

The mechanism of action involves binding (in the presence of calcium ions) to bacterial membranes of both growing and
stationary phase cells causing depolarisation and leading to a rapid inhibition of protein, DNA, and RNA synthesis. This
results inbacterial cell death with negligible cell lysis.

Pharmacodynamics

Based on animal models of infection, the antimicrobial activity of daptomycin appears to correlate with the AUC/MIC (area
under the concentration-time curve/minimum inhibitory concentration) ratio for certain pathogens, including S. aureus.
The principal pharmacokinetic/pharmacodynamic parameter best associated with clinical and microbiological cure has
not been elucidated in clinical trials with daptomycin.

Pharmacokinetics Properties:

Daptomycin pharmacokinetics are generally linear and time-independent at doses of 4 to 12 mg/kg administered as a
single daily dose by 30-minute intravenous infusion for up to 14 days in healthy adult volunteers. Steady-state
concentrations are achieved by the third daily dose.

Daptomycin administered as a 2-minute intravenous injection also exhibited dose proportional pharmacokinetics in the
approved therapeutic dose range of 4 to 6 mg/kg. Comparable exposure (AUC and Cmax) was demonstrated in healthy
adult subjects following administration of daptomycin as a 30-minute intravenous infusion or as a 2-minute intravenous
injection.

Animal studies showed that daptomycin is not absorbed to any significant extent after oral administration.

Distribution

The volume of distribution at steady state of daptomycin in healthy adult subjects was approximately 0.1 I/kg and was
independent of dose. Tissue distribution studies in rats showed that daptomycin appears to only minimally penetrate the
blood-brain barrier and the placental barrier following single and multiple doses.

Daptomycin is reversibly bound to human plasma proteins in a concentration independent manner. In healthy adult
volunteers and adult patients treated with daptomyein, protein binding averaged about 90% including subjects with renal
impairment.

Metabolism

Inin vitro studies, daptomycin was not metabolized by human liver microsomes.

In 5 healthy adults after infusion of radiolabeled 14C-daptomycin, the plasma total radioactivity was similar to the
concentration determined by microbiological assay. Inactive metabolites were detected in urine, as determined by the
difference between total radioactive concentrations and microbiologically active concentrations. In a separate study, no
metabolites were observed in plasma on Day 1 following the administration of daptomycin at 6 mg/kg to adult subjects.
Minor amounts of three oxidative metabolites and one unidentified compound were detected in urine.

Elimination

Daptomycin is excreted primarily by the kidneys. In a mass balance study of 5 healthy adult subjects using radiolabeled
daptomycin, approximately 78% of the administered dose was recovered from urine based on total radioactivity

g4 G uEn s B abeis

(approximately 52% of the dose based on microbiologically active concentrations), and 5.7% of the administered dose
was recovered from feces (collected for up to 9 days) based on total radioactivity.

Special Population;

Renalimpairment

Following administration of a single 4 mg/kg or 6 mg/kg intravenous dose of daptomycin over a 30-minute periad to adult
subjects with various degrees of renal impairment, total daptomyecin clearance (CL) decreased and systemic exposure
(AUC) increased as renal function decreased.

Based on pharmacokinetic data and modelling, the daptomycin AUC during the first day after administration of a 6 mg/kg
dose to adult patients on HD or CAPD was 2-fold higher than that observed in adult patients with normal renal function who
received the same dose. On the second day after administration of a 6 mglkg dose to HD and CAPD adult patients the
daptomcyin AUC was approximately 1.3-fold higher than that observed after a second 6 mglkg dose in patients with
normal renal function. On this basis, it is recommended that patients on HD or CAPD receive daptomycin once every 48
hours atthe dose recommended for the type of infection being treated.

Hepatic impairment

The pharmacokinetics of daptomycin is not altered in subjects with moderate hepatic impairment (Child-Pugh B
classification of hepatic impairment) compared with healthy volunteers matched for gender, age and weight following a
single 4 mg/kg dose. No dosage adjustment is necessary when administering daptomycin in patients with moderate
hepaticimpairment.

CONTRAINDICATION:
Hypersensitivity to the active substance orto any of the excipients

DOSAGEAND ADMINISTRATION:

Adults

Administer the appropriate volume of the reconstituted daptomycin (concentration of 50 mg/mL) to adult patients
intravenously either by injection over a two (2) minute period or by intravenous infusion over a thirty (30) minute period
Dosage in Adults for cSSSI

Administer Daptomycin for Injection 4 mg/kg to adult patients intravenously in 0.9% sodium chloride injection once every
24 hours for 710 14 days.

Dosage in Adult Patients with Staphyi aureus Bloodst Infections (Bacteremia), Including Those
with Right-Sided Infective Endocarditis, Caused by Methicillin-Susceptible and Methicillin-Resistant Isolates
Administer Daptomycin for Injection 6 mg/kg to adult patients intravenously in 0.9% sodium chloride injection once every
24 hours for 2 to 6 weeks. There are limited safety data for the use of daptomycin for more than 28 days of therapy. In the
Phase 3 trial, there were a total of 14 adult patients who were treated with daptomycin for more than 28 days.

