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AN SU DUNG THUOC
fah chi dimg theo don thudc

PTU NAPHAR 100

A a +
Dé xa tam lay ire em
Doc ky hieéng dan sik dung trwdce khi ding

1. Thanh phin céng thire thude cho 1 vién nén

Thénh phan diroe chat:

PropwIBIOOEReH. «ansmusinsmissiiiednipimsimsssionsssisnsys 100 HIE

Thémnh phan ta duge: Maize starch, Lactose monohydrate, Microcrystalline cellulose, Povidone
K30, Magnesium stearate, Sodium starch glycolate

Dang bio ché: Vién nén

Vién nén hinh tron mau trfing, hai mat tron, canh va thanh vién lanh 13n.

Chi dinh:

Pidu tri cudng gidp, bao gbm diéu tri bénh Graves va nhiém doc gip.
Cai thién tinh trang cudmg giap dé chuén bj diéu trj ngoai khoa.
Ho trg diéu trj cho ligu phép iod phong xa.

»

- O tudi vi thanh nién: Thude duge chi dinh dé tri hodn phau thudt trong diéu tri cudng giap.

Xir tri con nhiém doc gidp.

Liéu diing — Céch ding:

PTU Naphar 100 duge ding bing duong udng.
Liéu ding:

Ngudi lon:

Diéu tri cuong gidp: Lidu khoi déu ctia propylthiouracil 12 tir 300 mg dén 600 mg, dung 1
ldn mdi ngay. Lidu ndy nén duge duy trl dén khi bénh nhén dat dugc trang théi cin bing
tuyén giap. Sau d6 nén giam lidu dén theo chi dfin ctia béc si.

C6 thé chia nho lidu ding hang ngay trong qua trinh diéu tri.

Chudn bj cho phc‘fu thudt; Liéu giong didu tri cuong giap, dung dén khi bénh nhan dat
dugc trang thai can bang tuyén giap.

H& tro diéu tri cho liéu phdp iod phong xg: Liéu giong didu tri cudng gidp, ding trong
vai tudn trwde khi didu tri bing iod phong xa. Ngimg propylthiouracil khodng 2-4 ngay
trude khi xa tri. Lidu iod phong xa c6 thé cin diéu chinh vi propylthiouracil c6 thé ¢6 téc
dung bao v¢ phong xa.

Xt tri con nhiém dge gidp: 200 mg ubng mdi 4-6 gioy trong ngay thir nhét, giam dan dén
lidu duy tri thudng ding khi cdc triéu ching dugc kiém soat.

Ngudi cao tudi: Tuong tr nhur liéu ding v&i ngudi 16n; tuy nhién can than trong néu bénh
nhan méc kém suy gan/thin, khi dé c6 thé cin giam liéu.

Tré em:

- Diéu tri cwong gidp & tudi vi thanh nién (tré (e 6 tuoi tre lén): Ding thude theo chi din

cua bic s,

Chong chi dinh:
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WAn\v6i bat ky thanh phin nao cia thude.

va thén trong khi ding thude:

nén duoc biét viée xuét hién mét sb tac dung phu (sét, loét miéng, phat ban, dau
[4 ddu hiéu cia chimg mét bach ciu hat, mét phén g nghiém trong voi thude.
n cén lién hé véi bac si ngay lap tic dong thoi ngirng diéu tri/nging st dung thude.
Nén kiém tra cong thirc méu diy di néu c6 bing chirmg l4m sang vé nhiém tring. Tuong tu
nhu vdy, can ding propylthiouracil hét sirc thin trong & nhiing bénh nhén dang sir dung thudc
khac da biét 1a c6 kha ning gy mét bach cu hat.

Than trong khi sir dung propylthiouracil cho bénh nhén trén 40 tudi.

Cén giam liéu propylthiouracil trén bénh nhan suy thén:

w  Néu miic loc cAu than GFR tir 10-50 mL/phit: gizm 25% liéu dung.
=  Néu mie loc chu thdn GFR < 10 mL/phut: giam 50% liéu ding,

Propylthiouracil cd thé gay giam prothrombin huyét va chay mau, do véy can theo dai thoi
gian prothrombin trong qu4 trinh didu tri voi thube, diic biét la trude khi phéu thudt.

Ngtmg sir dung propylthiouracil néu xuét hién triéu ching lAm sang quan trong cho thiy
bét thudng chitc niing gan.

Piéu tri kéo dai va/hodc diing qua nhiéu liéu propylthiouracil c¢6 thé gdy suy gidp nén cin
theo ddi thudng xuyén chirc niing tuyén giap.

