tigecycline IV

TEN SAN PHAM: TYGACL

THANH PHAN:Tigecydin ding duéng tém duti dang iéu don, SmL lo thiytinhtyp 1 chéa50mg dtdong kh detienr
CHIE: Bt ddng kh v khudn pha dung dich tém truyén tinh mach. CHIDINH: Tigecydin duoc chidinh dé diéu ti it i
ayrabdi cécching i khuan nhay cim dbénh nhan 18 tui s én (hidung chocictniéng hop bénh nhén ndng VA dasd b angcharo | 1!
rang hoacknd néng cao  gay ra b i chiing vikhudn nhay cim): Gcnhiém khudn dava cdu tricda c6 bién ching .\‘ Fscherichia
col, Enterococcus faecalis (i ching nhay m v vancomycin), Staphylococcus aureus (bao gom céc chiing nhay cim vd i 43
Kning methycilin), Streptococcus agalactiae, Streptococcus anginosus . (bao gom . anginosus, . intermedius, va S. consteliatus),
Streptococcus pyogenes, Enterobacter doacae, Klebsilla pneumoniae, va Bacteroides fragil. Gic nhigm khudn & bung ¢ bién ching: gay '
ra b Cirobacter freundi, Enterobacter oacae, Escherchia ol Kebsielaaxytoca, Klebsiella preumonice, Enterococcus fecals (céc ching
rhay m véi vancomycin), Staphylococcus auress (bao g6m cic chiing nhay Gim va @ ic chling da khang methycllin), Streptocaccus
anginosus grp. (bao gom S, anginosus, S. intermedius, va . constellatus), Bacteroides fagils, Bacterodes thetaiotaomicrn, Bacteroides
uniformis Bacterides vulgatus, ostridium perfringens, va Peptostreptococcus mios. Gidi han chi dinh: Tigecydin khong diigc ch inh cho
trung hgp nhiém Khudn ban chan trong déi théo dutng, cho viém phi midc phaita bénh vién hodc viém phdi ién quan dén thi my.
Tigecydin chi nén dugc ding dé diéu tr éc trutng hap nhiém khuéin khi da co bang chiing 6 ang hodc khd nang cao a gy bdi cic ching
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Bilirubin mau, tang uré méau (BUN), ha protein
mau, ha dudng huyét

vikhuén nhay cim. Tigecydin ¢ thé dugc ding nhu don tréu theo kinh ghiém tnidc khi 6 két qua clia cxétnghiém nay. liéuding | Thuong gdp Viém tinh mach
va phuong phép sitdung: idu ban déu i tigecydinla 100mg sau o afcich 12, ding Somg. Nén truyéntinh mach tigeydintrong | ftgap Viém tac tinh mach

2

vong 30 dén 60 phiitcich 12 i matén. Thiigian diutritrong nhiém khun da va G tricda cdbién ching hodc nhiém khudn 6 bung 6

biénching a5 dén 14ngay va iy thudcvao mdc d0 nang nhe,viti hiém khudn va tién trién 3m sang vavi sinh cCa bénh nhan. Suy than:

