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30 mg

Fexofenadine HCI

NHAN FAZUPHEN

THANH PHAN: M3i 6ng 5 ml chira:
Fexofenadine Hydrochloride ... 30mg
Té dugc vira Al Smi
CHi DINH, CHONG CHI DINH,UIEU LUONG &
CACH DUNG, THAN TRONG, VA CAC THONG
TIN KHAC:

Xin/doc trong t& huéng din st dung.

| LAc kv rHu6C TRUBC K1 DUNG |
BAO QUAN: Nhiét dj khong qué 30°C, trénh
anh sang va am.
Khéng dworc tiém

TIEU CHUAN: TCCS
SDK: VD-...
S6 16 SX/ Batch No.:
Ngay SX/ Mfg.Date:
HD/ Exp. Date

D& xa tam tay tré em
Doc ki huéng dan st dung trude khi dung

. s S
CONG TY CO PHAN DUQC PHAM MEDISUN

S8 521, Khu ph An Loi, Phubng Hba Lai, Thi% &7 4t CONG TY

Tinh Binh Duong, Viét Nam

WHC-GMP

FAZU

MEDISU

Hon dich udng

COMPOSITION: Each ampoules 5ml contains:
Fexofenadine Hydrochloride......mmmen. 30mg
Excipients g.s.f. Smi
INDICATION,

CONTRAINDICATIONS, ADMINISTRATION &
DOSAGE,

PRECAUTIONS AND FURTHER INFORMATIONS:
Please see the leaflet insert.

SHAKE THE BOTTLE WELL
BEFORE EACH USE

Not injected

MEDISUN

Oral Suspension

Fexofenadine HCI

FAZUPHEN

Fexofenadine HCI

Box of 3 biisters x 5 ampoules x 5 ml

PHEN

30 mg/5mi
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Hop 3 vix5o6ng x 5 ml

STORAGE:
Temperature not exceeding 30°C, protect from
light and humidity.

SPECIFICATION: In house's
REG. No: VD-..........

Keep out of reach of children
Please read the leaflet carefully before use

MEDISUN PHARMACEUTICAL,, JSC
No 521, An Loi Quarter, Hoa Loi Ward, Ben Cat Town,
Binh duong Province, Vietnam

WHO-GMP

30 mg/5mi
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- NHAN FAZUPHEN

THANH PHAN: M&i 6ng 5 ml chira:
Fexofenadine Hydrochloride.
s T4 dugc via A0
CHi DINH, CHONG CHI DINH,UEU LUONG &
CACH DUNG, THAN TRONG, VA CAC THONG
TIN KHAC:

Xin doc trong t& hudng dan st dyng.

ruic KY THUGC TRUDC KHI DUNG
BAO QUAN: Nhigt d6 khong qua 30°C, trénh
anh sng va am.
Khéng dworc tiém

30 mg

Fexofenadine HCI

TIEU CHUAN: TCCS

SDK: VD-..oocvs

S6 16 SX/ Batch No.:

Ngay SX/ Mfg.Date:

HD/ Exp. Date:

D@ xa tam tay tré em

Doc ki huéng dan sirdung trude khi dung.
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COMPOSITION: Each ampoules 5ml contains:

Fexofenadine Hydrochlorid
Excipients q.s.f.

INDICATION,

| CONTRAINDICATIONS, ADMINISTRATION &
DOSAGE,
PRECAUTIONS AND FURTHER INFORMATIONS:
Please see the leaflet insert.

SHAKE THE BOTTLE WELL
BEFORE EACH USE

Not injected

Hop 2 vi x 56ng x 5 mi

STORAGE: \
Temperature not exceeding 30°C, protect from ‘
light and humidity.

