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TO THONG TIN CHO CANBO Y TE Rx THUOC BAN THEO PON

VAGSUR
Dé xa tam tay tré em
Doc kj hwong dan sir dung trude khi ding
Néu cin thém théng tin, xin tham khdo § kién bdc sy

Tén thube: VAGSUR

Thanh phan: M&i vién nang mém c6 chira:

= CHNAamYCIN «.ouieitit e 100 mg

¥ 02501 7 o DR, 200 mg

Ta dugc: Polysorbat 80, Sap ong, Dau co, Glycerin Monosterat, Dau d4u 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 du 1 vién nang mém.

Dang bao ché: Vién nang mém dit 4m dao.

Quy cach déng goi: Hop 01 vi x 10 vién nang mém.

Dwoc

Dwge

lue hoc:

Clotrimazol tac dung bang cach pha huy hang rao thim mang t& bao cua nim. Clotrimazole
tic ché su téng hop sinh hoc cia ergosterol, mot thanh phﬁn thiét yéu cAu tao nén mang té bao
nam. Néu tong hop ergosterol hoan thanh hodc mot phan bi tc ché, té bao khong thé tao thanh
mang té bao hoan chinh. Diéu nay dan t6i ndm bj chét.

Clindamycin c6 tic dung kim khuan. Clindamycin tac dung dén su tdng hop protein cua vi
khuan, tuong tu nhu cach cta Erythromycin va Chloramphenicol bing céch lién két véi phan
50 S ribosome ctia vi khudn diéu nay din dén su déi khang néu chi dinh ddng thoi va 6 thé
khang chéo.

dong hoc:

Dit &m dao vién Clotrimazol ham lugng 100mg & ngudi cho thdy sb luong hép thu it hon
1/200 cua lugng hép thu sau khi chi dinh dudng udng lidu 1.5 gam Clotrimazol. Néng do tdi
da trong huyét thanh 14 giita 0.016 va 0.05 microgam / ml tir 1 dén 3 ngay sau khi chi dinh
dat.

Sau mot ngay chi dinh dit 4m dao liéu 100mg Clindamycin phosphat & dang kem b6i am dao
ndng d6 2%, chi dinh cho 6 phu nit tinh nguyén khoé manh trong 7 ngay, x4p xi 5% (Khoang
tir 0.6% dén 11%) cua liu chi dinh di duoc hép thu vao co thé. Ndng do dinh Clindamycin
trong huyét twong quan sét dugc & ngay thir nhét trung binh 18 ng/ml (khoang tir 4 dén 47
ng/ml) va trong 7 ngay nong d6 trung binh la 25 ng/ml (khoang tir 6 dén 61 ng/ml).

Cac ndng do dinh nay dat dugc x4p xi 14 gio sau lidu s dung (khoang tir 4 dén 24 gio). Co
rét it hodc khong c6 tich luy Clindamycin trong co thé sau lidu l3p lai bdi am dao ddi vai
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2.6 gio.
Chi dinh
— Diéu tri tai chd c4c nhiém tring 4m dao do nhiém nidm Candida, viém nhim am dao do cac
chung vi khudn khéng chuyén biét, viém am ho.

—  Diéu trj hd tro trong xuét tiét am dao.
Chéng chi dinh

— Ngudi bénh min cam véi clindamyein va clotrimazole.

— Bénh nhan c6 tién sir viém rudt khu vue, viém loét dai trang hodc c6 tién sir viém dai trang
lién quan dén khang sinh.

Liéu dung va cach dung: Dung dit phu khoa

— Ngudi I6n va thanh thiéu nién (tir 13 dén 19 tudi) khong cé thai:

Dit mot vien VAGSUR vao am dao, ngay mot lan thuong vao lic di ngi trong vong 3 hodc
7 ngay.

—  Ngudi Ién va thanh thiéu nién (tir 13 dén 19 tudi) c6 thai:

Dit mot vien VAGSUR viao am dao, ngay mét lan thuong vao lac di ngl trong vong 7 ngay.
Twong tac thube
Clindamycin:

— Clindamycin c6 thé lam ting tic dung cua cac tac nhan phong bé thin kinh co, boi vy chi
nén str dung rat than trong khi ngudi bénh dang ding cac thude nay. Clindamycin khong nén
ding dong thoi véi cac thube sau:

+ Thudc trénh thai seroid uéng, vi lam giam tac dung ctia thudc nay.
+ Erythromycin, vi cdc thudc nay tac dung & cting 1 vi tri trén ribosom vi khuan, boi vay lién
két ctia thube nay véi ribosom vi khudn c6 thé trc ché tac dung cua thube kia.
+ Diphenoxelat, loperamid hoac opiat (nhiing chit chdng nhu dong rudt), nhiing thudc nay i
¢6 thé 1am trdm trong thém hoi ching viém dai trang do dung clindamycin, vi chung lam
cham thai doc to. :
+ Hon dich kaolin — pectin, vi lam giam hip thu clindamycin.
Clotrimazol: Chua c6 théng bao vé tac dung hiép dong hay dbi khang &itta-Clotrimazole va

nystatin, amphotericin B hay flucytosin vdi cac loai C.albicans.

