MAU HOP 10 VI x 10 VIEN NEN BAO PHIM
DESLORATADIN
Kich thudc thuyc: 7,3 x 4,5 x 3,3 cm

BOY TE - — —
CUC QUAN LY DUGC

DA PHE DUYET Hép 10 vi x 10 vién nén bao phim |

Lindius 7. 012042 | [ Desloratadin
//ﬂ\ : Desloratadin 5 mg

Desloratadin §

Desloratadin

| cona THUC: cHI BINH:
| Desloratadi Smg  Glam cde tu ching viem mal df dng
Inmmaj.,tmmmmm theo moa, viém mdi di dng quanh ném |

. nhu hdt hot, 88 mdl, ngda, nghet mii, |
mﬁﬁ“‘ hofic batki K8m kich ung mét, chéy nudc mét va 8
mwnmnmcd .'m'“m"'" mét, ngita hong va ho, Gidm céc tiéu |

chiing may day man tinh t phét.
BAOQUAN:

| CACH DUNG & LIEU DUNG:
Béo quan khd nh dudi
300, vamnannotng T % * i doc rong t3huong afins3 dyng.

Desloratadin

Desloratadin 5 mg

o€ XA TAM TAY CUA TRE
POC K¥ HUONG DAN SU DYNG TRUAGC KHI DUNG
Céic thong tin khdc xem trong & hudng ddn kém theo
SX tal Nha Mdy GMP-WHO, s§ 820 C2, dudng C
Khu cong nghiép C4t Lai, Quan 2, TP.HO CHI MINH
8BK: Tiu chufin: TCCS
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DESLORATADIN
Kich thudc thyc: 7,3 x 4,5 x 3,3 cm

atadin

atadin 5 mg

CONG THUC: CHI BINH:

Desloratadin 5mg Gidm céc tridu ching viém mdi di ing

Té dugc vita di..1vién nén bao phim  theo mila, viém mii di dng quanh nam
& . s6 mili, ngla, nghet mii,

CHONG CHI BINH: Pt TR el -

Qué méin vl Desloratadin hoac batky @M kich ing mét, chiy nudc mat va dd

thanh phén nao cia thudc.

mét, ngda hong va ho. Gidm céc triéu

si i chiing may day man tinh ty phét.
O QUAN: 5 =
CACH DUNG & LIEUDUNG:
Béo quén nol khd méat, nhigt dd dudi 18 hudng diin s dyng.

30°C, trénh 4nh séng.

pE XA TAM TAY CUA TRE EM
80C K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
| Céc théng tin khdc xem trong 16 hudng din kém theo
SX tai Nhd Mdy GMP-WHO, s 920 C2, dudng C
Khu cdng nghigp Cét Léi, Quan 2, TP.HO CHI MINH

SPK: Tlsu chufin: TCCS
. S&158X: HD:
‘ Ngity 8X:
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MAU VI VIEN NEN BAO PHIM DESLORATADIN
Kich thudc thyc: 7,0 x 3,0 cm
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MAU T HUSNG DAN VIEN NEN BAO PHIM

DESLORATADIN
Kich thudc thuc: 9,2 x 16,5 cm

DESLORATADIN
| VIEN NEN BAO PHIM
| CONG THUC: M8i vién nén bao phim chua:

Desloratadin_.... ...5mg

T4 duge: Lactose monohydrat, Microcrystallin cellulose, Aerosil, bot Talc, Natri starch

| glycolat, Magnes| stearat, Opadry 200, mau Indigo Carmin, méau xanh Patent.

|CACPAC TINHDUGCLY:

Duge lye hoe:

Deslaratadin 14 chat khang histamin H1 chon loc trén thy thé ngoai bién, khong gay bubn ngd.
Duge déng hoe:

Hép thir

& nhilng ngudi tinh nguyén khde manh, sau khi udng liéu 5 mg/ngdy trong 10 ngay,
Desloratadin dugc héip thu nhanh vél thdi glan trung binh a& dat néng a9 16i da trong huy#&t
tuong (Tmax) 12 khoéing 3 gid sau khi udng, néng d¢ dinh trung binh &n dinh trong huyét tuong
(Cmax) va dién tich dudi dudng cong ndng dg-théi gian (AUC) dugc ghi nhan tuong Ung la 4
nig/ml va 56,9 ng.glé/ml. Thlc &n va nudc budi khbng cé téc ddng adi vél sinh khé dyng cla |
Desloratadin (Cmax va AUC).

