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MEeDISUN

TO THONG TIN CHO CAN BO Y TE Ry THUOC BAN THEO BON

VAGSUR
Dé xa tam tay tré em
BPoc ki hwdng din sie dung triedre khi ditng
Néu cin thém théng tin, xin tham khdo § kién bée s§

Tén thube: VAGSUR

Thinh phin: MSi vién nang mém ¢6 chira:

- Clindamygin .. e 100 mg

= Clotrimazol: . 200 mg

Té duge: Fnlysorbm 80 S:ip ong. 2. Diu o co, G]yc.cnn Mnnostcrm Diéu dau nanh, Sorbitan oleat (PSS),
Gelatin, Malto Dextrin, Glycerin, Methyl paraben, Propyl paraben, Vanillin, Titan dioxid, Tartrazin
yellow, Allura red, Glycin, Acid Citric, Nudc tinh khiét, vira di ) vién nang mém.

Dgng bao ché: Vién nang mém dét m dao.

Quy cich ddng goiz Hop 01 vi x 10 vién nang mem.

Duge lye hoe:

- Clotrimazol téc dung biing céch phd huy hing rio thim mang 1€ bio cia ndm. Clotrimazole
irc ché sy tong hop sinh hoc cia ergosterol, mit thinh phin thiét yéu cdu 190 nén mang té bio
nam. Néu téng hop ergosterol hon thanh hoge mdt phin bj (rc ché, 1€ bio khing thé tgo thanh
miing t¢ bio hodin chinh. Diéu nay diin téi ndm bj chét.

~ Clindamycin c6 tac dung kim khudn. Clindamycin téc dung dén sy tdng hgp protein coa vi
khuén, tuong ty nhu cich cia Erythromycin vi Chloramphenicol biing céch lién két wii phin
50'S ribosome cila vi khudn didu niy diin dén sy 86i khang néu chi dinh dong thi va co thé
khang chéo.

Dwge djng hoe:

- Dt dm dgo vién Clotrimazol him lugng 100mg & ngudi cho thiy sé lugng hip thu it hon
17200 cia lugng hip thu sau khi chi dinh duéng ubng lidu 1.5 gam Clotrimazol. Nong d4 16i
da trong huyét thanh li gitra 0.016 va 0.05 microgam / ml tir | dén 3 ngay sau khi chi dinh
dae

- Sau mét ngdy chi dinh dit dm dgo lidu 100mg Clindamycin phosphat & dang kem boi dm dao
néng d¢ 2%, chi dinh cho 6 phy ni tinh nguyén khoé manh trong 7 ngdy, xdp xi 5% (Khodng
tir 0.6% dén 11%) cta lidu chi dinh di dvoc hip thu vio co thé. Néng b dinh Clindamycin
trong huyét twong quan sit duge & ngly thir nhdt trung binh 18 ng/ml (khodng tir 4 dén 47
ng/ml) vi trong 7 ngay ndng db trung binh 14 25 ng/ml (khodng tir 6 dén 61 ng/ml).

~  Ciic nbng 0 dinh nay dat duge xap xi 14 gio sau liéu sir dung (khodng tir 4 dén 24 gid). Co
rit it hojc khong ¢6 tich lu§ Clindamycin trong co thé sau liéu lp lai bdi dm dao adi véi
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- MEDISUN
- Clindamycin phosphat dang cream 2% bdi 4m dao. Thiri gian ban thai trong co thé tr 1.5 dén
2.6 gids,
Chi dinh

~  Diéu tr tai chd cac nhiém tring 4m dgo do nhiém ném Candida, viém nhiém im dao do céc
chuing vi khuan khéng chuyén bié, viém dm hi.

- Dicu trj hd trg trong xudt tiét dm dgo.

Chéng chi djnh

~  Ngudi bénh min cim véi clindamycin vi clotrimazole.