Nong do tacrolimus trong huyét thanh ctia ngudi bénh ghép gan ting 1én khi ding dong thoi véi

clotrimazole. Do vay nén giam lidu tacrolimus theo nhu cau.

Thén trong:

Clindamycin:

—  Néu ngudi bénh bj ia chay lién tuc trong qua trinh dung clindamycin nén ngimg dung thude
hodc chi tiép tuc diing néu c6 su theo doi ngudi bénh chit ché va cé nhiing lidu phap diéu tr

o E.«gmn -

pht hop tiép theo.

— Phai than trong dbi v&i nguoi ¢ bénh duong tiéu héa hodc ¢o tién sur viém dai trang. Ngudi
bénh cao tudi nhay cam dac biét vdi thude, can theo d&i can than nhu dong rudt va bénh ia
chay.
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MepisUn

néu st dung trong thoi gian dai, can theo dai dinh ky chirc ning gan, than va cong thic té
bao méu. Dung clindamycin c¢6 thé lam cac vi khudn khong nhay cam véi thudce phat trién
qua mérc. Nhat thiét phai theo doi ngudi bénh va lam khang sinh do thudng xuyén dé c6 bién
phép diéu tri thich hop. Clindamycin can sir dung than trong cho nguoi bi suy than va suy
gan ning, khi dung liéu cao cho nhiing ngudi bénh nay can theo doi nong do clindamycin
trong huyét thanh.

Do cac san pham c6 clindamycin dung 4m dao o thé giam tac dung cia dung cu tranh thai,
khong nén dung dong thoi hodc trong 3-5 ngay sau khi diéu tri.

Dung than trong cac dang san pham co chira benzyl alcohol va tatrazin.

Tré em < 16 tudi khi ding thudc can thuong xuyén theo ddi chiic ning cta céc quan trong co
thé. Nén tranh dung thubc tiém c6 chat bao quan benzyl alcohol cho tré so sinh, tuy nhién
hoi nhi khoa Hoa Ky (The American Academy of Pediatric : AAP) cho rang néu c¢6 1 luong
nhé chét bao quan thi khéng nén cAm st dung.

Khéng nén dung thudc dé didu tri nhidm khuan hé than kinh trung vong.

Clindamycin dung nap kém & bénh nhan AIDS.

Clindamy khéng an toan cho ngudi bénh bi loan chuyén héa porphyrin, tranh ding cho
ngudi bi rdi loan chuyén héa porphyrin cdp tinh.

Tranh tiém tinh mach nhanh.

Clotrimazol:

Khéng dung clotrimazol cho diéu trj nhim ndm toan than.
Khoéng dung clotrimazol dudng miéng cho tré dudi 3 tudi, vi chua x4c dinh hiéu qua va do
an toan.

Néu c6 kich tmg hoic min cam khi ding clotrimazole, phai ngimg thubc va diéu tri thich
hop.

Phai diéu tri thubc du thoi gian mic du céc triéu chimg c6 thuyén giam. Sat 4 tuan diéu tri,
néu khong d& can kham lai.

Béo véi thay thuoc néu cé bieu hién tang kich ang & ving bd ¢ (do, ngura, bong, mun
nudc, sung), dau hiéu cta su qua man.

Tranh céc thuoc gay nhiem khuan hodc tai nhiém.

Phu nir ¢6 thai va cho con bu:
Clindamycin:

Thoi ki mang thai: Chi dung clindamycin khi that can thiét.
Thai ki cho con bu: Clindamycin bai tiét vao sita me (khoang 0,7 — 3,8 meg/ml), vi viy nén
tranh cho con bii trong thoi gian diéu tri thude.

Clotrimazol:

Thoi ki mang thai: Chua cé du s6 liéu nghién ctru trén ngudi mang thai trong 3 thang dau.
Thudc nay chi dugc ding cho ngudi mang thai 3 thang dau khi ¢6 chi dinh rd rang cia bac
si.
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— Thoi ki cho con ba: Van chua biét liéu thudc cé bai tiét qua sira khong, than trong khi dung
cho nguoi cho con bu.
Téac dong 1én kha nang lai xe va vin hanh may mac:
Thube c6 thé giy chong mit nén than trong cho bénh nhan dang van hanh may moc, tau xe.
Qus lidu va xi tri :
Clindamycin:

— Ngung dung clindamycin néu tiéu chay hodc viém dai trang xay ra, diéu tri bing
metronidazol lidu 250 — 500 mg, uéng 6 gio mot 1an, trong 7 — 10 ngay. Dung nhua trao ddi
anion nhu: cholestyramin hodc colestipol dé hdp thu ddc td tinh cta Clostridium difficile.
Cholestyramin khong dugc udng dong thoi véi metronodazol lién két voi cholestyramin va
bi mat hoat tinh. Khong thé loai clindamycin khoi mau mot cach c6 hiéu qua bang thdm tach.

