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( WHO ) Doc ky hwdng dén siz dung triede khi ding.
Néu cdn thém thng tin xin hoi y kién m? thubc.
GmMmpP Chi diing thudc nay theo sw ké don ciia thay thuic.

CIACCA

(Gel bdi ngoai da)
THANH PHAN
M3i tuyp CIACCA (10 g) chira:
Adapalen.... a0y 1 %
Clindamycin............. it %

Ta c}uqc: Carbomer 940nam EDTAnatnhydmxyd propylen glycol, methyl paraben, propyl paraben, nudc tinh
khiet. :

Diic tinh dwrgre Iy hoc: .

Clindamycin: La khang sinh thugc nhém lincosamid. T4c dung ciia clindamycin 14 lién két v6i tiéu phan 508 cla
ribosom, do 46 trc ché tong hop protein cia vi khudn. Clindamycin c6 téc dung kim khuén & ndng d¢ thép va diét
khuén & ndéng d6 cao. o

Co ché khéng thubc ctia vi khuén d6i véi clindamycin 13 methyl héa RNA trong tiéu phin 508 ciia ribosom ctia vi
khuén; kxéu khing ndy thuéng qua trung gian plasmid. C6 sy khang chéo gira clindamycin va erythromycin, vi
nhimg thudc nay tic dung 1én ciing mét vi tri ciia ribosom vi khuén.

Téc dyng in vitro clia clindamycin d6i véi cac vi khuan sau day:

Céau khuidn Gram duong wa khi: Staphylococcus aureus, Staphylococcus epidermidis, Streptococcius (trir S.
faecalis), Pneumococcus. )

Tryc khuén Gram am ky khi: Bacteroides (B. fragilis) va Fusobacterium spp.

Trwe khué.n Gram duong ky khi khdng sinh nha bao: Propionibacterium, Eubacterium va Actinomyces spp.

Céau khuin Gram duong ky khi: Peptococcus va Peptostreptococcus spp., Clostridium perfringens (trir C.
sporogenes va C. tertium).

Céc vi khuan khic: Chlamydia trachomatis, Toxoplasma gondii, Plasmodium falciparum, Pneumocystis carinii,
Gardnerella vaginalis, Mycoplasma brominn. Céc loai vi khuan sau 84y thudmg khéng clindamycin: c4c trgc khuéin
Gram am wva khi; Streptococcus faecalis; Nocardia sp; Neisseria meningitidis; Staphylococcus aureus khang
methicillin; Haemophilus influenzae.

Adapalen: L2 hoat chit giéng retinoid c¢6 tac dung khéng viém trén mo hinh in vivo va in vifro. Adapalen vé co ban
bén véi oxy, anh séng va 1a chat khéng phan (mg. Vé co ché, Adapalen gibng tretionin gén két véi thy thé chuyén biét
cho acid retinoic & nhan té bdo, nhung khong giéng tretionoin 13 khong véi gén thu thé ndi két protein trong bao
tuong.

Adapalen bdi trén da dé trj mun trimg c4 trén mé hinh chudt va c6 téc dong trén sy bit thuong qué trinh keratin héa va
biét héa biéu bi, ca hai qua trinh nay déu 12 nguyén nhan phat sinh myn trimg cé. Sy téc dong cia adapalen dwgc cho
ring la qué trinh binh thuémg hda sy biét héa nang té bao biéu md, két qua s& lam giam sy hinh thanh c4c nhan myn.
Adapalen tt hon céc chét 3 chiéu retinoid trong thir nghi¢m tinh khang viém chuén ca trén in vive va in vitro. Co
ché, thudc trc ché dép (mg héa hoc va héa ddng hoc ciia té bao bach ciu da nhén va co ché lipocid héa acid arachidonic
thanh céc chét trung gian tién viém, Nghién ciru nay & xuét ring thanh phin gy viém qua trung gian té bao cia myn
trimg c4 c6 thé bj adapalen 1am thay dbi.

Dic tinh dwrgc d9ng hoc: - - ; .
Trong nghién ctru hap thu duéi da, dat nong d¢ 16m nhat Clindamycin trong huyét thanh khi sir dung Gel sau 4 tudn la
khong déng ké (0,043% liéu ding).