—  Bénh nhiin ¢6 tién sir viém rut khu vre, viém loét dai tring hodic ¢6 tién sir viém dgi tring
lién quan dén khdng sinh,

Liéu diing va cich ding: Ding dit phu khoa

— Nguiri Iém va thanh thiéu nién (tir 13 dén 19 i) khing cé thai:

D3t mit vién VAGSUR véio dm dgo, ngiy mt lin thuémg vao lic di ngi trong vong 3 hodic
7 ngay.

- Ngurivi lém va thanh thiéu nién (tir 13 dén 19 tudi) c6 thai:

Dt mit vién VAGSUR vio dm dao, ngay mét lin thuémg vio lic di ngii trong vong 7 ngay.
Tuong tic thube
Clindamycin:

- Clindamycin c6 thé lam téng tic dung cia cée tic nhin phong bé thin kinh co, bii viy chi
nén sir dyng rit thin trong khi ngudi bénh dang ding céc thude nay. Clindamycin khang nén
diing ddng thisi véi cde thude sau:

+ Thudc trénh thai seroid ubng, vi lm gilm tic dung cia thude niy,
+ Erythromycin, vi cic thude ndy tde dung & ciing 1 vi tri trén ribosom vi khudn, bii vy lién
két cita thude ndy véi ribosom vi khudn c6 thé (rc ché tac dung cda thudc kia.
+ Diphenoxelat, loperamid hogc opiat (nhiing chit chiong nhu déng rudt), nhimg thudc nay
¢6 the lam trdm trong thém hoi chimg viém dai tring do ding clindamycin, vi chang lam
chiim thii doc 16,
+ Hén djch kaolin — pectin, vi 1am gidm hiip thu elindamycin.
Clotrimazol: Chua c6 thong bio vé tac dyng hiép dong hay dii khang Clotrimazole va
nystatin, amphotericin B hay flueytosin vii céc lodi C.albicans. m
Néng d§ tacrolimus trong huyét thanh cia ngudi bénh ghép gan ting 1én khi ding ddng thoi voi
clotrimazole, Do viiy nén giam liéu tacrolimus theo nhu cdu.
Thin trong:
Clindamycin:

—  Néu ngudi bgnh bj ia chiy lién e trong qué trinh diing clindamycin nén ngimg ding thude
hosgie chi tiép e ding néu c6 sy theo ddi ngwiri bénh chiit ché vii cb nhitng lidu phip diéu 1
phil hgp tiép theo.

~ Phai thiin trong d6i v6i ngudi 6 bénh duimeg tiéu hoa hoje 6 tién sir viém dai trang. Ngwoi
bénh cao tubi nhay cim ddc bidt vii thube, cin theo dii cin thin nhu ddng rudt va bénh ia
chay.
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Clindamycin tich lby & nhiing ngudi bénh suy gan ning. do d6 phai diéu chinh liéu ding;
néu sir dyng trong thasi gian dai, edn theo ddi dinh ky chirc nding gan, thin va cong thirc 1é
bado mau. Ding clindamycin cé thé lam cdc vi khudn khing nhay cém véi thude phit trién
qué mirc. Nhdt thit phai theo ddi ngudi bénh va lam khang sinh di thuimg xuyén dé cd bign
phdp diéu tri thich hop, Clindamycin cin sir dyng thin trong cho nguéi bi suy thin va suy
gan ndng, khi ding liéu cao cho nhimg nguivi bénh ndy clin theo ddi ndng 86 clindamycin
trong huyét thanh,

Do cic san pham co clindamycin ding dm dao c6 thé giam tie dung cia dyng cy trinh thai,
khéng nén diing dong thai hofic trong 3-3 ngay sau khi didu .

Ding thin trong cic dang san phim ¢6 chira benzyl alcohol va tatrazin.

Tré em < 16 tudi khi ding thube clin thudmg xuyén theo ddi chire niing cita cic quan trong co
thé. Nén tranh dung thude 1iém <o ¢hiit bao quin benzyl alcohol cho té so sinh, tuy nhién
hi nhi khoa Hoa K¥ (The American Academy of Pediatric : AAP) cho Hing néu ¢6 1 lugng
nho chat bdo quan thi khing nén cim sir dung.

