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Rx Prescripton Drug | Nimwrznn e [!nn TURHHIAY

ACNOTINTO

Isotretinoin USP 10 mg

ncnofﬁw -

Isotretinoin USP 10 mg

3x10 softgel capsules

____—————-—__/_-_-
v Store beiow 30°C in a dry place. away from direct sunlight,
ncNoT 10 Keep out of reach of children,
Read lhe nsirectons carefully before use. §

Each softge! capsule contains : Do not exceed prescribed dose. s

Isairatinon US_P 10mg  Manut by . MEGA LIFESCIENCES LTD. §

Product Sp : Manufach 184 Mac 4, Soi 6, Bangg r -2

Dozage and Administration : Pattana 3 Road, Phrasksa, Mueagq, §

As directed by Physician {See enclosed leafiet) Samut Prakarn 10280, Thailand =
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NHAN PHU
ACNOTIN 10

200%

Rx Thubc ban theo don

ACNOTIN 10

Thanh phén: Mdi vién nang mém chira: Isotretinoin USP
10 mg. Bao quan Noi kho rao, dué 30°C, tranh anh
sang chiéu truc tiép. Trinh bay 10 vién nang mém/ vi, 3
vi/ hép. SPK: VN-xxx-xx. $6 16 SX, NSX, HD: xem
“Lot No” “Mfd.date” “Exp.date” trén bao bi. San xuit
béi: Mega Lifesciences Ltd. Thar Lan. DNNK: Cty CP
DP TBYT Ha N61 (HAPHARCO), 02 Hang Bai, Ha Ndi.
Lwu ¥: Poc kj hiedng din sic dung trueée khi ding. Dé
xa tim tay tré em. Chi dinh, Chdng chi dinh, Liu
diung & cach dung, Thin trong va cic théng tia khae
dé nghi xem trong to hwong din sir dung kém theo.

100%

Rx Thude ban theo don
ACNOTIN 18

Thanh phin: \i vién nang mém chira; Isotretinoin USB.!G B*.ff.. oo
Bao quan: Noi kho réo, dudi 30°C, trinh 4nh sang chieu tny 1 o

Trinh bay: 10 vién nang mém/ vi, 3 vi hép. SPR: VN-xo0c0g ~ o

$6 16 SX, NSX, HD: xem “Lot No” “Mfd date” “Exp.date” trén
bao bi. San xudt béi: Mepa Lifesciences Ltd Thai Lan. DNNK:

Cty CP DP TEYT Hi Ngi (HAPHARCO), 02 Hang Biu, Ha Nai.

Luu §: Doc kff hudng dan stz dung triede khi ditng. DE xa tam
tay tré em Chi dinh, Chéng chi dinh, Lidu dung & cach dung,
Thén trong va cic thong tin khae: dé nghi xem trong to hiemg
diin sir dung kém theo.
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For Thailand, Myanmar, Uganda, Ghana, Yemen, Hong Kong, Tanzania, Nigeria
Artwork of al. foil "ACNOTIN 10" 184 MM (DPP) Code P-A408-M01-00-01
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NAFDAC REGD No. : A4 - 2823

anuacned by ©
Samutpenikam, Thallmnd

+ Adhere siricily to precauiions! MEGA LIFESCIENCES LTD.

= Prograncy forbldden!
+ Risk of matformation!
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@ We care

Rx Thudc bén theo ddn

ACNOTIN 10
(Vién nang I[sotretinoin 10 mg)
THANH PHAN:
M0} vién nang gelatin mém chifa: 1sotretinoin USP.............10mg

T4 duoc: Sép ong tring, Butylated hydroxyanisole, Dinatri edetat, Dau thuc vat hydro h6a mét phin, Dau ddu nanh,
Gelatin, Glycerin, Sorbitol 76%, Carmoisin. Brilliant Blue, Pouceau 4R, Oxyd iron den, Dioxyd titan, Nudc tinh khiét.

