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Boc k§ huang‘ai#siaﬂg' trude khi diing. BE xa tim tay tré em.

Thing bido ngay cho béc s§ hode dugc sy nhimg tic dung khéng mong mudn gip

phii khi sit dung thufic. ThuGe nay chi diing theo ddn cia bic s7.

Tit thing tin sdn phim nity bao gém hudng din sit dung cho thuée 6 nhiéu him htgng khdc
nfra.

THANH PHAN

Mdi vién nang mém ZOACNEL-5 chira:

| E33T ST TS TT ) F— Smg

Td diege: Burylared hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
Mt saybean oil, palm oil, gelatin 200 bloom, glveerin, methyl paraben, propyl paraben, sorbitol

ling, ethyl vanillin, titan dioxyd, man allura red, méaw brilliant blue, man artrazin vellow.

Mdi vién nang mém ZOACNEL-10 chira;

IsOtretinOin..commmemsmmin 10 mg

Td diege: Burylared hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
sovbean ofl, palm oil, gelatin, glveerin, methyl paraben, propyl paraben, sorbitol 1dng, ethyl
vaniflin, ritan dioxyd, maw ervthrosing mau sunset yellow, mau briliiant blue.

M3i vién nang mém ZOACNEL chia:

| ETRTT (T T TS 20 mg

Td dugce: Burvlared hydroxyanisol (BHA), natri edetar, beewax white, polvsorbar 80, lecithin,
sovbean oil, palm oil, gelatin, glycerin, methyl paraben, propyl paraben, sorbitel long, ethyl
vanillin, titan dioxyvd, méaw allura red, mau brilliant blue, méu rartrazin yvellow.

Dang bao ché: Vién nang mém.

Mé td sdn phiim;: &
ZOACNEL-5: Vién nang mém, dang oval miu ndu 46, bén trong chita hn hdp miu ving F
cam.

ZOACNEL-10: Vién nang mém, dang oval, phiin mfta mau dd ndu, nita kia mau kem, bén
rong chita hin hop miu cam nhat

ZOACNEL: Vién nang mém dang oval miu b niu, bén trong chita dich thudc mau cam,

Quy cich déng géi: ZOACNEL-3:  Hop 6 vix 10 vién.
ZOACNEL-10: Hop 3 vi x 10 vién/ Hop 6 vi x 10 vién.
ZOACNEL: Hop 3 vix 10 vién,

Thuie ding che bénh gi?

Sdn phim ZOACNEL chia thinh phin chinh ¢d tdc dung dude Iy 13 isotretinoin, thube tri
mun trifng cd nhém retinoid.

ZOACNEL dude ding d¢ didu tri bénh tring o4 njing d3 khing vdi cdc li¢u trinh chudn bling
khing sinh uding vii thuGe bdi wén da, chi dude ditng khi ¢6 chi dinh clia bic s§.
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Nén diing thudc nay nhu theé nivo vi lidu lugng?

Ludn ding thufe chinh xdc nhy hudng din cla bic s§ hodc dide s§. N&u ban chua 1o, hily
hdi lai cho chie chin,

Chi sif dung isotretinoin dudi sy gidm sdt ca bic s§ ¢6 chuyén mén, tim hidu 5 hodc hai
bdc sy vé nhifng nguy cd cla thude vi cdc bién phép xif tri khi edn thiét trude khi ding thude.
Li¢u khdi ddu cho ngudi lén: thuding 13 0,5 mg/ kg/ nghy. Nghia 13 néu ban ning 60 kg, liéu
khdi diiu cida ban thuding 13 30 mg mdi ngity,

Sau vai win bic s§ ¢6 thé chinh Liéu thude cho ban. Vige chinh lidu ty thude vao dip tng
¢iia ban vai thude. Pa s0 bénh nhin ding & lidu 0,5 ~ 1,0 mg/ kg/ ngdy. N&u ban cam thiy
thudc qud y&u hode qui manh hiy thong bdo cho bic s§.

Néu ban bj suy thiin ning:

Biic s¥ ¢6 thé chi dinh lidu khai ddu thip hon (khodng 10 mg/ ngidy). C6 thé ting liéu ding
diin 1&n d&n 1 mg/ kg/ ngiy, hojdc d&n lidu 15 da 6 thé dung nap.

Tré em:

Khéng diing isotretinoin d€ didu wri myn tring cd rude wdi diy thi, Khong ding isowetinoin
cho tré em dudi 12 wdi.

Néu ban khdng dung nap thudc:

Néu ban khong dung nap liéu khuyén cio, bic s§ s& chi dinh lifu thip hon, nhung thisi gian
didu tri 5& kéo dii hon, va nguy cd bi mun trd lai cling cao hdn.

Khi ndiio khiing nén diing thudc nay?

Khéng nén diing thude niy néu ban:

- Min cdm vdi isotretinoin hodic v6i bit ¢ thinh phin nio cia thudc.

= Phu nif ¢é thai, cho con bi.

- Phu nit dang trong d6 wdi sinh d&, wir khi di thuc hién bién phip trinh thai higu qud.
- Suy gan.

- Tang lipid huy@t.

- Thira vitamin A.

- 8if dung déng thisi vdi cic khdng sinh nhém tetracyclin,

Tie dung khiing mong mudn

Nhu ede thude khic, ZOACNEL ¢6 thé giy tde dung khing mong mudn, nhung khing phii ai
cling gip phii,

Newnip divng thude va lién hé trung tdm v 1& gdn nhdt néu ban gdp cdc phdn dng sau;

- Phin ting nghiém trong trén da (hdng ban da dang, hdi ching Stevens-Johnson, vi hoai
thirgng bi nhiém dde), thudng nguy hi€m tinh mang va cin phii didu i y & ngay. Thuiing
bt ddu 13 cdc diém tron, phing rép & gifta xudt hién & tay, cing chin va chin, phit ban
niang hon ¢é thé phdng rép & ngwe va lung. Ngodi ra c6 thé bi nhiém tring mit (viém két
mac), loét miéng, hong hodic mii. Phit ban nghiém trong ¢6 thé lim bong da rng, giy nguy
hi€m tinh mang.

