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NHAN Vi VANORAN (vi Nhom-PVC/PVAC x 6 vién)

Kich thudc:
Dai : 86 mm
Cao : 52 mm

Ngay 4§ thang/{ nam 2016
Téng Giam Déc
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NHAN HQP VANORAN (Hop 1 vi Nhdm-PVC/PVdC x 6 vién)

Kich thudc:
Dai :110 mm
Rong : 20 mm
Cao : 62 mm
RX  Prescription only
Va noran"
6 capsules

Manufactured by:

)

GLOMED PHARMACEUTICAL COMPANY, Lid
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,

Thuan An, Binh Duong.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

INDICATIONS, mmmmmumumm

INFORMATION: Please refer to the package insert.
STORAGE: Store at the temperature not more than 30°C, in a dry

mgmmm

$4 16 SX / Batch No.:

NSX / Mig. Date

HD / Exp. Date

uejouep

RX  Thudc ban theo don

Vanoran'

6 vién nang ciing

)

€ xA TAM TAY CUA TRE EM.
HUONG DAN S0 DYUNG TRUGC KHI DUNG.

Sdn xut bdi:

CONG TY TNHH DUGC
35 Dai L Ty Do, KON Viét
Thugn An, Bioh Duong.

BOC KV
cHl BINH, LIEU LUGNG, CACH DONG, CHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PHIM:

Xin doc tiy hudng din sir dyng.

BAO QUAN: DE nol kho rdo, trdnh dnh séng, nhiét d0 khong qué 30°C.

SBK / Reg. No.:

NgayAE tnang M nam 2016
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NHAN Vi VANORAN (i Nhom-PVC/PVAC x 8 vién)

Kich thudc:
Dai : 94 mm
Cao : 58 mm

Ngay 1§ thang// nim 2016
Téng Giam Déc
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NHAN H

Kich thudc:

Dai :110 mm
Rong : 20 mm
Cao : 62 mm

oqtamthuoc.com
VANORAN (Hop 1 vi Nhdm-PVC/PVdC x 8 vién)

RX Prescription only

Each capsule comtains 100 mg Itra

8 capsules

S

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

INFORMATION: Please refer o the package insert.

Vanoran

Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Ltd

35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thian An, Binh Duong.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light. Ilm‘lll
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Rx Thudc bén theo don

8 vién nang cing

BE XA TAM TAY CUA TRE EM.
BOC KY HUONG DAN SU DUNG TRUGC KiHi DUNG.

Xin doc 1 huéng din si dyng.
8BK / Reg. No.:

Vanoran'

cHi BjNH, LIy LUGNS, cACH DONG, cHONG chi BINH VA cAC THONG TIN KHAC VE SAN PHAM:
BAQ QUAN: D4 noi khd rio, trinh dnh séng, nhidt 49 khong qui 30°C.

Ngay!§ théang// ndm 2016

56 10 5X / Batch No.:

NSX / Mfg. Date

HD / Exp. Date
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NHAN Vi VANORAN (vi Nhom-PVC/PVAC x 10 vién)

Kich thudec:
Dai : 94 mm
Cao : 58 mm

Ngay/ thang/l ndm 2016
Téng Giam Ddc
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NHAN HOP VANORAN (Hop 1 vi Nhdm-PVC/PVdC x 10 vién)

Kich thuéc:

Dai

110 mm

Rong : 20 mm

Cao

: 62 mm

RX Prescription only

Vanoran’

Each capsule contains 100 mg Itraconazole (as pellets). Excipients q.s.1 capsule.

10 capsules

)

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER

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

INFORMATION: Please refer to the package insert.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Lid

35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.

Juejouep

RX Thudc bén theo don

Vanoran’

MBi vién nang cing chia 100 mg Itraconazol (dudi dang cdc vi hat)] Té dugc vira dd 1 vién.

10 vién nang ciing

B

€ xA TAM TAY CUA TRE EM.
80C K¥ HUONG DAN U DUNG TRUGC KHI DUNG.

\M,/

Sin xut bdi:

CONG TY TNHH DUGC PHAM GLOMED
35 Pai LY Ty Do, KCN Vit Nam-Singapore,
Thidn An, Binh Dugng.

cHi BINH, LIEU LUGNG, CACH DONG, CHONG CHi BINH VA CAC THONG TIN KHAC VE SAN PHAM:

Xin doc i hudng dfin sif dung.

BAO QUAN: DS nai khd rdo, tranh 4nh séng, nhigt O khong qud 30°C.

SBK / Reg. No..

Ngaylﬁ’ thang I n3m 2016
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NSX / Mfg. Date

HD / Exp. Date
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NHAN H

0gtamthuoc.com
VANORAN (Hop 2 vi Nhdm-PVC/PVdC x 10 vién)

Kich thudc:

Dai
Rong :
Cao

:110 mm

20 mm

: 62 mm

Rx Prescription only

Vanoran’

Eal:h capsule contains 100 mg ltraconazole (as pellets). Excipients q.5.1 capsule.

