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Dang bao ché: Hon dich
Thanh phan: M&i 5ml hdn dich chita:
Mebendazol.....wsesne 100mg

Ding cho Ngudi lon va
Tré am trén 2 tudi

uding liéu duy nhat 5mi,
khuyén cdo lép lai sau 2 tuan néu
nghi ngd tai nhiem

Sml/fan x 2 [&n/ngay vao budi sang va

budi ti, ubng trong 3 ngay lién tiép
Chiing chi djnh va chc thang tin khéc: xem

trong t& huing din sir dyng thudc kém theo.

Khéng ding khi nidp g bj v8 hodc tich rdi.
Bong chit ndp sau khi ding,

Béao quan ¢ nhigt d¢ khbng quéa 30 dj C,
tranh anh sang.

Tidu chudn: TCCS.
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30 ml Eam Smuw o Hop 1 chai 30ml o
Mebendazole.......... 100mg e
Benda .... Benda =
SUSPENSION aged over 2 years SUSPENSION o
Mixed Fruit Flavour Single dose: 5ml Hwong hoa qua

Pinworm
Threadworm
Roundworm
Hookworm
Whipworm
M
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BENDA SUSPENSION- HOP 1 CHAI 30ML
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A second dose is taken after 2
weeks, if reinfection is suspected.
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5ml twice daily in the
morning and evening for
3 consecutive days
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Replace cap firmly after use. .
Keep out of reach of children. Giun dlia
Do not store over 30°C. Protect from light Giun toc
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BENDA SUSPENSION

Dé xa tdm tay tré em
Doc kj hudng dan sir dung trueée khi diing
ng bdo ngay cho bac sy hodc duwoc sy nhitng phan img ¢6 hai
gdp phadi khi sir dung thudc

\

CONG THUC THUOC

M3di 5 ml chira:

Thanh phan hoat chat:

Mebendazol 100,00 mg

Thanh phén td duge: Xanthan gum, magnesi nhom silicat, dau polyoxyl 40 hydrogenated
castor, dung dich sorbitol, glycerin, methylparaben, propylparaben, propylen glycol,
simethicone emulsion 30 %, natri cyclamat, hugng hoa qua (mixed fruit), mau ving (sunset
yellow), tartrazin, axit phosphoric, nuéc tinh khiét vira du.

2. DANG BAO CHE
Dang bao ché: Hon dich.
Hinh thire dang bao ché: Hon dich mau vang véi hwong hoa qua.

3. CHIiDPINH

Chuyén tri cac loai giun diia (4scaris lumbricoides), giun moc (Aneylostoma duodenale,
Necator americanus), giun t6c (Trichuris frichiura), giun kim (Enterobius vermicularis).

4. CACHDUNG, LIEU DUNG
Thude diing dudng udng.
Ngudi 16m va tré em trén 2 tudi:
+ Trj giun kim: udng liéu duy nhét Sml; khuyén c4o uéng lidu thir 2 sau 2 tudn néu nghi ngd tai
nhiém.
+ Tn 'giun,dﬁa_. giun moc, giun tc’ic va nhiém nhiéu giun: Sml/lan, 2 lan/ngdy vao bubdi sang va
budi toi, udng trong 3 ngay lién tiép.
5. CHONG CHI PINH
Chong chi dinh véi phu nit ¢6 thai vi man cam véi bt cir thanh phan néo cta thuée.
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
- Khdng nén diing cho tré duéi 2 tubi.
- Diing liéu cao ‘mebendazo[ can phai du'?rc theo ddi chat ché cong thirc mau va chirc nang gan.
Nhin chung, liéu cao khong dwoc khuyén céo cho nhitmg bénh nhén c6 suy chirc ning gan. Da

¢6 thong bdo vé giam bach cAu trung tinh, bach ciu lympho va mét bach ciu hat khi ding
mebendazol liéu cao.

- Cén gifr vé sinh dé phong ngira tai nhidm va lay lan bénh,

- Ba ¢6 nhimg b4o cdo hiém gip vé réi loan chire ning gan c6 thé hdi phuc, viém gan va giam
bach cau trung tinh duge mé ta & nhimg bénh nhén duoc diéu tri bing mebendazol & lidu lwong
tiéu chuan cho céc tinh trang duoc chi dinh (xem phin “TAC DUNG KHONG MONG MUON




(ADR)”). Nhimg bién c6 ndy, ciing v6i viém cdu than va mét bach cdu hat, ciing da duoc bio
c4o voi liéu hugng cao hon déang ké so véi khuyén cdo va didu tri trong thdi gian dai.

- Mot nghién ciru bénh chimg vé mét dot bung phat hdi chimg Stevens-Johnson / hoai tir biéu
bi nhiém doc (SJS/TEN) cho thdy méi lién quan c6 thé xay ra véi vide sir dung ddng thoi
metronidazol v6i mebendazol. Mic dii khong ¢6 thém dit liéu vé twong tac tidm 4n ndy, nén
tranh str dung ddng thoi mebendazol va metronidazol.