Clotrimazol:

— Trong trudng hop vo tinh udng thude, dung cach xir tri thong thudng nhu rira da day chi khi
céc triéu ching 1am sang clia qué liéu biéu hién rd rang (nhu hoa mét, budn non hodc nén).
Chi nén thuc hién khi cé thé bao vé tbt duong tho.

T4c dung khéng mong mudn
Clindamycin:

— Tac dung khdng mong mudén (ADR) Clindamycin ¢6 nguy co cao gdy viém dai trang gia
mac do doc t& ctia Clostridium difficile ting qua mirc. Diéu nay xay ra khi nhitng vi khuén
thudng ¢ & duong rudt bi clindamycin pha hiy (dic biét & ngudi cao tudi va nhiing ngudi
c6 chuc nang than giam).

- O mdt s6 nguoi bénh (0,1 - 10%) viém dai trang gia mac c6 thé phat trién rat ning va dan
dén tir vong. Viém dai trang gia mac duoc dic trung boi: dau bung, ia chay, sét, c6 chat nhay
va méu trong phan. Soi truc trang thay nhiing mang trdng vang trén niém mac dai trang.

— Téac dung khdng mong mudn & duong tidu hoa chiém khoang 8% ngudi bénh.

— Thuong gap, ADR >1/100

— Tiéu hoa: Budn ndn, nén, ia chay do clostridium difficile.

—  ft gap, 1/1000 < ADR < 1/100

— Da: May day. Khac: Phan tng tai chd sau tiém bap, viém tifikK mach sau tiém tinh mach.

— Hiém gip, ADR <1/1000

— Toan than: Sb¢c phan vé.

Clotrimazol:

— Téac dung khéng mong mudn (ADR)

— Dung duong miéng: Nhitng phan ting phu thuong gip chiém 5%: kich tng va rdi loan tiéu
héa, ndn, budn ndn. Céc tridu chung vé tiét niéu nhu dai rit, dai mau.

- Tang enzym gan (> 10%); giam bach cau trung tinh, trdm cam.

Dung tai chd: Céc phan tng tai chd (> 1%) bao gébm bong nhe, kich tmg, viém da di tng do tiép
xuc, dau rat vung boi thubc & da hodc am dao.

CONG TY CPDP ME DI SUN VAGSUR



| https://nhathuocngocanh.com/

Théng bio véi bac s§ cac tac dung khéng mong mudn gip phai khi ding thube.
Bio quan: Noi kho thodng, nhiét d6 dudi 30°C, tranh anh sang.
Han diing: 36 thang ké tir ngay san xuét.

Khong dung qua thoi han ghi trén bao bi.

Tiéu chudn: TCCS s6 0650-015-2015

Ngay xem xét sira d6i, cAp nhat laii ndi dung hwéng din sir d

Logo cong ty: MEDISUN

Nha san xuit: Cong ty C6 Phan Dugc Phim ME DI SUN
Dia chi nha san xuat: S6 521, Khu phé An Loi, Phuong Hoa Loi, Thi x4 Bén Cat, tinh Binh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 3589297
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VAGSUR
Doc kj huéng dan sic dung trude khi diing
Dé xa tim tay tré em
“Théng bdo ngay cho bdc sj hodc dwgc sy nhitng tic dung khong mong mudn gip phii khi siv

dung thuoc”
Tén thuée: VAGSUR
Thanh phin, ham lwong ciia thude:
Mai vién nang mém c6 chira:
- ClNdamyCin ...ouuinit i 100 mg
= Clotrimazol: ..oueeievieieeieeeeeee s 200 mg
Ta dugc: Polysorbat 80, Sap ong, Dau co, Glycerin Monosterat, Dau dau nanh, Sorbitan oleat (PSS),
Gelatin, Malto Dextrin, Glycerin, Methyl paraben, Propyl paraben, Vanillin, Titap-dioxid, Tartrazin
yellow, Allura red, Glycin, Acid Citric, Nudc tinh khiét, vira da 1 vién.
MO ta san phdm: Vién nang mém hinh oval, mau vang sdm, bé mit vién\nh?m bdng, so khong dinh

tay. Hon dich thudc bén trong mau tring nga..

Quy cach dong géi: Hop 1 vi x 10 vién nang mém.

