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R, Thudc nay chi dimg theo don thudc

USDESLOR

Desloratadin 5 mg

Dé xa tim tay tré em
Doc kj hwdng din sir dung truede khi diong

1. Thanh phér cong- u'c thude:
Mai vié yhié
- Thaghep Sloratadin ..icecienioneniene 5mg
- Thé tose monohydrat, Tinh bt ngd, Natri starch glycolat, Aerosil (colloidal
silid yl pyrrolidon (PVP) K30, Magnesium stearat, Hydroxypropylmethyl
cell Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Tale, PEG
6000, Sghspt.yelloyilake, Tartrazin yellow lake
2. Dang badeliés Viswnén bao phim.
3. Chi dinh:

- Viém miii dj ung.
- May day man tinh v cén.
4. Liéu lwong va cach ding:
Liéu ding
Nguoi lon va thanh thiéu nién tie 12 tuéi tré lén:
Liéu dung dugc khuyén cdo 13 1 vién/ ngay.
Viém mili di img gian doan (c6 céc triéu chimg dudi 4 ngay/ tudn hodc dudi 4 tudn) nén duge didu tri
dua theo danh gi4 tién sir bénh ctia bénh nhén va c6 thé ngimg diéu tri khi cac triéu chimg da hét va tai
str dung khi céc triéu ching xuét hién lai.
Déi véi viém mili di ing dai dang (c6 céc triéu chimg > 4 ngay/ tuan hoac trén 4 tudn) nén duy tri viéc
diéu tri sudt thoi gian c6 tiép xiic véi di nguyén.
Tré em
Han ché kinh nghiém lam sang vé hiéu qua cta desloratadin khi sir dung cho thanh thiéu nién tir 12-17
tuoi.
D6 an toan va hiéu ciia cia USDESLOR & tré em dudi 12 tudi chua duoc thiét lap. Nén khong nén ding
USDESLOR & nhém doi tuong nay. _
Cich ding -
Thudc dugc ding bing dudng udng va c6 thé dung kém hoic khong kém véi db an.
5. Chong chi dinh:
Man cam voi desloratadin, loratadin hodic véi bat ki thanh phan nao cua thude.
6. Canh bdo va thén trong: 1 o
Quié lidu va nhiém doc (bao gdm ca tir vong) di dugc béo céo & tré nho dudi 2 t ng céc cheé pham
khdng ké don chira thude khéng histamin, giam ho, long dom va chong xung huyét miii don thuan hoic
phm hop dé giam céc triéu chimg ctia dudng hd hép trén.
Can thdn trong khi dung desloratadin cho nhung bénh nhan cé tién str dong kinh.
Cén tranh udng rugu trong thoi gian dung thudc.
Can luu y giam lidu trén bénh nhan suy thén, suy gan.
Ta duge:
San pham c6 chira ta duge mau tartrazin yellow lake, sunset yellow lake c6 thé gy ra mot s6 phan tng
di tng & mot vai bénh nhan. Nén tham khao y kién cua Béc si trudc khi sir dung néu tién str da timg c6
phan irng di img vdéi tartrazin yellow lake, sunset yellow lake.
Thudc ¢6 chira td duge lactose. Bénh nhan co cac r6i loan di truyén hiém gip vé viéc dung nap
galactose, ching thiéu hut lactose Lapp hodc réi loan hép thu glucose — galactose khong nén sir dung
thude nay.
7. Sir dung thube cho phu nir ¢6 thai va cho con bi
Str Jung thudc cho phu nit ¢é thai

. /ol
FAS 2 N

o
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Nén than trong khi ding desloratadin cho phu nir mang thai mac du céc nghién ciru trén dong vat cho
thdy desloratadin khong gdy quai thai.

Stz dung thuoc cho phu nit cho con bii

Desloratadin qua dugc sita me, vi thé khong khuyén céo str dung desloratadin cho phy nir dang cho con
bu.

8. Anh huéng ciia thude 1én kha niing ldi xe, vin hanh may méc

Mic du hiém gip ngi ga & céc thude khang histamin thé hé 2 hon thé hé 1, song c6 thé xuét hién & mot
s6 bénh nhan, do d6 phai than trong véi nhitng ngudi l4i xe hodc van hanh may moéc.

9. Twong tic, twong ky ciia thube

Desloratadin 1am ting nong do va ting tic dung cia rugu, thudc khang cholin, thudc e ché TKTW,
thude tre ché chon loc thu hoi serotonin.

