09/44¢

R x THUGC BAN THEO DON

MEZAMAZOL

BO Y TE
CUC QUANLYD

PA PHE DUYI

Lan dau:.42../.0Q8../.24

smg
.....1vién

Chi dinh, Chéng chi dinh, Céch
diing - Liéu ding va cac théng tin
khac: Xem t3 huéng dén su dung
thuéc bén trong hép.

Bao quan: Nai khé, nhiét do dudi 30°C.
Tiéu chudn: TCCS

Sén xuét tai:
CONG TY C.P DUQC PHAM HA TAY
La Khé - Ha Déng - T.P Ha Noi

MEZAMAZOL

THIAMAZOL 5MG

DE XA TAM TAY TRE EM.
POC KY HUONG DAN SU DUNG
TRUGC KHI DUNG

Sb 16 SX (Lot.No)
Ngay SX (Mfg. Date):
HD (Exp. Date)

MEZAMAZOL

THIAMAZOL 5MG

TOZVINVZHIN

R x PRESCRIPTION DRUG

MEZAMAZOL

- THIAMAZOL 5MG

Box of 10 biisters of 10 tablets

Compositions: Each tablet contains

Thiamazol 5mg
Excipients g.s.f..........c...............1 tablet
Indications, Contraindications,

Dosage - Administration and other
information: See the package insert

Storage: Store in a dry place, below 30°C
Specification: Manufacturer’s.

Manufactured by:
HATAY PHARMACEUTICAL J.5.C
La Khe - Ha Dong - Ha Noi City

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE.
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vaglt—ve

Hurong dén sik dung thudc:
Thude bén theo don.
MEZAMAZOL DUGC PHAM

—Hi-TAY-;

* Dang thudc: Vién nén
* Qui cdch dong goi: Hop 10 vi x 10 vién nén.
* Thanh phan: M&i vién nén chira:
Thiamazol Smg
T4 dugc vd lvién
(T4 diege gom: Tinh bét sin, microcrystallin cellulose, croscarmellose natri, gelatin, natri lauryl
sulfat, magnesi stearat, bot talc)
* Duge Iy va co ché tic dung

Thiamazol 12 mot thude khéng giap tdng hop, din chét thioimidazol (imidazol c6 luu
huynh). Thiamazol (e ché qué trinh tong hop hormon gidp & tuyén gidp béng céch lam chét nen
cho enzym peroxydase cla tuyén giap, men ndy xuc tac phan ing két hop iodid duoc oxy hoé vao
gbc tyrosin clia phan tir thyroglobulin va phan émg cap doi phén tir iodotyrosin thanh iodothyronin.
Do viy, iod bj di chéch khoi qué trinh tong hop hormon giép.

Thiamazol khéng tic ché téc dung cua hormon giép dé hinh thanh trong tuyén giap hodc c6
trong tudn hoan, khong trc ché giai phéng hormon giép, ciing khong anh hudng dén hiéu qua cta
hormon tuyén gidp dua tir ngoai vao. Do d6, thiamazol khong ¢6 tac dung trong nhiém doc giap do
dung qué lidu hormon giap.

Trong truong hop tuyén gidp da c6 mot ndng do iod tuong ddi cao (do ding iod tir trude
hoic do ding iod phong xa trong chan doan) co thé s& dap img cham véi thiamazol.

Thiamazol khong chita duge nguyén nhan gdy ra cudng giap, va thuong khong dugc dung
kéo dai dé diéu tri cudng giap.

Néu dung thiamazol liéu qué cao va thdi gian ding qué dai dé gy gidm nang giap. Néng do
hormon giép giam lam cho tuyén yén ting tiét TSH (thyreo-stimulating hormone). TSH kich thich
lai su phat trién tuyén giap, c6 thé gdy ra budu giap. DE tranh hién tugng nay, khi chic ning gidp
da tré vé binh thuong, phai diing liéu thdp vira phai, dé chi tre ché su san xuit hormon gidp & mot
mirc do nhét dinh, hozc két hop dung hormon giap téng hop nhu levothyroxin, dé tuyén yén khong
tang tiét TSH.

Khac véi thude khang giap thude dan chét thiouracil (benzylthiouracil, propylthiouracil,
methylthiouracil), thiamazol khdong trc ché su khir iod & ngoai vi ctia thyroxin thanh triiodothyronin
(tac dung cua triiodothyronin manh hon nhiéu so véi thyroxin). Do dé, trong diéu tri con nhiém
doc giap, propylthiouracil thuong dugce ua dung hon.

