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‘R THUSC BAN THED BON

HUONG DAN SU DUNG THUOC

Vién nang mém
| BUOC PHAM .' ¢ ZOACNEL
\C\PAT Vi g /

R Isotretinoin
L E e Thude bin theo don
bé xa tﬁm tay ctia tré em
Poc ki hwéng diin sir dung trude khi diin
Thiéng bio ngay cho bic s§ nhimg tic dyng khéng mong musn khi sir dyng thube

TNHH

Ter théng tin sin phim way bao gém hedng din siv dung cho thudc cd nkiéu ham Tregng khde
nfran.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGU'OI BENH

1,

3.

Thanh phéin, ham lrgng cia thude:

MGi vién nang mém ZOACNEL-5 chira:

ISOtretinoin. . i 3 Mg

Té duge: 2-tert-butyl-4-methoxyphenol (BHA), natri edetat, sdp ong trdng, polysorbat 80,
lecithin, ddu diu’ nanh, diu cp, gelatin 200 bloom, glycerin, methyl paraben, propyl
paraben, sorbitol ldng, ethyl vanillin, titan dioxyd, mau allura red, mau brilfiant blue,
mdu fartrazin yellow.

M&i vién nang mém ZOACNEL-10 chira:

Isotretinoin......coceve e 10 mg

Ta durre; "ﬂ‘er.' bmyf ~mef#oxypheno! (BHA), natri edetat, sdp ong tréing, polvsorbat 80,
lecithin, dédu dau nanh, déu ep, gr:mmi glyeerin, mﬂhy! paraben, propyl pumben, sorhitol
lang, ethyl vanillin, titan dioxyd, maw erythrosin, méu sunset yellow, méu brilliant blue,
mudre tinh khiét.

MGi vién nang mém ZOACNEL chir:

Isotretinoin... .. w20 mg

Ta duge: ’arc-rr‘-.'mlyi anef.-'w.x}wireuol (BHA), natri edetat, sdp ong trédng, polysorbat 80,
lecithin, dau déu nénh, dau co, gelatin, glycerin, methy! paraben, propyl paraben, sorbitol
long, ethyl vanillin, titan dioxyd, man allura red, man brilliant bive, mau tartrazin, meée
finh khiét.

Mé ta san phiim:
ZOACNEL-5: Vién nang mém, dang oval miu ndu d6, bén trong chifa hin hgp miu
vang cam.

ZOACNEL-10: Vién nang mém, dang oval, phiin nira miu dé ndu, nira kia méu kem, bén
trong chira hdn hgp mau cam nhat.

ZOACNEL: Vién nang mém dang oval mau do niu, bén trong chira dich thude mau cam.
Quy cich dong géi:

ZOACNEL-5: Hgp 6 vi (PVC - Nhom) x 10 vién,

ZOACNEL-10: Hop 3 vi (PVC - Nhom) x 10 vién/ Hop 6 vi (PVC - Nhom) x 10 vién,
ZOACNEL: Hép 3 vI (PVC - Nhom) x 10 vién. v/
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6.

Thuée diing cho binh gi?

San phfim ZOACNEL chira thinh phﬁr} chinh ¢é tde dung duge 1§ 14 Isotretinoin, 14 mit
din xuit cia vitamin A, thude nhom thude retinoid.

Isotretinoin dirge ding dé didu tri bénh trimg ed niing khong do khi didu trf véi cde lidu
phép dicu tri khde, bao gom ding khing sinh duémg uong va dicu irj tai chd.

Nén ding thube nay nhur thé ndo vi lidu lrgmg?

Luén ding thube chinh xde nhu hudng din cia béc s§ hojic duge s7. Néu ban chua 1, hiy
hoi lai cho chiic chin.

Chi sif dyng isotretinoin dudi suf gidm sdt clia bdc 5§ ¢6 chuyén mén, tim hiéu rd hodc
hoi bdc s§ vé nhifng nguy cd ctia thude vi cdc bién phap xir i khi cin thiél wrude khi
diing thude.

Liéu khdi diu thuding 13 0,5 mg/ kg/ ngay. Nghia 13 néu ban niing 60 ke, liu khdi diu
ctia ban thiting 13030 mg mdi ngiy.

Sau vii win bdc s§ ¢6 thé chinh liéu thude cho ban. Viée chinh liéu tiy thuge vio dap
wng cia ban vdi thude. Pa s bénh nhin ding & lidu 0,5 ~ 1,0 mg/ kg/ ngdy. N&u ban
cim thay tic dung cia thude qud yéu hode qui manh hiy thong bio cho bic s§.

Tré em

Khéng ding lsotretinoin dé diéu rj myn wimg cd trude woi diy thi hode wé em dudi 12
udi,

Néw ban bi suy thin ndng:

Bic s§ ¢6 the chi dinh lidu khdi ddu thip hon (vi du: 10 mg/ ngiy). Sau dé, ting din
dén lidu 187 da o6 thé dung nap.

NEW ban khong dung nap thude:

Néu ban khong dung nap thudc & lidu khuyén cio, bdc sy s& chi dinh lidu thip hon,
nhung thisi gian didu tri s& kéo dai hon, vi nguy cd bi mun trd lai ciing cao hon,

Nén udng thude cling bita in. Nubt nguyén vién, khdng duge nhai hojc lam v vién thudc.
Pii khi mun trimg ci cia ban cé thé triv nén niing hom trong tudin diiu ditu tri. Ditu
ity c6 thé dwge cii thién khi didu tr] dwge tiép tue.

Mt dot didu trj ¢ thé kéo ddi tir 16 dén 24 win. Tinh trang myn cda ban ¢6 thé tiép we
duge i thign dén 8 tuin sau khi ngung dicu tri. Do d6, khong nén tiep tyuc dot didu trj mi
it nhat cho dén khi qua giai doan nay. Hau hét bénh nhén khéi bénh chi sau mét dgt dicu trj.
Hily tra lai thube khong sir dyng cho bic s§ cia ban sau khi két thie diéu tri. Chi giir lgi
thude khi bac s§ bao ban lam viy. Nhé réng thudc nay chi dung cho ban. Chi ¢6 bic sy cb
the k& dom cho ban. Khong bao gitr dua thude cho ngudi khie. Thube ¢6 thé gay hai cho ho
ngay ¢ khi ho ¢6 trigu chimg tweomg ty nhr ban,

Khi ndo khdng nén ding thufc nay?

Khdng nén ding thude niy néu ban:

- Min cim vai isotretinoin hodc véi bat o thiinh phiin ndo cla thude,

- Pang ¢6 thai hofic nghi ring minh dang mang thai.

- Ban dang cho cdn bii,

- Ban ¢é bénh vé gan. -

- Ban ¢6 mife lipid (cholesteral, triglycerid) trong mdu cao.

- Ban ¢6 lugng vitamin A trong méu cao (Thira vitamin A).

- Phy nit dang trong 43 tudi sinh dé, tnr khi d3 thuc hién bién phip trinh thai hiéu qud.
- 8if dung ding thiri vdi cde khdng sinh nhém tetracyelin,

Trang 2/17

prrye



https://trungtamthuoc.com/

1.

- Dj tmg voi déu diju phing v/ hoje diu dju nanh.

