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Isotretinoin 20 mg

HALFHUID-20

CAREFULLY READ THE PACKAGE INSEAT BEFORE USE SPECIFICATION: In-house standard

COMPOSITION: Each solt capsubo containg:
Isotratinain 20

RATION /

hiaalt f
Refer 1o tho package Insar lor use
Instructions

STORAGE:
In dry place, protacted from light below 30°C
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3 Blisters x 10 soft capsules
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¢ rihimg ngudi c6 bénh vé xuong, bat thuémg cdu tic hofc chuyén héa
xuong.
" Ngudi gid: Chua 6 d thong tin 1im sing d&i véi bénh nhin trén 65 twéi, nén
thin trong vi tdi cao cé th ting thém mot s6 nguy co gy ra béi isotretinoin,
Dé xa tilm tay tré em.

SU DYNG CHO PHY NU' CO THAI VA CHO CON BU:

Chiing chi djnh tuyét doi isotretinoin véi phy nit mang thai. Néu binh nhin
mang thai trong khi diéu tr vai Botretinoin hay trong cic thing tiép theo, cé
nguy ca rif lin thai nhi bj dj t1 rit ngng vi nghiém trong.

Cac di 1t thai nhi lién quan dén sir dung isotretinoin bao gdm: bit thwong hé
thong than kinh trung wong (trin dich ndo, di 3t/ bit thuémg tiéu ndo, diu nhé),
dj dang mit, ho ham éch, bt thudng tai ngodi (khong cd tai ngoa, dng tai ngodi
nhé hojc khdng c6), bit thuémg ve mét (chimg miit nho), bil thuimg vé tim
mach, bat thudmg tuyén ire va tuyen cin gidp. Ngoai ra con lim tdng nguy co say
thai tyr nhién,

Neéu xay ra mang thai, phai ngung diéu trj va bnh nhin nén duge gidi thigu dén
mot bic si chuyén khoa dé dugce danh gi va tu vin,

Phy nir cho con bu;

Isotretinoin rat thin diu, do dé c6 nhiéu khi ndng isotretinoin ¢o thé vio sira me.
Do nguy co géy tac dung khdng mong mudn & tré em cia thude, isolretinoin bi
chéng chi dinh & phy nir cho con b

TAC DQONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Giam thi luc ban dém c6 thé xudt hign dét ngdt trong khi didu tri isotretinoin,
bénh nhin can dirge tu vin vé nguy co nay va canh bdo phai thin trong khi lai xe
hodic vin hinh may moc budi ti .

Buon ngi, chang mjt va roi loan thi gidc di duge bao cio, Khi xuit hién nhimg
tri¢u chimg ndy, bénh nhin khéng nén lii xe, vin hanh mdy moc.

TAC DUNG KHONG MONG MUON:

Cac igu chimg sau thuémg dugc bio cio nhit khi sir dung isotretinoin: Kho
niém mac nhu mdi, viém méi, niém mac mii, chiy miu cam, viém két mac mét,
khao da.

M3t s6 tic dung khong mong muén lign hé dén lidu ding cia thude. Cic tic
dung khdng mong muon nay thudmg hét khi giam lidu hojc ngung ding thude
Tuy nhién ¢6 vii truimg hop, 13c dung khéng mong mudn van con kéo dii sau
khi dd ngung dicu trj,

Da vi niégm mye:

Viém moi, khé da, khé migng, khé mii, chay mau cam, ngira, viém két mac (bao
£0m viém két mac mi mit), kich img mat, kho mat (hiém khi kéo dai sau Khi
ngimg thuoc), viém mi va co thé lam giam thich img cia nguai deo kinh ap trong
doi vai kinh,

Rung toc (hiém khi kéo dai), bong da tay, da méng, nhiém tring da (vi dy: viém
quanh mong tay), phat ban (bao gom ban d6, ting tiét ba nhém va eczema) va
nhay cim vai dnh sang.

