TO HUONG DAN SU DUNG THUOC
Vién nén bao phim

ZOLASTYN

Pé xa tam tay tré em
Poc ki hwéng dan sir dung trwéc khi dung

Thdng bao ngay cho bac sy hoac dwoc sy nhirng tac dung khdng mong muén khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOIl BENH

1.

Thanh phan:

MJi vién nén bao phim chira:

Desloratadin .........cccoovnininnsinininne, 5mg

Ta dugc: Cellulose vi tinh thé M101, croscarmellose natri, lactose monohydrat, povidon,
magnesi stearat, talc, silicon dioxyd, HPMC ES6, titan dioxyd, PEG 4000, polysorbat 80,
brilliant blue, quinolin yellow, dau thau dau.

Mo ta san phflm: Vién nén tron, bao phim mau xanh nhat, mt mat c6 dap logo , mat
kia c6 dap gach ngang.

Quy cich déng géi: Hop 3 vi x 10 vién/ Hop 10 vi x 10 vién.

Thubc dung cho bénh gi?

San pham ZOLASTYN chira thanh phan chinh c6 tac dung dugc 1y la desloratadin.
Desloratadin 1a mot thudc khang histamin, duoc dung dé diéu tri viém mdi di tng va may
day man tinh v can.

Nén dung thudc nay nhw thé nao va liéu lwong?

Luén dung thudce chinh xac nhu hudéng dan ciia bac sy hodc dugc s§. Néu ban chua rd, hiy
hoi lai cho chic chan.

Liéu dung:

Ngueoi 16m va tré em tir 12 tudi tré 1én: Ubng 1 vién (5 mg), mot 1an mdi ngay.

Bac sy s€ xem xét kiéu viém miii ctia ban va quyét dinh thoi gian dung thude.

Néu ban bi viém miii dj ung khong lién tuc (triéu ching xuét hién duéi 4 ngay mdi tudn
hodc dudi 4 tuan), bac sy s€ quyét dinh lich diéu tri dva trén danh gid bénh su cua ban.

Néu ban bi viém mii di tng dai dang (triéu ching xuat hién trén 4 ngay mdi tuan hodc trén
4 tuan), bac sy sé& cho ban dung thudc 1au dai hon.

Dbi véi bénh may day, thoi gian dung thudc tily vao mdi ngudi. Vi vdy ban can theo hudng
dan cua bac sy.

Céch dung:

Ubng 1 vién (5 mg), mot 1an mdi ngay, cung hodc khong cung thirc an.

Khi nao khong nén dung thuoc nay?
Khong nén ding thude _nay néu ban man cam voi desloratadin, loratadin hodc véi bét cir
thanh phan nao cua thude.

Tac dung khéng mong muén

Nhu cac thubc khac, ZOLASTYN c6 thé giy tic dung khong mong mudn, nhung khong
phai ai cling gip phal

Ngung ding thuéc va lién hé trung tdm y té gan nhdt néu ban gdp cdc phdn vmg sau:

Kho thg, kho khé, ngtra ngay, phat ban, sung phu. Cac phan Gng di tng ndy hiém gip khi
sir dung thudc.

Cdc téc dung khéng mong muon khdc:

Thirong gdp: Mét moi, kho miéng va dau dau, dau bung kinh.
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10.

11.

12.

13.

Rdt hiém gdp: Phan ung di tmg nghiém trong, loan nhip tim, nhip tim nhanh, dau bung,
budn nén, nén mira, tiéu chdy, chong mat, budn ngt, mat ngi, dau co, 4o gidc, co gidt, bon
chon, phat ban, viém gan, bat thu’ong xét nghiém chirc nang gan.

Khong ro: Vang da, nhay cam anh sang, suy nhuoc.

Thudc cé thé gdy ra cdc tac dung khong mong muon khéc. Théng bdo cho bdc sy nhitng téc
dung khéng mong muoén gdp phdi khi sir dung thudc.

Nén tranh ding nhirng thudc hoic thuc pham gl khi dang sir dung thudc nay?

Thong bao cho bac s§ hoac dugc sy cua ban vé tat ca céc loai thudc ma ban dang st dung,
bao gom ca cac thudc ké don hodc khong ké don, c4c vitamin hoac thube tir duoc liéu.

Ban c6 thé uong thude nay cung hodc khong cung thirc an.

Rat than trong néu ban udng rugu trong khi dang dung thude nay.

Can 1am gi khi mjt 1an quén khong dung thudc?

Néu ban quén khong dung 1 liéu, nén udng lidu d6 ngay khi c6 thé. Néu thoi diém nhé ra
dd ngay gan thoi diém dung heu thuoc tiép theo, khong dung liéu d3 quén ma dung thude
theo dung lich trinh cii. Khong udng gip doi liéu.

