JTAITOJIB

JioginizaT gas in’exn

i

RIS o)
L7gs
sin_ A /7 LOILO

Ilepexnan yxpaincokoro MOBOI0, ABTEHTHYHICTb SKOIo
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HanTonis - HAantomiumH gng iH'ekUin 350 mr
Poamip Bknagku: A=100 x B=160 mm

Hantomiyun ANA iH'ekuin 350 mr
OANTONIB

(Mioginizar)

CKnapn:
KoxeH chnakon micTurs:
OanTomiuun (CTepnanuﬁ) 350 Mr

NIKAPCBKA ®OPMA: Mopowok gns iH'ekuji

ANA nikyeaHHs iHbekuii s KPOBI, BUKNUKaHux Tiew x GakTepielo, konu BOHU NoB'sAsaHi 3 iHtbekuieio Wikipu abo cepus.
3anexHo sig TUNY iHcbekuii (iHcbekuiis), sxi Y Bac e, saw nixkap moxe TaKOX MPUSHAYMTH iHLui aHTubakTepiankhi npenapary,
Moku BK oTpUMyeTe nikyBaHHs Oantomiyunom

DAPMAKONOIYHI BNACTUBOCTI:
tbapuaxonnnauiuul BnactusocTi

¢apmaxorapaneamqna 'Pyna: Axtubakrepiansi 3acobu ans cucremworo 3acToCyBaHHA, jHwi aHTubakTepiansHi
npenapari, kog ATC: JO1XX09

Mexaniam gir

Aantomiumy - Ue HaTtypanbHuii MPOAYKT Knacy wuukniynmx ninonentupa, Wo BusBNAEe aKkTUBHiCTL nvwe wogo

FPyHTYIOUMCE Ha TBAPDUHHUX Mopensx iHchekuir, aHTUMIKpobHa aKTUBHICTL AanTomiuuHy, sk BUOAETLCA, Kopenioe 3
cnisBigHOLWeHHAM AUCMIC (nnowa nig Kpusoio xonuen‘rpauln-qacmiHiMaana iHriByioua KOHUeHTpawis) ans aeskux
nartorexis, sknoualoyy 3onotucruiz cracinokok (S. aureus). OcHoBHMi} cbapmaxoxinemqnnﬁfd)apmamqnnamiquuﬁ
NapameTp, Haikpalymm YMHOM noB'ssanHui 3 KNiHiYHUM | MikpoBionoriyxum nikyBaHHsaM, He Oys 3'scoammii g KniHiYHnX
BUNpobyBanHsx AanTomiyuny.

wapuaxoxiuaruqnf BnacTtueocTi:

PapmackokineTuka AanToMiuuHy 3aasuyaii niHiAHa | e SanexuTb sig vacy s Ao3ax Big 4 po 12 Mr/kr, wo BBOAATLCA y
BUMNALI pazosol AoBosol noan Wwnsxom 30-xeununHof BHYTpilUHbOBEHHOT iHY3ii npoTarom 14 aHis y 800poBUX fNopocnux
Aobposonsuyis. Criviki KOHLIeHTpaUiT gocsraioTbes npw TpeTiik gobogii o3,

HdanTomiyun, wo BeoguTbes Y Burnsapi 2-XBUNUHHO BHYTPIilUHBOBEHHOT iH'eKUil, Takox BUABNAR nponopuiiHy poai
¢>apuaxoxmemrzy B CxBaneuomy nikysansHomy gianazomi A03 Bia 4 fo 6 mr/kr. MopisHsHHMA BRAKE (AUC i Cmax) 6yno
npoaemoHcTposaHo Y 3a0posux Aopocnux  nayiexrig nicns BBeJeHHR Aantomiyuny y BUMMAAI  30-xBununnof
BHYTDILUHbOBEHHOT iHepysii abo 2-XBUNUHHOT BHYTDIlUHbOBEHHQ] iH'ekwir.

AocninxeHus Ha TBapuHax nokasanu, Lo AanToMiumH He BCMOKTYETbCH B 3HaYHiii Mipi nicns nepopansHoro npuitomy,

MeTaboniTis | ogHoro HeBiAOMOro 3'eqHanus.
Bueenenus

Ocobnuea TPyna HacenexHs:
Huproea Hedocmamuicme

MicnA OQHopa3oeoro BHYTPIlWHbOBEHHOrQ BBEEHHA AanToMiumky B noai 4 Mr/kr abo 6 mr/kr NEoFA
[}




Hantonis - AanTomiynH ans iH'eKUi 350 mr
Poamip BKknagku: [1=100 x B=160 mm

AOpocnMM nauieHTam 3 pi3H

UM CTyneHem nopylueHHs yHKUIT HUpOK 3aranbHus KnipeHc AanTtomiuuny (CL) 3HWXyBaBcs, a
CHCTeMHa ekcnosuuis (AUC

