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Rx Thuéc bdn theo don

Tuyp 15g gel béi da
Clindamycin phosphat twong ing Clindamyein 10mg

—

Thanh phan: Mbi gam gel boi da chia: Chi dinh, chdng chi dinh, cach ding, liéu
Clindamycin phosphat tudng dng voi Clindamycin 10mg ~ dung va cac thang tin khac: Xem t0
Ta duge vd: 1g huéng dan sif dung thudc kem theo.

Bao quan: Noi kho, nhiét a9 dudi 300C

Rx Thudc bdn theo don

Phan phéi bék:

CONGTY CP DUGC PHAM DAVINCI-PHAP
54 405 D1 Thanh Xudn Bic, PThanh Xuln
Bdc, Q.Thanh Xuln , Ha Néi.

<a Sd 16 SX

Tiéu chudn ap dung: TCCS. Ngay SX -

DE xa tam tay tré em. HD

Boc ky hudng dan sif dung trudc khi ding.

Phan phéi bét San xudt tai:

CONG TY CP DUGC PHAM DAVINCI-PHAP CONG TY CPDUTC PHAM HATAY [ ' A

56 405 D1 Thanh Xuan Bic, PThanh Xuin HATAPHAR 15 431 0 o6 4 - La kha - Ha Bang - ke CO PH }\

Bac, Q. Thanh Xudn , Ha N&i Dll(l( pHA'M
— = = —— ] 1

Clindamycin phosphat tuwong img véi Clindamyecin 10mg

Sin xudt tai:

CONG TY CP DUGC PHAM HA TAY
HATAPHAR . .
n

- :.

“Iniss g9y %

BEXINCLIN, ‘

phé 55 4 - La Khé - HA Dong - Ha Noi

Thanh phan: Mai gam gel boi da chita:

SBK
Clindamycin phosphat tudng ting vdi Clindamycin 10mg S 16 SX
Ta dugc vd: 1g Ngay SX
Bao quan: Noi khé, nhiét do dudi 300C. HD

Tiéu chuan ap dung: TCCS.
Dé xa tam tay tré em. Doc ky hudng dan sii dung trudc khi ding.

Rx Thuéc bdn theo dan

BEXINCLIN,,

Clindamycin phosphat tuong tng voi Clindamyein 10mg

Phan phéi bai:
CONG TY CP DUGC PHAM DAVINCI-PHAP &
56 405 D1 Thanh Xuln Bic, PThanh Xudn HATAPHAR |

B4c, QThanh Xuan , H3 Nai.

Hop 1 tuyp x 150 gel bai da

Sctdn

P DUGC PHAM HA TAY
858 4 - La Khé - Ha Dong - Ha Noi

Chi dinh, chong chi dinh, cach ding, liéu ding va cac thang tin khac: l
Xem td hudng dan st dung thudc kém theo.

San xudt tai: CONG TY CP DUGC PHAM HA TAY.

T4 dan phd s6 4 - La Khé - Ha Dang - Ha Noi.

Phan phdi bdi: CONG TY CP DUJC PHAM DAVINCI-PHAP

56 405 D1 Thanh Xuan Bac, P.Thanh Xun Bac, Q.Thanh Xuan , Ha Noi.
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HUONG DAN SU DUNG THUOC CHO CAN BO Y

1. Tén thudc: BEXINCLIN gri - N

2. Thanh phin: M3i lg gel bdi da chira: (= ol oAy
Clindamycin phosphat tuong (ng i - :f?m
Clindamycin 10 mg ‘\;\;,_v;\ : q -r?v‘ i

(Ta dwgc gom: Propylen glycol, polyethylen glycol 400, carbome%xﬁ?ﬁ,'\g‘ﬁ;}qq{f; 80,

triethanolamin, mede tinh khiét) NG - 1R

3. Dang bao ché: Gel bdi da.
4. DPic tinh duge lye hoe, dwge dong hoc
- Dwgc lue hoc
Clindamycin phosphat khong c6 hoat tinh cho t6i khi duoc thity phdn nhanh in vivo thanh

v

clindamycin tu do ¢6 hoat tinh. Clindamycin trc ché tdng hop protein & vi khudn nhay cam
béng cach gén véi tidu don vi 508 ribosom, téc dung chinh la e ché su tao thanh céc lién két
peptid.

Phd khéng khuén:

Nhay cam: Vi khudn Gram duong wa khi: Streptococci, Staphylococci, Bacillus anthracis va
Corynebaterium diphteriae.

Vi khuin Gram duong ky khi: Eubacterium, Propionibacterium, Peptococcus va
Peptostreptococcus Spp., nhiéu chiing Clostridium perfringens va C. tetani.

