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ANTI-THYROX 5

Carbimazole Tablets 5 mg
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Composition: Each uncoated tablet contains:
Pregabalin Ph.Eur . s .. 5mg
Indication, Dosage & Adminhh'aﬂon
Contraindication and other information:
Please see the leafiet.inside

Storage: Store in a dry place, below 30"C
Protect from light

Keep out of reach of childrent

Carefully read the packing insert before using.
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Manufactured In India by:

MACLEODS PHARMACEUTICALS LTD

Block N-2, Village Theda, P.O. Lodhimajra, Tehsil
Baddi, Distt. Solan, Himachal Pradesh 174101,
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Rx Thube ke don.

ANTI-THYROX 5

MACLEODY
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Thanh phén: M3i vién nén khéng bao cb chira
Pregabalin Ph.Eur ... cerenienen. BMNG
Chi dijnh, liéu lwong & cach dung,

chéng chi dinh va cac théng fin khéc:

Xin xem t& hurdng din sir dung bén trong hdp
Bao quan: Bao quan not kho rao, dudi 30°C
Tranh anh sang

DA tranh xa tAm tay cila tré em

Doc ki huéng dan sir Gung truedre khi dung
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San xuét tai An DS bdi:

MACLEODS PHARMACEUTICALS LTD
Block N-2, Village Theda, P.O. Lodhimajra,

Mfg. Lic. No.: MNB/07/584

Vién nén Carbimazole 5 mg

Hop 3 vix 10 vién

Tehsil Baddi, Distt. Solan, Himachal Pradesh 174101,
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Batch No. (S6 10 SX) - ##iilt
Mfg. Date (Ngay SX) : dd/mmiyyyy

Exp. Date (Han dung): dd/mmiyyyy

® Pantone 179 C
® Pantone 525 C
® Black



Rx- Thudc nay chi ding theo don thudc

ANTITHYROX 5

(Vién nén carbimazole Smg)

DAl ‘_}-':J

Al THANH pw ,

Dé xa tam tay tré em.
Doc ki hwéng dan sir dung trude khi ding. N _HA N ‘l P
THANH PHAN CONG THUC THUOC s
M3i vién nén cb chira:

Thémh phan hoat chat: Carbimazole ............... 5 mg

Thanh phan td dwgc: Lactose monohydrate, ferric oxide red [E172], crosscamellose sodium,
magnesium stearate.

DANG BAO CHE
Vién nén.
Mé ta dang bao ché: Vién nén khéng bao mau hdng 16m dom, hinh tron, hai m3t 16i, mot mét dap
sO “5”, mit con lai nhan.
CHI PINH
Carbimazole 12 mdt thu(:')c khang giap dugc chi dinh cho nguoi I6m va tré em trong céc truong hop
can giam chirc ning tuyén giap:
- Bénh cudng glép
- Chuén bj cat tuyén gidp trong cudng giap.
- Trudc va sau khi diéu tri bing iod phéng xa.

LIEU DUNG, CACH DUNG

Chi dung carbimazole néu cudmng gidp da dugc xéc dinh bing céc xét nghiém.

Liéu diing:

Ngu'm cao tuoi: Khong c6 ché do licu dic biét, nhlrng can chii y quan sat chéng chi dinh va canh

bao vi da co bao cdo cho thay sir dung & ngudri cao tudi (trén 65 tudi) méc chimg loan san bach cau
trung tinh c6 nguy co dan dén tir vong.
Tré em:
Tir 3 dén 17 tudi: Liéu khai dau thong thudng 1a 15 mg/ngay va duoc diéu chinh tiy theo dép img
cuia bénh nhén.
Duéi 2 tudi: An toan va hiéu qua cia carbimazole & tré em dudi 2 tuéi chua duge danh gia. Khong
khuyén cdo dung carbimazole cho tré em duéi 2 tudi.
Nguoi lon:
Liéu khai ddu tir 20 mg — 60 mg, chia lam 2 - 3 1an. Liéu ding nén dugc diu chinh theo chirc ning
tuyen giap cho dén khi chirc nang tuyen giap tré vé mirc binh thuong dé giam nguy co di€u tri qua
mirc dan dén suy giap.
Liéu diéu tri tiép theo co thé duqc thuc hién theo mdt trong hai cach:
- Phéc db duy tri: Liéu cudi cing tir 5 mg — 15 mg/ ngay, co thé ding mot Ianfngz‘xy Diéu tri it
nhit 6 thang cho t&i 18 thang, két hop véi theo ddi chirc ning tuyén giép va diéu chinh liéu
thich hop.

