THONG TIN KE TOA CHO BENH NHAN

Berlthyrox® 100

Vién nén 100 mcg
Hoat chét: natri levothyroxine x H2O
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Boc kj Hwéng dan trede khi st dung
- Giir lai t& théng tin ké toa nay. C0 thé ban can phai doc lai

khi cac trieu chirng bénh clia ho giéng bénh cta ban.

clia ban

Trong t& hwé'ng dén nay:

1. Berlthyrox® 100 Ia gi va durgc str dung trong trurong hop nao?

2. Trude khi dung Berlthyrox® 100
3. Sir dung Berithyrox® 100 nhur thé nao?

1. Berlthyrox® 100 LA Gi VA PU'Q'C DUNG TRONG |
TRUONG HO'P NAO? ;
Berlthyrox® 100 Ia mét ché pham hormone tuyén giap |

Chi dinh:

- Dung diéu trj thay thé cho cac trurérng hop thiéu hormon
gip trang (thiéu nang tuyén giap)

- Ngan ngtra sur phi dai tré lai cua tuyén giap sau khi cat
buéu trong céc trudrng hgp chirc nang tuyén giap binh
thudng.

- Didu tri budu giap lanh tinh trong céc truong hgp chire
nang tuyén gidp binh thudng.

- Didu tri két hop trong céc digu trj cudng gidp vai cac thude
khang giap sau khi dat dugrc tinh trang tuyén giap binh
thudng.

- Ligu phap diBu trj va thay thé trong cac trudng hop budu
giap 4c tinh sau phéu thuat cat bo tuyén giap.

- Xét nghiém (rc ché tuyén giap.

2. TRU'G'C KHI DUNG Berlthyrox® 100

Chéng chi dinh

Khéng durgc dung Berlthyrox® 100 néu:

- MAn cam véi hoat chét hodc bét ctr ta dugc néo cla thude

- Bénh cudrng giap khéng dugc digu tri do bét el nguyén
nhan nao

- M&i bj nhdi mau co tim cép, viém co tim cép, suy thugng
than hodc suy tuy&n yén ma chua duoc digutr, trir khi
dugc bac sy cho phép dung.

- Néu ban dang c6 thai dong th¢i dang ding cac thudc
khang giap trang.

Thén trong va canh béo dac biét véi Berlthyrox® 100

- Trude khi bat dau didu trj voi Berlthyrox® 100, nén loai |
trir hodc didu tri khoi cac bénh sau: bénh mach vanh (vi |
du: dau that ngurc), tang huyét ap, suy tuyén yén hodc suy |
thug'ng than, bénh cudng giép.

- Nén tranh ding thudc trong cac truong hop bénh mach |
vanh, suy tim, nhjp tim nhanh va ho&c cuéng giap mac du
bénh nhe.

- Trong truéng ho'p suy gidp do suy tuyén yén, phai xac dinh |
ré liéu co kém theo suy thurgng than khdng. Néu ¢, truéc |
hét phai digu tri suy thurong than trurére khi bat dau digu tri
véi hormone tuyén giap.

- Diéu trj levothyroxine cho phu n&r mén kinh bj

suy giap,
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| va dung ngon tay &n

| - Néu ban c6 thém bét clr cau hoi nao, hay hoi bac s§ hodc dugc sy cua ban. :
| - Thudc nay duoc ké don cho ban. Khang duge dua thudc cho nguti khac. N6 co thé gay hai cho ngudi khac, ngay ca

1

i

- Néu bét ctr cac tac dung phu khong mong muén nao tré nén tram trong, hodc néu ban théy xuét hién bét cir tac dung j
phu khdng mong muén nao chura dugc liét ké trong to thong tin ké toa nay, hdy théng bao cho bac sy hoac dugc sy

4. Céc tac dung phu khdng mong mudn co thé xay ra
5. Bao quan Berlthyrox® 100 nhur thé nao?
6. Céac thong tin khac

sinh dung ¥ vién Berlthyrox (trong durong véi 50 meg natri

| levothyroxine) mo6i ngay. Trong nhirng trm‘rng hop diéu tri

lau dai, li2u dung phu thuéc vao nhigu yéu t6 nhu: tudi va
cén nang cua tre:
Bang hudng dan liéu dung ¢ tré em:

Tugi Lieu L LRl
B (meg/ngay) (mecg/koingay)
0 - 6 thang 25-50 10-15
6 — 24 thang 50-75 8-10
2 - 10 tubi 75-125 4-6
10 - 16 tudi 100 - 200 3-4
> 16 tudi 100 - 200 2-3

