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tigecycline IV

' Khang sinh truyén tinh mach cho bénh nhan nhiém khuan n

NHIEM KHUAN DA VA CAU TRUC DA €O BIEN CHUNG
NHIEM KHUAN G BUNG €O BIEN CHUNG
VIEM PHOI MAC PHAI CONG DONG

ligu théng tin thudc cda Cyc QLD-BYT: so0x/xx/QLD-TT, ngay... thang ... ndm ...

ng tin chi tiét san pham xin xem tir trang 2 dén trang 19

Tai liéu théng tin cho can bd y t

Tygacil® (tigecyclin)

® Thanh phan:
— Hoat chat: 50 mg tigecyclin
— Té dugc: 100 mg lactose monohydrat; pH dugc diéu chinh bing acid
hydrocloric, va natri hydroxyd néu can.

® Khang sinh glycylcyclin

| @ Bot dong khd vd khuan pha dung dich truyén tinh mach.
e Hp 1010

® Truyén tinh mach

® Thuéc nay chi dung theo don cla bac si
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Tai ligu théng tin cho can bo y té
om, wrc ché

Tigecyclin gan vao ti€u phan 30S cua ribos
tong hop protein vi khuan

® Khong thay c6 khang chéogitta | B
tigecyclin va cac khang sinh khac

® Khong thdy cé tac dung d6i khang | i ; 2 ;
giira tigecyclin va cac khang sinh | Tigecyclin khong bi
oy, | anh hudng béi

] Tigecyt.:Ijn Ié. khéng.sinh k::m khudn | 2 co' ché de kha’mg

® Tuy nhién, tigecyclin cé tac dung i o .
diét khudn trén: | chinh cda tetracyclin:
— Neisseria gonorrhoeae, | S £
— Streptococcus pneumoniae, BAO VE RIBOSOM
— Haemophilus influenzae, R BOM T6NG THU6C
— Legionella pneumophila ‘

Thong tin ké toa TYGACIL® d3 duoc BYT phé duyét ngay 20/02/2017
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Tai li¢u théng tin cho can bd y t
Tigecyclin thé hién hoat tinh in-vitro va in-vivo trén nhiéu
loai vi khuan khac nhau
® Hiéu khi Gram (+):
— E. faecalis (k& ca khang vancomycin), E. faecium (ké ci khdng vancomycin),
— S. aureus (k& ca khang methicillin), S. epidermidis (ké ca khang methicillin)
| — 5. pneumoniae (k& ca khang penicillin), S. pyogenes, S. agalactiae
® Hiéu khi Gram (-):
— Escherichia coli (bao gdbm cac chling sinh beta-lactamase phd rong);
— Klebsiella pneumoniae (bao gdm cac chlng sinh beta-lactamase phd rng,
céc ching sinh AmpC);
— Acinetobacter calcoaceticus/baumannii complex;
— Haemophilus influenzae, Legionella pneumophila
® Ky khi:
Bacteroides fragilis, Clostridium difficile
® Vi khudn khéng dién hinh:
Chlamydia pneumoniae, Mycoplasma pneumoniae, Mycobacterium abscessus
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Tai liéu thong tin cho can bd y t

| Tigecyclin — Truyén tinh mach trong vong 30 dén 60 phut

Bang 14. Cic thong sd duge déng hoc trung binh (CV%) cuia tigecyclin

Liéu don ba lieu®
100 mg 50 mg ql2h
Coa (ug/mL)’ 1.45 (22%) 0.87 (27%)
Coren (ng/mL)’ 0,90 (30%) 0.63 (15%)
. AUC (pg-h/mL) 5,19 (36%) .
| AUCpas - 4,70 (36%)
(pg-h/mL)
 Coin (ng/mL) - 0,13 (59%)
B t.(h) 27,1 (53%) 42,4 (83%)
= CL(L/h) 21.8 (40%) 23,8 (33%)
CL, (mL/min) 38,0 (82%) 51,0 (58%)
Vi (L) 568 (43%) 639 (48%)