- Phin tng di dng: Khé thd, khod khé, ngira ngdy, phdt ban, sung phit mdt, chi, vi mi¢ng. Cic
phin tng di Wng niy hi€m gip khi sit dung thudc.

- Tiéu cd vin: Y&u co, khé vin d@ng tay chin, dau, sung phit hofic bim tim trén cd thé, nude
tifu dim miu, ti€u it hodic khong di tiéu, 1d Hin, mit nwde.
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- Viém thin: Kho 6€u, sung, phit mi mit, edm gide mét mdi.

- Viém gan: Ving da hodc mdt, mét mdi.

- Tiing dp lue ndi so lanh tinh: dau ddu kéo dii, budn ndn, nén, va rdi loan thi gide.

- R loan tiéu héa ning: Pau bung nghiém trong, ¢ hodc khdng kém theo ia chiy ra mdu,

budin nén, nén.

- Rai loan vé mit: Nhin md, hay bit e bit thudng vé mit nio khic.

- Trim cdm: Cdm thiy tréing rdng, thay ddi trang thdi, lo 1ing, khéc 16¢, kho chiu, gidm hodc

khdng ed hing thii trong ede hoat ddng xa hdi, ngd nhiéu hodic ngd it thay d8i cin ning hodc

khu vi, kho tp trung.

- C6 ¥ dinh/ hiinh vi tf tf hode giy hai cho bdn thin.

- Cé hiinh vi bt thuding.

- Cé diu hidu bi tim thiin, do gide.

Lién hé vai trung tm y 1& giin nhit néu ban gip cde tiéu chimg trén, bic s§ ¢6 thé s& bdo

ban ngirng thude. Néu ngimg thude khong thé cii thién cdc triéu chifng trén bic sy s& chi

dinh diéu trj thich hp cho ban.

Cide tdc dung khdng mong mudn khde:

- Rt thuing gdp: Gidm ti€u clu, thi€u mdu, ting tiéu cdu, ting 16c do ling hdng clu;
Viém mi mir, viém k&t mac, khd mit, kich tng mdt; Ting wansaminase; Ngita, phdt ban,
hing ban, viém dd, viém mdi, khé da, wée viy, da dé b tdn thudng: Pau khdp, dau cd, dau
lung; Tang wigyeerid mdu, gidm HDL,

- Thwomg gap: Gidm bach ciu trung tinh; Pau diu; Viém mili - hong, chiy mdu cam, khé
mii; Tang cholesterol mdu, ting duiing huyét, tiéu ra médu, protein niéu,

- Hiém gdp: Rung tée.

- Rdt higm gdp: Nhidém khudn (da v2 niém mac) gram dudng; Bdi thio dubing, ting uré mdu;
ting huy€l dp, co gift, budn ngd, chéng mat; Gidm thinh gide; Viém mach mdu; Co thit
phé quin (dc biét bénh nhin bi hen), khin téng; r6i loan téc, rim l6ng, teo méng tay,
nhiém tring quanh méng, nhay cim dnh sing, u hat sinh mi, ting sdc 15 da, ting 43 md
hii; Viém khdp, v6i hda diy chling vi gin, diu xudng déng sdm, gidm mit di xuidng
(lodng xudng), viém diy chiing; Viém ciu thin; M0 hat (ting hinh thanh), mét méi; Ting
creatinin phosphokinase.

Thufc cé thé giy ra cdc tic dung khiing mong mudn khic. Thing bio cho bde s§ nhitng tdc

dung khéing mong mudn gip phdi khi sif dung thuic.

Nén trdnh ding nhitng thuée hojc thye phiim gi khi dang sit dung thuée nay?

Mgt s@ thudc ob thé wwdng tic vdi isotretinoin nén phii thing bdo cho bic s§ holic dugce s§
clia ban v& it cd cdc loai thudc ma ban dang sif dyng, bao gbm cd cdc thudc ké ddn hofic
khiéng ké ddn, cdc vitamin holic thuée tif dude lidu.

Cic thudc cé thé twane tde vdi fsotretinoin;
- Vilamin A.

- Tetracyclin hodc minocyelin,

- Chufa r& dnh hudng cla isotretinoin 1én thude ngira thai,
- Corticond.

- Phenytoin.
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Ciin lam gi khi mét 1in quén khéng diing thude?

N&u ban quén khong ding 1 lidu, nén uéng lidu do ngay khi ¢6 thé. N&u thisi difm nhé ra 43
ngay giin thii diém ding liéu thude tép theo, khong ding lidu di quén ma ding thudec theo
diing lich trinh ci. Khing udng gip doi lidu,

Ciin biio quin thudc nay nhi thé nio?

Gilf thudie trong bao bi gdc etia nhi sin xudl, diy kin,

Bé thude ndi khd rdo, trdnh dnh sdng, nhiét 45 khong qud 30°C, vi ngodi tim vdi cha ré em.
Khong sif dung thudc sau ngay hél han ghi trén bao bi (hisp vi vi thude).

Nhitng difu hi¢u vi tridu chitng khi diing thude qué lidu

Ding thudc chinh xdc nhu hudng din ciia bic sy, Néu ding qud lidu, thong thuing s& cd
triéu chifng gidng nhy qud lidu vitamin A: nhife ddu ning, budn ndn hay ndn mifa, ngd gi,
kich tmg vii ngifa. Néu ban diing thude nhiéu hdn chi diin, ngung ding thube v lién lac ngay
vdi bic s§ hode trung tim y & gin nhit.