Dosage in Patients with Renal Impairment

Adult Patients
Table 2: Recommended Dosage of Daptomycin for Injection inAdult Patients
Creatinine Clearance Dosage Regimen in Adults
{CLCR} cSSS! S. aureus Bloodstream Infections
Greater than or equal {o 30 mUmin 4 mglkg once every 6§ mg/kg once every
24 hours 24 hours
Less than 30 mUmin, including 4 mg/kg once every 6 mg/kg ance every
hemodialysis and CAPD 48 hours* 48 hours*

* When possible, administer Daptomycin for Injection following the completion of hemodialysis on hemodialysis days.
Preparation and Administration of Daptomycin for Injection

Reconstitution of Daptomycin for Injection Vial

The contents of a Daptomycin for Injection vial should be reconstituted, using aseptic technique, to 50 mg per mL as
follows:

1.To minimize foaming, AVOID vigorous agitation or shaking of the vial during or after reconstitution.

2.Remove the polypropylene flip-off cap from the daptomycin for injection vial to expose the central portion of the rubber
stopper.

3. Wipe the top of the rubber stopper with an alcohol swab or other antiseptic solution and allow o dry. After cleaning, do
not touch the rubber stopper or allow it to touch any other surface.

4. Slowly transfer 7 mL of 0.9% sodium chloride injection through the center of the rubber stopper into the daptomycin for
injection vial, pointing the transfer needle toward the wall of the vial. Itis recommended that a beveled sterile transfer
needle thatis 21 gauge or smaller in diameter, or a needleless device is used, pointing the transfer needle toward the wall
of the vial.

5. Ensure that all of the daptomycin for injection powder is wetted by gently rotating the vial. 1. Allow the wetted product to
stand undisturbed for 10 minutes.

