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ORAL ROUTE

30 TABLETS

Ry Thubc ban theo don

Levothyrox SDK: V-
Levathyraxine natri._......_. 501 micy
SX tm; Merck KGad, Frunklurter Strasse 2580,
64297 Narmstadt, fuc

Dang gal va xud xudag: Merck S Ade CV. Calle
§ No.2, Frac. Industrial Alee Rlanca CP. 53370,
Naucalpan de Juaree, Mexico.

NMNK: Cong vy C8 Phin Ouoe Nee TW 1), 24
Nouykn Thi Nghin, €11, T, B8 Chi Minh.
Hopchia 03 vix 10vikn atn

Bio quin d nhitt db khonyg gud 30°C, trang
has bl g 46 tranh Anh séng.

Doc ky hudng din s dung trudc khi ding.
D& xa tim tay tré em. Chi finh, chfing chi
finh, cich ding va edc thong tin kive: dé ngh)
xem trang (6 hudng din so dung kém theo.
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Levothyrox®| . =«

Levothyroxin natri

DOC KY HUONG DAN SU DUNG TRUGC KHLQUNG*
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC ST
THUOC BAN THEO DON

Thanh phin
Mai vién Levothyrox 50 meg chira

Levothyroxin natri . .50 meg
M&i vién Levothyrox®® 100 meg chira
Levothyroxin natri ........cocoeeveeinenonne 100 mcg

Ta dwoc: Tinh bot ngé, Natri Croscarmellose, Gelatine,
Lactose monohydrate, Magie stearat.

Trinh bay
Hép 3 vi x 10 vién nén

Chi dlnh

- Piéu trj budu giap don thuén lanh tinh

- Diéu trj dy phong tai phat sau khi phiu thuat budu
gidp don thuln, ty thudc vao tinh trang hormon sau
phau thuat

- Didu trj thay thé trong suy gidp

- Diéu trj irc ché trong ung thur gidp

- Phébi hop vai thube khang gidp trong diéu tri cudng

gidp

R:en;.; vién Levothyrox™ 100 mcg con duoe sir dung dé
- Chan doan trong xét nghiém trc ché tuyén gidp

Litu Im,mg va cach ding

Lu‘%u khuyén cao dudi ddy chi ¢ tinh chdt hudng dan.
Lidu cho mbi c4 nhan nén duge xac dinh dya trén cac
két qua xét nghiém va tham kham lam sang. Vi mdt 50
bénh nhan ¢6 nong d T4 va T4 cao, nén nong do trung
binh ctia hormon kich thich tuyén gidp trong huyét
thanh la chuén dang tin cdly hon cho qua trinh diéu trj.
Diéu trj hormon luyen glap nén bit déu véi lidu thap va
lang din cho mbi 2 dén 4 tuin cho dén khi dat duoc
liéu thay thé day du.

Débi véi tré so sinh va tré nhé bi suy gidp bim sinh, khi
ma liéu phap thay thé nhanh 14 quan trong, lidu khai déu
khuyén cdo 1a 10 dén 15 meg/ kg thé trong mbi ngéy
trong 3 thang dau. Sau do, nén chinh lidu cho mdi ca
nhﬁn dua trén cdc ddu hidu 18m sang va gié tri hormon
tuyen gidp va TSH

e ngudi lom tubi, bénh nhan c6 bénh mach vanh, va
bénh nhén suy gidp ning hodc kéo dal, nén thin trong
khi khoi diu diéu tr| v6i hormon tuyén giap, nghia la,
nén khoi dau véi lidu thip, sau do tang liéu cham va
céch khoéng dai va thudng xuyén theo déi hormon
luyen giap.

Liéu thap hon liéu t6i wru cin dé didu tri thay thé hoan
toan, s& dan dén diéu chinh mirc TSH khéng hoan toan,
vi thé can phai can nhic.

