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HUONG DAN SU DUNG THUOC

“Dé xa (Am tay tré em”

“Doc k¢ huéng dan sit dung trude khi ding”

3. Thanh phin ¢dng thire thudc: Mdi vién nén chira:

Thanh phdn duge chdt: Carbimazol 10mg.

Thimh phdn té dwoc: Lactose monohydrat, Tinh bdt mi, Crospovidon, Acid citric
monohydrat, Magnesi stearat.

4. Dang bao ché: Vién nén.

M$ ta: Vién nén mau tréng, hinh tron, thanh va ¢anh vién lanh 13n.

5. Chi dinh

Chi dinh & ngudi 16n va tré em trong mei tinh trang can gidm chirc niing tuyén gidp, bao
gbm:

- Bénh cudng giap.

- Chuin bj cit tuyén giap trong bénh cudng giap.

- Tri lidu trude va sau didu tri bang iod phéng xa.

6. Cach dung, lidu ding

Cich ding: Thudc ding duimg udng.

Liéu dung:

Chi sir dyng Carbimazole khi 33 xdc nhén cudng gidp qua xét nghiém.

Nguoi lon

Lidu khoi du trong khoang 20-60 mg, chia 1dm 2 - 3 liéu. Nén diéu chinh liéu theo chic
ning tuyén giap cho dén khi chirc niing tuyén giap binh thudng dé giam nguy co didu tri qua
miyc va dan dén suy giap.

Liéu phap tiép theo c6 thé dugc thyc hign theo mt trong hai cdch:

Phac db duy tri: Liéu cubi ciing thudng nim trong khoang 5 - 15 mg/ngay, ¢6 thé dimg mot
lifu duy nhit hang ngdy. Viéc diéu trj nén dugce tiép tyc trong it nhit 6 théng va ti da 18
théang. Nén theo ddi chic niing tuyén gidp lién tyc cling véi viée didu chinh liéu lugng thich
hop dé duy tri chirc ning tuyén gidp binh thudmg,
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Phic do uc che-thay thé: liéu lugng ducc duy tri & mic ban dau, tire 12 20 - 60 mg/ngay, va

'HJ ' n) Ftu lk‘lr
@on& /6 ché do lidu ddc biét, nhung cin thin trong tudn thi cac chong chi dinh va

%ﬁﬁﬁ;‘ba’o vi dd ¢6 bdo cdo ring nguy co tir vong do ching loan san bach ciu trung tinh c6
thé cao hon ¢ ngudi cao tudi (tU 65 tudi trér 1én).

Tré em

Tré em va thanh thiéu nién (3 - 17 tudi): Lidu khéi déu théng thudmng 1a 15 mg/ngay, diéu
chinh thy theo dap tng.

Tré em (2 tudi tré xubng): Tinh an toan va hidy qua cia carbimazol & tré em tir 2 tudi tré
xubng chwa dugc danh gié méot cach ¢ hé thdng. Do d6, khong nén sir dung carbimazol &
tré em tir 2 tudi trg xudng.

Dimg sén phdm khéc néu ham lwgng carbimazol trong vién khdng phit hop véi liéu,

7. Chéng chi dinh

Man cam véi carbimazol hogic cdc dan chit thioimidazol nhu thiamazol.

Suy tly, gidm bach ciu ning.

Suy gan ning.

Tién si viém tyy clp sau khi ding carbimazol hodc chét chuyén hoa cé hoat tinh ciia
thiamazol.

8. Canh bdo va thin trong khi ding thudc

Phai c6 thdy thube chuyén khoa chi dinh sir dung va theo dai trong sut qud trinh didu tri,
Cén theo doi s6 lugng bach chu, cdng thirc bach cu trude khi bit ddu didu trj va hang twéin
trong 6 thang ddu diéu tri vi c6 thé xay ra suy iy, gidm bach cAu ning, nhét 13 ngudi bénh
cao tudi hodc ding lidu tir 40 mg mai ngdy trd 1én,

Cén khai thac cic triéu ching goi ¥ tinh trang nhidm tring & bénh nhéan, djc biét viém hong,
Ngirng ngay thube néu cé tridu chimg l4m sang hodic ¢dn 1dm sang v& tinh trang gidm bach
céu.

Tén thuong gan, bao gbm vang da, dau byung, chén #n, ngita ciing dugc ghi nhén & bénh
nhan ding carbimazol. Do d6, cin ngimg thudc ngay khi bénh nhan c¢6 déu hidu cia tbn
thwong gan. Cén thin trong khi bénh nhén cO suy gidm chirc ning gan trudc d6. Nira doi
thai trir clia carbimazol ting 1én khi bénh nhan cé rdi loan chiic niing gan,

Theo ddi thdi gian prothrombin trude va trong qua trinh didu tri néu thdy xuft huyét, dic
biét 13 trwde phiu thust.
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carbimazol tam thoi tai thdi diém ding iod phéng xa. Dung thubc khang gidp
c6 thé gay ra gidm ning gidp va bydu gidp.