Mot sb ching Actinomyces spp. va Nocardia asteroides.

Mot vai hoat tinh khang Toxoplasma gondii va Plasmodium spp.

Hoat tinh ctia clindamycin da dugc chiing minh trén lam sang ¢ nhitng bénh nhin bi mun
trirng cé, voi néng do da dé tac dung trén hau hét céc loai Propionibacteium acnes duge nudi
cdy (MIC 0,4mcg/mL). Sau khi boi clindamycin, acid béo tu do trén bé mit da gidm tir khoang
14% xudng con 2%.

- Duwoc dong hoc

Hép thu: Mot lugng nh clindamycin ¢6 thé duge hap thu sau khi ding ché phim tai chd trén
da. Sinh kha dung cta clindamycin phosphat tir cac ché pham dung tai chd 1a 2%. Trong mot
nghién ctru vé sy hép thu qua da t6i da cta thude, ndng do clindamycin trung binh do dugc
trong huyét tuong trong liéu trinh dung thudc 4 tudn la khong déng ké (bang 0,043% liéu
ding).

Phan bé: Cé thé tim thiy mot lugng déng ké clindamycin trong nhéan trimg cé cua bénh nhan
boi clindamycin phosphat tai ché trong hai tudn. Khéng c6 bang ching cho thdy c6 su tich Idy
clindamycin trén da khi boi lap lai hodc c6 sy tich luy todn than cta thude.

Chuyén héa: Clindamycin dugc chuyén héa qua gan thanh chét chuyén hoéa c6 hodc khong co
hoat tinh.

Thai trur:

Thosi gian bén thai cia clindamycin 1a khoang 9h va dugc bai tiét chu yéu wde tidu dudi
dang nguyén ven. Sau khi boi nhiéu 1an clindamycin dang gel, dudi 0,06% tong liéu ding
duoc bai tiét qua nuéc tidu.

5. Quy cach dong goi

Hop 1 tuyp x 15g gel bdi da.

6. Chi dinh, lidu ding, cich ding va chéng chi dinh

- Chi dinh

Didu tri tai chd bénh mun trimg c4 thong thudng mirc do nhe dén vira, dic biét la céc ton
thuong viém cho tré tir 12 tudi trd 1én va ngudi lon.

- Liéu heong va cdach diing

Thuéc nén duge boi mot 1dn mdi ngay vao bubi tdi hodc theo sy chi dn cia bic s§, boi 1én
ving da bi bénh sau khi da rira sach hoan toan vung da nay voi nudc 4m va tham khod nhe
nhang.



" https://vnras.com/drug

Dung thude nay theo ké don cua bac s¥.
Thude dung cho tré tir 12 tudi trd 1én va ngudi lon.

- Chéng chi dinh
Nhitng bénh nhéan dugc biét man cam véi lincomycin, clindamycin, hodc bt cir thanh phan

nao cua thude.
7. Thén trong

Tranh tiép xtc véi miéng, mét, niém mac va nhitng ving da bi tray xud, oﬁéao@ﬁ'@@é an
than trong khi bdi thuoc vao nhitng ving da nhay cam. = 3 ”:”‘N
Nén gidm s6 lan boi néu thay ting kich mg hogc kho da. L\ 0UdC PHAM