Kinh nghiém cho thdy liéu thép hon 1a du cho bénh
nhén nhe cin va bénh nhan budu gidp nhén Iém.
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;:hi dinh Liéu khuyén cdo
. hang ngay (meg
natri levothyroxin/
ngay)
Didu trj budu gidp don thuin 75 - 200
lanh tinh
Diéu trj dy phong tai phat 75 - 200
sau khi phdu thugt budu
gidp don thuén _{
Diéu tri thay thé trong suy
gidp & ngudi Iém
- Lieu khoi déu 25-50
- Liéu duy tri 100 - 200

Didu trj thay thé trong suy
gidp ¢ tré em

- Liéu kheoi déu 12,5 - 50

- Liéu duy tri 100 - 150 meg/m? bé
mat co thé

Piéu trj irc ché trong ung thu 150 - 300

gidp

Phéi hop v6i thube khang 50 - 100

gidp trong diéu tri cuomg

giap

Chi dp dung cho vién

Levothyrox® 100 mcg

Sir dung trong chn don cho 200

xét nghiém oc ché tuyén

gidp

- Tudn 2 va 1 trude khi xét

nghiém

Liéu hang ngdy cé thé ding mdt lan
Ding thude: ding liéu don va budi sang khi bung réng,
nira gitr trudece bira sang, vai it nude (vi du: nira ly nudc)

Tré em ding toan b lidqu mét Ian vao it nhit 1a 30 phut
triére bira an déu tién trong ngay. Hoa tan vién thube
vGi mét it nude thanh hﬁn dich, chi hoa tan ngay trude
khi ubng, udng v&i nhiéu nude hon.

Thoi glan diéu trj thuong 1a subt dm dbi vai truomg hop
thay thé trong suy gidp va sau khi cét ba budu giap hodc
cét bo 1uyen giap va trong dyr phong tdi phat sau khi cat
bo buéu giap don thuan,

Phdi hop diéu trj cudmg gidp sau khi dat mac binh giap
dquc chi dinh trong khoang thoi gian ding thuée khang
gidp.

Dfn véi budu gidp don thudn lanh tinh, thi gian didu tri
cin thiét thuong tir 6 thang dén 2 nam. Néu viéc didu tri
trong khoang thoi gian nay 13 chua di, nén cin nhic
gidi phdu hodic xa trj 1-8t.

Chfmg chi dinh
MiAn cam véi hoat chit hodc vai bt cir 14 duoc ndo clia
thuée
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Suy tuyen 1I1Ln;mg than chua didu te ||r DAL DIEN,
Suy tuyén yén chua didu tri \ u' Al N
Nhitm dgc gidp chua didu trj K ,\ 19, KO CHI MINH /&

Khéng diéu trj bing Levo!hymx trolig trumg, __Q]mhon.,-’

méu co tim ¢p, viém co tim cap, viém 15&“@ GEP,
Khéng chi dinh didu tri phbi hop levothyroxin va tic
nhin khang gidp cho cubng gidp trong thdi k¥ mang
thai (xem phén Phu nit ¢6 thai va cho con bi).

Luu y diic biét va thin trong khi sir dung

Truéce khi bit diu diéu trj bang hormon tuyen piap hodc
trude khi tién hanh xét nghiém ire ché tuyén gidp, phai
loai tnr hodc diéu (rj cac bénh & tinh trang sau: suy
mach vanh, dau thél nguc, xo cimg tiéu déng mach, cao
huycl ép. suy tuyén yén, suy tuyén thugng than. Bénh
tuyén gidp ur chii cling nén dirge loai trir hodc diéu irj
trude khi bit déu didu trj voi hormon tuyén gidp.

Cutmg gidp do thube dii nhe ciing nén tranh & nhimg
bénh nhdn suy mach vanh, suy tim, ‘réi logn phip tim
nhanh. Vi theé phai thuong xuyén kiém tra céce chi s6
hormon tuyén gidp trong cac trrong hop nay.

Trong trudmg hop suy giap thir phat, phai xac dlnh
nguyén nhan trudce khi dieu tr; thay thé va néu cin thiét
phai bat dau dleu tri thay lhe suy thugng than con bu.
Khi nghi ng&r méc bénh Iuyén giap tr cha, nén tién hanh
xét nghiém TRH hodc lam nhip nhay d6 trc ché trude
khi diéu tri.

Nén tranh dé xay ra tinh trang levothyroxin huyét thanh
trén mirc sinh ly trong trudng hop suy gidp ¢ phu nir
mén kinh va tang nguy co lodng xwong, va vi thé, phai
kiém tra chirc nang tuyén gidp chit che.