DPAC TINH DUJC LUC HOC: Theo nhitng hi€u biét hién nay thi isotretoin ¢6 tdc dung 1am gidm kich thudc tuy€n b nhd
va fc ché hoat dén ciia tuyén ba nhd, vi thé 1am gidm su bai ti€t b nhdn. Ngoai ra, cdn ¢6 tdc dung khéng viém trén da.

PAC TINH DUGC LUC HOC

[sotretinoin dugc hap thu qua dudng tiéu héa. Udng Isotretinoin trong bifa #n ¢6 thé 1am ting sinh kha dung ciia thudc nhe
ddc tinh dé& hap thu cla thude do c6 tinh va lipid cao.

Isotretinoin dugc chuyén héa & gan va c6 thé & ca thanh rudt non. Chit chuyén héa chinh duge tim thiy trong mau va nude
ti€u dudi dang 4-oxo-isotretinoin. Ngoai ra cdn c6 céc chit kh4c nhi Isotretinoin va 4-oxo-isotretinoin.

Isotretinoin duge dao thai chi y&u nhd su chuyén héa d gan va bai tiét @ mat. Thoi gian bén thai trung binh cla thudc chua
chuyén héa 12 19 gid, thdi gian ban thdi trung binh ciia chil chuyén héa 4-oxo-Isotretinoin 13 29 gid.

CHI BINH:
Diu tri trifng c4 ning hé thdng ma khong dép ng vdi cdc phuong phip diéu tri khdc trude d6. ddc biét 12 mun tritng c4
( dang boc.

i _LIBLLL — I R ’
Ligu dieu tri nén khdi déu & mirc 0,5 d€n 1mg/kg ciin nang mdi ngdy chia 1am 2 I4n trong thdi gian tir 15 dén 20 twin.

Liéu t8i da 12 2mg/kg cin ning /ngdy d8i vdi nhitng bénh nhin & tinh trang tring cé4 rit ning hodc bénh khdi dau & nguc
hay lung.

Hiéu qud diéu tri va céc tdc dung phu cia thudc ¢6 thé khac nhau & mbi c4 thé sau khodng 4 tuin didu tri, do d6 lidu duy
tri nén diéu chinh trong khodng 0,1-1mg/kg trong lugng cd thé/ngay thy titng truding hap cu thé.

Khi bit dau diéu tri v6i isotretinoin, c6 thé xdy ra tinh trang ting mun trifng c4 thodng qua, lic nay nén diéu tri phdi hop
vdi adrenocorticoid.

Thai gian diéu tri kéo dai trong vdng 16 tudn. Nén ngung diéu tri trong vong 2 thang truée khi téi sit dung.

Thudc nén udng trong bifa &n. Khong nhai vién thudc. Bénh nhan tranh ti€p xic truc tiép véi dnh ning mat udi va khong
ufng rugu trong thdi gian ding thudc.

Bénh nhan suy thin ning: Bt dau vdi liéu ding thip (10 mg/ngay). Sau dé, lieu ding c6 thé ting 1én dén 1 mg/kg/ngay
hodc cho dén dat duge ligu phiic d4p.

Tré em dudi 12 wdi: Khong ding Acnotin 10 dé diu tri mun tritng ¢4 tudi ddy thi; thudc khong phi hop d€ digu tri tritng
cd ¢ tré em dudi 12 twdi.

TUONG TAC THUGC: %

Khéng sit dung dong thdi Acnotin véi céc thube nhu Vitamin A, nhém Minocycline, Tetracyclin vA rucu. Ngung st dung
\ boi ngoai da Benzoyl Peroxide, Sulfur, Tretinoin, hodc cdc thudc bdi ngoai da tri tritng ¢4 khéc trude khi bit ddu diu tri

vdi Isotretinoin.

CHONG CHI DINH:

Khong sif ding Isotretinoin cho nhifng trudng hdp sau:
Bénh nhédn suy chic ning gan va chitc ning than, bénh nhin ngd doc Vitamin A, bénh nhén ting lipid mé4u, bénh
nhén mén cdm vdi Isotretinoin va b4t ky thanh phén nao cia thudc.

