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3. Mau Nhan Hép 3Vi X 10 Vién
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CONG TY TNHH SX - TM DUGC PHAM THANH NAM
60 Bai LY Dic Ljp - KCN Viét Nam Singapare - Thudn An - Binh Duang
VP: 3A Dang T4t, P. Tan Dinh, Q.1, TP, HCM, YN

100
vl&n nén bao phim
film-coaled tablels

| TANADESLOR
Desloratadin  5mg

TANADESLOR Hop 10 vi x 10 vién nén bao phim

Tharh phdn: Mai vien nén bao phim chira

LER TR [T TR | |||
58 LO SX / Batch No': Chi dink difu tri:
Vi#m mii dj dng theo mia hay di Ung quanh nam nhu hit hoi,
NSX / Mir. date: 4 mil, nghet mii kém theo nglia mii hong, nga v chiy nubc mat.
HED / Exp. dote: Phén ting dj Ung da: My day, ngUa, phdt ban
Chong chi Gjnh, Lidu ding, Cinh bio, Tueng téc thuls,
T4c dyng phy, sif dyng cho phy nd c6 thai va céc thoug tn khdc:
Xin 1 hutng din sir dyn
Tiéu chudn: TCCS e e
SBK/Reg.No: Bao qudn: Bio quén & nhigt 49 dull 30°C

TP. HCM, ngay 01 thdng 12 ndm 2011
CTY TNHH SX-TM DUCC PHAM THANH NAM
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5. Mau nhan chai 100 vién

Desloratadin  ...........ccccooveviecennneneen.. . 5MQ &
Ta duge vita dl..........oooooovereeenennennn AVIER

HD :
Tiéu chudn: TCCS

60 Dai L) Dc Lgp - KCN Vit Nam Singapore
Thudn An, Binh Duong, VN
VP: 3A Ding T4t, P. T4n Dinh, 0.1, TP. HCM, VN

Thanh phdn: M>5i vién nén bao phim chia Ry Thudc bén theo don

SDK/Reg.No: Khédng histamin / Antinistamine
CONG TY TNHH SX - TM DUGC PHAM THANH NAM Chai 100 Vién nén bao phim

hong, ngifa ubchéyﬂuﬁc mé% %

vigm mii du.mg thep n’l.tlanay' d; ﬂpg" uanh ndm
nhis hét hoiys6:mli, nghet mili-kemytheo ngda mai

gge}; 2;(( TA N mESLOR Phén (ng di dng

Chéng chi dinh, Liéu ding, Oénh béo, Tudng tic
thuic, Tac dung phu, sit dyng cho phu nif co thai

ngua phét ban.

va cdac thdng tin khac:
Xin doc kg t& huong d&n s dung.
I l Bdo quén: Bio quin & nhigt do dudi 30°C
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6. Mau nhan hop chai 100 vién
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POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si

@ Thudic bén theo dom

Desloratadin
Khdng histamin / anfibistamine
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TANA DESLOR it g

100

CONG TY TNHH SX - TM DUGC PHAM THANH NAM
60 D3i L) DGc Lap - KCN Vigt Nam Singapore - Thuan An - Binh Dudng
VP: 3A Djng Ta1, P. Tan Binh, 0.1, TP. HCM, VN

TANADESLOR

100
vien nén boo phim
film-coated (ablels

S0 LO SX /Brch Mo :
NSX / Mtr, date:

HSD / Exp. date:

Tiéu chuén: TCCS
SDK/Reg.No:

TANADESLOR

Desloratadin 5 mg.-

Chai 100 vién nén bao phim
Thiinh phén: M3i visn nén bao phim chiia

DESIOratatin ... ..o e em e 5mp
Ta OAIC WA dllL.........oosseensmenssiimosmaessiis s assasssgasassnnss 1vign
Chl djnh didu tr}:

Vigm mii dj img theo mia hay di dng quanh ndm nhu ht hdi,
58 mi, nghet mii kim theo ngifa mii hong, ngla wa chdy nuc mét.
Phin Ung di ting da: May day, ngia, phét ban,

Chéing chi djnh, Lifu dilng, Cuh bio, Tewmg tic thudc,
Téic dyng phy, sif dyng cho phy nif cf thai vi cdc thing tn idudc:
Xin doc ky t& hudng din s dyng.

Bdo quda: Bip quin 3 nhigt df dudi 30°C
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TG HUGNG DAN SU DUNG

' Vién nén bao phim TANADESLOR

THANH PHAN : M3i vién chita

Desloratadin 5 mg

T4 dugc vira dd .. 1 vién,

(Avicel PH101, Lactose, Natri starch glycolat, PVP. K30 Talc, Magnesi stearat, HPMC 2910, PEG 6000 Titan

dioxyd).

DUQC LUC HQC
Desloratadin 12 chat chuyén héa chinh c¢6 hoat tinh theo dudng uéng cda Loratadin la ch4t khing histamin
H1 khong gdy budn ngg.

