Doc ky huong din s dung trudc khi dung.
Néu cin thém thong tin xin hoi y kién thay thuoc
Chi ditng thuéc nay theo sw ké don ciia thay thuéc.

CIACCA

(Gel b6i ngoai da)

THANH PHAN

Mbi tuyp CIACCA (10 g) chura:
Adapalen .........cocooviiiiiiiins 0,1%
Clindamycin ........ccccoevvvnivnininnnnn, 1%

Ta dugc: Carbomer 940, natri EDTA, natri hydroxyd, propylen glycol, methyl paraben, propyl
paraben, nudc tinh khieét.

Pac tinh dugc luc hoc:

Clindamycin: La khang sinh thuéc nhém lincosamid. Tac dung cua clindamycin la lién két voi
tiéu phan 50S cua ribosom, do d6 tc ché tong hop protein cua vi khuan. Clindamycin ¢6 tac dung
kim khuan ¢ nong do thap va diét khuan & nong d¢ cao.

Co ché khang thudc caa vi khuan déi vai clindamycin 1a methyl héa RNA trong tiéu phan 508
cua ribosom cua vi khuan; kiéu khang nay thuong qua trung gian plasmid. C6 su khang chéo
gitra clindamycin va erythromycin, vi nhitng thuéc nay tac dung Ién ciing mét vi tri cia ribosom
vi khuan.

Téc dung in vitro cia clindamycin ddi véi cac vi khuan sau day:

Cau khuan Gram duwong wa khi: Staphylococcus aureus, Staphylococcus epidermidis,
Streptococcius (truS faecalis), Pneumococcus.

Truc khuan Gram am ky khi: Bacteroides (B. fragilis) va Fusobacterium spp.

Tryc khuan Gram duong ky khi khéng sinh nha bao: Propionibacterium, Eubacterium va
Actinomyces spp.

Cau khuan Gram dwong ky khi: Peptococcus va Peptostreptococcus spp., Clostridium
perfringens (trir C. sporogenes va C. tertium).

Cac vi khuan khac: Chlamydia trachomatis, Toxoplasma gondii, Plasmodium falciparum,
Pneumocystis carinii, Gardnerella vaginalis, Mycoplasma brominn. Céac loai vi khuan sau day
thuong khang clindamycin: cac truc khuan Gram 4m wa khi; Streptococcus faecalis; Nocardia sp;
Neisseria meningitidis; Staphylococcus aureus khang methicillin; Haemophilus influenzae.
Adapalen: La hoat chat giéng retinoid c6 tac dung khang viém trén mé hinh in vivo va in vitro.
Adapalen vé co ban beén véi oxy, anh sang va Ia chat khdng phan ang. Vé co ché, Adapalen
glong tretionin gan két voi thu thé chuyén biét cho acid retinoic ¢ nhan té bao, nhung khong
giong tretionoin la khdng vei gan thu thé ndi két proteln trong bao tuong.

Adapalen boi trén da dé tri mun trang ca trén mo hinh chudt va c6 tac dong trén sy bat thuong
qué trinh keratin héa va biét hoa biéu bi, ca hai qua trinh nay déu 1a nguyén nhén phat sinh myn
tring ca. Sy tac dong cua adapalen duoc cho rang 13 qua trinh binh thuong héa su biét hda nang
té bao biéu mo, két qua s& 1am giam su hinh thanh cac nhan mun.

Adapalen tot hon céc chat ddi chiéu retinoid trong thir nghiém tinh khang viém chuan ca trén in
vivo va in vitro. Co ché, thudc trc ché dap tng héa hoc va hoa dong hoc cua té bao bach cau da
nhan va co ché lipocid hda acid arachidonic thanh cac chat trung gian tién viém. Nghién ctu nay
dé xuat rang thanh phan gay viém qua trung gian té bao ciia mun tring ca o thé bi adapalen lam
thay doi.

bic tinh dwgc dng hoc: . ) )
Trong nghién ciru hap thu dudi da, dat ndng d6 16n nhat Clindamycin trong huy€t thanh khi su
dung Gel sau 4 tuan la khong dang ké (0,043% liéu dung).
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Hép thu adapalen qua da cham, sau khi thoa adapalen 1én ving da rong bi mun trimg ca trong
thoi gian dai ¢ thir nghiém 1am sang, néng d6 adapalen trong huyét trong khong phat hién dwgc
v6i do nhay phan tich 0,15 ng/ml.