Nong d6 va tic dung cua desloratadin c6 thé ting 1én boi droperidol, hydroxyzin, chét tc ché P-
glycoprotein, pramlintid.

Desloratadin lam giam néng do va giam tac dl_mg cia thudc w@c ché acetylcholinesterase,
benzylpeniciloyl polylysin, betah:sttn, amphetamin, thuéc cam (mg P-glycoprotein.

Thire an khong anh hudng dén sinh kha dung cua desloratadin.

C6 tiém nang tuong tac duge dong hoc cia desloratadin véi céc thue anh huong dén enzym chuyén
héa & microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin, ketoconazol. Tuy nhién,
khong c6 nhitng thay ddi quan trong nao vé ECG ciing nhu tridu chimg 1am sang, thay ddi chirc ning
song, hay tac dung khong mong mudn nao duge ghi nhén.

Tuong ky cia thude

Do khéng ¢6 cac nghién ciru vé tmh tuong ky ctia thude, khong tron 1an thude nay véi céc thude khac.
10. Téc dung khong mong mudn ciia thude (ADR):

Glong nhu tét ca céc thude, thude ndy c6 thé gdy ra cac tic dung khong mong mudn, mic du khong phai
tat ca moi nguoi déu gip.

Trong thoi gian diéu tri vi desloratadin céc phan ung di ing nghlem trong (kho6 tha, thé kho khe, ngira,
ndi mé day va sung) da dugc bdo cdo, nhung rat hiém gap. Néu ban gap bat ky triéu chirng nao trén thi
ban phdi ngirng ding thubc va t6i gdp bdc sj ngay lap ticc.

Cdc tdc dung khéng mong muén khdc ciia desloratadin:

Tdc dung khéng mong muon thuong gap, 1/10 > ADR > 1/100

Thén kinh: Nhirc déu.

Tiéu hdoa: Khé miéng.

Toan than: Mét moi.

Tdc dung khong mong muon rat hiém gap, 1/10000 > ADR

Tam than: Ao giéc.

Thén kinh: Chéng mat, buon ngil, mit ngi, ting hoat dong ctia tim thin van dong, <0 giét.

Tim: Tang nhip tim, danh tréng nguc.

Tiéu hda: Dau bung, budn ndn, ndn, kho tiéu, tiéu chay.

Gan mét: Tang cc enzym gan, tang bilirubin, viém gan.

Co xuong khép: Dau co.

Toan than: Phan ting qua man (nhwr 12 séc phan vé, phi mach, kho thd, ngira, phét ban va ndi mé day).
Tdac dung khong mong muon cé ty Ié gap chuwa ré

Tim: Kéo dai khoang QT.

Gan mat: Vang da.

Da va m6 dudi da: Nhay cam véi anh séng.

Toan than: Suy nhugc.

Tré em: Cac tac dung khong mong mudn da duoc bdo cdo & tré em sau khi thudc ra thi trudng vai ty 1€
giip chua rd bao gom kéo dai khoang QT, ri loan nhip tim va nhip tim cham.

11. Qua lidu va cach xir tri:

Tri¢u chimg: Chua phat hién ra nhitng thay déi 1am sing dang ké khi dung desloratadin t&i lidu 45
mg/ngay (gap 9 Ian lidu diéu tri).
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Xk tri: Trong truong hop qua liéu, diéu tri nhu cac bién phap diéu tri thong thucmg khac, bao gém giam
hap thu va diéu tri triéu chimg. Desloratadin khéng dugc dao thai bang dudng thAm phan phiic mac.

12. Dic tinh dwge lt_rc hoc

Nhém duge ly: Thudc khang histamin, ma ATC: RO64X27.

Co ché tac dung: Desloratadin la thube doi khang histamin c6 tac dung kéo dai va khong gay budn ngu,
v6i hoat tinh d6i khéng chon loc trén thy thé histamin H, ngoal bién. Sau khi udng, desloratadin trc ché
chon loc thu thé histamin H; ngoai bién vi hoat chét khong di vao hé than kinh trung wong.

Dugc dong hoc: Trong cac nghién ciru in vitro cho thdy desloratadin c6 tac dung chéng di img. Céc tac
dung nay bao gém trc ché su phong thich cac cytokin tién viém nhu IL-4, IL-6, IL-8, va IL-13 tir c4c té
bao mast va bach cdu ai kiém & nguoi, cling nhu 1a dc ché hoat tinh cua céc phan tir két dinh P-slectin
trén céc té bao ndi md. Sy lién quan trén 1am sang ciia nhitng quan sat nay van dang dugc xac dinh.