Khong nén ding thude & didu tei nhiém khudn hé thin kinh trung wong,

Clindamycin dung ngp kém & bénh nhin AIDS.

Clindamy khing an wan cho ngudi bénh bi loan chuyén héa porphyrin, trinh ding cho
nguiri bi rdi loan chuyén hoa porphyrin ¢dp tinh.

Trinh tiém tinh mach nhanh.

Clorrimazol:

Khdng diing clotrimazol cho di¢u tri nhiém nim toin than.
Khang dung clotrimazol duémg miéng cho tré dudi 3 twdi, vi chua xée dinh hidu qua va dd
an loan,

Néu c6 kich img holic min cdm khi diing clotrimazole, phii ngimg thude va diéu tri thich
hop.

Phai diéu trj thudc di théri gian mie di cée tridu chimg o6 thuyén gidm.
néu khong d& cin khim lai, \
Béo véi thay thube néu ¢ biéu hién ting kich img & viing bﬁ\
nudre, sung), ddu higu cia sy qua min. |
Trinh cic thube gdy nhiém khudn hofic téi nhidm.

Phy nir ¢é thai va cho con bi:
Clindamycin:

Théi ki mang thai: Chi diing clindamycin khi thét cin thiée.
Theri ki cho con bi: Clindamycin bai tiét vao sira me (khodng 0,7 - 3,8 meg/ml), vi vy nén
triinh cho con bi trong théi gian didu trj thude.

Clotrimazol:

Thén ki mang thai: Chua o6 di s6 ligu nghién cire trén ngudi mang thai trong 3 thing diu,
Thude nity chi duge ding cho ngudi mang thai 3 thing diu khi cé chi dinh & ring cla bic
sl.
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MeDIsuN
— Théi ki cho con bia: Vin chua biét ligu thudc co bai tiét qua siva khdng, thin trong khi ding
cho ngudi cho con b,
Tac djng 1én kha ning Iii xe va vin hiinh may méc:
Thude ¢o the gay chong mit nén thin trong cho bénh nhin dang vin hinh may mac, tiu xe.
Qui lidu vi xir tri :
Clindamyein:
- Ngimg ding clindamycin néu tiéu chiy hodc vilm dai trdng xdy ra, diu tri béng

metronidazol liéu 250 ~ 500 mg, ubng 6 gié- mit lin, trong 7 — 10 ngiy. Ding nhya trao dbi =
anion nhu: cholestyramin hofic colestipol € hiip thy dée 16 tinh cia Clostridium difficile. 53{
Cholestyramin khong duge udng dong thiri véi metronodazol lién két véi cholestyramin v ry
bi mét hogt tinh. Khong thé logi clindamycin khoi miu mt cich c6 higu qua bing thim tich, E"
Clotrimazol: oo

~  Trong truémg hop vd tinh ubng thude, diing cich xir tri théng thudng nhy rira da day chi khi _%
céc trigu chimg ldm sing cia qua liéu bidu hién £ ring (nhu hoa miit, budn nin holic ndn). ng}
Chi nén thye hién khi c6 thé hio vé 1t duéng th.

Tihe dyng khdng mong mudn
Clindamycin:

- Tie dyng khéng mong muén (ADR) Clindamycin ¢6 nguy co cao giy viém dai tring gil
mac do doc 16 ciia Clostridium difficile ting qué mirc. Didu ndy xdy ra khi nhimg vi khudn
thurimg ¢6 & duémg rudt bj clindamycin pha hiy (dic biét & nguéi cso tudi vi nhimg nguli
co chirc néng thin gidm).