B vai tré so sinh bj thiéu néng tuyén giap bém sinh, nén
digu tri ngay cang sém cang tot dé giip cho sur phat trién
binh thudng cla tam than van dong cua tré. Nén digu chinh
ndng dg levothyroxine trong mau & ngudng cao cua gia tri
binh thuomg trong 3 - 4 nam dau tién. Trong 6 thang dau doi,
xét nghiém ndng dé levothyroxine trong mau co y nghia hon
|a néng d6 TSH (hormone kich thich tuyén giap). Trong mot
s6 trrong hop, qua trinh binh thugng héa néng do TSH co
thé mét 1&i 2 nAm méc di cung cap day du levothyroxine.
Né&u ¢o thé, dung dang bao ché co ham Iwgng hoat chét
thap khi bt dau digu tr va khi tang liéu cho ca ngudi I6mn
va tré em.

Knhi diéu tri lau dai, nén chuyén sang dung loai thuéc ¢ ham
lrgng hoat chét cao.
Chi1 y khi bé vién thudc:
Dat vién thudc trén

mdt mat phang nhan

va clrng, dé bé mat co
ranh khia & bén dudi,

xubng sé chia dugc

vién thudc thanh hai
phan
Hay thong bao cho bac sy néu ban thay tac dung cua

. Berlthyrox 100 la qua manh hay qué yéu.
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levothyroxine trong mau cao.

- Néu ban dang digu trj véi sevelamer do ndng d6 phosphate
frong méu cao, ban dang thdm phén méau, bac s¥ co thé
can nhéc kiém tra mdt vai thong s mau cla ban dé xem
xét tAc dung cda levothyroxine (xem thém muc: ding voi
cac thudc khac).

Thén trong Bu ding va kiém tra thurémg xuyén trén nhimg

bénh nhdén cao tudi.

téc thudc

Hay thong bao cho béc s§ hodc duge sf cla ban néu gan

déy ban dang ding bat clr thudc nao, ké cd thudc khdng

ké don.

Tang higu qua cia Berfthyrox® 100 odin 1o tAng nguy co e

dung mong mudn khi dung chung vai cde thude sau:

- Salicylates (thude giam dau, ha sdt), dicoumarol (thude

dbing mau), furasemide ligu cao (thude loi tidu) (250
mg), clofibrate (thudc ha mi mau) va cac thudckhéc co
théa 1am tang ndng 40 cua levothyroxine trong malk

- Phenytoin tém tinh mach nhanh cb thé iam ting nbing dd
harmone tuyén gidp trong mau va tng nguy co ndi loan
nihip tim.

Gidm higu qud cia Berfthyrox® 100 khikét hop voi cde thude

sau;

- Colestyramine va colestipol {thudc ha mé& mau) lr¢ ché
sir hip thu cha levothyroxine, do 36 khing nén diing cac
thudc nay trong vong 4 - 5 gidr sau khi uing Berlthyrox
100.

- Hap thu cla kevothyroxine co thé bi giam khi ding cing
v&i cac thude chira nhdm, cac khang acid da day, cal-
cium carbonate hodc cac thudc chira sat. Do do, nén diing
Berithyrox trurée cac thude nay it nhat 2 gior.

- Propyithiouracil (thudc diéu tri curdmg gidp), giucocorticoid
(yormane ¥ buiomg ihén). Bule g @ kets ity
HUyEt &p) VA cAc thodc can quang chira Tod FC che
chuyén dadi tir T4 thanh T3.

- Sertraline (thubc didu tr tram cam) va chiorogquine/progua-
nil (thudc diu trj bénh 55t rét va thap khop) lam gidm hibu
qua cla levothyroxine.

- Barbiturate (thudc ngd) va mdt vai thudc khéc cb the lam
tang phan hiy levothyroxine tai gan,

- Nhu cau levothyroxine b thé tang khi diing céc thude tranh
thai chira oestrogen hodc cac thudc digu tr thay thé hor-
mone ding cho phy nir man kinh.

- Sevelamer (thudc ha ndng d6 phosphate mau & bénh nhén
tham phén mau) co thé lam giam hép thu va giam higu qua
cla levothyroxine. Do d4, nén ding Berlthyrox 100 tnrée
khi ding Sevelamer 1gidr hodc sau khi ding Sevelamer
3 gitr . Bac s§ phai kiém tra ndng d§ hormone tuyén giap
thurérng xuyén (xem thém myc Than trong).

