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Thong tin danh cho cén bd y t&

DESRATEL

Madi vién nén bao phim chia: .
Desloratadin.........c.coccuwee.d MG

Td dudc: Cellulose vi tinh thé, croscarmellose natri, lactose monohydrat, povidon,
magnesi stearat, talc, silicon dioxyd, HPMC E6, titan dioxyd, PEG 4000, polysorbat 80,
brilliant blue, quinolin yellow, dau thau dau.

Dang bao ché&: Vién nén bao phim.

M&b ta san phdm: Vién nén tron, bao phim mau xanh nhat, mot mit c6 dap logo ﬁ
mat kia co dip gach ngang.

Quy cach déong goi: Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.

PAC TINH DUJC LUC HOC:
Nhém dugc 1y: Thudc khdng histamin H1, ma ATC: RO6AX27.

Desloratadin la chdt chuyén héa chinh ¢6 tdc dung cta loratadin - mdt thudc khing
histamin ba vong thé hé 2, it ¢6 tdc dung dc ché thin kinh trung wong hon thé€ hé 1.
Desloratadin ¢6 tdc dung kéo dai va khdng gdy budn ngii.

Khi nghién citu in vitro, desloratadin cho khd ning chdng di ing. Pé 1a do su tic ché
gidi phéng cdc cytokin tién viém nhu IL-4, IL-6, IL-8 va IL-13 tir t& bao bach ciu 4i
ki€ém/ t&€ bao mast va fc ché sy két dinh ciia phén t& chi't P-selectin 1én cdc t&€ bao ndi
md. Co ché nay vin dang dudc quan st trén lim sang.

Thudc ¢6 tdc dung khdng chon loc thu thé H; ngoai bién, lam gidm kéo dai triéu
chitng cda di ¢ng, nhu: viém mii di @ng, miy day. Desloratadin ¢6 thé ding mdt minh
hodc phdi hdp véi mét thude chdng xung huyé't nhir pseudoephedrin sulfat.

PAC TINH DUGC PONG HOC:

Hép thu: desloratadin xud't hién trong huyé€t twong sau 30 phit st dung. Desloratadin
duge hip thu véi nong do 61 da dat duge sau khodng 3 gits; thdsi gian bédn thdi khodng
27 gid. Mirc d§ tich luy cta desloratadin phi hgp v6i thoi gian bdn thdi cida
desloratadin (khodng 27 gid) va tan suat st dung 13 1 1in/ ngay. Sinh khid dung ciia
desloratadin ty 1& thudn véi liéu dung trong pham vi 5 mg - 20 mg.

Phdn bé: desloratadin gin két trung binh véi protein huy€t twong (83 - 87%). Khong
¢6 bing chitng cho thdy tich liy thudc trén lam sang sau khi st dung liéu 1 lan/ngay
(5 - 20 mg) trong vong 14 ngay.

Chuyén héa: cic enzym chuyén héa desloratadin chua dugc xdc dinh, do dé khong thé
loai trir khd ndng twong tic véi cac thuGe khdc. Desloratadin khong e ché CYP3A4 in
vivo, va in vitro cho thiy thudc khong tic ché€ CYP2D6. Desloratadin khong phdi 1a co
chat hay chit dc ché€ cia P-glycoprotein.

Thdi trie: Thoi gian bdn thai trung binh cia desloratadin la 27 gis. Desloratadin va cic
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chdt chuyén héa dudc thai trif qua nutde ti€u va phan.

Bénh nhin suy thén

Duge dong cia desloratadin & b&nh nhédn suy thdn man tinh dugc so sinh v8i nhém
chitng khde manh khi nghién cttu sit dung don liéu va da lidu. O nghién citu don liéu,
phoi nhiém vdi desloratadin cao gap 2 lin 6 nhém bénh nhan suy thin man tinh nhe
va 2,5 1in & nhém bénh nhdn suy thin man tinh trung binh so v4i nhém ching khde
manh. Trong nghién cu da liéu, trang thdi 6n dinh dat dugc sau ngay thd 11, mic d
phoi nhiém ting 1én 1,5 1in & bénh nhdn suy thin man tinh nhe va 2,5 lan & bénh
nhidn suy thdn man tinh trung binh, so véi nhém ching. J ca hai nghién citu, thay déi
vé mifc d§ phoi nhi€m (AUC va Cna) cua desloratadin va 3-hydroxydesloratadin
khong lam thay ddi tinh an toan trén lim sang.

