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Thanh phan: Mai tuyp gel béi da chia: Bao quan: Noi khé, nhiét d6 dudi 30°C. 

Isotretinoin Tiéu chuan chat Iveng: TCCS. 
TA duoc vita di Dé xa tdm tay tré em. Doc ky huéng dan siv dung 
Chi dinh, cach ding, chéng chi dinh va cdc théng tin —_truée khi ding. 

khac: Xem trong td huéng dan sit dung thudc kém theo. 

Rx Thudc ké don HOp 1 tuyp 15g 

Gel bi da 

KorkGSV 
Isotretinoin 0,05 % 

Thudéc ding ngoai 
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Co sé san xuat: 

SDK: CONG TY CO PHAN DUGC PHAM HA TAY 
S6 16 SX: T6 dan phd sé 4, P. La Khé, Q. Ha Dong, TP. Ha Noi 

Co sé phan phdi: 

NSX: CONG TY CO PHAN GsV VIET NAM 
HD: T6 dan phé Phugng, P. Tay Md, Q. Nam Ti Liém, 

TP. Ha Noi 

Rx Prescription drug Box of 1 tube 159 

Topical gel 

KorkGSV 
Isotretinoin 0.05 % 

For external use 
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Rx Thudc ké don 

Gel bdi da 

KorkGSV 
Isotretinoin 0,05 % 

Thudc ding ngoai 

Thanh phd: Mi tuyp gel boi da chia: cong ry eG HAN DUgC PHAM HA TAY 
Isotretinoin ...0,05% (w/w) T6 dan phd sé 4, P. La Khé, 

Ta dude vira di 1 tuyp Q. Ha Dong, TP. Ha Noi a 

Chi dinh, cach ding, chong chi dinhvacéc Go sé phan phoi: 
théng tin khac: Xem trong t8 huéng dan sij CONG TY CO PHAN GSV VIET NAM 
dung thuéc kém theo. To dan pho Phuong, P. Tay Mo, 

Bao quan: Noi kh6, nhiét do dudi 30°C. Q. Nam Tu Liém, TP. Ha NOI 7 
Tiéu chudn chat lugng: TCCS. as 
Dé xa tam tay tré em. Doc ky hudng dan sit _ 
dung truéc khi ding. a 
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HUONG DAN SU DUNG THUOC 

1. Ten thude: *¥ KORKGSV 
2. Cac d4u hiéu can lwu ¥ va khuyén cao khi ding thuéc 

“Thudc nay chi ding theo don thuéc” 

“Dé xa tam tay tré em” 

“Doc k¥ hudng dan sir dung tréc khi ding” 

“Thudc ding ngoai” 
3. Thanh phan cong thire thuéc: Méi tuyp gel béi da chtra: 
Thanh phan duoc chat: WsotretinOin 0.2.2.0... 0,05% (w/w) 

ONG._TY “2 

Ip a e 
hydroxytoluen, carbomer 940, triethanolamin, ethanol 96%, mréc tinh khiéi 

4. Dang bao ché: Gel béi da. a ; 2 

M6 ta: Gel trong, mau vang, thé chat mém min, khéng chay long, dong nhat 

vao da khi bdi. 

5. Chi dinh 

Mun da hinh 6 tudi vi thanh nién. 
Mun trimg ca luu git 1a chu yéu: mun trig ca mo hodc vi nang léng. 

6. Cach ding, liéu ding 
Cach ding: Lay mot luong thuéc vita du, xoa nhe nhang 1én toan b6é ving da can diéu tri. 
Rita tay can than sau khi béi. 

Liéu ding: 

Thoa mot lop mong, mét hoc hai 14n mot ngay, 1én ving da can diéu tri khoang mét phan 

tu gid sau khi riza. 

Liéu luong sé duoc diéu chinh tiry theo d6 nhay cam cua tig bénh nhan. 
Nhiing dau hiéu cai thién 14m sang dau tién thuong xuat hién vao cudi thang diéu tri dau 
tién. Trung binh viéc diéu tri phai lién tuc trong 3 thang. 
7. Chong chi dinh 

- Bénh nhan qua man cam véi hoat chat hodc voi bat ky thanh phan nao cua thuéc. 

- Phu nif co thai. 

- Phu nit c6 ké hoach mang thai 

8. Canh bao va than trong khi ding thuéc 

Tranh tiép xc voi mat, miéng, 16 mii va mang nhay. Trong trudng hop vé tinh tiép xtc, 
nén rita k¥ bang nuéc. 

Tranh str dung bat ky san pham c6 mui thom hodc con nado cé thé gay kich tng thém. 

Can dac biét than trong khi diéu tri déng thoi voi cdc ché pham tai ché khac, dac biét 1a 
nhirng thudc cé tac dung bong tréc da manh. Néu trudc khi diéu tri bang isotretinoin, bénh 

nhan da duoc diéu tri bang cac ché pham tiéu sirng hoac tay té bao chét, nén doi cho dén 
khi hét hién trong kich img da. 
Tiép xtc v6i Anh nang mat trdoi va dén cy tim gay thém kich ing. Vi vay tranh tiép xic 
trong qua trinh digu tri bang isotretinoin bat ctr khi nao co thé. Tuy nhién, viée diéu tri cé 

thé duoc tiép tuc néu sw tiép xuc durgc giam dén mitc téi thiéu (bao vé bang cach doi mii 

va sir dung kem chong nang) va tan suat str dung | duoc diéu chinh. 

