Doc ky hudng din sir dung trudce khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ding thuéc nay theo sw ké don ciia thay thuéc.

CLONAFOS

(Vién nén Propylthiouracil 50 mg)

THANH PHAN

M&di vién nén chira:

Propylthiouracil .....................coeall. 50 mg

Ta duoc: Cellulose vi tinh thé, lactose, natri starch glycolat, silicon dioxyd, magnesi stearat.

Dac tinh dugc luc hoc:

Propylth10urac11 (PTU) 1a dan chat cta thiouré, mot thubc khang giap. Thudc tc ché tong hop
hormon giap bang cach ngan can iod gan vao phan tyrosyl cta thyroglobulin. Thuoc ciing tc ché
su ghép doi cac goc iodotyrosyl nay dé tao nén iodothyronin. Ngoai trc ché tong hop hormon,
thuoc cling trc ché qua trinh khtr iod cua T4 (thyroxm) thanh T3 (tri- 1odothyron1n) ¢ ngoai Vi.
Thubc khong uc ché tac dung ctia hormon gidp sdn c6 trong tuyén gidp hodc tudn hoan hoic
hormon giap ngoai sinh dua vao co thé.

bac tinh dwgc ddng hoc:

Hap thu

Propylthiouracil dugc hép thu nhanh va dé dang qua duong tiéu hoa (khoang 75%) sau khi uéng.
Nong d6 dinh trong huyét tuong khoang 6 - 9 microgam/ mL, dién ra trong vong 1 - 1,5 glo sau
lidu duy nhat 200 - 400 mg. Nong do thude trong huyét twong c6 vé khong twong g vai tac
dung dleu tri.

Phdn bé

Mic du chua xac dinh day du déc tinh phén bd propylthiouracil trong mé va dich co thé nhung
hinh nhu thudc tap trung chi yéu trong tuyén giap.

Thai tru

Nura doi thai trir cia propylthiouracil n6i chung khoéng 1 -2 gio. i

Mic du chua xac dinh day du chuyén hoa chinh xac cua propylthiouracil, thuéc chuyén hoa
nhanh thanh chit lién hop glucuronid va chat chuyen héa thir yéu khac. Vi vay can uong thude
thuong xuyen dé duy tri tac dung khang tuyen giap. Thudc va cac chit chuyén héa bai tiét trong
nudc tiéu, véi khoang 35% liéu duoc bai tiét trong vong 24 gid

CHI PINH: , o i ‘
Diéu tri tang ndng tuyén gidp dé chuan bi phau thuét hodc dieu tri iod phdng xa va xu tri con
nhiém doc giap.

CHONG CHI PINH:
Céc bénh vé mau ning c6 trude (Vi du: Mét bach cau hat, thiéu mau bat san...). Viém gan.
Man cam v&i propylthiouracil hodc véi bat cir thanh phan nao cta thude.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Phai theo doi chat ch& ngudi bénh dang dung propylthiouracil vé ching mat bach cau hat va
hudng dan nguoi bénh phai di kham ngay néu thay c¢6 nhitng diu hiéu hodc triéu chimg goi y vé
nhiém khuan, nhu viém hong, phat ban & da, sbt, rét run, nhire dau, hogc tinh trang but rit kho
chiu toan than. Piéu dic biét quan trong 1a phai theo doi can than nhirmng dau hiéu va triéu ching
nay trong giai doan dau dung propylthiouracil, néu xay ra mat bach cau hat do propylthiouracil
(thudng trong 2 - 3 thang dau diéu tri).
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Ciing c6 thé xay ra giam bach cau, giam lugng tiéu cau, va/hoic thleu mau khong tai tao (giam
toan thé huyét cau). Phai dém bach cau va lam cong thirc bach cau cho nhitng nguoi bénh sot
hodc viém hong, hodc c6 nhirng dau hiéu khac ccua bénh khi dang dung thude.

Vi nguy co mat bach cau hat tang 1én theo tudi, mot sb nha 1am sang khuyén dung thudc than
trong cho ngudi bénh trén 40 tudi.

Phai dung propylthiouracil het stre than trong & ngudi bénh dang dung nhimg thude khac da biét
1a c6 kha nang gy mat bach cau hat.

Vi propylthiouracil c6 thé gy glam prothrombin - huyét va chay mau, phai theo doi thoi gian
prothrombln trong khi diéu tri véi thudc, déc biét trude khi phau thuat.

Déi v6i ngudi bénh c6 tridu chimg goi ¥ réi loan chic ning gan (vi dy: Chan an, ngua dau ¢ ha
suon phai), co thé c6 nhitng phan tmg gan gay tir vong (tuy hiém gip) ¢ nhitng ngudi bénh ding
propylthiouracil.