Ciin phai lam gi khi ding thudc qud liéu khuy&n cio

Negwng ding thude va lién lac ngay vaéi bic 5§ hodec trung tim y (& giin nhat.

Mang theo vién thuGe ciing vdi bao bi € bde 5§ bi€l ban 43 uding thudc gi vl ¢b bién phip
xit 1y kip thisi.

Nhitng di¢u efin thiin trong khi ding thuGc nay

Trwdc va trong khi ding thudc ndy, thong bdo cho bde 57 néu ban cd nhing vin dé sau:

- Thin trong vdi nhitng diu hiéu clia cic phin ¥ng nghiém trong trén da (nhu hﬁng ban da
dang, hii chwing Stevens-Johnson, v hoai ti thugng bi nhiém déc) khi diing isotretinoin.
Néu nghi ngér ¢6 phin tng nghiém trong trén da, nén ngirmg sit dung isotretinoin vi lién
lac vidi trung tim v 1€ gin nhit.

- Ngirng thudc v lién lac véi trung tim y t& gin nhit n&u gip cdc phin ding di tng.

- Isotretinoin e6 thé gy ra trim cdm, rdi loan tim thin, va hi€m khi, ¥ wdng ur w, we u,
cdc hiinh vi hung hing va/ hodc bao lwe. Chira 16 cd ch€ giy ra cde tde dung trén, Trude
khi bt diu didu tri, ban cfin thong bdo cho bic s§ vé tién sif rdi loan tim thin. Bdc sy sé
theo doi chit ¢hé va ¢d thé tién hinh kiém tra néu cin thiét

- Thudc ¢é thé dnh hudng d€n tai, md: C6 thé bi khd mdt, khé chiu khi diing kinh dp rong,
viém két mac, kich dng mit, duc gidc mac, duc thiy tinh thé, rdi loan thi gide; Suy gidm
thinh Iye, & tai. Ban nén ngimg thudc vi tham khio ¥ kién bdc s1 khi gdp nhitng vin dé
rén.

- Bénh vé gan.

- Cice roi loan duding tiéu héa,

- Viém wy.

- R@i loan vé co xuong: dau xudng hode khdp, dau cd.

- Thuie ed thé gdy qudi thai, Ap dung cdc bién phip ngita thai trong thisi gian sif dung thude,
Nén kifm tra s o6 thai trude khi didu i, trong khi diéu i vi 5 win sau khi k&t thie diéu
iri diéu tri bling isotretinoin,

- Mun tnfng cd ¢6 thé ting 1én khi mdi bit diu didu tr, nhumg s& gidm di khi dido ui 1i€p
tuc, thuling trong vong 7 - 10 ngiy.

1.'//' 46
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- Ting huy€l dp ndi so Hinh tinh, ddu hiéu va triéu chitng bao gdm: dau ddu, budn ndn va
non, rdi loan thi gide vd phil gai thi. Néu bj ting huyét 4p ndi so lanh tinh cin ngimg
isotretinoin ngay 1ip ufc.

= Suy thin.

= Bdi thio duitag, béo phl, nghién rugu, rdi loan lipid mdu,

Trong khi ding thudc ban cin chi ¥ nhitng vin dé sau:

- Nén han ch& vin ddng manh rong qud trinh diéu tri vdi isotretinoin, dic biét khi c6 r6i
loan vé ed xudng

- Khong nén hi€n mdu wong khi diéu tri vi sau khi chim dit diéu tri mdt thing, Vi
isotretinoin ¢d thé gy nguy hiém cho thai phu nhin méuw,

- Trdnh tiép xdc vdi dnh sing mit tedi manh hofe tia UV, Nén ding kem chdng ning cé
SPF 15 hodc cao hdn.

- Nén tréinh didu tri da biing laser hofic diing héa chit lam mon da trong thivi gian 5 - 6 thang
sau khi diéu tri bling isotretinoin, vi ¢6 nguy cd gly seo 16i hodic lim ting hojic gidm sic &
da trén viing da didu tri,

- Trdnh nhd long biing sdp trong vong 6 thang sau khi diéu biing isotretinoin, vi ¢é nguy
cd bi 15t da.

- Khéng nén ding isotretinoin cling vdi cdc thudc bdi rén da ¢b tde dung lim trde viy v
tiéu keratin, v1 ldm ting kich @ng trén da.

- Nén ding kem hodc thudc md gitt dm cho da va mdi wr lic bt ddu didu wi bing
isotretinoin, vi isotretinoin thu@ng 1am khd da v moi.

ZOACNEL c6 chifa sorbitol, bénh nhin bi bénh di truyén hi€m gip khéng dung nap fruciose

khéng nén sif dung.

ZOACNEL ¢6 chita soybean oil, chﬂ'ng chi dinh cho bénh nhin di @ng vdi diu phing hofic

diu nanh.

ZOACNEL cd chifa cdc 14 dide mau tartrazin yellow c6 thé giy di irag.

ZOACNEL 6 chifa edic chit bio quin methyl paraben, propyl paraben, c6 thé gy dj dng (cd

thé xdy ra mudn).

Diing thudc cho tré em

Khong diing isotretinoin d& diéu tri myn tning cd tnfde wai diy thl. Khong diing isotretinoin

cho tré em dudi 12 wdi.

