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boc k§ huéng denig trude khi dung. D€ xa tam tay tré em.
Thong bdo ngay cho bac s§ hodc dugc sy nhitng tic dung khdng mong mudn gip
phai khi st dung thudc. Thudc nay chi ding theo don ciia béc s§.

To thong tin sdn phdm nay bao gom huéng dan sit dung cho thuéc c¢é nhiéu ham higng khdc
nhau.

THANH PHAN |
Mbi vién nang mém ZOACNEL-5 chita:
Isotretinoin........eeren.d MG

Tda dugc: Butylated hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
soybean oil, palm oil, gelatin 200 bloom, glycerin, methyl paraben, propyl paraben, sorbitol
[6ng, ethyl vanillin, titan dioxyd, mau allura red, mau brilliant blue, mau tartrazin yellow.

Mdi vién nang mém ZOACNEL-10 chia:

Isotretinoin.......ocoucener. 10 Mg

Td dugc: Butylated hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
soybean oil, palm oil, gelatin, glycerin, methyl paraben, propyl paraben, sorbitol ldng, ethyl
vanillin, titan dioxyd, mau erythrosin, mau sunset yellow, mau brilliant blue.

MJi vién nang mém ZOACNEL chifa:

ISOMEHN0IN cnssamussninnal) THE

Ta dugc: Butylated hydroxyanisol (BHA), natri edetat, beewax white, polysorbat 80, lecithin,
soybean oil, palm oil, gelatin, glycerin, methyl paraben, propyl paraben, sorbitol long, ethyl
vanillin, titan dioxyd, mau allura red, mau brilliant blue, mau tartrazin yellow.

Dang bao ché: Vién nang mém.

Mo ta sin phim:

ZOACNEL-5: Vién nang mém, dang oval mau niu d3, bén trong chita hdn hgp mau vang
cam.

ZOACNEL-10: Vién nang mém, dang oval, phin nita mau dé niu, nia kia mau kem, bén
trong chita hdn hgp mau cam nhat.

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

Quy cich dong goi: ZOACNEL-5: Hop 6 vi x 10 vién.
ZOACNEL-10: Hop 3 vi x 10 vién/ Hop 6 vi x 10 vién.
ZOACNEL: Hop 3 vi x 10 vién.

Thuéc dung cho bénh gi?

Sén phim ZOACNEL chita thanh phin chinh ¢6 tdc dung dugc 1y 1a isotretinoin, thudc tri
mun tréng ¢4 nhém retinoid.

ZOACNEL dugc ding dé diéu tri bénh trifng ¢4 ning da khang vdi cdc liéu trinh chuin bing
khdng sinh uéng va thudc boi trén da, chi duge diang khi ¢6 chi dinh ctia bic s§.
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Nén dung thudc nay nhu thé nao va liéu lugng?

Ludn ding thude chinh xdc nhw hudng din ciia bic s§ hodc duge sy. Néu ban chua 16, hiy
hdi lai cho chic chin.

Chi sit dung isotretinoin dudi sy gidm sdt cda bac s§ c¢6 chuyén mon, tim hiu rd hoic hdi
bac s§ vé nhitng nguy cd clia thudc va cdc bién phdp xit tri khi cin thiét trude khi ding thudc.
Li€u khdi ddu cho ngudi 16n: thudng 12 0,5 mg/ kg/ ngay. Nghia 12 n€u ban ning 60 kg, lidu
khdi dau ctia ban thudng 12 30 mg mdi ngay.

Sau vai tudn béc s§ ¢6 thé chinh liéu thudc cho ban. Viéc chinh lidu tiy thudc vao ddp tng
clia ban v6i thudc. Pa s§ bénh nhan dung & liéu 0,5 ~ 1,0 mg/ kg/ ngay. N&u ban cim thay
thudc qud y&u hodc qud manh hiy thong bio cho béc s§.

Néu ban bi suy thdn ndng:

Béc sy ¢6 thé chi dinh liéu khdi dau thdp hon (khodng 10 mg/ ngay). C6 thé ting liéu dung
dan 1&n d&n 1 mg/ kg/ ngay, hoic dén lidu t5i da c6 thé dung nap.

Tré em:

Khong dung isotretinoin dé diéu tri mun tritng c4 trudc tudi ddy thi. Khong ding isotretinoin
cho tré em dudi 12 tudi.

Néu ban khong dung nap thudc:

Néu ban khdng dung nap liéu khuyén cdo, bic sy sé& chi dinh liéu thdp hon, nhung thdi gian
di¢u tri s& kéo dai hon, va nguy cd bi mun trd lai cling cao hon.

Khi nao khéng nén dung thudc nay?

Khong nén dung thudc nay néu ban:

- Min cdm vdi isotretinoin hodc v6i bat ci thanh phan nao clia thudc.

- Phu nif ¢6 thai, cho con bu.

- Phu nit dang trong do tudi sinh dé, trir khi di thuc hién bién phdp tranh thai hiéu qua.
- Suy gan.

- Ting lipid huyét.

- Thira vitamin A.

- Stt dung ddng thdi vdi cdc khang sinh nhém tetracyclin.

T4c dung khéng mong mudén
Nhu cdc thudc khdc, ZOACNEL c6 thé giy tdc dung khong mong mudn, nhung khdng phdi ai
cling gép phai.

Noung dung thudc va lién hé trung tdm y t& ¢dn nhdt néu ban gdp cdc phdn ing sau:

- Phidn @ng nghiém trong trén da (hdng ban da dang, hoi chitng Stevens-Johnson, va hoai ti
thugng bi nhiém doc), thudng nguy hiém tinh mang va can phdi diéu tri y t€ ngay. Thudng
bit ddu 1a cdc diém tron, phdng rop & giita xuat hién & tay, cing chan va chan, phdt ban
ning hon c6 thé phdng rép & nguc va lung. Ngoii ra ¢6 thé bi nhiém trang mdt (viém két
mac), loét miéng, hong hoic miii. Ph4t ban nghiém trong c6 thé lam bong da rdng, gy nguy
hiém tinh mang.