Trong trong hop phai tiép xiic nhiéu voi anh nang mat troi (vi du nhu mot ngay 6 bién), 

khong str dung isotretinoin vao ngay hém truéc, ngay tiép xtc va ngay hom sau. 

Néu viéc tiép xtic trudc dé gay bong, hay doi phuc hdi hoan toan truéc khi bat dau diéu tri 
bang isotretinoin. 
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Do thudc khéng di qua hé thong tuan hoan nén cac bién phap phong ngita déi vi retinoid 

duoc str dung toan than co thé duoc bo qua trong qua trinh diéu tri bang gel isotretinoin. 

* Canh bao vé thanh phan té duoc: 

- Butylated hydroxytoluen: Co thé gay ra phan tng da cuc b6 (vi du viém da tiép xtc) 

hoc kich img mat va mang nhay. 

- Nipagin, nipasol: Co thé gay phan img di ing (cé thé phan img mudn). 

9. Sir dung thudéc cho phu nif c6 thai va cho con bu 
Retinoid ding duong udng co lién quan dén di tat bam sinh. Khi sir dim 

thong tin ké don, retinoid tai ché thuong duoc coi 14 cé mite phoi nhiém i 
su hap thu qua da 0 mirc t6i thiéu. 2 ; 

Tuy nhién, cdc yéu to don lé (vi du: ton throng da, str dung qua mirc) co the@dp-phain las 

tang mirc dé phoi nhiém toan than. 
* Phu nit co thai: 

Chong chi dinh ding thuéc & phu nit mang thai hodc cé ké hoach mang thai. 

Néu sir dung 6 bénh nhan mang thai hodc néu bénh nhan duoc diéu tri bang thudc nay co 
thai, thi phai ngimg diéu tri. 
* Phu nit cho con bi: 

Khong khuyén khich ding thuéc nay trong thi gian cho con bu. 

10. Anh hwéng cia thuéc lén kha nang lai xe va van hanh may moc 

Thudéc khong anh hung dén kha nang lai xe va van hanh may moc. 
11. Twong tac, trong ky cia thuéc 

* Twong tac cia thuéc: 

- Sw hap thu qua da ctia isotretinoin cé thé duoc coi 1a bang 0, sur trong tac véi cac thudc 

duoc str dung duéng toan than 1a kho c6 thé xay ra. 

- Tranh sit dung déng thoi cdc tac nhan oxy hda chang han nhu benzoyl peroxyd vi ching 

cé thé lam giam hiéu qua cua isotretinoin ding tai ché. Néu bat budc phai diéu tri két hop, 
nén ding cac thudéc 6 cdc thoi diém khac nhau trong ngay (vi du mot thudc vao budi sang, 

mot thuéc vao budi toi). 
* Twong ky cia thuéc: Do khong cé cdc nghién citu vé tinh trong ky ctia thuéc, khong 

tron lan thudc nay véi cdc thudc khac. 
12. Tac dung khong mong mudén cia thuéc (ADR) 

Tac dung phu tai ché cé thé xuat hién trong nhimng tudn dau diéu tri dudi dang hién tong 

bi kich ing dic trang boi ban do kh6, hoi cham chich @ ving béi thudc, dic biét 14 ving 

quanh miéng va co. 
Nhiing hién twong nay nhin chung van 6 mirc d6 vira phai va giam dan theo khoang cach 

ding thudc. 

13. Qua liéu va cach xir tri 
* Oud liéu: 
D6i v6i isotretinoin béi tai ch6, trigu chirng qua liéu rat khé xay ra. Viéc str dung qua liéu 
sé chi gay ra phan tng kho chiu trén da chit khong cai thién duoc két qua diéu tri. 
* Cdch xit tri: 

Tich cuc theo d6i dé cd bién phap xt tri kip thoi. 

14. Dac tinh duge lwe hoc: 

Nhom duoc ly: Retinoid ding tai ché trong mun trimng ca. 

Ma ATC: DIOA D04. 

Co ché hoat dong: 

Isotretinoin la mét déng phan tong hop cua acid all-trans-retinoic (tretinoin). 

Co ché hoat dong cua isotretinoin chia duoc biét 16. 

15. Dac tinh duoc déng hoc 
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Khong do duoc nong dO isotretinoin, tretinoin hodac chat chuyén hda 4-oxo cua ching 

trong nguoi sau khi str dung lap lai liéu isotretinoin siéu tri liéu. 

Do dé, su hap thu qua da cua isotretinoin cé thé duge coi 1a bang khong. 

16. Quy cach dong g6i 

17. Diéu kién bao quan, han ding, tiéu chuan chat lwong thudc 

- Diéu kién bdo quan: Noi khé, nhiét do dudi 30°C. 
- Han ding: 36 thang ké tir ngay san xuat. 
- Thuéc sau khi mé nap: 

Bao quan: Noi khé, nhiét dé dudi 30°C. 
Han ding sau khi mo nap: 6 thang sau ngay mo nap. 

- Tiéu chuan chat lweng thuéc: TCCS. 

18. Tén, dia chi cua co sé san xuat: 

Tén co sé sén xuat : CONG TY CO PHAN DUOC PHAM HA TAY 
Dia chi: Té dan phé sé 4, P. La Khé, Q. Ha Dong, TP. Ha Noi 

DT: 024.33522203 FAX: 024.33522203 

DT: 024.33824685 FAX: 024.33829054 

Hotline: 024.33522525 
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