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Composition; Each gram cream contains:

Tretinoin 0.05% (kI/Kl} Tretinoin 0,05% (wiw)
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THUGC DUNG NGOAI

Keep out of the reach of children.
Read carefully the instruction before use.
FOR EXTERNAL USE ONLY
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CONGTY CO PHAN DUGC PHAM VCP

§ 2.Nhan hop x 1 tuyp 15G:

M Composition: Each gram cream contains:
Tretinoin 0,05% (w/w)

Exc qs
H Indications. Cont

Please read enclosed leaflet.
W Specifications: Manufacturer’s.
L inacool dry place, not m

Usage.
g

than 30°C, protect from light.

FOR TOPICAL USE ONLY
Keep out of the reach of children,
Read carefully the instruction before use.

.

Manufactured by: VCP PHARMACEUTICAL J.5.C

Address : Thach Loi - Thanh Xuan - Soc Son - Ha Noi

R( Thubc ké

4

Tretinoln 0.0

SO0 ul>34L

x

HOP 1 TUYP KEM

Tretln 0 05

(I/\)

GMP - WHO

(/7. cona v c6 puin ugc phn ver 15G
g w0 Thanh phin: M3i 1 gam kem chira: THUGC DUNG NGOAI
| Tretinoin 0,05% (KI/Kl) Ddxatdmtay clatré em,
‘ ‘ Té dugc vira dd 1g Doc ky huéng din sifdung trude khi diing.
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Rx-Thude nay chi ding theo don thuée
GMP-WHO

Tretin 0,05
Doc kj hudng déin siv dung triede khi ditng
DPé xa tim tay tré em
Théng bdo ngay cho bdc st hodic dugc si nhitng tic dung khdong mong mubn gip phii
-F trong qud trinh s dung th ubc.

1. THANH PHAN, HAM LUQNG: 1,0 g kem c6 chia:

| Thanh phan dugc chét: Tretinoin 0,05% (kI/kI).

Thanh phin ta dugc vira di: 1,0 g.

(Isopropyl myristat, Macrogol cetostearyl ether, Cetostearyl alcohol, Stearic acid,
Butylated hydroxytoluen, Sorbic acid, Disodium edetat, Nudc tinh khiét).

2. MO TA SAN PHAM
Dang bao ché: Thudc kem
Kem ddng nhét, mau vang nhat.

3. CHi PINH, LIEU DUNG — CACH DUNG & CHONG CHI BINH
3.1. Chi dinh:
Tretin 0,05 dugc diing dé diéu tri tai chd cho:

« Mun trirg ¢4 & mirc d trung binh, déc blet duge chi dinh & mun 4n.

« Réi loan sting hoa khang lai chét 1am mém.

« Mun c6c phing
3.2. Cach ding — liéu ding
Liéu ding:
Mun tritng cd
Lidu khéi ddu 13 mot 14n bdi vao budi t6i. Tén sudt st dung s& duge diéu chinh tly theo
phan tng thu duge.
Trong trudng hop kich ting ban dAu dang k&, c6 thé gidm thn sudt bang cach bdi cach ngay.
Trong truong hop khong ¢ bét ky phin trng cuc bo nao, thn suét boi co thé ting 1én 2 lin
mdi ngay. Tir ngay thir 14 cho dén khi két thac dot didu trj tin cong (12 dén 14 tuén), tan
sudt boi trung binh mot 1An mot ngay hodc it hon trong truong hop kich tmg kéo dai.
Cén phai quy dinh tAn suét sit dung sao cho tranh duge céc phan ing kich tmg kho chiu;
¢6 thé chip nhén duge cdc phan Gmg nhu chi c¢6 ban do nhe, bong vay vira phai hogc cam
glac béng rit nhe.
CAn phai dy doén nhiing phén trng manh hon c6 thé xay ra & nhimmg déi twong c6 da mong,
toc vang hodc toc dé va lya chon lidu hrcmg phu hop nhét.
pé dat duoc két qua tdt nhat, bénh nhan can phai dwgc canh bao vé cac phan ung thong
thuong khi bit diu didu tri; kich Gmg ban diu va phat ban thoang qua; cén xem xét lai
thudng xuyén @& diéu chinh liéu lugng va g1am thiéu kich ng ban dau.
Su cai thién ¢o thé thiy 15 vao khoang tudn thir 6 didu tri va tlep tuc dat mirc tot nhat cd
thé vao khoang tudn thtr 12 hoidc tudn thir 14. Vi vAy bénh nhén cn dugc canh bio v& viée
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chim cai thién trong nhiing tudn dAu va loi ich cla viée tiép tuc diéu tri cho dén thang thi
ba dé dat duge két qua t6i wu.

