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Acid azelaic 15%
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140 x 200 mm

Tir hudmg din sir dung thude
Ry Thuoe ké don

Mibelaic Gel 15%

Gel

Thube ding npodii.

Thube nay chiding theo don thuge.

Di xa tim tay tré em.

Boe ki huong din st dung trwde khi dang,

THANH PHAN CONG THUC THUOC

Thinh phiin dvoc chiit: Acidazelaic 15%.

Thanh phiin t4 dwge: Carbomer 940, medium-chain
triglveerides, tween 80, Imwitor 373, propylen glyeol, natn
benzoat, dinatri edetat, nati hydroxyd, nirde tinh khié

DANG BAOCHE
Gel.

MG ti: Gel mautring duc, dong nhat, mii dac trnmg.

CHIPINH
Grigin mgn e ca (dang iy san, myn ) e mire donhg dén
trung binh dving damat.

— Dicutei tai chd ching dé mat thé sinmua.

LIEUDUNG, CACH DUNG

Litu diing

- Ché pham chi ding ngodi da.

- Béi vao ving dacin didu i hai lan moungiy (budi samg va budi
101), xoa nhe, Mai Lan khoang 0.5 g gel (2.5 em) che todn b
vang damat.

Tréem

- Khong can chinh liéu Khi diéu ti mun aimg <a o thanh thic¢u
nién (tir 12— 18 tum).

- Chura ed an todn va hiéu qua ki diéu tri myn trimg ¢i o tre em
durin 12 i

- Chwavd an toan va hiéu qua khi dicu trj chitng do mdt thé sin
& tré em duedi 18 1w,

Negwdi cao tudi
Chura conghién ciru khi ding thude &g rén 63 wéi.

Bénttuhdn suy thin
Cluraco nghién ciru khi ding thude & bénh nhin suy thin,

Bénlnhin suy pan
Churaconghicn el khi ding thuoe & bénh nhan suy gan.

Cachdung

- Trudekhi ding thuoe. danen duoc nrasach nhe nhang voi nwrde
vitlam khé, C6 thé s dung ehit im sachdanbe,

- Ruatay sau khi st dung thube, khéng bang hode quin kin vimg
da da boi thuoc,

- Treemg hop say ra kich dng da, giam hrong che pham hodc
i tan Xt s dyng xuong mot lan mot ngay dén khi giam
Lich img. Néu cin thiét, ngimg tam thin mot vai ngav,

- Dung lién e trong sudt tha gian diéu wi. Thi gian didu i o
moi ngwdn khong gidng nhaw, phu thude vao e dé nghiém
trong eua ton throng da.

- D& gel Khid e khi bdi m¥ phiam 1én da

- Khiéng boi lén mat cac thude Khae khi dang bdi MIBELAIC
GEL 15%.

- Truime hop quén mat ligu, khong boi liéu gap doi ligu quén

- Muyn trimg ea: Nhin chung, lndu qua rd ¢t quan sat duge sau 4
tudn didu tri. DE dat duge hidu qua thi wu, ed thé s dung ché

phim kéo dai trong vai thang, phi hop véi dap émg 1am sing,
Trwamg hop khong co i thign ndo duge ght nhin sau mdt
thang diéuir] hode tinh trang trénén tram trong hon, nén ngimg
diing v xem xét phuromyg in didu trj khac,

Chirng do mie: Nhin chung, hi¢u gud o0 vét quan sit duoe sau 4
win diéu 1. DE dat dirge hidu qua tdiwu, o thé sir dung ché
pham kéo dai trong vai thang, phit hop viéi dap img lam sang.
Trwémg hop khang ed caithién nao dwee ghi nhén sau hai thang
dicutri hode tinh trang tro nén tram trong hon, nén nimg dimg
v xem xét phiremg sin dicu trj khie

CHONG CHIDINH
Quid man véi acid azelaic hode bt ki thanh phﬁ!! ndo ¢d trong
congthirc.

CANHBAO YA THAN TRQNG KHI DUNG THUOC

- Chi dung ngoai da

- Co bdo cho vé sy giam sic 1O, theo ddi A& phdt hign nhimg diu
igu sém cha giam sic 6 & nhimg bénh nhan ¢o nuée da sim
miu.

- Khi dang ding MIBELAIC GEL 15% dé diéu tri chimg do mat,
tranh dimg chung véi ¢éc loai sira rim mal ¢ chirs eon, com
thude, san pham se khit 15 chan ldng co chira o, lae nhan lam
bong troc da,

- Cébiocdovi vide ding seid azclaic & bénh nhinhen suyén lam

tinh trang hen xuyén tro nén xdu hon., Tham khao ¥ kién bic s7

néu tinh trgng hen xuyén wornén xau hon khi dicutri.

