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ACNOTIN 20

{Viin nang mém Isotretionain 20 mg)
THANH PHAN
WA vign nang gelatin mdm chir:
IStratingin (USP) ... ..oooceervenns 20 mg

Td duge: Sdp ong irfing, Butylated hy:lm;tyanisd. dinatri Edetat, Ddu thyrc w4t hydro hda mit
phin, DAu ddu nanh.

Vo nang: Gelatin, Glycerin, Dung dich sorbilod T6%, Carmotsin (E122), Mau xanh (FD & C
Blue Mo.1), Ponceau 4R (E124), Oxyd sdt den (E172), Tian dicxyd (E171), Nurére tinh khidt.

MO TA : Vign nang gelatin mém, méau cam, hinh thudn, & minim.

BAC TINH DUQIC LIFC HOC

Cor ché e dyng thill sir cla Isotretingin chura duge bilt. Tuy nhign, theo nhimg hidu bist hign
nay thi Isotratingin of te dyng lm gidm kich thude tuydn b nhém v ire chd hoat ddng cda
tuyédn ba nhém, vl thé lam gidm sir bai 1dt b3 nhirn. Ngodi ra, Isotretinoin cdn ob the dung
khdng vim trén da.

BAC TINH DUQC Wmﬁc
; Isotratinoin dugc hap the qua duémg tiéu hoa, Udng Isotretingin trong bira an cb thi
~dam ting sinh khd dyng oda-thude nhérdée tinh db hdp thu clia thude do oo tinh Lra lipid cao.

- Isatratinoin gén két manh véi protein huydt tuong, chil yéu 18 albumin (59,9%).

- Thé tich phan bl clia Isoiretingin & ngur chira duge x4c dinh vi lsotretinoin khing cd s8n
nhur khi diing durérng finh mach, It o6 cac thiing tin wh sy phiin b cla lsotretingin vio ce md,

- Néng 43 Isotratingin trong kp bidiu bi biing mit nira 5o véri trong huyét thanh.

- Ming @5 Isotretingin trong huydt twong khodng 1,7 Bin so véi méau todn phin do ss tham
nhdp kém cla Isoiretingin vao cdc té bao hing clu, ?

; Isotretinoin duge chuyln haa & gan va oo thid ¢ cd thanh nudt non. Chét chuydn
héa chinh dugre tim thily trong maw va nude tib dudd dang 4-cxo-isotretinoin, Ngodi ra cdn
b cdc chit chuyén héa khéc nhu tretingin v 4-xo-tratingin.

Thiil trir: Isolretingin duge dao thdi chi ydu nhir sir chuyén hda & gan va bal 8t qua mat.
Isotratingin dugrc d40 thai qua phiin v nudee tidu v legng tuomg dwong. Théd gian bian thi
ciia isptretingin tr 10 @én 20 gidr,

CHI BINH ;
Isotretingdn 14 mét retingid &idu tri myn trimg ca todn thiin, chi dinh trong g hep myn
trirng cd nding, myn tring cé khiing ddp img wii cde phureng phip dibu {hurimg, myn
irieng o gy bidn dang mdt dd lai nhibu seo xdu, myn tnimg ca kéo dai By ndm gay dnh
hudmg trdm trgng ddn nghd nghilip, thm Iy x4 ho,

LIEU LIO'NG VA CACH DUNG

Libu diing théng thudmg & ngudd Km va thanh nidn 4 0,5-1 mg/kg can ndng mdi ngay (chia
thanh hai fibu, ding trong biFa &n) trong 15-20 tuln,

Lidu t4i da 12 2 mgikg can niing mBi ngay dugre dp dyng cho nhimg bénh nhin bj myn trimg

¢ rilid ndng hode myn ban ddu xull hidn & ngyc hay | vi & mat. .
Hidu qué dibu brj vé ta¢ dyng phy cia thube cb thé kh #Aﬁ&fﬁsmmf
dibu tr, do 86 nén @by chinh by diby 1 duy tri ge grﬁmmmlutm

ngay, tuy iimg trudmg hap ey thil. Trong théi gian d&u didu tr isotratingin, myn trimg o
b thib xuldt hibn nhidu hon mdt chibt va thodng qua, A8 khi cin dibu trj kit hop vid Bbu phip
adranocorticoid,

Thir gian didu tf thirdmg kéo dil khodng 16 tulin, Khi ddnh gia hidu qua dibu tr cn e § ring
tinh trang biénh vAn durge cai thidn ngay e khi ngung ding . Do a8, nén ngung it nhit
& twhn trurdrc khi bt ddu didu i nhde lai bing isatretinoin va libu diBu trj nhéc lai cling gifing
nitir lidu dibu t ban dhu.