Can bao quan thude nay nhu thé nao?

Gilr thubc trong bao bi goc ctia nha san xuét, day kin.

Pé thudc noi noi kho rdo, tranh 4nh sang, nhiét d6 khong qua 30°C, va ngoai tam voi cua
tré em.

Khéng sir dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

Nhirng dau hiéu va triéu ching khi dung thudc qua lléu

Dung thudc chinh xac nhu hudng din cua bac sy. Néu ‘ban v6 y dung qua lidu, thong
thuong s€ khong géy héu qua nghiém trong. Tuy nhién, néu ban dung thudc nhleu hon chi
dan, ngung dung thudc va lién lac ngay véi bac sy hodc trung tim y té gan nhat.

Cén phai lam gi khi dung thudc qua lidu khuyén cio?

Ngung dung thude va lién lac ngay v6i bac s§ hodc trung tam y té gan nhat.

Mang theo vién thudc ctng v6i bao bi dé bac sy biét ban di udng thude gi va co bién phap
xu 1y kip thoi.

Nhirng diéu can than trong khi diung thudc nay:

Trude khi ding thuoc ndy, thong béo cho béc sy néu ban cé nhitng vn dé sau:

- Bénh gan hoac than.

- Co tién sir bi dong kinh.

San pham ZOLASTYN c6 chira lactose. Néu ban khong dung nap mot loai dudng nao do,
hdy thong bao cho bac sy.

San pham ZOLASTYN c6 chtra polysorbat 80, brilliant blue, quinolin yellow co thé gay di
g va c6 chtra dau thau dau co6 thé gay dau bung, tiéu chay.

Diing thuéc cho tré em

Khéng dung thude nay cho tré em dudi 12 tudi.

Phu nir mang thai hodc cho con bu

Néu ban dang mang thai, hoic nghi rang minh dang mang thai, hodc dy dinh c6 thai, hay
hoi y kién bac sy hoic duoc sy trude khi ding thude.

Ban khong nén cho con bu trong thoi gian ding thude

Ldi xe va van hanh may moc

Thudc nay khong anh hudng hodc c6 anh hudng nhe trén kha ning 1ai xe va van hanh may
moéc. Hau hét nhiing nguoi dung thude khong bi budn ngu. Tuy nhién, do dap tng ciia mdi
ca nhan khac nhau, ban khong nén thyc hi¢n cac cong viéc can tap trung cao do nhu lai xe
hodc van hanh may moc, cho dén khi x4c dinh chic chin minh c6 bi anh huong hay khong.

14. Khi nao cin tham van bac s¥, dugc s§?
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Néu can thém thong tin xin hoi y kién béac sy hoac duoc sy.

15. Han dung ciia thudc: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1.

DUQC LUC HQC

Nhém dwoc ly: Thudc khang histamin Hi. M& ATC: RO6AX27.

Desloratadin 1a chat chuyén hoéa chinh c6 tac dung cua loratadin - mot thudc khéng
histamin ba vong thé hé 2, it c6 tac dung Gc ché than kinh trung uong hon thé hé 1.
Desloratadin c6 tac dung kéo dai va khong gay budn ngu.

Khi nghién cau in vitro, desloratadin cho kha ning chéng di tmg. D6 1a do sy i ché giai
phong cac cytokin tién viém nhu IL-4, IL-6, IL-8 va IL-13 tir t¢ bao bach cau ai kiem/ té
bao mast va uc ché sy két dinh cua phan tu chat P-selectin 18n cac té bao noi mo. Co ché
nay van dang duoc quan sat trén lam sang.

Thudc ¢6 tac dung khéng chon loc thy thé Hi ngoai bién, 1am giam kéo dai triéu chung cua
di ng, nhu: Viém mili di img, may day. Desloratadin c6 thé ding mot minh hoac phdi hop
véi mot thude chdng sung huyét nhu pseudoephedrin sulfat.

PAC TINH DUQC PQNG HQC:

Hap thu:

Desloratadin xuat hién trong huyét twong sau 30 phut st dung. Desloratadin dwoc hip thu
v6i ndng do t6i da dat dugc sau khoang 3 gio; Thoi gian béan thai khoang 27 gio. Mic do
tich lily cua desloratadin phu hop vai thoi gian ban thai cua desloratadin (khoang 27 gio)
va tan sut sir dung 1a 1 1an/ ngay. Sinh kha dung caa desloratadin ty 1& thuan véi liéu dung
trong pham vi 5 mg - 20 mg.