Téc dung khing mong mudn
Nhur céic thube khic, ZOACNEL <6 thé gy tdc dung khong mong mudn, nhumg khong phai
ai ciing gip phdi.
Neweng dimg thuic v lién hé trung tdm y 18 gdn nhdt néu han celc phdn it s
- Ban ¢6 ce trigu chimg phit mach nhir ban da, man do, phit (mi mét, mat, mdi, miéng va
ludi), khé thés hoje khé nudt, Day 1 cde tri¢u chimg ctia phiin img qué min (hidm gdp).
- Phdn dng nghiém trong wrén da (hdng ban da dang, héi chitng Stevens-Johnson, va
hoai tif thugng bY nhidm dge), thuding nguy hiém, de doa tinh mang va edn phdi diéu
v & ngay. Thuiing bit diu 13 cde diém rdn, phing rép § gifa xudl hién 3 tay, cing
chin va chin, phdt ban ning hon cd thé phong rip & ngue v lung. Ngodi ra ¢d thé bi
nhiém tring mii (viém k€t mac), loét miéng, hong hofic mii. Phdt ban nghiém trong c6
thé lim bong da ring, giy nguy hiém tinh mang. Nhifng phét ban da nghiém trong
thusng bt diu bling dau diu, s6t, dau nhite cd thé (iriéu ching gidng cim), Tin suil
giip phii nhitng tdc dung khdng mong mudn nay chwa rd.
Néu ban bi ban 46 hedie nhitng riéu chitng trén da & trén, ngung dimg thude va lién hé
trung tim v & gin nhit,
Théing bdo ngay cho bde ¥ néu ban gdp phdi cde phdn tng sau:
Viin dé vé tdm thdn
Trong mdt s6 wrudng hgp hi€m gap, bénh nhian udng isotretinoin hodic ngay sau khi
nging isotretinoin bi trim cdm hodc cde vin dé nghiém rong vé tim thin khdc. Triéu
chifng bao gdm cim gidic budn hodc rGng réng, thay d&i tim trang, lo lng, khéc khing
kiem sodt, kich déng, mat cidm gide vui v& hojic thich thd vai xi h§i hodic cde hoat ding
thé thao, ngl qud nhiu hoiic qud it, thay d6i ¢in ning hofic khiu vi, cong vitc holic
hoe hinh xubng doc hode khé tip trung. Hiém khi bénh triim cdm ndng hon & bénh
nhin di bi trude do.
Rt hi€m bénh nhin uéng isolretinoin c6 suy nght tf lim hai bin thin hofic ty sdt. Mt
s biénh nhin ¢ ging wr sdt holle wf sdt. B3 ¢6 bdo co mOt vili trong s6 nhitng bénh
nhin nity khéng bj trim cim.
Hi&m khi ¢6 bdo cio bénh nhin ubng isotretinoin trd nén bao e hodic hung hing.
Bt thubmg hinh vi hodic ede diu higu tim thin rit hi€m gap: Mt lién h¢ thye 1€ nhy
nghe thiy hoiic nhin thi'y nhimg thi khong 6.
Céic viin d¢ v tim thdn ¢6 thé do nhidu y&u t& khdc nhau giy ra, vi vy, ban cin théng
béio cho bdc s§ néu ban ¢6 bt ky vin dé vé tim thin ndo bao gdm trim cim, hinh vi
uf sdt hode loan thin (mdt lién h¢ voi thyc 1€ nhu nghe thily hojie nhin thiy nhitng thit
Kiidng c6). Béng thdi cling thing bdo cho bic s§ néu ban dang ddng cdc thude diéu trj
nhifng finh trang trén.
N&u ban nghi ban gip phdi bl k¥ finh trang ndo vé tdm thin § wén hojic wi¢u ching
triim edm, hily lién hé ngay vdi bic s§. Béc s§ c6 thé cho ban ngiing thudc. Tuy nhién,
ngung diéu trj 6 thé khdng ad ¢é gidm bét cde rigu ching cda ban va ban ¢6 thé cin
hd treg thém dudi s sdp xEp ctia bic s§ didu 1. _

w
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Viin dé vé da

Thuiing gidp trudmg hop bénh nhin bj khd da khi ding thude, die biét 13 & méi v mit.
Ban ¢6 th€ bi viém da, mbi nidtné va bi viém (viém moi), ban dé, ngifa vi bong da nhe.
Tinh trang niy ¢é thé gidm di bling cich sif dung thuding xuyén kem duGng im 16t tir
khi bt diu diéu .

Thude thuting khién da trd nén mdéng manh hon vd dé hodn binh thuiing. Dic biét 1a &
mat.

Riit hi€m khi bj 48 nhidu md hdi, ngia hode ting nhay ¢dm dnh sdng. Di khi, tinh
trang mun trifng cd cGa ban ¢6 the 1€ di trong win diu tién didu tri. Da ban rit hi€m khi
bi sung hodc viém, cing vdi ting sdc 16 da mat Tuy nhién, mun (ndng cd vi cde riéu
chifng khdc ¢6 thé duge cdi thién khi iép e diéu td.

Rat hi€m khi xdy ra nhiém khudn rai cic md xung quanh gdc mdng, simg c6 mi, bién
dii mong, seo 161 sau phiu thudt can thiép va ting phdt tién l6ng rén e thé,

R&G logn vé mdu

Thiing gip bénh nhiin bi r6i loan v& mdu sau khi ding thude, dnh hudng trén céc loai
1€ bao mdu khic nhau, Cic 1€ bio bao gdm sv dong mdu ¢ thé bi dnh hwding. Pidu nay
e nghia 12 ban ¢ thé dE bi thim tim hode chdy mdu han. Néu hing ciu bi dnh hwdng,
ban ¢o thé bi thi€u mdu. Néu 1€ bio bach cdu rong mduy, (€ bio gidp ching nhiém
triing, bi dnh hudng, ban ¢6 thé bi nhiém tring d& dang hon. Mdu cida ban sé& duge theo
doi thuiing xuyén trong sudt qud winh didu 1. Rat hi€m khi gip phdi inh trang sung
hach bach huyé&t.

R&T loan thdn kinh

Rat hidm truding hop bi ting dp lwe ndi so lanh tinh duge bdo cdo, dic bi¢t 13 khi ding
ddng thifi isotretinoin v6i mdt s6 khing sinh khdc (cde tetracyclin). N€u ban bi dau diu
kéo dai, budn nén, ndn va nhin md, ¢6 thé ban i bi ting 4p Iyc ndi s¢ lnh tinh. Ngung
dimg thue va lién hé ngay véi bic s§ didu i,

Pau ddu 13 tdic dyng khéng mong mudn thuding gip khi didu trj vdi isotretinoin. Co gidt,
chéng mat vi budn ngd 43 duge bio cdo rat hidm gip.

Rt logn vé médt

Viém & mdt (viém k€t mac) vl khu vife mi mt (viém b mi) rit thudng gap. Thuling
aiip cdm gide kho mit hofic kich ting nhe. Thio lufin véi bic s§ diéu trj d€ dua ra mét
$0 loai thude nhé mit hd trgh. Rt hi€m khi phii ding kinh deo milt thay th€ cho kinh dp
trdng do khd mil.

Rt hi€m gip tinh trang thi e vio ban dém ciia ban bi dnh hudng khi ding thude niy,
Jam ban khé nhin thiy vio ban dém. Isotretinoin ciing ¢6 thé giy md miu va mit s&
bénh nhiin khé phiin bigt duge cde méu.

Nhay efm dnh sdng ¢6 thé ting 1én vi ban cdm thdy minh cin ding kinh rim d€ bio
vé d6i mit clia ban khdi dnh sdng mit trdi qud manh,

Rt higm truding hop bénh nhin gip phii cie vin aé vé thi lye khie (c8i loan thi gidc)
nhat nhin md, duc gide mac, duc thiy tinh thé (ddm md trén bé mit clia mit). N&u thi
e ciia ban bj dnh hudng bdi thude nay, hily thong béo cho bée s§ s6m nhit ¢6 thé.

