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Thanh phan: M3i tuyp gel boi da chira:

IS OB s posimsmsiusmsenemnsssasamisainiss 0,05% (w/w)
TA AUGC VA G0 oo 1tuyp
Chi dinh, cach ding, chdng chi dinh va cac thdng tin
khae: Xem trong td huéng dan sir dung thudc kém theo.

Bao quan: Nai kho, nhiét @6 dudi 30°C.

Tigu chudn chat lwgng: TCCS.

D€ xa tdm tay tré em. Boc ky hudng dan sit dung
trirde khi dung.

Rx Thubc ké dan

Isotretinoin 0,05 %

Thudc ding ngoai

SbK:

Gel bdi da

KorkGSV

Hop 1 tuyp 159

Co s san xuAt:

SG 16 SX:
NSX:

CONG TY CO PHAN DUGC PHAM HA TAY
Td déan phd sd 4, P. La Kha, Q. Ha Péng, TP. Ha Noi
Ca s phan phdi:

CONG TY CO PHAN GSV VIET NAM

HD:

T6 ddn ph& Phugng, P. Tay M3, Q. Nam Tur Ligm,
TP. Ha Noi

To
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Isotretinoin 0.05 %

For external use

Kork GSV

Rx Prescription drug

KorkGSV

Box of 1 tube 15¢

pical gel
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Thudc diing ngoai

Thanh phdn: Mai tuyp gel bdi da chia:

Rx Thufic k& dan

Gel bdi da
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HUONG DAN SU DUNG THUOC

1. Tén thube: ©* KORKGSV

2. Céc diu hiéu cin luu ¥ va khuyén cdo khi dung thude

“Thudc nay chi ding theo don thudc”

“Pé xa thm tay tré em”

“Poc ki hudng dan sir dung trude khi dung”

“Thubc ding ngoai”

3. Thanh phan céng thire thude: MObi tuyp gel boi da chira:

Thénh phdn dieoc chat: SOOI ..............co.coocovveveeenan... 0.05% (w/w)
Thanh phan td digc: Polyoxyl 40 hydrogenated castor oil, nipagin, nipas
hydroxytoluen, catbomer 940, tricthanolamin, ethanol 96%, nuwdc tinh khié '\E DUGC PHAM
4. Dang bao ché: Gel boi da. \e\_HA TAY /;
M6 ta: Gel trong, mau vang, thé chit mém min, khong chay 1ong, dong nh; U;}!ﬁ,{tyqﬁ?‘
vao da khi boi. N
5. Chi dinh

Mun da hinh & tudi vi thanh nién.

Mun trimg c4 lru gitr 14 chit yéu: myn trirng c4 mé hoiic vi nang 16ng.

6. Cdch dung, lidu ding

Cdch diang: Lay mot lwgng thudc vira di, xoa nhe nhang 1én toan bd ving da can diéu tri.
Rira tay can than sau khi bi.

Liéu ding:

Thoa mot 16p méng, mdt hodc hai 1an mot ngay, 1én ving da can diéu tri khoang mot phan
tur gio sau khi nra.

Liéu lwong s& duge didu chinh tuy theo do nhay cam cua tirng bénh nhan.

Nhitng d4u hiéu cai thién 1am sang diu tién thuong xuat hién vio cudi thing diéu tri dau
tién. Trung binh viéc diéu tri phai lién tuc trong 3 thang.

7. Chéng chi dinh

- Bénh nhan qua man cam vdi hoat chit hoiic vdi bat ky thanh phﬁn nao cua thude.

- Phu nit ¢6 thai.

- Phu nit ¢6 ké hoach mang thai

8. Canh bdo va thin trong khi ding thudc

Tranh tiép xiic v6i mit, miéng, 10 miii va mang nhay. Trong trudng hop vo tinh tiép xuc,
nén rira k§ bing nudc.

Tranh sit dung bt ky san pham c6 mui thom hoic con nio cé thé gy kich tng thém.

CAn dic biét than trong khi dicu tri dong thdi voi cdc ché pham tai chd khdc, dic biét 1a
nhitng thudc co tac dung bong troc da manh. Néu trude khi diéu tri bing isotretinoin, bénh
nhin di duogc diéu tri bing cac ché phim tiéu sirng hodc tay té bao chét, nén doi cho dén
khi hét hién twong kich tng da.

Tiép xiic voi 4nh ning miit trdi va dén cuc tim gy thém kich tmg. Vi vy tranh tiép xic
trong qua trinh diCu tri bing isotretinoin bat cir khi nao c6 the. Tuy nhién, viéc diéu tri c6
thé duogc tiép tuc néu su tiép xuc dwoc giam dén mirc (5i thiu (bao v¢ bing cach doi mii
va str dung kem chong nang) va tan sudt sir dung dugc diéu chinh.

Trong trudng hop phai tiép xac nhiéu vdi anh ning mat troi (vi du nhe mot ngay & bién),
khong sir dyng isotretinoin vao ngay hém trwdc, ngay tiép xic va ngay hom sau.