- Phdn tng di @ng: Khé thd, kho khe, ngita ngdy, phdt ban, sung phit mit, chi, va miéng. Céc
phan ng di ng nay hi€m gip khi st dung thudc.

- Tiéu cd vAn: Y&u co, khé van dong tay chin, dau, sung phil hoic bam tim trén cd thé, nude
tiéu ddm mau, tiéu it hoic khong di tiéu, 1d 13n, ma't nudc.
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- Viém than: Kho tiéu, sung, phtt mi mat, cim gidc mét mai.

- Viém gan: Vang da hodc mit, mét mai.

- Tédng dp lyc ndi so lanh tinh: dau dau kéo dai, budn non, ndn, va rdi loan thi gidc.

- R3i loan tiéu héa ning: Pau bung nghiém trong, c6 hodc khong kém theo ia chdy ra mdu,
budn ndn, non.

- R&i loan vé mit: Nhin md, hay bt ¢t bat thudng vé mdt nao khdc.

- Tram cdm: C4m thdy trdng rdng, thay ddi trang thdi, lo 1ing, khéc 16¢, khé chiu, gidm hodc
khong c¢6 hitng thu trong cdc hoat dong xa hdi, ngli nhiéu hoic ngi it, thay ddi cin ning hoic
khau vi, khé tap trung.

- C6 y dinh/ hanh vi ty t hodc gy hai cho bdn than.

- C6 hanh vi bat thudng.

- C6 dau hiéu bi tAm thin, 4o gidc.

Lién hé véi trung tim y t&€ gan nhi't n€u ban gip cic triéu ching trén, bic s§ c6 thé s& bdo
ban ngiing thudc. Néu ngiing thudc khong thé cdi thién cdc triéu chitng trén bic sy s& chi
dinh diéu tri thich hdp cho ban.

Cdc tdc dung khong mong mudn khdc:

- Rdt thuong gdp: Gidm ti€u ciu, thi€u mdu, ting tiéu cdu, ting tdc d6 ling hdng ciu;
Viém mi mit, viém két mac, kho mit, kich tng mit; Ting transaminase; Ngita, phdt ban,
hdng ban, viém da, viém moi, kho da, tréc vdy, da d& bi tn thuong; Pau khdp, dau co, dau
lung; Tang trigycerid mau, gidm HDL.

- Thuong gdp: Gidm bach cau trung tinh; Pau diu; Viém mii - hong, chdy mdu cam, kho
miii; TAng cholesterol mau, ting dudng huyét, tiéu ra mdu, protein niéu.

- Hiém gdp: Rung téc.

- Rdt hiém gdp: Nhiém khuin (da va niém mac) gram duong; Pdi thio dudng, ting uré mau;
ting huyét dp, co giat, budn ngl, chéng mit; Gidm thinh gidc; Viém mach mdu; Co thit
phé& quin (dic biét bénh nhin bi hen), khan ti€ng; rdi loan téc, rim 1dng, teo méng tay,
nhiém tring quanh méng, nhay cdm 4nh sdng, u hat sinh mu, ting sic td da, ting d6 md
hoi; Viém khdp, vdi héa diy chiing va gin, dau xuong déng s6m, gidm mat do xuong
(loding xuong), viém diy chiing; Viém cau thin; M6 hat (ting hinh thanh), mét mdi; Tang
creatinin phosphokinase.

Thudc ¢6 thé giy ra cic tic dung khong mong mudn khdc. Thong bdo cho bdc sy nhitng tdc

dung khong mong mudn gip phai khi st dung thudc.

Nén tranh ding nhitng thudc hoiic thuc phdm gi khi dang st dung thuéc nay?

Mot s6 thudc c6 thé tuong tic vdi isotretinoin nén phdi thong bdo cho bac s§ hodc dugc sy
clia ban vé tit cd cdc loai thudc ma ban dang st dung, bao gdm cd cédc thudc ké don hoidc
khong ké don, cdc vitamin hodc thudc tir dudc liéu.

Cdc thudc c6 thé twong tdc vdi isotretinoin:

- Vitamin A.

- Tetracyclin hodc minocyclin.

- Chua 16 4nh hudng clia isotretinoin 1én thudc ngira thai.

- Corticoid.

- Phenytoin.
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CAn lam gi khi mdt 1An quén khong diung thuéc?
Né&u ban quén khong dung 1 lidu, nén udng lidu d6 ngay khi ¢ thé. N&u thdi diém nhd ra da
ngay gan thdi diém dung liéu thudc ti&p theo, khong ding lidu di quén ma ding thudc theo

ding lich trinh cii. Khdng udng gap doi lidu.

Can bdo quin thudc nay nhu thé nao?

Giir thudc trong bao bi gdc clia nha sin xuat, diy kin.

bé& thudc noi kho rdo, trdnh 4nh sdng, nhiét 4o khong qua 30°C, va ngoai tAm véi clia tré em.
Khong st dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thudc).

Nhitng ddu hiéu va trié¢u chitng khi diing thudc qué liéu

Dung thudc chinh xdc nhu hudng din cda bdc sy. N&u dung qud liéu, thong thudng s& ¢6
triéu ching gidng nhu qud li€u vitamin A: nhifc dau ning, budén ndn hay ndn mira, ngd ga,
kich @#ng va ngita. N&€u ban dung thudc nhiéu hon chi din, ngung ding thudc va lién lac ngay
véi bdc s§ hoic trung tAim y t& gan nhat.

