\ No
. SBINRY ém vao d6, warfarin khong anh hudng dén cac thong so dugc ddng hoc
igecYlin. Tuy nhién, nén theo dai thai gian prothrombin hodc cac xét nghiém
g \, hich hop khéc khi dung dong thdi tigecyclin va warfarin. Cac nghién

_—hoa -,: enzyme nay. Hon nfa, do tlgecyclm khong phal [a chét bi chuyen héa
*__gahh nén do thanh thai clia tigecydlin khong bi anh hudng bdi cac thudc tc ché
hay ¢@m ting hoat tinh ctia cdc CYP450 nay. Sudung ddng thai vdi cc thudc tranh
thai duung udng c6 thé lam giam tac dung clia cac thudc trénh thai. Anh huong
dén két qua xét ngh/em va cdc xét nghiém chdn dodn khdc: Khong c6 thong bdo vé
tuong tac gidla thudc va két qua xét nghiém. SUDUNG CHO PHU NG’ CO THAI VA
THOT KY CHO CON BU: Phu ni? c6 thai: Phu nif ¢ thai khi dung tlgecyclln 6 thé
gay hai cho thai nhi. Khong €6 cac nghién ctu thich hgp va dugc kiém sodt tot vé
tigecyclin trén phu nit mang thai. Chinén dung tigecyclin trong thai ky mang thai
néu hiéu qua mang lai 16n han nguy ca gay hai cho thai nhi. Tigecyclin chua dugc
hlen c(u dé st dung trong thai gian chuyén da va sinh. Thmky(ho con bu: Gac
‘ nghlen ctiu trén dong vat cho thay tigecyclin dugc bai tiét dé dang qua sita
0t cdng cho con b. Chua rd trén ngudi thudc co bai tiét qua sita me hay
. Do nhiéu thudc 6 kha nang bai tiét qua sifa me, nén can than trong khi stt
vinghﬂ cydin cho phu n cho con bii. ANH HUGNG TREN KHA NANG LAT XE VA
VAN HANH MAY MOC: Tigecydlin c6 thé gay chong mat, diéu nay c6 thé gay anh
n kha nang ldi xe va/ hoac van hanh may méc. TAC DUNG KHONG
UGN: Tan susit cia cic phan ting phu dugc trinh bay theo hethong phan
an sudt CIOMS: Rat thudng §ap: >10%; Thutng gap: =1% va <10%; [t gap:
> 0,1% va <1%; Hiém gap: > 0,01% va <0,1%; Rat hiém gap: < 0,01%. Cac
phén iing phu dudi day da dugc bao cao ¢ bénh nhan sit dung tigecyclin:

| Hécoquan I | Phdn iing khong mong mudn l
Thuong gap | Kéo dai thai gian hoat hoa bin phan phitc hop ?

thrompoblastm (aPTT), kéo dai thai gian prothrombin (PT)
ltgép Tangchl 6 INR, giam tiéu cau
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- Tansuat khang xdc dinh Phdn ttng soc phan vé

Thuong gdp | Bilirubin mdu, tang uré méu (BUN), ha protein
mau, ha dutng huyét

Thuung gdp | Chong mat E
Thung gap Viém tinh mach '
| ltgip | Viém téc tinh mach

Thung gdp | Viém phoi

| Ratthudng gap Budn non, non, tiéu chay
Thuing gap Chdn dn, dau bung, kho tiéu
|t gip Viém tuy cdp

Thuting gép Tang aspartate aminotransferase (AST) va
‘ alanine aminotransferase (ALT) huyét thanh *

* lidocain HCl, kali clorid, ranitidin HCI, va theophyllin. Cac thudc dudi

Tai Liéu Théng Tin Cho Cdn B6 Y Té

Itgép Vang d%ﬁﬂ 4 DJ\
Tan suét khong xéc dinh | Tt/ An PHbNG\ \
Al

*(ac bat thutng vé AST va ALT trén bénh fihan udunﬁﬁ&ﬁ\ J%
sau diéu tri han so véi nhém diing thudc Wkeh\ pypl'(ét’tl\ﬂh\i
| thuéing gap trong gia doan iéuti " HA NOI

Thitong gép Ngda, ban d

Tan sudt khong xdc dinh

' Phin {ing da néng, bao gom ca hdi chiing Stevens-Johnson

Thuong gdp | Dau dau, cham lanh vét thuong

Itgip I Viém tai ch tiém, dau tai chd tiém, phan ing tai chd tiém,
| phi tai noi tiém, viém tinh machai noi tiém

