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2. Nhéanin trén h{p:

| HOAT CHAT, HAM LUGNG: BIEU KIEN 60
MBI tuyp 10g chiia Smg Tratinaln. Bdo quédn &
CHI DINH, CHONG CHI BINH, CACH DUNG: trénh dnh séng
Boc trong 18 hudng din si dung. trinh 4m.
DANG BAO CHE: TIBU CHUAN:
Thue kem. TCCS.
- Kem béi da Tugp 10 gam
-}
L S ————
= [
———
— ¥ SN, erv um%ln
—_— mEmm Tretinoln 0,05% i

GMP-WHO,GLP & GSP

+ Df xa tdm tay trd em

SBK: + Doc k§ huéng din s dyng trwde khi ddng
Ngdy SX: Nhi sin mil:
Sg |g g}(' CONG TY THHH DUJC PHM VIET PHlC
k] Dja chl: 155A TRAN HUNG BAO,PHUONG
Han ding: AN PHO, QUAN NINH KIEL, TP, CAN THO
OT: 0710 3834205 ; FAX: 0710 3730513
Kem boi da )/\ Tugp 10 gam
E! / JE ‘.. B
e CTY THHH DUGS
| e Tretinoin 0,05% AP o
R O AN fae LI
TR GMP-WIIO, GLP & GSP

Ep 10q way




3. T¢ huéng din st dung:
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Ten mugc: Kem boi da DAB

Thanh phdn, ham lvgng:

M>bi tuyp kem 10g chia:
- Tretinoin 5 mg
- Alcol cetostearylic 700 mg
- Polyoxyl 6 cetostearyl ether 150 mg
. Polyoxyl 25 cetostearyl ether 150 mg
- D4u Paraffin 1200 mg
- Propylen glycol 800 mg
- Nipagin 20 mg
Nubic tinh khigl 6.975 mg

Dang bao ch& clia thude: Thudc kem..
Qui cdch déng géi: HOp 1 tuyp x 10 gam.
Chi djnh: L

. Ving da bj ting nhiém séc 16: tan nhang, vét ndm (d6m ndl,— |

. Ving da bj 130 héa do ti€p xic 4nh ndng m3t trdi: ving da ]

- Ving da bj siing hoa.

- Myn triing cd c4c loai.
Liéu dung, cich ding, dudng ding:

« Liéu ding, dubng ding:
- Thoa ngoai da.
M&i ngay thoa mdt Hn vio buSi 18i véi lugng vira di dé phi nhe toan bf ving da

| = T [TRUORE
hoac c4nh tay), thudc c6 thé gdy cdm gidc cham chich thodng qua va nang nhe & da. Du i n
hajc ding nhidu thudc hon s& khéng cdi thign két qua dibu trj ma 131 c6 thé gdy kich jimg da nhifu nhu%.ij

da, bong da, ngéa... W%

. Khi dat dugc ket qud 181 da cd thé diéu tri duy tn bling cach thoa thusc mB1 tudn tir 1AEnd 14n. C6 thé

ding c4c sin phdm Im dm da trong thdi gian ding thuBic. Nén rifa ky da trudc khi thoa thulc.
» C4ch dung:

. Trudc khi thoa thudc nén rila sach ky viing da djnh thoa biing x& phdng nhe khong c6 hoa cfigy VA nhe
viing da cho khd chif khbng ding khan df lau, ch 20-30 phit d& viing da ty khd trubc khi thy udc.
Ngubsi sir dyng thuc khong dugc rifa mat qua 2 14n méi ngay. ] ;

- Thoi gian didu trj: thti diém bt ddu thdy c4c ci thign ddu tién thay ddi theo cdc nghién I:L'ri,l\.ylérrhs g
Khac nhau, néi chung bit d4u thiy dugc cac cdi thign ndi trén trong vong 3 thang sau khi ba,'\.;dé_u dilig
thudc. C6 thé c4n dén 6 théng diing thutic a8 thay dugc cac tac dyng rd rang. i

. C6thé ding c4c s3n phim 12m §m da trong thii gian sifdyng thubc. ASY

. Ding & tré em: 40 an toan va higu qud khi ding thulic trén tré em chua dugc xdc nhin. "2:}0' :
Chéng chi dinh: v

. Nhay c3m véi mit trong nhing thanh phén clia thudc.

. Chua cb céc nghién ciu ddy dii cd kiém ching t6t trén phy nl mang thai. Vi vy, chi nén ding thudc trén

phy ni ¢6 thai chl khi Igi fch ding thudic cao hon

. Khdng rd Tretinoin ¢6 dugc tigt ra theo sia mg

phy nl cho con ba.
Thégn trong:

- Nén st dung thudc theo diing huéng din vé liéu lugng va cdch ding.

. D61 véi trd em nén tham khio ¥ ki clia béc s§ hodc dudc s¥.

- Kich tmg tai chd: Khi dang c6 s&n tinh trang kich (ng da (vl du: dd da, bong da, ngUa, bdng ndng...) thi
khong nén diing thuc cho dén khi finh trang trén giam di.

. & mot s& ngudi nhay cam (vf dy: nguti bf cham, bdng ning...) ding thudc cé thé gay ra dd da ngay tai
chd ning, sung, ngda, néng, rat, phdng da, tao véy holic bong da tai chd thoa thudc. Ba c6 bdo cdo ring
Tretinoin gay kich dng ndng khi thoa 3 viing da bj cham do d6 nén hét sic lw y. Khi ding Tretinoin &
nhng ngudi bj cham, n&u cé finh trang kich (ng da ning hojc dal ding nén ngimg diing thusc.