) 3binbiwyBanacs s MDY 3HMKEHHS DYHKUIT HupoK,

HiX nicns gpyroi Ao3u 6 mrikr y NaLiexTie 3 HopmankHol dbyHKLiE0 HUpPOK, Buxogsaum 3 UbOro, pekomeHayeThes, wob
nauieHTn, siki nepebysanu Ha remopjaniai abo Tpusanomy auﬁynaropuouy NeépuToHeansHomy Aianiai, OTPUMYBanu
AaNTOMIUMH OAWH pa3 B 48 FOAMH B A03i, pekoMeHgoBaHoT ANS BAHOTO TUny iHcheKwiT, Wo niansrae nikysaunio.

Mevinxoaa HedocmamHicms

DapmakokiHeTUka AANTOMIUMHY He 3MiHIoeTbCS Y nauiexTis 3 nomipHoio neviHkosolo HeJocTaTHicTIO (knac B aa Lkanoio

NeYIHKOBOI HepocTaTHoCTI l-Iaﬁn.uaﬂ’ro) nopiBHAHO 3i 340pOBUMM AoGpoBONsLAMMY, noAibHuMK 3a CTaTTio, BiKOM i Barow

NMPOTUNOKA3AHHS:
Migenwena HYTNUBICTL Ao giloyol pe4oBuHm abo o Gyas-akoro 3 AOMOMIXHUX peyoBuH

Cnocis 3ACTDCYBAHHH TA JO3MU:
Bopocni nayienrn

HAantomiumn ans iy KU Aopocnum nauicHTam BBOAATL BHYTDILLHbOBEHHO Y 0,9 % poauuni Xnopuay HaTpio ogum pas Ha

Hosyeanus AopocnuM nayicHram 3 indexuiamu KpoBoToky Staphylococcus Aureus (GakTepiemieio), Y TOMY qucni
3 npaBoBiuHum incbexuyiiiHum eHgokapauTom, CNPUYMHEHUM  yyTnuBUMK A0  Metmuunivy Ta
Momqnnninpeancreumuun izonsitamu

BeoasTth AanToMmiumH ans iH'eKkUin 6 mrfkr AOpOCNKUM nauieHTam BHYTPILUHbOBEHHO Y BAMMALi iv'ekuii 3 0,9 % poaynHom

nikyBaHHs AanToMiUMHOM npoTsrom Binble 28 gnis.

Ho3ayeanua y nayickTis 3 NopyiweHHaM tymHkyii HMPOK

HAopocni naviexru

Tabnuus 2: PekomeHgoeakne AO3YBAHHA AANTOMILMHY ANs in'ek i Aopocnum na. ieHTam
Knipenc KpeaTuHiHy (CLCR) L Pexum goaysanns Y Ropocniux

YecknagHeri iHcbexuii wkipu ra Incbekuit KPOBOTOKY
nNiAwKipHoY knitkosuHu S. aureus

4 mr/kr oguH pas B 24 rogAnn 6 Mr/kr oguH pas B 24 rofuHmN

4 Mr/KT 0auH paa Ha 48 roguw* 6 Mr/kr onvH pas na 48 rogun*

BinHoBnexus ﬂan*romiuuuy Ans IH'ekuiT y chnakoni

Bwmict conakona Aantomiuuny ang iH'eKWi cnig sBigHoBMTYH B 8CeNTUYHUX ymoBax, A0 50 Mr Ha MmN HacTynHuMm yunom:

LLio6 3sectu Ao MiHimymy CriHIOBaHHS, yHUKalTe CMNBHOTO NepeMmillyBaHKs abo CTpyWwyBaHHs ¢hnakona nig 4yac abo nicng
BilHOBNEHHS.

SHIMITB noninponineHoeuit kosnauok 3 dnakoHa AanTomiuuHy ans iH'ekuii, wWo6 BiAKPUTK UEHTPanLHy yactuHy rymosoi
Npo6Ku.

AanToMiuvHoM Aans iH'eKUii, Hanpasnsyu ronky Ao cTiHkv chbnakoua, Pexomeu,qyerhca BUKOpUCTOBYBAaTH CKOWEHY
CTEPUNbHY ronky AiameTpom 21 kanidp abo meHwe abo 6e3ronkosuii NPUCTDIiA, Hanpaansoyy rOnKy B GiK cTiHku thnakona.
MNepekonaiitecs, Wo Bece nopowok gng iH'ekUi AanTomiymK 3MOYeHul, oGepexHo obepraioun nako. 1. Oaiite
BiacToATUCH npotsarom 10 xsunum.

