https://trungtamthuoc.com/

14Mig o)

)

B Thuéic bén theo don

Hop 1 Vix 10 Vién

Joritab-50

BO Y TE
CUC QUAN LY DUQC
DA PHE DUYET

Lan dz’iu:é?...c%../...ﬁ.../ QZOK{Q/

-

-

of

>3

4

Voriconazole Tablets 50 mg

Store at a temperature below 30°C,

protect from moisture & light.

Chi Dinh, Cich Dung, Chéng Chi Dinh

Va Cic Thong Tin Khiac:

Xem trén t& huéng dén sir dung dinh kém.
Dosage, Indications, Contraindications,
Administration & Warning:

Refer to enclosed package insert.

Poc Ky Hudong Din Sir Dung Truéc Khi Dung,
Carefully Read The Accompanying

Béo quan & nhiét d6 dudi 30°C tranh 4m va anh sing

Tiéu chuén (Specification):
Theo tiéu chudn Nha San Xuat.
As per In House.

SSPK  (VisaNo) :
S6GPSX (Mg LicNo)) :
S5L6 SX ( Batch No.)

NSX  (Mfg Date) : ddmmiy
HD  (Exp.Dat) : ddmmiyy

Duoe san xuét tai An d6 boi (Manufactured in India by)

106-107, HSIDC Industrial Estate, Sec-31,

rg sywmep/c LABORATORIES

\_J Faridabad - 121 003, Haryana, INDIA.
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Thanh phén (Composition): M3i vién nén bao film chiza: F
Each film coated tablet contains: {
V(fnconavmle 50 mg Dé Thubc Xa Tim Tay Tré Em i /
Biio Quin (Storage): Keep Out Of The Reach Of Children. Y.

Instructions Before Use.
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HUONG DAN SU DUNG
Thubc nay chi ban theo don ciia bac s§.
Poc ky hwéng din sir dung trude khi dung.
Mudn biét thém thong tin chi tiét, xin héi béc sy hodic dwgc sy

VORITAB 50

Vién nén bao phim voriconazol 50 mg

THANH PHAN: Mbi vién nén bao phim chira

Hoat chat: Voriconazol 50 mg

Ta dwge: Lactose, povidon, Tinh bt ngd, magnesi stearat, talc tinh khiét, colloidal anhydrous silica,
polacribin kali (Tulsion 339), opadry mau tring 58901, macogrol 6000

DANG BAO CHE: Vién nén bao phim
TRINH BAY: Vi nhom 10 vién. 01 vi trong mot hp gidy va t& hudng dan sir dung.

DUQC LUC HQC: L )
Voriconazol 1a mdt chat chong nam thudc nhém triazol. Trong nghién ciru /n-vitro voriconazol c6 tac

dung lam chdm su phét trién ctia ndm phd rong: c6 tic dung manh véi céc ching Candida (bao gdm "

ca cac chung khang fluconazol: C. krusei, C. glabata va C. albicans); c6 tac dung diét nAm vdi cac :
- chung Aspergilus dugc thir. Ngoai ra nghién cttu In-vitro cho théy voriconazol con c¢o tac dung diét

cac nam gdy bénh, ké ca Scedosporium hogc Fusarium, la nhitng nam it nhay cam véi céc chit chéng

nam da c6. Co ché tac dung cia thuoc 1a rc ché Cytochrome Pyso 14a-sterol demethylase, ngén chin.

su tdng hop ergosterol 12 sterol chii yéu ctia mang té bao ndm. / é g

DUQC PONG HOC: ~

Voriconazol dugc hép thu nhanh va gin nhu hoan toan sau khi udng, dat ndng do téi da sau khi uéng

khoang 1-2 gid, kha dung sinh hoc khoang 96% so véi ti€m tinh mach. Su hép thu cua voriconazol

khong bi anh huong boi pH da day. Ubng thudc trong bira an c6 nhiéu chét béo ndng do tdi da va dién

tich dudi duong cong ndng do- thoi gian giam 1an lugt 34% va 24%. g\

Thé tich phan b ¢ trang thai 0 6n dinh khoang 4,6 L/kg, thudc phén bd rong rai trong cac mo. Trong a<

dich ndo tay voi nong d6 c6 thé phat hién duge. Khoang 58 % gan vai protein huyét tuong. i;‘