Tinh theo khéi luong, thiamazol manh hon benzylthiouracil va propylthiouracil (gép 10
lan). Trong mot nghién ciru, ndng do thyroxin va triiodothyronin trong mau giam c6 y nghia sau 5
ngay dung thiamazol 40 mg moi ngdy. Téac dung téi da dat duoc sau 4 — 7 tuan.

* Dugc dong hoc

Thiamazol hip thu nhanh qua duong tiéu hod sau khi udng. Néu udng cing véi thirc an,
khong tién doan duogc hép thu. Sinh kha dung dat 93%. Dt tryc trang, thudc hép thu nhur khi udng.
Nong do dinh trong huyét trong dat dugc trong vong 1 gio sau khi udng. Cho ngudi khoé manh
uéng 60 mg thiamazol, néng dd dinh dat duoc 1a 1,18 microgam/ml.

Thiamazol tap trung nhidu vao tuyén gi4p. Thé tich phan b 0,6 lit/kg. Thudc lién két véi
protein trong huyét tuong khong dang ké. Thiamazol qua dugc hang rao nhau thai va tiét duoc vao
sita me v6i ndng do gan bing nong do trong huyét tuong clia me. Thudc chuyén hod chu yéu & gan.
Chua phét hién dugc cac chat chuyen hod ¢6 hoat tinh.




Nira doi thai trir cua thiamazol khoang 5 — 6 gid. Khi suy gan, nira doifaf
dai. Thudc duoc thai trir trong nudce tiéu dudi dang cac chét chuyén ho4, chi d
thude khong bién doi. |
* Chi dinh

Diu trj triéu chimg cudng gidp (ké ca bénh Graves-Basedow).

Diéu trj truéc khi phiu thuat tuyén gidp do cudng gidp, cho tdi khi chuyén hoa
thudng, dé d& phong con nhidm doc giap co thé xay ra khi cat bd tuyén gip bén phan.

Piéu tri bé trg trude va trong khi diéu tri iod phéng xa ("*') cho téi khi liéu phap iod
phong xa c6 tac dung loai bo tuyén gidp.

Diéu tri con nhiém ddc giap (nhung propylthiouracil thuong dugc chi dinh hon) trude khi
ding mudi iod. Thudng ding dong thoi véi mot thudc chen beta, dic biét khi c6 céc triéu chimg
tim mach (vi du nhip tim nhanh).

* Chéng chi dinh

Man cam v&i thude.

Suy gan nang.

Céc bénh niang vé méu dang ¢ (suy tuy, mét bach cdu hat).

* Thin trong

Phai ¢6 thiy thude chuyén khoa chi dinh diéu tri va theo ddi trong qué trinh diéu tri,

Cén theo ddi sb lwgng bach cau va cdng thire bach cu trudce khi didu trj va hang tudn trong
6 thang dau diéu tri, vi ¢6 thé xay ra giam bach cu, suy tuy, nhat 1a ngudi bénh cao tudi hodc diing
lidu tir 40 mg mdi ngay trd 1én.

Theo dai thoi gian prothrombin trude va trong qua trinh diéu trj néu thdy xuét huyét, dic
biét la trude phau thuit.

* Thoi ky mang thai

Thiamazol di qua nhau thai, nén c6 thé gay hai cho thai nhi (buéu cb, giam nang giép, mot
sé di tat bdm sinh), nhung nguy co thuc sy thuong thip, dac biét khi diing liéu thip.

Cin can nhac loi/hai gitra didu trj v khong diéu tri. Trong trudng hop phai dieu tr,
propylthiouracil thudng dugc chon dung hon, vi thudc qua nhau thai it hon thiamazol. Khi ding
thiamazol, phai ding liéu thap nhét c6 hiéu lyc dé duy tri chirc nang gidp cla ngudi me & mirc cao
trong gi¢i han binh thudng ctia ngudi mang thai binh thudng, dac biét trong 3 thang cudi thai ky.

Giam ning gidp va buéu cb & thai nhi thudng xdy ra khi ding thudc khéng gidp t6i gin
ngéy sinh, vi tuyén gidp thai nhi chua san xudt hormon gidp cho t6i tuan thir 11 hogc 12 thai ky.
Tang ning gidp c6 thé giam & ngudi me khi thai tién trién, nén & mot s ngurdi c6 thé giam lidu
thiamazol, ¢6 khi ngimg diéu tri trong 2 — 3 thang trudc khi dé.

Hormon gidp qua nhau thai rat it, nén it c6 kha ning bao vé cho thai nhi. Khong nén dung
c4c hormon giap trong khi mang thai, vi thudc c6 thé che 14p cac dau hiéu thoai lui cua cuong gidp,
va tranh dugc ting liéu thiamazol mdt cach vo ich, gdy thém tac hai cho me va thai nhi.