Réi loan vé 1ai
Riit hi¢m truimg Rggp bénh nhin bi gidm khi ndng nghe khi ding thudc.

Trang 4/17
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Miti vé hong

Thuding gdp phdi tinh trang trong mii clia ban trd nén khé va chdy mdu; hong v mii b
sung dau hofic viém. RAL hi€m gap bi kho hong giy khiin giong hodc ngue bi thit lai dit
ngdt kém khé thd vi thd kho khé (co thit phé qudn), dic biét la & bénh nhin hen phé
quin.

Rét loan tiéu héa'

Néu ban bj dau bung niing kém hoje khong kém tiéu chiy ra méu ning, budn non va
nén, ngifng uing isotretinoin sdm nhil cé thé va lién hé vdi bic sy cla ban. Ral hidm
truting hop 43 duge bio cdo bénh nhin bi ede r8i loan tiéu héa nghiém trong nhy viém
ty, xuit huyél tiéu héa, viém dai tring, viém hdi ring v viém rudt.

Cée vin dé vé gan

Rat thuting giip bénh nhiin bj ting cdc enzym gan. Nhitng tinh rang niy duge phit hién
bling cdc xé1 nghiém mdu duge thie hién trong sudt qud trinh diéu ri. RAL hiém bénh
nhin gip phii cde vin dé vé gan nghiém trong hon (viém gan), N&€u ban bi vang da
hodic mit kém mét mdi, ngung diing thudc ngay va lién hé vdi bdce sy didu o,

Ciée vin dé vé thin

Rat hi€m trudsing hgp bénh nhin bi viém & thin. Triéu chimg bao gdm cdm thiy rat mét
mdi, kho ti€u kém sung, phit mi mit. Néu didu ndy xdy ra trong khi ban ding thude,
ngung diéu tri va lién he vdi bde s§ cla ban.

Bi theo detimg

Rat hiém trutmg hgp bénh nhin bi ddi thio duting, ti¢u chitng bao gdm khit nhiéu,
ti€u nhiu hode xét nghiém miu cho thi'y ting mife duling trong méu cda ban.

Vi dé vé 1ée

Ban c6 thé nhin thdy mdt s8 thay d6i trén 16c cia ban (rung bdt hofic hi€m khi nhidu

1&n) sau khi uéng thude mdt thisi gian, Pidu nay thuing chi xdy ra tam thiti, t6c mong
kéo dii it khi xdy ra. Tdc ciia ban s& wd lai binh thuing sau khi k&t thic didu i,

Xuwemg va oot

Pau lung, dau cd v dau khdp ¢ duge bio cdo rit thuimg gip khi diéu i véi
isotretinoin (d3¢ bi¢t 13 ré em vi thanh thiéu nién).

BE trfinh 1am cho ede vin @& vé co va xudng niing hon, ¢iin thiin trong khi diing thufe,
gidm cde hoat djng thé chit manh trong qud trinh didu i,

Ngodi ra, rit hiém tniting hgp xdy ra viém khdp, y&u cd, r8i loan xudng (bao gdm chim
phét trién, 18i xuong va thay ddi mit 4o xudng), voi héa ede md mém, doi khi dau diy
chiing vi bl thuding mc cde sdn phim thodi héa ed trong midu néu ban hoat dong
mang trong khi ding thude. Xudng khong phdt tri€n hoiin thién va c6 thé ngimg phit
trién sdm. :
Cdc tde dung khdng mong mudn khide: 'L\/

Rt thuimg gdp:

Thay d6i mife chit béo rong mdu (bao gdm ting trigycerid mdu, gidm HDL),

Thieimg gdp

Tiing cholesterol mau, 1iéu ra miu, protein niéu,

Rt hidm gip:

Cam thi'y khing khde, ting acid uric mdu.
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14. Nhimg didu ¢fin thin trong khi dimg thube niy
Isotretinoin ¢6 thé Fim ting cdc chiit béo nhuf mglycerid hode cholesterol trong méu ciia
ban. Bdc s§ cla ban s& uén hinh mdt s& xér nghiém d€ theo ddi cic chit ndy trudc.
trong khi v khi két thiie diéu 1 véi isotretinoin, Théng bdo cho bdc s¥ néu ban ¢d
lwgng ede chill nily trong mdu cao hofic ban bj ddi thio duing, béo phl hodc nghién
ntgu, Ban ¢6 thé ¢in phii duge xét nghiém médu thufing xuyén han,
Isotretinoin €6 thé Im ting mic enzym gan cda ban. Bdc s§ cda ban s€ tién hinh mjt
50 xét nghiém mdu mrde, rong khi vii sau khi két thic diéu tri bling isotretinoin d¢é
ddnh gid ¢hie ndng gan cla ban. Trong rifing hap giff i enzym gan clia ban vin duy
tri & mifc cao, bic s§ clda ban ¢6 thé s& cho ban gidm lidu hodie ngung didu tr vdi
isotretinoin.
Isotretinoin ¢d thé lam ting mife dutmg miu cta ban, trong mdt s& wwdng hop hi€m di
dugc chiin dodn 1a ddi thio duting. Bdc s§ clia ban ¢6 thé s& cin theo doi mife duding
méu ciia ban trong sudt qui trinh diéu trd, dic biét 13 khi ban bi dii thio ding, béo phi
hodc nghigén nigu.

Nén ding kem hofe thudc mad gitf &m cho da vi moi e hic bdt ddu didu 1 bling
1sotretinoin, Vi isotrelinoin thuding lam kho da vi moi.

Trong mdt sd trudng hgp hi€m gip. isoretinoin giy rim cim, lm ning thém wrim
cdm, lo ldng, thay d8i tAm wang, ¢de tiéu ehifng tim thin, va rit hiém gip bao gdm §
Wiing 1 sdt, ¢6 gng W 4t hode nr sét. Néu ban ¢é bat ki vin @€ nio vé tdm thin hogic
ban nghi minh ¢é diu hiéu rim cim trong khi udng isotretinoin nhw ¢im thiy budn |
khong rd 1§ do, khée khing ki€m sodt, khd tip trung hodic trd nén xa linh ban bé v gia A
dinh, hiy thong bdo cho béc $3. Bic s§ cia ban ¢6 thé dua ra liéu phdp diéutd pha hgp  *W
cho ban néu cin thi€l. Ngung diéu trj vdi isotretinoin ¢6 thé khong di ¢€ lam gidm
trigu chimg v ban ¢6 the cin h r thém vé tAm thin va tim 1y,

N ban bi di dng (46 da, ngda) holic phin timg phin vé nghiém trong, hily ngung diéu
tri ngay vi lién hé véi bic s§ ciia ban sdm nhit ¢6 thé.

Trong mjt s& truding hep rit hi€m, isolretinoin ¢d lién quan dén mdt hdi ching goi 1a
ting 4p lwe ndi so linh tinh, Néu ban bi dau ¢du dai ddng, budn ndn, ndn vi nhin m
hiy ngung didu tri vi lién hé ngay vdi bic s§ sém nhilt ¢6 thé.