Néu viée tiép xuc truéc dé gy bong, hiy doi phuc hdi hoan toan trrde khi bit diu diéu tri
bing isotretinoin.
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Do thudc khong di qua hé thong tudn hoan nén cac bién phap phong ngira doi voi retinoid
duoc st dung toan than cé thé duoc bo qua trong qua trinh diéu tri bing gel isotretinoin.

* Céanh bdo vé thanh phén té dwoc:

- Butylated hydroxytoluen: C6 thé giy ra phan {mg da cuc bd (vi du viém da tiep xic)
hoiic kich irng mét va mang nhay.

- Nipagin, nipasol: Co thé gay phan ¢ng di (tng (co thé phan rng mudn).
9. Sit dung thudc cho phu nir ¢o thai va cho con bu m‘:: UM} TY \(_
Retinoid dung duong udng cé lién quan dén di tit bAm sinh. Khi st dimag ph LS ;mm V0
thong tin ké don, retinoid tal chd thudmg duge coi 1a ¢6 mac phoi nhiém {Odn ‘uhmr@ ﬁlﬁép c}*
su hap thu qua da o mlrc t6i thiéu. HA T\A‘-{ /S

Tuy nhién, cic yéu té don 1¢ (vi du: ton thwong da, stt dung qua murc) co the S0P
ting mirc do phoi nhiém toin than. ~=
* Phu nit co thai:
Choéng chi dinh diing thudc & phy nit mang thai hoic cé ké hoach mang thai.
Néu st dung & bénh nhan mang thai hoic néu bénh nhan dwge diéu tri bing thude nay co
thai, thi phai ngirng diéu tri.
* Phu nit cho con bu:
Khong khuyén khich diing thuc ndy trong thdi gian cho con by
10. Anh hwéng cia thude 1én kha niing 14i xe va vin hanh miy moéc
Thudc khong anh huéng dén kha ning I4i xe va van hanh my moc.
11. Twong tic, twong Ky ciia thude
* Twong tic ciia thudc:
- Sy hip thu qua da cua isotretinoin co thé duoc coi 1a bing 0, sy twong tac véi cac thude
duge sir dung dwong toan than 13 kho c6 thé xay ra.
- Trénh sir dung ddng thoi cic tac nhin oxy héa ching han nhu benzoyl peroxyd vi chiing
c6 thé 1am giam hiéu qua cua isotretinoin diing tai chd. Néu bit budc phai diéu tri két hop.
nén ding cac thudc & cdc thoi diém khac nhau trong ngay (vi du mét thude vao budi sang,
mot thudc vao budi 6i).
* Twong ky ciia thudc: Do khdng co cac nghién ciru vé tinh twong ky cua thudc, khong
tron 1an thude ndy véi cac thude khic.
12. T4c dung khéng mong mudn cia thuéc (ADR)
Tac dung phu tai chd c6 thé xuét hién trong nhitng tuin diu diéu tri dudi dang hién twong
bi kich ing dic trung bdi ban d6 khd, hoi chim chich ¢ viing boi thudc, dic biét 13 ving
quanh miéng va co.
Nhitng hién twong nay nhin chung van ¢ mirc do vira phai va giam dan theo khoang cich
dung thudc.
13. Qua lidu v cich xir tri
* Qud liéu:
D0i v6i isotretinoin boi tai chd, triéu ching qua liéu rat khé xay ra, Viéc sir dung qua licu
s& chi gay ra phan trng kho chiu trén da chir khong cai thién dugc két qua diéu tri.
* Cdch xir tri:
Tich cuc theo d&i dé cé bién phap xur tri kip thoi.
14. Pic tinh dwgc luc hoc:
Nhém duoc 1y: Retinoid dung tai cho trong mun trirmg ca.
Ma ATC: DI0OA D04,
Co ché hoat dong:
Isotretinoin 12 mot dong phan tong hop cua acid all-trans-retinoic (tretinoin).
Co ché hoat dong cua isotretinoin chuwra dugc biét 16.
15, Pac tinh dwoe dong hoc
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Khong do duoc nong do isotretinoin, tretinoin hodic chit chuyén hoa 4-oxo cia ching
trong nguoi sau khi sir dung lip lai liéu isotretinoin siéu tri liéu.
Do do, sir hap thu qua da cia isotretinoin c6 thé dugc coi la bing khong.
16. Quy ciach dong goi
HOp 1 tuyp x 15g gel boi da, kém theo to hudng dan sir dung bén trong’h¢
17. Diéu kién bao quin, han dung, tiéu chuin chit lwgng thude /(,'?f C C‘N(’ LY
- Diéu ki¢n bdo qudn: Noi kho, nhiét do dudi 30°C.
-Han dung 36 thang ke tir ngdy san xut.
- Thuéc sau khi mé ndp:
Bao quan: Noi kho, nhiét do dudi 30°C.
Han dung sau khi mé ndp: 6 thang sau ngay mé nip.
- Tiéu chuin chiit lwong thuic: TCCS.
18. Tén, dia chi ciia co s& san xut:
Tén co sé¢ sin xuit : CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan phd s6 4, P. LaKhé, Q. Ha Pong, TP. Ha Noi
DT: 02433522203 FAX: 02433522203
DT: 024.33824685 FAX:024.33829054
Hotline: 024.33522525
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