Can phai lam gi khi diing thuéc qua liéu khuyén cdo

Ngung ding thudc va lién lac ngay véi bdc s§ hoic trung tim y t&€ gin nhat.

Mang theo vién thudc cling vdi bao bi d€ bac s§ bi€t ban di udng thudc gi va c6 bién phédp
xit 1y Kip thdsi.

Nhitng diéu cin thin trong khi diing thudc nay
Trudc va trong khi ding thuéc nay, thong bdo cho bdc s§ néu ban cé nhitng vin dé sau:

Thén trong v6i nhitng ddu hi€u clia cdc phdn ng nghiém trong trén da (nhu hong ban da
dang, hoi chiing Stevens-Johnson, va hoai tf thugng bi nhiém doc) khi ding isotretinoin.
Né&u nghi ngd c¢6 phdn tng nghiém trong trén da, nén ngitng st dung isotretinoin va lién
lac vdi trung tim y t&€ gin nhat.

Ngirng thudc va lién lac v6i trung tim y t& gan nhit néu gip cdc phdn tng di Ung.
Isotretinoin c6 thé giy ra trim cdm, rdi loan tim than, va hi€m khi, y tudng tu t, tu o,
cdc hanh vi hung hiing va/ hoic bao luc. Chua 16 co ché giy ra cdc tdc dung trén. TruGe
khi bit ddu diéu tri, ban cin thdng bdo cho bdc s§ vé tién st rdi loan tAm than. Bic s§ s&
theo doi chit ché va c¢6 thé tié€n hanh ki€m tra néu can thiét.

Thudc c6 thé dnh hudng dén tai, mit: C6 thé bi khd mit, khé chiu khi ding kinh 4p trong,
viém k&t mac, kich #ng mit, duc gidc mac, duc thdy tinh thé, rdi loan thi gidc; Suy gidm
thinh luc, U tai. Ban nén ngitng thudc va tham khio ¥ ki€n béc si khi gip nhitng van dé
trén.

Bénh vé gan.

Céc rdi loan dudng tiéu héa.

Viém tuy.

R&i loan vé cd xuong: dau xuong hodc khdp, dau cd.

Thudc c6 thé gay qudi thai. Ap dung cdc bién phdp ngira thai trong thdi gian st dung thudc.

Nén kiém tra su ¢6 thai trude khi diéu tri, trong khi diéu tri va 5 tuin sau khi két thic diéu
tri diéu tri bing isotretinoin.

Mun tritng ¢4 ¢6 thé ting 1én khi méi bt ddu diéu tri, nhung s& gidm di khi diéu tri ti€p
tuc, thudng trong vong 7 - 10 ngay.
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- Tang huyét 4p nodi so lanh tinh, dau higu va triéu chitng bao gdm: dau diu, budn ndn va
non, r6i loan thi gidc va phi gai thi. N&u bi ting huyé&t 4p ndi so lanh tinh cin ngling
isotretinoin ngay 14p tdc.

- Suy than.

- bdi thdo dudng, béo phi, nghién rugu, roi loan lipid mau.

Trong khi ding thuéc ban can chii ¥ nhitng van dé sau:

- Nén han ch& van dong manh trong qud trinh diéu tri v4i isotretinoin, dic biét khi ¢6 rdi
loan vé co xuong

- Khong nén hi€n mdu trong khi diéu tri va sau khi chdm dit diéu tri mot thing, Vi
isotretinoin c6 thé gay nguy hiém cho thai phu nhin m4u.

- Trdnh ti€p xdc véi dnh sdng mit trdi manh hoic tia UV. Nén ding kem chéng ning c6
SPF 15 hoidc cao hon.

- Nén trdnh di€u tri da bing laser hoic diing héa chi't 1am mon da trong thdi gian 5 - 6 thdng
sau khi di€u tri bing isotretinoin, vi ¢6 nguy cd giy seo 1di hoic lam ting hoic gidm sic t&
da trén ving da diéu tri.

- Trdnh nhé 16ng biing sdp trong vong 6 thing sau khi diéu tri biing isotretinoin, vi ¢6 nguy
co bi 16t da.

- Khong nén dung isotretinoin cing v6i cdc thudc boi trén da ¢6 tdc dung lam tréc vdy va
tiéu keratin, vi lam tdng kich tng trén da.

- Nén ding kem hoidc thudc md giit 4m cho da va moi tir ldc bit diu diéu tri bing
isotretinoin, vi isotretinoin thudng lam kho da va moi.

ZOACNEL c6 chita sorbitol, bénh nhin bi bénh di truyén hi€m gip khong dung nap fructose

khong nén st dung.

ZOACNEL c6 chita soybean oil, chdng chi dinh cho bé&énh nhin di ¥ng véi dau phdng hoic

dau nanh.

ZOACNEL c6 chifa cdc td duge mau tartrazin yellow c6 thé gy di ing.

ZOACNEL c6 chita cdc chit bio quin methyl paraben, propyl paraben, c6 thé giy di tng (c6

thé xdy ra muon).

Duing thudc cho tré em

Khong diing isotretinoin dé diéu tri mun tring cd trudc tudi ddy thi. Khong dung isotretinoin

cho tré em du6i 12 tudi.

Phu nit mang thai hodc cho con bu

Chéng chi dinh cho phu nif ¢6 thai. Phu nit dang trong d6 tudi sinh dé cAn dung biéh phdp

trdnh thai c¢6 hiéu qué tir trudc khi bdt ddu di€u tri 1 thang, trong khi dicu tri va t6i Lthdng

sau khi két thic diéu tri. N€u mang thai (mdc du di c6 nhitng bién phdp phong ngiid) trong
khi diéu tri hoidc trong 1 thdng sau d6, thai nhi ¢6 nguy cd rat 16n s& bi di tat.