SPECIFICATION: In house's |
REG. No: VD-...cve |

Keep out of reach of children
Please read the leaflet carefully before use

MEDISUN PHARMACEUTICAL,, jSC
No 521, An Loi Quarter, Hoa Loi Ward, Ben Cat Town,
Binh duong Province, Vietnam

WHO-GMP

FAZU

MEDISUN"

Oral Suspension

Fexofenadine HCI

PHEN

30 mg/5ml
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Box of 2 blisters x 5ampoules x 5 mi




https://trungtamthuoc.com/

Tén thube: F AZUP HEN

“Doc ky huéng dén sir dung trude khi dimg”
“Dé xa tam tay tré em”
“Théng bdo ngay cho bdc si hodc duoc si nhitng tdc dy
khong mong muén 8dp phdi khi sir dung thuéc”

PHAN THONG TIN DANH CHO NGUGI BENH
Thanh phan, ham lrong ciia thube:
M3i 6ng 5 ml chira:
Fexofenadin HCL..........ounrecuvnemcsunnnsesiionmnenmossessssesssss s 30 mg
Ta dugc: Sucrose, Methyl paraben, Propyl paraben, Dinatri edetate, Propylen glycol, Xanthan
gum, Natri dihydro phosphate dehydrate, Dinatri hydro phosphate dehydrate, Saccharin sodium,
Huong cam, Nudc tinh khiét.
Mb ti sian phim: Dang bao ché: hén dich udng, ché phdm hoi sanh, mau tring, mui cam, vi
mat..
Quy cich déong goi:
5 ml/6ng nhua.
Hop 2 vix 5 6ng
Hop 3 vix 5 éng
Thuée diing cho bénh gi?
- FAZUPHEN dugc chi dinh dung diéu trj triéu ching viém miii dj éng theo mua (nhu hét hoi,
ngtra, d6 chay nude mét va miii); may day man tinh vo cin & nguoi 1én va tré em.
Nén ding thudc nay nhw thé nao va lidu lwrong?
Duong dung: Thube dung duong ubng, thoi didm udng thuée khong phu thugc va bita an.
Céch dung: Bé 6ng nhua va uéng truc tiép dung dich trong éng. Co thé pha lodng véi nudc, hoac
uéng nude sau khi ung thuée. Lic déu trude khi uéng.
Liéu dung:
- Viem miii dj img:
> Ngudi 16n va tré em trén 12 tudi: 2 éng/ldn x 2 lan/ngay.
> Tréem tir2-11 tudi: 1 éng/lan x 2 lén/ngéy.
- May day man tinh vé ccn:
» Nguoi I6n va tré em trén 12 tudi: 2 6ng/lan x 2 lén/nga‘ly.
> Tréem tir 2 tudi -11 tudi: 1 6ng/lan x 2 lén/ngéy.
Nguwoi suy thén: I
> Nguoi 16n va tré em trén 12 tudj hay phai thim phén méu dung liéu 2 ng/lin x 1
lén/ngéy.
> Tréemtlr2 dén 11 tudi bi suy than la 1 ng/lan x 1 lén/ngéy.
- Nguoi suy gan: Khong can didu chinh lidu.
- Nguoilon trén 65 tuéi va tré em trén 6 thdng tuéi - duéi 2 tuéi: theo su hudng dan cia bac si.
Hodc theo chi dan cua bac s,
Khi nao khong nén dung thudc nay?
Chong chi dinh cho bénh nhan min cam v6i Fexofenadine hay bét ky ta duoc nao cua thudc.
Téc dung khong mong mudn
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- Trong nghién ciru 1am sang c6 kiém soat, ty 1¢ gap tac dung khong mong mud
dung Fexofenadin twong tu nhém dung gia duoc. Céc tac dung khong mong
anh huéng béi liéu dung, tudi, giéi tinh va ching toc ctia bénh nhan.

- Thuong gdp, ADR>1/100

> Thén kinh: Budn ngu, mét moi, dau ddu, mat ngu, chdng mit.

» Tiéu héa: Budn non, khé tiéu.

» Khac: Nhiém virus (cam, cim), dau bung kinh, nhidm khuin ho hép trén, ngira hong, ho,
sét, viém tai giita, viém Xoang, dau lung.

- Ttgdp, 1/1000 < ADR < 1/100

> Than kinh: So hai, r6i loan gidc ngu.
» Tiéu hoa: Khé miéng, dau bung.
- Hiém gap, ADR, 1/1000
> Da: Ban, may day, ngtra
» Phén tng qua man: Phu mach, tirc ngue, khé tho, do bung, choang phan vé.

Nén trianh ding nhirng thudc hoic thuc phim gi khi dang s\ dung thuée nay?

- Erythromycin va ketoconazole lam ting ndng do va dién tich dudi duong cong ndng do - thoi
gian cua fexofenadine trong mau, co ché c6 thé do lam ting hip thu va giam thai trir cua
thube nay. Tuy nhién, twong tac khong c6 y nghia trén 14m sang.