Thubc ding cho bénh gi

Viém miii di ing theo mua.

Viém miii di tng man tinh.

Hat hoi, chay nudc miii, nglra mili, chay nudc mét, mét do.
May day man tinh.

Nén ding thudc nay nhw thé nao va liéu lwong

Céch ding: Udng vao budi t6i

Liéu dung: ¢
Tir 12 tudi trd 1én: Y vién/lan/ngay.

Bénh nhéan suy than vura: CICr 30-49 mL/phat: 2 ngay | vién.
Bénh nhan suy than ndng: CICr < 30 mL/phut: 3 ngay 1 vién.
Hoic theo su chi dan cta thay thudc.

Khi nao khong nén ding thude nay

Qua man véi bat ky thanh phan nao cua thudc hodc dan chét Piperazine.
Bénh thén ndng véi CICr < 10 ml/phut.

CONG TY CPDP ME DI SUN VAGSUR
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MEDISUN

T4c dung khong mong mudn

Thuong gép, >1/100

Toan than: Ngu ga, mét moi.

Tiéu héa: Kho miéng.

it gap, > 1/1000 dén <1/100:

Toan than: Suy nhugec.

Tiéu hoa: Dau bung.

Hiém gap, <1/1000:

Phén ng di tng: Qua man cam, choang phan vé.

Tam than: Gay gb, kich dong.

Hé than kinh: Co giat.

Mit: Réi loan thi giac.

Tim mach: Panh tréng nguc.

Ho hip: Kho thé.

Tiéu héa: Budn non.

Gan mat: Viém gan

Da va md duéi da: Phu than kinh-mach, ngira, ban, may day.

Hé co xuong: Pau co.

Toan than: Téng can.

Théng bdo ngay cho bdc sy nhitng tic dung khong mong mudn gdp phdi
Nén tranh ding nhitng thudc hoiic thwe phidm gi khi dang st dung thuo
Thén trong khi diing véi ruou, thude tre ché than kinh trung wong.
Cin lam gi khi mdt 1an quén khong ding thude

Dung lidu d6 ngay khi nhé ra. Tuy nhién néu da gin t6i gio ung liéu tiép theo thi hay bo qua lidu

d6 va tiép tuc lich trinh dung thudc theo huéng dan. Khong dung lidu gép doi dé bu cho lidu da bo
15.

Cin bio quan thubc nay nhw thé nao

Thudc nén duge bao quan & noi kho thoang, nhiét d6 dudi 30°C, tranh anh sang.

Nhirng du hiéu va triéu chirng khi ding thubc qua liéu
Triéu chung:

Buo6n ngu & nguoi 16n, va ban dau kich dong va bon chon, tiép theo la cam thay buon ngu ¢ tré em.

Didu tri:

Khéng c¢6 thube giai doc dic hiéu dbi voi Levocetirizine.

Néu xay ra qué liéu, khuyén céo didu tri triéu chting hodc hd tro nang da.

Nén xem xét viéc rira da day néu udng sau thoi gian ngén. Levocetirizine khong duogc loai bé mot
cach 6 hiéu qua boi thdm tach mau.
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Nhirng diéu thin trong khi diung thudc nay
Than trong
Than trong
' Bénh nhéan khong dung nap galactose.
Suy giam Lapp lactase hodc giam hap thu glucose-galactose.
Tranh ding thudc cho phu nit ¢6 thai va cho con bu.
Tré em dudi 12 tudi.
Bénh nhan suy than nhe dén vira.

Phu ni¥ co thai va cho con bu

Chi sir dung khi c¢6 chi dinh va huéng dan cua bac s§.

Tdc dung lén khd ndng ldi xe va van hanh mdy moc \
Thubc c6 thé gay budn ngii nén khéng ding duoc cho ngudi dang l4i xe va van hanh may méc.
Khi nao cin tham van bac s§, dwogc sy

Tham van bac sy, duoc s§ trong trudng hop méc cac bénh nhu suy than, suy gan & ngudi suy tim
man, co thit phé quan trude khi sir dung thudc. Thong béo ngay cho béc s§ hodc duoc s§ nhiing tc
dung khéng mong mudn gip phai khi sir dung thudc.

Han dung

36 thang ké tir ngay san xuét.

Ngay xem xét sira dbi, cAp nhat lai ndi dung hwéng dén sir dung thude: 08/07/2016
Nha san xuét: Céng ty C6 Phan Duoc Phdm ME DI SUN (\
Pia chi nha san xuat: S6 521, Khu phd An Loi, Phuong Hoa Loi, Thi xa B
Dién thoai: 0650 3589036 — Fax: 0650 3589297

Caf; tinh Binh Duong.

FUQ. CUC TRUONG

TRUGNG PHONG
A & % /’ 7 /:\w/f
Noguyén Huy Hitn,
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