20 capsules

S

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Lid

35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,
Thuan An, Binh Duong.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.

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

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

DRIARY
Vanoran® -

Méi vién nang cimg chira 100 mg ltraconazol (dudi dang cac vi hat) Ta du&l: vifa di 1 vién.

Juejouep

)

20 vién nang ciing

Sn xust béi:
CONG TY TNHH DUUC PHAM GLOMED
35 Bai L Ty Do, KCN Vigt Nam-Singapore,

<)

Thusin An, Binh Duong.

o e ¥ s willc i,
Boc x¥ DUNG KHI DUNE.

cHl BjnH, LU LUYNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PHAM:
Xin doc t hudng diin sii dung.

BAO QUAN: D nai khd rdo, tranh dnh séng, nhist 48 khdng qué 30°C.

8BK / Reg. No.:

Ngay /¢ thang/!ndm 2016
T8ng Giam Ddc
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TEDS 7T kb Wb ANGRAN b S e Bvcrpvoc x 10 vien

Kich thudc:
Dai :110 mm
Rong : 30 mm
Cao : 68 mm
RX Prescription only |,
Vanoran
= Each c;pque contains 100 Eﬂ 1ifamna2tﬁ:;as_peilels} E:cmientsjq.ir.ail.lle
30 capsules
. g = -
@ GLOMED PHARMACEUTICAL COMPANY, Lid z gz
35 Tu Do Bouevard, Vietnam-Singapore Industrial Park, S g g
Thuan An, Binh Duong. E 4
O 2 2 2
KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the package insert.
STORAGE: Store at the temperature not more than 30°C,
in a dry place, protect from light.
RxX Thudc ban theo don
> | Vanoran ot
= __Mﬁi v_@nfaEL’mg chira 100 mg ltramnazilﬁfiﬁi_dan_g cac vi hat). Td d_wc ufra:.ﬁ T
30 vién nang ciin |
2 g cifng
m Sdn xult bdi:
' @ CONG TY TNHH DUGC PHAM GLOMED ,
= 35 Dai L Ty Do, KCN Viét Nam-Singapore, R
Thudn An, Binh Duong. o
@ ;.\
o o
\ | *J
pE XA TAM TAY COA TRE EM. S
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG. jﬂ

mlm.mum.mm,nﬂlscuiamnmnnmmmﬁ
SAN PHAM: Xin doc 19 hung din sif dung.

BAD QUAN: D8 ndi khd rdo, trdnh 4nh sdng, nhigt do khong qué 30°C.

SBK / Reg. No.:

Ngay & thang/l ndm 2016
Téng Giam Boc

INGO VAN WY
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NHAN Vi VANORAN (vi xé x 4 vién)

Kich thudc:
Dai : 83 mm
Cao : 57 mm

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUDC PHAM GLOMED

Vanoran

Itraconazole 100 mg

GLOMED PHARMACEUTICAL Co., Lid
Vanoran

Itraconazol 100 mg
CONG TY TNHH DUDC PHAM GLOMED

S6 10 54/, No.:
HD / 4

|

Ngay A théng/1nim 2016
Téng Giam Déc
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NHAN HOP VANORAN (Hop 1 vi xé x 4 vién)

Kich thudc:
Dai : 90 mm
Rong : 17 mm

Cao : 62 mm

" Rx Prescription only

4 capsules

<>

Please refer to the package insert.

protect from fight.

vanoran

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:

STORAGE: Store at the temperature not more than 30°C, in a dry place, lI“lIn

Manudactured by:
GLOMED PHARMACEUTICAL COMPANY, Lid
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park,

54 16 SX / Batch No.:
NEX / Mfg. Date

HD / Exp. Date

[

JUEJOUBA

S

Xin doc 1 huing din sit dyng.

$BK / Reg. No-:

RX Thudc ban theo don

vanhorai pm//

4 vién nang ciing

E xa TAM TAY cila TRE EM. BOC KT HUONG DAN SU DYNE TRUOC KHI DONG.
cHl BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE SAN PriM:

BAD QUAN: DE nct knd réo, tranh dnh séng, nhiét 69 khong qui 30°C.

Sin xt b

CONG TY THHH DUYE PHAM GLOMED
35 Bgi L) Ty Do, KCN Vgt Nam-Singapore,
Thign An, Binh Dumng.

