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Fexofenadin hydrochlori - adema |
Ta dugc ..vira d thephoco N grrPru-Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province
Composition: For Co sff san xudt/Manufacturer: H

Fexofenadin hydrochlori 60 mg Cbng ty & phin Duoc - Vat tuy té Thanh Hoa

Excipients g.s. ... Thanh Hoa medical materials pharmaceutical 15

DE XA TAM TAY TRE EM gﬂ* dudng Quang Trung, phutng Ngoc Trao, thanh phé Thanh Héa,

DOC K¥ HUGNG DAN 5U DUNG TRUGC KHI DUNG it eal 1o _ ) .
KEEP OUT OF REACH OF CHILDREN No 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa Gity, Thanh Hoa Province

DT/Tel: 0237 3737888 - Hotline: 1800 8140

READ THE PACKAGE INSERT CAREFULLY BEFORE USE
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thephoco

Fexofenadin hydrochlorid 60 mg

“Luman is a registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Box of 2 blisters x 10 film coated tablets

Chi dinh, cach diing, chéng chi dinh va cic théng tin khic Tiéu chudn/Spedification: TCCS/ In-house
Xem trong t& huéng dén si dung thudc kém theo. SDK/Reg.No:

Indications, administrati indi and other informati

Please refer to the package insert.

Bao quén: 546 SX/Batch Ho.:

Noi khé, nhiét d6 khéng qué 30°C, trénh énh sdng. NSH/Mfg date:

Storage: HO/Exp date:

In a dry place, temperature not exceeding 36°C, protect from light.
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thephoco

Fexofenadin hydrochlorid 60 mg

“Luman la nhan hiéu thuong mai da dang ky cia Thephaco
§0232 Tran Phu, phuong Lam Son, thanh phd Thanh Hoa, tinh Thanh Hoa

Hop 2 vi x 10 vién nén bao phim

Fexofenadin hydrochlorid 60 mg
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Thanh phan: Cho 1 vién n hiéu tdng mai 83 ding ky cia Thephaco
=

;;;;)fenadm h{);drcxhlorid a0 'l;g tman is a registered trademark of Thephaco
uge . viad........ .1 vién
) thephoco jg 32 Tran Phu Street, Lam Son Ward, Thanh Hoa Gity, Thanh Hoa Province

Composition: For 1 tablet {1 58 sén xudt{Manufacturer:
Fenggnadin hydrochlorid.....60 mg Cing ty b phin Duisc - Vit try 1 Tharh Héa
Excipients G.s. e ] tablet Thanh Hoa medical materials pharmaceutical 5C
5 & s T "

SE XATAMTAY TRE EM dSom[H m S:anq Trung, phudng Ngoc Trao, thanh phd Thanh Hoa,
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

Mo 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa City,
KEEP OUT OF REACH OF CHILDREN Thanh Hoa Pravince

READ THE PACKAGE INSERT CAREFULLY BEFORE USE B1/Tel: 0237 3737888 - Hotline: 18008140

Fexofenadin hydrochlorid 60 mg
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Luman Rexo

Fexofenadin hydro?hlon’d 60 mg

“Luman is a registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Box of 10 blisters x 10 film coated tablets

Chi dinh, cach ding, chéng chi dinh va cic théng tin khac: Tidu chudn/Specification: TCCS/ In-house

Xem trong t& hudng dan sit dung thuéc kém theo. SOK/Reg.No:

ki PRI indications and other infk .

Please refer to the package insert.

Béo quén: SR 3
Nai khé, nhiét dé khéng qué 30°C, trénh 4nh séng. 5616 S¥/Batch No. : QR '
Storage: :SD«)U:;Q;:! E code j
In a dry place, temperature not exceeding 30°C, protect from light. e i 5
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Luman Resco 60

Fexofenadin hydrochlorid 60 mg

“Luman la nhan hiéu thuong mai da dang ky cla Thephaco
56 232 Trn Phu, phiing Lam Son, thanh phd Thanh Hda, tinh Thanh Hia

Hop 10 vi x 10 vién nén bao phim

Fexofenadin hydrochlorid 60 mg
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Thanh phan: Cho 1 vién
Fexofenadin hydrochiorid.....60 mg
Ta dugc ..vifa Al 1 ViED

