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MAU TG HUGNG DAN SU DUNG THUGC (MAT TRUGC)

1.TEN THUGC:
Rx THUGC NAY CHi DUNG THEO BON THUGC

FRIDGUS 1%

2.CAC n_gu HIEU LUu Y VAKHUYEN CAO KHIDUNG THUGC:

DE XA TAM TAY TREEM

DOCKYHUGNG DAN SUDUNG TRUGC KHIDUNG

THUGC NAY CHi DUNG THEO BON THUGC

THUOC DUNG NGOAI

3. THANH PHAN CONG THU ¢ THUGG:

Thénh phén duoc chét:

Clindamycin (dwéi dang Clindamycin phosphat) 1% (kl/kl).

Thanh phén t& duge: Dinatri edetat, carbomer 940, polyethylen glycol 400,
propylen glycol, methylparaben, natri hydroxyd, nwéctinh khiét.

4. DANG BAO CHE: Gel bdi ngoai da. Gel trong suét, khdng mau, mém min,
khéng bj chay Iéng, dinh vao da khi bai.

5. CHi BINH:

Thube dugechi dinh dé Giéu tri mun tring c& mire 4 nhe dén trung binh.
6.CACHDUNG VA LIEUDUNG:

Liéu dung:

Nguwoiiém va tré em tubivithanh nién:

Boi mdt Iép mang 1én ving da bi ton thuong mdi ngdy mét 1&n. Tinh trang cla
nguoi bénh nén duroc xem xét sau 6-8 tuln didu tri va thei gian didu tri nén gidi
han trong 12 tun.

Tréem:

Thudc khéng duoc chidinh st dung cho tré em dwdi 12 tudi.

Cachding:

Bdingoaida.

7. CHONG CHIDINH:

- Chéng chi dinh & nhi*ng bénh nhan qua man ¢am véi hoat chét clindamyein
hogcvéi bét ky t& dugcnao cé trong thudc.

- Méc du chua chirng minh duge hién twgng man cam chéo véi lincomycin,
nhueng khuyén cdo khéng nén st dung clindamycin cho nhirng bénh nhan da
dugcchirng minh I& nhay cdm véilincomycin.

8. CANHBAO VA THAN TRONG KHIDUNG THUGC:

Clindamycin duéng ubng va duing tigm, cing nhw hau hét c4c loai khang sinh
khdc, cé lién quan dén viem dai trang gia mac nang. Clindamycin dung tai chd rt
hiém khi gay viém dai trang gia mac; tuy nhién néu tigu chay xdy ra, nén ngleng
s&n pham ngay lap tirc.

Céc nghién ciru cho thay, doc 16 do Clostridium difficile tao ra Ia nguyén nhan
chinh gay viém dai trang do khang sinh. Viém dai trang thuéing dugc dic trumg
bdi tiéu chay kéo dai nghiém trong va dau quan bung. Néu viem dai trang lién
quandén khang sinh xay ra, cac bign phap ch&n dodn va didu trj thich hop (vi dy
nhw ngirng clindamycin 1% va néu can cé thé diéu tri bang khang sinh nhw
metronidazol hogc vancomycin) nén dugc thye hign ngay lap tic.

Dép tng Giéu tr ¢ thé chwa nhan thay trong 4-6 tudn.

Mac du nguy co hép thu toan than sau khi dling clindamycin 1% 1a thap, nhung
nén tinh dén kha nang cac tac dung phuy trén duéng tiéu hda tang khi xem xét
diéu trj & nhivng bénh nhan cé tidn s viem dai tréng, viém rudt, viém loét dai
{rang hodc bénh Crohn do khang sinh.

S(r dung clindamycin kéo dai co thé gay ra khang thudc va/hosc sy phat trién
qua mirc cla vi khuén hodc ndm khdng nhay cam, mac du didu nay hiém khixay
ra.

Khang chéo c6 thé xdy ra véi cac khang sinh khac nhw lincomycin va
erythromycin.

Nén tranh tiép xdc véi mat hodc niém mac mai va miéng. Trong trudng hop vo
tlgl;tiép xUc véi mat hodc niém mac, hay rira ki ving bi &nh hudng vai nhidu
nuée.

Cénh béo vé ta duge: San phdm nay ¢ chira;

Propylenglycol: cothé géi kich trng da. Kha nang kich (rng clia clindamycin 1%

co the tang I&n néu san phdm duoc st dyung trong didukién bang kin.
Methylparaben: C6 thé gay racac phan tng di ng (c6 thé xdy ra cham).

9. SUDUNG THUOC CHO PHUNUCO THAI VA CHO CONBU:

Boi v&ri clindamycin bdi ngoai da, khéng c6 di liéu 1am sang nao vé treeng hep
mang thai bi phoinhiém. D iéu v& mét s it tredng hop mang thai tiép xdc véi
clindamyein ding theo dudng khae cho thay khdng ¢d anh huding xau déi véi
thai ky hodic slrc khde cla thai nhiftré so sinh. Cac nghién clru trén ddng vat
khéng chi ra cac tac dong co hai true tiép hodc gian tiép déi véi qua trinh mang—="
thai, sw phat trién ca thai nhi, qué trinh sinh n& hoac sau khi sinh. Cén 8N o\ (|t
trong khi ké don cho phu ni¥ mang thai. \._S/
Clindamycin dung dwong udng va duwéng tiém da dugc bao cao la j
trong sirame. Chua biét liéu clindamycin cé duoc baitiét vao sira me 180 -
dung clindamycin 1% hay khéng. Theo nguyén téc chung, bénh nhan Khéng nén~ O
cho con bu trong khi diing thude vi nhiu loai thubc durge bai tiétqua s
Bé sirdyngtrong khi mang thai va cho con b, ¢&n can nhic cén than
mang lai va nguy co ¢ thé xay ra. Khang thé loai trix hign trgng mén
chay ¢ tré bl me.
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MAU TG HUGNG DAN SU DUNG THUGC (MAT SAU)

10. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY
MOC:

Chua o bang chirng vé anh hwéng ciia thubc 18n kha nang 14i xe, van hanh may
moc.