Céc trong tac khac! _

- Amiodarone (thudc ditu tr rdi loan nhip tim) ch.thé géy

‘eurdrng giap hode suy giap do ndng db iod cao trong thude.
Do d, phai dic bigt than trong khi ding cho bénh nhan
buréru giap nhan.

- Levothyroxine cd thé lam tEng hidu qua cla mot vai thudc
ching dong méau (din chél coumarin) vé gidm higu qua ha
duromg huyét cia céc thude digu tr dai thao dudng. Do do,
néu diu trj cAc thufic nay ciing v levothyroxing phai kigm

fra cac 5 méau va nbng do glucose méu déu |
c 00 1 K bt b 178

dén, dic dau digu trj va nén digu chinh i2u
clia céc thudic chdng dong méau va thudc ha dudmg huyét

nay.
Diing Bertthyrox® 100 w61 thire &n vd db uéng
Céc san pham 1ir dau nanh co thé 1am giam hép thu Berithy-
rox 100 tai rugt. Vigc digu chinh libu Berithyrox 100 co thé
I can thigt khi bat d&u va sau khi ngung ap dyng ché d4 &n
kiéng chira dau nanh.

Phu ni¥ cd thai va cho con b

eI Y

Ligu hing ngay duge udng bang cach nudt toan bé vién

thudc véi mét lrong nirére nhd vao bubi sng, khi da day

rding, it nhét [ % gitr trrdre khi &n séng.

Tré em ung thuc it nhdt 12 % gidr trwrdre bira &n dau tién

trong ngdy. Ngam vién thufic wii mt chit nirére cho thude

tan ra va tré thanh hén dich min (chi nén thire hign cho méi

i&n ung!), sau db cho tré udng véi thém mt chit nudre.

Théri gian ding thube:

- Suy giap: théng thirémg 14 diing suét déi

- Ngén ngira sy phi dai tror lai cla tuy8n giap: vai thang
hodc vai ndm cho dén sudt doi

. gﬁu tri burdru giap lanh tinh; vai thang hoge val ném hodc

b i

M3t dort didu tri kéo dai tir'6 thang cho dén 2 nam ddi vdi

didu tri budu giéﬁél?‘lh tinh. Hé:lﬁ didu trj béing wa

khing mang lai ket qua trong khodng thini gian

nay thicd ngﬁ ¢an nhic tnawéu phép didu trj khac.

- Didu trj két hop trong didu tr curdng gidp véi cée thube
khang qiép: thy theo théri gian digu tri cac thudc khang

B
| - ggclruﬁnghwhmﬁu gidp &c tinh sau phiu thugt tuyén

gidp: thing thirdrng & diing suft déri.
Bac £i 8é ia ngurdi quydt dinh thiri gian sir dung thude .
Qua ligu
Trong tnrémg hop qué ligu, mdt s8 ddu hiéu dién hinh cla
gip cf thé xay ra: tim @ap nhanh, rfi loan nhip tim,
dau thit ngye, yéu cor, chudt rit, cim giac ndng, tEng tiét md
hoi, 56, run d&u chi, bbn chin, mét ngd, sut can, ndn, tiéu
chay, dau dau, ri loan kinh nguy#t, tang ap lre ndi sp. Hay
di kh&m béc sy néu céc trigu chimg trén xay ra.
Néu ban quén Berithyrox 100
ng durge ulng gap ol iy néu ban quén uling ity tnrde
d6, ma phai duy tri lgu dangdlng.
Néu ban ngirng ding Berlthyrox 100
Diing Berihyrox 100 déu d&n viri ligu rgng duge ké don
gilip choséc didu tri bénh thanh cdng. Néu vigc digu trj gian
doan huaé‘mamcmgedﬁu tri sérm thi c6 thé cac tiéu chimg
clia bénh cil fzi tai dign.
MNéu ban cf bt cfr ciu hdi nao khac vé viéc ding thude nay,
hay hoi bac s§ hodic duge sy cla ban.
4. TAC DUNG PHU KHONG MONG MUGN
Ciing gidng nhir cac thudc khac, Berithyrox 100 c6 thé gay
ﬁn ra;% dyng phu khéng mong mudn, mac di khing phai
1at ea déu gap.-
Céic 13n suat sau day duge diing lam co s d& danh gia tan
sudl cac tac dung phu khong mong mudn
Rt phd bién (= 1/10) : khi xudt hién > 1 nguréi trong mdi
10 nguréri sir dyng thude
Phé bign (= 1/100 va < 1/10) khi xust hign tr 1-10 ngudri
trong mBi 100 ngudi sir dung thudc
Khong phé bién (= 1/1000 va < 1/100) khi xu#t hign tir 1-10
trong mdi 1000 ngudri sir dung thudc
Him (2 1/10.000 va < 1/1.000) khi xust hign tir 1-10 nguréri
trong mdi 10.000 ngurdri st dyng thude
RAt hi€m (<1/10.000) khi xusit hign < 1 ngudi trong méi
10.000 nguréyi sir dung thude.
Khéng rd: khéng tinh todn duge tir dir ligu c6 sén
Néu str dgn'rig ding cach, sé khing c tac dung phy khing
mong muén trong sudt qué trinh didu ] vai Berthyrox 100,
Trong trurémg horp ca bigt, khi lidu ding khing dugc dung
nap 6t hodc tang ligu qua nhanh trong giai doan méi digu