- Thubc khéng acid chira nhém, magnesi néu dung ddng thoi v6i Fexofenadin sé lam giam hip
thu thudc, vi vay phai sir dung céc thudc nay céch nhau khoang 2 gié.

Cin lam gi khi mgt lin quén khong dung thudec?

Can ubng thém mot lidu ngay khi ban nhé ra, cang sém cang tt. Néu thei gian nhé ra gan k& véi

thoi gian diing liéu tiép theo thi bo qua lidu da quén, Khéng nén dung ciing mét Itc hai lidu.

Cin bao quan thude nay nhw thé nao?

Noi kho réo, tranh 4nh sang, nhiét do dudi 30°C

Nhimg dAu hi¢u va tri¢u ching khi dung thuéce qu4 lidu:

- Théng tin vé doc tinh cép cta Fexofenadin con han ché, tuy nhién budn ngu, chong mit, kho
miéng da duge bao cio.

Cin lam gi khi dung thudc qu4 lidu khuyén c40?

- Xu tri: Sir dung cac bién phép thong thuong dé loai bo phén thudc con chua dugc hép thu &
éng tiéu héa. Diéu tri hd tro va diéu trj tri¢u chimg. Thim phan mau lam giam ndng d¢ thude
trong méu khong déng ké (1,7%). Khong c6 thube giai doc dic hiéu.

Nhirng diéu cin thén trong khi dung thuée nay?

- Tuy thube khéng c¢6 ddc tinh trén tim nhu cht me Terfenadin, nhung van phai than trong theo
doi khi dung fexofenadine cho nguoi da c6 nguy co tim mach hodc ¢6 khoang Q-T kéo dai tir
trude.

- Cin khuyén ngudi bénh khong tu ding thém thudc khing Histamin nao khac khi dang sir
dung fexofenadine.

- Tuy Fexofenadin it gdy budn ngli nhung van can than trong khi 14i xe hoic diéu khién may
moc doi hoi phai tinh téo.

- Cén than trong va diéu chinh lidu thich hop khi dung thube cho nguoi ¢6 chirc néng than suy
giam vi néng do thudc trong huyét tuong tang do thoi gian ban thai kéo dai. Cin than trong
khi dung thuée cho ngudi cao tudi (trén 65 tudi) thuong c6 suy giam sinh ly chirc nang than.

- D4 an toan va tinh hiéu qua cua thudc & tré em duéi 6 thang tudi chua xac dinh duoc.

- Cén dimg Fexofenadin it nhat 24-48 gio' trude khi tién hanh cac thir nghiém khéng nguyép|
tiém trong da.
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- Str dung & phy nit c6 thai: Do chua c6 nghién ctru day du trén ngudi mang thai, nén
Fexofenadin cho nguoi phu nir mang thai khi lgi ich cta me vuot troi nguy co doiNot thai—<
nhi.
- Sir dung & phu nit cho con bii:Khong 16 thudc c6 bai tiét qua sita hay khong, vi vy can than

trong khi dung fexofenadine cho phu nit dang cho con bu.
Anh huwéng ciia thudc 1én kha nang lai xe va vin hanh may méc: Tuy Fexofenadin it gay
budn ngi nhung van cdn than trong khi 14i xe hogc didu khién may méc doi hoi phai tinh téo.
Khi nao cin tham vin bic si, dwge si?
“Néu can thém thong tin xin hoi y kién bdc st hodc dwoc st
Han dung ciia thude: 24 thang ké tir ngay san xudt .
Tén, dia chi, biéu twgng (néu co) ciia co s& sin xudt:

Céng ty c6 phan dwgc phim Me Di Sun

S6 521, khu phd An Loi, phudng Hoa Loi, thi x4 Bén Cét, tinh Binh Duong.
Dién thoai: 0274 3589 036
Fax: 0274 3589 297
Ngay xem xét sira di cAp nhat lai n§i dung hwéng din sir dung thude:

PHAN THONG TIN DANH CHO CAN BO Y TE

CAC PAC TiINH DUQC LU'C HQC:

Nhom duge ly: Nhém khéang histamin H1.

Ma ATC:R06AX26.