Ngay/§ thang/! nim 2016
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NHAN Vi VANORAN (vi xé x 6 vién)

Kich thudc:
Dai : 83 mm
Cao : 82 mm

nttps://trungtamthuoc.com

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUDC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACELTICAL Co., Ltd

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co,, Lid

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUJC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Ltd
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NHAN Vi VANORAN (vi xé x 8 vién)

Kich thuéc:
Dai : 83 mm
Cao :107 mm

Vanoran

Itraconazole 100 mg
GLOMED PHARMACELTICAL Ca., Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUGIC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Lid

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUJC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Lig

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUDC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUJC PHAM GLOMED

6 1o
HD /

Ngay K thang /| nim 2016
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NHAN Vi VANORAN (vi xé x 10 vién)

Kich thudc:
Dai : 83 mm
Cao :140 mm

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUUC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACELUTICAL Co.. Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUIC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Lid

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Lid

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACELTICAL Ca., Ltd

Vanoran

Itraconazol 100 mg
CONG TY TNHH DUGC PHAM GLOMED

Vanoran

Itraconazole 100 mg
GLOMED PHARMACEUTICAL Co., Ltd

s e

Ngay 1% thang/lnim 2016
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VANORAN®
! Itraconazol
i: Vién nang cirng

| 1. Thanh phin

| Hoat chat: Itraconazol 100 mg (dudi dang cdc vi hat).

| Td duge: Silic dioxyd.

2. Dang bio ché: Vién nang cimg

| 3. Duge lyc hoe va duge djng hoc
Dugc lue hoc
Nhém duge ly: Thude khéng ndm sir dung toan than, din chét triazol.
Ma ATC: J02ACO02
Itraconazol 1 thudc khang nAm nhém triazol e ché céc enzym phy thude cytochrom P450 ciia ndm nhay cam, do d 1am trc ché sinh tong hop
ergosterol trong c4c mang té bao ndm. Itraconazol c6 phé hoi rong hon so véi ketoconazol. Thubc co téc dung chéng lai Aspergillus spp.,
Blastomyces dermatitidis, Candida spp., Coccidioides immitis, Cryptococcus neoformans, Epidermophyton spp., Histoplasma capsulatum,
Malassezia furfur, Microsporum spp., Paracoccidioides brasiliensis, Sporothrix schenckii, va Trichophyton spp. Itraconazol con c6 hoat
tinh khang dong vét nguyén sinh chdng lai Leishmania spp.
Sw dé khang véi itraconazol hiém khi xay ra, tuy nhién cac ching Candida albicans khéang ketoconazol d dé khéng chéo véi itraconazol.
Durgce dgng hoc
Ttraconazol dugc hép thu tdt qua dudng tiéu héa sau khi ubng. Sy hép thu cia dang vién nang tang trong moi trudmg acid da day va hép thu
cao nhét khi udng cuing thirc &n. Ndng d¢ dinh trong huyét twong dat dugc khoang tir 1,5 dén 5 giér sau khi udng 1 lidu, va tinh trang n dinh
dat dugc trong vong 15 ngdy khi dung liéu hang ngay. Néng dd dinh trong huyét tuong & tinh trang 6n dinh 12 khoang 2 meg/ml sau khi
udng lidu 200 mg mdi ngay. Sinh kha dung tang trong khoang liéu tir 100-400 mg.
Ttraconazol gén két cao véi protein huyét trong, chi khoang 0,2% thudc & dang tyr do. Itraconazol phén b6 rong nhung chi mot lugng nho
véo trong dich ndo tily. Néng do thubc trong nhidu co quan va md cao hon glp vai I4n so véi trong huyét twrong, Néng d9 tri liéu cia
itraconazol vén durgc duy tri & da va niém mac trong 1-4 tudn sau khi ngimg thubc. Mgt lugng nho phén bd vao trong sira mg.
Itraconazol bj chuyén héa chu yéu & gan béi hé enzym cytochrom P450 3A4. Hydroxyitraconazol 1a chit chuyén héa chinh c6 hoat tinh
khéng nim c6 thé so sanh dugc véi itraconazol.
Itraconazol dugc bai tiét trong mét hodic nurde tiéu dudi dang chit chuyén héa khong hoat tinh, 3-18% dugc bai tiét trong phan dudi dang
thudc khong dbi. Mot lrgng nhé thai trir qua 16p simg va téc. Itraconazol khong dugc loai trir biing thdm téch. Nira doi thai trir sau khi uéng
1 lidu 100 mg 12 20 gid, c6 thé tang dén 30-40 gid néu tidp tuc didu trj.

4. Quy cdch déng gbi:
Hop 1 vi nhém/PVDC, vi 6/ 8 vién nang cimng.
Hop 1/ 2/ 3 vi nhém/PVDC, vi 10 vién nang cing.
Hop 1 vi xé, vi 4/ 6/ 8 vién nang cing.

| Hop 1/ 2/ 3 vixé, vi 10 vién nang cimg.

5. Chi dinh

| Thube duge chi dinh diéu trj trong cac trudmg hop sau:

| - Phykhoa: Ném Candida 4m dao-am h{.