Khong nén dung levothyroxin trong tinh trang cucmg
giap, trir khi ding chung véi thude khéng gidp khi didu
trj cudng gidp. i .
Hormon tuyén giap khong thich hgp dé giam cén. Liéu
sinh 1y khéng gdy giam cén & bénh nhan binh gidp. Liéu
trén mic sinh ly cé thé gay ra nhimg phan ung khéng
mong mudn nghiém trong hodc anh hudng dén tinh
mang, (Xem phan Qua liéu)

Mét khi tién hanh diéu tri v&i levothyroxin, khuyén cao
nén chinh liéu theo dédp img 1am sang ciia bénh nhan va
két qua xét nghi¢m, trong trudmg hop muon déi sang
nhan thube khic.

Thude nay c¢6 chira lactose, vi thé bénh nhan khéng
dung nap galactose do di truyén, thiéu men Lapp lactase
hogc kém hap thu glucose-galactose khong nén sir dung
thudc nay.

béi voi bénh nhén dai thio dudng va bénh nhén dang
didu tri chong dong mau, xin xem phin Twong tdc.

Tuong thc thude va cic dang twong tic khic

Thudéc dai théo du&ng:

Levothyroxin ¢ thé lam giam tic dung cac thude dai
thdo duong. Vi vdy, nén thudng xuyén kiém tra dudng
huyét k]u bat ddu diéu trj bang hormon tuyen gidp va
phai diéu chinh lidu thube dai thao duomg néu cAn thiét.
Dén xuat Coumarin:

Téc dung ciia thudc ching dong mau ¢ thé gia tang do
levothyroxin giai phong thude chéng déng khoi protein
huyn.t tuong, vi the ¢6 lam tang nguy co xult huyét, nhur
xut huyét tidu hoa hay than kinh trung wvong, dic biét la

benh nhén 16n tudi. Vi thé cén thutmg xuyén kiém tra
~chi so ddng méu khi bit ddu va trong, subt qua trinh diéu
tri. Néu cén, phai chinh liu thude chéng dong méu.

Chat irc ché Protease:

Chat \rc ché Protease (nhu ritonavir, ~ indinavir,

lopinavir) ¢ thé énh huong dén tic dung cua

levothyroxm Khuyén céo nén theo doi chiit ché& chi 56

hormon tuyén giap. Néu cin, phai diéu chinh liéu

levothyroxin.

Phenytoin:

Phenytoin c6 thé anh huéng dén tic dung ciia

levothyroxin bing cach giai phéng levothyroxin tir

protein huyét thanh lam tang ty s& fT4 va fT3. Mt

khac, phenytoin lam tang chuyén héa levothyroxin tai

gan Khuyén cdo nén theo ddi chat ch& chi sé hormon

tuyén gidp

Cholestyramine, Colestipol:

Sir dung céc chit nhua trao ddi ion nhur Cholestyramine

va co]esupol {rc ché sy hép thu cua natri levothyroxin.

Vi thé nén udng natri levothyroxin 4-5 gid trurde khi siv

dl,lng cic chét nay. /

Thude chira nhém, sdt, canxi cacbonat:

Céc thude chira nhom (thude khang axit, sucralfate)

dugce bdo cdo trong y van la c6 kha néing lam giam tac

dung cua levothyroxin. Vi the, nén ding levothyroxin 2

gidr trude khi sir dung thudc chira nhdm.

Ap dung twong ty cho cic thude chira sit va canxi

cacbonat,

Salicylat, dicumarol, furosemid, clofibrate:

Salicylat, dicumarol, furosemid liéu cao (250mg).

clofibrate va cic chit khéc co thé giai phong natri

levothyroxin khoi protein huyét tvong, lam tang ty sé

fT4.

Sevelamer

Sevelamer c6 thé lam giam hip thu levothyroxin. V1

thé, khuyen cdo bénh nhan theo ddi chirc nan tuyen
gidp khi bat dau va két thic didu trj két hgp. Néu cin,

phai diéu chinh liéu levothyroxin.