Chdng chi dinh isotretinoin trong thdi gian cho con bu.

Ldi xe va vdn hanh mdy mdc

Isotretinoin ¢6 thé 4nh hudng d&€n kh4 ning 14i xe va van hanh mdy mdc.

Thudc ¢6 thé gay gidm thi lyc ban dém, dnh hudng nay hi€m khi kéo dai sau khi diéu tri. Do

triéu chifng c6 thé xuat hién dot ngdt, than trong khi 1di xe va van hanh mdy méc.

Hi€m khi x4y ra budn ngt, chéng mit, rdi loan thi gidc. Khong nén 14i xe, vin hanh mdy

méc hoic tham gia vao nhitng hoat dong nguy hi€m cin sy tdp trung cho dén khi chic chin

ban khong bi dnh hudng.
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Khi nao cin tham van bdc s§, dugc s¥.

Can lién lac ngay véi bdc s§ hoic trung tim y t& gan nha't khi diing thudc qu4 liéu chi dinh.
Thong thudng, bao gid ciing phdi hdi ¥ ki€n bdc s§ hodc dugc s§ trude lic dung bat ky thudc
nao khi mang thai hodc cho con bu.

Thong bdo ngay cho bdc s§ hodc duge s§ nhitng tdc dung khong mong mudn gip phdi khi st
dung thudc.

N&u cin thém thdng tin xin hdi y ki€n bic s§ hodc dugc s§.

Han diing ciia thudc: 36 thing k€ tif ngay sn xud't.

San xuAt tai:

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

Lo M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Théi Hoa, Thi xa Bén Cit, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688

hitdng dan st dung thudc:

Ngay xem xét sita ddi, cAp nhit lai ndi dyAg: 3t
CONGTY \%\

PHO GIAM BPOC
DS.J%@@’}; Nuadin %Jam
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~ Thong tin danh cho cdn bd y t&
S
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/ conare \EOACNEL
5 TNHH ‘
*\ DUGC PHAM

) tliong déin sit dung cho thuéc cé nhiéu ham lugng khdc

To thong tin sdan p
nhau.

THANH PHAN
M&i vién nang mém ZOACNEL-5 chita:
T2 Tuciitate | TR,

Td dugc: Butylated hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
soybean oil, palm oil, gelatin 200 bloom, glycerin, methyl paraben, propyl paraben, sorbitol
[ong, ethyl vanillin, titan dioxyd, mau allura red, mau brilliant blue, mau tartrazin yellow.

Mbi vién nang mém ZOACNEL-10 chita:

ISORINOIN. .cosmmmammms] 10

Ta dugc: Butylated hydroxyanisol (BHA), natri edetat, beewax white, tween 80, lecithin,
soybean oil, palm oil, gelatin, glycerin, methyl paraben, propyl paraben, sorbitol Idng, ethyl
vanillin, titan dioxyd, mau erythrosin, mau sunset yellow, mau brilliant blue.

Mai vién nang mém ZOACNEL chita:

ISOLEtiNOn. . ismminsndl) Mg

Tda dugc: Butylated hydroxyanisol (BHA), natri edetat, beewax white, polysorbat 80, lecithin,
soybean oil, palm oil, gelatin, glycerin, methyl paraben, propyl paraben, sorbitol 1dng, ethyl
vanillin, titan dioxyd, mau allura red, mau brilliant blue, mau tartrazin yellow.

Dang bao ché: Vién nang mém.

M0 ta sin phim:

ZOACNEL-5: Vién nang mém, dang oval mau niu dé, bén trong chita hdn hgp mau vang
cam.

ZOACNEL-10: Vién nang mém, dang oval, phin nifa mau d3 niu, nta kia mau kem, bén
trong chita hdn hgp mau cam nhat.

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

Quy cach déng géi: ZOACNEL-5: Hop 6 vi x 10 vién.
ZOACNEL-10: Hop 3 vi x 10 vién/ Hop 6 vi x 10 vién.
ZOACNEL: Hop 3 vi x 10 vién.

PAC TINH DUGC LUC HQC:

Nhém dudgc 1y: Thudc tri mun tritng ¢4 nhém retinoid, ma ATC: D10BAOLI.

Isotretinoin 12 dong phan 1ap thé cia tretinoin. Co ché tdc dong cida isotretinoin chua dudgc

1am sdng t3. Nhung theo cdc nghién cttu 1dm sang trén bénh trifng c4, isotretinoin lam gidm

hoat dong clia tuyén b3 nhdn va lam gidm kich thudc clia tuyén bd nhon. Tdc dung khdng

viém da cia isotretinoin chua dugc chitng minh.

Su ting keratin héa t& bao biéu mo clia nang 16ng tuyén ba nhdn 1am nghén tuyé€n ba nhon,

tao nhin tring cd, va cudi cung din dén tdn thuong viém. Isotretinoin e ché sy sinh sdn t&

bao bd nhdn va dudng nhu tic dong biing cich tdi 14p chuong trinh biét hda t&€ bao. Ba nhon
1/8

L%

O

0\ Mo



1a chat chii y&u cho sy phdt trién cla vi khudn Propionibacterium acnes. Do d6 giim tao ba
nhdn cling ¢ ché& sy phdt trién clia vi khuin trong nang 1ong.

PAC TINH DUJC PONG HOC:

Hdp thu: Sy hip thu cla isotretinoin qua dudng tiéu héa dao dong nhiéu, chua xdc dinh sinh
khd dung tuyét doi. Khi dung ciing vdi thifc in, khd dung sinh hoc cia isotretinoin ting gip
doi so v6i udng thude lic d6i. Nong do trong huyét tuong ciia isotretinoin cao gip 1,7 lan
ndng do trong mdu toan phin do isotretinoin it di vao hdng ciu.

