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THUOC NAY CHI DUNG THEO PON THUOC.
DE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN:
Théanh phdn duwoe chét: Thiamazol (Methimazole) 5,0 mg.
Thanh phd:n t4 diroe: Lactose monohydrate, Pregelatinised starch, Magnesium stearate.

DANG BAO CHE:
Vién nén. (Vién nén mau tring dén tring nga, hinh tron, khum, hai mit tron.)

CHI PINH PIEU TRI:

- Dibu tri triéu chimg nhiém doc giap (ké ca bénh Graves-Basedow).

- Didu tri trude khi phiu thuét tuyén gidp do cudng gidp dé d& phong con nhidm doc gidp c6 thé
xay ra.

- Didu tri bd trg trudce va trong khi didu tri iod phéng xa (1311).

- Diéu tri con nhiém ddc gidp (nhung propylthiouracil thudéng duge chi dinh hon) trude khi ding
mudi iod. Thuong ding dong thdi véi mot thudce chen beta giao cam nhu propranolol, dic biét
khi ¢6 céc triéu ching tim mach (vi du nhip tim nhanh)

LIEU LUQNG VA CACH DUNG:
Cdch dung:

Thudc khong chita khoi nguyén nhan gdy cudng giap. Tuy theo mirc d ning clia bénh cudng
giap ma chon lidu diung thich hop.
Pbi véi ngudi 16m, lidu ubng hang ngay 15 - 60 mg, dugc chia déu lam 3 1an, mdi lan cach nhau 8
gidr. Thubc c6 thé ubng 1 1an hodc chia 1am 2 14n, hiéu qua c6 thé kém, nhung & mdt sb ngudi, téc
dung phu it hon va ngudi bénh d& chp nhan hon.

Phai nglmg thiamazol 2 - 4 ngay trudc khi ding liéu phép iod phong xa dé tranh anh hudng
dén lidu phép nay. Néu cin c6 thé tiép tuc cho lai thiamazol 3 - 7 ngay sau, cho t6i khi liéu phap iod
phong xa phat huy téc dung. Thoi gian ding thude dé dat dugc bénh thodi lui phai 1au dai, thuong
dao dong tir 6 thang dén 1 - 2 nam.

Liéu liong:
Nguoi I6m va thiéu nién:
- Cuong giap:
+ Liéu ban dau:
«  Cudng gidp nhe: Udng ngdy 15 mg, chia déu lam 3 1an, cach nhau 8 gid.
«  Cudng giap vira: Udng ngay 30 - 40 mg, chia du 1am 3 1an, cach nhau 8 gid.
« Cuodng gidp nang: Ubng ngay 60 mg, chia déu 1am 3 14n, c4ch nhau 8 gio.
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+ Liéu duy tri: Ubng ngay 5 - 15 mg, chia Iam 3 1an, cich nhau 8 gio. Triéu chimg cudng gidp
thudng d& trong vong 1 - 3 tudn va hét trong vong 1 - 2 thang khi ding liéu ban diu. Khi da
dat duoc tinh trang binh gidp, giam liéu dan téi lidu duy tri (ngdy 5 - 15 mg).

Do nguy co cao bi mét bach cdu hat véi liéu 16n 40 mg mdi ngay, nén dung lidu thip hon 30

mg/ngay mdi khi c6 thé.

- Con nhiém doc giap: Uéng 15 - 20 mg, cr 4 gid mot lan trong ngay dau, kém theo céc bién
phép diéu trj khac. Liéu duoc didu chinh tly theo dép tmg ciia ngudi bénh.

Tré em:

- Cuong giap:
+ Lidu ban ddu: Udng ngay 0,4 mg/kg (400 microgam/ kg), chia du lam 3 14n.
+ Liéu duy tri: Ubng ngay 0,2 mg/kg (200 microgam/kg) chia d&u lam 3 14n, c4ch nhau 8 gio.

CHONG CHI PINH:

- Bénh nhan man cam v&i thiamazol hodc bat cir thanh ph?m nao khéc cia thudc.
- Suy gan nang.

- Ngudi dang ¢6 céc bénh ning vé mau (suy tiy, mat bach cu hat).

Phu nit dang cho con bu.