- Phu nif dang mang thai hodc ¢6 dy dinh mang thai va dang cho con bi

- Khong diing mdu ciia bénh nhin dang sit dung hoic cé sit dung Isotretinoin 1 thdng trudc dé dé truyén méu cho nhilng
phu nif trong thdi gian dv dinh ¢6 thai.
Chéng chi dinh diing ddng thdi véi cdc khdng sinh tetracylin.

THAN TRONG:

Isotretinoin la mét thudc c6 khd niing sinh quéi thai cao. Do véy, khong sit dung Acnotin cho nhitng phu n@f c6 thai ho#c dy
dinh c6 thai.

Tritng c4 12 mot bénh ¢6 lién quan dén hormon androgen, do vdy khong nén s dung thudc trénh thai ¢ chita hdp chit cia
androgen progesterol nhuf chit c6 ngudn gdc tir 19-nortesterol (norsteroid), dic biét 12 trong nhitng trudng hdp c6 vin dé
Ve ndi tiét.
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Khéng tié€n hianh 16t da mit trong thdi gian diéu tri vdi Acnotin cling nhy trong vong 5 dén 6 thdng sau khi ngung diéu trj
do nguy cd gy seo 16i & mot s8 viing da khdng dic hiéu.

Khéng ding c4c loai sdp nhd 16ng trong thdi gian digu tri ciing nhyf trong vong 5 dén 6 théng sau d6 vi ¢6 thé giy nén
nguy cd viém da.

D6i v8i nhitng bénh nhin trong nhém nguy cd cao nhyu d4i thdo duding, béo phi, nghién rudu, réi loan chuyén héa lipid,
cin ki€m tra thudng xuyén cdc thong s6 cin ldm sing néu cin thiét.

Diing dong thdi Acnotin 10 véi céc khdng sinh tetracylin vi ¢6 thé x4y ra tinh trang ting 4p luc ndi so(dau dau, budn nén,
non 6i, phdt mach). Pa xdy ra nhifng ca tram cdm, r6i loan Ung xi vahi€m gip nhifng ca tu tif hay thyc sy wf tf vi bénh
nhin bi trdim cdm diéu tri véi Isotretinoin cin phdi chd ¥ dic biét,

Bénh nén ciing ¢in dugc canh bdo veé tinh trang roi loan trén hé cd xuong, trén da, md dudi da, viém cd, dau cg va dau
khép. Khi bi{t ddu diéu tri vdi Acnotin 10, bénh nhin nén ding cdc sin phim giit &m d€ trdnh tinh trang mét nude cho da,
mdi. Tranh ding sdp tdy I6ng, dic biét 1a trén mat, k€ ca thdi gian 6 tuin sau diéu tri vi da rdt mdng, dé& bj tréc.

Trénh phoi ndng va trénh tia t& ngoai trong thdsi gian diéu tri v8i Acnotin 10,

Khd mdt, m& gidc mac, nhin m& s& chdm dift khi ngung khéng ding thudc Acnotin 10. Tham khdo ¥ ki€n bdc sinhin khoa
khi xdy ra c4c tinh trang trén. Nhitng ngudsi mang kinh 4p trong nén deo kinh thung trong thdi gian diéu tri.

Ngoai ra, tinh trang réi loan chuyén héa lipid, r&i loan chic ning gan, suy gan, réi loan tiéu héa rit hi€m khi xdy ra trong
khi diéu tri véi Acnotin 10.

PHU NU MANG THAI VA CHO CON BU:
Isotretinoin 12 thudc c6 khd ning sinh qudi thai cao. Do viy, khéng st dung Acnotin cho nhifng phu nif ¢6 thai hoac du
dinh c6 thai. Bénh nhin cin dugc thim khdm d€ loai trir 2 tuan trudc khi digu tri vdi Isotretinoin. Cin sif dung c4c bién
phap tranh thai lién tyc trong vong | théng trudce didu tri, trong thdi gian digu tri va 1 thang sau khi ngung si¥ dung thudc.