CHI PINH:

Viém mii di ¢ng.

May day man tinh v6 céan.

LIEU DUNG - CACH DUNG:

Li€u dung:

Nguoi l6n va tré em tit 12 tudi tré lén: Ubng 1 vién (5 mg), mot 1in mbi ngay.

Viém mii di (@ng khong lién tuc (triéu chiing xudt hién dudi 4 ngdy mdi tudn hoic
dudi 4 tudn) nén dudgc theo ddi dva trén ddnh gid bénh st clia bénh nhdn va nén

ngirng diéu tri sau khi triéu chitng duge khic phuc va sit dung lai khi bénh xuit hién 1’@.05'7533
L /N

trd lai.
S . . CONG "
Trong viém mii di ng dai dang (tri€u chitng xuat hién trén 4 ngay moi tuan hoic trén TNHK
4 tudn), ¢6 thé ti€p tuc diéu tri doi v4i bénh nhin trong giai doan phoi nhiém vdi téc WGC P
nhén gy di ing. JAT VI P
Dang vién nén khong khuyén céo sit dung cho tré em dudi 6 tudi. AT B\

Dir liéu lam sang cho bénh nhin tudi tir 12 d&€n 17 tudi con han ché. An toan va hiéu

qua ctia desloratadin cho tré em dudi 12 tudi chura dugc nghién ciu.

Déi tuong dac biét:

Bénh nhin suy gan, suy than: liéu ding cia desloratadin dugc khuyén cdo 12 5 mg,

udng cich ngay. M
DESRATEL dudc sit dung dudng udng, mot 1an mdi ngay, khong bi dnh hudng bdi

thure an.

CHONG CHIi PINH:

MAin cidm vdi desloratadin, loratadin, hodc bat cif thinh phin nao ciia thudc.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:

Khi st dung desloratadin, bénh nhén ¢6 thé bi cdc phdn ng qud méin nhu s6¢ phdn vé
(khé thd, kho khé, phit mach), ngita ngdy, phdt ban, may day....

Qué liéu va nhiém doc (bao gdm ci ti vong) di dugc bdo cdo & tré nhd dusi 2 tudi
dung cdc ch€ phim khong ké don chita thusc khdng histamin, gidm ho, long ddm va
chéng xung huy€&t mii don thudn hodc phdi hgp d€ gidm cdc triéu ching ciia dudng hd
hap trén. Cling chua ¢ bing ching cho thay hi¢u qué rd rang clia cdc ché pham nay &
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d6 tudi dudi 2 tudi va liéu thich hop cling chua dugc cong bd. Vi vy, nén thdn trong
khi dung cdc thudc khong ké don (don thudn hodc ph&i hgp) chita thudc khdng
histamin, gidm ho, long ddm va chéng xung huy&t miii d€ gidm ho, gidm triéu ching
cdm ctiim cho tré dudi 2 tudi.

Mic db hi€m gip ngli gd & cdc thudc khdng histamin th& hé 2 hon thé hé 1, song ¢6
thé xuft hién & mot s& bénh nhin, do d6 phii thin trong d6i v6i nhitng ngudi 14i xe
hodc vdn hanh mdy. Udng rugu ciing nén trdnh trong khi diing thudc.

Doi khi ¢6 nhitng bdo cdo vé co gidt xuit hién ¢ nhitng bénh nhin diing thuSc khang
histamin, do d6 ciing cin than trong khi diing desloratadin cho nhitng bénh nhén c6
tién st dong kinh.

Desloratadin thdi triY qua thin dudi dang chat chuyén héa con hoat tinh, do d6 can luwu
§ gidm liéu trén bénh nhin suy than. Tuong tu, cling cAn gidm liéu desloratadin trén
bénh nhin suy gan.

DESRATEL c¢6 chifa lactose monohydrat, bénh nhan bi r6i loan dung nap galactose,
thi€u hut Lapp lactase hodc r6i loan hip thu glucose-galactose khéng nén sit dung.