Thude c6 thé 1am tay trang toc va lam mat mau sQi vai.
Khuyen cao nén han che t6i thiéu phoi ning hay & duéi dén chiéu manh.
Can cho bénh nhén biét la trong mot s6 trudng hop s& phai ding thude kéo dai to1
cho két qua diéu tri.
Dé khéng chéo co thé xéay ra v6i céc khéng sinh khac nhu lincomycin va erythromyein khi str
dung dong thoi khang sinh.
Nén xem xét nhitng khuyén cdo vé viéc dung khang sinh va dé khang thu nhan phé bién.
- Str dung cho phu nit mang thai va cho con bit
D¢ an toan cua thude khi bdi mot 14n mdi ngay trén phu nif mang thai chua duge xéc dinh, vi
vay, can hét sirc than trong khi ding thuoc cho phu ntr ¢6 thai.
Khong rd 1a clindamycin cé duoc bai tiét ra sira me hay khong khi dung thube boi mot lin mdi
ngay, tuy nhién ¢ lindamycin da duoc béo cdo la c6 trong slra mg khi dung dudng udng hodc
ngoai duong ubng. Vi vdy, chi han ché ding thude bdi cho phu nir dang cho con bd trong
nhirng truong hop that can thiét.
- Tdc dong ciia thudc khi ldi xe hogc vin hanh mdy méc
Thude khong 4nh hudng 1én kha ning 14i xe va van hanh mdy moc.
8. Twong tac thude
Cén than trong khi sir dung dong thoi véi cac loai khang sinh tai chd, xa phong c6 tdc dung
diéu tri hodc tdy sach, cic chat lam sach, xa phong hodc cac loai my pham c6 tac dung lam kho
manh, cdc san phim chia ¢dn hodc cdc chét lam se voi ham lugng cao vi ¢6 thé lam ting kha
nang gdy kich tmg.
9. Tac dung khong mong mubn ciia thude
> 10%: Kho da, ngira, rat, ban do, bong vay.
< 1%: Budn ndn, non, ia chay, dau bung, viém dai trang gia mac, phan (mg qua man.
10. Qua liéu va cach xi tri
- Qud liéu: C6 diu hiéu kich tng.
- Cdch xir tri: Giam boi hodc tam dimg sur dung thude va diéu tri tridu chimg néu can.
11, Khuyen ca0: Khong co bao céo.
12. Diéu kién bdo quéin va han ding:
- Bio quan: Noi kho, nhiét d6 dudi 30°C.
- Han dung 24 thang ké tir ngay san xuat Khong dugc dung thuoc da qua han dung.
* Liru y: Khi thdy thude c6 biéu hién bién mau, nhan thube in s6 16 SX, HD mo...hay c6 cac
biéu hién nghi ngd khac phai dem thude t6i hoi lai noi ban hodic noi san xuit theo dia chi trong
don.
13. Tén, dia chi cua co s& san Xuit:
Tén co sé sdin xuit : CONG TY CO PHAN DUGC PHAM HA TAY
Pia chi: T6 din phd s6 4 - La Khé - Ha Dong - TP. Ha Ni

DT: 04.33522204 FAX:04.33522203

DT: 04.33824685 FAX:04.33829054
14. Ngay xem xét stra doi, cip nhét lai ngi dung hwéng din sir dung thube:

-6 tudn mai
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HUONG DAN SU DUNG THUOC CHO NGUOIT BENH

1. Tén thube: BEXINCLIN
2. Khuyén cdo

“Doc ky hudng dén su dung trude khi ding”

“Pé xa tAm tay tré em”

“Thong bdo ngay cho bac sy hodc dugc sy nhing téc dung khéng mong 19115"{4:[ Ap:
sir dung thude” 3 i
“Thudc nay chi ding theo don ctia bac s§” / ¢ GONG TY

||

3. Thanh phan, ham lwgng o0's w

= 1 11 P
M3i 1g gel bdi da chita: \o\ uge Ph ol
Clindamycin phosphat tuong ing \\l\.'\f' \Fj__’_l_jhj/{? //,
Clindamycin 10 mg \w//

(Td diwoc gom: Propylen glycol, Polyethylen glycol 400, carbomer 940, polysorbat 80,
triethanolamin, nude tinh khiét)
4. Mo ta sin pham
Ché pham dang gel trong khéng mau hodc hoi vang, thé chit mém min, khong duge chay
1éng, dinh dugc vao da khi bai.
5. Quy cach dong goi
Hop 1 tuyp x 15g gel boi da.
6. Thubc diing cho bénh gi?
Piéu tri tai chd bénh mun trimg cé thong thuong mire do nhe dén vira, ddc biét 1a cac ton
thwong viém cho tré tir 12 tudi tro lén va nguou l6m.
7. Nén dung thuéc nay nhw the nao va liéu lwgng?
Thudc nén dugc bdi mdt 1dn mdi ngdy vao budi toi hodc theo su chi dan cia béc sy, boi lén
ving da bi bénh sau khi da rira sach hoan toan ving da nay voi nude 4m va thdm kho nhe
nhang.
Dung thude nay theo ké don cia bac s¥.
Thube ding cho tré tir 12 tudi tré 1én va ngudi 16n.
8 Khi nao khéng nén dung thube nay?