Phong dai dip img tyr lanh, biéu hién 1 dw mé hat co vo, u hat sinh ma, Pi co
bio cdo vét thuong chim lanh va hinh thanh s¢o 16, Hi¢m khi ¢ bao cio gim
siic 10 da, ting sic 14 da, miy day, hong ban nit, bim tim, viém quanh mong, teo
mong tay, chay mau va viém nudu, rim long, img do va bat thuimg vé toc
Chuyén héa

Tang triglycerid mau (vi du: triglycerid huyét thanh > 500 mg/ dL), mét vai
truimg hop co the co viém tuy, ting cholesterol mau, ting glucose mau, tidu
dudmg, tdng ure mau,

Co xwong khap:

Dau xwomg, dau khap, dau co, dau ngyc thoing qua. Hiém khi b viém khap gbi
cap kém tran dich khap, tén thwong xuong khap njing khong phyc héi. Cic tri¢u
chimg thuémg hét khi ngimg thude, hiém khi kéo dai,

Bat thutmg vé xuong: ting tao xwong, roi loan keratin, véi héa gin vi ddy ching,
Di ¢6 bio cdo lodng xuang, thicu xwong, gdy xwong, lam chim phuc hoi xuong
iy, ting creatinin kinase, va hiém khi cé bio cdo tiéu co van,

Huyél hge:

Tang ty 1§ ling hong cdu, xiy ra & khodng 40% bénh sir dung isotretinoin. Téc

dung khéng mong muon khic bao gdm giim n(‘mg dj hemoglobin va hematocrit,

gidm s lugng hong cdu vi bach cdu, va ting s lwgng tiéu cau. Tang hojic giam
50 lugng hong cdu ludi, thidu miu, giam bach cau trung tinh (bao gOm gidm bach
cdu nghiém trong vi hiém khi bao cao mét bach cAu hat), gidm tiéu chu.

H§ than kinh trung wong:

Tic dyng khéng mong muén trén hé thin kinh cua isotretinoin bao gom: ther o,
mét moi va dau dau, bit n cam xic. Tran cam, roi logn tim thin, va higm khi,
€0 ¥ twdmg ty ta, tw i, va hanh vi hung hing vi/ hofic bao lye d3 duge bio cio,
Déng kinh, mét moi, mat ngi, cing thing, mét méi, dj cam, va chong mit ciing
d3 dugce bio cdo.

U ndo gia (ting huyét &p ngi sg lanh tinh), thuimg kém theo dau dau, réi logn thi
giac, phi gai thi, d6i khi cé xuit huyét ving mac di duge bio cio & nhimg bénh
nhdn sir dung isotretinoin,

HE tiéu héa:

Tic dung khdng mong mudn trén hé tiéu hoa cua isotrefinoin bao gém chin in,
budn nén va nén, ting sy thém an, khat, héi chimg viém rujt (bao gdm viém hoi
tring khu i), hiém khi c6 béo cdo gidm cin va chy miu dutmg tiéu héa nhe.
Gan:

Miic du isotretinoin duge cho 14 it djc voi gan hon so véi vitamin A hodic

tretinoin, dd xdy ra viém gan lim sdng & mét vai bénh nhin ding isotretinoin, |

Tang nhe vi thoing qua ndng d§ huyét thanh ctia phosphatase kiém, lactat
dehydrogenase, y-glutamyl transferase (GGT), AST (SGOT), va/ hojc ALT

(SGPT) di xdy ra ¢ khoing 10 - 20% bénh nhin sir Qung Esotrelinoini Cic bat |
thudmg trén s& hét mic du tiép tuc diéu trj hodc giam lidu, Néu nhimg bdt thutmg |

trén kéo dii hofic néu nghi ngér viém gan, nén ngimg thudc va didu tra nguyén
nhiin,

Miit v tai: :

Ngodi viém két mac vi kich img mét, di cé bdo ciio mé gidc mac, duc thiy tinh
!hc.‘ M@ gidc mac do isotretinoin s& khoi ngay hoiic 6 - 7 tuin sau khi ngimg
thuoc.

Ri loan thi gide: thuéng la giam thi lyc hofic mé mat, nhung ¢6 the xdy ra thi
gidc dugmg ham, mdt thi gidc tam théi, song thi, sg anh sing, réi logn nhin mau,

gidm 1am nhin ban dém va kho khan trong viéc nhin, Hiém khi xdy ra viém diy |

thin kinh thi gigc, nhung méi quan hé nhin qui véi thude chia dugc thidt lip.
Bdt ky réi logn thi gidc nao xudt hign trong qui trinh ditu trj isolretinoin cin
dugc theo ddi can thin.