30-phut truy{én tinh mach
60-phut truyen tinh mach
100 mg khoi dau, sau d6 50 mg moi 12 gior

b
c

r Tai lidu théng tin cho can b y té
! Tigecyclin dwgc phan bd réng hon thé tich huyét twong
'va di vao cac mod

. Do dung dudng tinh mach nén kha dung sinh hoc 1a 100%

® K&t hop protein: 71% — 89%

® Thé tich phan b8 & néng dé hang dinh V., =500—700 L (7 — 9 L/kg)
® Tigecyclin it bi chuyén hoa

quatnin:  THAITRU

| nguyén ven
i, hay lién hop

Qua nurdc -
Qua mdt/

tieu &
¥ phan

59%

Ihéng tin ké toa TYGACIL® 03 dugrc BYT phe duyét ngay 20/02/2017 .

o

-

// /1:-?—.;- R

) Y f




( Tai lidu théng tin cho can b y t&
Tigecyclin — Khang sinh cho bé&nh nhan ning tir 18 tudi
tro’ lén

1. Chi dinh: Tigecyclin dwoc chi dinh diéu tri cdc nhiém khuan (da c6
bang chirng rd rang hodc kha nang cao Ia gay ra bdi cac chung vi
khuin nhay cam) sau day:

® Cac nhiém khuan da va ciu tric da cé bién chirng (cSSSI)

® Cac nhiém khuan 6 bung c6 bién chirng (clAl)

- ® Viém phdi mac phai cong dong (CAP)

‘u 2. Gidi han chi dinh: Tigecyclin khéng dugc chi dinh trong:
@ Nhi@m khun ban chan trong déi thao duong

. ® Viém phdi mac phai tai bénh vién

® Viém phdi lién quan dén thd may

3. Chdng chi dinh: Bénh nhan man cam véi tigecyclin

Théng tin ké toa TYGACIL® 3 dugc BYT phé duyét ngay 20/02/2017
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Tai lidu théng tin cho can bd y t&
Tigecycline khong chinh ligu trén bénh nhan cao tudi,
bénh nhan suy than; bénh nhan suy gan nhe va vira

Truyén tinh mach: 30 — 60 phut cach méi 12 gi¢r

e Ngudi lgn: Khdi dau 100 mg; tiép theo 50 mg méi 12 gior
— Thai gian diéu tri tir 5 — 14 ngay d&i vdi cSSSI va clAl
— Thoi gian diéu tri tir 7 — 14 ngay ddi vai CAP
— Thai gian didu tri tiy thudc mirc d6 va vj tri nhiém khudn, dap irng
I&m sang va vi sinh ca bénh nhan

| @ B&nh nhan suy gan nang: kh&i dau 100 mg; tiép theo 25 mg/12 gid

@ Tré em: khéng khuyén cdo st dung cho bénh nhan duéi 18 tudi trir
khi khéng c6 thudc khang khudn thay thé nao sin cé:

— Tré em 8 — 11 tudi: 1,2 mg/kg mdi 12 gio; t5i da: 50 mg médi 12 gidy
— Tré em 12 — 17 tudi: 50 mg mdi 12 gi¢r

Thong tin ké toa TYGACIL® d3 duoc BYT phé duyét ngay 20/02/2017




Tai liéu thong tin cho cén bd y t
Tigecyclin — Cac bwéc pha thuéc
e Dungméiphatiém: || e Lidu 50 mg:
— NaCl 0,9%; I '
— Dextrose 5% P@’
® Hoa tan hoan toan véi 5,3 mL , ) i v
dung méi | | o=
® 5mL dung dich thudc vira pha ’ T.'_ i g
dugc rat ngay ra khoi lo va thém
vao 100mL tui dich truyén | Lizgu 100 mg:
| ® Dung dich sau khi pha c6 mau
vang dén vang cam i = vw
® Dung duwong truyén riéng hodc ‘ 100mL S
qua chac ba (Y-site) : } ? + __ =
® Rira dudng truyén trudc va sau " e
khi truyén tigecyclin ‘ .
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Tai lidu thong tin cho can bd y
Tigecyclin — Canh bao va Than trong dac biét (1)