- Ngoai da, niém mac, nhan khoa: nhiém nim ngoai da, lang ben, nhim Candida & miéng, viém giac mac mét de’ném.
- Ngm méng do nim da vivhodc nim men.
_ Ném toan than: nhim ndm toan than do ndm Aspergillus va Candida, nhiém nédm Cryptococcus (ké cd viém mang ndo do Cryptococcus), |
nhiém ném Histoplasma, Sporothrix, Blastomyces va cic nhiém ném toan than hogc nhiém ném ving rhiét d6i hiém gp khac.

6. Lidu diing va cdch dung |

Dé dat sy héip thu tdi da, nén ubng thudc ngay sau khi an no va nudt tron vién thudc.

Negwdi lom:

Diéu tri ngén ngay: J

- Ném Candida am ho - 4m dao: 200 mg, ngdy udng 2 lan, chi ung 1 ngay hogc 200 mg, ngay ubng 1 14n, ubng trong 3 ngay. 3
j, - Lang ben: 200 mg, ngay ubng 1 1in, udng trong 7 ngay. /

| - Bénh ndm da: 100 mg, ngay udng 1 lén, ubng trong 15 ngay, kéo dai thém 15 ngdy ¢ ving da simg héa cao

- N&m Candida miéng —héu: 100 mg, ngay ubng 1 14n, ubng trong 15 ngay. Ngudi bénh bj bénh AIDS hodc giam bach cu trung tinh: 200
mg, ngdy ubng 1 lan, ubng trong 15 ngay.

Diéu trj dai ngay: |

- Bénh ndm méng: 200 mg, ngdy uéng 1 l4n, trong 3 théng.

- Bénh ndm Aspergillus toan than: 200 mg, ngay ubng 1 lin, ubng trong 2 dén 5 thang. C6 thé ting lidu: 200 mg/lan, ngay ubng 2 1an, néu
bénh lan toa.

- Bénh nim Candida toan than: 100 - 200 mg, ngay udng 1 I&n, ubng trong 3 tudn dén 7 thang. C6 thé tang lidu: 200 mg, ngdy 2 lan, néu
bénh lan toa.

- Bénh ndm Cryptococcus (khong viém mang ndo): 200 mg/lan, ngay ubng 1 1an, udng trong 6 thang dén 1 nam.

- Viém mang ndo do ném Cryptococcus: 200 mg/Iin, ngdy ubng 2 lan. Dicu trj duy tri: 200 mg, ngay udng 1 lan.

- Bénh ném Histoplasma va Blastomyces: 200 mg/lan, ngy uéng 1 lin hofic 2 1an, uong trong 8 thang.

- Bénh nim Sporothrix: 100 mg/lan, ngdy ubng 1 ln, u n%tn ong 3 thang. )

- Dy phong trong bénh gidm bach cdu trung tinh: 200 mg/lan, ngay ubng 2 Ian (sau dot tiém tinh mach) cho dén khi hét tri¢u chimg 1am
sang. Vi trudmg hop gidm bach cAu trung tinh do truyén héa chét, ding lidu 200 mg, ngay uéng 2 lan.

Tré em: Hiéu qua va an toan thubc chwa dugc xéc dinh.

Ngudi cao tudi: Nhu liéu ngudi 16m.

7. Chéng chi dinh

Mén cam véi itraconazol va cdc azol khéc.

Diing chung céc thube sau véi itraconazol b chéng chi dinh: terfenadin, astemisol, triazolam, midazolam dang u6ng, cisaprid, methadon,

halofantrin, nizolastin, alcaloid cyra 16a mach, irinotecan, pimozid, felodipin, lercanidipin, ivabradin, colchicin.

Phu nit ¢6 thai (trir nhimg trudng hop de doa dén tinh mang).
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Bénh nhén rdi loan chirc nang thét: Suy tim sung huyét hogc tién st suy tim trir khi c6 nhiém nim de doa tinh mang.

| 8. Luu y va thin trong

S

Nén tranh dung itraconazol trén b¢nh nhan suy gan. Chirc nang gan nén dugc theo doi néu thoi gian diéu trj trén 1 thang hoc khi c6 cac
triéu chimg cia viém gan. Nén ngimg diéu trj néu phat hi¢n thy chirc ning gan bét thuomg. Néng d¢ itraconazol trong huyét turong nén
duge theo ddi ddi v&i ngudi bénh gan tién trién va diéu chinh lidu néu cén thiét.
C6 thé diéu chinh liéu ¢ nhimg bénh nhén suy thén.
Khéng nén diing itraconazol dé diéu trj nhimg bénh nhiém ndm it nghiém trong nhu ndm méng cho nhimg bénh nhén cé bing chimg hodc
¢6 tién sir réi loan tim thét nhur suy tim.
Sir dyng cho phy nir ¢6 thai va cho con bi: Cac thong tin vé sir dung itraconazol & phy nir ¢6 thai con han ché. Itraconazol khong dugc chi
dinh cho phy nir ¢6 thai ngoai trir nhimg trudng hop de doa dén tinh mang ma da dugc cin nhéc lgi ich didu trj cao hon nguy co c6 hai cho
bao thai. Chi mt lugng rét nhé itraconazol duqec tiét ra trong sita me. Vi vy, nén can nhéc loi ich diéu trj biing itraconazol véi nguy co tiém
tang & phy nir dang cho con bu. Trong trudmg hep nghi ngd, bénh nhén khong duge cho con bi.
Anh hudng Ién khi niing ldi xe va vin hainh mdy méc: Khdng c6.