Hép thu adapalen qua da chdm, sau khi thoa adapalen 1én viing da rfng bj myn trimg c4 trong th&i gian dai & thi
nghiém 14m sang, nong d¢ adapalen trong huyét trong khong phat hién duge véi d nhay phén tich 0,15 ng/ml.

Sau khi sir dung adapalen (d4nh dau C14) trén chudt (tiém tinh mach, tiém phiic m, uong hay béi da), thé (tiém tinh
mach, udng hay bdi da) va ché (tiém tinh mach va udng), tinh phong xa duge phat hign & nhiéumé, ndng 4 cao nhit &
gan, léch, tuyén thugng thgn va budng trimg. Chuyén héa & d9ng vét duge xac dinh 12 qua con dudng khir methyl oxy,
hydroxy héa va lién hop, bai tiét chi yéu qua dudmg mat.

CHI PINH:
CIACCA dugc chi dinh diéu trj tinh trang da bj myn trimg c4 & mitc 40 nh¢ cho dénvira phai véi nhidu myn trimg c4
c6 nhén, myn trimg c4 sin va mun trimg c4 mu. Thuég chi dinh cho myn noi trén mit, ngye hodic lung.

CHONG CHI PINH: ,
Min cim véi bét ky thanh phin nao ciia thubc.

LUU YDACBIET VA THAN TRQNG KHI SUDUNG: " 3 _
Khi dung thuoc néu cé phén img nhay cdm hay kich img nghiém trong, nén ngung thudc ngay. Néu bi kich img tai cho,
bénh nhan khong nén dung thudc thudng xuyén, dimg tam théi, hosic khong tiép tuc ding nira. CLACCA khéng dugc
cho tiép xtic v&i mit, miéng, 15 miii hodc mang nhay.
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Néu thu6e vao mét, nira ngay 18p tirc véi nuée m. Thubc khong dugc bbi vao ving da bi triy xudre, bj eczema. Thubc
khéng sir dung cho ngudi bj myn tring c4 mitrc 49 ning, ving bj myn lan khip co thé, djic biét 13 phy nit trong 46 tudi
sinh dé, khong diing céc bién phép tranh thai hiéu qua.

Dé xa tim tay tré em.

SUDUNG CHO PHUNU CO THAI VA CHO CON BU: )

Chura c6 théng tin vé tAc dong ciia Adapalen trén phy nit c6 thai nén thuéc khong duge ding trong sut thoi gian mang
thai trir khi c6 sy xem xét ciza bac si. Thubc khong nén diing cho phy ni¥ trong 4§ tudi sinh con trir khi ho diing céc ligu
phép tranh thai hiéu qua. . .

An toan ciia CIACCA trén phy nir cho con b chwa dugec thiét 14p. Khong khuyén nghi didu trj CIACCA cho phy nit
choconbil.

TAC DPONG TRENKHA NANG LAIXE VA VAN HANHMAYMOC: ,
Dya trén tai li¢u dugc ddng hoc va kinh nghiém 1dm sang, thudc khéng anh hudng dén kha niing 14i xe va vin hanh
may moc.

TACDUNG KHONG MONG MUON:

Céc phan img tai chd nhu béng, d6 da, cam gidc bj cham chich, ngira, kh6 hogic 1t da. Kich img mit, pirimé va déng
vay simg da c6 thé xy ra v6i mirc 49 hiém. Téc dung khong mong muén chinh 14 kich tmg da cé thé mét di khi giam
tan sd sirdyng thudc hogc tam ngung.

CIACCA c6 thé 1a nguyén nhén dé da, 16t da, kho da va ngira trén bé mit sir dung thubc. Rét hiém gip, cam giac bat
thubng, 1am x4u hon tinh trang myn va viém da tiép xtic c6 thé xuét hién. P4y 1a nhimg anh huéng tai chd thude dang
nhe dén vira, nhirng bao cdo thuong xuyén trén thir nghi¢m lam sang:

Ritthudng gip (> 1/10): D6 da, 19t da, kho da.

Thudng gip (>1/100 den 1/10): Bong, ngira.