Trong truisng hgp rit hi€m isotretinoin ¢6 thé gy viém ruft. NEu ban bj liéu chdy ra‘
méu nfing (nhy dai tién ra mdu), ngung didu tri va lién hé ngay voi bic s§ sém nhitc
thé. r
Isotretinoin ¢6 thé dnh hudng A&n thi lue vao ban dém cia ban. Ban ¢6 thé bi khd mit
hode ¢6 viin d& v& thi lye wong khi didu 1ri vdi isotretinoin va ¢6 thé hbi phuc binh
thuitng sau khi ngung diéu tri. Thin trong khi 14 xe hodic vin hinh mdy méc vio ban
dém vi nhitng thay d43i thi lve ndy xudt hién khd d§t ngdt. NEu ban dang deo kinh 4p
trdng hodie khd mit, ban ¢d thé cin adi qua ding kinh deo trong qud winh diéu i vai
isotretinoin. N&u ban ¢6 bt k¥ viin dé ndo vé thj lre, hily thong bdo ngay cho bic s§ vi
ban ¢6 thé cin duie ngung didu tri va theo dbi thi lyc,

Ngodi ra, thude ¢6 thé giy viém k&t mac, kich iing mdt, dye gific mac, duc thiy tinh thé,
81 loan th gific; Suy gidm thinh lige, & tai. Ban nén ngitng thudc vi tham khio ¥ kién
bic sikhi gip nhitng vin dé trén.
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Da ciia ban ¢6 thé s& rd nén nhay cim hon vdi dnh ndng mat di rong khi diéu i vdi
isotretinoin. Trdnh uép xte qud nhiéu vdi dnh ndng mat i vii dnh ning nhin tao.
Trude khi ra ti€p xde dnh nfing mdt tdi, ban nén ding cdc sin phim chdng nding ¢6 y&u

18 bido vE cao vditt nhit SPF 15,

Isotretinoin €6 thé 1am cho da ban ird nén mdng hon. Nén trdnh diéu tri da bling laser
hodc ding héa chit lam mdn da trong thivi gian 5 - 6 thing sau khi diéu i bling

isotretinoin, vi c6 nguy cd gy seo 181 hodc kich iing trén vimg da diéu iri.

Trinh nhé 10ng bling sdp trong vong 6 thiing sau khi diéu 1 biing isotretinoin, Vi ¢6

nguy cd b 11 da.

Khong nén diing isotretinoin ciing vdi edc thude bdi trén da ¢6 tdc dung [am woe vy va

tiéu keratin, vi lm ting kich ing trén da.

Pi thiy c6 bénh nhin bi dau cd vi khdp trong khi diéu irj vdi isotretinoin, do dé, thin
trong khi thute hién cdc hoat dng thé chil manh trong khi diéu i vdi isotretinoin, dic

bit 1 khi ban ¢6 3i loan vié ed xudng.

Khong hién médu trong khi hojdie mét thing sau khi diéu tri vdi isotretinoin, Néu ai 46 13
phu nif mang thai nhin méu hién cia ban, con cha ho sinh ra ¢ thé bi di tit bim sinh

nghiém trong.  *

Trutdc khi didu tri, thing bédo che bde s§ néu ban e6 edec vin dé vé site khie sau:
= Bénh vé gan.

- Cée rdi loan duding tiéu héa,

- Viém wy.

- Rai logn vé cd xudng: dau xudng hofic khdp, dau ¢d,

= Suy thin,

- Pii thio dung, béo phi, nghién rugu, 151 loan lipid méu.

- BPang ¢6 holic titng ¢é vin d¢ vé tim thin,

ZOACNEL ¢6 chita sorbitol, bénh nhin bi bénh di wuyén hi€m gip khong dung ngp

fructose khing nén sif dung.

ZOACNEL ¢6 chita dfiiu dju ndnh, ¢hdng chi dinh cho bénh nhin dji dng vdi dju phing

hode diu nanh.

ZOACNEL ¢6 chita polysorbat 80, cc 14 duge miu tartrazin yellow ¢6 (hé giy di ing.
ZOACNEL ¢6 chifa cdie chil bio quin methyl paraben, propyl paraben, ¢6 thé giy di

ng (c6 the xdy ra mudn).
Ding thudc cho wré em

Khing ding isotretinoin ¢€ didu i myn idng cd wude wdi diy thi. Khing ding

isotretinoin cho tré em dudi 12 wéi.
Pliti n ng thai hode cho con i
Phee nit mang thai

Chéng chi dinh diing isotretinoin cho phu nif mang thai. Phy ni dang trong d tuéi sinh
¢ ciin dimg bién phép trinh thai ¢6 hiéu qud 1ir wwdc khi bit ddu didu i 1 thing, trong

khi diéu tri vii 13 | thing sau khi k& thic diéu i,

Luu ¥ thin trong: Isotretinoin I3 thudc gy qudl thai. Piéu nay ¢é nghia 13 né cé

th€ gy hai cho thai nhi cia ban. Thud'c ciing ¢6 thé lam ting nguy cd sy thai.

Ban khéng duge pdng isotretinoin néu ban dang mang thai hodc 6 thé mang thai vio

bl ki lde ndo trong qué trinh diéu tri vd | thing sau khi két thiic diéu tri.
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16. Han ding ciia thude: 36 thang ké tir ngdy sin xudt.

NEu ban mang thai trong khi hojic trong vong 1 thing sau khi két thic didu trj véi
isotretinoin, hily ngung diing thudc vi thng bio ngay cho bidc s§ cla ban. Béc sy ¢6
thé sé gidi thiéu cho ban dén chuyén gia d¢ dutie ddnh gid va cho 13i khuyén,
Ban thude chi gidi han sif dung trong ving 30 ngiy cho phy nir trong 4§ wdi sinh sdn.
NEu mudn 1i€p tue diéu tri phdi ¢6 don mdi, vi mdi don chi ¢6 gid 1 rong vdng 7 ngiy.
Phi nit che con bi
Ban khéng dudfe ubng isotretinoin khi dang rong thisi k¥ cho con b vl isotretinoin ¢6
thé di vio sita me va g4y hai cho con ban.

[ e Ve v Bddn ek
Isotretinoin c6 thé inh hudng dén khi niing 141 xe vd vin hiinh mdy mdc.
Thude ¢6 thé giy gidm thi lye ban dém, dnh hudng ndy hi€m khi kéo dii sau khi diéu
tri. Do triéu chifng ¢6 thé xuit hién a4t ngdt, thin wong khi 14i xe vi vin hinh mdy
mabe.
Hiém khi xdy ra budn ngd, chéng mdt, rdi loan thi gide. Khng nén 14i xe, vin hinh
mdy mée hodc tham gia vio nhifg hoat dong nguy hi€m cin sy tip trung cho dén khi
chidc chiin ban khéng bj dnh huding.

. Khi nilo ¢iin tham véin bic s7, duge s§.

Cin lién lac ngay véi bic s7 hodic trung tim y té giin nhit khi ding thudc qu lidu chi dinh.
Thong thué'ng. bao giir cling phai hai ¥ kién bdc s hodc duge sy trude lic ding bt ky
thuiic ndo khi mang thai hofic cho con b,

Théng bdo ngay cho bde s§ hodic duge s§ nhimg tic dung khéng mong muém gdp phi khi
st dung thude.