| tri thi cac tridu chirng dién hinh cla cuéng gidp co thé xay

ra, nhur: tim dép nhanh, danh tréng , loan nhip tim, dau
thét ngure, run dAu chi, bbn chin, rrmﬁ. 1ang tiét md hoi,

| cam gigc nong, sit, syt céin, ndn, tiéu chay, dau dau, yéu co,
' chugt rit, i loan kinh nguyét, téng 4p e nao.

Sau khi hoi v kién bac s§ digu tri, nén giam ligu hang ngay

| hode nalmn thude ironn vai noav. Noav sau khi ht cae tac

fiitlit}
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BIHbEE SYfl0du uuut Sy uuus niuuly
béat clr thude nao
Trong thoi ky c6 thai va cho con bl nén digu tri b6 sung
hormone tuyen giép. Cho dén nay, chura phat hién thay nguy
co' nao d6i véi bao thai ké ca khi dung lugng Ion thudc cho
phu nir ¢6 thai. Lirgng hormone tuyén giap bai tiét vao sira
me rét it, tham chi khi dung lidu cao levothyroxine, va do do,
khdng gay hai cho tré bu me.
Nhu c&u dung levothyroxine & phu nir mang thai bj suy giap
tang la do ndng dé hormone oestrogen tang (hormane sinh
duc ntr). Do do, phai kiém tra chirc nang tuyén giap trong va
sau khi mang thai va diéu chinh liéu phu hop.
Tuy nhién, khong dugc dung Berithyrox 100 cung V@i cac
thudc khang giap trang trong khi c6 thai vi khi d6 can dung
lidu thudc khang glap trang cao hon. Vi céc thuéc khang
glap trang, khong glong levothyroxine, c6 thé qua dugc hang
rao nhau thai & ligu thong tercmg, diéu nay c6 thé gay suy
giap cho thai nhi. Vi Iy do nay, nén ludn Iudn ding céc thube

khang giap trang fiéu thép cho phu nir cd thai bi cumg gidp.
Khéng nén lam xét nghiém (rc ché tuyén giap trong khico |
thai.
Khi co thai va cho con bi, phai tuén thi chinh xac lidu bac |
sy ké don va khong dugc dung qua ligu.
L&i xe va van hanh may méc

Khong ¢d than trong dac biét nao

3. SU’ DUNG Berlthyrox® 100 NHU' THE NAO?

Lugn ludn tuan thil chinh xac lidu thudc bac s§ ké don. Hay |

hoi lai bac s§ hodc dugc s§ néu ban chua rd. |
Liéu dung hang ngay cho ting ca thé nén dugc tinh toan
dua trén céac xét nghiém lam sang va can 1am sang. Viéc bat |
dau diéu tri hormone tuyén giap phai dac biét than trong &
bénh nhan cao tudi, & nhiing bénh nhan bi bénh mach vanh
va nhirng bénh nhan b thiéu nang tuyen giap ndng hodc kéo
dai, vi du: duing lidu khoi dau thap va sau do tang ligu tir tir,
phai thucng xuyen kiém tra ndng d6 hormone tuyen giap
sau méi lan tang liéu. Kinh nghiém cho thay, dung liéu thap
¢6 tac dung t6t déi vai ngudi nhe can va nhirng trurong hop
bénh nhan ¢ buéu giap nhén lémn.