Sau khi str dung adapalen (dénh dau C14) trén chudt (tiém tinh mach, tiém phuc mo, ubng hay
bdi da), tho (tiém tinh mach, uéng hay boi da) va cho (tiém tinh mach va uéng), tinh phong xa
dugc phat hién ¢ nhiéu md, ndng d6 cao nhat & gan, lach, tuyén thuong than va budng trung
Chuyén hoa ¢ dong vat dugc xac dinh 1a qua con duong khur methyl oxy, hydroxy hoa va lién
hop, bai tiét chu yéu qua duong mat.

CHI DINH:

CIACCA duoc chi dinh diéu tri tinh trang da bi myn trimg ca ¢ muc d6 nhe cho dén vira phai voi
nhiéu myn trimg c4 c6 nhan, mun trimg ¢4 san va mun trimg ca mi. Thude chi dinh cho myn nodi
trén mat, nguc hodc lung.

CHONG CHI PINH: ‘ ,
Man cdm véi bat ky thanh phan nao cua thuoc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Khi dung thudc néu co phdn Gng nhay cam hay kich tng nghiém trong, nén ngung thudc ngay.
Néu bi kich tng tai chd, bénh nhan khéng nén ding thu0c thuong xuyén, dung tam thoi, hodc
khong tiép tuc dung nira. CIACCA khéng duoc cho tiép xdc véi mat, miéng, 16 miii hoic mang
nhay.

Néu thudc vao mét, rira ngay lap tirc véi nuéc am. Thude khong dugc bdi vao ving da bi tray
xudéc, bi eczema. Thudc khdng sir dung cho ngudi bi mun trang c& mac d6 nang, vung bi mun
lan khip co thé, dac biét 1a phu nir trong d6 tudi sinh dé, khéng dung cac bién phap tranh thai
hiéu qua.

Pé xa tam tay tré em.

SU'DUNG CHO PHU NU CO THAI VA CHO CON BU: ,

Chua c6 thong tin vé€ tic dong cia Adapalen trén phy nir ¢6 thai nén thudc khong duge dung
trong suot thoi gian mang thai trir khi c6 sy xem xét cua bac si. Thuoc khong nén dung cho phu
nit trong do6 tudi sinh con trir khi ho ding céc liéu phap tranh thai hiéu qua.

An toan ctia CIACCA trén phu nit cho con bu chwa duoc thiét 1ap. Khong khuyén nghi diéu trj
CIACCA cho phu nir cho con bt.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: ,
Dua trén tai liéu dugc dong hoc va kinh nghiém lam sang, thuéc khéng anh huong dén kha nang
lai xe va van hanh may maoc.

TAC DUNG KHONG MONG MUON:

Céc phan tng tai chd nhu bong, d6 da, cam gidc bi cham chich, ngira, kh6 hoac 16t da. Kich tng
mit, phi né va dong Vay su’ng da co thé xdy ra voi muc do hlem Tac dung khong mong muon
chinh la kich img da c6 thé mat di khi giam tan s str dung thube hodc tam ngung.

CIACCA c6 thé 1a nguyén nhén do da, 1t da, kho da va ngtra trén bé mat su dung thuoc Rét
hiém gip, cam giac bat thuong, lam x4u hon tinh trang mun va viém da tiép xtc c6 thé xuat hién.
Pay la nhitng anh hudng tai chd thuc dang nhe dén vira, nhitng bao céo thuong xuyén trén thir
nghi¢ém lam sang:

Rat thudng gdp (> 1/10): D6 da, 10t da, khé da.