11. TUONG TAC, TUONG KY CUATHUBC:

Twong tac cuathube

In vitro, sy 8i khang da duec chirng minh gita erythromycin va clindamycin,
téc dung hiép déng da dwgc chirng minh véi metronidazol va tac dyng @i khang
va hiép déng da dugc quan sat thay véi aminoglycosid.

Twong ky cta thudc

Do khang co cac nghién ciru vé tinh turong ky cla thuée, khang trgn I3n thuée
nay véi cac thube khac. .

12. TAC DUNG KHONG MONG MUGN CUATHUGC (ADR)

Khodng 10% bénh nhén cé thé g&p tac dung khang mong mudn khi diing thubc.
Nhikng phan (eng nay la dién hinh clia viémda kich tng.

Ty I& mac viém da kich tng ¢d thé téng Ién néu sk dung qua nhiéu gel. Néu kich
¥ng xay ra, viec st dung kem dudng &m cé thé hiwu ich.

Trong cacthir nghiém lam sang, cac phan (ing bt loi sau day dugc bao céo:
Thudng gap (= 17100 dén <1/10);

Rbi loan da va md duéi da: Da khé, ban @6, bdng da, kich g quanh mét, myn
trikng ca, ngira.

ltgap (21/1.000 &én <1/100):

Réiloanda va mé dwéida: Ton throng da, phat ban co vay,

Khéng co trréng horp tiéu chay nding hodc viém dai trang gid mac ndo duoc bao
cdo trong cac thi» nghiém lam sang vai clindamycin 1%, va chi mét lveng nhd
clindamycin dwgc hép thu qua da, rat hiém treéng hep viém dai trang gia mac
dugce bao cao khi st dung céac san phdm clindamycin diing ngoai da khac. Do
a6, vé Iy thuyét cd nguy co viem dai trang gia mac xay ra khi diing clindamycin
1%, xem thém ph&n Canh b4o va than trong.

Théng bao cho bac si hodc duwoc sT nhikng tac dung khéng mong mubn
gép phéikhi st dyng thudc.

13. QUALIEU VA CACH XUTRI:

Viém da kich (rng cé thé xay ra khi st dyng qua nhiéu clindamycin 1%. Viéc st
dung kem dw&ng dm phi hop cd thé cé tac dung trong nhivng tridrng hop nay.
Trong cac l&n ding tiép theo, nén béi mét I&p méng clindamycin 1% theo ding
huwéng dén, xem phan Cach dung, lidu ding.

14. DAC TINH DUGC LUC HOC:

Nhém duge Iy Thude khang sinh didu tri myn tring ca.

M3ATC. D10AFO1.

Clindacin 1% chiva clindamycin phosphat dwge thiy phan trong da thanh
clindamycin ¢é hoat tinh. Clindamycin |a méat loai khang sinh lincosamid cé tac
dung kim khuan, chi yéu chéng lai vikhuén gram dweng hiéu khi va nhiéu loai v
khuan ky khi

Khi clindamycin phosphat duoc bdi ngoai da, clindamycin duwge tim théy trong
cac mau mun tring ca & mic 60 dé cb hoat tinh chdng lai hdu hét cac ching
Propicnibacterium (P acnes). Do @&, né |am gidm sé lugng Pacnes bé métva
nanglong, mét trong nhirng yéu té cin nguyén cla bénh.

Cing nhu tat ca cac loai khang sinh, viéc s dung clindamycin ngoai da lau dai
c6thé dén dén khang thude.

15.DAC TINH DUCC BPONGHQC:

Cdng thirc clindamycin boi ngoai da 1dm gidm mukc d§ hap thu toan than cla
clindamycin. Mot nghién clru in vifro véi clindamycin trén da ngudi binh thwéng
da cho thay kha nang hap thu in vitre cla clindamycin phosphat dwoc danh déu
phéng xa | dudi 5% lidu ding. Khi clindamycin dwoc bsi ngoai da cho bénh
nhan bi mun triing ¢4, voi lidu 8g/ngay trong 5 ngay, nghla la liéu dung vt qua
liéu ti da dy doan trén 1am sang, mot lvgng rat nho, (trung binh duai 2ng/mi)
clindamycin dwec do trong huyét tireng. Clindamycin phosphat dugc chuyén
héa thanh thuéc géc qua da va clindamycin chi yéu dugc chuyén héa & gan
thng qua N-demethylation, sulphoxidation va thdy phan, bai tiét chl yéu qua
mat.

16.QUY CACHPONG GOI:

Hép 01 tuyp 15g; HOp 01 tuyp 30 g (tuyp nhém).

17. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA
THUOC:

Piéu kién bao quan: Noi khé, nhiét do dwdi 30°C, trénh anhsang.
Han diing: 24 thang ké tir ngay san xuét.

Han dung sau khimd nép: 3 thang ké tir ngay md ndp lan dau.
Khéng ding qua théi han in trén bac bi.

Tiguchuén chéitlwong: TCCS.

18.TEN, DJACHi CUACTO SO SAN XUAT:

CONG TY CO PHAN DUGC PHAM TRUNG
L6 27, khu cong nghiép Quang Minh, thi tran Qu
huyén Mé Linh, thanh phd Ha Nbi

DT 02439716291 FAX: 024.35251484

~ T'J}..“&_j\l N
i I PHAM )*"

UONG 2/S.
7S

e