2. ObepexHo obepraiite a6o nepesepraiite BMicT chnakona NpoTAromM Aekinbkox XBUNWH, y Mipy HeobxigHocTi, wo6
OTpUMaTH NnosHicTio BioHOBNEHWI PO34YKH.




HanTtonis - Hantomiumn Ans iH'ekyin 350 mr
Poamip BKnagku: [1=100 x B=160 mm

Hopocri nayienTu
Brympiwnsoeenna iy ‘eKuia npomsiaom 2 Xeunuw

Ans BHYTDILIHLOREHHOT (auyrpiwnboaenuo'r‘) IH'eKUii npoTsirom 2 XBUMUH TiNbKki 40pocnum naLieHTam: eeecru BianosigHmMiA

Brympiwmsoeena IHcbysis npomazom 30 Xeunuu ) . r I ’
Ans BHYTPIlLHboBEHHOT (8/8) iHchyair npotarom 30 xeunuw AOPOCNUM nayieHTam: BIANOBIAHUIA 06'em BlaHoBneHoro
AanTomiuuny ang iH'ekuyin (koHueHTpayis 50 mr/mn) cnig A0NATKOBO posbasuty g acenTU4YHUX ymosax y 50 mn
KpanensHuuo ans BHYTPIlLHbOBEHHO] iHysil, wo micturs 0,9% iH'exuyir Xnopuay Harpito.

NONEPEAXEHHS TA SAMNOBDKHI 3AXoau:;

Mepepn 3acTocysaHHam AanToMiLMHy nopaasTecs 3 nikapem a6o MeacecTpoio,

Akwo y sac ¢ abo PaHilwe Gynu NpoGnemu 3 Hupkamu, Bauwomy nikapio moxe 3HanobuTMCs aminuTY Aosy ,ﬂan'romiunuy, -

IHoai y NauieHTie, ski OTpUMyIoTS H2nToMiLUuH, Moxe 3'ABUTUCS cnabkicts abo Ginp y abo m'azax. Akwo ye CTaHeTbcs

3BEPHITLCA A0 Baworo nikaps,

Baw nikap o6oB'a3koso 3pCbuTs BaM awanis kpoBi i nopagurs, yy NPOAOBXKYBaTH Npuiiom .uanromiuuuy. Cumnromu

3asBuvaii npoxoasTe NpoTArom Askinbkox AHiB nicng NpUnNuHeHHs npuiAomy AanTomiyuny.

- Axwo y eac Haanuwikosa eara. lehye WMOBIpHicTs TOro, Wo pisexp ﬂanmmiuuny Y Bawiit kposi moxe ByTn Buwe, Hix y

Tiloaed 3 cepeauboo Baroio, | sam Moxe 3Hanoburucy PeTensHuit KOHTPONL y pasi nosew noGivHmux edexTip.

Akwo wock 3 UBOre crocyethcs sac, nosigomre npo ue ceoemy nikapio afo MeAacecTpi go Toro, s BaM gapyry
anTomiyu,

guuo Y Bac poseusaoThcy Byab-ski 3 HECTYNHUX cuMnTOMiB, HeraitHo nosigomte NPC ue ceoro nikaps:

Heraiino nosigomTe nikaps a6o Mencecrpy, sikwo gy Biauyeaerte CUMNTOMK, Wo BKasyoTh Ha anepriywy Peakuito, Taki sk
CBUCTAYE AuxanHs, YTPYAHeHe auxauus, Habpsik S T ropna, eucun j Kponus'aHka, NMXoMaHka,

aitHe nokomosakus abo oHiMiHHs PYk a6o Hir, srpara HyTnueocTi abo YTPYAHEHHA pyxig, Axwo ue
CTaHeTbes, nosigomre CBOro nikaps, skui BUPILLKTS, yy cnig sam nponoexysaty NiKyBaHHs,

nepebyeaere Ha nikysanni HanromiyuHonm,

Baw nikap fpoBeae awanian kpos; Wo6 KkoHTporiosary CTaH Bawmx m'saip sk AO NovaTky nikysanus, Tak | nig vac

nikyBaHks Hdantomiyunom.

3acTocyeanns s niTHLOMY BiL;: noasM crapwe 65 POKiB MOXHa 8acrocoeysary TY X A03Y, WO i iHLLmMm Aopocnum, 3a

ymoeu, wo ix HUDKK NpaLyoioTs Aobpe.