13. DPic tinh dwgc dong hoc

Hdp thu: C6 thé dinh lugng dugc nong do trong huyet tuong cua desloratadin trong vong 30 phut ding
desloratadin. Desloratadm duoc hip thu tot véi ndng do téi da dat duoc sau khoéng 3 gtc thoi gian ban
thai giai doan cudi khoang 27 gid. Mirc do tich liiy cua desloratadin phd hop v6i thdi gian ban thai cua
thudc (khoang 27 gid) va liéu ding mot lan/ngay. Sinh kha dung cua desloratadin ty 1& thuan véi lidu
ding 5 mg dén 20 mg.

Trong mét nghién ciru duge dong hoc, ma nhan khau hoc cta bénh nhan dugc so sanh véi duge dong
hoc & nhém bénh nhan chung bi viém mili di img theo miia, c6 4 % bénh nhan c6 ndng do desloratadin

- cao hon, ty 1& nay c6 thé thay ddi theo chiing tdc. Nong do desloratadin tbi da cao gdp 3 1an va dat dugc
sau khoang 7 gio vdi thoi gian ban thai giai doan cudi la khoang 89 gi. Do an toan cia nhimg doi
tuong nay khong khac so v6i nhém dbi tuong chung.

Phdn bé: Desloratadin gin két vira phai (83% — 87%) vdi protein huyct twong. Khong cé bing chimg vé
viée tich lily thudc trén 14m sang sau khi uong liéu hang ngay (5 mg dén 20 mg) trong 14 ngay.

Chuyén héa: Enzym chiu trach nhiém chuyén héa desloratadin chua dugc xdc dinh, va do d6 chua thé
loai trir hoan toan mot s6 tuong tac véi cc thude khac. Desloratadin khong e ché CYP3A4 trén in vivo,
va trong cac nghién in vitro cho thiy desloratadin khong trc ché CYP2D6 va né ciing khong phai la co
chét hay 1a chét rc ché P-glycoprotein. ‘

Thai trie: Trong mot nghién ciru 1am sang dung 1 liéu 7,5 mg desloratadin, thiic an (bita sing nhiéu chat
béo, giau calori) khong anh hudng dén duoc dong hoc cua desloratadin. Trong mdt nghién ciru khac,
khéng thdy nudc ép budi anh hudng dén duge dong hoc cua desloratadin.

Suy thédn: Duge dong hoc ctia desloratadin & bénh nhén suy than man tinh (CRI) dugc sg sanh véi bénh
nhén khée manh trong mét nghién ctru don liéu va mot nghién ciru da lidu. Trong n h n ctru d liéu,
su tiép xtc cta desloratadin ting gdp khoang 2 lan & bénh nhan suy than nhe dén vira¥a gip khoang 2.5
lan & bénh nhan suy than ning so v&i ngudi khée manh. Trong nghién ciru da lidu, trang thai on dinh dat
dugc sau ngay thir 11, va so v6i ngudi khoe manh thi su tiép xtc desloratadin tang gép 1,5 lané/bénh

'

nhén suy than nhe vé vira va tang gip 2,5 14n & bénh nhan suy than ning. Trong ca 2 nghién ciu, cac
thay doi trong sy tiép xtc (AUC va Cmax) clia desloratadin va 3-hydroxydesloratadin khong c6 y nghia
trén lam sang.

14. Quy cach dong géi: Vi 10 vién. Hop 3 vi; 5 vi va 10 vi. Chai 100 vién va 200 vién.

15. Diéu kién bao quan Bao quan thuoe & noi kh, thodng, nhiét do dudi 30°C, tranh 4nh sang.

16. Han ding ciia thude: 36 thang ké tir ngay san xuat.

17. Tiéu chuéin chit lwong ciia thude: Tiéu chuén co so.

Tén, dia chi ciia co' s& sin xuit:
CONG TY CO PHAN US PHARMA USA
L6 B1 - 10, Budng D2, Khu cong nghlep Tay Béc Cu Chl —TP. Hb Chi Minh — Viét Nam.
Moi thic mdc va théng tin chi tiét, xin lién hé sé dién thoai 028-37908860
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