2 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Compeshi(.m: FF T e Co's& san xudt/Manufacturer:
Ei:g;’:if:’ shyd“’cm‘md“‘ ‘i‘i’gb';ﬁ Cang ty c6 phén Duoc - Vat tu y t€ Thanh Ha
I Thanh Hoa medical materials pharmaceutical JSC
DE XA TAM TAY TRE EM 5604 dudng Quang Trung, phuéng Ngoc Trao, thanh phé Thanh Héa,
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG 1inh Thanh Hoa
KEEP OUT OF REACH OF CHILDREN No 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa City, Thanh Hoa Province
READ THE PACKAGE INSERT CAREFULLY BEFORE USE D1/Tel: 0237 3737888 - Hotline: 1800 8140
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Luman Feso 6l

Fexofenadin hydrochlorid 60 mg

man is a registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

Box of 5 blisters x 10 film coated tablets

Fexofenadin hydrochlorid 60 mg

Chi dinh, cach duing, chdng chi dinh va cac théng tin khac: Tiéu chudn/Specification: TCCS/ In-house

Xem trong t& huéng dén st dung thudc kém theo. SDK/Reg.No:

Indications, administration, contraindications and other information:

Please refer to the package insert. PR R

Bao quan: . ; ‘

Nai kha, nhiét dé khéng qua 30°C, tranh anh séng. 5810 SWatch No: B N

Sioiaies M e , code | |
- F Hofbepdate: ; | |

In a dry place, temperature not exceeding 30°C, protect from light. —— 3 |

Luman' Pexo

Fexofenadin hydrochlorid 60 mg

man la nhan hiéu thuong mai da dang ky cta Thephaco
6232 Trdn Phu, phudng Lam Son, thanh phd Thanh Hoa, tinh Thanh Héa

Hop 5 vi x 10 vién nén bao phim

Fexofenadin hydrochlorid 60 mg
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LUMAN FEXO 60
(Fexofenadin hydrochlorid 60 mg)

Dé xa tam tay tré em

Poc ki huéng dan sir dung truéce khi ding

1. THANH PHAN CONG THU'C THUOC

Mdi vién nén bao phim chira:

Thanh phdn hoat chat: Fexofenadin hydrochlorid 60 mg

Thanh phdn té dwpc: Cellulose vi tinh thé PH 101, pregelatinised maize starch, natri
croscarmellose, magnesi stearat, hypromellose, Macrogol 6000, titan dioxid, Talc, pham mau oxid
sit d6, pham mau oxid sét vang.

2. DANG BAO CHE

Vién nén bao phim

Mo ta: Vién nén dai (hinh oval), bao phim mau dé vang, khic vach chia déi.

3. CHI PINH

Diéu tri triéu chirng trong viém miii dj g theo mua, may day man tinh v0 cén ¢ nguoi 16n va tré
em tir 12 tudi tré 1én.

4. CACH DUNG, LIEU DUNG

Céch ding

Thuée ding duong udng. Khéng nhai vién thude. Khéng uéng véi nudc hoa qua. Thoi diém udng
thudc khong phu thude véo bita &n.

Liéu ding

Viém miii di ung:

Liéu thong thuong dé diéu tri triéu chimg cho ngui 16 va tré em trén 12 tudi 1a 60 mg (1 vién) x 2
lan/ngay.

May day man tinh vo can:

Liéu thdng thudng cho ngudi 16n va tré em tir 12 tudi trd 1én 1a 60 mg (1 vién) x 2 lin/ngay.

Ngudi cao tudi va suy thin:

Tré em tir 12 tudi tré 1én va ngudi 16n bi suy than, ngudi gia: Bét diu dung tir lidu 60 mg udng 1
ldn/ngay, diéu chinh liéu theo chirc nang than.

5. CHONG CHI PINH

Qua man véi fexofenadin, terfenadin hodc véi bat cir thanh phén nao cia thudc

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Dit liéu str dung fexofenadin trén nguoi cao tudi, bénh nhan suy gan, suy thdn con han ché. Than
trong khi dung thudc trén nhom bénh nhan nay.

O bénh nhén c6 tién st hodc dang mic bénh tim mach: viéc st dung cac thudc khang histamin co
thé lién quan dén céc phan ng khéng mong mudn nhu nhip tim nhanh va dénh tréng nguc.

D6 an toan va hiéu qua caa thude & tré em dudi 12 tudi chua duogc thiét 1ap.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai:
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thai khi loi ich cho me vugt trdi nguy co ddi v6i thai nhi.
Thoi ky cho con bu:

phu nir dang cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Tuy fexofenadin it gy budn ngt, nhung van cin than trong khi 14i xe hodc diéu khién may moc doi
hoéi phai tinh to.

