https://nhathuocngocanh.com/

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUOC Poc lap - Tu do - Hanh phiic
GIAY XAC NHAN

NOI DUNG THONG TIN THUOC

Cuc Quan ly Duoc - BO Y té
ba tiép nhan ho so diang ky thong tin thuse s6: PI-POL-0002-APR-2017
Cha: VPDD Takeda Pharmaceuticals (Asia Pacific) Pte.. Ltd
Dia chi: 76 Lé Lai, P.Bén Thanh, Q.1, TP.HCM
Dién thoai: 08 73086868
bang ky thong tin thude: Albothyl
Hinh thic thong tin thudc: Tai liéu thong tin cho cin bo y té
S gidy ti€p nhan: 0181/17/QLD-TT
Ngay nhin di hé so hop 1&: 14/9/2017

Ha Néi, ngdy,(ﬂ..thdng..g..ndm 2017
KT. CUC TRUONG

PHO CUC TRU(W




https://nhathuocngocanh.comi ”

Tai liéu théng tin cho can b y té

" piiv TRI TAI CHO NHIEM KHUAN AM A0

Co che‘ tac dung:

THANH PHAN: Moi vién triing cé chita:

Hoat chat: Policresulen 90 mg.

Ta dugc: Macrogol 1500 va 4000, acid edectic, nudc

THUGC CHi DUNG THEO S KE DON CUA BAC ST

DANG BAO CHE: Vién tring (vién dat 2m dao).

DUQC LUC HOC: Nhom dudc Iy diéu tri: khang khuadn phu khoa. Ma ATC:
GO1AX03. Tac dung cua policresulen dua trén 2 cd ché €6 mdi quan hé vdi
nhau nhu sau: -Tac dung khang khuan. - Lam bién tinh mé hoai tir. Qua
trinh két tu va sau do loai bo cac mo bénh ly va ma hoai tir sé kich thich
qua trinh lanh vét thudng déng thai thic day su tai tao biéu mo. Biéu mo
hinh vay it chiju téc déng cua policresulen hdn biéu mé hinh try. Tuy nhién
ngudl ta quan sat thay co hién tudng bong céc té bao biéu mo hinh vay d
c6 tr cung va am dao

DUQC BONG HOC: Policresulen |2 polyme cla acid dihydroxy-dime-
thyl-diphenylmethan disulfonic (C4H;0.S) (CsH,0.,5) , (C,.H_.O",S). thudng
dudc goi la acid metacresol sulphonic-formaldehyd, 1a san pham cua qua
trinh da ngung tu acid metacresol sulphonic vdi formaldehyd. Do ¢ ban
chat |a mot san pham da ngung tu, nghién ciu duge dong hoc dudc tién
hanh vdi nguyén ti danh dau C14-Dicresulen trén cac loai dong vat khac
nhau (chudt, chd va thd). Trén tat ca cac loai nay, nghién cifu cho thay hap
thu toan than la dudi 10% vdi liéu udng tir 5 dén 30 mg/kg can nang. Trén
chugt, vdi liéu tiém tinh mach 5 mg C-Dicresulen/kg can nang, 86,7%
hoat tinh phéng xa dudc tim thay trong nudc tiéu va phan trong vong 72
gid sau khidung thudc. Sau khi dung li€éu udng tir ti'5 hodc 30 mg/kg can
nang, cac ty | nay lan lugt |a 104% va 98,6%. Trén ché, 80% liéu dudc tim
thay trong vang 72 gid sau 1liéu don tiém tinh mach: 56% trong nudc tiéu,
34% trong phan. Sau liéu uong C'"“-Dicresulen/kg, chi 5% lieu dung dudc
tim thdy trong nudc tiéu va 85% liéu dung dudc tim thay trong phan. Diéu
nay chiing minh hap thu toan than cham sau khi ding theo dudng udng.
CHIi DINH: Diéu tri tai chd nhiém khuan 4m dao.

CHONG CHi DINH: Man cam vdi hoat chat hay vdi bat ky thanh phan nao
cua thudc

PHU NU' MANG THAI VA CHO CON BU: Chi dung Albothyl cho phu nif co
thai va cho con bu trong trudng hdp that su’ can thiét sau khi da can nhac
that ky cac nguy cd co thé xay ra vdi me va con. Tranh lau cé tir cung khi
mang thai, dac biét trong giai doan cudi cua thai ky vi ca thé kich thich gay
dé sém. Chi lau phan cé t cung nhé ra 4m dao va cac bé phan bén canh
khi o chidinh nghiém ngét va phai tién hanh hét sirc than trong. Chua cé
nghién ciiu vé nguy cd xay ra khi dung Albothyl cho phu nit ¢d thai, song
céc nghién ctu tién hanh trén dong véat khong cho thdy bat ky bang
chu‘ng nao vé sy gay bién dang trén thai dong vat. Hién chua biét hoat
chat cd bai tiét vao sita me hay khéng?