Pé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Thoi ky mang thai

Propylthiouracil qua nhau thai, co6 the gay doc cho thai (budu glap va suy giap cho thai). Néu
phai dung thudc, can dleu chinh liéu can thén, di nhung khong qua cao.

Vir6i loan chirc nang tuyén giap giam xudng & nhiéu phu nir khi thai nghén tlen trién, c6 thé giam
liéu, va & mot s6 ngudi bénh, c6 thé ngimg ding propylthlouracﬂ 2 hodc 3 tuan trude khi de. Néu
dung propylthlouraCII trong thoi ky mang thai hodc néu co thai trong khi dang dung thubc, phai
béo cho nguoi bénh biét vé mdi nguy co tiém tang ddi véi thai.

Thoi ky cho con bu

Propylthiouracil phan bd vao sira. Vi c6 kha nang gy tac dung khong mong mudn nghiém trong
cho tré nhé bl me, nén propylthiouracil bi chong chi dinh doi voi ngudi cho con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thuoc c6 thé gay nhurc dau, chong mat, budn ngu... c6 thé anh hudéng dén kha nang lai xe hay
van hanh may moéc. Nén than trong khi st dung.

TAC DUNG KHONG MONG MUON:

Ty 1€ ADR do propylthiouracil twong d6i thap, 1 - 5% nguoi bénh giam bach cau. Mét bach cau
hat 14 ADR hiém gap va nghi€m trong nhat thuong xay ra trong vong 3 thang dau diéu tri va
hiém xay ra sau 4 thang diéu tri. ADR vé gan hiém gap; Thuong hoi phuc sau khi ngung thuoc
nhung viém gan gdy ta vong v&i bénh ndo va/ hodc hoai tir gan dang ké da xay ra & mot so it
ngudi bénh. Piéu tri kéo dai véi propylthiouracil co thé gy suy gidp.

Thuong gap, ADR > 1/00

Huyét hoc: Giam bach cau. Néu lugng bach cau dudi 4000, bach ciu da nhan trung tinh dudi
45%, phai ngimg thudc.

Da: Ban, may day, nglra, ngoai ban, viém da troc.

Than kinh - co va xuong: Dau khép, dau co.

Khac: Viém dong mach.

It gp, 1/1.000 < ADR < 1/100

Huyét hoc: Mat bach cau hat. ) )

Than kinh trung wong: Nhirc dau, ngu ga, chong mat, sét do thudc.

Tim mach: Phu, viém mach da.

Da: Rung toc 16ng, nhidm sic t6 da.

Tiéu hoa: Budn non, ndn, dau thuong vi, bénh tuyén nudc bot.

Thén kinh - co va xuwong: Di cam, viém day than kinh.

Gan: Vang da, viém gan.

Hiém gdp, ADR < 1/1.000

Huyét hoc: Giam bach cau hat, giam tiéu cau, thiéu mau khong tai tao, giam prothrombin - huyét
va chay mau.

Gan: Phan ting gan nghiém trong.
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H6 hap: Viém phoi ké.

Than: Viém than. ) ) )

Khac: Bénh hach bach huyét, hoi ching giong lupus, viém da co, ban do not.

Huéng din cach xir tri ADR

Néu mat bach cau hat, thiéu mau khong tai tao (giam toan thé huyét cau), viém gan, sot, hoic
viém da tréc, phai nging propylthiouracil va bit dau ap dung liéu phap hd trg va chita triéu
ching thich hop.

Dung yéu to kich thich quan thé bach cau hat nguoi tai to hop co thé thuc day nhanh sy hdi phuc
khoi chirng mat bach cau hat.

Phai ngimg propylthiouracil ngay néu c6 bang ching 1dm sang quan trong vé chirc ning gan khong
binh thuong (vi du: Nong do transaminase trong huyét thanh vuot qua 3 1an gidi han trén cua mirc
binh thuong). .

Ban xuét huyét, may day, ban san thuong ty khéi ma khong phai ngimg thudc, nhung doi khi can
phai ding thubc  khang histamin hodc thay thudc khac, vi man cam chéo khong phd bién.

Phai theo dbi déu din chirc ning tuyen glap 0 ngudi bénh dang dung propylthiouracil. Khi thy
bang ching lam sang tang nang tuyen giap thuyen giam, va nong do thyrotropin (hormon kich
thich tuyén giap, TSH) ting trong huyét thanh can phal ding liu duy tri propylth10urac1l thap hon.
Diéu tri kéo dai voi propylthlouracﬂ cd thé gay giam nang tuyen giap. Can giam lidu khi c6
nhirmg déu hiéu dau tién giam nang tuyen giap; Néu nhirg diu hiéu nay tién trién ning, c6 thé
dung hormon tuyen giap dé 1am som hoi phuc. C6 thé cho mot lidu day du levothyroxin.