Thutng gap | Tang amylase huyét thanh

Cactac dung phu thudng gap nhat trén bénh nhan diéu tri bang tigecyclin la budn
non 26,4 % (nhe 16,9 %; trung binh 8,1 %; nang 1,3 %) va ndn 18,1 % (nhe 11,0
%; trung binh 6,1 %; ndng 1,0 %). Nhin chung, budn ndn va ndn thung xuat hién
sém (ngay thit 1-2). Ngting dung tigecyclin thugng lién quan nhiéu nhat dén budn
non (1,1 %) va ndn (1,1 %). Trong mot phan tich gop tat ca 13 thit nghiém lam
sang pha 3 va 4, bao gém ca nhém dai chting, ty Ié t& vong trén nhém bénh nhan
dung tigecyclin la 4% (150/3788) va trén nhom bénh nhan dung thudc ddi chiing
la 3% (110/3646) su khéc biét vé nquy co ti vong do moi nguyeén nhan la 0,9 %
(khoang tin cdy 95% : tir 0,1% dén 1,8%). QUA LIEU: Chua ¢6 céc th
biét vé diéu tri qua liéu tigecydlin. Truyen tinh mach tigecyclin liéu d
trong 60 phit trén nguoi tinh nguyén khée manh lam tang nquy ¢ budn won va
ndn. Thdm phan méu khong loai trir dugc luang dang ké tigecyclin. TU
(Cac dung dich truyén tinh mach tuong hop bao gom natri clorid tiém 0,9%,
Dextrose tiém 5 %, USP. Tlgecyclln tuang hap khi diing cling dutng véi cdc thudc
dudi day hodc cac chat pha loang: dobutamin, dopamin HCI, Ringer Lactat,
khong nén
dung dong thai cung dudng truyén vdi tigecyclin : amphotericin B, chlorpromazm

methylprednlsolon vavoriconazol. HAN DUNG: 24 thng. BAO QUAN Bdo quan &
nhiét do khdng qué 30°C, nai kho rdo, thoang mét. BONG GOI: Hop 10 lo. THAN
TRONG DAC BIET KHI DUNG VA CAC XU' LY KHAC: Bot dong khd nén dugc hoa
tan trd lai vdi 5, 3mL natri clorid pha tiém 0,9 %, USP, hoac dextrose 5% pha tiém,

USP dé dat duoc ndng do 10mg/mL tlgecyclln Lac nhe lo cho dén khi thudc tan
hoan toan. Sau d6, 5mlL dung dich thudc vira pha dugc rit ngay ra khéi lo va thém
vao 100mL tdi dich truyén. Dai véi liéu 100 mg, st dung 2 lo pha vao 100mL tii
dich truyén (cht y: lo chda 6 % lugng du. Do d6 5mL dung dich pha lodng tuong
{ing véi 50mg thudc). Dung dich sau khi pha c6 mau vang dén vang cam, néu
khong dung dich nén dugc loai bé. Cac ché phdm thudc tiém nén duoc kiém tra
béng mat thutng su ¢6 mat clia céc tiéu phan la va sy doi mau (vi du sang xanh Ia
cay hoac den) trudc khi stt dung. Sau khi pha, tigecyclin ¢6 thé dugc bdo quan trong
lo & nhiét do phong (khdng qua 25°C) trong vong 6 gic. Néu nhiét do bado quan Ién
han 25°C sau khi pha, tigecyclin can dugc dung ngay lap tic. Nhu la mot lua chon
khéc, tlgecyclln da pha vdiNatri Clorid tiém 0,9%, USP hodc Dextrose tiém 5%, USP
€6 thé dugc bao quan lanh ¢ nhiét @ 2°C dén 8oC trong 48 gid tinh tif ngay sau khi
do dung dich da pha vao tiii dich truyén. Tigecydlin cd thé dung duang tinh mach
qua mot dudng riéng hodc qua chac ba (Y-site). Néu diing cing mot duong truyén
tinh mach véi mét s6 thudc, duong truyén nén dugc ria trudc va sau khi truyén
tigecyclin bang natri clorid tiém truyen 0,9%, USP hodc dextrose tiém truyen 5%,
USP. Nén st dung dung dich truyén tuang hgp véi tlgecyclln va bét c thudc nao
khéc dung ciing dutng. TIEU CHUAN: Nha san xuit. NHA SAN XUAT: Wyeth
Lederle S.r.l. Via Franco Gorgone Z.1., 95100 Catania (CT), Italy. ® Nhan hiéu da

dang ky.
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