- Phéc dd thay thé - chin: lidu duoc duy tri & liéu khéi diu (20 mg-60 mg/ngay) ddng thdi bd

sung L — thyroxine 50 mcg -150 mcg/ngdy dé ngin ngira suy gidp. Diéu tri it nhit 6 thang
cho tGi 18 thang.
Cich ding: Thudc ding dudng udng.
CHONG CHI PINH:
Qua mén véi carbimazole hodc bét ky thanh phan nao cua thube.
- Céc bénh ning vé mau.
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- Suy gan ndng.
- Bénh nhén c6 tién sir viém tuy cép sau khi ding carbimazole ho#ic chét chuyén héa con hoat
tinh ctia n6 la thiamazole.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Suy tity xuong bao gdm giam bach ciu trung tinh, ting bach cau 4i toan, giam bach cdu va mét bach
cAu hat di duoc bo cdo. Céc trrdmg hop tir vong do mét bach ciu hat do carbimazole d3 dugc bio
céo.
Céc truong hop hiém gip cua giam toan thé huyét caw/thiéu mau khong ta: tao va giam tiéu ciu don
ddc ciing da dugc bdo cdo. Ngoai ra, cac truong hop thiéu mau tan mau rat hiém gap ciing da dugc
ghi nhan.
Bénh nhan cin duoc canh bdo vé viém hong, bim tim hodc chay méu, loét miéng, sot, khé chiu.
Nén ngimg thudc va dén vién ngay lap tirc. Nhimg trudmg hop nay can dugc kiém tra s lugng bach
céu, dic biét khi c6 ddu higu bi nhiém khuén.
Sau khi xuét hién bit ky d4u hiéu va triéu chimg r6i loan gan (dau bung trén, chan an, ngu’a) nén
ngimg thudc va kiém tra chirc ning gan ngay lap tirc. Ngimg thudc sém sé& ting kha ning hdi phuc
hoan toan.
Cén than trong dung carbimazole v6i bénh nhén suy gan nhe va vira. Néu phat hién chirc nang gan
bt thudmg, nén ngimg diéu tri. Thoi gian ban thai cua thube c6 thé bi kéo dai do rdi loan gan.
Cén ngimg carbimazole tai thai diém dung iod phong xa (tranh con bio giap).
Bénh nhén khong thé tuan thi huéng din sir dung hodc khong thé theo di thuong xuyén khéng nén
diéu tri bing carbimazole.
Kiém tra cong thirc mau day di va thuémg xuyén & nhitng bénh nhén hay bi nham lin hodc cé tri
nhd kém.
Bénh' nhén bi budu ndi mac khi diéu tri ban dau bé“mg carbimazole c6 thé khién tinh trang bénh xau
di. Tac nghén khi quan ¢6 thé xay ra do budu ndi mac.
Viéc st dung carbimazole & phu nir ¢6 kha ning sinh con nén dya trén danh gia nguy co - lgi ich.
Cé mdt nguy co qua min chéo giita carbimazole, chat chuyén héa con hoat tinh thiamazole
(methimazole) va propylthiouracil.
Pi c6 bao cdo vé viém tuy cip & bénh nhan | dung carbimazole hodc chét chuyén héa con hoat tinh
la thiamazole. Trong trudng hop viém tuy cap, ngung ding carbimazole ngay lap tirc. Carbimazole
khong duge dung cho bénh nhan c6 tien sir viém tuy cap sau khi ding carbimazole hodc chét
chuyén ho6a thiamazole. Tiép xtic lai c6 thé din dén téi phat viém tuy cép, giam thoi gian khoi phét.
Phu nir cén‘khé. nang mang thai va sinh con phai sir dung cédc bién phdp tranh thai hiéu qua trong
qua trinh diéu tri.
Viéc sir dung carbimazole trén phu nir mang thai can dya trén nguy co — lgi ich. Néu dung
carbimazole trong thai ki, can ding v6i liéu thap nhit c6 hiéu qua ma khéng sir dung thém hormon
tuyen giap.
Thudc cé chira lactose, khong nén ding & bénh nhan c6 vin dé di truyén vé khéng dung nap
galactose, thiéu hut lactose hozic kém hép thu glucose — galactose.
SUDUNG THUOC CHO PHU NU MANG THAI VA CHO CON BU:
Phu nir ¢6 thai
Carbimazole qua dugc nhau thai véi diéu kién 1a liéu ciia me ndm trong pham vi cho phep va chire
nang tuyén giap ctia ngudi me duge theo dai. Céc nghién ciru da chi ra ring ti 1& di tat bam sinh &
tré em c6 me bi cudng gidp chua dugc didu tri cao hon tré em c¢6 me di duoc diéu tri bing
carbimazole.
Tuy nhién, mdt sb truong hop di tét bam sinh d3 duoc ghi nhén sau khi sir dung carbimazole hodc
chat chuyén héa con hoat tinh ctia né 1a methimazole trong théi ky mang thai.
Mot mbi quan hé nhan qua cua di tat nay, dic biét 1a choanal atresia va aplasia cutis congenita
(khiém khuyét da bm sinh), c6 thé dugc loai trir phoi nhiém véi carbimazole va methimazole.
Vi véy, vigc sir dung carbimazole & phu nir c6 kha ning sinh san nén dua trén danh gia lgi ich —
nguy co.