Khong thudmg gip (>1/1000 ﬂén 1/100): Cam giac khac thudmg, ning hon tinh trang mun.

Sirdyng trong thoi gian dai dé khang véi CIACCA co thé xayra. _ ]
Théng bdo cho thdy thuc cdc téc dung khong mong mudn gdp phdi khi sir dung thuéc.

LIEUDUNG - CACHDUNG:

Sirdung bdingodida. )

Ngudi 16n va thanh thiéu nién (tir 13 dén 17 tubi): )

CIACCA sir dung cho vimg da bi myn trimg cé sau khi da nra sach mdi ngay mdt lan trude khi di ngl. Ding ngén tay
thoa mét 16p gel méng 1én da, trdnh méit va méi. Cén dam béo viing 43 bdi thudc phai khd. Khi sir dung thugc thudng
xuyén hay sir dung xen k& dé trj myn, cdn tham khao y kién cia bac s xem c6 tieép tyc duy tri vige sit dung CIACCA
cho bénh nhén kéo dai trén 3 thing.

Nhimg bénh nhan cin thiét phai gidm mic 46 thudmg xuyén sir dung thuéc hofic tam th&ri ngung diéu trj ¢6 thé sir
dung lai thudc ho#ic diéu trj tiép tuc khi bac sid4nh gid bénh nhén c6 thé dung nap thudc.

Sirdung chotré em: .

Sy an todn va higu qua cia CIACCA chua dugc thiét 18p & tré em truéde tudi déy thi (dudi 12 tubi), vi cic loai myn
thong thudng thudng hiém xuat hién & nhém tudi nay.

Diéu trj lién tuc CIACCA khong nén vurgt qué 12 tuén.

TUONG TAC THUOC, CAC DANG TUONG TACKHAC:

Chua biét c6 twong tac ndo giira céc ché phim khéc diing trén da cing lic véi CIACCA, tuy nhién céc retinoid va ché
pham c6 tic ddng trong i khong nén ding cing hic voi Adapelen. VE co ban, Adapalen bén véi oxy, 4nh sdng va 12
chat khong phan ing. Trong khi nghién ciru mé réng trén thi vit va nguoi cho thay khong c6 phan img djc dnh sang
1an phan img mén cam 4nh sang khi diing Adapalen, mirc 4§ an toan khi sit dung thudc trong khi phoi néing hoiic tiép
xtic tia UV khéng dugc thiét 14p trén ca d6i tugng thi v4t 1n ngudi. Nén tranh phoi néng hogc tia UV nhidu. Adapalen
hap thu qua da ngudi chdm va do d6 trong téc vdi cdc thudc dung toan thén 1a khong x4y ra. Khong c6 bang chimg ndo
vé anh hudng clia viée ding CIACCA trén da véi hiéu qué ciia thudc dimg dwomg uéng nhu thude ngira thai va khéng
sinh.

CIACCA c6 thé gay kich tmg nhe tai chd do 86 khi diing cling ltic céc thude 6 tic nhan lam bong, mai mon da, tiy,
1am se da hodic san phim géy kich img (c6 chit thom va con) s& lam gia tAng sy kich mg. Tuy nhién, c4c liéu phép tri
mun trimg cé trén da (erythromycin 4%) hoiic dung dich clindamycin phosphat (1% dang base), gel nuéc benzeyl
peroxid 10% dimg vao budi séng. Khi CIACCA diing vao dém thi s& khéng Iam giam téc dyng va gia ting kich tmg.

QUALIEU VA XU TRI: , ‘
Chua c6 bdo céo vé viéc sit dung thude qua liéu.

PONG GOI: Hop 1 tuyp 10g.

BAO QUAN: Noi khé réo, tranh 4nh sang, nhiét 46 khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuat.

HAN DUNG: 36 thang ké tirngay san xut.

Sén xudt tai: DAVIPHARM

CONG TY CO PHAN DUGC PHAM PAT VI PHU (DAVIPHARM)
L6 M7A, Pudng D17, Khu Cong Nghiép My Phuc 1, Phudng Théi Hoa,
Thi xa B&n Cét, Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688

TOA297BBB