Voriconazol chuyen hoa boi hé théng enzym & gan: cytochrome Paso, CYP2C19, CYP2C9 va
CYP3A4. Chit chuyén hoa chinh cia voriconazol la N-oxid, chiém khoang 72% cac chat chuyén héa
duoc danh diu phong xa trong vong tudn hoan. Chat nay c6 tac-dung chéng ndm rét yéu va khong c6
tac dung hiép dong chong nam v&i vorionazol.

Voriconazol dugc chuyén hoéa qua gan va chua téi 2% dugc bai tiét qua nudc tiéu dudi dang khong bj

- bién dbi.

Sau khi uong khoang xap xi 80% liéu dung dugc phat hién trong nudce tiéu. Khoang > 94 % bai xuat
trong 96 gio dAu. Nura doi thai trir cudi cuing cta liéu uéng 200 mg khoang 14 6 gio va khong tuyén
tinh véi lidu

CHI PINH:

- Diéu tri nhiém Aspergilus xAm 14n (nhu nhiém ném déu tién & phdi sau d6 lan sang co quan khéc
do mau)

- Didu tri nhiém candida-méu & nhitng bénh nhan khong bi giam bach ciu trung tinh va nhiém
ném Candida: nhiém Candida lan toa ngoai da, bung, than, vach bang quang, va céc vét thuong.

- Diéu tri nhim ndm Candida xam 14n ning trong trudong hop khang-fluconazol (ké ca C. krusei)

- Diéu tri nhiém nédm ning gay ra bai Scedosporium spp. Va Fusarium spp. Cho nhitng bénh nhan
khéng dap ung cac diéu tri khac.

LIEU LUQONG VA CACH DUNG:
Voriconazol phai udng trudc hogc sau khi #n it nhét 1 gio.

Liéu dung cho nguoi tir 13 tudi tro 1én:
Phai khoi déu dleu tri voi lidu tai dé dat ndng do trong huyét tu'orng trong ngdy dau tién. Liéu udng nhu
sau:
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Bénh nhan c6 trong lwgng | Bénh nhén c6 trong lugng co thé

co thé tir 40 kg trd 1én dudi 40 kg
Liéu tai cho 24 gir dau tién 400 mg mdi 12 gios (cho 24 | 200 mg mdi 12 giy (cho 24 givy
gio dau tién) dAu tién)

Liéu duy tri (sau 24 gio ddu tién) | 200 mg/lan x 2 14n/ngay | 100 mg/lan x 2 14n / ngay
Nhiém Aspergilus xam 14n, nhiém | 200 mg/l4n x 2 14n / ngay 100 mg/lan x 2 1an / ngay
Candida ning, nhiém

Scedosporium hodc Fusarium

Liéu dung cho tré em 2 - 12 tudi:

Liéu tai cho 24 gi¢r dau tién 6 mg/kg mdi 12 gitr (cho 24 gid dau tién)

Liéu duy tri (sau 24 gio dau tién) | 4 mg/kg mdi 12 gio

Thoi gian diu tri: Thoi gian diéu trj cho t6i it nhét 14 ngay sau khl hét triéu ching hodc sau khi nuéi
céy cho két qua 4m tinh.

‘ Nhiém Candida hong: Thoi gian diéu tri it nhit 14 ngay cho t6i it nhit 7 ngay sau khi hét tridu chirng
Diéu chinh liéu:

Néu bénh chua dap ing day du, liéu duy tri c6 thé tang 1én 300 mg x 2 14n /ngay cho bénh nhan trén
40 kg va 150 mg x 2 lan ngay cho bénh nhan dudi 40 kg. Néu bénh nhan khong dung nap dugc lidu
nay thi giam xudng 200 mg x 2 lan /ngay cho bénh nhén trén 40 kg va 100 mg x 2 14n ngay cho bénh

nhan dudi 40 kg. : /@ S
Liéu cho ngudi cao tudi: Khong can diéu chinh liéu cho ngudi cao tudi / '

Liéu cho ngudi suy than: Khong can diéu chinh liéu cho ngudi suy than.