- Co giat & tré em, bao gom ca tré so sinh dudi 1 tudi, da dugc ghi nhan sau khi thude luu hanh
du rét hiém (xem phan “TAC DUNG KHONG MONG MUON (ADR)"). Mebendazol chua
duge nghién ciru rong rai & tré em dudi 2 tudi. Vi vay, mebendazol chi nén duoc sir dung cho
tré em tir 1-2 tudi néu loi ich mang lai twong ddng véi nguy co ¢6 thé xay ra.

- Do thiéu dir liéu an toan day du, mebendazol khong nén duoce sir dung cho tré em duéi 1 tudi.

- Chi nén ding mebendazol cho tré rat nhd néu viéc nhidm giun gdy anh huéng dang ké dén

tinh trang dinh dudng va su phéat trién thé chat cua tré. fé&zsw;
>
Cic cinh bdo, nguy co lién quan dén thanh phin ti dwge SONG TY T

- Sorbitol: Sorbitol c6 ngudn géc tir fructose, néu ban hodic con ctia ban dugc bac sy thong badAl NAK

khong dung nap véi mét sé loai duodng, hoic ban duge chin doan khéng dung nap fructose div TEAP:{N

truyén (HFI), hay thong béo véi bac sy truée khi sir dung thudc nay. e
, 13
- Mau vang (sunset yellow), tartrazin: ¢6 thé gdy ra cic phan {mg di ting. \@-A—J-:
- Natri: Thude nay chira it hon 1mmol Natri (23 mg) trén 5 ml, nghia 1A v& co ban “khéng cé
natri”.

- Ddéu polyoxyl 40 hydrogenated castor (castor oil polyoxyl hydrogenated): Cé thé gay dau bung
vatiéu chay.

- Propylene glycol: Néu tré duéi 4 tudn tubi. hoi y kién bac st hodc dugce si trwde khi cho tré
dung thude, nhat 14 khi tré duge cho ding cac thude khéc c6 chua propylene glycol hay alcol.

- Methylparaben va Propylparaben: c6 thé gay ra cac phan {mg dj img (c6 thé 14 phan ung
mudn).

7. SUDUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU

Phu nit ¢6 thai: Do chua x4c dinh duoc tinh an toan khi ding mebendazol cho ngubi mang thai;
vi vy vé nguyén tic khdng nén dung cho ngudi mang thai, nhét 1a trong ba thang dAu thai ky.

Phy nit cho con bii: Chua rd mebendazol ¢é tiét vao sita me khéng, can thin trong khi dung
mebendazol trong thdi ky cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng anh huéng.
9. TUONG TAC, TUONG KY CUA THUOC

- Cimetidin trc ché chuyén héa mebendazol va cé thé 1am ting ndng d6 mebendazol trong huyét
tuong.

- Dung ddng thoi véi phenytoin hodc carbamazepin s& 1am gidm ndng d6 mebendazol trong
huyét twong.

- Tranh sir dung chung véi metronidazole do ¢6 thé 1am tang nguy co ciiz hdi chimg Stevens-
Johnson, hoai tir da nhiém ddc.

10. TAC DUNG KHONG MONG MUON (ADR)
2




- Thuong gap, 1/100 < ADR< 1/10
R&i loan tiéu héa: Pau bung

- It gap, 1/1000 < ADR< 1/100
Réi loan tiéu héa: Kho chiu & bung, tiéu chay. dy hoi, budn nén, ndn.

- Hiém gip, ADR < 1/1000
R&i loan hé théng bach huyét va méu: Giam bach cu trung tinh, mét bach cau hat.
Roi loan h¢ théng mi&n dich: Qiia min bao gdm phan tmg phan vé va gia phan vé.
Réi loan hé théng thin kinh: co giat, chéng mat.
R&i loan gan mat: viém gan, chirc ning gan bat thudng.

Réi loan da va md dudi da: phat ban, hoai tir biéu bi nhiém ddc, hoi chimg Stevens-Johnson,
ngoai ban, phit mach, may day, rung téc.

Réi loan thin va tiét niéu: viém cau than.
Xir tri ADR;
- Phai giam liéu & ngudi c6 ton thuong gan.

- Khi ding mebendazol liéu cao, phai tién hanh theo doi déu diin ndng @6 tran
huyét thanh, s6 lrong bach cAu va tiéu ciu.

11. QUA LIEU VA CACH XU TRi
- Qua liéu: Khi bj qué lidu, c6 thé xay ra réi loan dudng tiéu héa kéo dai vai gid.
- Cach xif tri: Nén gdy non va dung thudc tiy, c6 thé ding than hoat.
12. QUY CACH PONG GOI
Hop 1 chai 30 ml.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Bdo quin: ¢ nhiét d6 khong qua 30°C. Tranh anh sang. Sau khi mé nip, bao quan ¢ nhiét do
khéng qua 30°C va sir dung trong vong 30 ngay.
- Han diing: 36 thang ké tir ngay san xuit.
- Tiéu chuén chit lwgng: Tiéu chudn co so.
14. Tén, dia chi ciia co sé san xuét thude:
S, CONG TY TNHH THAI NAKORN PATANA VIET NAM
% Dc: 636 Nguyén Tat Thanh, Phuomg 9, TP. Tuy Hoa, Tinh Phu Yén, Viét Nam