- O mdt sb ngudi bénh (0,1 - 10%) viém dyi tring gid mac c6 thé pht trién rit nling va din
dén tir vong. Viém dai trang gid mac duge dic trung boi: dau bung, ia chay, sdt, ¢ chit nhay
vit miu trong phin. Soi trye trang thiy nhimg ming triing vang trén niém mac dai tring. g

—  Téc dung khéng mong mudn & dudmg tidu hda chiém khodng 8% ngudi bénh,

- Thudng gip, ADR >1/100

~  Tiéu héa: Bubn nda, ndn, ia chiy do clostridium difficile.

it g@p, 1/1000 < ADR < 1/100
Da: Miy day. Khée: Phin ang tai chd sau tém bép, viém I‘? mach sau ti€m tinh mach.
~  Hiém gp, ADR <1/1000 \ b
- Toin thin: Séc phan vé. \
Clotrimazol:

- Tac dung khong mong mudn (ADR)

- Ding dwimg mi¢ng: Nhimg phin img phu thuéng gip chiém 5%: kich img va rdi logn tiéu
hda, non, budn ndn, Cic triéu chimg vé tiét ni¢u nhr dai rit, dai mau.

- Tang enzym gan (> 10%); gidm bach cdu trung tinh, tehm cam.

Ding tai chd: Cac phan (mg tai chd (> 1%) bao gbm bong nhe, Kich img, viém da dj img do tiép
xtc, dau rit viing boi thube & da holic 4m dao.
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Théng bdo vii bic s§ cic tic dung khing mong mudn gap phii khi diing thube.
Bio quin: Noi kho thodng, nhiét d dudi 30°C, trinh dnh sing.
Han diing: 36 thang ké tir ngay sin xudt,

Khing ding qua thid han ghi trén bao bi.

Tiéu chuiin: TCCS sb 0650-015-2015

Nghy xem xét siea d0i, ¢dp nhit laii nfi dung hwimg din sir dy
Logo congty: [MEDEUD

Nha sin xudit: Cong ty CO Phin Duge Phim ME DI SUN
Dja chi nha sin xudt: $6 521, Khu phé An Loi, Phudmg Hoa Led, Thi xa Bén Cé, tinh Binh Duong.
Dién thogi: 0650 3589036 — Fax: 0650 3589297

- ngay 08 thang 07 nam 2016
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MEDISUN
TO THONG TIN CHO BENH NHAN Rx THUOC BAN THEO DON

VAGSUR
Doc k§ hiedng din sic dung truede khi ding
Dé xa tim tay tré em
“Thing bdo ngay cho bic s hode dwge sP nhitng tdc dung khing mong mubn gip phai khi sic
dung thubc™

Tén thude: VAGSUR

Thinh phin, ham lugng cia thube:

Mdi vién nang mém o6 chim:

- ClindBMYCIN ..covveiiiiciiiirieiessicsesercsssresssecesannassesssanssnenennnes 100 Mg

o CBORTRTYMAEONE  aiioainos oo i 0 o boan i e ma fa i 200 mg

Té due: Polysorbat 80, Sép ong, Diu co, Glycerin Monosterat, Diu diu nén:.S/o%it)nulw (PSS).

Gelatin, Malto Dextrin, Glycerin, Methyl paraben, Propyl paraben, Vanjllin, Titapr@ioxid, Tartrazin
yellow, Allura red, Glycin, Acid Citric, Nuée tinh khiét, vira dit 1 vién. |\

M ti sin phim: Vién nang mém hinh oval, mau vang sim, b& mat vién nhin bong, sir khang dinh
tay. H&n dich thudc bén trong mau tring nga.. \

Quy cich déng goi: Hop 1 vi x 10 vién nang mém.

Thude ding cho bénh gi

Viém mii dj imng theo mia.

Viém mili dj img man tinh.

Hit hoi, chay mrde mii, ngira mii, chay nuée mit, mit d6.

Miy day man tinh, :
Nén ding thude nay nhwr thé nio vi lidu lwong -
Cich diing: Ubng vao budi tbi

Liéu ding: <

Tir 12 tudi trér lén: % vién/lan/ngay.

Bénh nhin suy thin vira: CICr 30-49 mL/phit: 2 ngiy | vién,
Bénh nhin suy thin ndng: CICr < 30 mL/phit: 3 ngay | vién.
Hoic theo sy chi din cia thay thude.