Néu ban man cam véi lincomycin, clindamycin, benzoyl peroxid hodc bat cir thanh phan
ndo cua thudc.
9. Tac dung khong mong mudn (ADR)
Nhu tit ca cac thude khéc, clindamycin phosphat c6 thé gy ra cic tic dung khong mong
mudn, tuy nhién, khong phai ai cling gip phai.
> 10%: Kho da, ngura, rét, ban do, bong vay.
< 1%: Budn non, nén, ia chay, dau bung, viém dai trang gia mac, phan img qua man.
Néu c6 bét cir téc dung khong mong mudn nao cia thube trd nén nghiém trong, hodc tic
dung khong mong muodn khoéng dugc liét ké trén ddy, hdy noéi vdi bac sy hodc dugc si cia
ban.
10.Nén tranh ding nhirng thudc hodc thuwe phim gi khi dang sir dung thude nay?
Hay viét mot danh sach nhirng thude ban dang ding (bao gém thude duge ké don, khong ké
don va thuc pham chire nang) va cho bac sy hodc dugce si cua ban xem.
Cén thén trong khi sir dung dong thoi véi céc loai khang sinh tai chd, xa phong ¢6 tac dung
diéu tri hodc tiy sach, cac chét lam sach, xa phong hodc cac loai my phim ¢6 téc dung lam
kh6é manh, cac san pham chtra con hoic cac chit lam se v6i ham lugng cao vi co thé lam
tdng kha nang gay kich tng.
11.Cén lam gi khi mgt lin quén khong dung thude?
Bé sung liéu  ngay khi nho ra. Tuy nhién, néu thoi gian gién cach voi heu tiép theo qua ngén
thi bo qua lidu da quén va tiép tuc lich dung thube. Khéng dung lidu gép doi dé bu cho lidu
da bi bo 10.

i
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12.Cén bio quan thube nay nhw thé nao?
Gir thudc trong hop kin, ngoai tAm vdi cla tré em. Bao quéan thudc & nhiét do phong, noi
kho réo, tranh nguon nhiét va anh sang tryc tiép.
13.Nhirng dau hiéu va triéu chirng khi ding thube qua lieu? Vi >
Déu hiéu kich tmg, kho da, ngira da... foy/ GONG TY
14. Cin phai lam gi khi ding thude qua licu khuyen cao? 20 PHAN
Giam boi hodc tam dung su dung thude, lién lac véi bac sy hodc duge sﬁcﬂ@ B%.‘n pj Al
15.Nhirng diéu cin than trong khi dung thude nay? ‘,;.
Tréanh tiép xac véi miéng, mit, niém mac va nhig vung da bi tray xuGeh
Cén thén trong khi boi thudc vao nhitng viing da nhay cam.
Nén giam sO lin boi neu thdy tang kich tng hodc kho da.
Thube c6 thé 1am tay trang toc va lam mat mau sgi vai.
Khuyen c40 nén han ché tdi thiéu phoi nang hay & dudi den chiéu manh.
Cén cho bénh nhan biét 1a trong mot so truong hop s€ phai dung thube kéo dai tdi 4-6 tudn
mai cho két qua diéu tri.
pé khang chéo co thé xay ra voi cac khang sinh khic nhu lincomycin va erythromycin khi
sir dung dong thoi khang sinh.
Nén xem xét nhitng khuyén cdo vé viéc dung khéng sinh va dé khang thu nhén pho bién.
- Stz dung cho phu nit mang thai va cho con bii
D0 an toan cua thude khi boi mot 1in mdi ngay trén phu nt mang thai chua duge xdc dinh,
vi vdy, cin hét strc than trong khi ding thuoc cho phu nit ¢6 thai.
Khong rd la clindamycin cé duge bai tiét ra sira me hay khong khi dung thude boi mot lan
mdi ngay, tuy nhién clindamycin da duoc bao cdo la co trong sira me khi dung duong udng
hodc ngoai dudng udng. Vi vay, chi han ché ding thudc bdi cho phu nir dang cho con bu
trong nhimg trudong hop thét can thiét.
- Tdc dpng ciia thubc khi ldi xe hodc vian hanh mdy moc
Thube khong anh huong lén kha nang lai xe va van hanh may mac.
16. l\hl nio ¢An tham van bac sy, duge si?
Khi cAn thém thong tin vé thude.
Khi thiy ¢o tac dung khong mong mudn gip phai khi str dung thude.
Khi dung thuéc ma thiy triéu chimg cua bénh khong thuyén giam.
17. Han dung cua thuoc
- Han dung: 24 thang ké tir ngay san xuit. Khéng dugc dung thuoc da qug han dupg.
* Luu y: Khi thdy thudc co biéu hién bién mau, nhan thudc in s6 16 SX, H . May cb cé
biéu hlen nghi ngo khac phai dem thude toi hoi lai noi ban hodc noi san r(uat theo dia
trong don.
18. Tén, dia chi, bleu tugng cia nha san Xuit:
Tén co sé san xudt : CONG TY CO PHAN DUGC PHAM H/
Dia chi: T dan phd s 4 - La Khé - Ha Dong - TP. Ha Ni
PT: 04.33522204 FAX:04.33522203
DT: 0433824685 FAX:04.33829054
Biéu twong:

DHT

HATAPHAR

COHG Y CP DUTC Plm HA TAY

19. Ngay xem xét stra doi, cap nhat 1ai ngi dung huwong dén sir dung thude:
Ngay...... thang........ B S s

TUQ.CYC TRUONG
P.IRUONG PHONG