2. Gently rotate or swirl the vial contents for afew minutes, as needed, to obtain a completely reconstituted solution.
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Administration Instructions respect to fertility.
Parenteral drug products should be inspected visually for particulate matter prior to administration.
Slowly remove reconstituted liquid (50 mg daptomycin/mL) from the vial using a beveled sterile needle that is 21 gauge or SIDEEFFECTS:
smallerin diameter. Administer as an intravenous injection or infusion as described below: The most serious side effects are described below:
Aduits Very rare serious side effects (may affect up to 1in 10,000 people)
Intravenous Injection over a period of 2 minutes Ahypersensitivity reaction (serious allergic reaction including anaphylaxis, angioedema, drug rash with eosinophilia and
+ Forintravenous (IV) injection over a period of 2 minutes in adult patients only: Administer the appropriate volume of the systemic symptoms (DRESS) has been reported, in some cases during administration of Daptomycin. This serious
reconstituted daptomycin for injection (concentration of 50 mg/mL). allergic reaction needs immediate medical attention. Tell your doctor or nurse straight away if you experience any of the
Intravenous Infusion over a period of 30 minutes following symptoms:
« Forintravenous (IV) infusion over a period of 30 minutes in adult patients: The appropriate volume of the reconstituted -Chest pain or tightness,
daptomycin for injection (concentration of 50 mg/mL) should be further diluted, using aseptic technique, intoa50 mL IV -Rashwith blistering, sometimes affecting the mouth and genitals, - Swelling around throat, - Rapid orweak pulse,
infusion bag containing 0.9% sodium chloride injection. -Wheezing, - Fever, - Shivering or trembling, - Hot flushes, - Dizziness, - Fainting, - Metallic taste.
Tell your doctor straight away if you experience unexplained muscle pain, tendemess, or weakness. In very rare cases,
WARNINGS AND PRECAUTIONS: muscle problems can be serious, including muscle breakdown, which can resultin kidney damage.
Talk to your doctor or nurse before you are given Daptomycin. Serious side effects with frequency notknown
-Ifyou have, orhave previously had kidney problems. Your doctor may need to change the dose of Daptomycin. Arare but potentially serious lung disorder called eosinaphilic pneumonia has been reported in patients given Daptomyein,
-Qccasionally, patients receiving Daptomycin may develop tender or aching muscles or muscle weakness. If this happens mostly after more than 2 weeks of treatment. The symptoms can include difficulty breathing, new or worsening cough, or
tell your doctor. new orworsening fever. If you experience these symptoms, tell your
Your doctor will make sure you have a blood test and will advise whether or not to continue with Daptomycin. The doctor or nurse straight away.
symptoms generally go away within a few days of stopping Daptomycin. Commonsside effects (may affect up to 1 in 10 people)
-Ifyouare very overweight. There is a possibility that your blood levels of Daptomycin could be higher than those found in -Fungalinfections such as thrush, - Urinary tractinfection,
persons of average weightand you may need careful monitoring in case of side effects. -Decreased number of red blood cells (anaemia), - Dizziness, anxiety, difficulty in sleeping,
-Ifany of these applies to you, tell your doctor or nurse before you are given Daptomycin. -Headache, - Fever, weakness (asthenia), - High or low blood pressure, - Constipation, abdominal pain,
Tellyour doctor straight away if you develop any of the following symptoms: -Diarrhoea, feeling sick (nausea) or being sick (vomiting), - Flatulence, - Abdominal swelling or bloating,
-Serious, acute allergic reactions have been observed in patients treated with nearly all antibacterial agents, including -Skinrash oritching, - Pain, itchiness or redness at the site ofinfusion, - Pain in arms or legs,
Daptomycin. -Blood testing showing higher levels of liverenzymes or creatine phosphokinase (CPK).
Tell a doctor or a nurse straight away if you experience symptoms suggestive of allergic reaction, such as wheezing, Uncommon side effects (may affect up to 1in 100 people)
difficulty breathing, swelling of the face, neck and throat, rashes and hives, fever. -Blood disorders (e.g. increased number of small blood particles called platelets, which may increase the tendency for
-Any unusualtingling or numbness of the hands or feet, loss of feeling or difficulties with movements. If this happens, tell blood clotting, or higher levels of certain types of white blood cells), - Decreased appetite,
your doctor who will decide whether you should continue the treatment. -Tingling or numbness of the hands orfeet, taste disturbance, - Trembling,
-Diarrhoea, especially if you notice blood or mucus, or if diarrhoea becomes severe or persistent. -Changes in heart rhythm, flushes, - Indigestion (dyspepsia), inflammation of the tongue,
-New or worsening fever, cough or difficulty breathing. These may be signs of a rare but serious lung disorder called -ltchy rash of skin, - Muscle pain orweakness, inflammation of the muscles (myositis), joint pain,
eosinophilic pneumonia. Your doctor will check the condition of your lungs and decide whether or not you should continue -Kidney problems, - Inflammation and irritation of the vagina,
Daptomycin treatment. -General pain or weakness, tiredness (fatigue),
Daptomycin may interfere with laboratory tests that measure how well your blood is clotting. The results can suggest poor -Blood testshowing increased levels of blood sugar, serum creatinine, myoglobin, or lactate dehydrogenase (LDH),
blood clotting when, in fact, there is no problem. Therefore it is important that your doctor takes into account that you are prolonged blood clotting time orimbalance of salts.
receiving Daptomycin. Please inform your doctor that you are on treatment with Daptomycin. Rare side effects (may affectup to 1in 1,000 people)
Your doctor will perform blood tests to monitor the health of your muscles both before you start treatment and frequentty - Yellowing ofthe skin and eyes, - Prothrombin time prolonged.
during treatment with Daptomycin.
Use in elderly: People over the age of 65 can be given the same dose as other adults, provided their kidneys are working PACKING: Powder for Injectionis packed in carton containg 1 vial.
well.
Other medicines and Daptomycin STORAGE: Store ina refrigerator (2°C and 8°C).
Tell your doctor or nurse if you are taking, have recently taken or might take any other medicines.
Itis particularly important that you mention the following: KEEP OUT OF REACH OF CHILDREN
-Medicines called statins or fibrates (to lower cholesterol) or ciclosporin. Itis possible that the risk of side effects affecti ng
the muscles may be higher when any of these medicines is taken during treatment with Daptomycin. Your doctormay
decide notto give you Daptomycin or to stop the other medicine for a while.
- Pain killing medicines called non-steroidal ant-inflammatory drugs (NSAIDs) or COX-2 inhibitors (e.g. celecoxib). These Manufactured by:
could interfere with the effects of Daptomycin in the kidney.
- Oral anti-coagulants (e.g. warfarin), which are medicines that preventblood from clotting. }s’lti)? :F)AsgA: S?B%Ifﬁgnig:flﬁg;s A’:eg Honaga,
FERTILITY, PREGNANCY AND LACTATION: Belagavi - 591113. (INDIA).
Pregnancy s
No clinical data on pregnancies are available for daptomycin. Animal studies do not indicate direct or indirect harmful Lﬁve,alth g
effects with respectto pregnancy, embryonal/foetal development, parturition or postnatal development. BioPharma Pvt. Ltd. 2
Daptomyein should not be used during pregnancy unless clearly necessary. Manufactured for: g
Breast-feeding = <
Inasingle human case study, daptomycin was intravenously administered daily for 28 days toa nursing mother at a dose 'f?’e;:t?‘aﬂ Sopl'{arma g
2 - _ ; : lyoti Ind Estate, Irla
of 500 mg/day, and samples of the patient's breast milk were collected over a 24- hour period on day 27. The highest Gaothan road, Ira Vile Parle (West)
measured concentration of daptomycin in the breast milk was 0.045 meg/ml, which is a low concentration. Therefore, until Mumbai 406056 Maharashtr INbI A
more experience is gained, breastfeeding should be discontinued when Daptomycinis administered to nursing women. mba; - 200056. Maharashtra, :
Fertiity www.livealthbiopharma.com

No clinical data on fertility are available for daptomycin. Animal studies do not indicate direct or indirect harmful effects with
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