* Thoi ky cho con bu

Thiamazol vao duoc sita me, gdy tai bién cho tré. Nong dd thude trong huyét twong va sita
me gan bing nhau; vi vdy, khong nén cho con bu khi me dung thiamazol.
% Cdch diing - Lidu ding: Theo sw chi dén cua thay thudc

Cdch dung:

Thubc vién dé ubng . Lidu hang ngay thuong duoc chia déu 1am 3 lan, udng céch nhau 8
gidr. C6 thé udng 1 1an hoic chia lam 2 1an, hiéu qua c6 thé kém, nhung & mét sd ngudi, tic dung
phu it hon va ngudi bénh dé chép nhén hon.

Phai ngimg thiamazol 2 — 4 ngay trudc khi dung liéu phap iod phéng xa dé tranh anh hudéng
dén lidu phap nay. Néu cin c6 thé tiép tuc cho lai thiamazol 3 — 7 ngdy sau, cho t&i khi liéu phap
iod phong xa phat huy tac dung.




dén 1 -2 nam. Thudc khong chira khoi nguyén nhén gy cudng giap.
Liéu lwong:
+Nguwoi I6n va thiéu nién:
Cuong giap:

Liéu ban dau: Cucmg gidp nhe: Udng ngay 15 mg, chia déu lam 3 lan, c4ch nhab g QiC

Cuong giép vira: Uong ngay 30 — 40 mg, chia déu lam 3 lan, cach nhau 8 gio.

Cuong giap nang: Ubng ngay 60 mg, chia déu lam 3 lan, cach nhau 8 gid.

Liéu duy tri: Udng ngay 5 — 15 mg, chia lam 3 lan, céch nhau 8 gio.

Triéu chimg cudng giap thuong d& trong vong 1 — 3 tudn va hét trong vong 1 -2 thang khi
dung liéu ban dau. Khi d4 dat dugc tinh trang binh giap (euthyroidism), gidm liu dan tdi liéu duy
tri (ngay 5 — 15 mg).

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

30 mg/ngay mdi khi c6 thé.
Con nhiém dgc gidp: |
Uong 15 —20 mg, ct 4 gio mot lan trong ngay dAu, kém theo céc bién phap diéu tri khac.

Liéu dugc didu chinh tuy theo dap (mg ctia ngudi bénh.
+Tré em:
Cudng giap: Lleu ban dau: Ubng ngay 0,4 mg/kg (400 microgam/kg), chia déu 1am 3 lan.
Liéu duy tri: Udng ngay 0,2 mg/kg (200 mlcrogamfkg) chia déu lam 3 lan, cach nhau 8 gid.
(Thubc nay chi ding theo sw ké don ciia thdy thudc)

* Tdc dpng ciia thudc khi ldi xe hodc van hanh mdy mdc: khong dung khi 14i xe va vén hanh may
moc.
* Tdc dung khong mong muébn (ADR)

Tai bién xay ra phu thude vao lidu dung, da sb céc trudng hop 1a mét bach cdu hat, thudng
Xay ratrong 4 — 8 tuin dAu tién va hiém xay ra sau 4 thang diéu tri.

Thuong gap, ADR > 1/100

Mau: Giam bach cdu thudng nhe & 12% ngudi 16n va 25% tré em. Nhung khoang 10%
ngudi bénh cuang gidp khong diéu tri, bach ciu thuong ciing giam con dudi 4000/mm’.

Da: Ban da, ngira, rung toc (3 — 5%).

Toan than: Nhirc dau, sot vira va thoang qua.

It gap, 1/1000 < ADR < 1/100

Mau: Mit bach cu hat (0,4%) biéu hién la sot nang, 0'11 lanh, viém hong hodc nhiém khuén
khac, ho, dau miéng, giong khan. Thudng xay ra nhiéu hon néu 1a ngudi bénh cao tudi hodc ding
lidu tir 40 mg/ngay trd Ién.

Tim mach: Viém mach, nhip tim nhanh.

Co khop Dau khorp, viém khép, dau co.

Thén kinh ngoai vi: Viém day than kinh ngoai bién.

Tiéu hod: Mat vi giac, budn non, non.

Hiém gap, ADR < 171000

Mau: Suy tuy, mét bach cu hat; giam tiéu cau, giam prothrombin huyet biéu hién bing
xut huyét, bdm tim da, phén den, c6 mau trong nudc tiéu hodic phan, cac chim dé trén da.

