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NHAN Vi VORIZOLMED

Kich thuac:

Dai : 45mm
Cao : 112mm

Vorizolmed

Vereonaro SRR
@
=T off Py DU

Pl 0

sé 16 8X:

AN

Vorizolmed

Voriconazaie SRR

vorizolmed
Vorconzzo! NN
S

o ol vy e vl oD

vorizolmed
Voriconazols SRR

SLOVED) MIAMACTLTICAL T i

Vorizolmed

Verconazo! RN

vorizolmed

Vericonazols SEEEEE
®

LONED PHAAMACEUTICAL (o tae
HD:




NHAN HOP VORIZOLMED

Kich thudc: Hop 1 vix 10 vién bao phim
Dai : 116 mm
Rong: 48 mm

Cao : 14 mm

\
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THANH PHAN/ COMPOSITION.

Mai vién bao phim chifa Voriconazol 50 mg.

Each film coated tablet contains Voriconazole 50 mg.

CHi DINH, LIEU LUGNG, CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng ddn sif dung

Please refer to the package insert.

Vorizolmed s

SPECIFICATION: Manufacturer's Reg. No.:

2
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION: | <
o 0O
o«
~ g
BAD QUAN: D& nai khd réo, tranh nh séng, nhiét do khong qua 30°C. 5=
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light | .._;. 2
KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Inc.

35 Tu Do Boulevard, VSIP. Thuan An, Binh Duong
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Hop 1 vi x 10 vién bao phim
Box of 1 blister of 10 film coated tablets

Voriconazol 50 mg S

S

DE XA TAW TAY CUA TRE EM. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
TIEU CHUAN: TCCS SDK:

San xudt bi: CONG TY CO PHAN DUUC PHAM GLOMED
35 Bai Lo Ty Do, KCN Vidt Nam-Singapore, Thudn An, 8inh Dugng

HD / Exp, Date:



NHAN HOP VORIZOLMED

Kich thudc: Ho6p 3 vi x 10 vién bao phim
Dai : 116 mm

Rong: 48 mm

Cao : 18 mm

i \

Vorizolmed F

" Voriconazole 50 mg
THANH PHAN/ COMPOSITION:

M@i vién bao phim chiia Voriconazol 50 mg.

Each film coated tablet contains Voriconazole 50 mg.

CHI DINH, LIEU LUGNG, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t& hudng dan sir dung.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert.

BAO QUAN: D& noi khd rdo, trinh dnh sdng, nhiét do khang qué 30°C.

STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.

NSX / Mfg. Date:

/’{ 56 16 5X / Batch No.:
{D / Exp. Date:
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e KEEP OUT OF REACH OF CHILDREN, READ CAREFULLY THE LEAFLET BEFORE USE.
’_ SPECIFICATION: Manufacturer's Reg. No.:
(S Manufactured by, GLOMED PHARMACEUTICAL COMPANY, Inc. -
™, 35 Tu Do Boulevard, VSIP, Thuan An, Binh Duong /,
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TIEU CHUAN: TCCS SBK:

San xudt bdi CONG TY CO PHAN DUGC PHAM GLOMED
35 Dai L& Tv Do, KCN Viét Nam-Singapore, Thudn An, Binh Dudng.




HUONG DAN SU DUNG THUOC
"~ VORIZOLMED '

Voriconazol
Vién nén bao phim

1- Thanh phin

M&i vién nén bao phim chira:

Hoat chét: Voriconazol 50 mg

Té dugc: Lactose monohydrat, pregelatinized starch, croscarmellose natri, povidon K30, magnesi stearat, opadry white.
2- M6 ta san phidm

VORIZOLMED (voriconazol) 1a mt thube khang nédm thudc din xudt triazol c6 dang vién bao phim diing dé ung. Cong thirc céu tao
nhu sau:

Vé héa hoe, voriconazol duge xdc dinh 1a (2R,38)-2-(2, 4-difluorophenyl)-3-(5-fluoro-4-pyrimidinyl)-1-(1H-1,2 4triazol- 1-yl)-2-
butanol véi cong thire phén tir C,zH,,F3NsO va phan tir lwgng 349,3.