Phdn bo: Tsotretinoin gdn k€t nhi€u vdi protein huyé&t twong, chi y&u 1a albumin (99,9%).
Chua xdc dinh thé tich phan bd. Nong d¢ isotretinoin & da khodng biing nita ndng do trong
huy&'t thanh.

Chuyén héa: Sau khi udng, trong huyé&t tuong c¢é 3 chi't chuyén héa chinh: 4-oxo-isotretinoin,
tretinoin, 4-oxo-tretinoin. Cdc chdt chuyén héa ndy c6é hoat tinh sinh hoc trong cdc thit
nghiém in vitro. Cdc chit chuyén héa phu khdc bao gdm cdc chat lién hop véi glucuronid.
trang thdi 6n dinh, ndng dd chi't chuyén héa chinh, 4-oxo-isotretinoin, trong huyét twdng cao
gdp 2,5 1an ndng do cua isotretinoin dang nguyén ven. Isotretinoin va tretinoin dugc chuyén
héa qua lai.

Chu trinh rudt - gan déng vai trd quan trong trong dugc dong hoc cia isotretinoin ¢ ngudi.
Nghién cttu in vitro cho thdy c6 mot vai enzym CYP dnh hudng t6i chuyén héa cia
isotretinoin thanh 4-oxo-isotretinoin va tretinoin. Isotretinoin va chit chuyén héa clia né6
khong 4nh hudng ddng ké dén hoat tinh cla enzym CYP.

Thdi trir: Sau khi udng isotretinoin dugc didnh ddu phéng xa, mot lugng gan bing vdi liéu
udng dugc phat hién trong nude tiéu va phin. Thdi gian ban thii trung binh cda thudc dang
khong ddi & bénh nhin bi tring ¢4 1a 19 gid. Thdi gian bdn thdi trung binh clia chi't chuyén
hod 4-oxo-isotretinoin 1a 29 gid.

Isotretinoin 1a mot retinoid sinh 1y va ndng do retinoid ndi sinh dat dudc trong vong 2 tudn
sau khi cham dit diéu tri bing isotretinoin.

Suy gan: Isotretinoin bi chéng chi dinh & b&énh nhan suy gan, dit liéu dugc dong hoc & ddi
trgng bénh nhin nay con han ché.

Suy thin: Suy thin khong lam gidm ddng ké do thanh thdi huyét tuong cla isotretinoin hodc
4-ox0-isotretinoin.

CHI DPINH:
Diéu tri bénh tritng ¢4 niing di khdng vdi cdc liéu trinh chudn bing khdng sinh udng va thude
boi trén da, chi dugc dung khi ¢6 chi dinh cia béc si.

LIEU DUNG - CACH DUNG:

[sotretinoin phdi dudc ké don hodc st dung dudi sy gidm sit clia bdc s§ c6 chuyén mon su
dung retinoid tdc dung toan thin dé diéu tri tring c4 ndng va hi€u rd nguy cd cla thudc va
cdc bién phdp theo ddi néu can.

Dung thudc vao bita in, 1 - 2 1an/ ngay.

Nguoi I6n, thiéu nién va ngudi cao tudi:

Nén bit dau ding & liu 0,5 mg/ kg/ ngay.

Pidu chinh lidu ding va thdi gian ding theo ting bénh nhin. Pa s& bénh nhin ding & liéu
0,5 ~ 1,0 mg/ kg/ ngay.
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Bénh nhdn suy thdn ngng: Nén bt ddu dang & liéu thap hon (khoidng 10 mg/ ngay). C6 thé
ting liéu dung din 1én d&€n 1 mg/ kg/ ngay, hodc dén lidu t5i da c6 thé dung nap.

Tré em: Khong ding isotretinoin dé€ diéu tri mun tring c4 trudc tudi day thi. Khong ding
isotretinoin cho tré em dudi 12 tudi.

Bénh nhdn khong dung nap thudc: D31 v6i bénh nhan khdng dung nap & liu dung khuyén
nghi, nén bit dau diang & liéu thap hon, nhung thdi gian diéu tri s& kéo dai hon, va nguy co
tdi phét cling cao hon.

CHONG CHI PINH:

M4n cdm v6i isotretinoin, hodc bat cit thanh phan nio cla thudc.

Phu nif ¢6 thai, cho con bu.

Phu nif dang trong do tudi sinh dé, trir khi di thuc hién bién phép tranh thai hiéu qua.
Suy gan.

Ting lipid huyé&t.

Thira vitamin A.

St dung dong thdi vé6i cdc khdng sinh nhém tetracyclin.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

- P ¢6 bdo cdo vé phdn tng nghiém trong trén da (nhu hong ban da dang, hdi ching
Stevens-Johnson, va hoai tif thugng bi nhiém doc) khi ding isotretinoin. Bénh nhin nén
dugc khuyén cdo vé nhitng ddu hiéu va triéu chitng va nén theo ddi cdn than d& phong
nhitng phdn &ng nghiém trong trén da. Néu nghi ngd c¢6 phan ng nghiém trong trén da,
nén ngiing st dung isotretinoin.

- Phédn ng di &ng: Pi c6 bdo cdo hi€m gip sdc phdn vé&, mot vai trudng hgp xdy ra sau dot
st dung retinoid ngoai da trudc d6. Phdn tng di dng da it gdp. Viém mach di ¥ng nghiém
trong, thudng kém theo ban xuit huyét & chi va ngoai da da dugc bdo cdo. Nhitng phin
tng di ¢ng ning cin ngitng thudc va theo ddi cAn than.