Phan bé:

Desloratadin gan két trung binh vai protein huyét twong (83 - 87%). Khong ¢ bang chimng
cho thay tich lity thudc trén 1am sang sau khi sir dung liéu 1 lan/ ngay (5 - 20 mg) trong
vong 14 ngay.

Chuyén hoa: _

Céac enzym Chuyén hoa desloratadin chua dugc xac dinh, do dé khong thé loai trir kha nang
tuong tac véi cac thudc khéc. Desloratadin khong tc ché CYP3A4 in vivo, va in vitro cho
thdy thudc khdng tc ché CYP2D6. Desloratadin khéng phai 1a co chat hay chat tc ché cua
P-glycoprotein.

Thai tru:

Thoi gian ban thai trung binh cua desloratadin 1a 27 gio. Desloratadin va cac chat chuyén
hoa duoc thai trir qua nude tiéu va phan.

Bénh nhan suy than:

Duoc dong cua desloratadin ¢ bénh nhan suy than man tinh dwoc so sanh vai nhom chirng
khoe manh khi nghién ctu sir dung don liéu va da liéu. O nghién ctu don liéu, phoi nhiém
Vvé6i desloratadin cao gap 2 1an & nhém bénh nhan suy than man tinh nhe va 2,5 1an & nhém
bénh nhan suy than man tinh trung binh so véi nhém ching khée manh. Trong nghién cau
da liéu, trang théi 6n dinh dat duoc sau ngay tha 11, mirc do phoi nhiém ting 1én 1,5 1an &
bénh nhan suy than man tinh nhe va 2,5 lan & bénh nhan suy than man tinh trung b|nh S0
v6i nhém ching. O ca hai nghién ciru, thay d6i vé mic d6 phoi nhiém (AUC va Cmax) Cla
desloratadin va 3-hydroxydesloratadin khong 1am thay déi tinh an toan trén 1am sang.

CHI PINH:
Viém miii di ung.
May day man tinh vo can.

LIEU DUNG - CACH DUNG:

Liéu dung:

Nguoi lon va tré em tir 12 tudi tré 1én: Udng 1 vién (5 mg), mét 1an mdi ngay.

Viém mili di tng khdng lién tuc (triéu chang xuét hién dudi 4 ngdy mdi tuan hoic dudi 4
tuan) nén duoc theo ddi dya trén dénh gia bénh sir ciia bénh nhan va nén ngung diéu tri sau
khi triéu chimg duoc khic phuc va sir dung lai khi bénh xuét hién tro lai.
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Trong viém mili di tng dai dang (triéu ching xuat hién trén 4 ngay mdi tuan hogc trén 4
tuan), cé theé tiep tuc dicu tri doi vai bénh nhan trong giai doan phoi nhiém véi tdc nhan gay
di tng.

Dang vién nén khong khuyén cao sir dung cho tré em dudi 6 tudi.

Dir liéu 1am sang cho bénh nhan tudi tir 12 d¢én 17 tudi con han ché. An toan va hiéu qua
cua desloratadin cho tré em dudi 12 tudi chua dugc nghién cau.

Doi twong dac biét:

Bénh nhan suy gan, suy thdn: Liéu ding caa desloratadin duoc khuyén céo 1a 5 mg, udng
cach ngay.

Cach dunag:

ZOLASTYN duoc sir dung dudng udng, mot 1an mdi ngay, khong bi anh huong bai thac
an.

CHONG CHI PINH: , ‘ ,
Man cam véi desloratadin, loratadin, hoac bat cir thanh phan nao cuaa thuoc.

CANH BAO VA THAN TRQNG KHI DUNG THUOC:

Khi str dung desloratadin, bénh nhan c6 thé bi cac phan &ng qua man nhu séc phan vé (khé
th, kho khe, phu mach), ngira ngdy, phat ban, may day...

Qua lieu va nhiém doc (bao gdm ca tir vong) da duoc bao céo & tré nho dudi 2 tudi ding
céc ché pham khong ké don chira thudc khang histamin, giam ho, long dom va chdng sung
huyét miii don thuan hozc phdi hop dé giam céc triéu chung cia duong hd hip trén. Ciing
chua c6 bang chang cho thay hiéu qua rd rang cua cac ché pham nay ¢ do tudi dudi 2 tudi
va liu thich hop ciing chua dwoc cong bd. Vi vy, nén than trong khi ding cac thudc
khong ké don (don thuan hodc phdi hop) chira thudc khang histamin, giam ho, long dom va
chéng sung huyét miii dé glam ho, gidm tri¢u chitng cam cum cho tré dudi 2 tudi.