Vién nén bao phim VORIZOLMED chira 50 mg voriconazol.

3- Duge lye hoe va dwge djng hoc i

Durgc luc hgpe )

Voriconazol 1a thube khang nim thudc din xuét triazol c6 tic dung trc ché cic enzym phy thude cytocrom P450 & céc ndm nhay cam tir
d6 1am giam téng hop ergosterol & mang té bao ndm. Voriconazol c6 phd hoat tinh rgng chéng lai tht ca céc ching Candida, bao gbm
ca céc ching khéng fluconazol, ddng thdi ciing téc dung trén Aspergillus spp., Scedosporium spp., v Fusarium spp.

Dugc djng hoc

Voriconazol c6 duge dong hoc khong tuyén tinh do sy chuyén hoa c6 thé bo hoa. Thube duge hip thu nhanh chéng va gin nhu hoan
toan qua dudng tidu hoa. Nong do dinh trong huyét twong dat duge khoang 1-2 gidr sau khi udng 1 liéu. Voriconazol gin két khoang
58% voi protein huyét twong. Voriconazol khuéch tén vao trong dich ndo tiy.

Voriconazol bj chuyén hoa béi cdc isoenzym cytocrom P450 CYP2C19 ¢ gan, chét chuyén héa chinh la N-oxyd khong c6 hoat tinh. Sy
chuyén héa qua céc isoenzym CYP2C9 va CYP3A4 ciing di dugc chimg minh in vitro. Khoang 80% voriconazol dugc bai tiét trong
nuée tiéu,

4- Chi djnh

VORIZOLMED dugc chi djnh trong diéu trj nhiém nim Aspergillus lan téa, nhidm ndm Candida méu & bénh nhén khong gidzm bach
cAu trung tinh, nhiém nim Candida lan toa nang khang fluconazol, nhiém nim Candida thyc quén, va nhiém nim nghiém trong do
Scedosporium va Fusarium spp.

5- Liéu dung va cich diing
Liéu dung
Lidu tén céng dudng ubng cia voriconazol dirge ding cach mdi 12 gitr cho 24 gitr dau:
- Ngudi 16n va thiéu nién cén ning trén 40 kg: 400 mg.
- Dudéi 40 kg: 200 mg.
- Tré em 2-12 tudi: khong ding lidu tAn cong.
Liéu udng duy tri tiép theo:
- Ngudi 16n va thiéu nién can nging trén 40 kg: 200 mg ngy 2 ln, tang dén 300 mg ngdy 2 lin néu dép img chua du.
- Duéi 40 kg: 100 mg ngdy 2 1n, ting dén 150 mg ngay 2 lan néu dép img chua du.
- Tré em 2-12 tudi: 200 mg ngay 2 ln.
Khong nén dung liéu tn cong trong trudmg hop nhidm Candida thyc quan; liéu ubng duy tri twong ty nhu trén va nén diéu trj t6i thiéu
trong 14 ngdy va tiép tuc thém it nhét 7 ngay nira sau khi céc triéu chimg da khoi.
Cich ding
Nén ubng thubc lic bung d6i (it nhat 1 gidy tru6e hodc sau biva an).
6- Chéng chi djnh
Qué mén véi voriconazol hay bit ky thanh phén nao ctia thube.
7- Luru ¥ va thin trong
Nén theo ddi chirc ning gan va thin tru6c va trong khi diéu tri.
Nén theo ddi chirc nang tuyén tuy & bénh nhan c6 nguy co viém tuy chp.




Chirc nang thj gidc c6 thé bi anh huréng va bénh nhdn nén duge theo ddi vé chirc nang thj gidc néu dang ding voriconazol trén 28 ngdy.

Bénh nhén nén trénh dnh ning mjt tréi trong khi diéu trj vi da c6 bdo cdo vé phan (mg nhay cam véi dnh séng.