- Fexofenadine hydrochloride 1a mot thudc khang histamin thé hé 2, ¢6 tac dung dbi khéang dac
hiéu va chon loc trén thu thé H, ngoai vi. Thudc 1a mot chét chuyén hoa c6 hoat tinh ctia
terfenadin nhung khong con dc tinh déi véi tim do khong tre ché kénh kali lién quan dén sy
tai cuc té bao tim. Fexofenadine khong c6 tic dung déng ké dbi khéng acetylcholine, di
khang dopamine va khdng c6 tac dung trc ché thu thé alphal hodc beta — andrenergic. O liéu
diéu tri, thude khong gdy ngu hay anh huong dén than kinh trung wong. Thubc c6 tac dung
nhanh va kéo dai do thudc gin chdm vao thu thé Hy, tao thanh phttc hop bén viing va tach ra
cham.

CAC PAC TINH DUQC PONG HOC:

Hp thu

- Fexofenadine hydrochloride dwgc hép thu tdt khi dung duong ubng. Sau khi udng 1 vién nén
60mg, ndng do dinh trong mau khoang 142 nanogam/ml, dat dugc sau 2-3 gi. Néu udng hdn
dich Fexofenadin 60mg, 2 lan/ngay, nong d6 dinh trong méu dat trang thai c4n bang khoang
286 nanogam/ml, dat dugc sau khoang 1,42 gi¢. Thitc dn lam giam ndng do dinh trong huyét
tuong khoang 17% nhung khong lam cham thoi gian dat ndng do dinh cua thude.

Phdn b6

- Fexofenadine gin két voi protein huyét tuong khoang 60 -70%, chu yéu véi Albumin va
alphal-acid glycoprotein. Thé tich phan bd 1a 5,4 — 5,8 lit/kg. Khong 16 thuée c6 qua nhau
thai hoic bai tiét vao sita me hay khong, nhung khi dung Terfenadin da phat hién\dugc
Fexofenadin 1a chit chuyén hoa cta Terfenadin trong stra me¢. Fexofenadin khong qua ha
rao mau — néo.

Chuyén héa
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- Xdp xi 5% lidu dung ctia thube duge chuyén hoa. Khoang 0,5 — 1,5% dugc chuyénthg

nho hé théng enzyme cytochrome Pyso thanh chét khong c6 hoat tinh, 3,5% duogc

thanh dan chét ester methyl, chti yéu nhé hé vi khuén rudt.
Thai trie
- Thoi gian bén thai cua fexofenadine khoang 14,4 gio, kéo dai hon & ngudi suy than. Thubc
thai trir chi yéu qua phén (xdp xi 80%), 11-12% liéu ding dugc thai trir qua nude tidu dudi
dang khong dbi.
CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH:
Chi dinh:
- FAZUPHEN dugc chi dinh ding diéu tri tridu chimg viém miii di ing theo mua (nhu hét hoi,
ngtra, d6 chay nudc mét va miii); may day man tinh vé cin & ngudi 16m va tré em.
Chong chi dinh:
- Chéng chi dinh cho bénh nhan man cam véi Fexofenadine hay bét ky ta duge nao cta thube.
Liéu diing - cich dung:
Puong dung: Thube dung duong udng, thoi diém ubng thube khong phu thudc va bita in.
Céch dung: Bé éng nhua va ubng truc tiép dung dich trong 6ng. Co thé pha lodng véi nude, hoic
udng nuée sau khi udng thube. Lic déu trudce khi udng.
Liéu dung:
- Viém miii dj ving:
» Nguoi 16n va tré em trén 12 tudi: 2 6ng/lan x 2 lén/ngéy.
> Tréem tir 2-12 tudi: 1 ong/lan x 2 lan/ngay.
- May day man tinh vé can:
> Ngudi l6n va tré em trén 12 tudi: 2 6ng/lan x 2 lé‘m/ngéy.
> Tré em tir 2-12 tudi: 1 6ng/lan x 2 li“ln/ngéy.
- Nguoi suy thdn:
> Ngudi 16n va tré em trén 12 tudi hay phai thim phin mau dung lidu 2 éng/lan x 1
lan/ngay.
> Tréem tir2 dn 12 tudi bi suy than 14 1 ng/lan x 1 lén/ngéy
- Nguoi suy gan: Khong can diéu chinh lidu.
- Nguoi Ion trén 65 tudi va tré em trén 6 théng tubi-dudi 2 tudi: theo sur huéng dan cia béc si.
Hodc theo chi dan cua bac sfi.
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC
- Tuy thube khong c6 doc tinh trén tim nhu chit me Terfenadin, nhung van phai than trong theo

ddi khi dung fexofenadine cho ngudi di c6 nguy co tim mach hodc ¢6 khoang Q-T kéo dai tir

trude.