Phy ni¥ mang thai hode cho con bl
Chéing chi dinh cho phu nif ¢6 thai. Phy nlf dang trong d6 wéi sinh d& ¢iin diing bi¢g phdp

trdnh thai ¢6 hidu qud tir trede khi bit ddu didu i 1 thing, rong khi didu uf vi Té‘l
sau khi k&t thie didu tri. N&u mang thai (mic di 43 ¢6 nhiing bién phip phing npif;
khi didu trj hode trong 1 thing sau d6, thai nhi ¢6 nguy cd rit 16n s& bj di Wit
Chéng chi dinh isotretinoin trong thiti gian cho con b,

Ldi xe vd vdn hinh mdy mde

Isotretinoin ¢6 thé dnh hudng d€n khi ning 14i xe va viin hinh mdy mdc.
Thude ¢6 thé giy gidm thi lue ban dém, dnh hudng ndy hi€m khi kéo dii sau khi diéu tri. Do
tri6u chifng ¢6 thé xudt hién ddt ngdt, thin rong khi ldi xe v viin hanh mdy mde.

Hi#m khi xdy ra budn ngd, ching mit, rdi loan thi gidc. Khing nén l4i xe, vin hiinh mdy
mée hode tham gia vio nhifng hoat dong nguy hiém ciin sif tip trung cho d&n khi chic chin
ban khing bi dnh hutdng.
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Khi nio c¢in tham vén béc s¥, dude s§.

Cén lién lac ngay vdi bdc s§ hodc trung tim y t& gin nhit khi ding thudc qud liéu chi dinh.
Théng thudng, bao gids cling phdi hdi ¥ kién béc sy hodic duge s§ trude ldc ding bat ky thudc
nao khi mang thai hodc cho con bi.

Théng bdo ngay cho béc s§ hodc dude sy nhitng tic dung khong mong muén giip phdi khi sit
dung thudc.

Néu cin thém thong tin xin hoi ¥ ki€n bdc s¥ hoidc dude s3.

Han diing ctia thud'c: 36 thing k€ tif ngdy sdn xuit.

San xuit tai: )

CTY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)

L6 M7A, Putng D17, Khu CN M§ Phudc 1, Phuting Thdi Hoa, Thi xa Bé&n Cit, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sira ddi, cip nhat lai ndi dyfig hiténg din st dung thude:

PHO GIAM DOC
DS. u‘@myfn Niain Fheiong
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T théng tin sdn p

nlran,

THANH PHAN

M3i vién nang mém ZOACNEL-S chita;
[SOUrE N0, o e errem e 5 mg

Td duwge: Butylated hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
saybean oil, palm oil, gelatin 200 bloom, glycerin, methyl paraben, propyl paraben, sorbitol
{dng, ethyl vanillin, titan dioxyd, méu allura red, méau brilliant blue, méau tartrazin vellow.

MBi vién nang mém ZOACNEL-10 chita: a
- [50retinoin. .o i 10 mg

Td duge: Burylated hydroxyanisol (BHA), natri edetal, beewax white, tween 80, lecithin,

sovbean oil, palm oil, gelatin, glveerin, methyl paraben, propyl paraben, sorbitol Idng, ethy!

vanillin, titan dioxvd, mau ervthrosin, mau sunset yellow, mau britliant blue.

7
-

Mdi vién nang mém ZOACNEL chira:

| EZaT1 (111 RS, 20 mg

Td dwge: Burvlated hydroxyanisol (BHA), natri edetar, beewax white, polysorbar 80, lecithin,
soybean oil, palm oil, gelatin, glycerin, methyl paraben, prapyl paraben, sorbitel ldng, ethy!
vanitlin, titan dioxyd, méau allura red, méau brilliant blue. mau tartrazin yellow.

Dang bio ché: Vién nang mém.

Mé td sin phiim:
ZOACNEL-5: Vién nang mém, dang oval miu niu dd, bén trong chita hfin hdp mau ving
cam,

o ZOACNEL-10: Vién nang mém, dang oval, phin nfa miu dd niu, n¥a kia miu kem, bén
trong chifa hin hgp miu cam nhat.
ZOACNEL: Vién nang mém dang oval miu d0 niu, bén rong chifa dich thude miu cam.

Quy ciich déng géi: ZOACNEL-5: Hop 6 vi x 10 vién.
ZOACNEL-10: Hdp 3 vi x 10 vién/ Hop 6 vi x 10 vién.
ZOACNEL: Hip 3 vi x 10 vién,

PAC TINH DUGC LUC HOC:

Nhom duge 1§: Thudc trj myn trifng ¢d nhém retinoid, ma ATC: D10OBADI.

Isotretinoin 13 déng phin lip thé cda tretinoin. Co ché tic ddng cla isotretinoin chua dude

lim sdng 16, Nhung theo cde nghién cifu ldm sing wrén bénh infng cd, isotretinoin lm gidm

hoat dfng cha wyén bd nhisn vii lam gidm kich thude cda wyén bd nhin. Tic dung khing

viém da cida isotretinoin chua duge chifng minh.

Sy ting keratin héa 1€ bio bifu md cia nang 16ng tuy&n b nhiin lam nghé&n tuyén bi nhitn,

tao nhin triing ¢, vi cudi ciing din d€n 6n thudng viém. Isotretinoin @ ché sy sinh sdn &

bio bi nhitn v dulfng nhi tie ddng biing cdch 14 ldp chuong trinh biét héa 1€ bdo. Bi nhim
e
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ld chit chil y&u cho sy phat wién cia vi khudn Propionibacterium acnes. Do d6 gidm tao bi
nhitn cling e ché suf phdt trién cda vi khudn trong nang long.

PAC TINH DUGC BONG HQC:

Hdp thu: Sit hiip thu ela isotretinoin qua duding tiéu héa dao ding nhidu, chua xde dinh sinh
khi dung myé¢t ddi. Khi ding ciing vai thite iin, khi dung sinh hoc ciia isotretinoin ting gip
ddi so vdi udng thude lie déi. Nong d6 mrong huy€l wong cla isotretinoin cao gip 1,7 lin
nfing do trong médu tin phin do isotretnein it di vao hing ciu,

Phdn ba: lsotretinoin gdn k€t nhiéu vdi protein huyét wing, chil y&u 13 albumin (99,9%),
Chita xdc dinh thé tich phin bs. Néng d isotretinoin & da khodng biing nita ndng d6 trong
huyét thanh.