Voriconazol di c6 lién quan dén sy kéo dai khoang QT, vi viiy nén diing thudc théin trong cho bénh nhén mic céc bénh cé thé gy loan
nhip tim.

Sir dyng cho tré em: Hiéu qua va tinh an toan cia voriconazol & tré em dudi 2 tudi chwa duge xéc djnh.

Sir dyng trén phy nir ¢6 thai: Voriconazol da dugc chimg minh gy quai thai va gdy ddc cho phéi & dong vét thir nghiém va thubc
nay thudng khong dugc chi dinh trong thai ky.

Sir dung trén phy nir dang cho con bu: Chua dugc biét voriconazol vio dugc sira me hay c6 thé gay hai cho tré b me hay khong,
Khdng duge ding thude nay khi dang cho con bi ma khdng thong bio voi béc si.

Anh hwimg cia thudc 1én khi ning diéu khién tdu xe vA vin hinh miy méc: C6 thé xdy ra réi loan thi gidc, bénh nhén bj anh
hudng khong nén li xe hay vén hanh may méc nguy hiém. Mét khdc, tit ca bénh nhan, cho di ¢6 bj anh hudng bai roi loan thi gide
hay khong, khong nén lai xe vao ban dém.

8- Twong tic ciia thube véi cac thube khac va cdic dang twong tac khac 2

Thuéc tre ché hay cam img edc isoenzym cytocrom P450: Voriconazol bj chuyén hoa béi céc isoenzym cytocrom P450 CYP2C19,
CYP2C9, va CYP3A4. Ding céc thube tre ché hay cam img céc isoenzym nay lin lugt c6 thé 1am ting hay giam ndng do voriconazol
trong huyét trong.

Rifampicin: Rifampicin da dugc chimg minh 1am giam ndng d¢ trong huyét twrong ciia voriconazol v tac dung twong tyr ¢6 thé dugc dy
doén véi carbamazepin hay phenobarbital. Vi vdy, khéng duge ding chung voriconazol véi nhitg thudc nay.

Thudc bj chuyén héa béi CYP2C19, CYP2C9, hay CYP3A4: Ndng d¢ cua nhimg thude khéc bj chuyén héa béi CYP2C19, CYP2C9,
hay CYP3A4 c6 thé ting béi voriconazol. Nong do trong huyét twong cta astemizol, cisaprid, pimozid, quinidin, va terfenadin ¢4 thé
tang khi dung chung véi voriconazol, chéng chi djnh ding chung do nguy co loan nhip tim bao gbm ca xoén dinh.

Alkaloid ctia ndm cia ga: Ding chung véi alkaloid cia nm cya ga nhu ergotamin va dihydroergotamin ciing chéng chi dinh do nguy
co ngd doc nim cya ga c6 thé xay ra.

Sirolimus, tacrolimus, ciclosporin va methadon: D3 c6 ghi nhin vé ting ndng dd trong huyét twrong cuia sirolimus va tacrolimus, chéng
chi dinh ding chung voriconazol véi sirolimus, mic dii tacrolimus cé thé duge ding chung nhung giam lidu va theo ddi nbng d9.
Tuong ty, giam lidu va theo doi ndng dd cia ciclosporin va methadon khi ding chung véi voriconazol.

Thudc chong dong dirong udng: Nong dd cua thube chéng dong dudmg udng c6 thé bj anh huong va tang thoi gian prothrombin da xay
ra v&i warfarin.

Thudc ha dwong huyét dudng udng: Cén theo doi ky duong huyét néu voriconazol duge ding ciing véi thuc udng ha dudmg huyét nhu
cdc sulfonyluré.

Omeprazol: Khi dung chung véi omeprazol, ndng d trong huyét twong cuia ca 2 thude déu tang, cin giam liéu omeprazol.