Théng bdo cho thay thubc cdc tic dung khong mong muon gép phdi khi sir dung thudc.

LIEU DUNG - CACH DUNG:

Propylthlouracﬂ dung uong, Liéu hang ngay thuong chia déu thanh 3 liéu nho udng cach nhau
khoang 8 gi¢. Trong mét s6 truong hop khi can lidu hang ngay 16n hon 300 mg, ¢ thé udng véi
khoang cach gan hon (vi dy, cach 4 hodc 6 gio 1 lan).

Bleu i tang nang tuyén giap o ngum lom

Liéu ban dau thuong dung cho ngudi 16n 13 300 - 450 mg, chia thanh lidu nho ubng cach nhau 8
gi0; doi khi ngudi bénh ¢ tang nang tuyén gidp ning va/ hodc budu giap rat 16n co thé can ding
lleu ban dau 600 - 1200 mg mdi ngay. Noi chung, khi hoan toan kiém soat dugc triéu ching, thi
tiép tuc diéu tri v4i lidu ban dau trong khoang 2 thang.

Phai hiéu chinh can than lidu tiép sau, tuy theo dung nap va dap tmg diéu tri cua nguoi bénh.
Lleu duy tri d6i v6i ngudi 16n thay doi, thu’(mg xé& dich tir mot phan ba dén hai phan ba heu ban
dau Liéu duy tri thuong ding d6i voi nguoi 16n 1a 100 - 150 mg mdi ngay, chia thanh lidu nho
uong cach nhau 8§ - 12 gio.

Bleu tri con nhiém déc gidp & nguoi lom

Liéu propylthiouracil thuong dung 1a 200 mg, cir 4 - 6 giv ubng mot lan trong ngay thir nhat; Khi
hoan toan kiém soat duoc triéu chimg thi giam dan t6i liéu duy tri thudng dung.

Dleu tri tang nang tuyen giap o tré em

Liéu ban dau thudong dung 1a 5 - 7 mg/ kg/ ngay, chia thanh nhirng liéu nho, udng cach nhau 8
gid, hodc 50 - 150 mg mdi ngay & tré em 6 - 10 tudi, va 150 - 300 mg hodc 150 mg/m? mdi ngay
cho tré em 10 tudi hodc 16n hon. .

Liéu duy tri cho tré em: 1/3 d&én 2/3 cua lidu ban dau, chia thanh liéu nho udng cach nhau 8 - 12
gio.

Dé diéu tri tang nang tuyén gidp O tré so sinh, liéu khuyén dung 14 5 - 10 mg/ kg mdi ngay.

Ngu’orl cao tudi: Nén dung liéu thap hon; Liéu dau tién: 150 - 300 mg/ ngay.

Li€u khi suy than:

Do thanh thai creatinin 10 - 50 mL/ phuat: Liéu bang 75% liéu thudng dung.

Do thanh thai creatinin dudi 10 mL/ phat: Liéu bang 50% liéu thuong dung.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Propylthiouracil ¢ thé gy giam prothrombin - huyét va nhu vay c6 thé 1am tang tac dung cta
thuoc chong dong
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QUA LIEU VA XU TRI:

Biéu hién

Noi chung ding qué liéu propylthiouracil c6 thé gy ting nhiéu ADR thuong gap nhu: Buon
ndn, ndn, dau thuong vi, nhirc dau, sbt, dau khO’p, ngira, phtl va giam toan thé huyet cau. Mat
bach cau hat 1a ADR nghiém trong nhat do qué liéu propylthiouracil. Ciing xay ra viém da troc
va viém gan.

Bléu tri

Diéu tri qua liéu propylthiouracil thu:ong 1a diéu tri triéu chimg va hd trg. Khi qua liéu cap tinh, can
gy ndn hodc rua da day. Néu nguoi bénh hon mé, c6 con dong kinh hoic mat phan xa non, c6 thé
rira da day va dat 6 dng ndi khi quan co bong bom phong dé tranh hit phai chat non.

Tién hanh liéu phap thich hop, co thé bao gdm thuoc chong nhiém khuén va tmyen mau tuoi
toan bd néu phat trién suy tuy Néu c6 viém gan: Cén co ché d6 nghi ngoi an udng thich he
Ciing c6 thé dung thudc giam dau, thudc an than va truyén dich tinh mach dé diéu tri qua lleu
propylthiouracil.

DONG GOI Hop 10 vi x 10 vién.

BAO QUAN Noi kho réo, tranh anh sang, nhiét o khong qua 30°C.
TIEU CHUAN CHAT LUO'N G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngdy san xuit.

San xuét tai: ) )

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudce 1, Phuong Thoi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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