Sif dung cho phu ni ¢6 thai va cho con bii:

Thoi ky mang thai

Mic du cdc nghién citu trén dong vat cho thdy desloratadin khong gay qudi thai, song
cling nén thin trong khi diing desloratadin cho phu nit mang thai.

Thoi ky cho con b

Desloratadin qua dugc sita me, vi th€ khdng khuyén cdo sit dung desloratadin cho phu
nit dang cho con bui.

Anh hung ciia thuéc ddi véi cong viéc (ngudi vin hinh may méc, dang ldi thu xe,
ngudi lam viéce trén cao va cédc trudng hgp khdc):

Trong cdc thit nghiém lam sang, desloratadin khong dnh hudng hodc ¢6 dnh hudng
nhe trén khd ning l1di xe va vin hainh mdy méc. Hiu hét cdc bénh nhin khéng bi budn
ngu. Tuy nhién, do ddp ing clia mdi ¢4 nhdn khdc nhau, khuyén cdo bénh nhian khong
nén thuc hién cdc cong viéc cin tdp trung cao dd nhu l4i xe hodac vin hanh mdy mdc,
cho dén khi xdc dinh chic chdn d4p tng clia minh.

TUGNG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Desloratadin 1am ting ndéng do va ting tdc dung cla rugu, thudc khing cholin, thuéc
ttc ché thin kinh trung uong, thudc tc ché chon loc thu hdi serotonin.

Nong dd va tdc dung cla desloratadin ¢6 th€ ting 1én bdi droperidol, hydroxyzin, chit
e ché P-glycoprotein, pramlintid.

Desloratadin  1am gidm ndéng d6 va gidm tic dung cda thuéc c ché
acetylcholinesterase, benzylpeniciloyl polylysin, betahistin, amphetamin, thudc cdm
ing P-glycoprotein.

Thitc #n khéng 4nh hudng dé€n sinh khd dung cda desloratadin.

C6 tiém ning tudng tic dude dong hoc clia desloratadin véi cdc thudc dnh hudng dén
enzym chuyén héa & microsom gan nhu azithromycin, cimetidin, erythromycin,
fluoxetin, ketoconazol. Tuy nhién, khong cé nhitng thay ddi quan trong nao vé ECG
cling nhu triéu chitng 1dm sang, thay d6i chic ning sdng, hay tdc dung phu nio dudc
ghi nhén.

TAC DUNG KHONG MONG MUON:
Thuong gap, 1/100 < ADR < 10/100
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Than kinh: Nhitc dau.

Tiéu héa: Khé mi€ng.

Toan thin: Mét mai.

Sinh duc: Pau bung kinh.

Ra't hiém gap, ADR < 1/10000

Tam than: Ao gidc.

Than kinh: Chéng mit, 10 md, mat ngt, tim 1y hi€u dong thdi qud, co giat.
Tim mach: Tim nhanh, héi hop.

Tiéu héa: Pau bung, budn nén, nén, khé tiéu, tiéu chay.

Gan mit: Tang enzym gan, tang bilirubin, viém gan.

Toan thin: Phdn @ng qud min (nhu sdc¢ phin vé, phit mach, khé thd, ngita ngdy, ban
dé va may day).

Cd xuong khdp: Nhue gan.

Khéng ro

Tim mach: Kéo dai khodang QT.

Gan mét: Vang da.

Da: Nhay cdm dnh sdng.

Toan thin: Suy nhudc.

QUA LIEU - XU TRI:
Chua phdt hién ra nhitng thay d6i 1dm sing ddng ké khi ding desloratadin tdi liéu 45
mg/ngay (gdp 9 lan lidu diéu tri).
Trong trudng hgp qud liéu, diéu tri nhu cdc bién phap diéu tri thong th ong khic, bao
gbm gidm hdp thu va di€u tri triéu ching. Desloratadin khéng du’clc ao thdi bing
dudng tham phén phic mac.

&
I/

Han dang cia thudc: 36 thing k€ tif ngdy sdn xuat.

San xuAt tai:
CTY TNHH DUQC PHXM DAT VI PHU
(DAVI PHARM CO., LTD.)

L& M7A, Pudng D17, Khu CN My Phudc 1, Phuding Théi Hoa, Thi xa Bén Cit, Tinh
Binh Dudng, Viét Nam

Tel: 0650-3567689 Fax: 0650-3567688

PHO GIAM BDAC
DS.JW%:M%@W?
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Thoéng tin danh cho bénh nhin

DESRATEL

Poc k¥ hudng din st dung trude khi ding. D€ xa tim tay tré em.