9. TUONG TAC, TUONG KY CUA THUOC

Fexofenadin khong chuyén héa qua gan va do d6 khong tuong téc véi céc thude chuyén héa qua
gan. Dung dong théi fexofenadin hydrochlorid véi erythromycin hoiic ketoconazol 1am tang ndng
d6 fexofenadin trong huyét tuong 2-3 lan nhung khéng lam thay d6i khoang QT va khéng lién
quan dén bét ki su gia tang phan {mg bat lgi nao so véi khi dung don doc.

Nghién ciru trén déng vat cho thdy su ting ndng do fexofenadin sau khi ding ddng thoi véi
erythromycin hodc ketoconazol 14 do sy ting hap thu qua duong tiéu héa va giam bai tiét qua mat
hodc qua duong tiéu hoa.

Khong c6 twong tac gifta fexofenadin va omeprazol. Tuy nhién khi ding thudc khéng acid c6 chira
nhdm, magnesi hydroxid 15 phut trude khi str dung fexofenadin hydrochlorid lam giam sinh kha
dung cuia fexofenadin (c6 thé 1a do giam hap thu qua dudng tiéu hoa). Do d6, khuyén céo sir dung
fexofenadin hydrochlorid va thudc khang acid c6 chira nhém, magnesi hydroxid cdch nhau 2 gio.
10. TAC DUNG KHONG MONG MUON CUA THUOC

Thuong gap, 1/10 > ADR > 1/100

Thén kinh: Budn ngu, dau déu, chéng mat.

Tiéu hoa: Budn non.

It gdp, 1/1000 < ADR <1/100

Toan than: Mét moi.

Khéng ré tan sudt (O nguoi 1om, tdc dung khéng mong mudn dwdi day da duwge bdo cdo trong qud
trinh lwu hanh, tan sudt xay ra khong ro)

Mién dich: Phan tmg qud man véi bidu hién nhu phil mach, tirc nguc, khé tho, do bing va sbc
phan vé.

Tam than: Mt ngii, hoi hop, réi loan gidc ngu hodc gip 4c mong.

Tim mach: Nhip tim nhanh, danh tréng nguc.

Tiéu héa: Tiéu chay.

Da: Phat ban, may day, ngira.

Huwéng din xir tri ADR:

ADR cua thudc thuong nhe, chi 2,2% ngudi bénh phai ngimg thuéc do ADR cua thude.

Théng bdo ngay cho bdc sy hodc duoc sy nhirng phan iing c6 hai gdp phai khi sir dung thuéc.

11. QUA LIEU VA CACH XU TRI

Biéu hién: Budn nga, chéng mit, mét méi, kho miéng di dugc béo cdo khi ding qué lidu
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fexofenadin hydrochlorid. Liéu duy nhit 800 mg va liéu 690 mg x 2 lén/ng b ‘f
240 mg x 1 ldn/ngay trong 1 nam dung trén cac déi tuong khoe manh khong
{mg bat 1oi c6 y nghia 1dm sang so vdi gia duge. Chua x4c dinh duoc 1id
fexofenadin hydrochlorid.

Xik tri: St dung céc bién phap théng thudng dé loai bo phan thude con chua difeshapti
tri hd tro va diéu tri triéu chimg dugc khuyén céo. Chay thén nhén tao khong hié qua trog viéc
loai bo fexonadin trong mau.

12. PAC TiINH DUQC LUC HQC

Nhom diege Iy: Thude khang histamin toan than (Khéng histamin thé hé 2, d6i khang thu thé Hi)
Ma ATC: RO6A X26

Co ché tac dung:

Fexofenadin hydrochlorid 1a thude khang histamin H; khong gdy budn ngu. Fexofenadin 1a mét
cht chuyén hoa cé hoat tinh duge ly cua terfenadin.