- R&i loan tAm than: Isotretinoin ¢ thé gy ra trim cdm, r6i loan tim than, va hi€m khi, y
tudng tu t, tu t¥, cdc hanh vi hung hiing va/ hoic bao lyc. Chua rd cd ché giy ra cdc tdc
dung trén. Trudc khi bit ddu diéu tri, bénh nhan cin dugc hdi vé tién skt rdi loan tim than,
va sau khi bit ddu diéu tri cin theo ddi cdc triéu chitng bat thudng. C6 thé ti€n hanh kiém
tra néu cin thiét.

- Anh hudng dén tai, mit: C6 thé bi kho mit, nén ding thuSc m3 lam tron mit hoic nudc
mit nhin tao. Bénh nhin c6 thé bi khé chiu khi dung kinh 4p trong, nén ding kinh deo.
Ngoai viém k€&t mac, kich ng mit, isotretinoin ¢ thé giy duc gidc mac & ngudi bi myun
triing ¢4 ning va thudng xuyén hon & ngudi roi loan keratin héa khi liéu cao thudc dugc si
dung. Puc thdy tinh thé, roi loan thi gidc cling dugc bdo cdo. It khi bi viém day thin kinh
thi gidc, nhung chua thanh 14p dugc mdi lién hé nhan qud véi viée st dung thudc. Suy
gidm thinh lyc, U tai cling duge bdo cdo § bénh nhdn ding isotretinoin. Bénh nhdn nén
nging thudc va tham khio ¥ ki€n bdc s§ khi gdp nhitng van dé trén.

- Poc tinh trén gan: viém gan dudc coi c6 thé lién quan dé&n viéc st dung isotretinoin. Ngoai
ra, ting enzym gan tif nhe dén trung binh di dugc quan sdt § 15% cdc bénh nhin dugc
diéu tri trong cdc thi¥ nghiém l1dm sang. Trong nhi€u trudng hop, cdc gid tri enzym gan trd
lai binh thudng trong thdi gian diu tri. Nhung néu sy ting enzym gan c¢6 kém theo céc ddu
hiéu 1am sang thi nén cin nhic gidm liéu dung hodc ngung ding isotretinoin. Can xét
nghiém m4u dinh ky d€ ki€m tra cdc ddu hiéu viém gan.
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Bénh viém rudt: thude c6 thé gdy viém rudt (bao gom c4 viém hdi trang khu vuc) & nhitng
bénh nhan khong c6 tién sit rdi loan dudng rudt. Triéu chitng c6 thé kéo dai sau khi ngiing
thuGc. Bénh nhan bi dau bung, chiy mdu truc tring hay ti€u chdy nidng thi phdi ngung
ding thudc ngay.

Nén ki€m tra lipid mdu trudc khi diéu tri, 1 thing sau khi diéu tri vd mdi 3 thdng trong thi
gian diéu tri. Lipid mdu c6 thé trd vé mifc binh thudng khi gidm liéu, hodc ngitng thudkc,
hodc dn kiéng. Néu muc triglycerid mdu 1én cao qud binh thudng hodc ¢6 ddu hiéu viém
tuy€n tuy, thi phdi ngung dung thudc.

Anh hudng dén cd xuong khép: tic dung khong mong mudn vé co xudng khdp (vi du: dau
xuong hodc khdp, dau cd) xdy ra § khodng 16% bénh nhin st dung isotretinoin. Mitc do c6
thé tf nhe d&n trung binh nhung ddi khi phai ngitng thudc. Thong thudng, tic dung khong
mong mudn ¢d xuong khép clia isotretinoin gidm din khi ngitng thudc, hi€m khi kéo dai. t
x3y ra hon gém c6: dau & nguc, viém khép diu g6i kém tran dich khdp, ting sinh xuong
(keém theo thodi héa cdt song), dau xudng déng sém & tré em, gai héa xuong miii. Ting
ndng do creatinin kinase huy&t thanh da xdy ra ¢ mot sd bénh nhin bi mun tring cd ning
¢6 nhitng hoat dong vin dong manh trong qud trinh diéu tri v6i isotretinoin. Nong do
creatinin kinase s€ trd lai binh thudng khi ngirng cdc hoat dong vin dong manh.

Thudc giy qudi thai. Phdi thong bdo cho bénh nhin bi€t diéu nay va 4p dung cdc bién
phdp ngira thai c6 hiéu qui lién tuc tf truSe khi diéu tri 1 thdng, trong sudt qud trinh diéu
tri tdi sau khi két thic diéu tri 1 thing. Nén kiém tra sy ¢6 thai tru6e khi diéu tri, trong khi
diéu tri va 5 tuin sau khi k&t thic diéu tri diéu tri bing isotretinoin.

Bénh nhin khong nén hi€n mdu trong khi diéu tri va sau khi chaAm dit diéu tri mot thang,
vi isotretinoin ¢6 thé gy nguy hiém cho thai phu nhin mau.

Mun tring cd ¢6 thé ting 1én khi mdi bit diu diéu tri, nhung s& gidm di khi diéu tri tiép
tuc, thudng trong vong 7 - 10 ngay.

Tranh ti€p xtc v6i dnh sdng mit trdi manh hodc tia UV. Nén dung kem chdng nidng c6
SPF 15 hoéc cao hon.

Nén trdnh diéu tri da biing laser hoic dung héa chat 1am mon da trong thdi gian 5 - 6 thing
sau khi diéu tri biing isotretinoin, vi c6 nguy cd gy seo 16i hodic 1am ting hodc gidm sic t&
da trén ving da diéu tri.

Tranh nhd 16ng bing sdp trong vong 6 thing sau khi diéu tri biing isotretinoin, vi ¢6 nguy
co bi 10t da.

Khong nén ding isotretinoin cling véi cdc thudce boi trén da c6 tdc dung lam tréc vdy va
tiéu keratin, vi lam ting kich @ng trén da.

Bénh nhin nén ding kem hodc thuSc md git 4m cho da va m6i tir lic bt ddu diéu tri
bing isotretinoin, vi isotretinoin thudng lam kho6 da va moi.