Néu cin thém théng tin xin hoi ¥ kién bic s# hojic duge s7.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. BAC TINH DUGC LUC HQC:
Nhdém duge 1§ Thube tri mun trdng cd diing toin thin - nhém retinoid.
Ma ATC: DI0BAD].
Isotretinoin 13 d6ng phin lap thé cla iretinoin, Cd ché tic ddng cla isotretinoin chua
duge Jam sting 16! Nhung theo ede nghién cdu lam sing rén bénh tring ¢4, isotretinoin
lim gidm hoat déng ciia tuy&n bi nhif vi lam gidm kich thiGe cla wyén bil nhim, Tic
dung khdng viém da cia isowetinoin chifa dugc chifng minh.
Sy ting keritin héa (€ bao bidu md cda nang 16ng tuyén bi nhifm lam nghén wyén ba
nhitn, tao nhin g o, vi cudi cdng din dEn 16n thudng viém. Isolretinoin e ¢hi sy
sinh sdn (€ bio bil nhim vi duding nhy tie ddng bing cich i lip chuong trinh bi¢t héa
1€ bio. B nhimn 14 chit chd y&u cho sy phit rién cla vi khuin Propionibacrerium acnes.
Do d6 gidm ta0 bd nhin cling (e che sy phdt trién eia vi khufn trong nang 16ng

2. DPAC TINH DUGC BONG HOC:
Hép thu
Suf hilp thu cla isotretinoin qua duling tiéu héa dao ding nhidu, chua xde dinh sinh kha
dung tuyét d6i. Khi diing ¢iing vdi thie n. sinh khd dung cia isotretinoin ting gip doi
s0 vdi udng thude lic d6i.
Phién b ’
Isotretinoin gin k&1 nhidu vdi protein huy@t widng, chi yéu 1 albumin (99,9%). Chua
xdc dinh duge thé tich phin bl cla isotretinoin. Ndng d§ isotretinoin & da khodng bling
nifa ndng df trong huy€t thanh. Nong 46 trong huy&t wigng ciia isotretinoin cao gip 1,7
lin néng d9 wrong mau toln phin do khi ning thim nhiip ¢da isotretinoin vao hing ciu
kém,
Chuyén héa
Sau khi ufng, trong huyél widng ¢6 3 chil chuyén héa chinh: 4-oxo-isotretinoin,
tretinoin, 4-oxo-tretinoin, Cic chiit chuy€n héa ndy ¢d hoat tinh sinh hoe trong edc thir
nghiém n vitro. Cic chit chuyén héa phy khic bao gdm cdc chdl lién hgp véi
glucuronid. 4] trang thdi Gn dinh, ndng 4 chit chuyén héa chinh, 4-oxe-isotretinoin,
trong huyél twong cao gip 2.5 lin ndng dO ecla isotretinoin dang nguyén ven.
Isotretinoin vi tretinoin duge chuyén héa thufin nghich, do d6 sy chuyén héa clia
tretinoin ¢6 lién quan dén chuyén héa isotretinoin. Khodng 20 - 30% liéu ding cla
isotretinoin dugfe chuyén héa bdi si déng phin hda.
Chu trinh rudt - gan déng vai trd quan trong trong duge dong hoe clia isotretinoin &
ngudi. Nghién edu in vitro ¢ho thily ¢6 mdt vai enzym CYP dnh huding 16i chuyén héa
clia isotretinoin thinh 4-oxo-isotretingin vi tretinoin. Isotretinoin vi chilt chuyén héa
clia nd khong danh hudng ddng k&€ den hoat tinh cla enzym CYP.
Théi trit
Sau khi udng isotretinoin duge ddnh diu phéng xa, mit lugng gin bling vdi lidu udng
duge phdt hi¢n rong nutde tiéu vi phin, Thisi gian bén (hii trung binh cia thude dang
khiing d6i & bénh nhin bj ting cd 13 19 gids, Thisi gian bdn thii wung binh cia chilt
chuyén hod 4-oxo-isotretinoin 14 29 gids.
Isolretinoin 13 mdt retinoid sinh 1y vi ndng dé retinoid ndi sinh dat duge rong vong 2
tudn sau khi chitm dii diéu i bling isotretinoin,
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Duigie ddng hoc trén cde 46 tugng die bift

Suy gan

Isotretinoin bi chdng chi dinh & bénh nhiin suy gan, dir licu duge dong hoc & 461 wigng
bétnh nhiin niy edn han ché.

Suy thin

Suy thiin khong lam gidm ding k€ d{ thanh thdi huy€t widng cilia isolretinoin hodc 4-
oxo-isotretinoin.

CHI D]NH'
Bu:u irj bénh Irimg i niing da khdng véi cde lidu trinh chudn bing Khing sinh udng va
diu tri tgi chd, chi duge dimg khi ¢6 chi dinh cia bic 57,

LIEU DUNG - CACH DUNG:

Isotretinoin phii dudc ké don hofic sif dung dudi sir gidm sdt cla bic s§ ¢6 chuyén mén
st dyng retinoid tic dyng toln thin d€ diéu iri tnfng cd ndng va hiéu rd nguy co cila
thudc vii cdc yéu ciiu theo doi diéu 1,

Liéu diing:

Ngtecri lim, thiéu nién vit ngueini cao wii:

Nén bt ddu ding & Liu 0,5 mgf kg/ ngiy. Pdp ing diéu tr] vai tretinoin v mot 58 tdc
dung khéng mong mudn phy thufc lidu vi thay d8i giifa cdc bénh nhin, Do 44, diéu
chinh liu ding vi thdi gian diing theo timg béEnh nhin 13 ¢in thiét. Pa & bénh nhin
dimg & lifu 0,5 ~ 1,0 mg/ kg/ ngity.

Sy thuyén gidm bénh trong thisi gian dii va iy I¢ i phdl ¢6 lién quan chiit ch hon vai
tdng lidu hon so vdi thisi gian diéu tr vi liéu hiing ngdy. Khong cé thém Igi ich ddng ké
khi liéu tich 1@y vurgt qud 120 - 150 mg/ kg, Thisi gian didu tri phy thude liéu hiing ngay
clia tifng bénh nhin. Théng thuding, bénh thuyén gidm sau mdt lidu winh diéu i kéo
diti 16 - 24 iin.

Ba s cde bénh nhin hét hoin todn mun ining ¢4 sau mdt li¢u irinh diéu tr duy nhal.
Trong truting hgp 1di phit, ¢6 (hé ép we didy tri thém mdt lidu trinh nita v8i lidu hing
ngay va lidu diéw 1ri tich 10y tudng . Tinh trang mun tnifng ¢4 ¢6 thé tiép tuc duge cdi
thién d&n 8 win sau khi ngung diéu iri, do d6. khing nén ciin nhilc viée Lép we diéu i
it nhat cho tdi khi qua giai doan niy.

Binh nhén suy thdn ngng: Nén bit diu dimg & 1iéu thip hdn (khodng 10 mg/ ngity). C6
thé ting lidu ding din 1€n dén | mg/ kg/ ngay, hodie dén liéu 18i da ¢6 thé dung nap.
Tré em: Khing ding isotretinoin d¢ didu i mun tning ¢4 wrude wdi diy thi. Khong
khuyén cdo ding isotretinoin cho tré em dudi 12 woi.

Binh nhén khong dung nap thude: PG véi bénh nhin khdng dung nap ndng & licu
khuy€n cio, c6 thé ti€p we didu i & liéu thip hon, nhumg thisi gian didu trj s& kéo dai
hon, v nguy ¢d tdi phit cling cao hon. Bé dat hiéu qua t6i tru & nhimg bgnh nhn niy, nén
1iép e diéu 1ri & liéu cao nhit bénh nhin c6 thé dung nap duge.

Ciéich diing: Udng thuic vio bita fin, 1 - 2 lin/ ngay.

CHONG CHI PINH:

Miin ciim vdi isolretinoin, hode bt ¢if thinh phin ndo cia thude.
Phu nif ¢é thai, cho con bi.