. Nen than trong khi 6 ding cic thusc khéc ¢ chat kich ing tai chd, dic bigt 12 chdt n man, lam khd
hodc c6 tac dyng lam bong da.

nguy cd c6 thé xy ra cho thai nhi.
hay khong. Do vay vin nén than trong khi ding thudc &

| Théi tigt nhiéu gié, lanh hodc do 4m thip ciing cb thé gay kich ing vimg da dang thoa va cd thé 1am
tang mifc dj kho da.

. TiBp xiic véi 4nh sdng mit trii: khi ding Tretinoin nén tranh hodc gidm thigu ti€p xc véi dnh sdng m3t
trdi, k& ca dén cyc tim (UVB). Nguii bj bdng ning khdng nén ding sén phdm nay cho dén khi bang ning
hét hoan toan vi ¢6 thé gy kich Gng ning cho ving da nhay cam. Ngudi phi ti8p xiic nhiéu véi dnh ndng
mat tri do yéu cdu cia cdng vigc hofic ngubi vén da nhay cdm véi dnh néng mat trdi thl nén ddc bigt
than trong. Khi khang thé trénh viéc tiép xic vél dnh ning thl nén diing céc sin phdm chdng ndng hojc
mic 40 quin hay a9i ndn che phi viing da dang thoa thudc.

. Trénh ddy thuc vao mit, mi mét, bd 13 miii, migng, niém mac

dé gidm thi€u khd nng bj thém kich dng da.
. Truéic khi thoa thubic nén rifa sach k¥ viing da djnh thoa. Nén dung xa phdng nhe, khong c6 hda chat, vd

hojc c4c ving da khang dinh thoa thudc

nhe viing da cho kha chir khong ding khin dé lau. Chd 20-30 phit d8 viing da tykhé trudc khi thoa thuéc.
Chi c4n rifa sach ving da thoa thuéic 2 14n mdi ngay 14 d0.

| Thi ky mang thai:

Trén thyc nghim ngui ta thdy boi Tretinoin khing 1am ting nguy cd dj 13t b4m sinh nhung phai
can nhic lgi hai ¢4n thn khi cho phy nl mang thai ding Tretinoin Vi nguy cd cho thai nhi.

Wm bii:
Vitamin A va c6 |8 ¢3 Tretinoin 1 thanh phin ty nhign cé trong sUa ngudi. Hign khing cd d ligu
chic chén 1 Tretinoin c6 dugc bai tiét theo siia hay khong, khi ding libu diéu trj bdnh bach cdu
tién tly bo va khi ding dléu trj tai chB. Phai than trong khl ding Tretinoin cho nguti me cho con bi.
Anh huding ciia thutc 18n ngudi 141 xe va vin hanh mdy mc
Hien chua thay tai liu vé tc dong cla Tretinoin d6i véi noudi 141 xe va van hanh mdy méc & thuic
ke bdi da va thuic udng Tretinoin (TAl ligu tham khao: Dugc thu qudc gla Viét Nam 2012 va VIDAL
Viét Nam 2012)
¢ thudc:

Thin Yong khi phéi hop:
ﬁa@ﬁu&c ngoai da khdc 1m khd da hofic bang da (ddc bigt 12 cc sin phdm c6 cBn, charh).
in ph&m v8 sinh k& ¢ xa phdng, ddu gdl, my ph&m, nutc hoa c6 chifa chit &n man da.

Téc dyng khong mang mudn:

. C4c phan dng tai chf thuting dugc bo ¢40 12: kh hoic bong da, rdt nhe, cham chich, néng da, ban do,
nglia va tang hay gidm sc & tam thdi. Gdc phan (ng ndy thuting nhe hodc viia phdi va néi chung dung
nap t6t. Cdc phin dng ndy thubing 3y ra vao tudn thit 1-3 tufn d5u ding thudc, ngoal trir khd da hadc

. -bang da trong thdi gian didutri.

. G4c nghién cthu 1am sang cho thay thudc khang gdy tinh nhay cam d] (g tiEp xdc thyc sy. B cb bio cio

. tang nhay cam véi 4nh ndng m3t trdf hodc ngudn tia cyc tim UVB.
Céc a3c tinh duge lye hoc, duge ddng hoe:

Céc dic tinh duge e hoc:

. Pifu hda sy simg hoa: Tretinoln kich thich phan bio va thic ady a8i méi t& bao biéu bl, Im ham 30
thanh keratin, kich thich tal tao md lIén két.

. Tretingin lAm gidm d%u higu & mc & b3o cla tinh trang sam da do ndng:
b, gidm do day clia I6p simg, gldm melanine, ting bé day clia Idp hat.

Céc dic tinh dugc dng hoc:

8 ngutii khde manh Tretinoin dugc hdp thu qua da <2%
Qué 118u va céch xir tri:

- Sif dung qué liéu Tretinoin khong cdi thién Kt qud diéu tri ma lai cb thé kich img da nhiéu nhu d4 da,
bong da, ngia.

- Xitly bling cich rifa ngay bing nudc sach va laukhd nai bdi thudc.

Céc d4u higu Ivu § v3 khuy#n cdo:
Boc ky hudng din sif dung trudc khi ding.
N&u cén thém thong tin xin hdi y kién bic s¥, dugc s§.
pidu kign bao quén: Bio quin & nhiét db dudi 30°C, trinh dnh sdng,
Han ding: 24 théng ké ti ngay sdn xuit.
Tiéu chudn: TCCS.

1am ting bé day clia [0p biéu

3 ndi khd, trénh dm.

Nha sin xusit: CTY TNHH DUJC PHAM VIET PHUC
155A Trén Hung Bao, TP. C4n Tha.
BT: 0710,3834295, Fax: 0710.3730513.