Mgc du hiém gap ngu ga o cac thubc khéng histamin thé hé 2 hon thé hé 1, song c6 thé
xuat hién & mot sé bénh nhan, do dé phai than trong d6i voi nhitng nguoi lai xe hoic van
hanh méy. Ubng ruou cung nén tranh trong khi dung thudc.

Doi khi co6 nhitng bao cao vé co giat xuat hién & nhitng bénh nhan ding thudc khang
histamin, do d6 ciing can than trong khi duing desloratadin cho nhiing bénh nhan c6 tién sir
dong kinh.

Desloratadin thai trir qua than dudi dang chat chuyén hoa con hoat tinh, do d6 can luu ¥
giam liéu trén bénh nhan suy than. Tuong tu, ciing can giam liéu desloratadin trén bénh
nhan suy gan.

ZOLASTYN c6 chua lactose monohydrat, bénh nhan bj réi loan dung nap galactose, thiéu
hut Lapp lactase hozc rdi loan hap thu glucose-galactose khdng nén sir dung.

ZOLASTYN c6 chira polysorbat 80, brilliant blue, quinolin yellow cé thé gay di tng va c6
chira dau thau dau c6 thé gay dau bung, tiéu chay.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU:

Thai ky mang thai:

Mic di cac nghién ctu trén dong vat cho thiy desloratadin khong gay quai thai, song ciing
nén than trong khi dung desloratadin cho phu nir mang thai.

Theoti Ky cho con bu:

Desloratadin qua duoc sita me, vi thé khdng khuyén céo sir dung desloratadin cho phu ni
dang cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Trong cac thir nghiém 1am sang, desloratadin khéng anh huéng hoac c6 anh hudng nhe trén
kha ning 1ai xe va van hanh may méc. Hau hét cac bénh nhan khong bi buon ngu. Tuy
nhién, do dap ng cua mdi ca nhan khac nhau, khuyén cao bénh nhan khdng nén thuc hién
cac cong vigc can tap trung cao d6 nhu ldi xe hoac van hanh may méc, cho dén khi xéac
dinh chac chan dap tng caa minh.
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7.

TUONG TAC CUA THUOC VOl CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Desloratadin lam tang nong do va tang tac dung cua ruou, thubc khang cholin, thudc trc ché
than kinh trung wong, thubc e ché chon loc thu hdi serotonin.

Nong d6 va tac dung cua desloratadin cé thé ting 1én bai droperidol, hydroxyzin, chat wc
ché P-glycoprotein, pramlintid.

Desloratadin 1am giam ndong d6 va giam tac dung cua thudc e ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thudc cam tng P-glycoprotein.

Thirc an khong anh huong dén sinh kha dung cia desloratadin.

Co6 tiém nang twong tac duoc dong hoc cua desloratadin véi cac thuéc anh huéng dén
enzym chuyén hoa & microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin,
ketoconazol. Tuy nhién, khong co nhiing thay d6i quan trong nao vé ECG cung nhu triéu
chtng 1am sang, thay doi chtc ning séng, hay tac dung khong mong muébn nao duoc ghi
nhan.

8. TAC DUNG KHONG MONG MUON:

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

Than kinh: Nhirc dau.

Tiéu hoa: Khdé miéng.

Toan than: Mét moi.

Sinh duc: Pau bung kinh.

Rat hiém gap, ADR < 1/10.000

Tam than: Ao giac.

Than kinh: Chong mit, lo mo, mat ngu, tam Iy hiéu dong thai qua, co git.
Tim mach: Tim nhanh, hoi hop.

Tiéu hoa: Pau bung, budn nén, nén, kho tiéu, tiéu chay.

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

Toan than: Phan tng qua man (nhu sb¢ phan vé, phii mach, kho tha, ngira ngay, ban do va
may day).

Co xuong khop: Nhuc gan.

Khong r6

Tim mach: Kéo dai khoang QT.

Gan mat: Vang da.

Da: Nhay cam anh sang.

Toan than: Suy nhuoc.

9. QUALIEU - XU TRI:

Chua phat hi¢n ra nhitng thay d6i 1am sang dang ké khi dung desloratadin toi lidu 45 mg/
ngay (gap 9 lan lidu diéu tri).

Trong trudng hop qué liéu, diéu tri nhu cac bién phap diéu tri théng thudng khac, bao gom
giam hap thu va diéu tri triéu chimg. Desloratadin khong duoc dao thai bang duong tham
phan phuic mac.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéng ding qud lieu chi dinh.

biéu kién bio quan: Noi kho réo, tranh anh sang, nhiét do khdng qua 30°C.
Han ding cia thudc: 36 thang ke tir NgAy san Xuét.

11. TEN, bIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:

San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét,
Tinh Binh Duong, Viét Nam.
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Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA DOI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC: 12/03/2018
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