Phy nit dang trong 4§ wdi sinh A&, it khi da thyfe hign bién phdp tranh thai hidu qud.
Suy gan,

Tang lipid huyét

W
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Thira vitamin A.
S dung ddng thin véi cde khing sinh nhém tetracyelin,
Dj (g vai diu diu phing vaf hode ddu dju ninh,

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thuéc giy quii thai.

Isotreninoin gay qudi thai. Phdi thong bdo cho bénh nhin bi€t diéu nay vi dp dung cdc
bign phip ngira thai ¢6 hiGu qui 1ién tue tir rude khi didu wi | thing, wong sudt qud
trinh diéu tri 18i suu khi k€ thife diéu i | thing, Nén kiém tra sy ¢6 thai tritde khi diéu
trj, trong khi diduri va 5 tudn sau khi két thiic didu 1ri didu tri bling isotretinoin.

Nhifng gidi han khi ké ddn v cip phit thuie

K& don isotretinoin cho phu nif trong tudi sinh sin nén duge £idi han trong 30 ngdy
diéu 1ri va phdi ¢6 toa méi n€u GEp tye didu tri. TGt nhit 1 thue hign thi thai, k& don
vi ¢ip phdl thudc trong ciing mat ngdy. Cip phdt isotretinoin chi nén thyc hién Wi da
trong ving 7 ngdy ké tir ngly ké don.

Bénh nhin nam

Cic dif ligu o6 siin cho thily mie di phdi nhilm ciia b me i tinh dich nguisi bénh dang
diing isotretinein khong d ewding d6 A€ giy ra nhitng tdée ding qudi thai ciia isotretinoin,
Bé&nh nhin nam nén duic nhic nhd rling ho khong dide chia sé thude eda ho cho bét ky
a1, die bigr I phy ni.

R&i loan tim thin

Isotretinoin ¢6 thé gy ra wrim cdm, rdi logn tim thiin, vi hi€m khi, § wdng wr v, e o,
cde hitnh vi hung hiing va/ hodie bao e, Chuta rd ed ché gily ra cfe tde dung wén, Trude
khi bat diu di¢u (i, bénh nhiin cin dude hdi vé tién si ri loan tim thin, visau khi bt
déu didu tri cin theo dai cde tridu chiing bil thudng. Bénh nhin nén duge kidm tra dinh
ki vih thm sodt cdc bién ¢f tim thiln, ¢6 thé thay d8i thuec didu tri trong truding hop cin
thiét,

D6l véi bénh nhin ¢d tén st tim cdm, edn ¢in nhic c¢in thin gilta lgi ich cla viée
diéu tri v nguy ¢d ¢6 thé xdy ra r8i loan tim thin. Theo ddi nhimg biu hién trim cim
€6 thit xudl hign trén 141 ¢d cdc bénh nhin v tham khio d€ ¢6 lidu phdp diéu tr thich
hefp khi cdn thiél. Viée ngung ding isotretinoin ¢6 thé khong 1am gidm nhifng bifu hién
trim edm v khi d6, ciin thiét ddnh gid thém vé tim thin va 1Am 1§ bénh nhin.

Da va mé dudi da

C6 thé xdy ra cdc dot ¢ip elia mun tning ¢4 khi mdi bit diu diéu tri, nhumg s& gidm
khi tifp e didu i, thudng wong vong 7 - 10 ngdy vi khdng cdn thi€t diu chinh liéu.
Tranh 1i€p xie vdi dnh sdng mit wdi cuding 4§ cao hodce tia UV, NEu cin thiét nén
diing sin phim,chdng ndng chifa cde yéu 1 bio vé cao voi SPF itnhit la 15,

Nén trinh didu trj da bing laser hojic ding héa chat lim mdn da trong thisi gian 5- 6
thing sau khi didu tri bling isotretinoin, vi e6 nguy ¢d giy seo 18i hodc giy viém ting
hodc gidm sdc 1 da trén vimg da diéu iri.

Tranh 14y long biing sép trong ving 6 thing sau khi diéu tri bling isotretinoin, Vi ¢ff
nguy cd bj trde da. 4
Khing nén diing isotretinoin ¢ling vdi cde thude béi wén da ¢6 tde dung lim trée viy
v liéu keratin, v1 lim tng kich dng tén da,

]

i
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- Bénh nhin nén ding kem hodc thude md gitf Sm cho da va mdi tir ldc bt ddu didu i
biing isotretinoin, vi isotretinoin thudng 1am kha da va mdi.

- Bi ¢6 bio cdo vé phin ttng nghiém trong trén da (nhut hdng ban da dang (EM), hi
chifng Stevens-Johnson (8JS), vi hoai uf thugng bl nhiém dic (TEN}) khi ding
isotretinoin, Bénh nhin nén duge khuyén cdo vé nhifng diu hiéu va riéu chiing vii
nén theo dii ¢dn thin ¢ phong nhitg phin dng nghiém trong tén da. Néu nghi ngd
cd phin dng nghiém trong trén da, nén ngimg si dung isotretinoin,

Tihe dong trén mit

Khd mit, duc gidge mac, gidm thi lye vio ban dém vi viém gidc mac ¢6 thé xdy ra,

thuting hét sau khi ngung didu tri. Néu bi khé mit, bénh nhin ¢é thé ding thubc ma

Bim tron midt hode nude milt nhin tao. Bénh nhin ¢§ thé bi khé chiu khi ding kinh 4p

tring, nén ding kinh deo.

Gidm thi luc vio ban dém cling di dige bio cdo, khdi ddu ddt ngdt @ mGt s& bénh nhin.

Bénh nhiin gip khé khiin vé thi lye nén dugc tham khdo ¥ kién chuyén gia vé mit. C6

thé ngung diing thude néu cin thidt.

Tdhc djng trén tai

Suy gidm thinh le, O tai ciing duge bdo cdo & bénh nhin ding isotretinoin. Bénh nhiin

nén ngiig thude va tham khio ¥ ki€n bdc s§ khi gip nhifng viin A€ trén.

Rii loan ed - xdang vi mé lién két

Pau ¢d, dau khdp vi ting creatin phosphokinase huy€t thanh di duge bdo cdo & biénh

nhiin sir dung isotretinoin, dic bi¢t 1A & nhitng bénh nhin thyc hién cic hoat ding thé

¢hil manh. Ning dd creatin phosphokinase s& wd lai binh thudng khi ngiing cde hoat
ddng vin ddng manh.

Thay d6i vé xudng bao gbm dong sdm diu xuong & tré em, ting sinh xudng v voi héa

glin vit diy chling xdy ra sau nhiéu nim dong thude liéu cao diéu i cde i loan keratin

héa. Liéu ding, thdi gian diéu trj v dng lidu tich ldy & nhitng bénh nhin nay cao hon
rit nhiéu so vdi liéu khuyén cdo didu trj mun tring c4.

Téng dp life ndi s¢ lanh tinh

Tiang 4p lwe ndi so Hnh tinh i duge bdo cdo, mdt vii trudng hgp xdy ra khi ding

chung véi tetracyelin, Dau hiu va trigu chitng bao ghm: Bau diu, bubn ndn v nn, roi

loan thi gide vA phi gai thi. N&u bi tang huy&t dp ndi so linh tinh cin ngitng isotretinoin
ngay lip tiec. )

R4i loan gan mét

Nén tién hinh kim tra enzym gan tede khi didu tr, 1 thing sau khi bdt diu difu i va

sau d6 ki€m tra dinh k¥ 3 thing mt in triY khi ¢6 chi dinh theo di thuiing xuyén hon

trén lim sing. i ¢6 bido ¢do ting transaminase gan thodng qua vii ¢6 héi phue. Trong
nhidu tfiing he'p, nhitng thay ddi nay & rong mife binh thuding vi cde gid tri trd lai mife

ban diu trong qué trinh diéu trf, Tuy nhién, trong trudng hdp ting transaminase kéo dii

¢6 kim theo cde diu hiu lam sing thi nén cin nhic gidm lidu ding hoje ngung difu

tri.