Khi nito khéng nén ding thude nay

Quia mdin véi bat k¥ thanh phin nao cta thude hofic din chit Piperazine.
Bénh thin ndng véi CICr < 10 mUphat.
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Tice dung khiing mong mudn

Thudng gip, >1/100

Todn thin: Ngd gd. mét moi.

Tiéu hba: Kho migng.

it giip, > 1/1000 dén <1/100:

Todin théin: Suy nhuge,

Tiéu héa: Pau bung.

Hiém gip, <1/1000:

Phén img dj img: Qua min cam, chodng phin vé.
Tam thdn: Géy g0, kich djng.

HE thin kinh: Co gidt.

)

8

Miit: Réi logn thj gidc. EDI
Tim mach: Dénh trbng ngue. =]
H hiip: Khé tho. S

Tiéu hoa: Budn ndn.

Gan mijt: Viém gan

Da vi md dudi da: Phi thin kinh-mgch, ngira, ban, may day.

Hé co xwong: Pau co

Todn thin: Tang can. :

Théng bdo ngay che bac s§ nhitng tic dung khidng mong mubn gdp phii 1t ding thude.
Nén trinh ding nhirng thude hojie thue phiim gi khi dang sir dung thudc niy?

Thin trong khi ding véi rugu, thube (e ché thin kinh trung wong,

Cin lam gi khi mjt lin quén khéng ding thude

Ding liéu db ngay khi nhé ra. Tuy nhién néu di gan 16i gic udng liéu tiép theo thi hily bé qua licu
@6 va tiép e lich trinh ding thudc theo huéng diin. Khéng ding liéu gdp déi dé b cho liéu di bo
lal

Chin bio quén thude nay nhe thé nio

Thudc nén duge bao quan & noi khd thodng, nhiét dé dudi 30°C, trénh dnh sang.

Nhirng diu higu vt tridu ching khi diing thube qui lidu

Trigu chimg:

Budn ngi & nguivi lém, v ban ddu kich ddng vi bdn chdn, tiép theo la cam thiy budn ngi & tré em.
Didu tri:

Khéng cé thude giai doc diic hidu doi voi Levocetirizine.

Néu xdy ra qui lidu, khuyén cio diéu trj tri¢u chimg hodc hd trg niing dd.

Nén xem xét viée nira dg diy néu ufmg sau thoi gian ngin, Levocetirizine khéng dwge logi bd mdt
céeh ©6 hidu qui boi thim tich miu.,

VAGSUR
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Nhirng diéu thiin trong khi ding thudc nay
Thin trong

Thin trong
Dénh nhin khéng dung nap galactose.

Suy gidm Lapp lactase hojic giam hap thu glucose-galactose.
Tréinh diing thude cho phy nir ¢6 thai vii cho con bi.

Tré em dudi 12 wbi.

Bénh nhén suy thin nhe dén vira,

Phy nit cé thai va cho con bii

Chi sir dung khi c6 chi dinh va huéng diin cia bac s3.

Tic dung [én khd ndng Idi xe vd vin hinh mdy mdbe :
Thubc cé thé giy bubn ngu nén khdng ding duge cho nguii dang lai xe va viin hanh miy méc.

Khi nio ciin tham véin bic s§, duge s§ )

Tham vén bdc s§, duge s§ trong trudmg hgp mic cée bénh nhur suy thiin, suy gan & ngudi suy tim
man, co thit phé quan trude khi sir dyng thude, Thong bdo ngay cho bic s§ hofic duge s§ nhing the
dung khéng mong mudn gip phai khi sir dung thude.

Han ding )

36 théng ké tir ngay sin xuit. .
Ngity xem xét sira ddi, ap nhit lai nji dung hwimg din sir dung thube: 08/07/2016
Nha sin xuit: Cong ty C Phin Duge Phim ME DI SUN
Pia chi nha san xudt: $6 521, Khu phé An Loi, Phuimg Hoa Lei, Thi x3 Bép
Bién thogi: 0650 3589036 — Fax: 0650 3589297 |

, tinh Binh Duong.

UC TRUONG
TRUGNG PHONG
Heey Hane

(UQ. C

Vgeryén «
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