Thuting gap Viém phdi
Khong cin hiéu chinh fiéutrén bénh nhdn suy than hodc bénh nhn dang tham phan mau. Sty gan: Khéng can hiéu chinh liéu trén bénh
nhén sty gan nhe dén trung binh (Chid Pugh A va Child Pugh B, Trén bénhnhn suy gan nang (Child Pugh C),iéu cia tigecycin nén dutdc r % TR
i dé 10 tthen cicih 12 ing 5mg Cnthin rongvtheod i ing it bty g rdng. T R tiiig v Bt 0n ACRACH Al
Chuac gy d iéuvé ddan toan va i qua s dung cho bnh v i 18w, Do 86 kang Khuyén cio st dung cho bénh nhén Thidting gdp Chin an, df" bung, kho tiéu
dui 18 tuGi, Nqui gi: Khing & sy khdcbigt ting thé vé 0 antoan va idu qua trén cic i tuong nay s i nhiing bénh nhdn tré hon, itgdp Viém tuy cap
nhung Khong loa it mic 43 nhay cim hon v Gic tac dung phu trén mot so bénh nhan cao tudi. Khong cin hiu chinh liéu khi st dung
thudc cho ngubi o tud, Ching tic v giitinh: Khong cin thié hiéu chinh liéu trén co's6 ching ticva giditinh. Buéng ding: Tuyéntinh | Thudng gap Tang aspartate aminotransferase (AST) va
mach,CHONG CHIDINH: Khong i dung chobénh han i imviigecyin. Khngding igecyin € it hiém Khudnébanchan | alanine aminotransferase (ALT) huyét thanh
dotid g (F). CRNH BAO VA THAN TRONG DAC BIET K If DUNG: Ty étif vong do cicnguyén nhén khdcnhau: (6 sy g itgap Vang da
tangtj 1 tirvong do moi nguyén nhan so v hém i ching. Nguyén nhan cia s téng [énnay van chua duoc xécdinh.Tigecydinchinén | Tan sudt khong xac dinh | Tac mat gan
dgesidung trong cic uong hap ki khong diéu phiép thay the. Ty & titvong dao ddng vatylé dhia Khoi thip hon trong Viém - ["Cac bt thuong vé AST v ALT trén bénh nhan sif dung tigecyclin thiéng gap dgiai
phéimécphditai bénh vién. S3cphan vé/ phan iing dang phn vé da dugc bdo cdoviihdu hétcicthusc khng Khun,bao gom @ | doan sau diéu tri hon so vGi nhom dung thusc dgi chiing, v6i cac thud nay cdc bét
tigecycin,va 6 thé de doa tinh mang. Thén trong khi dng tigecycin cho bénh nhdn mén cim vai cic khang sinh nhom tetracydin.Anh | thuing thuing gap trong giai doan diéu tri

huéng trén gan: Téng téng ndng da biirubin, tang tha gian prothrombin v transaminase da digc hén thay & bénh nhan diéutribing

tigecydin, Cictrutng hopriéng ébénh nhén c6iloan chicnang gandang Kévasuy gan cing da dugc ghinhantrénbénhnhdndudcdién | hygng gip Ngua, ban d6