® Ty |é tir vong do cic nguyén nhan khéc nhau: c6 sy gia tang ty | tir
vong do moi nguyén nhan so v&i nhém chirng, nguyén nhan sy khac biét
nay van chua dugc xac dinh. Tigecyclin nén dugc sir dung trong cac
trudrng hgp khong cé liéu phap thay thé

* Trong viém phdi bénh vién: ty |é tlr vong dao dong, ty Ié chira khoi thap

® Sc phan vé/ phan (rng dang phan vé: d3 dugc bdo cdo & hiu hét thudc
khang khudn ké ca tigecyclin, va cé thé de doa tinh mang. Do tigecyclin
6 cdu tric tuong ty nhém tetracyclin, than trong khi dung cho bénh
nhan man cadm véi khéng sinh nhém tetracyclin

* Anh huéng trén gan: ting bilirubin toan phan, ting thoi gian
prothrombin va transaminase. Nén theo d&i chirc ndng gan, danh gid lgi
ich/nguy co cla viéc tiép tuc diu trj vai tigecyclin trén bénh nhén c6 két
qua xét nghiém chirc ndng gan bat thudng. Cac téc dung khéng mong
mudn c6 thé xay ra sau khi da ngirng thudc

Thong tin ké toa TYGACIL® d3 dugrc BYT phé duyét ngay 20/02/2017
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Tai liéu théng tin cho can b y té

—

Tigecyclin — Canh bao va Than trong dac biét (2)

® Viém tuy: ¢ vai trudng hop dan dén tir vong, ké ca & bénh nhan khéng
c6 yéu td nguy co. Céc triéu chirng dugc cai thién khi ngirng thudc. Xem
xét chdn dodn viém tuy cap khi cé ddu hiéu goi y dén viém tuy cap;
ngirng tigecycline trén cac bénh nhan nghi ngd viém tuy tién trién

|

D6i mau ring vinh vién néu dung tigecyclin trong thei ky phat trién ring;

1 chi sir dung khi céc thudc khdc khéng hiéu qua hodc chéng chi dinh

' ® Viém dai trang gia mac: tir nhe dén de doa tinh mang da dugc bao cdo

i E vdi hdu hét khdng sinh, can xem xét chan doan bénh nay khi cé ddu hiéu
tiéu chay khi dung khang sinh

@ Tiéu chay lién quan Clostridium difficile (CDAD): tir mirc d6 nhe dén

viém rudt két dan dén tlr vong d3 dugc bao cdo véi hau hét khang sinh.

Nén ghi bénh an can than, ngirng khéng sinh, bu nudc va dién giai, bd

sung protein, diéu tri khang sinh hiéu qua véi C. difficile, cin nhidc can

thiép ngoai khoa dya trén tinh trang lam sang

Thong tin ké toa TYGACIL® da dugc BYT phé duyét ngay 20/02/2017
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{
| Tigecyclin — Canh bao va Than trong dac biét (3)

® Thing rudt: than trong v&i bénh nhan nhiém khuadn 6 bung cd bién
chirng thir phat sau thing rudt

® Tac dong chia nhém tetracyclin: do cdu tric tuong ty, tigecyclin c6 thé
c6 céc tac dung khéng mong mudn tuong ty nhém tetracyclin nhu: nhay
cam anh sdng, giad u nio, tac dung chdng dong hoa dan dén tang uré mau
(BUN), téing nito mau, toan chuyén héa va tang phosphat mau

 Bdi nhiém: sir dung khang sinh cé thé 1am ting sinh mét s6 ching vi sinh
véat khéng nhay cdm, ké cd ndm. Theo ddi chit ché bénh nhéan, néu xuat
hién bdi nhiém, phai c6 bién phap x( tri thich hgp

® Sy phat trién cac ching vi khuan khang thudc: ké don khang sinh khi
khéng cé bang chirng hodic kha néng cao I3 nhiém khuan sé lam ting
nguy co phat trién céc chiing vi khuén khang thuéc.