Ding ddng thirl vér cac thube bl tai chll: khing duee ding dlng théd vir cée thude Sibu th
myn trimg i bai tai chd oo the dyng 1am bong da, tiéu simg hodic xg trj bling tia cye tim. Bénh
nhén ndn han ché tidp xic tnge idp véi dnh sdng mat iréd, Néu cdin o8 thé hi try didu tri bing
thude i myn trirmg c& béi tai chl oo tae dung nhe.

Thusbc khéing phil hop 38 dibu tr myn trimg ci & tnd em duwdi 12 tubl,

TUONG TAC THUSC

Khiing diing déing thér isotretinoin vi vitamin A do oo thd ldm ting triéu chimg thira vitamin A,

D3 ghi nhiin mit vai trudmg hop b tAng 4p lec ndi s khi ding phdi hop isotretingin va
tetracylin. Do d6, khiing ding tetracylin trong théd gian didu trf isctretinoin.

Tée dyng cla progestaron libu thip o6 thd bi gidm khi ding dbng thér viri isotretinain, Do &0,
khéng duge ding céc ché phdm ot chira progesteron fibu thdp trong thoi gian dibu irj
Isofretingin,

Phinytain: thin trong khi ding két hep phanytoin va isolretinoin dbng théri vi oo thd gidm tac

dyng thude,

Ketoconazol: dung dbng théri oo thd 1am tEng nbng g8 huydt thanh cia corticosteroid trang

!nzﬁmdo lm gidim thanh thai cla hai thude ndy. Biku chinh 8y ding corticostercid cb
" théh 14 cAn thidt ndu ding ddng thir.

CHONG CHI BINH

Khing ding lsotretincin cho nhimg tredng hop saw:

= Bénh nhdn suy chirc nding gan va suy chirc néing thdn, bénh nhin ngd ddc Vitamin A, bénh
nhan tng lipid mdu, bnh nhisn midn cim v Isotretingin va bt ki thanh phiin ndo cia thubs.
- Khéing diing dbng thir lastretinoin wH ede khang sinh tetracylin,

= Phy nir dang mang thai, hodic od dy dinh mang thai va phy ndr dang cho con bd.

- Khéing ding mau cla bénh nhan dang sir dyng hodc b sir dung Isotretinoin 1 thing e
44 36 truyln méu che nhimg phu nir trong thixi gian dyr dinh c thai,

PHIJ NOF MANG THAI VA CHO CON BU

Isotretinoin ob nguy cor gy sinh qual thad cao. Do 36, khdng ding isotretinoln cho phy nlr od
thai hodie dy dinh o6 thai trong thiri gian dang thudc. Nguy cor rit cao 86 wéi thai nhi néu
nguriri mg o thai trong thév gian ding thudc & bt ky Bu nao, ngay cé khi chi didu tr trong
thiri gian ngiin. Mhirng bt thardmg vl thai nhi ob lién quan dén isotretincin 48 duge ghi nhin
bao glm ndo (ng thuy, tat dAu nho, cie bt thurdmg & tai ngoai {nhd hode khong odb dng tai
ngodi), t8o nhén clu, bt thurémg hé tim mach va céc dj dang v néo.

fsotretingin ed tinh wra lipid cao, nén df bl xudt vo sira me. Khong ding isotretinoin frong
théri gian cho con bl do ob nguy co gy e dung phy cho tnd.

Phai ding dbng théri 2 phurong phép ngtra thai hibu qud lidn tye trong 1 thang trude khi bt
&y A i, trong sudit thiv glan Sidu irj va 1 thang sau khi ngung didu tri. Thim khdm J8 nhic
nhdr biénh nhan v thm quan trgng cia vide ngira thal. Néu o4 thal trong thix gian ding thudbc,
phdi héi  kiln bae 7wl vide cb nén tiép tye oo thai hay khdng. Chi bt ddu ding isotretinoin
w0 ngay thir 2 hodic thir 3 cia ki kinh ké tilp.