tribngtigecydin, B&nh nhdn co két qué étnghiém chiicnang gan bt thubng nén ductheo ditim bing hiing ciaviéc giam chicndng
qanva dinh a i ch/nguy co ci viectiéptucdiu i v tigecydin.Cac técdung khng mong mugn 6 thé xay asau khi dangiing thudc.
iém tuy: B2 it hien cictrudng hop viém tuy cip, 6 the dan dén tirvong, & fén quan dén viéc ding tigecydin dé diéutr. Chén dodn
viem tuy cip én digcxem xét trén écbénh nhén ding igecydincd cctriéu chiing, dau higu trénfam sang hodc c cickét qud xét nghiém
bat thudng g dén viem tuy . Cac rieu ching cliabénh nhan thong dugc Githin saukhi ngiing diing tigecydin, Nén xem xétngting
diéu i bang tigecyintrong cc truéing hop nghingi 6 viem tuy tién trién, Phattrién réng: St dung tigecydin trong thai ky phit
trién rang (niia sau clia thai ky, tré 5o sinh va tré em dudi 8 tudi) ¢ thé gay ddi mau rang vinh vién (vang xdm - ndu).
Tigecydin khang nén dug ding trong thisy phat rién ang trrkhi éc thudckhacnhiéu kha nang sékhong ¢ hiéu qua hoacdéu ¢ ching
chidinh. Viém dai trang gid mac: Dugc bdo cdo gannhuvitdt A éc thudckhang sinh va co thé dao dong tirmiic g nhe dén e doa tinh
mang. Nhing bénh nhén b ddu hidu téu chéy sau i ding bat i khéng sinh nao cing cin dugcxem xét chan dodn bénh nay. Tiéu chdy
lién quan dén Clostridium diffcle: Gostridium dificleassocated diarhea—(DAD) da dugchio cdo khisitdung hdu hét cicthudckhang
sinh, bao gdm tigecydin, va donghiém trong 6 théfiriéu chéy nhe dénviém rugt két din dén tirvong, Bénh nhan thiing rudt: Cinthén g
trong khi ifdung don il tigecycin cho cic bénh nhan ¢ nhiém khudn 6 bung ¢ bié ching (dAI)thit phét sau thilng rudt trén lam
sang, Cactacdgng cianhém Tetracydin: Tigecydin cd dutrictuong tycéckhangsinhnhom tetracydinva o thé cd céctacdung khng
mong mudntuong ty. Gctdc dung khang mong mudn ¢ thé bao gém : nhay cim i &nh sdng, g unéo, tc dung ching ddng héa (diéu
nay dan déh am tang uré mdu (BUN), tang nitg ma, nfiém toan chuyén hda va ting phosphat mdu). BGi mhiém: Cing nhu cic thudc
Khang sinh khdc,co thé lam tang sinh mt 6 ching isinh vét khong nhay cém, bao gom cé ném. Bénh nhén cin duo theo ddi hdt ché
trong qus tinh did . Néu st ién boinhiém, phé ding cic bién phap thich hop. S phat rién ciia cic chiing vi khudn khdng
thudc: K& dontigecydin khikhong cd bang chiing hodc kha néing cao la & nhiém khuan sé khong c6 1gi cho bénh nhan va lam tang nguy co
phéttrién cc ching i khudin Knéng thudc TUONG TACVEN CAC THUGC KHACVA CAC DANG TUONG TAC KHAC: khang cén diéu chinh
ljéu khi dung tigecydin cing i digoxin Tigecycinkhong lam thay 6i déng kétac dung ciiawarfain trén hi s INR. Thém vao 46, warfarin
Knong anh huing dén cicthong sd dugc dgng hoc clatigecydin.Tuy nhién, nén theo d0ithaf gian prothrombin hodc céc xét nghiém dong
méuthich hop kndckhi ding déng thé tigecycinva warfarin. Gic nghién aluin vitro trén microsom gan nqudi chothdy tigecydin khong tc
ché chuyé hda thudc qua trung gian s cytochrom CYPAS0 sau - 1A2, 268, 269, 2019, 206 va 3A4. Do d6,tigecydin khng lam thay ddi

Tan sudt khong xacdinh | Phn tng da néng, bao gdm ca i (ing Stevens-Johnson

Thudng gap Dau ddu, cham lanh vét thuong=s:.

ftgap Viém tai chd tiém, dau tai chd tié _‘@hén (ingitai chd tiém,
phil tai noi tiém, viém tinh mach tal

Thutng gap Tang amylase huyét thanh

Cactécdung phuthiing gap nhdt trén bénh nhan i tribang tigecydim fa 26,4% (nhe 16,9%;
tmngb‘mhsﬂ%;néng1,3%)v§n6n18,1%(nheH,O%;trungb‘mh'ﬁ opndfig 1,0%). Nhin chung, budn
i v non thubng xudthién scm (ngaythit1-2). Ngting diing tigecycin thuéng lién quan nhiéu nhdt dén