Thuong gap (>1/100 dén 1/10): Bong, ngtra.

Khong thuong gap (>1/ 1000 dén 1/100): Cam giac khéc thuong, nang hon tinh trang myn.

Str dung trong thoi gian dai dé khang véi CIACCA c¢6 the xay ra.

Théng bdo cho thdy thuéc cdc tac dung khéng mong muén gdp phdi khi sir dung thudc.
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LIEU DUNG - CACH DUNG:

Stur dung boi ngoai da.

Nguoi 16n va thanh thiéu nién (tir 13 dén 17 tudi):

CIACCA st dung cho vung da bi mun tru:ng ca sau khi da rura sach moi ngay mot lan trudc khi
di ngt. Dung ngon tay thoa mot 16p gel mong Ién da, tranh mat va moi. Can dam bao vung da
boi thude phai kho. Khi st dung thudc thudng xuyén hay sir dung xen k& dé tri mun, can tham
khao y kién cuia bac si xem c6 tiép tuc duy tri viéc sir dung CIACCA cho bénh nhan kéo dai trén
3 thang.

Nhiing bénh nhéan can thiét phai giam mirc d§ thudng xuyén st dung thudc hodc tam thoi ngung
diéu tri c6 thé str dung lai thudc hodc diu tri tiép tuc khi bac si danh gia bénh nhan c6 thé dung
nap thudc.

Str dung cho tré em:

Su an toan va hi¢u qua cia CIACCA chua dugc thlet 1ap ¢ tré em trude tudi day thi (dudi 12
tu01) vi cac loai mun thong thudng thuong hiém Xuat hién & nhom tudi nay.

Piéu tri lién tuc CIACCA khong nén vuot qua 12 tuan.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:

Chua biét c6 tuong tac nao giita cac ché pham khac dung trén da cung lic véi CIACCA, tuy
nhién cac retinoid va ché phém co tac dong turong tu khdng nén dung cung lic véi Adapalen. Vé
co ban, Adapalen bén véi oxy, anh sang va la chat khdng phan ung Trong khi nghién ctu mo
rong trén tha vat va ngudi cho thiy khdng cé phan tng doc anh séng 13n phan rng man cam anh
sang khi ding Adapalen, mitrc d6 an toan khi st dung thude trong khi phoi nang hoic tiép xuc tia
UV khong duoc thiét lap trén ca dbi tuong tha vat 1an nguoi. Nén tranh phoi nang hoac tia UV
nhiéu. Adapalen hap thu qua da nguoi chdm va do do6 tuong tac voi cac thudc dung toan than 1a
khong xay ra. Khdng co bang ching ndo vé anh hu’orng cua viéc dung CIACCA trén da vai hiéu
qua cta thue dung dudng udng nhu thudc ngira thai va khang sinh.

CIACCA c6 thé gay kich tng nhe tai chd do d6 khi dung cung luc cac thudc 6 tac nhan lam
bong, mai mon da, tay, 1am se da hoic san pham gay kich tng (c6 chat thom va con) s& lam gia
tang sy Kich trng. Tuy nhién, cac liéu phap tri mun triang cé trén da (erythromycin 4%) hoac dung
dich clindamycin phosphat (1% dang base), gel nudc benzoyl peroxid 10% duing vao budi sang.
Khi CIACCA dung vao dém thi sé khéng lam giam t&c dung va gia tang kich ung.

QUA LIEU VA XU TRi: , ‘
Chua c6 bao cao veé viéc st dung thuoc qua licu.

PONG GOI: Hop 1 tuyp 10 g.

BAO QUAN: Noi kho rdo, tranh 4nh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngay san xuat.

San xuit tai: ‘ )

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Thaoi Hoa, Thi x4 Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687  Fax: 0274.3567.688
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