DUQC PONG HOC
Desloratadin hdp thu nhanh sau khi uéng. Néng d¢ dinh trong huyét twong trung binh khodng 3 gid.
Khodng 80-87% desloratadin va 85-89% chidt 3-hydroxydesloratadin gin vao protein huyét tuong. Thai
glau ban thii cia desloratadin 13 27 gid. Desloratadin dugc bai i€t ra nu6c ti€u va phéin.

CHI DINH PIEU TR]

~ Viém mii di Wng theo mda hay di ¢ng quanh nim nhu hit hdi, s mii, nghet miii kém theo ngita miii hong,
ngifa va chdy nudc mit.

— Phdn dng di ﬂng da: May day, ngia, phdt ban.

LIEU LUGNG VA CACH DUNG

— Ngudil6n va tré em trén 12 tudi: Liéu thudng ding u5ng 1 vién/ ngay.

- Nguen bi suy gan hoidc suy than: 1vién/ l4n, cd 2 ngdy udng I 1in.

CHONG CHI PINH
Qud min vdi Desloratadin va bat ky thinh phin nio cda thuéc.

CANH BAO VA THAN TRONG KHI SU DUNG

~ Thén trong § bénh nhin c6 thudng t&n chifc ning gan hoic thin.

— Ngudi cao tudi: Cin chinh liéu (gidm tin sudt diing thudc) cho ngudi cao tudi bj suy gidm chifc ning gan,
thin hodc tim.

TUONG TAC VOI CAC THUOC KHAC

- Diéu tri ddng thdi desloratadin va cimetidin din dé€n ting ndng do loratadin trong huyét tudng 60%, do
cimetidin fc ch& chuyén héa cia loratadin. Piéu ndy khéng c6 bi€u hién 1Am sing.

~ Diéu tri dong thdi desloratadin va ketoconazol din t6i ting nong d§ loratadin trong huyét twong gip 3 ldn,
do ttc ch&€ CYP3A4. Piéu nay khong c6 bi€u hién 1dm sang vi loratadin c6 chi s& diéu tri rong.

— Diéu tri dong thdi desloratadin va erythromycin din dé€n ting ndng d) loratadin trong huyét twong. AUC
(dién tich dudi dudng cong ciia ndng do theo thdi gian) cia loratadin ting trung binh 40% va AUC cia
descarboethoxyloratadin ting trung binh 46% so véi diéu tri loratadin don dgc. Trén dién tAm dd khdng cé
thay d8i vé khodng QTc. V& mit ldm sang, khong c6 biéu hién sy thay d6i tinh an toidn cla loratadin, va
khong c6 thong bdo vé tdc dung an thin hodc hién tugng ngat khi di€u tri déng thdi 2 thude nay.

TRUOGNG HGP CO THAI VA CHO CON BU

—  Phu nit ¢6 thai: Chua c6 nhitng nghién cifu diy dd va kiém ching 16t do d6 chi nén st dung desloratadin
cho phu ni mang thai khi thit sy cin thi€t va dudi sy hudng din cla thdy thudc.

—  Phu nit cho con bii: Desloratadin ti€t qua sifa me, vi vy ngung cho con bi hodc ngung diing thudec.

TAC DUNG DOI VO1 KHA NANG LAI XE VA VAN HANH MAY MOC
St dung thudc & liéu diéu tri khong dnh hudng dé€n kha ning l4i xe va vdn hanh mdy mée.

TAC DUNG KHONG MONG MUON
Nhitng tic dung khéng mong mudn sau diy ¢ thé xy ra: Mét méi, khé miéng, dau ddu, chéng mit, khd
miii, viém k&t mac, di Ung. Hiém gip: N&i min, phdn vé.

Thong béo cho bic s nhifng tic dung khong mong muén gip phai khi sit dung thudc

QUA LIEU VA XU TRI

~ @ ngudi 16n khi udng qué lidu (trén 40mg) c6 nhitng bi€u hién: budn ngd, nhip tim nhanh, nhifc diu.

- X tri: Pidu tri triéu ching va diéu tri hd trg, bit diu ngay va duy tri chitng ndo con cdn thit.
Desloratadin khéng bi loai bﬁngﬂﬁ"m tich mdu.
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BAO QUAN  :Bio quin 3 nhiét d¢ dugi 30°C

HAN DUNG : 36 thing k& tiY ngdy sdn xudt

TIEU CHUAN :TCCS

TRINHBAY  :Hop: 1vi,3 vi, 10 vi x 10 vién.
Chai 100 vién.

KHUYEN CAO :

Thudc nay chi diing theo don ciia thdy thudc
D& xa tdm tay cia tré em
Doc ky huéng dfin sit dung trude khi ding
Néu céin thém théng tin xin héi § ki€n béc si
CONG TY TNHH SX-TM DUGC PHAM THANH NAM
bia chi: 60 — Dai 1§ Pdc ldp, KCN Viét Nam Singapore, Thuin An,Binh Dudng
BT: (0650) — 3767850 Fax: (0650) — 3767852
Vin phong: 3A Ping Tit, P. Tin Pinh, Q.I, TP. HCM

Tp.HCM, ngdy Ol thing 12 nim 2011

KT/ Gidm déc
Phé Gidm déc
v
DS NGUYEN QUOC CHINH
PHE CUC TRUCNG
JVW”" Yim Ghank
ot