Liéu cho ngudi suy gan: Giam liéu duy tri xuéng mdt nira cho ngudi suy gan muc d9 nhe tGi vira
phai (Child-Pugh class A & B). Chua c6 tai li¢u vé didu chinh lidu cho ngudi suy gan ndng (Child-
Pugh class C), chi dung cho ngudi suy gan nang khi loi ich hon hén rai ro va phai giam sat chit ché
hién tugng ngd doc thuoc

Truong hep quén ubng thuoc

Udng ngay sau do, nhung neu da gan voi thoi diém ubng lidu sau thi chi udng 1 liéu tiép theo nhu
thudmg 18, khong dugc udng gp dbi lidu.

CHONG CHI DINH:
- Nhitng ngudi mn cam v6i voriconazol hogc bét cir thanh phan ndo ctia vién thube
- Phu nit c6 thai.
- Tré em dudi 2 tudi
- Khéng dugc dung dong thoi voéi rifampicin, sirolimus, céc barbiturat tdc dung kéo dai
(phenobarbital, nephobarbital), carbamazepin, astemizol, cisaprid, terfenadin, quinidin, Alkaloid
cua l6a mach, ritonavir, efavirenz.

THAN TRONG VA CANH BAO:
Man cam: thin trong véi bénh nhan da timg man cam véi céc thude chéng nim azol khac (itraconazol,
ketoconazol..) hogc da timg bi bét cu dj g nao.
Tim mach: Mdt sé thudc chong ndm azol, ké ca voriconazol c6 thé lién quan téi hién tugng kéo dai
quang QT. Ca biét da xay ra xoin dinh & nhitng bénh nhan dung voriconazol c6 yéu té nguy co cao
nhu: tién st hoa tri liéu bénh tim, bénh co tim, suy giam kali, dang dung thude c6 tac dung hiép dong.
Thén trong khi diing voriconazol cho nhing bénh nhan ¢ nguy co loan nhip tim nhu:

- Kéo dai quang QT bam sinh hoéic mic phai,
Bénh co tim, dédc biét trong truorng hgp kém suy tim,
Nhip xoang tim chdm,
C6 trigu chung loan nhip,
Dung dong thoi vai thuoce kéo dai quang QT.
R&i loan chét dién giai nhu: suy giam kali, suy giam magnesi, suy giam calci, néu can phai giam st va
diéu chinh trudc, trong qua trinh diéu tri vi voriconazol.
Ng¢ doc gan: Trong nghién ctru lam sang, ca biét c6 xay ra phan ung trén gan nghiém trong (gbm:
viém gan, suy gan tdc mat va suy gan dot ngdt, ké ca tir vong). Nhitng phan tng trén gan xay ra chu
yéu & nhitng bénh nhan dang bi bénh nghiém trong (bénh gan éc tinh). Nhitng phan tmg tam thoi trén

R4 lz.\

(=%



https://trung;t?m uoc.com/

gan va vang da) c6 thé xay ra trong nhitng bénh nhén khong c6 yéu td nguy co. Chic nang
gan duoc phuc héi khi ngimg thudc.

Anh huong dén thi gidc: D3 c6 béo cdo anh huong dén thi gide: nhin mo, viém thin kinh thi gidc va
phu gai thi.

Tac dung 1én than: Suy thén cép tinh da duge bo cdo & nhitng bénh nhan dang diéu trj bénh ndng,
nhing bénh nhéan dung voriconazol cung véi nhitng thudc gay suy giam chic ning than. Cin giam sat
chure niing théan, dic biét 1a creatinin huyét thanh.

