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HUONG DAN SU DUNG DANH CHO NGUOI BENH

Rx Thubc ban theo don

o TAZORETIN

3583880, \\ (Adapalen 10 mg) (j. 2“;‘”?;’{":”;'

fi~ . Ten thuoc TAZORETIN
L “Doc ky hmmg dan su dung trieoc khi dung”
\ 2 “Dé xa'tam tay tre em”
Thongbao ngay cho bdc sT hodc dieoc sT nhitng tdc dung khéng mong mudn gdp phai khi st

dung thude”

“Thudc nay chi ding theo dom cua bdc st

2. Thanh phin, ham lwgng ciia thude:

Mbi 10 g gel béi ngoai da c6 chira:

Hoat chdt: Adapalen 10 mg

Td dugc: Methylparaben, propylparaben, carbomer 940, dinatri EDTA, natri hydoxyd,
propylen glycol, nudc tinh khiét.

3. Mo ta san pham: Gel bdi ngoai da

4. Quy cach déng goi: Hop 1 tuyp 15 g. Hop 1 tuyp 30 g

5. Thudc ding cho bénh gi?

Diéu tri tai chd mun trimg c4 vira va nhe & ngudi 16n va tré em trén 12 tudi

6. Nén ding thu6c nay nhw thé nao va liéu luong?

B6i 16p mong 1én ving da bénh sau khi d4 rira sach va lau kho, 1 lan/ngay vao budi téi trude
khi di nga. Tranh day gel vao mét, mdi, niém mac. Tinh an toan va hiéu qua diéu tri cta thude
chua duoc xac dinh ¢ tré em nhé hon 12 tudi. Do d6, khong dung thube cho tré em dudi 12
tudi.

7. Khi nao khong nén ding thudc nay?

Qué mAn v&i adapalen hodc bit ctr thanh phan thue.

Khong dung thudc déi v6i cac trudng hop bi trimg cé ning

Phu nir ¢6 thai/cho con b, tré em nhd hon 12 tudi

8. Tac dung khong mong mudn (néu cé):

Thuong gdp, 1/10 > ADR >1/100

Khd da, kich img da, cam giac nong rét trén da

It gdp, 1/100 > ADR >1/1000

Viém da tlep xuc, cam giac kho chiu cho da, ngura, bong trdc da, Xuét hién mu

Khéng v tan sudt:

Viém da di ing, dau.

Cdach xir tri ADR

Khi gap cac tac dung khéng mong mudn trén can ngung diing thudc va hoi y kién can bo y té
dé duoc tu van thém. ] . ]

9. Nén tranh dung nhirng thuoc hodic thwe pham gi khi dang sir dyng thuoc nay?

Thén trong khi dung véi san pham co thé gdy kich tng tai chd khéc.

10. Cén lam gi khi mdt lin quén khong ding thudc?

Tiép tuc ding thude theo lidu khuyén céo.

11. Cin bio quén thudc nay nhw thé nao?
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a  TRUNG TAM THUGC

Béo quan trong bao bi kin, tranh 4m, tranh anh sang, & nhiét d6 duadi 30°C. (J E,sml?cytral

12, Nhu'ng deu hleu va tri¢u chirng khi dung thudc qua liéu:
Chua c6 bao cdo vé céc truong hop qué lidu khi ding thube.
13. Can lam\ gi khi dung thudc qua liéu khuyén cio?
Néu xuat hién céc dau hiéu phan Gng khi diing thudc qué liéu cin théng bao ngay cho béc st
hosic duoe-si/ |
14, Nhu'ng dleu cin than trong khi ding thudc nay?
~Trénh »t}gp xlc mit, mdi, goc miii, niém mac. Khong bdi thube 1én vét cit, trdy xudc, ving da
bi eéiéma, viing da bi bong ning. Tranh phoi ra 4nh sing manh.
Thoi ky mang thai: Chbng chi dinh cho phu nir ¢6 thai
Thoi ky cho con bii: Chdng chi dinh cho phu nit cho con bu
Anh hweomg cuia thuéce lén kha néng 1di xe va vdan hanh méy mée: Thube khong anh huong dén
khé nédng l4i xe va van hanh méay méc.
15. Khi nao cin tham van bac si, dwore si?
Can tham vAn béc si, dugc si khi gip phai cac tac dung khéng mong mubn khi sir dung thude.
“Néu can thém thong tin xin hoi y kién bdc st hodc duwoc sT”
16. Han dung ciia thudc:
36 thang ké tir ngay san xuét
17. Tén, dia chi, biéu twong (néu c6) ciia co' s& san xuit:
Cong ty ¢6 phan dwge phdm Me Di Sun
S6 521, khu phb An Loi, phuong Hoa Loi, thi x4 Bén Cat, tinh Binh Du'ofg/%y
Ngay xem xét sira doi cip nhat lai ndi dung hwomg din si dung thude: dd/mm/

|
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HUONG DAN SU DUNG DANH CHO CANBQ Y TE

Rx Thudc ban theo don

TAZORETIN
(Adapalen 10 mg)

a  TRUNG TAM THUSC

. 1. Tén thube: TAZORETIN @ central
N2, Thﬁ‘nh phin ciu tao ciia thude:

Mo”Ni 10 g gel boi ngoai da cé chira:
Hoat chat: Adapalen 10 mg, clindamycin 100 mg (duéi dang clindamycin phosphat)

-Ta dwg’c: Methyl paraben, propyl paraben, carbomer 940, dinatri EDTA, natri hydoxyd,
-—propylen glycol, nudc tinh khiét.