Suy gidm clhife niing thin

Suy gidm chie nfing thin va suy thin khong dnh hudng dén duge dong hoe ela

isotretinoin. Do dd, c6 thé sif dung isotretinoin & ngudi suy thin. Tuy nhién khuyén cdo

nén ding lidu khdi ddu thip va chinh liéu dén liéu cao nhit ¢ thé dung nap.
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Chuyén héa lipid

Neén ki€m tra méc lipid trong huy€t wong tnide khi didu trd, 1 thang sau khi bit ddu
diéu tri vi mbi 3 thing trong thasi gian diéu tri trif khi ¢6 chi dinh theo doi thding xuyén
hon trén ldm sing. Téng lipid mdu ¢6 thé rd vé mufe binh thuting khi gidm liéu, hoje
ngig thude, hofic dap ng véi ché d9 in kieng,

Isotretinoin ¢6 lién quan td¢i s ting inglycerid huyél wing. Ngung didu i vdi
isotretinein néu ting triglycerid khing thé kiém sodt & mic c6 thé chip nhin duge hodc
¢6 triéu chifng viém wyén oy xdy ra, Midc vt qud 800 mg/ dL hic 9 mmol/ L ddi khi
kém viém luy ¢ip ¢6 thé din dén i vong,

R&i loan tiéu héa

Isotretinoin 6 thé gy viém rudt tbao gbm cd viém héi wring khu vic) & nhimg bénh
nhiin khong cé 1ién sif r6i loan duting rudt. Triéu chitg 6 thé kéo dii sau khi ngimg
thude. Bénh nhin bj (xuit huyét) tiéu chidy ning thi phii ngung ding thude ngay.

Phin ing dj tiing

Bi ¢6 bdo cdo hi€m gip soc phin v&, mot vii truting hop xdy ra sau dgt sit dung
retinoid ngodi da trude dé. Phin dng di tng da it gdp. Viém mach dj tng nghiém trong,
thudng kiém theo ban xudt huy@t (vt bim tim v cdc ndt 48) & chi vi ngodi da di duge
bio cdo. Nhitng phin tng di ¥ng niing cin ngifmg thube vi theo dai ¢in thin,

Bénh nhiin co nguy cd cao

Bénh nhén bj ddi thio dudng, béo phi, nghién rugu, r6i loan lipid mdu khi diéu iri véi
isotretinoin cdn 1ién hanh cie xét nghiém ddnh gid lipid vi/ hodic glucose huyétl thanh
thuding xuyén hon. Tang duifng huy€l da duge bdo cdo vd mol s ca ddi thido dubing mdi
mie di dugic chiin dodn trong khi diéu trj vdi isotretinoin,

Kha néing sinh sin

Isolretinein, & liéu diéu trj, khong dnh hudng difn s6 lugng, khi ning vin ddng va hinh
thdi ¢da tinh tring vi khong giy nguy hiém cho sy hinh thinh vi phét trién cla phoi
thai dutge thy tinh bdi nam gidi udng isotretinoin.

Cie thiin trong khiic

Bénh nhiin ciin duge hudng diin khiing dua thudc ndy cho bl k¥ ai khic v 1ed lai thufic
con du cho dige s§ cla ho sau khi k&t thiic diéu iri.

Bénh nhiin khiing nén hién mau trong khi diéu tri v trong vong | thing sau khi ngung
didu tri vi nhifng nguy ed ¢6 thé gy ra cho thai nhi & thai phy nhin méu.

Ciinh bdo v€ edc td duge ¢ trong thudc

ZOACNEL 6 chita sorbitol, biénh nhin bi bénh di truyén hi€m gip khong dung nap
fructose khdmg nén sit dung.

ZOACNEL c6 chifa diu ddu nanh, chong chi dinh cho bénh nhin di ting véi diu phing
hofic ddu ndinh.

ZOACNEL ¢6 chifa polysorbat 80, td duide miu tartrazin yellow c6 thé gy di ing.
ZOACNEL ¢6 chita cdc chilt bio quin methyl paraben, propyl paraben, ¢ thé gy di
ting (c6 (hé xdy ra mudn).

Pé xa tim tay tré em.

/

Sir dung cho phy nir cé thai vi cho con bi W
Thiri ki mang thai

Chéng chi dinh tuygt déi diéu tri isotretinoin eho phy nil mang thai. Phy nit dang irong
A6 (udi sinh dé cdn ding bign phdp trdnh thai c6 higu qud 1t tride kii didu trj 1 thing,
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trong ki diéu tri vé 16i 1 thdng sau khi két thuic diéu tri. Néu mang thai (mdc dic da
thite hign edc bign phdp phong trdnh) irong khi hode trong vong mt thing sau khi
diéu trj véi isotretinoin, ngny co dj 1§t ndng va nghiém trong xdy ra doi véi thai nhi la
rét lin.

Di tdt thai nhi lién quan ¢&n isotretinoin bao gdm bt thuting hé thin kinh trung wdng
(trin dich nio, di @bt thuiing tidu ndo, tit ddu nhd), di dang mat, hd ham &ch, bat
thuding tai ngodi-(khoéng c6 tai ngoli, dng tai nhd hodc khing ¢d). bl thudng mit
{chitng mit nhd), bat thudng vé tim mach (di it dudng din mdu nhy 1d chimg Fallot,
chuyén vi ciia cde mach mdu 1dn, dj tdt vich ngin), bt thudng wyén de vi wyén ¢in
gidp. Ngoli ra cdn o6 gy dng 1y 1& sdy thai.

Néu ¢6 thai khi dang diéu i biing isotretinoin, phii ngig thude va bénh nhiin phai
dwge khdm bdi mbt bde s§ chuyén khoa hodie ¢ kinh nghiém vé qudi thai 48 ddnh gid
Vit vin.

Thisi ki cho con b

Isotretinoin rit thiin ddu, do d6 isotretinoin ¢6 khd ning di vao siia me. Do nguy cd giy
uic dung khong mong mubn 1én wré b sita me, chdng chi dinh isotretinoin trong thiti ki
cho con bd.

Anh hirémg etia thube d6i v ebng vife (ngudi vin hinh méiy mée, dang lai tu xe, nguti
lim vige trén cao va cde truomg hop khic)

Isotretinoin ¢6 thé dnh hudng dén khi ning 14i xe vt viin hinh mdy mdée,

Thudc ¢d thé giy gidm thi lc ban dém, Anh hudng ndy hi€m khi kéo dai sau khi didu
tri. Do triéu chifng e6 thé xuit hién djt ngdt & mot s bénh nhiin, thin trong khi 14i xe
vi viin hinh may moc.

Hi€m khi xdy ra budn ngd, chéng mit, rdi loan thi gidc. Bénh nhin cin duge ¢dnh bdo
nhitng tdc dyng khing mong mudn niy vii khdng nén 14§ xe, vin hinh mdy méc hoic
tham gia vio nhifng hoat ddng nguy hidm cin sy tip trung,

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:

Isotretinoin ¢d lién quan mét thi€l vdi vitamin A, Bé winh ngd dde vitamin A, bénh
nhin khong nén b sung vitamin A khi dang diu tri véi isotretinoin.