Bsaemogis Aanromiyuny 3 iHWYMK nikamu

lMoBigomTe ecroro nikaps abo MeAacecTpy, skwo sy npuitmaeTe, HelwopnaeHo npuitManu a6o Mornu 6 npuitmaTu ByaL-sxi

iHLLI Mikw,

Ocobnueg Baxnueo, o6 su *raganu npg:

TNliku, o HasmsaloTLey CTatuHamu abo ®ibparamu (gng SHUXEHHS pieHg XonectepuHy) a6o Unknocnopumom. Uinkom
MA3n

@EPTHanlCTb. BAFITHICTD | NAKTALIS:

arirhicTe
Kninivnux aanux jogo Bnnuey A2NTOMiLMHY Ha nepebir earitHocri Hemae. focnigxkenns Ha TBapuHax He BKa3yiloTh Ha
NpamMuiA abo wenpamuii WKIAMBUA Brinue wa BariTHicTs, eMGpioHanthﬁ!d)eTaannﬁ PO3BUTOK, nepebir nonorie a6o
nicnanonorosuii PO3BUTOK.

,E!anToMiuHH He cnig 3acTocosyeatu nepiog BariTHocri, OKpiM Bunakie ABHOI HeoBxigHoCTi.

NOBIYHI PEAKUII:
Haii6inpsw Cepio3Hi nobiywi Peakuyii onucani Huwue:
Ayxe pigxicki CepHOo3Hi NoBiywj Peakuyii (MmoxyTs BUHMKaTM y 1 3 10 000 yonosik)




OanTonig - Hantomiyux ANs iH'ekuin 350 mr
Poamip sknagku: A=100 x B=160 mm

— Bine abo 3gaenenns Yy rpyasx,

— Bucun a nyxupsmu, iHoai Bpaxac poT i craresi opraHu,

~  Habpsik vaekono ropna,

—  Wenakuit a6o cnabui nynec,

= [Ouxauus 3i CBUCTOM,

= Jluxomanka,

—  TpemrTiHHs abo Tpemop,

= [Mpunaueu,

~  3anamopoyenns,

= Henpn'rounicrh.

—  Mertanesuii npucmak,
Akwo sy BifdyyBaeTe HE3po3yMinnin M'azosui Gins, Goniovicts abo cnabkicTs, Heraiino nosigomre npo ye nikaps. ¥ ayxe
piakicHux Bunagkax npobnemu s M'sizamu MOXyTb GyTu CepioaHumu, BKnovawypn PYAHYBaHHs M'A30BO] TKAHUHK, sKke
MOXe npusectu go MOLLKOLXXKEHHS HUPOK,
CeprosHi no6iyui Peaxuii 3 Hesigomoio YacroTowo
Piakicre, ane NOTeHUiAHO cepiioaHe 3aXBOPIOBAHHA Nerexig - €03uHOINbHa NHeBMoHis Byna 3apeecTpoBaHa Y nauienrisg,

i B OCHOBHOMY nicns iB ni

= [puBkogi iHgbekuUiT, Taki ak MONoOYHMYS,
—  IHdbekyis CeyvoBMBigHNX Wnsxis,

= SHMXEHHS KinbKkocTi ePHUTPOLMTIB (aHemis),

= 3anamopoqeuua, 3aHenoKoeHHs, TPyAHOWi 3i cHom,

= TonosHwuii 6inb,

= Jluxomatka, crnaiicrs (acTenis),

= Bucokwii a6o HM3bKWI KDOB'AHUIA TUCK,

~ 3anop, Goni g XUBOTI,

= [iapes, BigYYTTH HyaoTH (Hynora) a6o Hynora (Gniosora),

- MeTeopuaM,

- 3aytTATa BiguyTTs PO3TArHEHHsA XuBOTA

= WkipHuit Bucun aBo ceepbix,

= bBins, ceep6ix ago NOYePBOHIHKS B Micyj iHcbysil,

= bBine B pykax a6o Horax,

~ AHania kposi nokasye 6inbw sucokuii PIBEHb NeyiHkoBux hepmenTie abo kpeaTuHcbocthokinasy (KoK).

= [lopywenus KPOBOOBiry (Hanpuknap, nigBuwena KinbKicTs TpombBouuTis Y Kposi, ski moxyrs nocunoearu
TeHAeHLilo no SropTaHHA KpoBi, abo Ginwwy BMCOKi piBHi NeBHUX Tunis 6innx kpoB'sHUX Tineue),

~  SHWXeHHs anerury,

= [lokonoeanug abo oHiMiHHg Pyk a6o Hir, NopyLweHHsn cmaky,

=~ TpeMTiHug,

~  3MiHu cepuesoro PUTMY, Npunnuem kpogj.

~  HeTpaenenns LNyHKa (Aucnencis), 3ananexHs sauka,

= Ceepbnayuii BUCHI Ha wwKipi,

~  bBine abo cnabricrs Y M'A3ax, sananenus M'A3i8 (MioauT), Ginw Y cyrnobax,

— [lpo6nemu 3 HUPKamu,

— 3ananenus i NoApasHeHHs nixau,

~  3aransHuii 6ine abo cnabkicTs, BToma {crounmauicn).