Hiéu qua lam sang va su an toan:

Nghién ctru vé may day va phan tmg ban do do histamin & nguoi sau khi dung fexofenadin
hydrochlorid liéu don va hai lan mdi ngy, chimg minh sin phim c6 téc dung khéng histamin bt
dau trong vong 1 gio, dat dugc t6i da trong 6 gid va kéo dai 24 gid. Khéng c6 bing chimg dung
nap cho nhitng anh hudng nay sau 28 ngay sir dung. Pa thy c6 tdn tai mot méi quan hé liéu — dap
{mg gitra cac liéu tir 10 mg — 130 mg dung dudng udng. Trong mé hinh hoat tinh khéng histamin
ndy, ngudi ta thiy rang can lidu t6i thiéu 130 mg dé dat dugc mot hiéu qua nhét quan duoc duy tri
sudt 24 gidr. Su irc ché tdi da trong vung da may day va viing ban do la trén 80%. Cic nghién ciru
lAm sang trong viém mii di tmg theo mua cho thy véi liéu 120 mg du cho hi¢u qua trong 24 gid.
Khéng c6 su khdc biét vé khoang QTc dwoc quan sat thdy & bénh nhan viém mii di ung theo mua
dung fexofenadin hydrochlorid 1én dén 240 mg x 2 ldn/ngay trong 2 tuan khi so sénh véi gia dugc.
Ngoai ra, khong ¢6 sy thay déi dang ké trong khoang QTc da dwgc quan sat thiy ngudi khée manh
dung fexofenadin hydrochlorid 1én dén 60 mg x 2 lan/ngay trong 6 thang, 400 mg x 2 lan/ngay
trong 6,5 ngay va 240 mg x 1 lan/ ngay trong 1 nim so vdi gia dugc. Fexofenadin & nong dé cao
gp 32 lan ndng d¢ diéu trj khong gay cham dong dién qua kénh K* ¢ tim ngudi.

Fexofenadin hydrochlorid (5-10 mg/kg ding dudng udng) wrc ché khang nguyén giy co thit phé
quin & chudt lang nhay cam va trc ché su gidi phong histamin & ndng dé diéu trj (10-100 uM) tir
cc té bao mast mang bung.

13. PAC TINH DUQC PONG HOQC

H:’fp thu:

Fexofenadin hydrochlorid dugc hip thu nhanh sau khi udng, v&i Tmax x4y ra khoang sau 1 -3 gio.
Gid trj Cmax trung binh khodng 427 mg/ml sau khi ding liéu 120 mg/1 1an/ ngay.

Phén bé:

Khoang 60 — 70% fexofenadin lién két vdi protein huyét tuong.

Chuyén héa va thai trir:

Fexofenadin dugc chuyén hoa khéng dang ké (c6 thé qua gan hodc khong qua gan), vi chi ¢o 1
hop chat chinh duy nhit dugc x4c dinh trong nuéc tiéu va phan cia dong vét va con ngudi. Néng
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fexofenadin tuyén tinh & cac lidu tir 40 — 240 mg udng hang ngay. Puong thai t
qua mat, trong khi t&i 10% liéu ding duoc bai tiét dudi dang khong déi qua nude tiéu.
Duoc dopng hoc ¢ ngwoi suy than:
Thanh thai creatinin 41 — 80 ml/phut: ndng d6 dinh cao hon 87%, nira doi thai trir dai hon 59%.
Thanh thai creatinin 11 — 40 ml/phit: ndng d6 dinh cao hon 111%, nira doi thai trir dai hon 72%.
Thanh thai creatinin < 10 ml/phit (& nguoi dang thure hién thim phén): ndng d6 dinh cao hon 82%
va nira doi thai trir dai hon 31% so véi ngudi khoe manh.
Loai bo bang thdm phan mau khong hiéu qua.
14. QUY CACH PONG GOI
Hop 2 vi x 10 vién nén bao phim (vi PVC/Alu, vi Alw/Alu), kém t& hudng din sir dung thuée.
Hop 5 vi x 10 vién nén bao phim (vi PVC/Alu, vi Alu/Alu), kém t& huéng dan str dung thude.
Hop 10 vi x 10 vién nén bao phim (vi PVC/Alu, vi Alw/Alu), kém t& huéng dan sir dung thude.
15. PIEU KIEN BAO QUAN
Bdo quan trong bao bi kin, noi kho rao, tranh anh sang, ¢ nhiét 4o dudi 30°C.
16. HAN DUNG
36 thang ké tir ngay san xuét.
17. TIEU CHUAN CHAT LUQNG
Tiéu chudn co sd.
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
S6 04 dudong Quang Trung, phuong Ngoc Trao, Thanh phd Thanh Héa, tinh Thanh Hoéa
SPT: 0237 3737888 Hotline: 1800 8140

wfed LUMAN® 1a nhén hiéu thuong mai di dang ky cua Thephaco
thephoco 6 232 Tran Phi, phuong Lam Son, thanh phé Thanh Héa, tinh Thanh Hoa.
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