3. Dang bao ché: Gel boi ngoai da

4. Cac dic tinh dwgc lue hoc, dwge dong hoc

Pic tinh dwoc luwe hoc:

Nhém duoc ly: Thude diéu tri mun tring ca

Ma ATC: D10ADO03

Adapalen:

Adapalen la mot hop chét dang retinoid da dugc ching minh 13 c¢6 hoat tinh khang viém in
vivo va in vitro; adapalen bén viing v6i oxy va anh sang va khong c6 phan tng vé mat hoa
hoc. Co ché hoat dong cua adapalen, giéng nhu tretinoin, la gén két vao céc thy thé acid
retinoic dic hiéu ctia nhan, nhung khéc tretinoin & chd khong gin vao protein cua thu thé
trong bao tuong.

Adapalen khi dung trén da c6 tic dung phan hiy nhan muyn va ciing c¢6 tic dung trén nhitng
bat thudong cua tién trinh simg héa va biét héa clia biéu bi, ca hai trudng hop nay déu 1a nhiing
yéu t§ gdy mun tring ca. Co ché tic dung ctia adapalen 1 binh thudng hoa tién trinh biét hoa
clia c4c té bao nang biéu mod va do d6, 1am giam sy hinh thanh céc vi nhan mun trimg ca.

DPic tinh dugc dong hoc:

Adapalen:

O ngudi, adapalen dugc hip thu qua da kém; trong céc thir nghiém 1am sang, khong tim thdy
dugc ndng do adapalen trong huyét tuong & mirc c6 thé do duoc khi sir dung dai han trén mot
vung da rong bi mun tring ca v&i mire dd nhay cam phan tich 1a 0,15 ng/ml. Do d6, khong thé
xéc dinh cac thong s6 dugc dong hoc vé sinh kha dung ctia adapalen khi boi ngoai da.

5. Quy cach dong géi: Hop 1 tuyp 15 g. Hop 1 tuyp 30 g.

6. Chi dinh, liéu ding, cich ding, chong chi dinh:

Chi dinh:

Diéu tri tai chd mun trirg c4 vira va nhe & ngudi 16n va tré em trén 12

Liéu lwong, cich dung:

Boi 16p méng 1én ving da bénh sau khi da rira sach va lau kho, 1 lan/ gay vao budi tbi trude
khi di ngu. Tranh ddy gel vao mét, moi, niém mac. Tinh an toan va hiéu qua didu tri ctia thude
chua duogc xac dinh ¢ tré em nho hon 12 tudi. Do d6, khong dung thudc cho tré em dudi 12
tudi.

Chéng chi dinh:

Qu4 mAn v6i adapalen hodc bét cir thanh phan nao ctia thudc.

https://trungtamthuoc.com/
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Khong dung thude dbi véi céc truong hop bi trimg cd ning.

Phu nit ¢6 thai/cho con bu, tré em nho hon 12 tudi.

7. Cac trwong hop than trong khi dung thude

Tréanh tiép xtic mat, méi, goc mili, niém mac. Khong boi thudc 1én vét cit, triy xudc, ving da
bi eczema, viing da bi bong ning. Tranh phoi ra dnh séng manh.,

St dung thudc cho phu nir ¢ thai va cho con bi:

Thoi kp mang thai: Chbng chi dinh cho phu nit ¢6 thai s, TRUNGTAMTHUGC
Thi ky cho con bii: Chéng chi dinh cho phy nit cho con bt G central
Anh huéng dén khi ning ldi xe va vin hanh may méc:

Thudc khong anh hudng dén kha ning l4i xe va van hanh may méc.

8. Twong tic ciia thudc véi cdc thude khac va cac loai twong tac khic

Than trong khi dng véi san phdm c6 thé gay kich tng tai chd khac, ché phim chira luu
huynh, resorcinol hay acid salicylic.

9. Tac dung khong mong mudn

Thuong gap, 1/10 > ADR >1/100

Kho da, kich ing da, cdm gidc ndng rat trén da

It gap, 1/100 > ADR >1/1000

Viém da tiép xuc, cam gidc kho chiu cho da, ngira, bong tréc da, xuét hién mun trimg ca
Khéng rd tan sudt,

Viém da di tng, dau.

Cdch xuvr tri ADR

Khi gép céc tac dung khong mong muon trén cin ngung diing thudc.
Va guri bdo cdo vé cosd y té gan nhdt rdi theo thi tu, s& co tap hop céc bdo cédo & sd y té tinh
thanh. Hoiic c¢6 thé bao cdo truc tiép vé trung tim ADR khu vuc.

10. Qua liéu va cach xir tri
Chua ¢6 béo céo vé cac trudong hop qua liéu khi diing thudc. f
Néu xuét hién céc déu hiéu phan Ung khi dung thubc qué liéu bénh nhan can ngl‘rng

ngay va gii bio cdo vé co sdy té gan nhat roi theo thur tu, s€ ¢6 tdp hop cac bao cdo § so
tinh thanh. Hodc c6 the béo céo truc tlep vé trung tim ADR khu vuc. [

11. Céc d4u hiéu cin luu y va khuyén cio

Khoéng cé

12. Pidu kién bao quén, han dung ciia thudc

B4o quan trong bao bi kin, tranh am, tranh dnh séng, & nhiét d§ dudi 30°C.
36 thang ké tir ngay san xuét

13. Tén, dia chi cia co sé sdn xuat *

e g™

Cong ty ¢ phin dugc phim Me Di Sun
S6 521, khu phé An Loi, phuong Hoa Loi, thi xd Bén Cét, tinh Binh Du
~ 14. Ngay xem xét stra dbi, cap nhit lai ngi dung huwéng dén sir dung thude: dd/mm/yyyy
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