( Né&u bénh nhan phét hién mang thai trong qué trinh di€u tri, bénh nhan phdi lip tfc bdo ngay cho béc si diéu tri.

N— e ANH HUGNG LEN KHA-NANG LALXE VA VAN HANH-M AY MOC i

Bénh nhan st dung Isotretinoin nén thin trong trong khi 14i xe va van hanh mdy méc néu cé triéu chl.rng ve thi gidc nhu
hoa mit, bubn ngd khi st dung thudc.

TAC DUNG KHONG MONG MUON:

Phin 16n cdc tdc dung phu khi st dung Isotretinoin ¢6 lién quan dén liéu st dung. Céc tde dung phu thudng duge béo cdo
1A cdc triéu chitng lién quan d&n viéc st dung qué liéu Vitamin A. C4c triéu chitng khéng mong muén bao gdm:

Thudng gip (= 1/100):

Bénh thiéu m4u, gidm tiéu ciu, gidm bach ciu trung tinh;

Viém bdf mi, viém ké&t mac, khé mit, kich ¢ng mit, mii khd; Ting transaminase;

Viém méi, viém da, kho da, phdt héng ban, da nhay cim véi 4nh sdng;

Bau khdp, dau cd, dau lung (dic biét & tré em va bénh nhin vi thanh nién); dau dauy; -~
Triglyceride mdu tang, gidm lipoprotein mit dé cao, Cholesterol trong mdu ting cao; lvdng dudng trong méu ting, 0;\,\\
Hi€m gip (> 1/10000, < 1/1000)
Phin ing di ¥ng da, phin tng phin vé, qud mén; Rung téc @ J§<
Tram cdm, lo 4u, thay d&i tim trang; >
R4t hi€m giip (< 1/10000) a
Nhi&m tring vi khuén gram duong (da-niém mac); Tang huyét 4p noi so lanh tinh, co giit, bubn ngt, chéng mit; \ &

\ Hach lympho; Bénh d4i thdo dudng; tang acid uric mdu; \ ”}3}-“
Hanh vi bt thudng, réi loan tdm thin; =sig

Théng béo cho bédc sT nhitng t4c dung khéng mong mudn gip phai khi sif dung thudc.

QUA LIEU:

Qu4 liu: Isotretinoin gdy ra triéu ching thita vitamin A. Thudng 1a dau bung, chéng mit, ting dp lifc ndi so, dau dau,
bubn ndn, ndn mira, kich ng da va ngita,

X tri khi qud 1i8u: D€ gidm hdp thu: rita da day c6 thé dugc 4p dung trong hai gid ddu sau khi bi quéd liéu. Ngung ding
thudc & nhitng bénh nhén c6 triéu chitng qué liéu ngay & lidu diéu tri.

Theo doi: Theo ddi sy gia ting 4p lyc ndi so. Phdi ti€n hanh thit thai d&i véi bénh nhén nif c6 nguy cd ¢é thai ngay khi xdy
ra qud ligu va | thdng sau d6. Trong trudng hop c6 thai, phdi can nhic thit k¥ vé viéc ti€p tuc c6 thai va nguy cd d; dang ;
bao thai. Thit m4u d€ x4c dinh ndng d6 Isotretinoin va chit chuyén héa cla né.

HAN suU DUNG: 24 thdng ké tir ngay sdn xut ///V \

PIEU KIEN BAO QUAN: Bio quin ndi khé, m4t dudi 30°C. Tranh 4nh sdng va nhiét.
DPONG GOI: 10 vién/vi, 3 vimop. ‘2
DE xa tim tay tré em. Poc ky hudng din s dung trudc khi d B TP eln bdf thém théng tin cila bdc si, =

Sédn xuit bdi: MEGA L[FESCIENCES LTD. :
0280, Th4i Lan. V4
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