Trénh sit dung tetracyclin hodc minocylin chung véi isotretinoin do ¢6 thé din d&n ting
dp lye ndi sp lanh tinh.

Trdnh diing déng thdi isolretinoin vii cdc thude tidu keratin tai ¢hd hode thude diéu tri
mun Irdng cd lim.da bong trde viy do nguy co ting kich dng da.

Chua 10 hiéu qud clia thuSc ngita thai dang hormon ¢6 thay ddi khi sif dung chung vdi
isolretinoin khong. Do d6 khi diéu iri biing isotretinoin, phy nif cd khi ning mang thai
nén sit dung ddng thi hai bién phdp tednh thai ngay ¢ khi mdt phung phip 13 thude
ngira thai dang hormon, trit khi la chon kiéng cif wyét d6i,

Corticoid ¢6 th€ gay ra bénh loding xuong, Chua ¢6 nghién cifu lim sing chinh thic nio
dwge ié€n hanh d& dinh gid nfong tic gitfa corticoid v isolretinoin vé tde dyng mil
xufdng. Do d6 nén thin trong khi sit dung cde loai thude niy vdi nhau.

Trong mdt nghién ctiu & by ngudsi tinh nguyén khde manh, khing thiy isoteetinoin lam
thay d8i duge dbng hoe cla phenytoin. Didu niy phil hyp véi k&t qui thif nghiém in
vitro: ¢i isotretingin vi cdc chil chuyén héa ciia nd du khong lam gidm hay e ché
hoat tinh ciia enzym gan CYP P450 2C9. Phenytoin ¢6 thé giy ra loding xudng. Chua ¢6
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nghién cifu 1im sing chinh tnfe duge tién hanh d8 dinh gid wong e gilra phenytoin vi
isotretinoin vé tic dung mit xuong. Vi vy, cin thiin trong khi s dung cfic thude nay
vai nhau.

TAC DUNG KHONG MONG MUON:

Cie ri¢u chifng sau thuding dude bio cdo nhit khi sit dung 1sotretinoin: Khi niém mac

nb mbi, viém moi, niém mac mii, chdy mdu cam, viém k&€t mae mit, kho da.

MGt 56 tic dung kKhéng mong mudn phy thude lidu ding. Cédc tdc dung khing mong

mubn ndy thuding hét khi gidm liéy hoace ngung ding thude. Tuy nhién ¢é vii riding

hesp, tic dung khing mong mudn vin con kéo dii sau khi 03 ngung diéu tr.

Ngodi ra, ¢on ¢d cdc tdc dung khéng mong mudn sau:

Rt thuemg gdp ADR = 1/10:

Mdu vit hé bach huy€l: Gidm ti€u cdu, thi€u mdu, ting tiéu ciu, ting e b ling

hiing efiu.

Mt Viém mi midy, viém k&t mae, khd mdy, kich dng mit

Gan mit: Ting lransaminase.

Da vi md dudi da: Ngda, ban dé, viém da, viém mdi, kho da, trée viy, da d& bj 1n

thufdng.

= Cd xucng va mi lién két: Pau khdp, dau ¢d, dau lung,

Xétnghiém: Ting triglycenid huyét, gidm HDL.

Thitimg gdp 100 = ADR < 1/10;

- Mdu vi hé bach huyét: Gidm bach ciu trung tinh.

= Hé thin kinh trung ugng: Bau diu,

- HE ho hap, ngwe va trung that: Viém mii - hong, chdy mdu cam, kho mii.

- Xétnghiém: Ting cholesterol huyét, ting duimng huy€, tiéu ra mdu, protein nicu.

Hiém gap 1710 000 < ADR < I/1 000

- Hé mién dich: Phin ting phin v&, qud miin, dj ing da.

- Tim thin: Trdtn cim, Bm ning thém wim cim. xu hudng kich déng, lo ling, thay
dii tim trang.

- Da v mb dudi da; Rung toe.

Rt hicm gap ADR < 1710 000:

- Nhiém khuin: Nhiém khuin (da v niém mae) gram duong,

- Mdu v hé bach huyé: Sung hach,

Chuy€n héa va dinh dudng: P4 thio dudng, ting acid uric huyét, e

Tim thin: Roi loan tdm thin, ro loan hinh vi, ¥ dinh 1 sdl, e ging uf sét, no sat.

Hé thiin kinh trung wong: Ting dp lvc ndi so lanh tinh, co gift, budn ngi, chéng mit,

Mit: Phit gai thi (ddu hi¢u clia ting 4p Iuc ni so linh tinh), a .crymy:n'n%thi mi

miiu, khing dung ngp kinh dp rong, dyc gide mae, gidm thi bue&if‘.:l, i_

mac, sq dnh séng, r61 loan thi gide, nhin mi. g o B

Tai v 1ién dinh: Suy gidm thinh e,

Mach mdu: Viém mach mdu. X :

Hé ho hilp, ngue vi trung thit: Co thdl phe quin (dfc bigt b hin’ biffien phé

quin), khin tiéng.

]
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héa, tiéu chdy xuit huygt, budn non, khé hong,
- Gan mit: Viém gan.

Hé tiéu hoa: Viem rujt, viém dai ang, viém hoi tridng, viém tuy, xuit huy&l tién

- Da vi md dudi da: Mun tdi cdp (nghiém trong, thuding gdy ur vong), lim nang hon
{inh rrang mun ming cd, ban dd (3 mit), phdl ban, réi loan 6, rim long, o mong
tay, nhiém tring quanh mong, nhay ¢dm dnh séng, u hat sinh mi, ting sie 16 da, ting

d6 md hoi.

- Co xuong va mo lién k&t Viém khdp, vii héa diy chling va gin, ddu xuong déng
sdm, gidm mirdd xuong (lodng xudng), 141 xuong, (ling sinh xudng), viém gan, iéu

cd vin.
- Thén vi &l ni¢u: Viém ciu thin.
- Todn thin: MO hat (ting hinh thinh), mét mdi.
- Xétnghiém: Ting creatinin phosphokinase.
Chuta ré tdn sudlt;

- Da vt md dudi da: Hong ban da dang, hoi ching Stevens-Johnson, hoai 1 thwng bi

nhiém die.

Thude c6 1hé gy ra cde tde dung khing mong mudn khde. Cén theo doi chit ehé va kuyén
cdo bénh nhan thong bae cho bic sp nhimg tde dung khing niong imudn gdp phai khi sie

dung thude.
9. QUA LIEU VA XU TRi:

Isotretinoin |4 mét din xudt cia vitamin A, Bie tinh cép cia isotretinoin thip, tri¢u chimg
qud liéu yéng nhir qua liéu vitamin A: nhirc diin dir doi, budn nén hay non mira, ngi ga,

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding thude qua liéu khuyén

kich img va ngira. Céc tri¢u chimg nay sé héi phyc va giam din mi khéng cin dw}ln

cdo. /1

11. TEN, BJA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

S xudt tai:
r CONG TY TNHH DUGC PHAM DAT VI PHU
DAVIPHARM (DAVI PHARM CO., LTD)

Dia chi: L6 M7A, Duong D17, Khu CN My Phuse 1, Phudng Théi Hoa, Thi x& Bén Cit,

Tinh Binh Duemg, Viét Nam
Tel: 0650-3367689  Fax: 0650-3567688

12. NGAY XEM XET SUA DOI, CAP NHAT LAI N
THUOC: :

PHO GIAM BOC
16, Hpagen Fazmn

DUNG HUGONG DAN SU DUNG
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