budnnon (1,1 %) va ndn (1,1 %). Trong mt phan tich g0p tt é 131
g6 canhém ddi ching, ty 1&tivong trénnhém bénhnhan diing tigecydinla4% (150/3788) vatrénnhom
bénh nfhn diing thudc ddichiing 1a 3% (110/3646), s khcbiét vénguy cotitvong domoinguyén nhana
0,9% (khoang tin iy 95%: tf0,1% dén1,8%). TUONG KY: Cicdung ich truyéntinh mach tuong hgp bao
q6m natr dorid tém 0,9%, USP va Dextrose tiém 5%, USP.Tigecydin tuang hop khi diing cling dung véi
cicthudcduti day hodccicchét phaloang: dobutamin, dopamin HC, Ringer Lactat lidocain HCl, kali dorid,
ranitidin HC, va theophyllin, Cac thudc dudiday khong nén dung déng thés cing duing truyénvditigecydin
- amphotrin B, hlorpromazin, methyprednisoon va voriconazol. HAN DUNG: 24 thég, BAO QUAN:
Bdo quan & nhiét dd khong qua 30°C, noi knd rdo, thoéing mat. DONG GOI: Hop 10 lo. THAN TRONG DAC
BIET KHIDUNGVACACXU LY KHAC: B3t ding Kho nén duochia tan trglaivei 5,3 mlL natriclorid pha tiém
0.9%, USP,hosicdextrose 5% pha tém, USP dé dat dugc nong do 10mg/mL tigecyin. Licnhelo cho dén
Khithusictan hoan toan, Sau 6, mL dung dich thudc vita pha dugcrit gay ra kndil va thém vao 100mL

chuyén héa cla cicthudcdugc chuyén ha b cicenzyme nay. Hon niia, dotigecydin khong phaila chétbi chuyén héamanh nén do thanh o d!fh truyen.f)m_vo'i fieu 190mg, sudu)ng 2‘,9 phavao 1q0mLtu1d]ch i (fhu ) |,° d.m 6 %Iugngﬁu.
thai ctatigecycin hong i anh hutng bt cicthudedechéhay cam ing hoattinh cla cacCYP450nay. Sirdung dingthiivéi icthudc ranh Dodf S,mL df'"g dic pha IoaA"g g qng,vm’SOmﬁ thfm' Dgng .d!d‘ 2 - pha chmau ving dén vang
g uing  thlam g dung cacthuc o, A g dén K qu et g 4 vt e i dun i camnéutingdun ichnén gl Gechéph hucén nén Akt bing it g
hing i thong o tong g thufcd e qu st g, S DUNG CHO PHU ND COTHAIVATHONKY HO CON B0: Phuni scmatlacicié phinvasydfimau i dusananh o) i g Sau it
6 thai:Phun ctha i ding tigecyinc th g3y ha cho thai nhi. Khdng o écnghién i thichhop vaduoc fiém soat tot vétigecyclin tigeeydincd the dugc ‘5’50 quin rong o 6 nhi diphong (khong qua 25 () trong ving 6 gt Néu ohietd
tén phy i mang thi. Chi nén dung tigecycin trong th K mang thai néu hiu qua mang a Idn han nguy < iy hai cho thai nhi. bio quén dn hon 25°C sau i pha, tigecydin cin dugc ding ngay ap-ic N mit i chon kv
Tigecydinchua dugcghién cu s dung trong thiigan chuyén davasinh. Thaiky choconbi: Gckét qua nghién i trén ding at cho tigeeydin ?é phanei NatiCorid tém 0,5%, USP hodcDextrosetiém 5%, USP < thé e bdo quénlah &
thd tigecycin g baitét dé dang qua i chut Gng cho con b Cha 10 tén ngues thudcco baitiét gua stamehay khang, Donhiéu ohitd 2° 6 8Ctrong 48 g i ngaysau i dung dich da pha ot ich . Tigeyin 6

thucco kv nng bai tét qua sta me, nén cin than rong khi st dung tigecydin cho phu ni cho con bu.

NH HUGNG TREN KHA NANG thé diing duting tinh mach qua mdt didg riéng hodc qua chac ba (Y-site). Néu ding ling mt dudng
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thutng gap: 10%;Thudng gap: > 1% va <10% ga: >0,19%va <19%;Hiém g3p: > 0.01%1a <0,1%;Réhiém g3p: < 001% vitigecycin va it i huc nao K ding cing dung TIEU CHUAN:nha sin it NHA SAN XUAT:

Cacphan ing phu dui day da dugcbdo cdo dbénh nhansidung tigecydin:

Wyeth Lederle .. Via Franco GorgoneZ.1, 95100 Catania-CT) Italy. ® Nhan higu da déng kj.

hitnghiém lam sang pha3 va4, bao -