. Twong tic ciia thubc véi cdc thube khic va cdc dang twong tic khic
Vi cdc chat bi chuyén héa boi hé enzym CYP: Ttraconazol 1a chét (rc ché h§ enzym nay, nén tranh hogc phai thn trong khi ding ddng thoi
itraconazol v6i céc thude bj chuyén héa boi hé enzym nay vi c6 thé gdy tang ndng do cac thubc ding ddng thoi, kéo dai tac dung didu trj va
ca ADR.
Véi cdc thude chong loan nhip: Itraconazol ¢6 thé gy tang ndng dd quinidin, dofetilid khi dung ddng thdi, lam ting ADR nghiém trong trén
tim, gy rbi logn tim dén mirc de doa tinh mang, c6 thé giy tir vong. Do vdy, chéng chi dijnh khi ding ddng thai cac thude nay.
Véi ede thude ha cholesterol mdu (chéng tang lipid): Nhom tre ché HMG-CoA reductase nhu lovastatin, atorvastatin, simvastatin,
pravastatin,... itraconazol c6 thé lam tang ndng do cc thubc nay trong mau 1am tang tac dung va ting nguy co dc (bénh co va con globin
co niéu kich phat). Do vdy, chéng chi dinh ding dng thi itraconazol va céc thube nhém nay, hodic c6 thé phai tam ngimg céc thubc nay
néu cén phai diéu tri bénh nim toan thén.
Véi cdc thube chdng retrovirus: itraconazol gdy tang ndng dé maraviroc, nén cé thé giam liéu maraviroc xubng 150 mg, 2 14n/ ngay khi
diing ddng thdi vai itraconazol.
Véi terfenadin, astemizol, cisaprid: Khi ding ddng thoi itraconazol véi cc thude ndy c6 thé din dén gia ting némg d6 cic thudc nay trong
huyét twong gdy nén mot s truomg hop hiém gap vé& loan nhip tim de doa dén tinh mang hodc tir vong. Tuong ty nhu ketoconazol, rét c6 thé
do céc thubc chéng nim da trc ché h¢ isoenzym CYP nén 1am ting ndng d¢ cac thube nay trong huyét trong, giam do thanh thai cta thubc.
Chéng chi dinh diing ddng thdi itraconazol véi céc thube nay.
Véi cdc benzodiazepin: Itraconazol c6 thé gy tang ndng dd cac thudc nhom benzodiazepin nhir diazepam, midazolam, triazolam lam ting
hoc kéo dai tac dung an thén, giy ngui cia nhém thude ndy. Do véy, chéng chi dinh ding ddng thdi itraconazol v6i midazolam dang ubng
hogc triazolam. Néu dung midazolam dang tiém cho nhimg ngudi dang dung itraconazol (vi dy trong tién mé dé phiu thudt) thi phai theo
doi cAn than vi c6 thé kéo dai tac dung an thin.
Véi warfarin: Itraconazol 1am ting téc dung chéng déng cuia thubc nay. Cin theo ddi thoi gian prothrombin & ngudi bénh
warfarin néu cin khi ding déng thoi.
Vai céc'fhua"c chen calci: Itraconazol c6 thé irc ché chqyén hoa céc thube chen kénh calci nhur nifedipin,
céc thudc chen kénh calci cé thé c6 tac dung giy co thit tim, thém vao tac dung cua itraconazol. Pa thiy rurdmg hop bi phi khi
diing ddng thdi itraconazol va dihydropyridin. Vi c6 thé ting nguy co suy tim sung huyét, nén phai thén tipng kiif ding itraconazol cho
nhimg bénh nhén dang dung céc thuéc chen kénh calci hodc phai diéu chinh lidu phi hgp. Chéng chi dinh Hing déng thoi itraconazol véi
nisoldipin.
Véi cde thube khdc:
Tang ndng dd carbamazepin va giam ndng do itraconazol khi dung déng thoi
Tang ndng do digoxin khi ding ddng thovi véi itraconazol, phai theo doi dé didu chinh liéu.
Ha glucose huyét niing da thiy xay ra khi udng céc thudc chéng déi théo duomg ddng thoi voi cac thude chdng nim azol. Vi véy cén theo
dai ndng do glucose trong méau dé diu chinh liéu cic thudc ubng chdng dai thio duomg.
Itraconazol durgc hip thu tét trong méi trudmg acid dich vi. Vi vdy, néu ubng ciing cac thubc khéng acid, hodc cac chit khang H2 (nhu
cimetidin, ranitidin) hoic omeprazol, sucralfat, sinh kha dung ciia itraconazol s& bj giam dang k&, 1am mét tac dung diéu trj chéng ném. Vi
viy khong nén ding ddng thoi hogic phai thay itraconazol bing fluconazol hay amphotericin B.
Cac thube cam (mg enzym nhu rifampicin, isoniazid, phenobarbital, phenytoin lam giam ndng d§ itraconazol trong huyét twong. Do d6 nén
thay thuéc chéng ndm khac néu viéc diéu trj bing isoniazid hoac rifampicin 1 cin thiét.