Thuéc irc ché tyrosine kinase

Thude irc ché tyrosine kinasce (nhu imatinib, sunitinib)

co lhe lam giam tic dung cua levothyroxin. Vi hé,

khuycn cdo bénh nhin theo ddi chirc ning luyen gidp

khi bat diu va két thic diéu trj két hop. Néu cén, phai

diéu chinh liéu levothyroxin

Propylthiouracil, ghicocorticoid, chdt irc ché than kinh

giao cam, amiodarone va chdt can quang c6 chika i Ot:

nhimg chit nay rc ché chuyén héa ngoai bién tir T4

sang T3.

Vi chira 1 6t cao, amiodaron c6 thé khoi phat cudng

gidp cling nhu suy gidp. Nén luu y dic biét trong trudng

hop budu giap nhin ma cé thé khdng nhin biét duge la

bénh tuyén giap tu chu.

Sertraline, chloroquin/ proguanil:

Nhimg chit nay lam giam hi¢u lyc cta levothyroxin va

tang mirc TSH huyér thanh

Cde thudce gy cam vmg enzym:

Céc thudc gy cam img enzym nhu barbiturat,

carbamazepin ¢6 thé lam tang thanh thai gan cua

levothyroxin.
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Phu nii sir dung thude ngua thai ¢cd c

ting nhu chu levothyroxin. o SR
Cdic chdt cé chita dgu ninh; -

Céc chdt ¢6 chia ddu nanh c6 thé lam giam hép thu
levothyroxin tai rudt. Vi thé co thé cdn phai chinh lidu
Levothyrox, dic biét 1a khi bit diu hay ngimg sit dung

chét bd sung ¢ chiva dau nanh.

Phu nir cd thai va cho con bi )
Dicu trj vai levothyroxin nén duge dam bao trong sudt
thixi gian mang thai va cho con bu. Lidu cin diing cé thé
tdng trong khi mang thal.
Kinh nghiém cho thdy khéng co bing ching vé kha
ning pdy quai thai hay ngd doc lhdl do thube & ngudi
v6i lidu dieu tri khuyén cdo. L idu rit cao levothyroxin
trong thai k¥ cd thé gay tdc dung bét lgi cho sy phat
trién ciia bao thai va sau sinh. '
Khéng chi dinh diéu tri cudng gidgp phol hop
levothyroxin v thube khang gidp trong thai ky. Su phoi
hop nay cdn ligu cao cia thude khing gidp ma nd co thé
di qua nhau thal va gy ra suy giap O ré so sinh.
Khéng nén tién hanh xét nghiém chén dodn (rc ché
tuyén gidp trong thoi gian mang thai, vi sir dung 1 6t
phéng xa trén phu nt mang thai 13 chéng chi dinh.
Levothyroxin bai tiét vao sita me trong thdi gian cho
con bil nhung véi lidu dlcu tr] khuyén cdo, néng dé dat
duoe khong do dé pay tién tridn cudmg gidp hay trc ché
tiét TSH & tré so sinh.

Téc dung trén kha ning 1di xe va vin hinh may méc
Chua co tht nghiém trén kha nang lai xe va véin hanh
mdy méc ndo duge tién hanh. Tuy nhién, vi
levothyroxin glong nhur hormcm tuyén giap tu nhién,
nén khong cho ring Levothyrox® ¢6 dnh hudng nao trén
kha nang lai xe va vidn hanh may mac.

Tic dung khéng mong mudn
Khi vugt mie gidi han dung nap cd nhan cho
levothyroxin natri hodc qua lidu, cde triu chimg [4m
sang dién hinh ctia cudng gidp c6 thé Xay ra, dic biét 1a
trong truéng hop ting liéu qud nhanh khi bit déu didu
tri nhu logn nhip tim (nhw rung nhi va ngoai tdm thu),
nhip tim nhanh, ddnh tréng ngue, tinh trang dau nguc,
dau dau, yéu co & chudt rat, do bimeg, st, ndn, rdi loan
kinh nguygt, u nfo gia, run, bén chdn, mat ngul, tang tiét
md hoi, sut cén, tiéu chay.
Trong trutmg hop nay nén giam liéu hang ngay hoac
ngung st dung thubc trong nhidu ngdy, Cé thé bét dau
diéu tri lai khi cac phén g bt lgi mét di.
Truéng hop min cam voi bt el thanh phén nao cla
Levothyrox, cé thé xdy ra phan tmg dj tmg trén da va
duting ho hdp. D ¢6 bao cao v& mt sd trudng hop pho
mach.
Thing bdo cho bdc si nhitng rac dm:g khing mong
muon gdp phdi kii si dung thun;.