Tac dung trén da: Viém troc da, hoi chimg Steven-Johnson, da xdy ra nhung hiém. Néu thdy ndi man
ngoai da can gidm sat chit chd va ngimg thudc néu bénh tién trién.

St dung cho tré em: D¢ an toan va tdc dung cta voriconazol cho tré em dudi 2 tudi chua dugc xéc
dinh. Chi dung cho tré trén 2 tudi.

Cén phai kiém tra chire néng gan cho ca tré em va ngudi Ién. Kha dung sinh hoc ¢6 thé bi han ché &
tré em tir 2 dén 12 tudi bi hdp thu kém hodc nhe can, nhitng trudng hop ndy can ding dudng tiém tinh
mach.

Vién VORITAB c¢6 chira lactose do d6 can than trong khi sir dung cho nguoi khong dung nap dugc
lactose, suy giam Lapp lactase, hodc kém hip thu lactose-galactose.

TUONG TAC THUOC: /ﬂ

Voriconazol dugc chuyen héa baoi isoenzym cytochrom P4s0, CYP2C19, CYP2C9 va CYP3A4. Nhiing
chit trc ché va hodc thiic ddy cic enzym nay c6 thé 1am ting hodc giam ndng d6 voriconazol trong
huyét tuong, theo lan luot. Voriconazol ciing trc ché hoat tinh ciia nhitng enzym nay va c6 kha ning
lam tang ndng d¢ cua thudc cling chuyen hoéa bdi nhitng enzym nay.

Sau day la mét s6 thude tuong tac véi Voriconazol va nhitng bién phap khi dung phéi hop:

Phéi hop chéng chi dinh: Khong dugc ding voriconazol dong thoi véi cac thude sau ddy vi c6 thé xay
ra tuong tac nghiém trong:

- Terfenadin, Astemizol, Cisaprid, Primozid, Quinidin vi n(‘)ng d6 trong huyét trong ctia cac thuc nay
bi tang c6 thé 1am ting quéing QT, ca biét c6 thé dan dén xodn dinh

- Sirolimus: Lam ting dang ké ndng do Sirolimus trong huyét tuong

- Cac barbiturat tac dung kéo dai (phenobarbital, nephobarbital), carbamazepin, ritonavir, rifampicin:
cac thude nay lam giam déng ke nong do trong huyét twong cua voriconazol. (rifampicin voi heu 600
mg/1 lan mdi ngay lam giam ndng 4o ti da trong huyét tuong va dién tich dudi dudng cong ndng do
thoi gian cia voriconazol 93% va 96%, theo 1an luot)

- Alkaloid cua 16a mach: Voriconazol lam ting ndng d6 alkaloid cwa 18a mach (ergotamin,
dihydroergotamin) c6 thé din dén ngd doc.

- Efavirenz: Uc ché CYP2C19, CYP2C9 va CYP3A4 la nhitng men chuyén héa voriconazol do d6
lam tang nong d6 voriconazol trong huyet tuong.

Diéu chinh liéu voriconazol: Khi ding dong thoi véi _phenytoin hodc rifabutin

Diéu chinh liéu hodc gidm sdt chdt ché cdc thuoc phoi hop: ciclosporin, tacrolimus, omeprazol,
warfarin, phenytoin rifabutin, sulphonylure, Cac statin, benzodiazepin, alkaloid vinca, nevirapin, Céc
chét trc ché protease HIV (ngoai trlr indinavir va r1tonav1r)

Nhiéu thuéc, ngoai voriconazol, c6 thé anh huong dén nh1p tim (kéo dai quiang QT) bao gom:
amiodaron, dofetilid, pimozid, procainamid, quinin, sotalol, khéng sinh macrolid (vi du erythromycin),
do dé trude khi dung voriconazol can bao cho bac s§ biét dang dung thubc gi dé tranh twong téc c6
hai.