ANH HUMONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Bénh nhin s0r dyng Isotretingin nén thin trong khi lai xe v wiin hanh méay méc ndu cb tridu
chirng vit thi glde nhur hoa mét, budn ngd khi sir dung thube.

THAN TRONG VA CANH BAD BAC BIET KHI SUF DUNG

Cinh bdo:

= Tuyit @bi tufin theo huéng din st dyng.

- Khéing durgre ob thai frang théd gian diing thubc,

- G nguy co gy dj it thai nhi nlu o thai trong théi gian ding thube,

Thin treng:

- Chi ding isotretingin thieo chi dinh cla thiy thude cb kinh nghidgm dibu tf retinoid tadn than
{tbt nhét 13 béc 5T da lifu) va hidu rd vh nhimg nguy cor sinh quai thai nbu ding cho phy ni
ol thai,

- Phai kikm tra chirc ndng gan trudre khi dibu tr, 1 thing sau khi bt dAu didu tr va dinh ki
mil 3 ihéng sau 46,

Mbng 85 lipid huydt thanh cling nén dyos kidm tra trrde khi dillu t, 1 thang sau khi didu t§
v sau 3-4 thang Jbu trj.

- B8 ob bdo cho wh tdmg hep trdm cdm, loan thiin hode ob ¥ dink 1 tr va by B lidn quan
dn vidc didu tr bing ksotratinoin. Mac di chua rd oo chit nhung phai quan tim chim séc dic
it a8i wiri bitnh nhén oo Bln sir bénh trim cim v phai theo di nhimg ddu higu nay & tt
céi cic bénh nhan 8 oo bign dibu tri thich hegp.

- Kham bac sT khi o vén & vé th] e hosic cam thiy khé chiu khi deo kinh 4p trong. Glam thi
Iyre: bao gl che iridu chimg nbee sor dnh sang, khi milt hode hoa mdt, nhimg tidu chimg nay
i thé anh hurdmg dén kha ndng i xe va van hanh may moc.

- Pivi thin trong ddnh gia gidra Iod fch va nguy oo eb thé xdy ra cho bénh nhdn va chi ding
isotretingin trong nhimg tnrémg hop bénh ndng.

- Muyn inirng c4 14 bénh of ién quan dén hormon androgen, do dé khdng nén ding dbng thési
mmmmmmmwmwmm.u:dunmﬂnmm1s-nmmm
(narstercid), nhat 1 trong tedmg hop o van a8 wh ngi idt,

- Kihiing durgrz 108 da mat trong thix gian ding isotretingin va 5-6 thang sau khi ngung thude
do o nguy co' gay se0 Ibi.

- Khiing diing céc logl sdp nhd ¥ing trong thixi gian didu trj isctretinoin clng nhur frong wang
5-6 thang sau khi ngung thude vi o nguy o gly vitm da.

- Bi viri nhirmg nhém bénh nhan d35¢ bidt: phai thurdmg xuyen kidm tra cac sd By can lam
sang dbi viri nhimg bénh nhén trong nhdm cr cao (bénh nhan dai théo dudmg, bénh
nhén béo phi, binh nhan nghidn nrgu hodc i loan v chuydn hod lipid) dang didu tr bdng
isotretinoin,

Phai thurérmg xuyitn do glucose huylt & nhirng bénh nhdn bj binh hode nghi ngdr bi bénh dai
théo dwémg. Mic do chura xéc dinh duge mbi lign quan nhung d& oo bdo cdo vb mt sb
trurfmg herp tang glucose huyét rit nhanh, nguy cor vidm tyy, vigm rudt, nh hudmg trén tai, b
oo xiromg wa mit 56 tnndmg hop ddi thédo dubmg mdd duge phit hidn trong thir gian ding
isatretinoin,

Kt migng cb thé gay ra nhimg vin d& vé rang va 1am trdm trong hom nhing bénh ra

miéng nihwr sdu rang, banh vl nudu va nhidm ndm. Bé han ché nhimg win a8 v ring oo

diing dung dich thay thié nuére bgt, ngém keo khing duimeg, hodic nudre 44,

TAC DYNG KHONG MONG MUON

Phdin bom tae dung phy cla isotretinoin én quan dén lidu, O libu théng thuremg, 1 1 gidra nguy
cor v i fch cia thudce 13 chip nhan duge.