0.T4c dyng khéng mong muén
Khi diéu trj ngén ngay, tic dung khong mong mubn thuémg xay ra & khoang 7% ngudi bénh, phén 16 12 budn nén, dau bung, nhirc du va
kho tiéu.
Khi diéu trj dai ngay & ngudi bénh da c6 bénh tiém dn va phai ding nhiéu loai thudc cting loai thi C,, Xy ra nhiéu hon (16,2%).
Héu hét cac ADR xay ra & dudng tiéu hoa va véi tin xudt it nhét 5 - 6% trén sb ngudi bénh da diéu tri.
Thuong gdp, ADR = 1/100
Toan than: Chong mit, dau déu, s6t (3 — 7%), suy nhugrc.
Tiéu héa: Budn ndn, dau bung, tdo bén, rdi loan tiéu héa.
Tim mach: Ph (4%), tang huyét 4p (3%), dau ngyc (3%)
It gap, 1/1000 < ADR < 1/100
Toén thin: Céc phan tng dj img nhu ngira, ngoai ban, néi may day va phii mach; hdi chimg Stevens — Johnson, bénh thén kinh ngoai vi. Rdi
loan céng thirc méau, ting kali huyét (khi diing dai ngay)
Noi tiét: R6i loan kinh nguyét.
Gan: Tang c6 hoi phuc cic men gan, viém gan, dic biét sau khi diéu trj thoi gian dai.
Ngoai ra con thdy ¢6 nguy co viém gan, giam kali huyét, phi va rung 16ng, téc, dic biét sau diéu trj thoi gian dai trén 1 thang véi
itraconazol.
Hiém gap, ADR < 1/ 1.000
Suy tim, pht phéi, loan nhip tim bét thudmg.
Ngung sir dung va hoi y kién bdc st néu: phét hién thdy chirc nang gan bt thudmg, xudt hién bénh than kinh hofic xay ra céc du hiéu va
triéu chimg cua suy tim.

_Théng béio cho bic si nhirng tic dyng khéng mong mubn giip phai khi sir dyng thubc.

giam lidu

pamol. Thém vao d6,
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11. Qud lidu va xir tri

Tri¢u chimg: Hién chua c6 dir ligu vé qu4 lidu itraconazol.

Xir tri: Khong c6 thube giai doc dic hiéu. Néu ¢ qua lidu xay ra, nén theo ddi bénh nhén va ap dung céc b
P thurdng. Trong vong 1 git ddu sau khi ubng, nén rira da day. C6 thé dung than hoat néu lhﬂy thich hgp. Khang
thim tach mau.

. 12. Didu kién bao quin: D& noi khé rdo, tranh 4nh sing, nhiét d¢ khong qua 30°C.
13. Han diing: 36 théng ké tir ngay san xuét.
14. Tén, dja chi ciia co s& sin xuit:

CONG TY TNHH DUQC PHAM GLOMED

Dia chi: S6 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj x4 Thudn An, tinh Binh Duong.

PT: 0650.3768823 Fax: 0650.3769095
15. Ngay xem xét sira ddi cip nhit lai ndi dung hwéng din sir dung thude: 12/09/2016

#€u tri hd trg thong
oai bo itraconazol bang

Ngay § thang/{ nam 2016
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TO HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

Tén sin phim

Tén generic hodc tén chung quéc té: Itraconazol

Tén biét dugc: VANORAN®

Thubc bin theo don.

Pé xa tim tay ciia tré em.

Poc ki hwéng din sir dung trwéce khi diang.

Néu cin thém thong tin xin héi y kién bic si.

Théng bdo ngay cho bic s§ nhirng tic dung khong mong mudn gip phii khi sir dung

thude.

Thanh phén cia thude

MG3i vién nang cimg chira:

Hoat chdt: Ttraconazol 100 mg (duci dang cdc vi hat).

Ta dugc: Silic dioxyd.

Mo ti san phim

VANORAN® c6 dang vién nang cimg diing dé udng.

M0{ ta: Vién nang cimng so 0, mot diu mau tring bac, mot ddu mau hdng tim, bén trong chira

thudc dang vi hat mau tring duc.

Quy cach déng géi

Hop 1 vi nhom/PVDC, vi 6/ 8 vién nang cing.