Mot tac dung phu nghiém trong khéc 1a viém mach hé thong, c6 thé xdy ra bat ct lic nao
va thim chi dén vai nim sau khi bat dau diéu tr bang propylthiouracil. Nguy co viém mach hé
théng c6 thé tang 1én khi str dung kéo dai. Téc dong lén than la phé bién nhét, nhung da, phéi,
va hé théilg co xuong ciling co thé bj anh hwéng. Mot sé truong hop nghiém trong co thé dan
dén tir vong. Khi d6 propylthiouracil nén duge ngung sir dung ngay 14p tirc va didu tri phti hep.

Mt s6 truomg hop phan Gmg niing tai gan, & ca ngudi 16n va tré em, bao gdm ca trudmg hop
tir vong va cac trudmg hop cin ghép gan do propylthiouracil d& duoc bao céo. Thai gian khoi
phat khéc nhau nhung trong phén l6n céc tredng hop, phan (g gan xay ra trong vong 6 thang,
Néu thdy men gan bit thuéng dang ké trong thoi gian diéu tri bang propylthiouracil, ¢in ngimg
str dung thudc ngay 14p tic.

Canh bao vé ta dugc:

- Thude nay c6 chira lactose. Bénh nhén méc cac rdi loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hyt lactase hoan toan, hodc kém hép thu glucose-galactose khong
nén ding thubc nay.

- Thube ndy c6 chita duéi 1 mmol (23 mg) natri trong mbi don vi liéu, vé co ban duge xem
nhu "khoéng chira natri".

7. Sik dung thube cho phu nik ¢6 thai va cho con bi:

Phu nit c6 kha ning mang thai: nén duge thong bao vé nhiing nguy co tiém an khi sit dung
propylthiouracil trong thoi ky mang thai.

Phu nit co thai:

Bénh cudng gidp & phy nif ¢é thai cin duoc didu tri diy di dé ngin ngira cdc bién chimg
nghiém trong cho me va thai nhi.
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iguracil co thé qua dugce hang rao nhau thai. Cac nghién ciru trén dong vt vé dbe
chwa ddy di, cac nghién ctu dich t€ hoc dua ra nhiing két qua trdi nguoc nhau

uracil trong thoi ky mang thai. Propylthiouracil nén duge dung trong thoi ky mang
thai & liéu thép nhét cé hidu qua ma khéng cin ding thém hormone tuyén giap. Néu st dung
propylthiouracil trong théi ky mang thai, nén theo doi chat ché sirc khoe ngudi me, thai nhi,
va tré so sinh.

Phu nit cho con bii: Propylthiouracil ¢ mét lugng nhoé di vao sita me, do d6 qud trinh phat
trién cia tré so sinh nén duge theo doi chit ché & bét ky phu nir cho con bi nao duge diéu tri
bang thudc nay.

8. Anh huéng ciia thude Ién kha ning l4i xe, vAn hinh may méc

Propylthiouracil khéng ghi nhin duge anh huéng nao 1én kha ning lai xe hodc vén hanh
may moc.

9, Twong tic, twong ky ciia thude

Pép (g clia tuyén gidp véi propylthiouracil c6 thé bi anh hudng khi ding dong thoi voi
lugng iod cao.

Nhitng thay déi do thude gy ra dbi véi tinh trang tuyén gidp c6 thé anh hudng dén liéu can
dung cua theophylline va digitalis. Vi vy can giam liéu ciia digitalis va theophylline khi chirc
ning tuyén giap trd vé binh thudng,

Twong ky ciia thuée: Do khdng cé cac nghién clru vé tinh tuong ky, cia thude, khong tron
14n thude nay véi cac thude khac.

10. T4c dung khong mong mudn ciia thude

Mdt sb tac dung khdng mong mudn nhe ctia propylthiouracil bao gdm: phét ban, may day,
ngra, rung toc bt thuong, ting séc to da, phu né, budn nén, nén, dau ving thugng vi, mét vi
giac, dau khop, dau co, di cam, nhirc dau.

Giam bach cdu [a mot tac dung phu phd bién, nhung thudmg nhe va cé thé hdi phuc.

Mét bach ciu hat 1a tac dung phu nghiém trong nhat ctia propylthiouracil, nhung ti 1€ gip
rat thép va o6 xu huéng xdy ra trong vong 2 thang dAu diéu tri. Bénh nhan trén 40 tudi va ding
lidu cang cao thi nguy co cang ting.

Téac dung phy chua rd tin sudt: Viém gan, suy gan.

Mot s6 tac dung phu nghiém trong khic nhung khong thudng gip bao gdm: thiu méau bit
san, sdt do thudc, hoi chimg giéng lupus ban do, phan Gng gan nghiém trong (bao gbm bénh
ndo gan, hoai tir gan tbi cp, va tir vong), viém quanh dong mach, ha prothrombin méu, giam
tiéu cau, va chay mau.