Thang tin ké toa TYGACIL® 3 duoc BYT phé duyét ngay 20/02/2017




Tai liéu thdng tin cho can bd y t
Tigecyclin = Canh bdo va Than trong dac biét (4)

® Phuy nir c6 thai: dung tigecyclin cé thé gay hai thai nhi; chi nén dung
trong thai ky mang thai néu hiéu qua mang lai I&n hon nguy co. Bénh
nhén can dugc théng bao vé nguy co ddi vdi thai nhi néu bénh nhan cé
thai trong th&i gian dung thudc. Tigecyclin chua dugc nghién ciru dé sir
dung trong th&i gian chuyén da va sinh con.

® Thoi ky cho con bu: chua rd tigecyclin co bai tiét qua sita me hay khéng,
can than trong khi sir dung cho phy ni¥ cho con ba.

 © Anh hwérng trén kha ning l3i xe va van hanh may méc: tigecyclin cé thé

~ gay chéng mat, gdy anh hudng dén kha nang lai xe va/ hodc van hanh
may moc.
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Tai liéu thong tin cho canbd y t

Tigecyclin — Tac dung khéng mong muén (1)

0Q A 0 0 O
CAC ROI LOAN TREN MAU VA HE BACH HUYET
Thuong gap Kéo dai th&i gian hoat héa ban phan phirc hgp thromboplastin (aPTT),
Kéo dai th&i gian prothrombin (PT), Gidm tiéu ciu
it gép Téng chi s8 binh thudmg hda qudc t& (INR)

CAC ROI LOAN HE MIEN DJCH
| | Khdng xdc gin_h IPhén irng sdc, séc phan vé
CAC ROI LOAN VE CHUYEN HOA VA DINH DUONG

?hué;g gip Té_ng bilirubin méu, Tang uré mau (BUN),
i Ha protein mau, Ha dudng huyét

cAc ROI LOAN HE THAN KINH

‘ Thuong gap - E Eﬁéng mat

Phén loai tan sudt CIOMS: R3t thudmg gip: z'u_zo (210%); Thurérng gip: 21/100 dén <1/10 (21% va <10%); it gdp: 21/1000
| dén <1/100 (20,1% va <1%); Hiém gip: 21/10.000 dén <1/1.000 (20,01% va <0,1%). Khéng x4c dinh: tan sut khéng danh
| gid dugc tir cac dir liéu sin c6.
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Tai liéu théng tin cho can b y t
Tigecyclin — TAc dung khéng mong muén (2)
HE CO' QUAN | PHAN /NG KHONG MONG MUON
cAc ROI LOAN TREN TIM MACH
Thudng gap Viém tinh ﬁﬁach
itgip Viém tic tinh mach g
CAC ROI LOAN HE HO HAP, LONG NGY'C VA TRUNG THAT
Thuomggp Viém phi
; CAc ROI LOAN BUONG TIEU HOA
R&t thudng gdp | Budn ndn, ndn, tidu chay
Thudmg gap Chan 3n, dau byng, kho tiéu 7
ftﬁgép Viém tuy Eip
37 CAC XET NGHIEM
Thutng gap | Téng amylase huyét thanh ' 7

Phén loai tin sudt CIOMS: Rit thudmg gip: 21/10 (210%); Thutng gdp: 21/100 dén <1/10 (21% va <10%); it gip: 21/1000
dén <1/100 (20,1% va <1%); Hiém gdp: 21/10.000 dén <1/1.000 (20,01% va <0,1%). Khéng xdc dinh: tin sudt khéng ddnh
gid dugc tir cac dir lidu s3n cb.
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HE CO' QUAN

Tigecyclin—

Tai liéu théng tin cho cin bd y t&
Tac dung khéng mong muén (3)
PHAN U'NG KHONG MONG MUON

CAC ROI LOAN HE GAN MAT
Thudng gip Tang AST va ALT huy&t thanh * - N
ft gdp Vang da : B
Khéng xac dinh | TAc mat gan