Hop 1/ 2/ 3 vi nhém/PVDC, vi 10 vién nang cing.

Hop 1 vi xé, vi 4/ 6/ 8 vién nang cing.

Hop 1/ 2/ 3 vi xé, vi 10 vién nang cung.

Thude dung cho b¢nh gi?

Thudc duoc chi dinh diéu tri trong cac trudong hop sau:

- Phu khoa: Nim Candida 4m dao-4m hg.

- Ngoai da, niém mac, nhan khoa: nhiém nim ngoai da, lang ben, nhiém Candida & miéng,
viém gidc mac mét do nim.

- N4m méng do ndm da va/hoé.c nim men.

- Nim toan than: nhiém nim toan than do nim Aspergillus va Cand:da nhim ném
Cryptococcus (ké ca viém mang ndo do Cryptococcus), nhiém ném Histoplasma, Sporothrix,
Blastomyces va céc nhiém ndm toan than hogc nhiém nim ving nhiét déi hiém gap khéc.

Nén dung thudc nay nhwr thé nao va liéu lwgng?

Pé dat su hép thu téi da, nén udng thudc ngay sau khi an no va nudt tron vién thude.

Nguoi lon:

Diéu tri ngin ngay:

- Nam Candida am hg - &m dao: 200 mg, ngay ubng 2 14n, chi udng 1 ngay hoic 200 mg, ngay
uong 1 lan, uong trong 3 ngay.

- Lang ben: 200 mg, ngay udng 1 1an, udng trong 7 ngay.

- Bénh ndm da: 100 mg, ngay udng 1 1an, udng trong 15 ngay, kéo dai thém 15 ngay & ving da
sung héa cao

- N&m Candida miéng —hiu: 100 mg, ngay ubng 1 14n, uéng trong 15 ngay. Nguoi bénh bi
bénh AIDS hodc giam bach cau trung tinh: 200 mg, ngay ubng 1 14n, udng trong 15 ngay.

Diéu tri dai ngay:

- Bénh ndm mong: 200 mg, ngay udng 1 lan, trong 3 thang.

- Bénh ndm Aspergillus toan than: 200 mg, ngay ubng 1 14n, udng trong 2 dén 5 thang. C6 thé
tang lidu: 200 mg/1an, ngay udng 2 1an, néu bénh lan toa.

- Bénh ndm Candida toan than: 100 - 200 mg, ngay udng 1 14n, ubng trong 3 tudn dén 7 thang.




C6 thé ting liéu: 200 mg, ngay 2 lan, néu bénh lan toa.

- Bénh ndm Cryptococcus (khong viém mang néo): 200 mg/lén, ngay uéng 1 lan, ubng trong 6
thang dén 1 nam.

- Viém mang ndo do nim Cryptococcus: 200 mg/lan, ngdy udng 2 14n. Piéu tri duy tri: 200
mg, ngay udng 1 lan.

- Bénh ndm Histoplasma va Blastomyces: 200 mg/lan, ngay uéng 1 14n hoic 2 14n, udng trong
8 thang.

- Bénh ndm Sporothrix: 100 mg/lén ngay ubng 1 1an, udng trong 3 théng

- Dy phong trong bénh giam bach cAu trung tinh: 200 mg/lan, ngay uong 214
tinh mach) cho dén khi hét tnf;u chimng lam sang Vi truomg hop giam bach ¢4u trung tinh
do truyén héa chit, dung lidu 200 mg, ngay udng 2 lan.

Tré em: Hiéu qua va an toan thudc chua dugc xac dinh.
Ngudi cao tudi: Nhu liéu ngudi 16n.

7- Khi nao khéng nén diung thudc nay?
Man cam véi itraconazol va céc azol khéc.
Dung chung céc thpéc sau v@i itraconazol bi chf‘mg chi dinh: terfenadin, astemisol, triazolam,
midazolam dang udng, cisaprid, methadon, halofantrin, nizolastin, alcaloid cua 16a mach,
irinotecan, pimozid, felodipin, lercanidipin, ivabradin, colchicin.
Phu nit ¢6 thai (trir nhimg truong hop de doa dén tinh mang).
Bénh nhan réi loan chirc niing thit: Suy tim sung huyét hoc tién sir suy tim trir khi c6 nhiém
nim de doa tinh mang.