Chuyén héa: Sau khi udng, trong huy&t wong ¢6 3 chit chuyén héa chinh: 4-oxo-isotretinoin,
tretinoin, 4-oxo-retinoin. Cdc chit chuyén héa niy cé hoat tinh sinh hoc trong cde thiy
nghiém in vitre, Cic chat chuyén héa phy khic bao gém cdc chit lién hdp vadi glucuronid. ¢
trang thdi 6n dinh, ndng 46 chat chuyén héa chinh, 4-oxo-isotretinoin, trong huy€l twong cao
gip 2,5 lin ndng 49 cda isotretinoin dang npuyén ven. Isotretinoin v tretinoin dude chuyén
héa qua lai.

Chu trinh rudt - gan déng vai 1o guan trong trong dude dong hoe cda isolretinoin & ngudi,
Nghién cttu in vitro cho thiy ¢6 mt vii enzym CYP dnh hudng tdi chuyén hoa cla
isotretincin thinh 4-oxo-isolretinoin v tretinoin, Isotretinoin vi chdt chuyén héa cda né
khong dnh hudng ding k€ d€n hoat tinh cda enzym CYP.

Thdi trie: Sau khi udng isotretinoin duge dinh dfu phéng xa, mdt lugng gin bling vai lidu
udng duge phit hién trong nude ti€u vid phiin. Thisi gian bin thdi trung binh cda thudc dang
khéng d8i & bénh nhén bj tritng ¢ 13 19 gidt. Thifi gian bin thdi trung binh cla chal chuyén
hod 4-oxo-isotrelinoin 13 29 gid.

Isotretinoin 13 mit retinoid sinh 1§ va ndng di retinoid ndi sinh dat dude rong vong 2 tin
sau khi chim dit diéu trj biing isotretinoin,

Suy gan: Tsotretinoin bi chding chi dinh & bénh nhin suy gan, dif li¢u duge ding hoe & ddi
ifing bénh nhiin ndy con han ché.

Suy thiin: Suy thin khong lam giim ding k€ 40 thanh thdi huyél nrong cla isotretinoin hode
4-pxo-1sotrelinoin,

CHI DINH:
Piéu tr bénh tring cd ning di khdng vdi cdc lidu winh chuin biing khing sinh uing v thude
bdi trén da, chi duge ding khi ¢6 chi dinh clia bic 51

LIEU DUNG - CACH DUNG:

Isotretinoin phii dude ké don hode st dung dudi sif gidm sdt cla bic sy cd chuyén mon sif
dung retinoid tdc dung todn thiin 8¢ didu i ndng cb ndng vi hiu rd nguy cd clia thudc va
cdic bién phdp theo divi néu ein,

Ditng thudfc viio bifa in, 1 - 2 1dn/ ngay.

Ngaeeri len, thic mién va ngudi cao tudi:

Nén bdt ddu ding & lidu 0,5 mg/ kgl ngiy.

Piéu chinh liéu ding vd thdi gian ding theo titng bénh nhin. Pa 58 bénh nhin ding d liéu
0,5 ~ 1,0 mgf kg/ ngiy.

[ FS

~eA

{"5"‘/;-» 2]



https://trungtamthuoc.com/

Bénh nhdn suy thin ngng: Nén bt ddu ding d lidu thip han (khodng 10 mg/ ngiy). C6 thé
ting licu diing din lén d€n | mg/ kg/ ngay, hofic d&n lidu 15 da ¢6 thé dung ngp.

Tré em: Khing ding isotretinoin o€ didu tri mun tinfng cd trwde wdi diy thi, Khéng ding
isotretinoin cho & em dudi 12 wéi.

Binh nhén khéng dung nap thude: DS véi bénh nhiin khong dung nap & liéu ding khuy&n
nghi, nén bt diu ding & liéu thip hon, nhimg thisi gian didu i s& kéo dai han, va nguy cd
tii phit cling cao han.

CHONG CHI BINH:

Min cim vdi isotretinoin, hodc bat cf thinh phiin ndo cla thude.

Phy nil ¢é thai, cho con bd.

Phu nit dang trong 48 wdi sinh A&, trif khi di thute hién bién phip trdnh thai hid¢u qui.
Suy gan.

Ting lipid huyét.

Thifa vitamin A.

S dung dbng thiri vdi ede khdng sinh nhém tetracyelin.

CAC TRUONG HUP THAN TRONG KHI DUNG THUOC:

- Pi ¢6 bio cdo vi phdn dng nghiém tong trén da (nhy héng ban da dang, hdi ching
Stevens-Johnson, vi hoai ol thugng bi nhiém dic) khi diing isotretinoin, Bénh nhin nén
due khuyén cdo vé nhifng diu hiéu va tri¢u chifng va nén theo dbi cin thin dé phong
nhilng phdn @ng nghiém trong wén da. N&u nghi ngdf ¢6 phin (g nghiém trong wén da,
nén ngifng sif dung isotretinoin,

- Phin wng di tng: Pd ¢d bdo cio hifm gip sOc phin v&, mit viii truding hdp xdy ra sau dgt
sif dung retinoid ngodi da trude d6. Phin tng di Gng da it gdp. Viém mach dj #ng nghiém
trong, thuting kém theo ban xuft huy€l & chi v ngodi da 33 duge bdo cdo. Nhitng phin
itng di iing niing cin ngitng thudc v theo dbi ¢in thin,

- Rdi loan tim thin: Isotretinoin ¢6 thé gy ra trim edm, rdi loan tdm thin, va hi€m khi, §
wiling o u¥, w tilf, cde hanh vi hung hiing va/ hodc bao lue, Chira rd cd ché gy ra cde tic
dung trén, Trude khi bdt diu didu i, bénh nhin cin dude hdi vé tién sit rdi loan tim thin,
i sau khi bit ddu diéu 1 cdin theo dbi ede riéu ching bit thuing, C6 thé tién hanh ki€ém
tra néu cin thiét.

