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Imanok

(Tsotretinoin 10,0mg)

D kj hudng ddn sir dung trede khi ding
Néw cdn thém thong tin xin héi j kidn béc si, duwpe si.

Tén thube: IMANOK

Thinh phda: Mdi vién chira:

Té dupe: Diu &u nanh, lecithin, diu co, sip ong tring, gelatin, glycerin, sorbitol,
methylparaben, propylparaben, vamilin, titan oxyd, FD&C Blue No. 1, FD&C Yellow
No.5, nudc tinh khiét.

Dgng bao ché: Vién nang mém.

Quy céch déng géi: Hop 2, 4, 6 vi x 15 vién,

Djc tinh dwye lyc hoc:

Isotretinoin 1 mdt stercoisomer cua axit retinoic. Nghién ciru trén lim sing cho thiy
isotretinoin gitip cdi thién tinh trang mun tnimg cé ¢6 lién quan dén liéu heong vi théi
gian irc ché hoat ddng cia tuyén bi vé lim gidm kich thudc cia dng tiét bi nhéim.
Bic tinh duoc djng hoc:

Hap thu: c :
Isotretinoin dwge hip thu 16t hon qua duémg tiéu hda khi ding ciing thyc phim nhiéu
chit béo. C hai ndng d§ dinh ong huyét twong (Cmax) vi néng &6 hip thu (AUC)
ciia isotretinoin déu ting hon gip ddi sau mdt bira in nhiéu chit béo duoc so sinh v
isotretinoin trong dieu kién nhin in.

Phdn bé:

Hom 99,9% lugng thudc gin két vén protein huyét twong va chia yéu 1 albumin. Thude
wmmmm.mmmimhumﬂmmmmm.
Cl héa:

Isotretinoin dwoc chuyén héa & gan vi c6 thé & ci thinh rudt non. It ahit 3 chil
chuyén héa dugc tim thiy trong huyét twong: 4-oxo-isotretinoin, acid retinoic
(tretinoin) vi 4- oxoaxit -retinoic (4-oxotretinoin).

Chilt chuyén hoa chinh dugce tim thiy trong nudc tiéu dudi dang 4-oxo-isotretinoin.
Nghién ciru in vitro cho thiy ddng dang P450 chinh tham gia vao qué trinh chuyén
héa isotretinoin ki 2C8, 209, 3A4 vi 2B6. Isotretinoin va cée chit chuyén hoa cha nd
tiép tuc chuyén hoa thanh cic dang lién hop vi duoc bai tiét qua phin va nudc tibu.
Thai trie:

Cic chit chuyén hda cisa isotretinoin dugc bai 1iét qua phin vi nudc tidu (65% dén
83%). Sau khi cho 74 nguoi I6n khoe manh ubng liéu duy nhit 80 mg isotretinoin
clng thirc &n, thi gian ban thai trung binh cua isotretinoin va 4-oxo-isotretinoin tim
duge tuong img 14 21,0 + 8.2 giér vi 24,0 = 5,3 gidr. Ty 18 tich Ny isotretinoin ting 1én
0,90% dén 5,43% khi ding tir liéu thir 2 & nhimg bénh nhén bj myn trimg cé boc.
Chi dinh:

Diéu trj céc deng mun rimg cb niing bé thong ma khing dip img vén céc phuong phap
didu tri khic wrudc 86, dac bidt 13 myn trimg cé dang boe. Tsotretinoin cling duoc chi
dinh dé didu tri cac vi khudn gram dm trong cic nang l6ng. mdt sb truémg hop tmimg
ci 46 vi viém tuyén md hoi nhiém mimg, _

Isotretinoin ciing c6 thé c6 thc dung sira chira nhimg réi loan simg hoa trkm trong nhu
bénh da dang vay cé bim sinh, 46 da, da viy cd (dang ming mong hodc céc dang viy
ch khic), viém nang Mng simg héa (bénh Daricr), simg héa léng bin tay bin chin,
bénh viy phin d6 chin t6c (PRD).

Lidu lwomg va cich ding:

Bénh nhin bj myn trimg ci, nhiém khudn nang 16ng, viém tuyén md héi nhidm tring
vé rbi logn simg hoa trkm trong:

- Lidu didu trj nén khéi @hu 6 mic 0,5 dén 1 mg/kg cin niing mdi ngiy chia lim 2 lin
trong thoi gian tir 15 dén 20 win. Lidu 18 da 14 2mg/kg cin ning mdi ngity dbi véi
nhimg bénh nhin & tinh trang trimg cd rit ndng hojc bénh khan dbu & nguc hay lung,
- Hiéu qua didu irj vi che tic dung phy cia thude c6 thé khic nhau & mdi c4 thé sau
khodng 4 tudn didu tri, do do liéu duy tri nén didu chinh trong khodng 0,1- | mg/kg
trong luong co thé niy timg truémg hop cu thé.

- Théii gian didu trj thuomg kéo dai trong vong 16 wudn. Nén ngumg diéu tri trong vong
2 thang trudc khi tii s dyng.