8- Tdc dung khong mong muén
Khi diéu trj ngén ngay, tdc dung khéng mong mubn thudng xay ra & khoang 7% ngudi bénh,
phén 16n 12 budn ndn, dau bung, nhirc ddu va kho tiéu.
Khi diéu trj dai ngdy ¢ ngudi bénh da c6 bénh tiém an va phai dung nhiéu loai thudc cung logi
thi Cpax Xay ra nhi¢u hon (16,2%).
Hz"iu hét cac ADR xay ra & dudng tiéu héa va véi tin xudt it nhit 5 - 6% trén sé ngudi bénh da
diéu tri.
Thuong gap, ADR > 1/100
Toan than: Chéng mit, dau dau, st (3 — 7%), suy nhugc.
Tiéu h6a: Budn ndn, dau bung, tdo bon, rdi loan tiéu hoa.
Tim mach: Phi (4%), tang huyét ap (3%), dau nguc (3%)
It géip, 1/1000 < ADR < 1/100

Toan than: Céc phan ung di img nhu ngua ngoai ban, nbi may day va phu mach; hOl chimng
Stevens — Johnson, bénh than kinh ngoai vi. R6i loan c6ng thitc méu, ting kali huyét (khi dung
dai ngay)
N6i tiét: R6i loan kinh nguyét.
Gan: Tang c6 hdi phuc cdc men gan, viém gan, dic biét sau khi diéu tri thoi gian dai.
Ngoai ra con thdy c6 nguy co viém gan, giam kali huyét, phti va rung 16ng, téc, dic biét sau
diéu tri thoi gian dai trén 1 thang véi itraconazol.
Hiém gdp, ADR < 1/1.000
Suy tim, phii phdi, loan nhip tim bat thuong.
Ngung str dung va héi  kién bdc s néu: phét hién thiy chirc ning gan bat thuong, xuat hi¢n
bénh than kinh hodc xay ra céc dau hiéu va triéu chiing cua suy tim.
Thong béo cho bac si nhirng tic dung khéng mong mudn gip phai khi si dung thudc.

9- Nén tranh dung nhu’ng thudc hoic thwe pham gi khi dang dl‘mg thudc nay?
Véi cde chat bi chuyén héa boi hé enzym CYP: Itraconazol 1a chét trc ché hé enzym nay, nén
tranh hogc phai thén trong khi ding ddng thoi itraconazol véi cac thude bi chuyén héa bai hé
enzym nay vi c6 thé gy ting ndng d9 cac thudc ding dong thei, kéo dai tac dung didu tri va ca
ADR.

@ o e ey W v waspms Ae v TRy WAALAL B WAL WRRBIE DL VLR UULLE LLIUL Cde UIUDC Nnady.



' 14- Nhirng diéu cin thin trong khi ding thudc nay?

| 18-Ngay xem xét sira dbi, cip nhit lai n§i dung hwéng din sir dung thude.

13- Cin phai lam gi khi ding thuéc qu4 liéu khuyén cdo?
Khéng c6 thube giai doc dic hiéu. Néu cé qué lidu xay ra, nén theo ddi bénh nhan va ap dung
c4c bién phép diéu tri hd trg thong thudng. Trong vong 1 gidr diu sau khi ubng, nén rira da day. ;
C6 thé dung than hoat néu thiy thich hop. Khong thé loai bo itraconazol bang thim tich mau. |

Nén tranh dung itraconazol trén bénh nhan suy gan. Chirc ning gan nén dugc theo déi neu thoi
gian diéu tri trén 1 thang hodc khi ¢6 cac trigu ching cua viém gan. Nén ngimg diéu tri néu
phét hién thay chirc né’ing gan bt thu‘orn Nong d9 itraconazol trong huyet tuong nén dugce
theo doi dbi voi ngu’m bénh gan tién trién va diéu chinh liéu néu cén thiét.

C6 thé didu chinh lidu & nhitng bénh nhan suy thin.

Khong nén diung itraconazol d diéu trj nhimg bénh nhiém nim it nghiém trong nhu nim méng
cho nhimg bénh nhén c6 bing chimg hodc c6 tién sir rdi loan tim that nhu suy tim.

Sir dung cho phu nir ¢6 thai va cho con bii: Céc thong tin vé sir dung itraconazol & phuy ni ¢
thai con han ché Itraconazol khong duqc chi dlnh cho phu nu‘ c¢6 thai ngoai trur nhng trudn

thai. Chi mot lugng rt nho itraconazol duge tiét ra trong sita me. Vi vy, nén can
diéu tri bing itraconazol véi nguy co tiém tang & phu nir dang cho con bu. Trong
nghi ngd, bénh nhan khong dugc cho con bu.
Anh huéng 1én kha ning l4i xe va vin hanh miy méc: Khong cé.
15- Khi nao cin tham vén béc s§?
Nén tham van bac si trong nhimng trudong hop sau: phét hién thdy chic ning gan bét thuong,
xuét hién bénh than kinh ho#c xay ra cac ddu hiéu va tridu chimg ctia suy tim.
Néu cdn thém théng tin xin héi y kién bdc sy hodc duwoc si.
16- Han dung ciia thude
36 thang ké tir ngay san xuét.
17- Nha san xuét/chii s& hiru gidy phép diing ky sin phim
CONG TY TNHH DUQC PHAM GLOMED
Dja chi: Sé 35 Pai L6 Tu Do, KCN Viét Nam — Singapore, thi xa
Thuén An, tinh Binh Duong.
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