- Anh hudng d&n tai, mit: C6 thé bi khd mdt, nén ding thue md lam tedn mit hodc nude
mit nhiin tao. Bénh nhiin ¢d thé bi khd ehiu khi diing kinh dp trong, nén ding kinh deo.
Ngodi viém k&t mae, kich tng mit, isotretinoin ¢6 thé gy dyc gidc mac & ngudti bi mun
trifng ¢4 ndng v thuding xuyén hon & nguli réi loan keratin héa khi liéu cao thude duge sif
dung. Buc thiy tinh thé, rdi loan thi gidc cing duge bdo cdo. it khi bi viém diy thiin kinh
thi gide, nhumg chua thinh lip duge mdi ién hé nhin qud vai viée sif dung thude. Suy
gidm thinh lye, O tai cOng dde bdo cdo & bénh nhin ding isotretinoin. Bénh nhin nén
ngitng thude vi tham khdo ¥ kin bic s§ khi gip nhirng vin dé wén.

- Bde tinh trén gan: viém gan duge coi ¢6 the lién quan d&n vice sit dung isotretinoin, Ngoii
ra, ting enzym gan Lif nhe d€n trung binh di dude quan sdt & 13% cdc bénh nhin dugc
diéu tr trong cdc thif nghiém 1im sing. Trong nhiéu trudng hop, cde gid uj enzym gan rd
lai binh thuténg trong thifi gian didu tri. Nhifng néy sif ting enzym gan c6 kém theo cde din
hiGu lim sing thi nén cin nhic gidm liéu ding hodc ngung ding isotretinoin. Cin xét
nghiém mdu dinh k¥ & kiém tra cde diu hiéu viém gan.
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= Bénh viém rudt: thude ¢é thé gdy viém rudt (bao gdm cd viém hdi triing khu vife) & nhifng
bénh nhin khing ¢6 tién stt rdi logn duling rudt. Triu ching ¢6 thé kéo dii sau khi ngitg
thudc. Bé&nh nhin bi dau bung, chiy mdu trnfe tring hay tiéu chdy ning thi phdi ngung
ditng thudc ngay.

- Nén kiém tra lipid médu trude khi didu iri, 1 thing sau khi didu tri va m3i 3 thing trong thisi
gian diéu tr. Lipid midu cd thé 1rd vé mude binh thutng khi gidm lidu, hodc ngimg thuéc,
hofc &n kiéng. Néu mic triglycerid mdu 1én cao qud binh thuting hodc ¢6 difu hidu viém
tuy&n tuy, thi phdi ngimg ding thude.

- Anh hudng d&n cd xudng khdp; tic dung khdng mong mudn vé ¢o xudng khdp (vi du: dau
xudng hode khdp, dau cd) xdy ra & khodng 16% bénh nhin sit dung isotretinoin. Mifc d§ ¢6
thé 1ir nhe dn trung binh nhung ddi khi phii ngimg thude. Théng thiting, e dung khong
mong mudn cd xitdng khdp eda isotretinoin gidm din khi ngifng thude, hi€m khi kéo dai, ft
xdy ra hon gdm cd: dau & ngue, viém khdp diu 261 kém trin dich khdp, ting sinh xuong
(kém theo thodi hda et sdng), diu xucdng dong sdm d ré em, gai héa xudng mii. Ting
ndng db creatinin kinase huy&'t thanh dd xiy ra d mt sd bénh nhiin bi mun triing ¢4 ndng
¢ nhitng hoat déng vin djng manh trong qud trinh didu trf v isotretinoin. Néng a0
creatinin Kinase s€ 1wd lai binh thuting khi ngirng cdc hoat ddng vin djng manh.

- Thudc giy qudi thai. Phii thdng bdo cho bénh nhin biét diéu nay va dp dung cdc bién
phip ngita thai ¢6 hidu qud lién e i rede khi didu i 1 thdng, rong sudl qud trinh diéu
trj i sau khi k&t thiic diéu trj | thing. Nén kim tra sy ¢d thai trude khi diéu tr, trong khi
didu tri va 5 tuin sau khi k&1 thic didu i didu 1 bing isotretinoin,

- Bénh nhin khing nén hin mdu ong khi dida i va sau khi chi'm din diéu i mot thing,
vl isotretinoin ¢ thi giy nguy hiém cho thai phu nhin médu,

- Mun trifng cd c6 thé 1ing 1én khi mdi bit ddu diéu tr, nhung s& gidm di khi didu i tiép
tue, thudfng trong ving 7 - 10 ngiy.

- Trdnh ti€p xde vdi dnh sdng mit tifi manh hofic tia UV. Nén ding kem ching niing c6
SPF 15 hodc cao hdn.

- Nén triinh didu tri da biing laser hodc diing héa chit lim mbn da wrong thifi gian 5 - 6 thing
sau khi diéu tri biing isotretingin, vi o6 nguy cd giy seo 18i hojc Iam ting hodc gidm sic 16
da rén viing da diéu tri.

- Trdnh nhd Iong bing sip trong vdng 6 thing sau khi diéu i biing isotretinoin, vi cé nguy
cd bi Iét da.

- Khong nén ding isotretinoin cling vdi cde thude béi trén da ¢ tde dung Jam trée viy vi
tiéu keratin, vi lim ting kich ing trén da.