- Thube nén wing trongfyttin & by 1€ g ﬁ#ﬁd&p:ﬁ:mlﬁwﬁ
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Thude nay chi ding khi cé sw chi djnh cia bic si
Chéng chi dinh:
Khong diing isotretinoin cho nhimg truémg hop sau:
- Bénh nhin suy chirc ning gan vi suy chirc ning thin, bénh nhin ngd doc vitamin A,
bénh nhin ting lipid mau, bénh nhin min cim véi isotretinoin.
- Phy nit dang mang thai va dang cho con ba.
- Khing ding méu ciia bénh nhin dang su dung hojic o s dyng isotretinoin | thing
trude 46 3é truyén miu cho nhimg phy nit trong théi gian dy dinh c6 thai.

Thin trong:
Isotretinoin 14 mit thudc o6 kha ning sinh qudi thai cao. Do viy, kbong sir dung
IMANOK cho nhimg phy nit ¢b thai holic dy dinh ¢ thai. Bénh nhin can dugc thim
khém a4 loai trir c6 thai 4 ko trude khi didu tri véi isotretinoin. Cln sir dung céc bign
phép trinh thai lién tuc trong vong | thing trudc didu tr, trong thér gian diéu tr) vi |
thang sau khi dd ngmg sir dung thudc.
- Trimg cé 14 mdt bénh c6 lidn quan dén hooc-mon androgen, do vily khéng nén sir
MLMMMMﬂMMEHImmwmﬂ
¢6 ngudn gde tir 19-nortesterol (norstervid), diic biét 14 trong nhimg trudmg hop cd
vin aé vé ndi tide
- Khéng tién hanh 16t da mat trong thoi gian diéu tri véi IMANOK cilng nhy trong
vong 5 dén 6 thing sau khi ngung didu tri do nguy co giy seo 16i & mt 56 viing da
khdng dic hiéu. .
- Khéng ding céc logi sip nhd long trong thoni gian diéu tri ciing nhu trong vong 5 dén
6 thing sau dé vi cb thé giy nén nguy co viém da.
- Pdi v6i nhimg bénh nhén trong nhom nguy co cao nhu dii théo duimg, béo phi,
nghién rugu, rdi loan chuyén héa lipid, ciin kiém tra thuémg xuyén cic thong 0 cin
lam sing néu cin thiét.
Tic dyng khing mong muén:
Phén km céc tic dung phy khi sir dung isotretinoin ¢ lién quan &én lidu sir dung. Cic
tac dung phu thuémg duoc béo céo l cic trigu chimg lién quan dén viéc sir dung qué
lidu vitamin A. Cic tméu chimg khdng mong mudn bao gom:
- Tri¢u chimg ngodi da: khé da, nhay cam véi dnh séng.
- Duémg ti¢u hoa: khd mdi, budn ndn, non, dau bung, chén &n, vidm lei.
- Viém két mac, rdi loan thich nghi bong 16i, dyc thiy tinh thé.
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Thang bde ngay cho bic si hoge duwge si khi gdp phai

cic tac dung khing mong muin clia thubc.
Tuong tic thube:
Khong sz dung ddng thai IMANOK vdi cic thude nhur vitamin A, nhém minocyclin,
tetracyclin va ruou. Ngung sir dung boi ngodi da benzoyl peroxid, sulfur, tretinoin
hofic cic thude bdi ngodi s tri trimg cd khic trude khi bit diu diéu tri véi isotretinoin,
Sir dyng thude cho phy nir c6 thai va cho con bi:
Di véi phy nit c6 thai:
Khing duge ding isotretinoin cho phy i ¢6 thai, cd ¥ dinh ¢6 thai hodc ¢o khd ning
sdp co thai. Isotretinoin ghy khuyét tit bdm sinh ning. Ding thudc trinh thai vi xét
nghiém thai nghén trwdc khi bit dhu didu trj vi hing thing trong qué trinh didu trj,
Khong nén co thai it nhdt | thing sau khi ngimg ding isotretinoin.
DVi v phu wit cho con bi:
Khéng dung isotretinoin cho phu nir cho con bi.
Anh hwimg @én kha ning 141 xe vi viin hanh miy méc:
Thén trong wong thén gian sir dung vin nguin dang |4 xe va viin hanh may moc,
Qui lidu vi o tri:
Qui lidu isotretinoin giy tridu chimg thir vitamin A. Thuomg la dau bung, chong mt,
dau ditu, bubn ndn, kich img da vi ngira. Clin rira da ddy sém.
Bio quin: Béo quin trong bao bi kin, & nhiét 4§ phong dudi 30°C, trinh inh sing.
Han ding: 24 thing ké tir ngity sin xudt.

PE THUOC TRANH XA TAM TAY TRE EM.

Nhi sin xudt
Céng ty cb phin duyc pham CPC1 Ha Ngi
Cum cdng nghiép Ha Binh Phuong, huyén Thuémg Tin, Thioh phd Ha Noi.
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