*

D@G*f@ﬁ?‘ xdy ra min cam chéo gifta cic thubc khéng gidp (khoang 50%). Vi vy, cin
o) j‘ﬂﬁﬁ? %@ﬁﬁy ddi thude.
SPh ‘ﬁ%’ dang & do tudi sinh dé cdn c6 bién phdp tranh thai hiéu qui khi s dung thudc
carbimazol. (Xem thém Tl h&i ky mang thai).
Thudc c6 chira lactose: Bénh nhan cé vén d& di truyén hiém gip vé& khong dung nap
galactose, thiu hut Lapp lactase hogc kém hép thu glucose-galactose khong nén ding thube
nay.
Thude ¢6 chira it hon 1 mmol (23 mg) natri trong mdi vién, nghia 13 vé co ban khéng chira
natri.
9. S& dung thudc cho phu ni¥ c6 thai va cho con ba
* Thoi ky mang thai |
Carbimazol gy di tat & thai nhi, ddc biét khi ding cho phu nit mang thai trong 3 thang dau
va & lidu cao (=15 mg). Chi ding cho phuy nit mang thai sau khi da danh gia loi ich - nguy
co, ding lidu thdp nhit c6 hidu qua ma khong cén ding thém hormon tuyén gidp. Nén theo
dsi chit ché ba me, thai nhi va tré so sinh.
* Thoi ky cho con bi:
Carbimazol va thiamazol, chét chuyén héa ctia carbimazal, bai tiét duge vao sita me, c6 thé
gdy tai bién cho tré, vi ndng do thiamazol trong kuyét thanh va sita me gin bing nhau. Néu
me cAn sir dung thubc thi phai dong lidu thip nhét c6 tac dung va chi nén cho con b sau khi
udng thudc it nhat 4 gid.
10. Anh hwéng clia thude 1én kha niing lai xe va vin hanh miy méc
Chya cd bing chimng v& anh hudng cia thude 1én kha nang 14i xe, vin hanh may méc.
11, Twong tic, twong ky ciia thube
* Twong tic ciia thube
Véi aminophylin, oxtriphylin, theophylin, glycosid trg tim, thudc chen beta: Khi cudng
giap, sy chuyén hoa céc thube nay ting 1én. Dung carbimazol, néu tuyén gidp tr& vé binh
thudmg, cin giam lidu céc thude nay.
V6i amiodaron, iodoglycerol, iod hojc kali iodid: Céac thude ¢6 iod lam gidm dép g ciia
co thé véi carbimazol, vi vy phéi diing ting liéu carbimazol (amiodaron c¢6 37% iod).
V6i thube chéng dong din chét coumarin hoic indandion: Carbimazol c6 thé lam gism
prothrombin huyét, nén 1am ting tic dung ciia cac thudc chdng dong ubng. Do db, cin diéu
chinh lidu thubc chng dong dya vao thdi gian prothrombin,
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tron 1an thude nay véi cac thude khac.

12, Téc dung khéng mong mudn eiia thudc (ADR)

Ty 1¢ chung tac dung khong mong mubn 13 2 - 14%. ADR ning duéi 1%. Tai bién xay ra
phy thuge vao lidu ding va thudng xdy ra trong 6 - § tudn dau tién.

Thuong gdp

Da: Di tng, ban da, ngira (2 - 4%).

Tiéu hoa: Budn ndn, ndn, rbi loan tiéu hoa.

Méu: Giam bach ciu thudng nhe va vira. Nhyng khoang 10% ngudi bénh cudmg giap khéng
didu tri, bach cau thm‘mg cling gidm con dudi 4 OOO/mm3.

Toan than: Nhire diu, sbt vira va thodng qua.

Ir gap

Mau: Suy tuy, mit bach ciu hat (0,03%, ¢6 tai liéu 0,7%) véi cdc bidu hién sét ning, én
lanh, nhiém khudn hong, ho, dau miéng, giong khan. Thudng xay ra nhidu hon dbi véi
ngudi bénh cao tudi hodic ding liéu cao. Gidm prothrombin huyét, gdy thiéu méu tidu huyét.
Co xuong khép: Dau khép, viém khop, dau co.

Da: Rung téc, hoi chimg kiéu lupus ban d6, phén g ¢ hai trén da nghiém trong (SCAR).
Hiém gap

Gan: Vang da & mét, viém gan.

Thén: Viém cdu thin.

Toan than: Nhirc du, s6t nhe, mét vi giac, 0 tai, gidm thinh lyec.

Chuyén hod: Ding lidu cao va kéo dai c6 thé gy giam niing gidp, tang thé tich buéu giap.
Hwéng din cich xir tri ADR

Khi thdy dau hong, nhifm khudn, ban da, sbt, én lanh, ngudi bénh phai dén thiy thube kiém
tra huyét hoc. Néu thdy méit bach ciu hat, suy tiy, phai ngimg didu tri, chdm séc, diéu trj
tridu chimg va cé thé phai truyén man.

Vang da & mét, viém gan thudng hiém; nhung néu xay ra, phai ngirng thudc ngay, vi da thiy
c6 tir vong.