- Bénh nhin nén ding kem hodc thudc md git &m cho da va moi tir e bilt diu diéu tr
hiing isotretinoin, vi isotretinoin thuling lam khd da vi moi,

- Ting huy€t 4p ndi so lanh tinh di duge bdo cdo, mdt vai ruding hop xdy ra khi ding chung

vdi tetracyclin. Diu hiéu va tiéu ching bao gdm: dau ddu, budn ndn v ndn, rdi loan thi

gide va phit gai thi, N&u bj ting huy€t dp ndi so lanh tinh cdn ngimg isotretinoin ngay lip

tife.

Suy thiin: Suy thin khdng dnh hudng duge ding hoe cla isotretinoin. Cé thé sit dung

isotretinoin & ngudli suy thin tuy nhién khuyén cdo nén ding liéu khdi diu thip vi chinh

lidu dén liéu cao nhit cd thé dung nap.
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- Isotretinoin, & lidu diéu tri, khong dnh hudng d&n s§ hegng, khi niing vin ding v hinh
thdi ciia tinh tring vi khdng giy nguy hi€m cho sif Kinh thiinh vii phdt wién cda phéi thai
dunfe thu tinh bdi nam gidi udng isotretinoin,

- Bénh nhin bj ddi thdo dudng, béo phi, nghién rugu, t8i loan lipid mdu: cin phdi xét
nghiém trude khi didu i,

- Ciinh bido vé cic 1 duge ¢6 trong thude;

ZOACNEL e chita sorbitol, bénh nhiin bi bénh di ruyén hi€m gip khong dung nap fructose

khiing nén sir dung.

ZOACNEL ¢6 chita soybean oil, chong chi dinh cho bénh nhiin dj ting védi diu phiing hofc

diu niinh.

ZOACNEL cd chifa t4 duge mau tartrazin yellow <6 thé giy dj ing.

ZOACNEL ¢6 chifa cde chil bio quin methyl paraben, propyl paraben, ¢ thé giy di dng (c6

thé xdy ra mubn).

Sif dyng cho phu nif ¢é thai v cho con bii:

Thai ki mang thai

Chding chi dinh cho phu ni¥ ¢6 thai. Phu nff dang trong 46 tudi sinh dé ¢in ding bién phip
trinh thai ¢6 hiéu qud i trude khi digu e 1 théng, wong khi didu g va 1di 1 thing sau khi
két thiic diéu tri. Néu mang thai (mic di 43 c6 nhitng bién phip phong ngira) wong khi diéu
tri hodic trong 1 thing sau 46, thai nhi ¢d nguy co rat 16n s& bi di tit.

Dj tit thai nhi lién quan dén isotretinoin bao gom bat thuiing hé thin kinh trung wong (trin
dich nao, dj titbil thudng tifu ndo, it dau nhd), di dang mit, hd ham éch, bl thuing tai
ngodi (khong ¢6 tai ngodi, dng tai nhd hode khong ¢d), bal thutng mdt (chimg mdt nhd), bat
thutiing vé tim mach (di it duding din mdu nhit uf chitng Fallot, chuyén vi cla cdc mach mdn
1én, di tit vach ngiin), bt thuting wyén e va luyén cin gidp. Ngoai ra con ¢d giy ting ty 1é
sdy thai.

Né&u ¢d thai khi dang diéu trj bling isotretinoin, phdi ngifng thudc vi bénh nhin phii dugce
khdm bdi mt bic s§ chuyén khoa hodc ¢6 kinh nghi¢m vé gudi thai & ddnh gid vi e vin.
Thifi k¥ cho con bi

[sotretinoin rit thin diu, do dé isotretinoin ¢d khid nding di vio sifa me. Do nguy cd gy tic
dyng khdng mong mudn 1én wé b s@a me, ching chi dinh isotretinoin trong thdfi gian cho
con bii.

Anh hudng ciia thude dai véi cong vide (nguidi viin hinh mdy mdée, dang lii thu xe, ngud
lim viée rén cao va cde trudng hop khic):

Isotretinoin ¢6 thé dnh hudng d&n khi ning 14i xe va vin hinh mdy mdée.

Thude ¢6 thé giy gidm thi lyc ban dém, dnh hudng ndy hi€m khi kéo dai sau khi diéu tri. Do
riéu chimg c6 thé xuit hién djt ngdt & mdt 58 bénh nhiin, thiin trong khi ldi xe vii vin hinh
miy méc.

Hi&m khi xdy ra bufn ngd, chéng mit, r6i loan thi gide. Bénh nhin cin duge cinh bio nhifng
tde dung khéng mong mudn ndy vi khong nén ldi xe, vin hinh miy mée hoje tham gia vio
nhitng hogt dong nguy hiém ciin suf tdp trung.
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TUONG TAC CUA THUOC V(1 CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Isotretinoin ¢6 lién quan mt thiét vdi vitamin A. BE winh ngd djec, bénh nhin ding
isotretinoin khdng nén diing b sung vitamin A.

Trdnh s dung tetracyelin hode minocylin chung vdi isotretinoin do ¢6 thé dfin d€n ting
huyét dp nbi so lanh tinh,

Chufa rd hiéu qud cda thude ngita thai dang hormon cé thay d6i khi sit dung chung vai
isotretinoin khing, Do d6 khi diéu tri biing isotretinoin, phy nif ¢d khd ndng mang thai nén sit
dung dbng thisi hai bién phdp trinh thai ngay cd khi mét phuong phdp 13 thulc ngira thai
dang hormon, trif khi lya chon kidng cif tuyét doi.