Théng bdo ngay cho béc s§ hodc duge sy nhitng tdc dung khong mong muén gip
phéi khi sit dung thudc.

THANH PHAN
M4i vién nén bao phim chia:
DeESIOra At e mmmmonsmmmsid

Td dugc: Cellulose vi tinh thé, croscarmellose natri, lactose monohydrat, povidon,
magnesi stearat, talc, silicon dioxyd, HPMC E6, titan dioxyd, PEG 4000, poly sorbat 80,
brilliant blue, quinolin yellow, ddu thdu ddu.

M0 ta san phim:
Vién nén tron, bao phim mau xanh nhat, mét mét ¢é dip logo ﬁ, mat kia c6 ddp gach
ngang.
Quy cdch déng goi: Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.

Thudc dung cho bénh gi?

San pham Desratel chita thanh phan chinh ¢6 tdc dung dugc 1y 1a desloratadin.
Desloratadin 12 mot thudc khdng histamin, dugc ding dé diéu tri viém mii di @ng va
may day man tinh vd cén.

Nén diing thudc nay nhu thé nao va liéu lugng?
Luén ding thudc chinh xdc¢ nhu huéng din clia bac s§ hodc duge s§. N€u ban chua 13,

hdy hdi lai cho chic chin. M
Liéu ding:

Ngudi ion va tré em tir 12 tuéi trd [én: Udng 1 vién (5 mg), mot 1lan mdi ngay.

Béc sy s& xem xét ki€u viém mili cda ban v quy€t dinh thdi gian diing thude.

N&u ban bi viém mii di wWng khong lién tuc (triéu chitng xud't hién dudi 4 ngdy mdi
tudn hodc dudi 4 tudn), bdc s§ s& quyét dinh lich diéu tri dua trén ddnh gid bénh s cla
ban.

N&u ban bi viém mii di ng dai ding (triéu chitng xudt hién trén 4 ngdy mdi tuan hoic
trén 4 tudn), bdc sy s& cho ban diing thudc lau dai hon.

D&i v6i bénh may day, thdi gian diing thudc tiy vio mdi ngudi. Vi vdy ban cin theo
huéng din clia bdc s§.

Cich dung:

Ubng 1 vién (5 mg), mt lin mbi ngdy, ciing hodc khdng cuing thifc in.
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Khi nao khéng nén ding thudc nay?
Khong nén dung thudc nay néu ban min cdm vdi desloratadin, loratadin hodc vdi bat
ctf thinh phén nao cda thudc.

Téc dung kh6ng mong muén

Nhu cdc thude khdc, Desratel c¢6 thé giy tdc dung khéng mong mudn, nhung khéng
~ phdi ai cling gdp phdi.

Noung dung thubc va lién hé trung tém y té gdn nhdt néu ban gdp cdc phdn ung sau:

khé thd, khd kheé, ngita ngdy, phdt ban, sung phu. Cdc phdn ¢ng di ¢ng nay hi€m gip

khi st dung thude.

Cdc tdc dung khéng mong mudn khdc:

Thudng gip: Mét mdi, khé miéng va dau diu, dau bung kinh. '%
Rit hi€m gip: phdn Wng di ng nghiém trong, loan nhip tim, nhip tim nhanh, dau bung, T
budn ndn, ndn mifa, tiéu chdy, chéng mit, budén ngl, mat ngd, dau co, do gidc, co giit, NG TY
bdn chon, phat ban, viém gan, bat thudng xét nghiém chifc ndng gan. ‘g'::‘ \
Khong rd: vang da, nhay cdm dnh sdng, suy nhudgc. { VI PHI
Thudc ¢6 thé giy ra cdc tic dung khong mong mudn khdc. Théng bdo cho bic sy @

nhifng tdc dung khéng mong mudn gip phdi khi sit dung thudc.

Nén trdanh dung nhitng thudc hodc thyc phadm gi khi dang sit dung thudc nay?
Théng bdo cho bdc sy hodc dugc sy clia ban vé tdt cd cdc loai thudc ma ban dang sif
dung, bao gébm cd cédc thudc k& don hoidc khong ké don, cdc vitamin hodc thudc tir
dudgc liéu.