= AHania kpogi nokasye nigeuwenmi piBeHb Liykpy B kposi, CvpoBaTKoBOro KpeaTuHiny, miornoBiy a6o
nakTatgerigporenasy (nAar), tpusanui H4C 3ropTanHs kposi a6o Aucbanac coneii.
Piakichi no6iynj edexTn (MoXyTL BHHUKHYTH Y 1 3 1000 oci6)
= TNoxoBTiHHg WKipK | oyels,
MoaoexeHuii MpoTpomMGiHoBuMit yac,
YNAKOBKA: NopoLuok Ans ik'ekyis ynakosaHuii KapToHHy kopo6iky, wio MICTUTL 1 chnakon.
YMOBHK 3BEPIFAHHS: 36epiratu s XonoAunsHuky (2°C Ao 8°C).
3EEPIFATU B HE#OCTYNHOMY ans NITen MicLy

BupoGhuk: LLPI AHAHZ NAM® CAVHC nTq
Aapeca: Mnor No. 83 A&B, XoHara IHaacr. Apia, XoHara, Benaragi - 591113, (IHOIR).

Bupo6neno gng: Jisenc Biocbapma Mgt nNrp, Tozomun: Nigenc
7, PatHa [Ixori WA Icreiir, Ipna laoray Poya, Ipna Bine-Napne (3axig), Mym6Baii

wwv\r.livealthgfogharma. com
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Indopmanis npo 3acrocyBanns Jdikapcnkoro 3aco0y,
3aTBEP/IKEHa 3TiHO 3 HOPMAaTHBHHMH BHMOIaMH KpaiHu
3assanka/Bupobuuka abo kpainu, pPeryJsiToOpHH# opran

AKOI KEePYEThCH BHCOKHMH CTAHIAPTAMH SKOCTI, 1110

BUINOBIJa10TH CTaHAapTaM, pexkomMenaosanum BOO3,

3aCBiYEHA IIAMKACOM YIIOBHOBAXEHOI ocobH, MO BUCTYMAa€ BiJ iMeHi
3assBHUKA.