Ting huy&t 4p ndi so lanh tinh di dudc bdo cdo, mdt vai trudng hgp xdy ra khi dung chung
vdi tetracyclin. D&u hiéu va triéu chiing bao gém: dau dau, budn ndn va non, roi loan thi
gidc va phi gai thi. N&u bi ting huyé&t 4p ndi so lanh tinh cin nging isotretinoin ngay 1ap
tic.

Suy thin: Suy than khong dnh hudng dugc dong hoc cla isotretinoin. C6 thé st dung
isotretinoin & ngudi suy than tuy nhién khuyén cdo nén dung liéu khdi dau thdp va chinh
liéu dén liéu cao nhat c6 thé dung nap.
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- Isotretinoin, & licu diéu tri, khong dnh hudng dén s6 lugng, khi ning vin dong va hinh
thdi cda tinh tring va khong gdy nguy hi€m cho sy hinh thanh va phdt trién cla phoi thai
dugc thu tinh bdi nam gidi udng isotretinoin.

- Bénh nhén bi ddi thdo dudng, béo phi, nghién rugu, rdi loan lipid mau: cin phii xét
nghiém tru6c khi diéu tri.

- Cénh bdo vé cic td dugc c6 trong thudc:

ZOACNEL c¢6 chita sorbitol, bénh nhan bi bénh di truyén hi€m gip khong dung nap fructose

khong nén st dung.

ZOACNEL c6 chita soybean oil, chdng chi dinh cho bénh nhin di &ng v6i dau phong hoic

dau nanh.

ZOACNEL c6 chita td duge mau tartrazin yellow ¢6 thé giy di ing.

ZOACNEL c6 chita cdc chit bdo qudn methyl paraben, propyl paraben, c¢6 thé gay di ing (c6

thé xdy ra muon).

St dung cho phu nif ¢6 thai va cho con bi:

Thoi ky mang thai

Chong chi dinh cho phu nif ¢6 thai. Phu nit dang trong d6 tudi sinh dé cin diing bién phép
trdnh thai ¢6 hiéu qud tit trudc khi diéu tri 1 thang, trong khi diéu tri va t6i 1 thing sau khi
két thic diéu tri. Néu mang thai (mic dit di c6 nhitng bién phdp phong ngira) trong khi diéu
tri hodic trong 1 thang sau d6, thai nhi ¢6 nguy cd ri't 16n s& bi di tat.

Dij tat thai nhi lién quan dén isotretinoin bao gdm bat thudng hé than kinh trung uong (trin
dich nio, di tait/bit thudng ti€u nio, tit diu nhd), di dang mit, hd ham &ch, bt thudng tai
ngoai (khdng c6 tai ngoai, 6ng tai nhd hoic khdng c6), bat thudng mit (chitng mit nhd), bat
thudng vé tim mach (di tit dudng dAn m4u nhu tf chitng Fallot, chuyén vi clia cdc mach m4u
16n, di tit vdch ngin), bdt thudng tuyén e va tuyén cin gidp. Ngodi ra cdn c6 gy ting ty 1€
sdy thai.

N&u c6 thai khi dang diéu tri bing isotretinoin, phdi ngitng thudc va bénh nhin phdi dugc
khdm bdi mdt bac sy chuyén khoa hodc c¢6 kinh nghiém vé qudi thai d€ ddnh gid va tu van.
Thai ky cho con bu

Isotretinoin rat thin dau, do dé isotretinoin c¢é khd ning di vao sita me. Do nguy cd gy tdc
dung khong mong mudn 1én tré b sita me, chong chi dinh isotretinoin trong thdi gian cho
con bu.

Anh hudng clia thudc ddi véi cong viée (ngudi van hanh mdy méc, dang 14i tau xe, ngudi
lam viéc trén cao va cdc trudng hgp khac):

Isotretinoin c¢6 thé 4nh hudng d&€n khd ning 14i xe va vin hanh mdy mdc.

Thudc ¢6 thé gay gidm thi luc ban dém, dnh hudng nay hi€m khi kéo dai sau khi diéu tri. Do
tri€éu ching c6 thé xuat hién dot ngdt & mot s6 bénh nhan, thin trong khi 1di xe va vin hanh
mdy moc.

Hi€m khi xdy ra budn ngli, chéng mat, r6i loan thi gidc. Bénh nhan cin dugc cdnh bdo nhitng
tdc dung khong mong mudn nay va khong nén ldi xe, van hanh mdy méc hodc tham gia vao
nhitng hoat dong nguy hiém cin sy tap trung.
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TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Isotretinoin ¢6 lién quan mat thi€t véi vitamin A. P& trdnh ngd ddc, bénh nhdn dung
isotretinoin khong nén diing b3 sung vitamin A.

Trdnh sit dung tetracyclin hodc minocylin chung véi isotretinoin do c¢6 thé din dén ting
huy€t 4p ndi so lanh tinh.

Chua rd hiéu qud clia thuSc ngira thai dang hormon cé thay d8i khi st dung chung véi
isotretinoin khong. Do d6 khi diéu tri biing isotretinoin, phu nif ¢6 kha ning mang thai nén st
dung dong thdi hai bién phdp trdnh thai ngay cd khi mot phuong phdp 1a thudc ngira thai
dang hormon, tri khi lwra chon kiéng cit tuyét doi.

Corticoid c6 thé giy ra bénh loing xudng. Chua c6 nghién citu 1dm sang chinh thifc nao dudgc
ti€n hanh dé ddnh gid tuong tdc giffa corticoid va isotretinoin vé tic dung mit xwong. Do dé
nén thin trong khi sit dung cdc loai thudc ndy véi nhau.