Ban c6 thé udng thudc nay cing hoic khong cling thifc in.

Ra't than trong néu ban udng rugu trong khi dang diing thudc nay.

Can lam gi khi mét IAn quén khéng diing thuéc?

Né&u ban quén khong ding 1 liéu, nén udng liéu dé ngay khi ¢6 thé. Néu thdi di€m nhd
ra di ngay gin thdi di€m ding liéu thudc ti€p theo, khdng ding li€u di quén ma ding
thudc theo diing lich trinh c@i. Khong udng gap doi lieu.

Cén bao quan thudc nay nhu thé nao?

Giir thudc trong bao bi gdc clia nha sdn xudt, diy kin.

Dé thudc ndi ndi kho rdo, tranh 4nh sdng, nhiét d6 khéng qud 30°C, va ngoai tim véi

clia tré em. %/
Khéng st dung thudc sau ngdy hét han ghi trén bao bi (hdp va vi thudc).

Nhitng d&u hiéu va triéu chitng khi ding thudc qué liéu

Ding thudc chinh xdc nhu hudng din cla bdc sy. NEu ban vo y dung qué li€u, thong
thuding s& khong gdy hiu qué nghiém trong. Tuy nhién, néu ban diing thudc nhiéu han
chi din, ngung diing thudc va lién lac ngay véi bdc s§ hodc trung tdm y t€ gén nhat.

Cén phai lam gi khi diing thudc qu4 liéu khuyén cdo

Ngung ding thudc va lién lac ngay vdi bic s§ hodc trung tdm y t& gan nhat.

Mang theo vién thudc cling véi bao bi dé bdc sy biét ban da udng thudc gi va ¢ bién
phip xi 1y kip thdi.
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Nhitng diéu cin thin trong khi diing thudc nay

Trudc khi ding thuoe nay, thong bdo cho bdc s néu ban cé nhitng vin dé sau:

* Bénh gan hodc thin.

* C6 tién sit bi d6ng kinh.

Sdn phdm Desratel ¢6 chita lactose. NEu ban khong dung nap mot loai duting nao dé,
hay théng bdo cho bac s¥.

Dung thudc cho tré em

Khéng diing thudc nay cho tré em dudi 12 tudi.
Phu nit mang thai hodc cho con bu

N&u ban dang mang thai, hoic nghi ring minh dang mang thai, hodc du dinh
hay héi ¥ ki€n béc s§ hodc duge s§ trude khi dung thudc. \

Ban khong nén cho con b trong thdi gian ding thudc

Ldi xe va vdan hanh mdy moc

mdy méc. Hiu hét cdc ngudi ding thuSc khdng bi budn ngd. Tuy nhién, do ddp ng
cia moi cd nhin khdc nhau, ban khéng nén thuc hién cic cdng viéc cin tip trung cao
dd nhu ldi xe hodc vin hinh mdy mdc, cho d&€n khi xdc dinh chic chdn minh c6 bi dnh
hudng hay khong.

Khi nao cin tham vin béc sy, dugc s§.
Cin lién lac ngay véi bdc s§ hodic trung tim y t& gin nhat khi ding thudc qud lidu chi
dinh.

Thong thudng, bao gid cling phdi hdi ¥ ki€n bdc s§ hodc duge s§ trude lic dung bat ky
thudc nao khi mang thai hoic cho con bi.

Théng bdo ngay cho bdc sy hodic dude sy nhitng tic dung khong mong mudn gip phai
khi sit dung thudc.

Né&u cin thém thong tin xin hdi § ki€n bdc s§ hodc dudc si /”%"‘*%‘

Han diing cla thudc: 36 thang k€ tif ngdy sdn xu.

San xuit tai:

CTY TNHH DUGC PHAM PAT VI PHU ;
(DAVI PHARM CO., LTD.) 4
L6 M7A, Pudng D17, Khu CN My Phudc 1, Phudng Théi Hoa, T'hi. xd Bén Cit, Tinh

Binh Duong, Viét Nam TUQ.CUC TRUBNG

Tel: 0650-3567689  Fax: 0650-3567688 _PTRUGNG PHONG
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