2/5



Céc truomg hop than, so, khuyét tat bdm sinh tim mach, di tat duong tiéu hoa, di tét ron va viém ta
trang ciing da dugc bao cdo. Do d6, chi nén sir dung carbimazole trong thai ky khi diéu trj voi
propylthlouracﬂ khéng phu hop.

Néu sir dung carbimazole trong thai ki, lidu phai dugc diéu chinh theo tinh trang lam sang cua bénh
nhan. Nén ding lidu thap nhit va ngung ding trude khi sinh 3 hodc 4 tudn, dé giam nguy co bién
chimg so sinh.

Phac d6 thay thé - chin khong nén sir dung trong thai ky vi rat it thyroxine di qua nhau thai trong 3
thang cudi.

Bénh cudmg gidp & phu nir mang thai can duge didu tri ddy du dé ngin ngira cic bién chimg nghiém
trong ctia me va thai nhi.

Dua trén kinh nghiém tir cac nghién ciru dich t& hoc va bdo cdo tur phat, carbimazole bj nghi gy di
tat bAm sinh khi diing trong lhan k¥, dic biét la trong ba thang ddu cua thai ky va ¢ liéu cao.

Cac di tat duogc bao céo bao gom aplasia cutis congenita, di tit so ndo (choanal atresia; di dang
khudn mit), exomphalos, atresia thuc quan, di tat ong thong lién sudn va di tat.

Carbimazole chi dung trong khi _mang thai sau khi danh gia nghiém ngat nguy co — lgi ich va chi
ding & liéu c6 hiéu qua thap nhat ma khéng can sir dung thém hormone tuyén giap. Néu
carbimazole dugc str dung trong thai ky, nén theo doi chit ché me, thai nhi va tré so sinh.

Phu nir cho con bi

Carbimazole duoc bai tiét qua sira va néu tiép tuc diéu tri trong thdi ky cho con bi, bénh nhéan
khéng nén tiép tuc cho con bi.

Phu nir c6 kha ning sinh sin

Phu nir c6 kha ning sinh san phai sir dung céc bién phép tranh thai hiéu qua trong qua trinh diéu tri.
ANH HUON CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thudc khéng anh hudng dén kha ning ldi xe va vin hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:

Tuong tac cua carbimazole it duoc biét dén.

Céc nghién clru vé tuong tic khong dugce thuc hién trén bénh nhan nhi.

Bénh nhan ding dong thoi véi thude c6 kha niing gay méit bach ciu hat can ¢ sy chim séc dic biét.
Carbimazole 13 mdt chat d6i khang vitamin K, nén téc dung cia thude chéng d6ng méau c6 thé duoc
tang cudng. Can theo d5i thém PT/INR, dic b1¢t 1a trurée khi tién hanh phau thudt.

Nong dd va doc tinh cua theophylm trong huyet thanh c6 thé ting néu bénh nhan cudng giap duoc
diéu tri bing thudc khang gidp ma khong giam liéu theophylin.

Phéi hop prednisolone va carbimazole c6 thé dan dén téng dt;) thanh thai cua prednisolone.
Carbimazole ¢6 thé irc ché chuyen héa erythromycin, din dén giam d¢ thanh thai cua erythromycin.
Nong d6 glycosid trong huyét thanh cé thé ting 1én & bénh nhan cudng giap; c6 thé can giam liéu
glycosid tim.

Bénh cudng gtép ¢6 thé lam ting d¢ thanh thai cua thude chen beta-adrenergic vdi ty 1é thanh thai
cao. C6 thé can giam liéu thudc chen beta.

TAC DUNG KHONG MONG MUON CUA THUOC:

Téc dung khong mong mudn thudng xay ra trong tam tudn dau diéu trj. Cac phan img nhe thuong
gip nhét 13 budn nén, nhirc diu, dau khép, rdi loan tiéu héa nhe, phét ban da va ngira. Nhitng phan
(mg nay thudmg c6 gidi han va khéng cdn ngung thude.

Roi loan miu va hé bgch huyét

Suy tiy xuong bao gdbm giam bach cau trung tinh, tang bach cu 4i toan, giam bach ciu va mét bach
cdu hat; cac tn.rcmg hop tir vong do mét bach ciu hat do carbimazole da duorc béo cdo.