Trong mot nghién cttu & bdy ngudi tinh nguyén khde manh, khdng thiy isotretinoin 1am thay
d6i duge dong hoc cia phenytoin. Piéu nay phit hop v6i két qua thi nghiém in vitro: ¢
isotretinoin va céc chdt chuyén héa clia né déu khdng 1am gidm hay e ch& hoat tinh cta
enzym gan CYP P450 2C9. Phenytoin c¢6 thé gy ra lodng xuong. Chua c6 nghién cifu 1am
sang chinh thic dugc ti€n hanh d€ ddnh gid tuong tdc giita phenytoin va isotretinoin vé tic
dung mat xuong. Vi vdy, can thin trong khi sif dung cdc thudc nay véi nhau.

TAC DUNG KHONG MONG MUON:

Ciéc triéu chitng sau thudng dudc bdo cdo nhat khi st dung isotretinoin: Khd niém mac nhu

mdi, viém moi, niém mac mili, chdy mdu cam, viém két mac mit, kho da.

Mot s8 tdc dung khong mong mudn phu thude liéu dung. Céc tdc dung khong mong mudn

ndy thudng hét khi gidm liéu hoic ngung ding thudc. Tuy nhién c6 vai trudng hdp, tic dung

khong mong mudn vin con kéo dai sau khi da ngung diéu tri.

Ngoai ra, cdn ¢6 cic tic dung khong mong mudn sau:

Rdt thuong gdp ADR = 1/10:

- M4du va hé bach huy&t: Gidm ti€u ciu, thi€u mdu, ting tiéu ciu, ting tdc do ling hdng ciu.

- Mit: Viém mi mit, viém k&t mac, khé mit, kich ting mit.

- Gan mit: Ting transaminase.

- Da va md dudi da: Ngtta, phdt ban, hdng ban, viém da, viém mdi, kho da, tréc vdy, da dé
bi tdn thuong.

- Co xudng va md lién két: Pau khdp, dau co, dau lung.

- Xétnghiém: Tiang triglycerid médu, gidm HDL.

Thuing gdp 1/100 < ADR < 1/10:

- Mdu va hé bach huyét: Gidm bach cdu trung tinh.

- Hé thin kinh trung uong: Pau dau.

- Hé ho hap, nguc va trung thdt: Viém miii - hong, chdy mdu cam, kh6 mii.

- Xét nghiém: Ting cholesterol mdu, ting dudng huyét, ti€u ra mdu, protein niéu.

Hiém gdp 1/10.000 < ADR < 1/1.000

- Hé mién dich: Phdn ¢ng phdn vé, qud min, di tng da.

- Tam thin: Trim cdm, lam ning thém trim cdm, xu huéng kich dong, lo 1dng, thay doi tim
trang.
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Da va m6 duéi da: Rung téc.

Rat hiém gdp ADR < 1/10.000:

Nhiém khu&n: Nhiém khuédn (da va niém mac) gram duong.

Chuyén héa va dinh dudng: Pdi thdo dudng, ting uré mau.

Tam than: Ty t&, ¥ dinh tu t&¥, rdi loan tim than, rdi loan hanh vi.

Hé thin kinh trung wong: Ting dp lyc ndi so lanh tinh, ting huyét 4p, co gidt, budn ngd,
chéng mit.

Mit: Phi gai thi (ddu hiéu cda ting 4p luc ndi so lanh tinh), duc thly tinh thé, mi mau,
khong dung nap kinh 4p trong, duc gidc mac, gidm thi Iyc budi t5i, viém gidc mac, sg 4nh
sdng, rdi loan thi gidc, nhin md.

Tai va ti€n dinh: Gidm thinh gidc.

Mach mdu: Viém mach mau.

Hé ho hip, ngyc va trung that: Co thit ph€ quin (dic biét bénh nhin bi hen), khan tiéng.
HE ti€u héa: Viém rudt, viém dai trang, viém rudt non, viém tuy, chdy mdu dudng ti€u
héa, tiéu chdy xuat huyé&t, budn non, khd hong.

Gan mit: Viém gan.

Da va m6 dudi da: Muyn t6i cap (nghiém trong, thudng giy tif vong), 1am ning hon tinh
trang mun, hdng ban (& mit), phdt ban va sot, rdi loan téc, rim 16ng, teo méng tay, nhidm
trang quanh méng, nhay cdm 4nh sdng, u hat sinh md, ting sic t& da, ting d8 md hoi.

Co xuong va md lién két: Viém khdp, voi héa diy chiing va gin, dau xudng déng sém,
gidm mat do xuong (loing xudng), viém day ching.

Than va ti€t niéu: Viém cau thin.

Toan than: M0 hat (ting hinh thanh), mét mai.

Xét nghi€ém: Tang creatinin phosphokinase.

Chua ré tan sudt:

Da va md dudi da: Hong ban da dang, hdi chitng Stevens-Johnson, hoai tif thugng bi nhiém
doc.
Co xudng va md lién két: Tiéu c¢d van.

QUA LIEU VA CACH XU TRI:

Isotretinoin c6 triéu chitng qud lidu gidng nhu qud liéu vitamin A: nhifc diu ning, buén non
hay ndn mita, ngli ga, kich tng va ngita. Céc triéu chiing nay s& bt din ma khong cin diéu
tri.

Piéu kién bdo quan: Ndi kho rdo, trdnh 4nh sdng, nhiét do khong qud 30°C.

Han dung ctia thudc: 36 thing ké tif ngdy sdn xuit.
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S4n xuit tai:

CTY TNHH DUGC PHAM PAT VI PHU

(DAVI PHARM CO., LTD)

L6 M7A, Pudng D17, Khu CN M§ Phudc 1, Phudng Thdi Hoa, Thi xa B&n C4t, Tinh Binh
Duong, Viét Nam

Tel: 0650-3567689  Fax: 0650-3567688
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