Suy giam thinh giac di duge bao cio va trong mt sé trrimg hop kéo dii sau khi
ngung thuéc.

Cic tic dyng khéng mong mudn khic:

Viém tuy cap (bao gém viém tuy xuit huyét gy tr vong) hiém khi xdy ra.
Herpes simplex lan téa, phis né, nhiém tring dwémg hé hép, co thit phé quan (c6
hodc khdng co tién sit hen suyén), ¢6 mé hoéi, G tai, thay dbi giong néi, kinh
nguyét bat thuémg, hach to, nhip tim phanh, dinh tréng ngye va u hat Wegener
dd dugc bio cdo, tuy nhién moi quan hé nhin qua véi thude cha dug thict 13p.
Mgt vai bénh nhan sir dung isotretinoin da phat hi¢n bach cau trong nudc tiéu,
protein nigu, ticu mdu, viém cAu thin va cdc bt thuéng ni¢u sinh duc khang dic
higu.

Voi héa tip trung, xo gan v viém co tim; voi héa déng mach, phéi va mac treo
mach vanh; vé1 hoa di cin niém mac da diy di xdy ra & dong vil sir dung licu
isotretinoin 8 hojc 32 mg/ kgf ngiy trong vong 18 thing hodc liu hon, Chua biét
nhimg tri¢u chimg nay co the xdy ra & ngudi hay khéng,

M.-ij:g bdo cha thdy thuie cdc tdc dung khong mong mudn gdp phai khi sie dung
thuac,

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

= Vitamin A: vi kha ning giy thém cic tac dung khéng mong mudn, khéng nén
sir dung chung isotretinoin véi vitamin A hojc cac dan xuat cia nd.

= Tetracyclin: tranh sir dung chung isotretinoin vai tetracyclin hojc minocylin,
do nguy co giy u nio gia (tang huyét ap ndi so lanh tinh),

~ Thude tranh thai duémg udng: di ¢é bio cio mang thai & phu nir sir dung
thude winh thai dwimg uéng ciing nhu duémg tiém, cdy, ngoai da va xiy ra
thutmg xuyén hon vai nhimg ngudn chi sir dung mét bién phip tranh thai.
Chua 18 higu qua cia thude ngira thai dang hormon c6 thay déi khi sir dung
chung vai isotretinoin khéng. Do dé khi diéu trj biing isotretinoin, phy nix co
kha néing mang thai nén sir dung ddng théi hai bign phap trinh thai ngay ca
khi m6t phuang phap I thudc ngira thai dang hormon, trix khi lra chon kiéng
cir tuyét déi,

- Phenytoin: Chua co bing chimg tin nguy co mat xuong khi ding chung
phenytoin vai isotretinoin, tuy nhién cin thin trong khi phi hgp hai thude.

— Corticosteroid: Chua cé bing chimg tiing nguy ca mat xwong khi ding chung
corticoid vdi isotretinoin, tuy nhién can thin trong khi phéi hop hai thude,

QUA LIEU - XU TRi:

Isotretinoin ¢6 tri¢u chimg qud lidu gidng nhw qua lidu vitamin A: nhirc diu
njng, buén nén hay nén mira, ngi g, kich img va ngira. Céc trigu chimg ndy s
bét dan ma khéng can diéu trj.

DONG GOI: Hop 3 vi x 10 vién nang mém,

BAO QUAN: Nai khé riio, trinh anh sing, nhi¢t dj khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chudn nha sin xudt.

HAN DUNG: 36 thing ké tir ngiy sin xudt.

San xuat tgi:

CONG TY TNHH DP DAT VI PHU

(DAVI PHARM CO., LTD) ;

L& M7A, Buing D17, Khu CN My Phuc 1, x3 Théi Héa, huyén Bén Cit, Tinh
Binh Duong, Viét Nam.

Tel: 0650-3567689 Fax: 0650-3567688
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