3asBHuK: JIIBEJIC BIO®APMA NBT. JIT/
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Daptoliv - Daptomycin for Injection 350 mg
Insert Size: L=100 x H=160 mm
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. = - (approximately 52% of the dose based on microbiologically active concentrations), and 5.7% of the administered dose
D a p‘ﬂ mvc!n fﬂr I nlec“on 350 mg was fecovered from fieces (colieced for up to 9 days) based on total radioactivity.
Special Population;
Renal impairment
DA PTO I_ Iv Following adiristration of a single  mgkg or 6 mghkg iniravenous doss of daplomyecin over a 30-minute period o adul
subjects with various degrees of renal impairment, total dapiomycin clearance (CL) decreased and systemic exposue
P (AUC) increased as renal function decreased.
(Lyophilized) Based on phamacokinetic data and modaling, the daptamycin AUC during the frst day after adminisration of a & mgikg
dose lo adult patients on HD ar CAPD was 2-fald higher than that observed in aduit patients with normal renal function who
COMPOSITION: received the same dose. On Ihe second day afler administration of 3 6 malkg dose to HO and CAPD adult patients the
Each Vial contains: daptomeyin AUC was approximately 1.3-fold higher than that observed after 2 second 6 mg/kg dose in patients with
Daptomyrin (Sterile) ............... 350mg 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.
PHARMACEUTICAL FORM: Powder for Injection Hepatic impairment
e The phamacokinetics of daptomycin is not aliered in subjects with moderate hepatic impairment (Child-Pugh B
THERAPEUTIC INDICATIONS: classification of hepatic impairment) compared with healthy volunteers matched for gender, age and weight following &
Daplomyein is an antibacterial that can stop the growih of certain bacteria. Daptomycinis used in adults and in children and single 4 mg/kg dose. No dosage adjustment is necessary when administering daplomycin in patents with moderate
adolescents (age from 11017 years) to treat infections of the skin and the tissues balow the skin, It is also used in adults to hepatic impairment.
treatinfections in the tissues that line the inside of the heart (including heart valves} which are causad by a bacterium called
Staphyloccocus auneus and to treat infections in the blood caused by the same baclerium when associated with skin or CONTRAINDICATION:
heart infection. Hyp tivity to the active sub or to any of the excipients
Depending on the type of infection(s) that you have, your doclor may also prescribe other antibacterials while you are
receiving treatmentwith Daptomycin DOSAGEAND ADMINISTRATION:
Adults
PHARMACOLOGICAL PROPERTIES: Administer the appropriate volume of the reconstituted daptomycin (concentration of 50 mgimL) to adult patients
Pharmacodynamic Properties intrs Iy either by injacti atwo (2) minute period or by intravenous infusion overa thirty (30) minute pericd
Pharmace peutic group: Ant ials for systemic use, Other antibacterials, ATC code: J01)X09 Dosage in Adults for cS551
Mechanism of action Administer Daplomyein for Injection 4 mg/ky to adult patients intravengushy in 0.9% sodium chigride injection once every
Dapr.nnminisaq-cracipopepﬁdenamtmuduﬂwisamlveagalnsiﬁmm-pom bacteria only. 24 hours for 7 10 14 days.
The mechanism of action invalves binding (in the presenc of calcium ons) to bacteral membranes of both growing and Dosage in Adult Patients with Staphylococcus aureus Bloodstream Infections (Bacteremial, Including Those
stabonary phase cells causing depolarisation and leading to a rapid inhibition of protein, DNA, and RNA synthesis, This with Right-Sided Infective Endocarditis, Caused by Methicillin-Suscaptible and Methicillin-Resistant lsolates
results in bacterial cedl death with negligible cell fysis. Administer Daptomycin for Injection 6 mg/kg to adult patients intravenousy in 0.9% sodium chioride injection ance every
Pharmacodynamics 24 hours for 2 to 6 weeks. There are limited safely data for the use of daptomycin for more than 28 days of therapy. In the
Based on animal models of infiection, the antimicrobial activity of daptomycin appears to correlate with the AUC/MIC (area Phase 3 trial, there were a total of 14 adult patients who wene treated with daplomycin for more than 28 days.
under the ion-time curve/minimum inhibitory concentration) ratio for certain pathogens, including 3. aureus. Dosage in Patients with Renal Impairment
The principal phar kinetic/ph: ynamic p: ter best associated with clinical and microbiological cure has Adult Patients
nat b lucidated in clinical trials with daptomycin, Table 2: Recommended Dosage of D tomycin for Injection in Adult Patients
Pharmacokinetics Properties: s oy in Adufts
Daptomytin pharmacokinetics are generally linear and time-independent al doses of 4 1o 12 mgfkg administered as a Creatinine Clearance Sotage .
singee dally dose by 30-minule infiavenous infusion for up fo 14 days in healthy adut volunicers. Steady-site {CLER) ¢588| . aureus Bloodstream Infections
concentrations are achieved by the third daily dose. Greater fhan or in 30 mUimin 4 once 6 o
Daptomycin administered as a 2-minute intravenous injection also exhibited dase proportional pharmacokinetics in the e an m,m "ﬁg&m
approved therapeutic dose range of 4 to 6 mg/kg. Comparable exposure (ALIC and Gmax) was demonstrated in healthy "
i ; e : e i ; Less than 30 mL/min, including 4 ance every 6 mg/kg once evel
;ﬁ:t;nm following administration of daptomycin as a 30-minute intravenous infusion or as 8 2-minute intravenous falysis and CAPD ""g‘:"?m E‘:;SM_ 0y
: " ; it axent s Sl
enal tucies showed tat daptamycin s notabsorbed o any sign oo 5 + When possibie, admiister Daptomycinfor jectionfollowing the compleion of hemodialysis o hemodislysis days.
The volume of distribution at steady state of daptomycin i healthy adutl subjects was approximately 0.1 kg and was Preparation and Administration of Daptomycin for Injection
independent of dose. Tissue distribution stucies in rats showad that daptomycin appears to only minimally penetrate the Reconstitution of Daptomycin for Infection Vial i 1
blood-brain bamier and the placental barrier following single and mutipls doses, The mlnnems of a Daptomycin for Injection vial should be reconstituled, using aseptic technigue, to 50 mg per mL as
Dapto is reversibly bound to human plasma proteins in @ concentration independent manner. In healthy aduft m’"“: o ; : s " " ?
mmnleemrs}m aduft p:?m reated with daptomycin, protein binding averaged aoo:f 90% including subjects with renal 1. To minimize foaming, AVOID vigorous agitatian or shaking of the vial during or after reconsiitution. _
impairment, ;;;em the polypropylene fip-off cap from the daptomycin for injection vial to expose the central portion of the rubber
per.
I':?ﬁ?,"rl,"';’ﬂ,m daplomyeinwas not metabolized by human liver micrasomes 3. Wige the top of the Tubber stogper with an alconol swab or other antiseptic solution and allow to dry. After cleaning, do
In 5 healty adults afler infusion of radiolabeled 14G-aptomycin, the plasma total radioactvity was similar fo the fotiouch the rubber siopper or allowi o touch any other surface. :
P ion datermined by micrabiojogical assay. Inactive metabolites wers detected in urine, as determined by the }._Sl(mlyti_‘ansfe_r ?_ml.ufu.?% sodium chloride injection through 1hlecen_’nemilhe rubber stopper into Medappomycm for
difference between total radicactr ons and microbiologically active conceniratians. In a segarate sludy, na injection vial, pointing the transfer needle toward the wall o the vial. It is recommended that a beveled sterile transfer
metabolites were observed in plasma on Day 1 folk g the administration of daplomycin at 6 mglkg to adult subjects. needie that is 21 gauge or smaller in diameter, or a needieless device is used, painfing the transfier needle toward the wall
Minaramaunts of three oxidative metabalites and one unidentified compaund were detected in urne. of thevial, R ) ) _
Elimination 5. Ensure that all of the daptomycin for injection powder is wetted by gently ratating the vial, 1. Allow the wetted product o