THOI KY CO THAI VA CHO CON BU:

Thoi ky ¢6 thai: Phan loai D

Voriconazol ¢4 thé gdy hai cho bao thai do d6 khong dung cho phu nit c¢é thai. Phu nir trong tudi sinh
d¢, néu diéu tri bing voriconazol phai 4p dung bién phép tranh thai an toan.

Thoi ky cho con bu:
Su bai xudt cta voriconazol qua s{ta me chua dugc khao sat. Chi ding cho céc ba me dang cho con bu

khi that su cAn thiét va lgi ich hon hin rui ro.

ANH HUONG DPEN LAI XE VA VAN HANH MAY MOC:
Voriconazol c6 thé giy nhin md, thay dbi thi giac, va s¢ anh sang do d6 bénh nhan can tranh nhing
cong viéc nguy hiém nhu 14i xe hodc van hanh may khi dang dung voriconazol.

TAC DUNG KHONG MONG MUON:

-/
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https fftru rﬁ}am};‘% 7 %:O}W gap: Phu ngoa1 b1en dau d4u, rdi loan thi gidc (nhin md, sg anh sang, dau bung,
; budn noén, ndn, tiéu chay, ndi man, sét, ting ASAT, ALAT, alkalin phosphatase, GGT, LDH,

bililubrin, creatinin-m4u.
Nhitng phan trng thuong gdp: Giam hong cdu, suy tiy, giam bach céu, giam tiéu cau ban xuét huyet
thiéu mau, chong mat, bbi r01 run rdy, kich dong, di cam, hoi chimg suy hé hép cip, phu ph01 dau
nguc, dau lung, suy than cap, tiéu ra méu, viém troc da, phit mit, nhay cam 4nh sang, ban san, ngua
phan Ung qué man, vay nén, suy giam kali, suy giam calci, viém da day-ta trang, trig¢u chu'ng glong
nhu cum, ha huyet ap, tic tinh mach do huyét khdi, viém tinh mach, rét run, suy nhuoc, viém mii,
vang da, vang da tic mét, trAm cam, lo 4u, 4o giac.
Nhiing phan ung it gap:
Kéo dai quang QT, tang ni to mdu, tdng cholesterol méau, rung tam that, loan nhip tdm thét, ngét,  nhip
tim nhanh hogc cham, réi loan dong mau, mét bach cdu hat, bénh hach bach huyét, giam bach ciu ua
eosin, phil ndo, chong mit, rdi loan than kinh thj gidc, viém tuy, viém thanh quan, viém ludi, kho tiéu,
tao bon, viém thén, protein niéu, hdi chiing Steven-Johnson, di tmg thudc, viém khép, suy than, phan
ung phan V€, suy gan, viém gan, viém mat.
Phan vmg hiém gap: Xoan dinh, phong bé nhi thét, loan nhip nut nhi thét, co giat, bénh no, triéu
ching ngoai thap, bénh mét, giam thinh luc, U tai, vo niéu, hoai tir dng than, ban da hinh, truong luc

co, viém dai trang mang gia, viém mach bach huyét, mét ngu. /{ /

QUA LIEU:

Khi qua lidu, triéu ching thuong gép la s¢ anh sang. Cén diéu trj triéu ching va trg stc. Chua biét
L thudc giai doc dac hiéu. Tham tach mau co thé loai voriconazol khdi co thé.

HAN DUNG: 24 thang tinh tir ngay san Xuét.

Khong dung thudc qua han sir dung

TIEU CHUAN CHAT LUQNG: Theo tiéu chuén Nha san xuét

BAO QUAN: Dé thuéc ¢ nhiét do dudi 30°C, tranh 4m va anh sing

PE THUOC XA TAM TAY TRE EM

Tén va dia chi nha sin xuét

SYNMEDIC LABORATORIES

106 — 107, HSIDC, Industrial Estate, Sec-31, Faridabad — 121 003 Haryana, An D

Tel: 91-129-4104047
Fax: 91-129-4104048

for SYNMERIC LABORATORIES

. JAIN
(Director)
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