Gan: Vang da r mat, viém gan, hoai tir gan.

Thén: Viém than.

Phdi: Viém phoi ké.

Chuyen ho: Duing lau ¢6 thé sinh ra gidm ning gidp, ting thé tich budu gidp.
* Huwéng dan cich xit tri ADR

Phat ban, ngira, thuong & dang dat san, thuomg mét di trong qua trinh diéu tri, hodc ngimg
thudc néu thay phat ban ning.
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Khi ngudi bénh thdy dau hong, nhiém khuan, ban da, sot, én lanh, phai dén thiy thuoc kiem
tra huyét hoc. Néu thdy mat bach cAu hat, suy tuy, phéi ngimg diéu trj, chdm s6c, dicu tri triéu
ching va co thé phai truyén mau. ,

Néu thiy cac déu hiéu doc v6i gan nhu vang da @ mat, hoai tir gan, phai ngimg thuoc. Tuy
rat hiém, nhung da thy c6 trudng hop tir vong. Vang da c6 thé kéo dai trén 10 tuan sau khi ngumg
thiamazol. _

Trong trudng hop céc triéu chung vé tim mach cluia nhiém doc giép noi trdi, déc biét 14 nhip
tim nhanh, can phdi hop dung thudc chen beta nhu propranolol, atenolol.

Ghi chii: "Néu cdn thong tin xin héi y kién ciia bdc st va thong bdo cho bdc si nhitng tdc
dung khong mong mubn gdp phdi khi st dung thubc".
* Tuong tdc thuoc: , ’

Véi aminophylin, oxtriphylin hodc theophylin: Khi cuong giap, su ¢ uyen hod cac thuoc
nay ting. Dung thiamazol, néu tuyén gidp trd vé binh thuong, cin giam lieu cac thudc nay. _

Vi amiodaron, iodoglycerol, iod hodc KI: Céc thude ¢6 iod 1am giam dap (mg cua co the
v&i thiamazol, vi vdy, phai diing lidu thiamazol ting (amiodaron c6 37% iod).

Vé6i thube chéng dong dan chit coumarin hodc indandion: Thiamazol c6 thé lam giam
prothrombin huyét, nén tac dung cua cac thudc chéng dong udng tang. Do do, can didu chinh liéu
thudc chéng dong dya vao thoi gian prothrombin. ‘

V6i thude chen beta, glycosid tim: Cuong gidp lam tang chuyén hoa va thai trir thuoe chen
beta hodc glycosid tim, cin giam licu cdc thubc nay khi tuyén giap ngudi bénh tro vé binh thuong
do dung thiamazol.

Vi mubi iod phong xa "*'I: Thiamazol lam gidm thu nap 311 vao tuyén gidp. Néu ngimg
thiamazol dot ngdt, thi sau khoang 5 ngay, su thu nap Bl 8 tang trd lai.

* Qud liéu - cdch xir tri:

Diing qué lidu thiamazol s& gy ra rit nhiéu tai bién nhu phan tac dung khong mong muon

r

da néu, nhung muc d9 nang hon. Biéu hién thudmg thay 1a budn nén, non, dau thugng vi, nhirc dau,
;m, dau khép, ngira, phu, giam céc huyét cau. Nhung nghiém trong nhét 14 suy tuy, mét bach cau
at.

Néu dung thude qua lidu méi xay ra, phai gy non hodc rira da day. Néu bénh nhan hon mé,
lén con co gidt hodc khong c6 phan xa non, co thé rira da day sau khi da dat bng noi khi quan c6
béng céing dé tranh hit phai cac chat chira trong da day. Can cham séc y té, diéu tri triéu chimg, c6
the phai ding khang sinh hodc corticoid, truyén méu néu suy tuy va giam bach cau héné. ‘

* Tuwong ky: Chua thay cé tai liéu néu tuong ky ctia thiamazol. - .
: Han ,dfmg_: 24 th:i.ng tinh tir ngay san xuat. Khong ding thubc da qud han sir dung.

Lueu y: Khi thdy vién thuoe bi am moc, loang méu, nhén thubc in s 16 SX, HD md...hay c6 cdc
biéu hién nghi ngd khac phai dem thuSc t6i hoi lai noi ban hodc noi san xuét theo d‘i'a chi trong -
don. : . =
* Bdo qudn: Noi kho, nhiét d¢ dudi 30°C.

* Tiéu chuan dp dung: TCCS 034-B-014-13.

PE XA TAM TAY TRE EM
"?QC ky huéng din sir dung truée khi ding
Néu cin thém thong tin xin héi ¥ kién bsc si"