Phén bd:

Khoaing 82% tél 87% Desloratadin va 85% d&n 89% 3-hydroxydesioratadin gén vao
protein huyét tuong. Sy gén vdo protein cia Desloratadin va 3-hydroxydesloratadin khong
thay @8l & nhilng c4 thé bj suy than.

Chuyén hoa v thél trz

Chuyén hoa:
Desl din dugc chuyén héa manh thanh 3-hydroxydesloratadin [a mt chétchuyén héacd
hoat tinh, sau @6 bj glucuronid hod. Nhiing enzym chiu trach nhiém trong sy tao thanh 3-
hydroxydesloratadin chua duge x4c dinh. S6 lidu thi nghi&m 1am sang cho thay a mot phén
nhd trong quén th& b&nh nhéan cé sy gidm kha niing hinh thanh 3-hydroxydesloratadin va cac
chét chuyén héa cham cla Desloratadin. Trong nhiing nghién clu duge ddng hoc (n=1087),
Kkhodng 7% d&i tugng c6 chuyén héa cham Desloratadin (dugc xéc dinh 1a déi tugng co t 18
AUC ciia 3-hydroxydesioratadin so véi Desloratadin dudi 0,1 hoéc 1 d6i tugng cd thdi gian
bén hily Desloratadin vugt quéa 50 gi¢ ). Néng d§ trung binh trong huyé&t tuong (AUC) clia
Desloratadin & nhiing ngudii chuy&n héa cham Idn han khoding 6 1&n so véi nhiing déi tugng
khéng phi 1a nhilng ngudi chuyén héa cham. Khong thé xéc dinh trudc nhing ngudi cé
chuyén héa cham d6i véi Desloratadin va & nhiing c4 thé nay sé c6 AUC clia Desloratadin
trong huy&t tuang cao hon sau khi udng Desloratadin theo ding liéu & nghj. M3c di chuaco
nhiing nghién ctu duge ddng hoc vé vén dé nay, nhung nhing bénh nhén cé chuyén héa |
chém d6i véi Desloratadin s& nhay cam han véi nhing tac dyng ngoai ¥ lién quan dén lidu
lugng.

Théitry

Thai gian ban hily trung binh cia Desloratadin 1a 27 gi&t. Cac gid tri ndng o dinh Cmax va
AUC taing ty 18 theo liéu dung sau liéu mot1én duy nhét, gida § va 20 mg. Muc df tich Iy sau
| khi uSng 14 ngdy di dbi vél théi glan ban hiy va tdn sufit liéu dung. Mot nghién clu vé cén
bling khél lugng & ngudl cho thy c6 sy phyc h8i khoding 87% clia liéu 14C-Desloratadin
(Desloratadin duge ddnh ddu bling C14) tim thily trong nuéc tiéu va phan, nhu & nhiing sén
phém chuyén héa. Phan tich 3-hydroxydesloratadin trong huy#t tugng clng cho thily nhiing |
glatr|tuong ty ciaTmax vé thdl gian ban hiy, nhu véi Desloratadin,

CHIPINH:

Giam céc trigu chung vism mil dj Ung theo mia, viém mdl dj ing quanh nam nhy hét hai, 58
mi, ngtia, nghet mi, kém kich ng mat, chdy nuée mét va & mét, ngda hong va ho. Gidm
| céc tridu chidng may day man tinh tif phat.

| LIEULUQNG VA CACH DUNG:

Ngudl I6n vé tré em trén 12 twdi: iu aé ngh 1 vién/ngay.

D&l vél bénh nhan suy gan hodc suy than liéu khdi ddu 14 1 vien Desloratadin 5 mg dugc

slf dyng céch ngdy dya trén nhiing dd lléu vé duge adng hoc.

TUQ CycC-
PTRUONG PHONG

..x'lg}r(yr;/ ?*"’/H Chu Chu Y

TRUSGNG

https://trungtamthuoc.com/

| dyng Desloratadin trong thai ky tr khl Igl ich vugt tri nguy co

CHONG CHIBINH:
Qué man vél desloratadin hodc bét ky thanh phén ndo cia thuc.