CANH BAO VA THAN TRONG KHI SU DUNG:

Phai ¢6 béac si chuyén khoa chi dinh diéu tri. Trong qué trinh diéu tri, diic biét trong nhimng
thdng d4u, bénh nhan cin dugc theo ddi cin than. Néu ngudi bénh xuit hién triéu chimg: Viém
hong, phat ban trén da, sbt, rét run, dau dau hodc mét moi toan than can theo ddi sb lugng bach cau
va cong thirc bach cdu vi c6 thé xay ra thodi héa bach cau hat, suy tiy, nhét 12 ngudi bénh cao tudi
hozic dung lidu tir 40 mg/ngay trd 16n. Xét nghiém nay can duge thue hién trurde khi didu tri va hang
tudn trong 6 thang d4u diéu tri. Khi xut hién thoai hoa bach ciu hat, suy tuy, sbt, viém da tréc vay,
suy giam chirc ning gan, can phai ngimg thubc va sir dung céc bién phép didu tri hd tro va didu tri
triéu chimg cho bénh nhén.

Theo d5i thoi gian prothrombin truée va trong qua trinh diéu tri néu thiy xuat huyét, dic biét 1a
trudc phiu thuit.

Lactose: Thanh ph?m thudc c6 chira lactose: Than trong khi dung cho bénh nhén bi r6i loan di
truyén hiém gip nhu khong dung nap galactose, thiéu hut lactase hoan toan hoc kém hép thu
glucose-galactose.

TRUONG HOQP CO THAI VA CHO CON BU:
Phu nit ¢6 thai

Thiamazol di qua nhau thai, nén cé thé gay hai cho thai nhi (buéu cé, giam ning giap, mot sb
di tat bdm sinh), nhung nguy co thuc su thudmg thip, dic biét khi ding liéu thip.

Can cn nhic l¢i ich va nguy co giita didu tri va khong didu tri. Trong trudmg hop phai diéu tri,
propylthiouracil thuong duge chon ding hon, vi thube qua nhau thai it hon thiamazol. Khi ding
thiamazol, phai dung lidu thip nhét ¢6 hiéu luc dé duy tri chic ndng giap cua ngudi me¢ ¢ muc cao
trong giéi han binh thudng ciia ngudi mang thai binh thudmg, dic biét trong 3 thang cudi thai ky.

Giam nang gidp va budu c¢d & thai nhi thudng xay ra khi ding thudc khéng gidp t6i gin ngay
sinh, vi tuyén gi4p thai nhi chwa san xuét hormon giap cho t6i tudn thir 11 hodc 12 thai ky. Tang
ning gidp c6 thé giam & ngudi me khi thai tién trién, nén & mot s6 ngudi c6 thé giam lidu
thiamazol, c6 khi ngimg diéu tri trong 2 - 3 tuan trude khi dé.
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Hormon giap qua nhau thai rat it, nén it ¢6 kha ning bao vé cho thai nhi. Khong nén ding cic
hormon giép trong khi mang thai, vi thubc c6 thé che 14p cac ddu hi¢u thoéi lui ctia cudng gidp, va
tranh duoc ting lidu thiamazol mdt cach vo ich, giy thém téc hai cho me va thai nhi.

Phu nif cho con bu

Thiamazol vao duge sita me, gdy tai bién cho tré. Nong do thudc trong huyét twong va sita me

gén bing nhau; vi vay, khéng cho con bii khi me ding thiamazol.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Thiamazol khéng gdy anh hudng 1én kha néng lai xe, van hanh may moc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC

KHAC:

- Véi aminophylin, oxtriphylin hodic theophylin: Khi cudng giap, su chuyén hoéa cac thudc nay
tang. Dung thiamazol, néu tuyén gi4p tro vé binh thudng, can giam lidu c4c thubc nay.

=il

- Véi amiodaron, iodoglycerol, iod hodc kali iodid: Céc thude c6 iod lam giam d4p Ung cla co Ty
thé véi thiamazol, vi vy, phai dung lidu thiamazol ting (amiodaron ¢é 37% iod). ~p
- Véi thubc chdéng déng din chdt coumarin hodc indandion: Thiamazol c6 thé lam giam i/
prothrombin huyét, nén tdc dung cla céc thubc chéng dong ubng tang 1én. Do do, can diéu -
chinh lidu thudc chéng déng dwa vao thai gian prothrombin. P

- Vi thudc chen beta, glycosid tim: Cudng giap 1am tang chuyén hoa va thai trir thudc chen beta
hoéc glycosid tim, can giam liéu céc thube nay khi tuyén giap ngudi bénh trd vé binh thudmg do
dung thiamazol.

- Véi muoi iod phong xa 1311: Thiamazol lam giam thu nap 1311 vao tuyén gidp. Néu ngimg
thiamazol dot ngdt, thi sau khoang 5 ngay, su thu nap 1311 s€ téng tr¢ lai.