Pau co nhiéu, phai xét nghiém creatin phosphokinase; néu ting nhidu, phai gidgm lidu hodc
ngimg thude.
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P

Qa ?ﬁ'gu va cich xir tri

 Triéu chimg:

Ding liéu cag va kéo dai carbimazol s& gdy ra rit nhidu tai bién nhu d4 néu & phin tic dung
khéng mong mudn, nhung mic d¢ ning hon. Nghim trong nhét 13 suy thy, mit bach cu
hat; dac biét 13 c6 thé din dén ting TSH, gidm ning tuyén gidp, ting thé tich budu gidp,

Xir tri

Cén chim s6c bing cac bién phap y té, didu tri triéu ching, c6 thé phai dung khang sinh
hodic corticoid, truyén mau néu suy tiy va gidm bach ciu ning.

14, Dic tinh dwge Ire hoc:

Mi ATC: HO3BBO1

Nhém dwee Iy: Thude khéng gidp trang tdng hop, din chit thicimidazol.

Carbimazol 12 mét thudc khéng gidp trang téng hop, dan chit thioimidazol (imidazol ¢6 luu
huynh). Trong co thé, carbimazol bj chuyén héa nhanh va hodn todn thanh thiamazol. Vi
viy, co ché tic dung cla carbimazol ¢iing 13 co ché cia thiamazol. Thude e ché téng hop
hormon gidp bing cach ngin can iod gin vao gbe tyrosyl cua thyroglobulin va ciing ttc ché
su két hop hai gbc iodotyrosyl thanh iodothyronin. Thudc khéng Gc ché tic dung cda
hormon gidp d4 hinh thanh trong tuyén gidp hodc cé trong tudn hoan, khéng e ché gidi
phong hormon gidp, ciing khong anh hudng dén hiu qui cla hormon gidp dua tir ngoai
vao. Do d6, carbimazol khéng cé tdc dung trong nhifm ddc do ding qua lidu hormon giép.
Néu tuyén giap c6 ndng dd iod twong dbi cao (do dung iod tir trudc hode do ding iod phéng
xa véi muc dich chdn doén), co thé s& dép tmg chim véi thube.

Carbimazol khong chita dugc nguyén nhén giy ra cudng gidp va thuong khong duge ding
kéo dai dé diéu trj cudng gip.

Néu ding carbimazol lidu qué cao v thdi gian dimg quéa dai, d& gdy suy gidp. Nong do
hormon gigp giam lam cho tuyén yén ting tiét TSH (Thyreo-stimulating hormone). TSH
kich thich lai sy phat trién tuyén giép, cé thé gdy ra budu gidp. Dé tranh hién twong nay, khi
chirc niing gidp da trd vé& binh thuong, phai ding lidu thip vira phai, @ chi rc ché san xudt
hormon gidp & mot mirc d6 nhét dinh, hodic két hgp ding hormon gidp tdng hop nhur
Jevothyroxin, @& tuyén yén khong tang tiét TSH.

Khéc véi thude khang gidp thude din chét thiouracil (benzylthiouracil, propylthiouracil,
methylthiouracil), carbimazol khéng wc ché sy khi iod ciiathyroxin& ngoai vi
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= *thucmg chi xéc dinh du’qc thiamazol, khong xac dinh dugc carbimazol. Do do, duoc dgng
hoc cuia carbimazol chi khac thiamazol & giai doan chuyén tir carbimazol thanh thiamazol,
Nong d6 dinh trong huyét twong dat duge trong vong 1 - 2 gid sau khi udng.

Phén b: Thube tap trung nhidu vaoc tuyén gidp. Thé tich phan bé 1a 40 lit. Thudc lién két
v6i protein trong huyét trong khéng déng ké. Thiamazol (chit chuyén héa cé hoat tinh ciia
carbimazol) qua duge hang rao nhau thai v tiét duge vao sita me véi ndng dd bing ndng do
trong huyét teong cia me.

Chuyén héa: Thubc dugc chuyén héa chi yéu qua gan,

Thdi trir: Thubc duge thai trir qua nude tidu khoang 80% lidu ding dudi dang cdc chét
chuyén hoa, khoing 7% & dang thiamazol; khong théy dang carbimazol. Ntra dbi thai trix
khoang 3 - 6 gidr. Nira doi thai triy c6 thé ting khi bi suy gan hoiic suy thén,

16. Quy cich déng gobi

Hop 6 vi x 10 vién. Kém theo t& huéng din sir dung bén trong hop.

17. Piéu kién bao quan, han dung, tiéu chuin chét lwong thude

- Piéu kién bao qudn: Noi kho, nhiét d6 khong qua 30°C.

- Han dimg: 36 thang ké tir ngdy san xuit,

_ Tiéu chuédn chdt luong thude: TCCS.

18. Tén, dia chi cila co' s& sdn xudt:

Tén co 56 sén xudt - CONG TY CO PHAN DUQC PHAM ME DI SUN
Dja chi: $6 521, khu phb An Lo, phudng Hoa Lo, thi x& Bén Cat, tinh Binh Dwong.
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