Qui liéu: Tang mirc T3 la ChL,l'hI xdc thye i qua liéu,

hon 1a mic ting T4 va T4, 8au khi dimg qua lidu, cac
triéu chimg ca tang ch uyen! fioa 8 rét xudt hidn (xeny
phén Téc dung khong mong 1uon}

er\m,:,irrq.faq hode .
phu nit m'ZLn kinh dang didu tri hor mbn“‘lhav [nc cO lhc

-y

i |
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R Y thude vae mire d qua lieu, khuyén cdo ngimg dicu

] va tién hanh cac xét nghiém,

Triéu ching bao gém ting tac dung bmng beta giao cam
nhur tim dap nhanh, bin khoiin, lo ling va tang vin
dong va cac tridu ching ndy co thé giam bing thube
chen beta.

Diéu tri bing tinh loc huyct tuong ¢d thé cé tic dung
trong truong hop ding qué lidu rit cao.

G mt sb bénh nhin nguy co, o vai truong hop dong
kinh duge hio cdo khi ding qua lidu gidi han dung nap
clia ¢d nhin,

Nhidu truong hop dat tir do tim duge béo cdo & cdc
bénh nhan lam dung levothyroxin trong nhidu nam.

Dic tinh duge ly

Nhém duge ly: hormon tuyén gigp

Ma ATC: HO3A A1 o
Levothyroxin téng hop trong Levothy rox® ¢é tac dung
tong tw hormon ty nhién chu yeu duge bai 1iét boi
tuyén giap. No duge chuyén hoa thanh T3 tai cde co
quan ngoai bién va nhu cdc ndi tiét t6, phat huy téc
dung dac higu cta nd tai thy thé T3. Co thé khéng thé

phén biét durge levothyroxin ngoal sinh va ndi sinh. }/
Dic tinh duge dfng hge

Diing bang dudng uong, levothyroxin dugce hip thu gin
nhu hodn toan tai ph'm trén rudt non. Tuy thudc vao
cong thirc bao ché luong hip thu c6 thé 18n dén 80%.
Tmax la khodng 5 dén 6 gio.

San khi ding dubmg udng, tac dung khéi phat thay duoc
sau 3- 5 ngay. Levothyroxin cho thiy muic d§ ghn két
rét cao voi protein vén chuyén chuyén bigt khodng
99,97%. Két ndi hormon protein ndy khéng ddng hoa tri
vi thé hormon gan két tmnb huyét twong nhanh chéng
vi lién tuc trao dbi véi phan hormon ty do.

Do tinh gan két protein cao, levothyroxin khéng bi tac
déng ctia thim phin mau hoc loe mau,

Nira doi ctia levothyroxin trung binh la 7 ngay. Trong
cudng giap, thoi gian nay ngén hon (3-4 ngay) va dai
hon trong suy gidp (xdp X7 9-10 ngay). Thé tich phan
phéi khoang 10 -121. Gan chira 1/3 trong tdng toan bd
levothyroxin ngodi tuyén gidp ma chiing nhanh chéng
trao ddi véi levothyroxin trong huyét thanh. Hormon
tuyén gidp duge chuyen héa chi yéu tai gan, thin, ndo
va co. Chit chuyén hoa duge dao thai qua nudce tidu va
phin. B¢ thanh thai chuyu.n hoa tong quat cua
levothyroxin la 1,2 | huyci llr(mga’ngay

Han dang: 36 thing ké tiy ngay san Xudt

Luru ¥ bido quén:

Bao quan ¢ l1h1¢t a6 khong qua 30°C, Bao quan 11&1]__'_
bao bi gbc dé tranh anh sang.
Dé xa tim tay tré em.

San xuit boi Merck KGaA — )
Frankfurter Strasse 250, 64293 Dar

Déng goi va xuit xwomg béi Merck S.A de C.V.

Calle Cinco no. 7, Fraccionamiento Industrial Alce
Blanco C.P. 53370, Naucalpan de Juarez, Edo. De
Mcxioo Mexica.
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