TAC DUNG KHONG MONG MUON:
Tai bién xay ra phu thudc vao lidu dung, da sb cac truong hop 1a mét bach ciu hat, thudng xay

ra trong 4 - 8 tudn ddu tién va hiém xay ra sau 4 thang diéu trj.

Thuong gdp, ADR > 1/100

- Maéu: Giam bach ciu thudng nhe & 12% ngudi 16n va 25% tré em. Nhung khoang 10% ngudi
bénh cudmg giap khong diéu tri, bach cau thudng cling giam con dudi 4 000/mm3.

- Da: Ban da, ngtra, rung téc (3 - 5%).

- Toan than: Nhirc du, sbt vira va thoang qua.

It gap, 1/1 000 < ADR < 1/100

- Mau: M4t bach cau hat (0,4%) bidu hién 13 sbt ning, 6n lanh, viém hong hoic nhiém khuin
khéc, ho, dau miéng, giong khan. Thuong xay ra nhidu hon néu 12 ngudi bénh cao tudi hoic
dung lidu tir 40 mg/ngay trd 1én.

- Tim mach: Viém mach, nhip tim nhanh.

- Co khop: Pau khép, viém khép, dau co.

- Thén kinh ngoai vi: Viém déy than kinh ngoai bién.

- Tiéu héa: Mét vi gi4c, budn ndn, non.

Hiém gdp, ADR < 1/1 000

- Mau: Suy tiy, mit bach ciu hat; giam tidu cAu, giam prothrombin huyét, biéu hién bing xuét
huyét, bAm tim da, phén den, c6 méu trong nudc tidu hoic phén, cic chim d6 trén da.
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- Gan: Vang da & mét, viém gan, hoai tir gan.

- Thén: Viém than.

- Phéi: Viém phbi ke.

- Chuyén héa: Ding l4u c6 thé sinh ra gidm nang gidp, ting thé tich budu giap.
Cdch xw tri ADR

Phat ban, ngira, thuong & dang dat sin, thudng mét di trong qué trinh didu tri, hodc ngimg
thudc néu thy phat ban ning.

Khi ngudi bénh thdy dau hong, nhi®m khuén, ban da, sét, én lanh, phai dén thdy thubc kiém tra
huyét hoc. Néu thdy mét bach cdu hat, suy tiy, phai ngimg didu tri, cham séc, diéu tri triéu chimg
va c6 thé phai truyén mau.

Néu thiy cac ddu hiéu doc v6i gan nhu vang da t mat, hoai tir gan, phai ngimg thudc. Tuy rat
hiém, nhung d3 thdy c6 trudng hop tir vong. Vang da c6 thé kéo dai trén 10 tuan sau khi ngimg
thiamazol. Trong trudng hop cac triéu chimg vé tim mach clia nhidm ddc gidp ndi trdi, dic biét 1a
nhip tim nhanh, cdn phdi hop diing thudc chen beta nhu propranolol, atenolol.

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP
PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi:

Ding qué lidu thiamazol s& gdy ra rat nhiéu tai bién nhu phin tac dung khong mong mudn di
néu, nhung mirc d6 nang hon. Biéu hién thudng thdy 12 budn ndn, non, dau thuong vi, nhirc dau,
sdt, dau khop, ngira, phi, giam cac huyét cau. Nhung nghiém trong nhét 14 suy tily, mat bach cau
hat. Trong mot sb trudmg hop qua liéu thiamizol ¢6 thé gip: Viém da tréc vay, viém gan, kich thich
thén kinh hodc trdm cam.

Néu vira mé6i udng thude qua lidu, phai giy non hoic rira da day.

Néu ngudi bénh hén mé, 1én con co gidt hodc khong c6 phan xa ndn, ¢6 thé rira da day sau khi
da dit dng ndi khi quan ¢ bong cing @ tranh hit phai cac chat chira trong da day. Cén cham séc y
té, didu trj tridu chimg, c6 thé phai ding khang sinh hodc corticoid, truyén mau néu suy tity va giam
bach cau ndng.

PAC TINH DUQC LUC HQC:

Ma ATC: HO3BBO02.

Nhém thube: Thudce khang giap, dan chét thioimidazol.