Céc the dyng phiy ob thé xdy ra nhur sau:

Trigu chimg thira vitamin A: thadmg bi kho da, nim mac, nit méi, chdy méu cam, viém két
mac mét, dyc gisc mac ob ki phuc va khang sir dyng dugre kinh &p trdng.

Da va céc phdn phy khéc: ngoai ban, ngdra, vidm da, 3 mé ndi uhat mung ma, vidm quanh
méng, teo méng, tEng tgo mé hat, ryng toc, xult hidn nhibu tnimg cé, rém kng, tang sic th,
da ting nhay cim v dnh séng.

Cor vid xuromg: dau e, dau khirp, Wng sinh xweng, vilm gin v cac thay 381 khac vd xuong.
Tam thiin va hé thip kigh trung Lromg: nfii logn hanh vi, trdm cam, dau ddu, ting Ap kre ndi sg,

inh Iy & midt vai thn 55 nhdt dinh, sgr dnh sdng, ri lean
wit d8m), dyc thuy tinh thé, vidm gldc mac.
_ M tidu hod: budn nén, vigm dai trang, viém hbi trang va kL trdng, chay mdu tidu hod,

Gan, mét: ting men gan tam thér v cd hbi phye, 8bi khi cb truémg hop bj viém gan. Trong rit
nhidu tnemg herp, sy thay 3l vin ndim trong gidr hgn binh tharémg v trdr v gl trj ban ddu
nmgrmﬂﬁﬁanm&um.ﬁqmmﬁ,rhmwséwm\gmpph&gmﬂéumw
dii 3

mngdp;mm&lphéqm

Mei: gidm bach cu, hing chu, ting hodic gidm tidu chu, ting the 48 lng mau

28 nghiém cdn idm sang: 1ing cholestero! v trighycerid huydt thanh, ting acid wric huydt. B
ghi nhén trudmg herp gidm HOL, nht 14 & lifbu cao va & nhimg bénh nhin ma gia dinh e tikn
sir ri loan ehuyén hod lipid, 08 théo dudmg, béo phl hodc nghién rugu. Nhimg thay a8 nay
b likn quan @bn lidu va s trér vl binh thudng khi gidm Bu hodc ngung dong thude, Tuy
nhidn, vin phdi cénh béo cho bénh nhiin vl nhirmg the dyung phuy o6 thé xéy ra khi ding thube.
Anh hidmg dfin sire &b khang: nhifm tring tai chd hodc todn than do vi khudn Gram duong
(Staphylococous Aurews).

Théng bdo cho Bde si nhimg téc dung khéng mong mudn gip phii khi sir dyng thude.

QUA LIBU VA CACH X(r TRI

QU i Isotretingin gdy tridu chimeg thira vitamén A. Thutmg 4 dau biung, ching mét, ting p
Tyre 0l 50, dau ddu, nidan, ndn mira, kich (mg da va ngira.

Xl trd khi quidi I

£ gidm hiip thu: Rira da day od thl duge 4p dyng trong hai gitr diu sau khi bj quda bu.

mmmmémwbenhnmmmaummqua lidu ngay & libu dibu tr,

- Thed dbi sir gia tEng &p e ndi s9.

- Phai tién hanh thir thai & vdi béah nhan nd ed nguy cor ob thai ngay khi iy ra qud lidu v
1 thang sau do. Trong trwdmg hep of thai, phdi can nhiic thit ki v vidc Bép tye ob thal v
nguy oo dj dang bao thai,

- Thir réu &4 xéc gjnh ndng @3 [sotretinin va chit chuydn héa cla nd,

HAMN DUNG: 24 thang kb tir ngdy sdn xufit

BIEU KIEN BAO QUAN: Bdo quan noi kho mat, dudi 30°C, Tranh &nh séng trnge tifip,
TIEU CHUAN: nhé sdn xult

BONG GOI: Hop 3 vi x 10 vign nang mém.

B4d thudc xa thm tay tré em. Boc k§ hwdmg diin trude khl sir dyng. Néu cdn hol thém
théng tin ctia Bdc .

Sdn xulit béi: MEGA LIFESCIENCES Publle Company Limited

384 Moo 4, Soi B, Bangpoo Industrial Estate, Pattana 3 Road, Praeksa, Mueang,
Samutprakam 10280, Thai Lan.
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