Vi nhitng bénh nhan diéu trj ching dd mat bing acid azelaic,

tranh thire In hode dd udng c6 thé gy m ban 46 va dé mat (thire

an cay, doudng co cbn, ddudngnong).

- MIBELAIC GEL 15% clira natn benzoat ed thé gy kich img
nlig cho da, mét, niém mac. Tianh dé thude tidp xic véi i,
migng vaniém mae Trirmg hop thude dinh vao bt ki khiviee
o ké trén, i ngzay vai thit nhiéu nurge. Lién hé von bae si néu
kich img mit vin con. Rim tay sau khi siedyung thube.

~ MIBELAIC GEL 15% chira propylen glycol co thé gay kich
img da. Khing sir dung thude cho tré so sinh dudi 4 tdin éi co
vét thiromg ho hodie viing da Ién bi rach hode 1dn threng (nhur
bong)ma khﬁng1i1m1\khao§'kiéncz‘m bac si hodic durge sT.

SUDUNG THUOC CHO PHU NT'CO THAT VA CHO CON

Bt

Sirdung thudc cho phy nirco thai
Clwra co nghién et diy di vé vige sir dung tai ehd acid azelaic
ophunircathai, Nhimg nghién clu trén dong viteho thiy nguy
coranh huemg dén thai ki, sy phat trign phéi thai - bao thai, qua
teinh sinh con hode giai doan hau san. Tuy nhién, liéu khong gy
ra tac dong bit lot quan sit thiy & ddng vit dao dgng tr 3 - 32
Jan licu 16i da khuyén cac & nguai (tinh theo digntich bé mit co
thé). Than trong khi ké don acid azelaic cho phu nired thai.

Swr dl_mgiluléu cho phy nircho con bi
- Chua o acid azelaic co bai liét vio sira me hay khang. Mt sd
thi nghiém chimg 1o ring vide thude bii 1ét vio sitame co the
xay ra. Tuy nhién, viée phin bé acid azelaie vao trong sirm me
Khang lam thay ddico y nghia néng dé co ban cua acid azelai
trong siramg
= Acid azelme khing 1dp trung trong sita mg vi it hor
acid azelaic sir dyng tai ¢hd hip thu todn thin, do ¢
tang ndng d6 acid azelaic ndi sinh trén mire sinh
khi sirdungacid azelaic ophunirchoconbi. ||
- Tre sosinh khong duge tép xie vad ving da dar
acid azelaic
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ANH HUONG CUA THUOC LEN KHA NANG LAl XE,

VAN HANH MAY MOC
MIBEL AICGEL 15%% khang anh lneime 180 kha ndng ki xe va
van hanh may méc.

TUONG TAC, TUONG KY CUATHUOC

Tuong tic cua thude
Khong o nghién etu vé twomy tiae thude duge thyc kién. Thanh
phin ciia MIBELAIC GEL 15% khong cho thy bit ki nrong
tac khong mong mudn nac cia mdi thanh phan dom & 6 thé anh
Trime dén Linltan todn cua ché pham . Khing cd trong tic thude
dae higu nae duge ghi nhin trong éit ki thie nghiém lam sing co
déi chimg nio.

Tuwng ky cia thuic
Do khang ¢ cac nghién ciru vé tinh trong ky ciia thude, khdng
trin 1n thude ndy vai cac thude khac

TAC DUNG KHONG MONG MUON CUA THUOC
Ca tac dung khéng mong mudn duge phin nhom theo tn suir;
vt tharimg gap (ADR > 1/10), thudmg gap (1/100 < ADR <
1/10), it gap (1/1000 = ADR < 1/100), hiém gap (1110000 <
ADR < 1/1000), rit hiém gap (ADR < 1/10000), khéng 13 tin
sudt (khong woe tinh duoe tir dir lidw sin c6)

Hé mién dich

- Hiém ggp: Phin img qua man (gém mét hodc mot s phan (g
bat lgn sau- Phi mach, simg mat, sumg mat, kho tha), lam tinh
trang hen suyén trormén xau hem.

Da vi cde mi dicdi da

- itgap: Viemdatiépxuc, mun®.

- Hiém gip: Kichimgda, may day.

Riji loan chung va tic dung khdng mong mitdn lén vitng bii

thuie

- Ratthuémyg gip: Neira, dau, rdt ti vimg bai thude.

- Thuémg pap Phatban, di cam, khd da, phit* tai vimg boi thude.

- It gap: Ban do, bong troc da**, doi mau da**, kho chiu®, miy

day®, nong dm*® ta viing bai thudc.

*) .'Trougcllidinhdiéulrjchlmg,dc'\:um

(**)  :Trongchi dinh digu tri mun trimg ca.