TUONG TAC THUGC:

Khéng quan sét thdy tuong t4c c6 ¥ nghla |am sang trong céc thil nghiém khi ding
Desloratadin déng thdl vdi erythromycin hay ketoconazol.

Trong céc thil nghiém dugec Iy 1am sang, sl dyng Desloratadin ciing Itc véi rugu khong lam
gidm téc dyng clia rigu hode ting budn ngll

PHY NU CO THAI VA CHO CON BU:

Tinh an toan khi sif dyng Desloratadin trong thal ky chua dugc x4c dinh, do d6 khang sl

Desloratain dl qua sila me, do d6 khang sif dyng Desloratadin & phy nil cho con bi.

LAI XE VA VAN HANH MAY MOC:

Nhing nghién cdu Iam sang cho thly Desloratadin khong &nh hudng trén kha nang l4l xe
va van hanh may méc. Tuy nhign cin cho bénh nhan biét vé tac dyng phy mét mdl, nhic
déu, méc du hidm khi xdy ra.

THAN TRONG:
Thén trong khi sif dyng cho bénh nhén suy gan ho#ic suy thén. |
TAC DYNG PHY:

Higm: c&m gisc ma&t mdl, khd mléng, nhiic ddu. R&thigm: ndiménva phinvé.

& nhiing bénh nhan ding 5 mg/ ngay, ty 18 téc dung phy tudng ty nhu nhau gilta nhiing bénh
nhan dung Desloratadin va nhiing bé&nh nhan aléu trf bing gld dugc. Phén tr&m bénh nhan
ngung thusc sém do phan Ung phy 1& 2,4% & nhém Desloratadin va 2,8% & nhém gia duge.
Khéng cé phin Ung phy nghlém trong & nhiing thi nghigm trén bénh nhan ding
Desloratadin.

Téc dyng phy duge béo cdo b3l mot s6 ft bénh nhan (16n han hay bAng 2% s6 bgnh nhan) I
dau ddu, bubn ndn, mét mdi, chéng mat, viém hong, khé tidu va dau cd. Céc tac dyng phy
ciing dugc bao céo: nhanh tim, va hiém cé céc phan Ung qué man (nhu néi min, ngda, néi
miy day, pha, kh6 thd va phan v8) va tiing c4c enzyme ciia gan ké c& bilirubin.

Théng b4o cho béc sTbiét tc dyng khong mong muén g&p phal khi sl dyng thudc.

QUA LIEU VA CACH XUTRI:

Khi cé qué lIdu, can nhic ding cAc bién phéap chufin 68 logi b phén hoat chilt chua
duge hép thu. Cén didu tr triéu ching va didu trj hd trg.

Trén mdt nghién cu 14m sang da liéu & ngudi I6n sl dyng desloratadine I&n dén 45 mg
(cao g&p 9 14n I18u 1am sang) da khang quan st thay biéu hién 1am sang clia qua liéu.
Desloratadine khong duge bal 116t qua thdm phan mau; chua 5 ligu cé dugc bai tiét qua
th&m phén phic mac hay khong.
QuUY CACH BONG GOI:

Béng trong vi bdm ép

Hop 3 vl x 10 vién nén bao phim, /
Hop 10 vi x 10 vién nén bao phim.

BAO QUAN:

D& noi khd mat, nhiét dd dudi 30°C, tranh &nh sang.

HAN DUNG:

24 thang k& 1 ngay san xuét,

Vién nén bao phim DESLORATADIN daf theo TCCS.

Dé xa 1dm tay tré em. Doc ky hudng ddn sif dyng trude khi ding.

Néu cdn thém thdng tin xin hdi y kién bdc sT.

San xudl tai: Nha mdy GMP-WHO s6 930 C2, dudng C, KCN Cdt Ldi, Q.2, TP.HC

@E CONG TY CS PHAN DUGC PHAM 3/2

S6 10 Céng Trudng Quéc T8, Q.3, TP. HCH
F.T.PHARMA Tel: 38230512 - 39770965 - 37422612. Fax: 38205221
Email: duocpham32 @ft-pharma.com  Website: www.ft-pharma.corit
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