Corticoid 6 the giy ra bénh lodng xuong. Chifa ¢d nghién cifu 1am sing chinh thie nao e
tién hinh d€ dinh gid Wdng tie gilta corticoid v isotretinoin vé tde dung mit xudng. Do d6
nén thin trong khi st dung cic logi thudc nity vdi nhau,

Trong mit nghién eifu & biy ngudi tnh nguyén khie manh, khing thiy isotretinoin lim thay
d6i duge ddng hoc cla phenytoin. Pidu niy phit hep vai k&t qui thit nghigm in virre: ci
isotretinoin v cdc chit chuyén héa cia nd déu khdng lam gidm hay de ché hoat tinh ciin

= enzym zan CYP P450 2C9, Phenytoin c6 thé giy ra lodng xuong. Chua ¢d nghién cliru 1im
siing chinh thife duge tign hinh 8 dinh gid nong tic gitta phenytoin v isotretinoin vé tic
dung mit xwong. Vi vy, cdn thin rong khi sit dung cde thude nidy vdi nhau,
TAC DUNG KHONG MONG MUON:
Ciic ri¢u chifng sau thiing dugfe bdo cdo nhit khi sit dung isowretinoin: Khé niém mac nhu
méi, viem moi, niém mac midi, chiy mdu cam, viém két mac mit, kho da,
Mt 88 tic dung khong mong mudn phu thuge lidu ding. Cée tde dung khiéng mong mudn
nity thuttng hét khi gidm lidu hodc nging dimg thude. Tuy nhién ed vii truling hap, tic dung
khéng mong mudn vin eon kéo dii sau khi d8 ngung didu 1.
Ngodi ra, con cé cdc tic dung khong mong mudin sau;
Rt thiémg gdp ADR = 1/10:
- Miu va hé bach huyét: Gidm tiéu ciu, thifu miy, ting Géu ciu, ting 10c A5 1ing hdng ¢du,
- Mt Vigm mi mit, viém k€t mac, khé mit, kich dng méir.

Ead - Gan mdt: Ting transaminase.
- Da vi md dudi da: Npgda, phat ban, hdng ban, viém da, viém mdi, kh da, wic vy, da dé

bi tdn thudng.

- Cd xafdng vi md lién k€t Dau khdp, dau o, dau lung.

- Xétnghigm: Ting triglycerid miu, giim HDL,

Thuimg gdp 1100 = ADR < /10

- Miiu vi hé bach huyét: Gidm bach ¢du trung tinh.

- H& thin kinh trung udng: Baun diu.

- Hi hé hilp, ngye viy trung thift: Viém mii - hong, chiy miu cam, kho mii,

- Xétnghiém: Tang cholesterol mdu, ting duding huy&t, tiéu ra médu, protein méu,
Higm gap 1710.000 < ADR < [71.000

- Hé mién dich: Phin ting phin vé&, gud min, dj dng da.
- Tim thin: Trim cim, lim ndng thém trdm cdm, xu hudng kich ong, lo ling, thay d8i tim
trang,
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Da va md dudi da: Rung téc.

Rt hiém gap ADR < 1710.000:

Nhiém khudn: Nhiém khudn (da va niém mac) gram duong.

Chuyén héa va dinh duding: Pii thio duting, ting uré mdu.

Tim thiin: Ty ¥, ¥ dinh tu v, r3i loan tim thin, rdi loan hanh vi.

H¢ thin kinh trung wong: Tang dp Iue ndi so lanh tinh, ting huyét dp, co gift, bubn ngd,
chéng mait.

Mit: Phi gai thi (dfu higu ciia tdng 4p luc ndi so lanh tinh), duc thiy tinh thé, md miu,
khong dung nap kinh dp rong, duc gide mae, gidm thi hte budi t8i, viém gide mac, sd dnh
sing, 161 loan thi gide, nhin md,

Tai va tién dinh: Gidm thinh gidc.

Mach miu: Viém mach mdu.

H¢ hé hip, ngife va trung thdt: Co thit phé quén (ddc biét bénh nhin bj hen), khin tiéng.
H¢ tiéu hda: Viém rudt, viém dai trdng, viém ruft non, viém twy, chiy miu duding tiéu
héa, tiéu chiy xudt huyét, budn non, khd hong.

Gan mir Viém gan,

Da vd md dudi da: Mun (6i cip (nghiém trong, thudng giy tf vong), Iim ning hon tinh
trang mun, héng ban (& mat), phdt ban vi s6t, rdi loan t6¢, rim l6ng, teo méng tay, nhiém
tring quanh méng, nhay cdm dnh sdng, u hat sinh md, ting sic & da, ting d6 md hoi.

Cd xuong vii mb lién k€t Viém khdp, voi héa diy chiing va gin, ddu xudng déng sdm,
gidm mit 4§ xudng (lodng xuong), viém diy chiing.

Thin va €t niéu: Viém ciu thin.

Toiin thin: M6 hat (ting hinh thinh), mét moi.

Xét nghiém: Ting creatinin phosphokinase,

Chuta ré 1dn sudt:

Da vi mé dudi da: Hong ban da dang, hii chitng Stevens-Johnson, hoai 1l thugng bl nhiém
dde.
Co xuong va mo lién két: Tiéu cd vin.

QUA LIEU VA CACH XU TRI:

Isotretinoin ¢4 triéu chitng qud liéu gifng nhu qud liéu vitamin A: nhifc diu ndng, budn nbn
hay nén mita, ngd ga, kich éng va ngifa. Cdc riéu chitng niy s& bt din mi khéng cin diéu
tri.

Didu kién bdo quin: Noi kho rido, trdnh dnh sdng, nhiét 46 khong qud 30°C.

Han diing ctia thude: 36 thang k€ tif ngay sdn xuit.
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San xuit tai:

CTY TNHH DUGC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)

L6 M7A, Pudng D17, Khu CN My Phudc 1, Phudng Thdi Hoa, Thi xd B&n Cit, Tinh Binh
Dudng, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

Ngay xem xét sita ddi, cip nhit lai ndi dung h
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