Nhin chung, sir kich img da tai chd gidm déin rong qua trinh

diéutri.

QUA LIEUVACACH XU TRI
Do déetinh tai ¢hd vil toanthin cia acidazelaic rat thip, swngd
dée hau nhirkhéng xay ra.

DAC TINHDUQC LUCHOC

Nhém duge liz Cac ché pham tri mun khae ding tai chd

MAATC: DI0AXO3,

Coehétacdung

Mun trieng cd

- Taedong khing khufin va anh huong true tiép dén sy ting simg
hoa nang 1ng duge xem % cor sar trong hiéu qua dién trf mun
trimg ci etia acid azelate.

- Trong t vitin va m vive, acid azelaic irc ché sir tang sinh cac ¢
bao simg vi bink thiremg hia cac qua trinh biét hoa lapbicu bi bj
rhi loan.

- Trén lam sang, d3 quan sat thiy co s giam ding kémit dd khu
i cua Mroptomtbacterinm aenes v sie giam dang ko phin
acid béo tyr do trong 16p lipid bé mat da.

Chiing dé dn

- Mac di sinh i bénh hoe cia chimg do mat chira duge hidu 1o,
ngay cang co phicu s dong thudn ring tinh trgng viem lién

quan dén sy gia tang cig mot 50 phan tr ¢o tic ddng gy viem
b kathikrem-3 vi cathelicidin efing nlur ¢ic loat oxi phanimg
(ROS)

- Acid azelaie di duge chimg minh diéu bién dap g viém trong
cae té bao sime g binh thudmy bing cach:

+  Kich hoat thy thé gamma hoat hoa b ¢hat tang sinh
peravisom (thu the nhan PPAR gaimma)

Ul ehé sir chuyén hoat eila yvéu thnhian kappa B (NF-kB)
¢ Ugchésirsan xudt cdc cytokin giy viém
+ (fe ché st phing thich ROS tir bach ciu trung tinh, ciing
nhurthu don caec ROS ign co.

- Ngoaira, acid azelaic cho 1h§y khanang ire ché tryre igp sirbidu
hién cua kallikrein-5 vi cathelicidin mong ba mé hinh: m vitro
fede le bao sime o nguai), trén da chudt va teén da mat cua bénh
nhin miic churng domdt

- Nhirng dac tinh khang viém cua acid wzelae dong vai trd guan
trong trong diéu trj chimg do da,

PACTINH DUQC DONGHOC
Hip thu: Sau khi boi thude, acid azelic thim nhip vio trong
1ét ¢d cde lop da. Sutham nhip vao da 1o thuemg nhanh hon da
nguyén ven. Khoang 3,6% lidu dang duce hip thu qua da sau
khi boi mat hrong ché pham thuoe kem trong dmg | g acid
nzelwie (3 ¢ thude kem et ehir 208 acid nzelaie, 1 1é hap thu
ctia acid azelaic khi sirdung gel va thude kem diroe ehimg minh
14 nbue nhau). O bénh nhan didu i chimg do da sau 8 tudn (diang
hat 1an mé: ngdy, moi lin mt hreng 0,5 ¢ ché phiam), m"mg do
acid azelare orirgng thin &

an dinltrone huy@ neomye teome drome
nhee otindimguy i vién va bénh nlian mun wirng ca vér ché d an
théng thireng. Dieu nay the hign mire hap thu qua da coa acid
azelaie (ding hai Kin mét ngay, moi kin mét lugng 0.5 ¢ ché
pham) khing lam tang ndng do acid azelaie virot ra neoii
Khodng ndng dé acid azelaic trong huyét trong tir ché dé dinh
diomg vatie cac nguon ndi sinh,
Chuyén hia: By phin huy bai qua trinh beta oxt hoathanh acid
dicarboxylicchudi ngin hon (€., C).
T trie: Mot phén acid azelaic hap thy qua da dioe bai tiét qua
e tiéu i dang khéng bien doi. Phin con lai eling duce bai
1iét qua mroe tiéw durdi dang da bien doi boi qud trinh chuyen
héa. Thin gian ban thai khoang 12 i vai dang bio ché ding
ngodl da,

QUY CACHDONG GOI
Hop 01 tuypx 15 g gel. Tuvp nhom,

BAOQUAN
Noi ko, deed 30°C. Tranh anh sing.

HANDUNG
36 thang (ke tirngay san xuat),

TIEU CHUAN CHAT LUQNG
Tiéu chuincosa

(HASAN |

Ca 8 san xuit
CONG TV TNHILLIEN DOANI ITASAN - DERMAPHARM
L& B. Brromg s6 2, KON Béng An_ Binh Haa, Thudn An, Binh Diong, Vilt Nam