Daptomycin is excreted primarily by the kidneys. In a mass balance study of § heaithy adult subjects using radiolabeled Standundlishurbed k10 fhlnes, | : "
daplomycin, approximalely 78% of the administersd dose was recovered from urine based on total radioactivity 2 Gernfyrcralen«s\mﬂmewalmnaenrslmafewmmnas.as needed, to obtain a completely reconstituted solution.
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_ QPUTIHANOM
Daptoliv - Daptomycin for Injection 350 mg

Insert Size: L=100 x H=160 mm

__

Administration Instructions respect lo fertility.
Parenteral drug products should be inspected visually for particutate matter prior to administration.
Slowly remave reconstiluded liquid (50 mg dapiomycin/mL) from the vial using a beveled sterile needle that is 21 gauge or SIDEEFFECTS:
smallerin diameter. Administer as an intravenousinjection or infusion as described below: The most serious side effects are described below:
Adults Verymserinmsideeﬁeds[mayaﬂeduplu1i110,000pauple]
Intr Injecti apariod of 2 minutes Ahypersensitivity reaction (serious allergic reaction including anaphylaxis, angioedema, drug rash with eosinophilia and
+ Forintravencus (IV) injection over a period of 2 minutesin adult patients only: Admirister the appropriate volume of the systemic symptoms (DRESS) has been reported, in some cases during administration of Daptomycin. This serious
reconstituted daptomytin for injection {concentration of 50 mg/mL ). allergic reaction needs immediate medical atiention, Tell your doctor of nurse straight away if you experience any of the
Intravenous Infusion over aperiod of 30 minutes Tollowing symptoms:
+ Forintravenous (V) infusion over a period of 30 mi adult patients: The appropriate volume ofthe reconstituted -Chestpain or tightness,
daptomycin for injection [mmenkathnmsnmg'musmm:fbamrdmu.us&ngasepli:techniqm.hhasu mLIV -Rashwith blistering, i fiecting the mouth and ganitals, - Sweliing around throat, - Rapid orweak pulse,
i ing, - Fever, - Shivering or rembling, - Hot flushes, - Dizziness, - Fainting, - Metallic taste.

infusion bag containing 0.9% sodium chioride injection. v
Tell your doctor straight away If you experence unexplained muscle pain, lendermess, or weakness. In very rate cases,

WARNINGS AND PRECAUTIONS: muscle problems can be serious, including muscle breakdown, which can resultin kidney damage,
Tsikluwwdochrornuuebemwuaregiuenl}antomycin Serious side eflects wilh frequency not known
-|f!ﬂ°Uhm,orhavepm\rims!vhdti!myurablem.\‘mruocbrmaymsdmmengelhedcsenfﬂammmm, Arare but petentially senous lung disonder calied eosinaphilic p iahas been reported in patients given Daptomycin,
-Occasionally, patients receiving Daptomycin may develop tender or aching muscles o muscie weakness. Ifthis happens mastly after more than 2 weeks of treatment. The symptoms can include difficulty breathing, new or worsening cough, or
tell your doctor. new ar worsening fever. If you experience these symptoms, tel your

Your doctor will make sure you have a biood lest and will advise whether or not to continue with Daptomycin, The doctoror nurse straight away.
symptams generally go away within a few days of stopping Daptomycin. Common side effects (mayaffzctup to 1in 10 people)

- Ifyou are very overweight. There is a possibility that your bl Is of Daptomycin could be higher than those found in -Fungal infections such as thrush, - Urinary tract infection,

persons of average weight and you may need careful monitaring fside effects. -Di d number ofred blood ceils (; ia), - Dizziness, anxiety, difficuty in sleeping,
-I‘fanyoflhesupp&eslﬂm.leﬂwdocwurnwsebehmynuareginnoapmmydm. - Headache, - Fever, weakness (asthenia), - High or low blood p - Constipation, abd | pain,

Tell yourdoctor siraight away if you develop any of the fallowing symptoms: -Diarrhoea, feeling sick (nauses) or being sick (vomiting}), - Fl ,~Abdominal swelling or bloating,
- Serious, acuterallergic reactions have been observed in patients freated with nearly allantibacterial agents, including - Skin rash o itching, - Pain, itchiness or redness at the site ofinfusion, - Pain in arms orlegs,

Daptomycin. -Blood testing showing higher levels of liverenzymes or creatine phosphokinase (CPK).