CANH BAO VA THAN TRONG: Khang dudc nudt vién trimg Albothyl, néu I8
nuét phai, can uong nhiéu nudc va di khdm béc si. Dau hiéu cua tac dung
diéu tri 1a céc mo hoai tir cé thé bong ra khai am dao, doi khi vdi lugng lén.
Do vay nén dung khan |6t vé sinh va thay thudng xuyén dé ngan ngifa cac
c2n ma hoazi tir gay kich ng am ho. Khéng chi dinh dung Albothyl chotré
em va ngudi dudi 18 tudi hodc phu nit sau man kinh, vi hién nay van chua
co kinh nghiém s{r dung trén cac nhém tudi nay. Tranh quan hé tinh duc
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trong théi gian diéu tri va 7 ngay sau diéu tri. Tranh tam vdi xa bang trong
thdi gian diéu tri vi cd thé gay kich (ng. Albothyl khéng ¢é tac dung chong
nhiém HIV ho&c céc bénh lay qua du‘clng tinh duc khac nhu lau, giang mai.
Cidng nhu cac thude khac dung cho am dao, khong dung Albothyl trong
thdi ky kinh nguyét. B& ngoai I6m dém |a mau séc tu nhién cua thube va
khong &nh hudng dén viéc sir dung, hiéu luc va tinh dung nap. Néu quén
o hodc dé da bj dinh Albothyl, phai got sach ngay bng nudc trude khi
thudc kip kho. Khéng dé thudc tiép xuc vao mét, néu bi day Albothyl vao
mat, Iap tuc rira sach vdi nudc, co thé di kham bac sinhan khoa néu cén.

ANH HUGNG BEN KHA NANG LAI XE VA VAN HANH MAY MOC: Chua cé
bao cdo vé anh hudng cla thudc 1én kha nang lai xe va van hanh may
maoc.

TUONG TAC THUGC VA CAC DANG TUGNG TAC KHAC: Tranh ding céc
ché pham tai am dao khac trong théi gian diéu tri vdi Albothyl vi khong
loai trif tuong tac thudc co thé xay ra.

LIEU DUNG VA CACH DUNG: Chi ding tai chd cho diéu tri am dao. Liéu
dung: ©at am dao 1 vién Albothyl (90 mg policresulen)/ ngay. Budng
dung: Vién thudc dudc dat sau vao trong dm dao, tot hon |3 dé ngudi bénh
nam ngira khi dat thudc. Nén dat thude vao budi toi trude khi di ngt dé
phong trudng hap vién thudc bi rdi ra ngoai. Dé dét thudc dé hon co thé
[3m &m thudc vdi nudc trudc khi dat. Lot khan vé sinh dé tranh thudc day
ra quan do hodc givdng nam. Thai gian diéu tri: Nén dung thudc cho dén
khi hét cc triéu chimng, nhung khdng qua 9 ngay. Néu cac triéu ching van
khong cai thién sau 9 ngay, nén ngirng diéu tri va xin y kién bac sT. Chua
c0 bao cdo vé ty 1é tai phat bénh sau khi ngirng diéu tri vdi Albothyl.
TRUONG HOP DUNG THUOC QUA LIEU: Hién chufa c6 bdo céo vé trudng
hdp qua liéu.

TAC DUNG KHONG MONG MUON: Thudc co thé gay kho am dao, bong céc
manh mang nhay. Kich (ng tai chd ca thé xdy ra, tuy nhién céc triéu
chirng nay thuding tu'khdi rét nhanh. Néu cd kich irng manh tai chd xay ra,
diing diéu tri vdi Albothyl va xem xét mét liéu phap khang khudn khac
thay thé. Théng bao cho bac si hay dugc sT cla ban vé bt c(r téc dung
khdng mong mudn gap phai khi sif dung thudc.

BE THUGC XA TAM V@1 CUA TRE EM.

Diéu kién bao quan: Bao quan @ nhiét do dudi 25°C. Han dung: 60 thang
ké tir ngay san xuat. Tiéu chudn: Tiéu chudn nha san xuét. Quy cach déng
g0i: Hop gém mét vi 2 Idp PVC/PE mau trédng duc cé chifa 6 vién trimg
Nha san xuét: Nycomed GmbH

Robert-Bosch Strasse 8, D-78224 Singen, Duc.