Céc trudng hop hiém gip cua pancytopeni/aplastic anaemia va giam tiéu cau don doc ciing da duoc
bdo cdo. Ngoél ra, cic trudng hqp thiéu mau tan mau rat hiém gap ciing da duoc ghl nhan.

Bénh nhén cin dugc canh bédo vé viém hong, baim tim hodc chay mau, loét miéng, sot, khé chiu.

Nén ngimg thudc va dén vién ngay lap tirc. Nhimg truong hop nay can dugc kiém tra s luong bach
céu, dic biét khi ¢6 dau hiéu bi nhiém tring.
Viém hach téng quat.
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Roi loan hé mién dich

Xuat hién phit mach va phén ¢mg qua man da hé thong nhu viém mach mau da, gan, phéi va than.
Roi loan ndi tiét

Hoi chimg tu mién insulin (v&i mirc giam dudng huyét ré rét).

Roi loan h¢ thin kinh :

Nhire dau, viém day than kinh, viém da day than kinh.

Réi loan mach méu: chiy mau

R&i loan tiéu héa

Budn noén, roi loan tiéu hoa nhe.

Mit cam gidc vi giac.

Viém tuyén nudc bot cap tinh.

Viém tuy cap.

Réi loan gan mat

Céc rbi loan vé gan bao gom cac xét nghiém chirc ning gan bat thudng, viém gan, viém gan (r mat,
vang da r mat va pho bién nhét la vang da da dugc béo cdo, trong nhirg trudng hop nay ngung sir
dung carbimazole.

Roi loan da va mé dudida

Noi man da, ngira, ndi mé day, rung toc.

Phan g man cam & da nghiém trong dd duoc bao cdo ¢ ca bénh nhan trudng thanh va tré em, bao
gbém hdi chimg Stevens-Johnson.

Réi loan co xwong va mé lién két

Bénh nhén bi dau co sau khi udng carbimazole nén dugc theo ddi nong do creatine phosphokinase.
Roi loan chung

S6t, kho chiu.

Chiin thwong, ngd dje

Bém tim.

Tan suét, loai va mic dd nghiém trong cua cac phéan (mg bt lgi & tré em 1a tuong duong véi nguoi
1ém.

QUA LIEU VA CACH XU TRi:

Triéu ching

Khéng c6 triéu chimg c6 kha niing tir mét lidu 16n duy nhat.

Piéu tri

Khong c6 diéu tri cu thé.

PAC TINH DUQC LUC HQC

Nhém dupe 1y: Thude khing gidp, dan chét thioimidazol. Ma ATC: HO3BBO1.

Carbimazole 1a mgt tién thudc chuyén hoéa nhanh chéng va gan nhu hoan toan thanh chat chuyén
héa con hoat tinh 1a thiamazole hay methimazole. Thiamazole |4 chét khang tuyén gidp bang cach
trc ché téng hop hormone tuyén giap.

PAC TINH DUQC PONG HQC

Hip thu

Carbimazole duoc chuyén héa nhanh chéng thanh thiamazole. Nong d dinh ctia thiamazole trong
huyét twong dat duge tir | dén 2 gior sau khi udng.

Phin bd

Thé tich phan b ciia thiamazole 12 0,5 1/kg. Thiamazole tap trung & tuyén giap. Nong do
thiamazole trong tuyén gidp co téc dung kéo dai hoat dong ctia nd. Tuy nhién, thiamazole c6 thai
gian ban thai ngin hon & bénh nhan cudng giap so véi nhom chimg binh thuong va do dé cin ding
liéu ban dau thudong xuyén hon véi bénh nhan cudng giap.

Chuyén héa

Thiamazole lién két vira phai v&i protein huyét tuong. Carbimazole c6 thdi gian ban thai tir 5,3 dén
5.4 gior. Thoi gian ban thai co6 thé kéo dai do bénh than hodc gan. Thiamazole qua nhau thai va xudt
hién trong sira me v&i ndng d6 bing ndng do trong huyét tuong cia me.
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Thai trir

Hon 90% carbimazole dugc thai trir qua nude tiéu dudi dang thiamazole hodic chit chuyén héa cia
n6. Phén cdn lai thai trir qua phan. C6 10% qua chu k¥ gan mét.

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

PIEU KIEN BAO QUAN: Bao quan noi khd mat, dudi 30°C. Tranh anh séng.

TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuan nha san xuat.

HAN DUNG: 24 thang ké tir ngay san xuat.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

Macleods Pharmaceuticals Ltd.

Block N-2, Village Theda, Post Office Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh —
174101, India (An D9).
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