Tell a doctor or a nurse siraight away if you experience symploms suggestive of allergic reaction, such as wheezing, Uncomman side effects (may afiectupio 1 in 100 peaple)
difficuity beeathing, swelling of the face, neck and throat, rashes andhives, fever, -Blood disorders (e.g. increased number of small blood pariicles called platelets, which may th y for
-Any unusual tingling or numbiness of the hands or feet, loss offesling or difficulties with movements. Ifthis happens, fell biood clotting, or higher levels of certain types af while blood calis), - Decreasad appetite,

your doctor who will decide whether you should continue the treatmeant. = Tingling or numbness of the hands or feet, taste disturbance, -Trembling,
- Diarhoea, especially if you nofice blood or mucus, or if diarrhoea becomes severe or persistent -Changes in heart hythm, lushes, - i digestion (dyspepsia), inf fthe tongue,

- New or worsening faver, cough or difficulty breathing, These may be signs of a rare but serious lung disorder called ~Mehy rash of skin, - Muscle pain orweakness, inflammation of the muscles (myositis), joint pain,

eosinaphilic pneumonia. Your doctor will check the condiion of your lungs and decide whather cr not you should continue -Kidney problems, - Inflammation and irtation of the vagina,

Daptomycin treaiment. -General pain orweakness, firedness (fatigue),

Daptomyein may interiere with laboratory tests that measure how wel your biood is clofting. The results can suggest poor -Blood testshowing increased levels of blood sugar, serum creatinine, myoglobin, or lactate dehydrogenase (LDH),
biood 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 infiorm your doctor that you are on freatment with Daptomycin. Rare side effects (may aflect up lo 1in 1,000 peopie)

Your doctor will parform blood tests to monitor the heatth of your muscles both before you start treatment and frequantly = Yellowing of the skin and eyes, -Prothrombin ime prolonged.

during treatment with Daptomycin.

Use in elderly: People over the age of 65 can be given the same dose as ather adulls, provided their kidneys are working PACKING: Powder for Injection is packed in carton containg 1 vial,
well,

Other medicines and Daplomycin STORAGE: Store in a refrigarator [2°C and 8°C),

Tell your doclor or nurse if you are taking, have recently taken ormight take any other medicines

Ités particularly important that you mention the following: KEEP OUTOF REACH OF CHILDREN

- Medicines called statins or fibrates (o lower cholesteral) arciclosporin. Itis possible that the risk of side effects affacting
the muscles may be higher when any of these medicines Is takan during treatment with Daptomycin. Your doctormay
decide notto give you Daptomycin or to stop the other medicine for a while.

~Pain kiling medicines called non-steroidal ant-infammatory drugs (NSAIDs) or COX-2 inhibitors (6.g. elecaxib), These Manufactured by;
could interfare with the effects of Daptomycin In the kidney. SHREE ANAND LIFE SCIENCES LTD.
- Oral anti-coaguiants {e.. warfarin), which are medicines that prevent bisod from cloting. Plot No. 63 A&B, Honaga Indst. Area, Honaga,

FERTILITY, PREGNANCY AND LACTATION: Belagavi - 581113, (INDIA).

Pregnancy Poneangmn
No clinical data on pregnancies are available for daptomycin. Animal studies da not indicate direct or indirect harmful Livealth
effects with respect to pregnancy, embryonal'foetal development, parturition or postnatal development. BioPharma Pyt. Ltd,
Dapwmmsmwnotheusadmmpmgnamvunlessdeanyneoesm. Manufactured for:
Breast-feeding iy ) L ’ Livealth Biopharma Put. Ltd.
In a singke human case study, daptomycin was intravenously administered daily fior 28 days to a nursing mother at a dose 77, Ratna Jyoti Ind Estate, Ira
of 500 mg/day, and samples of the patient's breast milk were collected over a 24- hour period on day 27. The highest Ga;:l.han road, Irta Vile Paﬁe (West
measured concentration of daptomycin in the breast milk was 0.045 meg/ml, which is 3 low concentration. Therafare, until Mumbai dUIiﬂSE Maharashtra INIDI&
S R el : g i , INDIA,
Eﬁi;‘"‘am”m' ] be discontinue Daptomycin is administered to nursing women. www livealthbiont i

Mo clinical data on fertlity are available for daplomycin, Animal sludies do notindicate direct o indirect harmful effects with
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