Thudc trc ché men sao chép nguge va thuoc iic ché HIV-protease: Voriconazol ¢6 thé vrc ché chuyén héa cta thubc irc ché men sao
chép ngugce non-nucleosid va ngugc lai nhirng thubc nay irc ché chuyén hoa cia voriconazol (thi dy: delavirdin va efavirenz) hay lam
tang chuyén héa ctia voriconazol (thi du: efavirenz va nevirapin). Chdng chi dinh diing chung voriconazol va efavirenz. Tuong tu,
voriconazol c6 thé trc ché chuyén hoa cia céc thudc irc ché HIV-protease (thi dy: saquinavir, amprenavir, va nelfinavir) trong khi
chiing ciing c6 thé {rc ché tré lai chuyén héa cta voriconazol. Ritonavir 1am giam déng ké ndng d6 trong huyét tuong ciia voriconazol,

| chéng chi djnh ding chung.

Cdc thude khde: C6 thé cin giam liéu dbi véi mot vai statin, thube irc ché kénh calci, alkaloid dira can, va mjt vai benzodiazepin (nhu
midazolam va triazolam) néu ndng do trong huyét twong clia chiing tang.

9- Téc dung khdng mong mubn

Tac dyng khong mudn do voriconazol thudmg gp nhét 1a réi loan thi giac, s6t, ndi mén, bubn nén, ndn 6i, tiéu chay, dau bung, nhirc
dAu, nhiém tring, réi loan ho hép, va phii ngoai bién. Da c6 mjt vai phan tmg vé& gan nghiém trong bao gdm ca tir vong. Phan img trén
da bao gdm cac trudmg hop hiém thdy cia ban do da dang, hdi chimg Stevens-Johnson, va hoai tir biéu bi gdy dgc. Phan (mg nhay cam
v6i anh sdng 6 thé xéy ra va c6 thé xay ra nhiéu hon khi diéu tri lu dai.

Céc téc dung khong mong mudn khéc thudmg gip: On lanh, tridu chimg giéng cam cim, suy nhugc, dau lung, dau ngyc, phit mat, ha
huyét dp, viém xoang, vang da, viém mdi, rdi loan vé mau, ha kali huyé{. ha dudng huyét, chéng mat, o gidc, 1an, trAm cam, lo 4u, run,
kich ddng, dj cim, ngira, rung toc, viém da tréc vy, suy than cép, va chimg huyét nidu. Phan (mg qué man, bao gdm ca phén vé, hiém
khi xay ra.

Ngung sir dung vé hi y kién bdc sTnéu: xult hién phan (mg da tréc viy hay ton thuong da.

Théng bdo cho béc sT nhirng tic dyng khong mong mudn giip phai khi sir dung thubc.

10- Qui liéu va xir tri

Triéu chimg: Trong céc thir nghiém 1am sang, c6 3 trudng hop ngd doc clp. Tht ca tnrong hop nay xdy ra & bénh nhén ding lidu gip 5
14n lidu tiém tinh mach khuyén cdo cita voriconazol. Myt trudng hop duy nhét vé chimg sg énh sing kéo dai trong 10 phit da dwgc bdo
cdo.

Xir tri: Khong c6 thube giai doc dac hiéu ddi véi voriconazol. Trong trudng hop qua liéu, thim phén méu ¢ thé gop phan logi bo
voriconazol ra khoi co thé.

11- Dang bao ché va déng goi

Hop 1 vi x 10 vién nén bao phim.

Hop 3 vi x 10 vién nén bao phim.

| 12- Bio quin: Bao quan noi khd rdo, tranh dnh sang, nhi¢t dj khong qua 30°C.




13- Tiéu chudn chit lrong: TCCS.

14- Han diing: 36 théng ké tir ngay san xudt.

THUOC BAN THEO PON
DPE XA TAM TAY CUA TRE EM

2/
POQC KY HUONG DAN SU DUNG TRUGC KHI DUNG (l)
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

San xuét boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dija chi: 6 35 Pai L§ Ty Do, KCN Viét Nam — Singapore, thj xa Thufin An, tinh Binh Duong.

DT: 0650.3768823 Fax: 0650.3769094
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