Thiamazol 12 mot thubc khang giap tdng hop, dan chét thioimidazol c6 tac dung tc ché qué
trinh téng hop hormon tuyén gi4p bang cach lam thay ddi phan tmg két hop iodid da duoc oxy hoéa
vao gbc tyrosin ctia phan tir thyroglobulin va phadn tmg cfp ddi phén tir iodotyrosin thanh
iodothyronin. Ngoai ra, thiamazol con {rc ché enzym peroxydase ctia tuyén giap dan dén ngin can
su oxy hoda iodid va iodtyrosin thanh dang c6 hoat tinh. Thiamazol khong trc ché téc dung cia
hormon tuyén gidp da hinh thanh trong tuyén gidp hoic c6 trong tudn hoan, khong trc ché giai
phéng hormon tuyén giap, cling khong anh hudng dn hidu qua cua hormon tuyén gidp dua tir
ngodi vao. Do dé, thiamazol khong c6 tac dung trong diéu tri nhim doc gidp do ding qua lidu
hormon tuyén giap.

Trong trudng hop tuyén giap da c6 mot ndng d6 iod twong d6i cao (do ding iod tir truée hodc
do ding iod phéng xa trong chin doan) co thé s& dap tmg chidm véi thiamazol.

Thiamazol khéng chita dugc nguyén nhan gy ra cudng gidp va thuong khéng duge dung kéo dai
dé diéu tri cuong giép.
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Néu diing thiamazol liéu qué cao va thoi gian ding qué dai d& gy thiéu ning giap. Nf")ng do
hormon tuyén giap giam lam cho tuyén yén tang tiét TSH (thyreo-stimulating hormone). TSH kich
thich lai su phat trién tuyén gidp, c6 thé gay ra budu gip. D& tranh hién tuong nay, khi chirc ning
tuyén gidp da tr& vé binh thudng, phai ding liéu thip vira phai, dé chi wrc ché su san xut hormon
tuyén gidp & mdt mirc d9 nhat dinh, hoic két hop ding hormon tuyén giap tdng hop nhu
levothyroxin, dé tuyén yén khong tang tiét TSH. Khac véi thube khéng gidp thudéc dan chit
thiouracil (benzylthiouracil, propylthiouracil, methylthiouracil), thiamazol khong trc ché sy khtr iod
& ngoai vi cta thyroxin thanh triiodothyronin (tic dung cua triiodothyronin manh hon nhiéu so véi
thyroxin). Do d6, trong diéu tri con nhiém d6c gidp, propylthiouracil thuong dwoc wa ding hon.

Tinh theo trong lugng, thiamazol manh hon benzylthiouracil va propylthiouracil (gz"ip 10 1an).
Trong mét nghién ctru, ndng d¢ thyroxin va triiodothyronin trong méu giam c6 y nghia sau 5 ngay
diing thiamazol 40 mg mdi ngdy. Tac dung téi da dat duge sau 4 - 7 tudn.

PAC TINH DUQC PONG HOQC: :

Thiamazol hip thu nhanh qua dudng tiéu héa sau khi udng. Néu ubng ciing véi thirc an kh@p
tién doan dwoc hap thu. Sinh kha dung dat 93%. Pt truc trang, thudc hép thu nhwr khi uong No#
do dinh trong huyet tuong dat dugc trong vong 1 gid sau khi udng. Cho ngudi khée manh uon 6
mg thiamazol, ndng d¢ dinh dat dwoc 13 1,18 microgam/ml. 3

Thiamazol tap trung nhidu vao tuyén giap. Thé tich phén bd 0,6 lit’kg. Thubc lién ket voi
protein trong huyét twong khong déng ké. Thiamazol qua dugc hang rao nhau thai va tiét dugc vao
sita me v6i ndng d6 gan bang ndng d6 trong huyét twrong cia me. Thude chuyén héa chii yéu & gan.
Chura phét hién dugc céc chét chuyén héa cé hoat tinh.

Nira doi thai trir cta thiamazol khoang 3 - 6 gid. Khi suy gan, nira doi thai trir c6 thé kéo dai.
Thudc dugc thai trir trong nudc tiéu dudi dang cac chét chuyén hod, chi c¢6 du6i 10% & dang thude
khong bién dbi.

QUI CACH PONG GOI: Hop 10 vi x 10 vién.

BAO QUAN: Nhiét d khong qué 30°C.

HAN DUNG: 36 thang ké tir ngay san xuat.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA.

Dia chi: S6 18, Puong Lé Thi Soc, Ap 2A, Xa Tan Thanh Ty, Huyén Cu Chi, Thanh phd
Ho Chi Minh, Viét Nam.