Néu tit ca cac yéu t6 gdy muyn da bién mAt, ban c6 thé chuyén sang diéu tri duy tri v6i 2
hogc 3 14n bdi m&i tuln.

R&i loan sitng héa - mun cdc phing

Tén sudt sir dung s& tiy thudc vao tinh trang bénh. Trung binh mdi ngdy bdi 1 dén 2 l4n.
Cdch dung:

Thubc diing ngoai da.

Sau khi rira sach va lau kho da, thoa mot 16p kem mong 1én ving da bi tén thuong bang
c4ch massage nhe nhang, tranh ving mét, mi mat, moi va 16 miii.

Rita tay sau khi sit dung san pham.

St dung cho tré em:

Khéng ap dung.

3.3. Chdng chi dinh:

Mn cim véi bét ot thanh phin nao cia thude.

Phu nit mang thai hodc ¢6 ké hoach mang thai.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Do c6 thé xay ra hién twong khong dung nap nhu pht né va cham tam thoi, nén thir nghiém
nhidu l4n trén mot ving da nhod (miéng dan thir nghiém) trong ldn str dung dAu tién.

Néu xay ra phan (g nhu phan ting qué mén hoic kich (rng nghiém trong, nén nglmg diéu
tri tam thdi hodc khong nén diung.

Trong trudng hop v tinh boi 1én mang nhdy, mét, miéng, 15 miii hodc vét thuong hd, hay
riva k§ bing nuwde Am.

Do tinh chét gay kich irng cta phuong phéap diéu tri, nén tranh st dung ddng thoi cac san
phim my phém lam sach c6 chét 1am se va cac chét lam kho hoiic gy kich ting (ching han
nhu céc san pham c6 mui thom hodc co cdn).

Nén tranh tiép xtc véi 4nh nfing mit trdi va dén cye tim gdy kich tng thém.

Khi didu tri cAn giam tiép xic vé6i dnh néng mﬁt troi & mire t6i thiéu, cé cac bién phap bao
vé bing cach doi mil va st dung kem chong nfing.

Trong trudng hop tiép xtic nhiu véi dnh ndng mit troi (vi du nhu mot ngdy & bién), khong
nén bdi vao ngay hom trudc, cung ngay hodc ngay hom sau.

Néu viée tiép xuc trude d6 gly ra vét bong “chéy nang”, hdy doi cho dén khi binh phuc
hoan toan truéce khi bit ddu didu tri.

Thudc nay co6 chita cetostearyl alcol, ¢6 thé gy phan (g da cyc bd (vi du nhu viém da
tiép xiic).

Thube nay c6 chira butylated hydroxytoluen c6 thé gy phan ting da cyc bd (vi du nhu
viém da tiép xuc) hogc kich tmg mit va mang nhay.

Thudc nay c¢6 chira acid sorbic, ¢6 thé gy céc phan ing tai chd trén da (nhu viém da tiép
XUc).

5. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
5.1 Sit dung cho phu nir ¢é thai:
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Trén ddng vat : tretinoin d duge chimg minh 1 gy quai thai qua duong ubng; tai chd va
v6i lidu luong cao, n6 gy ra céc di tit nho vé& xuong.

Trén nguoi : Chébng chi dinh & phu nit ¢6 thai hodc phu nit dy dinh c6 thai.

5.2 Phu nit cho con bi

Ngudi ta khong biét ligu tretinoin khi dung ngoai da c6 bai tiét vao sita me hay khong
nhung tretinoin dudng ubng va/hodc cac chét chuyén hoa ctia n6 c6 duge bai tiét vao sira
me. Nén than trong khi dung kem tretinoin cho phy nit dang cho con bu.

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thudc khong c6 hodic anh hudng khong dang k& dén kha ning 14i xe va vn hanh may méc.