- Can khuyén nguoi bénh khéng ty ding thém thude khéng Histamin nao khac khi dang sir
dung fexofenadine.

- Tuy Fexofenadin it gdy budn ngu nhung van can than trong khi 14i xe hodc diéu khién may
moc doi hoi phai tinh téo.

- Cén than trong va diéu chinh lidu thich hop khi dung thude cho nguoi ¢ chirc nang than suy

gidm vi ndng do thude trong huyét tuong tang do thoi gian ban théi kéo dai. Can than trong

khi dung thuéc cho ngudi cao tudi (trén 65 tudi) thuong cé suy giam sinh Iy chirc ning thén\.(\/
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- D0 an toan va tinh hiéu qua cta thudc & tré em dusi 6 thang tudi chua x4c dinh duge. )

- Cén dimg Fexofenadin it nhit 24-48 gior trude khi tién hanh cac thir nghiém khéng nguyén
tiém trong da.

SUDUNG THUOC G PHU NU' CO THAI VA CHO CON BU:
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- Do chua ¢6 nghién ciru day du trén nguoi mang thai, nén chi ding Fexofen

phu nit mang thai khi loi ich cua me vuot trdi nguy co ddi véi thai nhi.

- Khoéng 16 thube c6 bai tiét qua sita hay khong, vi vay cdn than trong khi dung
cho phu nit dang cho con by,

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

- Tuy Fexofenadin it gy budn ngl nhung van cin than trong khi 14i xe hodc diéu khién may
moc doi hoi phai tinh téo.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC

KHAC:

- Erythromycin va ketoconazole 1am tang ndng do va dién tich dudi duong cong ndng do - thoi
gian cua fexofenadine trong méu, co ché ¢6 thé do lam tdng hip thu va gidm thai trir cua
thudc nay. Tuy nhién, twong tac khong c6 y nghia trén 1am sang.

- Thubc khang acid chira nhom, magnesi néu dung dong thoi voi F exofenadin s& 1am giam hép
thu thuée, vi vay phai sir dung cac thubc nay cach nhau khoang 2 gio.

it

TAC DUNG KHONG MONG MUON:

- Trong nghién ctru 1am sang c6 kiém soét, ty 1¢ gép tac dung khong mong mudn & ngudi bénh
dung Fexofenadin twong tu nhém dung gia duge. Céc tac dung khéng mong muén khong bi
anh huéng boi lidu ding, tudi, gidi tinh va chung tdc ciia bénh nhan.

- Thuong gdp, ADR>1/100

> Than kinh: Budn ngt, mét moi, dau dau, mét ngy, chéng miit.

» Tiéu hdéa: Budn non, kho tiéu.

» Khic: Nhiém virus (cam, cim), dau bung kinh, nhiém khuin ho hap trén, ngira hong, ho,
sdt, viém tai gitta, viém xoang, dau lung,

- It gap, 1/1000 < ADR < 1/100

> Than kinh: So hai, rdi loan gi4c ngu.

> ) Tiéu héa: Kho mi¢ng, dau bung. /
- Hiéem gap, ADR, 1/1000 | ’\V\/
> Da: Ban, may day, ngtra \

> Phan tmg qué mén: Phu mach, tirc nguc, khé ths, d6 bimg, choéang phan g,
QUA LIEU VA CACH XU TRI ) ‘
- Thong tin vé doc tinh cdp cuia Fexofenadin con han ché, tuy nhién budn ngu, chong mit, kho

miéng da duoc béo cio. .

- Xt tri: Str dung cac bién phép thong thudng dé loai bo phan thube con chua dugce hép thu & an Y
ong tiéu hoa. Diéu trj hd trg va di€u tri triéu ching. Thim phén mau lam giam nong @6 thuée
trong mau khéng dang ké (1,7%). Khoéng ¢6 thude giai doc dic hiéu. '}
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