Liéu dung

Chidinh jBu (mog/ngay)

Suy giap: Lleu khoi dau
Nguai lén 25-50
(tang 25 — 50 mcg cho Ligu tiép theo
moi2-4 tuén diéu tri) 100 - 200
Ngan ngura sur phi dai tré 75 -200
lai cla tuyén giap sau phau

thuat cat bo tuyén giap

Diéu trj buéu gidp lanh 75 - 200
tinh trong céc trudng hop

chirc néng tuyén giap binh L
thudng

Diéu trj két hop trong diéu 50 - 100
tri curd'ng giap voi cac

thudc khang giap

Céac trudng hop buéu 150 - 300
giap ac tinh sau phau

thuét tuyén giap ‘

Xét nghiém (rc ché tuyén | 200 meg /ngay (14 ngay sau
giap khi xa hinh tuyén gidp | khi xa hinh tuyén giap) [

GUﬂg pnu nay, Co e aunyg lgl Huovs niuny i uyny ve
ligu dung.
Trong trirong hop qua man véi Ievothyroxme hodc bét cr ta
dugc nao, phén (rng di ng co thé xéy ra bao gém: may day,
co that Pphé quan dan dén kho tho va phu thanh quan. Rt
hiém co bao céo xéy ra shock phan vé. Hay dén kham bac
s§ ngay lap tirc néu co phan (mg qua man xay ra,
- Néu bat clr cac tac dung phu khong mong | mudn tré' nén
tram trong, hodc néu ban thay xudt hién bt c(r tac dung
phy khong mong mudn nao chua dugc liét ké trong to
thong tin ké toa, hay thong bao cho bac sy hoac durgc sy
cua ban

5. BAO QUAN Berlthyrox® 100 NHU' THE NAO?

. Bao quan duéi 25°C

Khéng nén huy thude theo durong nu6e thai va rac thai sinh
hoat. Hay hoi dugc sy ve cach huy thude khéng can ding
nira. Viéc nay giup cho van dé bao vé moi trudng.

P8 xa tam tay tré em_

| Han diing
| 2 nam ké tr ngay san xuét
| Khong dugc dung thuc sau khi hét han. Han dung (EXP/

HD) dm;rc gh1 trén hop thude va vi thude. Ngay hét han la

' ngay cudi cung cla thang.

' 6. CAC THONG TIN KHAC
j Berlthyro» 100 chira gi?

- Hoat chét: natri Ievothyroxme 100 meg x HzO (méi vién nén
chira 106,4 - 113,6 micrograms natri levothyroxine sodium
x Hz20 (trong dwong véi 100 microgram natri levothyrox-
ine)

- Ta dugc: Calcium hydrogen phosphate dihydrate, micro-
crystalline cellulose, sodium starch glycolate (type A)
(Ph. Eur.), dextrin, long-chain partial glycerides

Berlthyrox® 100 tréng nhu thé nao va thanh phan cua
bao bi

Vién nén mau gan trang dén mau be nhe, hinh tron hoi 16i,
cd ranh khia trén mot mat va mét kia dugc khac s 100.
HOp 4 vi x 25 vién nén.

PAC TiNH DU'Q'C LY HOC

Nhom tac dung duge Iy: hormone tuyén giap

Ma ATC: HO3AAO1

Berlthyrox chtra {evothyroxsne tong hcp c6 tac dung glong
véi hormone tuyén giap tu nhién dugc tong hgrp chu yéu tir
tuyén giap. Sau khi chuyén déi mot phan thanh liothyronine
(T3) tai gan va than, thudc di vao cac té bao trong co thé,
cac tac dung dac hiéu ciia cac hormone tuyén glap dugc
quan sat th y doi vai sur phét trién, sy tang trréng va su
chuyén hoa cua co thé.

PAC TINH DU'Q'C DONG HOC

Khi uong thudc liic doi, levothyroxine dugce hép thu t&i 80%,
chl y&u & rudt non. Nong do dinh trong huyet tuong dat
durge khoang 6h sau khi udng thude. Khi bat dau dot digu
tri, tac dung khai phat thudng thdy sau 3 — 5 ngay. Thé tich
phén bé thudc vao khoang 72 I/kg. Trén 99% Ievothyroxme
trong co thé & dang két hop védi proteins huyet tuong . Hé
s6 thanh thai chuyén hoa khoang 1,2| huyet tuong/ngay,
thudc chuyen hoa chu yeu 0 gan, than néo va co. Do ty &
két horp véi protem huyet turong cao, nén cac hormone tuyen
giap chi xuét hién v&i s lrgng nhd khi thdm phan mau.

| Co’ s6 san xudt va gidy phép lwu hanh san phdm
| BERLIN-CHEMIE AG (MENARINI GROUP)

| Glienicker Weg 125

| D-12489 Berlin

| Germany

Tré em dung liéu khoi dau t6i da a ¥ vién Berlthyrox (trong |
duwong v&i 50 meg natri levothyroxine) moi ngay, tré méi |

Toa thudc nay dugc duyét 7/2009