7. TUONG TAC, TUONG KY CUA THUOC:
Do tinh chét gdy kich tmg ciia ché phdm nay, tdt nhét nén tranh bét ky sén phim nao c6
thé gy kich tmg cuc bd (dic biét 1a dung dich con).

8. TAC DUNG KHONG MONG MUON CUA THUOC:

Kich tng da c6 héi phuc c6 thé xay ra va bién mAt khi ngimg didu tri hodc gidm tAn sudt
st dung. Cam giac 4m néng hodic nglra ran nhe cb thé x4y ra sau khi bai.

Do ¢6 chira axit sorbic nén ¢6 nguy co bi ndi mé day.

Do sy hién dién cta butylhydroxytoluene, nguy co méc bénh cham tiép xtc, kich (mg da,
mit va niém mac.

9. QUA LIEU VA CACH XU TRi:

=

Khéng c6 dir li¢u v& st dung thude qua lidu, khong dung qué lidu chi dinh cua thudc. e
Khi c6 ddu hiéu nghi ngd qué lidu can lién hé ngay v6i nhén vién'y té dé& duge cham soc. .T_Y\\.
Tich cuc theo dai dé c6 bién phap xu tri kip thoi, :“
AAM
10. PAC TINH DUQC LYC HQC: P s

Nhém dwoe I¥: retinoids tri mun ding tai chd, md ATC: D10ADO1 . x>
Hoat dong cia tretinoin dya trén co ché hoat déng twong Gmg ting dic diém v6i co ché =
bénh sinh ciia muyn trimg ca:

Tretinoin chéng lai va ngin nglra sy hinh thanh cac yéu t6 gy muyn: bing cach kich thich

biéu mo nang, sy tdng sinh cua cdc té bao siing hoa khong lién két dugc ting cudng. Nhitng

té bao simg tu do nay duge dao thai ciing v6i ba nhon v& phia bé mit da. Nat stng khong

thé hinh thanh va do do ngan can su hinh thanh cdc nhdn myn méi,

Tretinoin gay ra sy truc xudt céc yéu t6 luu gift (mun tring cd mé, vi nang). Ngoai viéc

bong troc bé ngoai cia 16p biéu bi, tretinoin codn ¢6 tdc dyng sdu & mirc do biéu md nang:

no kich thich su tang sinh ciia cac t& bao stng tu do, lién quan dén viéc giam sy két dinh

ciia nut simg, dan dén bong tréc ctia vi nang hodc myn trimg cé;

Tretinoin déy nhanh su phat tridn cuia cc yéu t6 giy viém (san, myn mu). Khi bét diu giai

doan viém, tretinoin lam téng tinh thidm ca thanh nang ddi véi cic téc nhan gdy kich tng

gay ra hién tugng viém (manh keratin, axit béo tu do, v.v.) va do do dy nhanh sy phat

trién ctia mun sn va mun mu cling nhu viéc dao thai ching. Do d6, né ngdn ngla s bién

ddi cia cac ton thuong nay thanh cc nét nang.

11. PAC TiNH DUQC PONG HOC:

NN
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Téc dd thim qua da ctia tretinoin hogc axit retinoic trong cdc ché phim dung tai chd c6 thé
thay dbi (phu thudc dang liéu, vi tri, ddc diém ving da diéu tri, thoi gian diéu tri, v.v.)
nhung vin & mitc thip & liéu didu tri. Axit retinoic duge chuyén hoa nhanh chong (48 gio).

12. QUI CACH PONG GOI:
Hop 01 tuyp nhom 15g va td hudng dén sir dung.

13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG cUA
THUOC:

- Bao quan: Noi kho mat, nhlet do khong qua 30°C, tranh 4nh sang.

- Han diing: 24 thang ké tir ngdy san xuét. Khong ding qué thoi han ghi trén bao bi.

- Han dung sau mé nép: 2 thang.

- Tiéu chuén chét luvong cta thube: Tiéu chudn co s

14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thach L&i - Thanh Xuan — Séc Son — Ha N§i — Viét Nam

Ha ngi, ngay iy théng 05 ndm 2025

TONG GIAM pOC
DS %a 5 n ?)W
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