Viém than, viém phdi k&, viém mach dudi da va hé thong, viém da co ciing da duge bio
cho. Mot s6 phan (mg qua min xay ra cling cd thé do pht trién khang thé khéng bao tuong cua
bach cdu da nhén trung tinh (ANCA).

Nhi&m déc gan do propylthiouracil hiém gip va thudng biéu hién dudi dang viém gan cé
hodc khong co vang da. Vang da & mét cling da xay ra. Cac tac dung phu véi gan nhin chung
c6 thé phuc hdi khi ngimg sir dung propylthiouracil.
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ifava cdch xir tri
chimg khi dung qua liéu propylthiouracil bao gém: bubn ndn, ndn, dau ving

va viém gan da x4y ra. Mét bach cau hat 13 tic dung phu nghiém trong nhét do doc tinh cap
tinh cta propylthiouracil.

" Viéc diéu tri qua liéu propylthiouracil nén huéng dén lam giam lwgng thude hap thu vao
tufin hoan. Sau khi nhiém ddc cép tinh, nén lam rdng da day bing cich rira da diy hodc gay
ndn; than hoat tinh ciing c6 thé dugc st dung. Sau d6 nén tién hanh diéu tri tridu chimg va diéu
tri hd trg. Phén tich mau diy di nén dugc tién hanh do nguy co bién chirng huyét hoc nhe va
can didu trj thich hop néu xuét hién suy tiy xuong.

Khong co thude giai doc dic hidu cho propylthiouracil.
12.D3c tinh dwee hre hoc

Nhom duoe Iy: Thude khang giap

Mia ATC: HO3BA02

Propylthiouracil (PTU) ngén chin viéc san xuét hormone tuyén gidp bang céch {rc ché
enzyme thyroid peroxidase. Vigc nay ngin can iod gan vao gbe tyrosyl ciia thyroglobulin va
ttc ché viée ghép doi cac gbe iodotyrosyl dé tao thanh iodothyronin. Ngodi ra, thudc con can
thi¢p vao qua trinh oxy hoa cta ion iodide va cac nhom iodotyrosyl.

Propylthiouracil khéng te ché tac dung hay trc ché giai phong hormone sin c6 trong tuyén
giédp, cling nhu khong can thiép vao hiéu qua cia hormone tuyén giap dang co trong hé tuin
hoan cfing nhu ngoai sinh dua vao co thé. Tuy nhién, propylthiouracil trc ché qua trinh khr iod
ngoai vi cua thyroxine thanh tri-iodothyronine. Propylthiouracil cling lam giam din luong
globulin mi&n dich kich thich tuyén gidp c6 trong tudn hoan & bénh Graves.
13.Diic tinh dwge djng hoc

Hdp thu: Propylthiouracil dugc hép thu nhanh qua dudng tiéu héa va ¢ sinh kha dung
khoang 50-75%.

Phdn b6: Propylthiouracil tép trung chi yéu & tuyén gidp. Thude dé dang qua hang rao
nhau thai va duoc bai tiét qua stra me. Khoang 80% propylthiouracil lién két véi protein.

Chuyén héa: Propylthiouracil duge chuyén héa buéce 1 nhanh chéng & gan thanh dang lién
hop véi acid glucuronic.,

Thai triv: Propylthiouracil duoc bai tiét chi yéu qua nude tiéu dudi dang lién hgp véi acid
glucuronic. Mot lugng rit nho thude khong dugc chuyén hoa sé bai tiét qua nude tiéu, mot
lugng khong déng ké duge bai tiét qua phan.

Thoi gian ban thai: Propylthiouracil cé thoi gian ban thai uwéce tinh 1-2 gid. Thoi gian ban
thai c6 thé ting lén & ngudi suy gan, suy thén, do dé cAn giam lidu. Méc di thoi gian bén thai
ngén nhung propylthiouracil dugc giit lai trong tuyén gidp it nhit 24 gio.

14. Quy cach déng gbi: Hop 1 lo x 100 vién; Hop 4 vi x 25 vién.
15. Piéu kién béo quin: Noi kh, tranh anh sdng, nhiét do khong qua 30°C.
16. Han diing: 36 thang ké tir ngay san xuat.
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17. Tiéu chufin chit lrgng: DDVN.
18. Tén, dja chi ciia co s& san xudt thude:

Cong ty b phin dwge pham Nam Ha
@ Dia chi: S6 415, dudng Han Thuyén, phudng Vi
Xuyén, thanh phé Nam Dinh, tinh Nam Dinh
!‘HAMHAAA Tel: 0228.3649408 - Fax: 0228.3644650
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