Telephone: +49 (0) 753184 0 Fax: +49 (0) 753184 2474.

Nha phéan phéi: Vimedimex Binh Dudng, s6 18L1-2 VSIP II, Buéng s6 3,
KCN Viét Nam-Singapore 2, Thi Dau Mét, tinh Binh Duang.

Dé biét thém théng tin chi tiét vé san pham, xin lién hé:

VPBD Takeda Pharmaceutical (Asia Pacific) Pte. Ltd.

tai TRHCM - Tang 11, Toa nha A&B, 76A Lé Lai, P. BEn Thanh, Q. 1, TRHCM -

BT:84 8 73086848
Gaked)
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POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si

ALBOTHYL®

Thanhphan:
Ml vién trirng co chira:
Hoatchét: Policresulen 90 mg
Td dwee: Macrogol 1500 va 4000; acid edetic, nudc

THUOC CHIDUNG THEO SIJ KE BON CUABAC SY

Dangbaoché
Vién tnrng (vién d&t &m dao)

DUQCLYCH

Nhém dugre 1y didu tri: khéng khudn phy khoa.

M&ATC: GO1AX03

Téc dyng diu trj cia policresulen dia trén 2 cor ché oo méi
quan hé véri nhau nhu sauw:

-Tac dung khang khuln.

- Lam hién tinh ma hoai o,

Qua trinh két ty va sau dé loal bo cac md bénh ly va md hoal
tir 58 kich thich qua trinh lanh vét thuong thért thile ddy
sy i tao bidu md, Bidu md hinh vy it chiu tac ding cla
policresulen han bigu mé hinh try, Tuy nhign ngui ta quan
st thély ¢ hién trong bong céc té bao biéu mé hinh vy & cb
tr cung va am dao.

DUQ'C BONG HOC

Poficresulen & polyme cua acid dihydroxy-dimeathyl-
diphenylmethan disulfonic (C,H,0,8)(C,H,0,8),(CH,0,5),
thuwérng durgre goi [ acid metacresol sulphonic-formaldehyd,
ta san phAm cla qud trinh da ngung tu acid metacresol
sulphenic vai formaldehyt.

Do c6 bén chét 1a mét san phdm da ngumg ty, nghién clu
dugre ddng hoc dugc tidn hanh véi nguyén W danh déu C"-
Dicresulen trén cac loai dong vat khac nhau (chudt, cho va
thd). Trén tAt cd cac loal nay, nghién ciru cho thy hiip thu
toan thén 12 dudi 10% v 1Bu ubng tr 5 dén 30 mg/kg can
nang.

Trén chudt, vér lidu tiém tinh mach 5§ mg C*-Dicresulen/kg
can ndng, 86.7% hoat tinh phéng xa duge tim méuzclrmg
nudre tidu va phan trong vang 72 giér sau khi diing thudc, Sau
khi diing liéu ufing tir 5 hodc 30 mgfkg céin néng, cacti1g nay
1an gt 1a 104% va 98 6%.

Trén cho, 80% liéu duoc tim thay trong vong 72 gitr sau 1
idu don tiém finh mach: 56% trong nurdc tigu, 34% trong
phén. Sau libu ubng 5 mg C"-Dicresulenkg, chi 5% liéu
ding dugre tim théy trong nuérc fiéu va 85% I%u ding dugre
tim théy trong phin, Biéu nay chimg minh h&p thu toan than
chiim sau khi ding theo duéng ubng.

CHIBINH
Bilu trj tal ch® nhidm khufn m dao.

CHONG CHIB|NH
Mig&cam v hoat ohét hay véi bét ky thanh phéin nao clia
th

Phy ni¥ mang thaiva cho con bi

Chi dung Albothy! cho phy nir c6 thai va cho con bu trong
trwrémg hop that sy can thiét sau khi d8 can nhéc that ky
cac nguy co co thé xay ra vér me va con.

Tranh lau cb tir cung khi mang thal, d&c biét trong gial
doan cudi cda thai k vi co thé kich thich gay dé sdm.

Chi lau phén cb tir cung nhé ra &m dao va cac b phan
bén eanh khi &6 chi dinh nghiém ngét v& phal tién hanh
hétstrc than trong.