- | * Céc bt thurdg v& AST va ALT trén bénh nhdn sir dyng tigecyclin thudng gip & giai doan sau didu tri hon so |
| | v&i nhom ding thudc d5i chirng, véi céc thudc nay céc bat thuing thudng gép trong giai doan diBu tri

CAc ROI LOAN DA VA MO D_UOI DA

Thuéng gip Ngtra, ban d6
Khéng xic dinh | Phan (ng da ning, bao gdm ca hdi chirng Stevens-lohnson

CAC ROI LOAN CHUNG VA PHAN ('NG XAY RA TAI V] TRI DUA THUGC

Thuang gap

Pau diu, cham lanh vét thuong, phan (rng tai chd tiém

itgap

Viém, dau, phu, viém tinh mach tai noi tiém

Phén loai tin suft CIOMS: Rt thudmg gdp: 21/10 (210%); Thudng gdp: 21/100 dén <1/10 (21% ;i <10%); it gdp: 21/1000 '
dén <1/100 (20,1% va <1%); Hiém gip: 21/10.000 dén <1/1.000 (20,01% va <0,1%). Khéng xac dinh: tin sudt khéng danh
gid duge tir cac dir lidu sin cé.
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Tai liéu thang tin cho can bd v t

Tigecyclin — Twong tac thudc va Xir tri khi qua liéu

1

Twong tac thudc | Qud liéu
® Tuong tac thudc: khéng tuong tac | ® Chura c6 cac thong tin déc biét vé
vdi céc thubce chuyén héa qua  diéu tri qua ligu
men CYP450 ® Qua ligu cé thé lam tang nguy co
® Tuong hop: } budn nén va nén
— Dung dich truyén tinh mach NaCl || ¢ Tham phan méu khéng loai trir
0,9%; dextrose 5 %,; Ringer lactat;

duoc lvgng dang ké tigecyclin

— Lidocain HCI; ranitidin HCI;
theophyllin ‘
® Tuong ky: khédng nén dung cung |
dudng truyén vdi: A \
— Amphotericin B; voriconazol; I
— Chlorpromazin, methylprednisolon ||

i

Thdng tin ke toa TYGACIL* d3 dugc BYT phé duyét ngay 20/02/2017
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— KCI; dobutamin; dopamin HCI; l

Tai liéu théng tin cho can bd y t
Tigecyclin — Bao quan

® Han dung: 24 thang
® Bao quan & nhiét dé khéng qua 30°C, noi kho rao, thoang mat

® Dung dich sau khi pha nén bao quan:

— & nhiét do phong (khéng qué 25°C) trong vong 6 gi® trong lo
— Lanh (2°C - 8°C) trong vong 48 gid' ké tir ngay sau khi dé dung dich da
pha vao tui dich truyén

Théng tin ké toa TYGACIL® 3 duoc BYT phé duyét ngay 20/02/2017




Tai ligu thong tin chocan b y t
Tygacil® — Théng tin can thiét khac
® S6 dang ky: VN-20333-17

Cap ngay 20/02/2017 theo Quyét dinh sé 65/QD-QLD

® Nha san xuat: Wyeth Lederle S.r.l.
Via Franco Gorgone Z.1., 95100 Catania (CT), Y

® Nha phén phéi: Céng Ty CP Dugrc Liéu Trung U'ong 2
24 Nguyén Thj Nghia, Quén 1, TP. Hd Chi Minh
DT: (+84) 08 3832 3058

Théng tin ké toa TYGACIL® d3 dugrc BYT phé duyét ngay 20/02/2017 ‘
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Tai liéu théng tin cho can bd y t

Tygacil® — Théng tin can thiét khac

® Théng tin chi tiét xin xem t& huéng dan sir dung kém theo hép
thudc hodc
® Vui long lién hé:
VPDD PFIZER (THAILAND) LTD.
— TP. HCM: TNR Tower, 180-192 Nguyén Céng Trir, Q.1.
PT: (08) 39105119/ 39105120
- Ha Ndi: Geleximco Building, 36 Hoang Cau, Q. Ddng Da.
DT: (04) 3512 0962/ 3512 0963

LPD: February 10,2015 |
WVITYG0417065
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