Chura oé nghién ciru vé nguy oo xay ra khi ding Albothyl
cho phu nir cf thal, song cac nghién ciru tién hanh trén
diing vat khiing cho thiy bt cir bing chimg néo vé sy
gay bién dang trén thai ddng vat.

Hién chira biét hoat chit cé bai tiét vao slra me hay
khéng.

Canh béo vathin trong

Khéng dugc nudt vién tnkng Albothyl, néu I nuét phai,
cén ubng nhidunuéc va di kham bac s§.

Déu higu cla tac dung dibu tr la cdc md hoal tr c6 thé
bong ra khai &m dao, ddi khi v lgng lém.

Do vay nén ding khan 16t vé sinh va thay thuéng xuyén
@& ngdin ngira cac cin md hoai tir gAy kich (rng Am ho.

Khang chi dinh Albothyl cho tré em va nguérl dudi 18 tubi
hogc phu nir sau man kinh, vi hién van chua co kinh
nghiém st dung trén cac nhém twdinay.

Tranh quan hé tinh dyc trong thér gian didu tri va 7 ngay
sau dibu tr.

Tranh thm wéri x béng trong thir glan didu tri vi co thé gay
kichirng.

Albothyl khéng cb tac dung ching nhim HIV hodic céc
bénh &y qua durdrng tinh dyc khéc nhur ldu, giang mal.
Cing nhu cac thube khac ding cho am dao, khéng ding
Albothyl trong théi ky kinh nguyst.

Bé ngoai ibm dbm 14 mau sdc ty nhign cia thubc va
khéng anh huémg dén viée st dyng, hidu lyre vé tinh dung

nap.

Néu quin do hodc db da bi dinh Albothyl, phai gdt sach
ngay b&ng nudre trundre khi thudc kip kha.

Khéng dé thubc tidp xic vao mét, néu bj day Albothyl vao
mét, 1p tire riva that sach vii nudre, od thé di kham béc sT
nhén khoa néu cin.

Anh hwéng dén kha ndng 1l xe va vin hinh méy méc
Chwra ¢6 bdo cao vé anh hudng cla thude 1&n kha ndng
I8i xe v& vén hanh may mdc.

Twong tac thube va céc dang trong tic khac
Trénh ding céc ché phdm tai &m dao khac trong thér gian
dibu trj viri Albothyl vl khéng loai trir turong téc thube co
thé xdy ra,

Ligu diing va cach ding
C:I:ﬁng tal ché cho diku tri dm dao.
L

Détam dao 1 vign Albothyl (30mg policresulen) ingay.

Buwéng ding

Vién thubic duge dat siu vao trong &m dao, tht hon 14 d&
ngudi bénh ném ngira khi dét thube.

Nén ait thubc vao budl tAi tredre khi @i ngd & phang
truréng horp vién thube bj rod ra ngoai.

Dé aat thudc d& hon oo thé lam &m thudc vii nudre truée
khi dat.

Lot khan vé sinh dé tranh thubc day ra quln do hodc
girdng nam.

Thod glan diéu trf

Né&n diing thubc cho dén khi hét cac trigu chimg, nhung
khéng qua 8 ngay.

Néu céc tridu chimg vin khang cai thién sau 9 ngdy, nén
ngirng didu triva xin y kién bac s,

Chura co béo cao v& 1y 18 tai phat bénh sau khi ngimg didu
trj wori Albothyl.

Mmhquﬂngmuﬁczdrféu
Hién chira cé bao céo v trrdrng hop qué lidu,

Téc dung khéng mong mudn
Thudc cé thé gay khd &m dao, bong cac manh méang nhay
Kich (g tai cho co thé xay ra, tuy nhién cac triéu chirng
nay thuémg ty khéi rét nhanh,
Néu cd kich tmg manh tai chd xay ra, dirng didu trj vai
Q'Igow vé xem xét mdt liu phap khang khuan khac thay

Théng béo cho béc si hay dupe sicta ban vé bit cir tic
ﬂyngma:ym‘;nyi"ﬂdnmpnmmwwwm.

DE THUOC O XATAM VO CUATRE EM

Bidu kién bao quan
Bdo quan & nhiét 49 dudi 25°C

n sir dyng
ﬁlhéng
Tiéu chngn
Tiéu chudn nhé sén xuft

Quy cach déng goi
Hép ng motvi Zﬁg\p PVC/PE méau tring duc cd 6 vién trimg.

Nha san xuiit

Nycomed GmbH

Robert - Bosch-Strasse B

D-78224 Singen Germany
Telephone: +4+49-(0) 7531-84-0
Fax: ++49-(0) 7531-84-2474
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