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CONG TY CP DUGC PHAM SAVI (SaWspharm J.5.C)
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Aibendazol 200

Sdn xuit tai - CONG TY CP DUGC PHAM SAVI (SaWipharm J.S.C)
Lb 7.01-02-03a KCN trong KCX Tan Thugn, P. Tan Thugin Dong, 0.7, Tp.Hé Chi Minh

Thanh phdn : MGi vién chia
Albendazol
T4 dugce via di

Composition : Each tablet contains
Albendazole ... 200 mg
Excipients g.s. fo ... 1 tablet

Chi dinh, Chiing chi djnh,

Lifu igng, Cach diing, Thén trong,
Téc dyng phy vd cdc thdng tin khic :
Xem 19 hudng odn st dyng kém theo.

Béo qudn : Ngi khd, nhiét a6
khang qué 30°C. Tranh anh sang.

Tiéu chudn :TCCS
SBK / Reg. No.

S8 16 SX / Batch No. :
Ngay SX / Mig. Date :
Han ding / Exp. Date :

Manufactured by

Indications, Contraindications,
Dosage, Administration, Precautions,
Side effects and other information :
See enclosed leafiet

Storage : Keep in a dry place,
do not store above 30°C.

Protect from light. ’—':‘
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SAVI PHARMACEUTICAL J.5.Co. (SaWspharm J.5.C)
Lot Ne. Z.01-02-03a, Tan Thuan IZ located in EPZ,
Tan Thuan Bong Ward, Dist. 7, Ho Chi Minh Gity
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Sdn xud tai

CONG TY CP DUGC PHAM SAVI (SaWiplrarm J.5.0)
L& Z.01-02-03a KCN trong KCX Tan Thuén,

P. Tan Thuén Bong, Q.7, Tp.HA Chi Minh
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Manufactured by
SAVI PHARMACELTICAL J.5.Co. (SaWipharm J.5.C)
Lot No. Z,01-02-03a, Tan Thuan IZ located in EPZ,

Tan Thuan Bong Ward, Dist. 7, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

Vién nén bao phim SaVi Albendazol 200

CONG THUC , N K-
Albendazol 200mg
Té dugc vira du 1 vién.

(Lactose monohydrat, tinh bgt bdp, povidon K30, natri lauryl sulfat, natri starch
glycolat, natri saccarin, celulose vi tinh thé 101, magnesi stearat, hypromelose 15 Cps,
hypromelose 5Cps, propylen glycol).

DANG BAO CHE
Vién nén bao phim

DUQC LY VA CO CHE TAC DUNG

Albendazol 1& mot din chét benzimidazol carbamat, v& cu tric c6 lién quan véi mebendazol.
Thube ¢c6 pho hoat tinh rong trén cdc giun dudng rudt nhu giun méc (4dncylostoma
duodenale), giun mo (Necator americanus), giun diia (4scaris !umbrzco:des) giun kim
(Enterobius vermicularis), giun luon (Strongyloides stercoralis), giun téc (Tr:churzs
mchmra) giun Capillaria (Capillaria phzhppmenszs), giun xoan (Trichinella spiralis) va thé
au tring di tri & co va da; cac loai sén ddy va 4u tring san & mé (nhu Echinococcus
granulosus, E. multilocularis va E. neurocysncercos:s)

Albendazol c6 hoat tinh trén c giai doan truéng thanh va giai doan 4u tring cua cac giun
dudng rudt va diét dugc trimg cua giun diia va giun téc. Dang chuyén hoa chi yéu cta
albendazol 1 albendazol sulfoxid van con tac dung va gitr vi tri quan trong vé tac dung duoc
1y cia thudc.

Co che tac dung cua albendazol cling twong tu nhu cdc benzimidazol khéc. Thube lién két véi
cac tiéu quan cua ky sinh tring, qua d6 e ché s tring hop héa céc tiéu quan thanh céc vi
tiéu quan cua bao tuong 1 nhitng bao quan cén thiét cho hoat dong binh thudng cuia té bao ky
sinh tring.

DUQC DONG HQC

O ngudi, sau khi uong, albendazol dugc hép thu rit kém (5%) Hau hét tic dung chéng giun
san xay ra & rudt. Dé c6 tac dung xdy ra & m6, phai dung lidu cao va lau dai.

Do chuyen hoéa budce mot rat manh, nén khéng thiy albendazol hoic chi thay & dang vét trong
huyet trong. Sau khi udng mot liéu duy nhit 400 mg albendazol, nong do dinh cta chat
chuyén héa sulfoxnd dat dugc trong huyet ‘tuong khoang 0,04 - 0,55 microgam/ml sau 1 dén 4
git. Khi ding thubc véi thie an nlueu chat m&, nong do trong huyét tuong ting lén 2 - 4 lan.
C6 su khéc nhau 16n gifta cac cd thé vé ndng do albendazol sulfoxid trong huyet tuong. D6 co
thé 1a do sw hép thu thét thudng va do sy khéc nhau vé tbc @6 chuyén hoa thude.

Albendazol sulfoxid lién ket v6i protein trong huyét twong t6i 70%. Khi dung lau dai trong
diéu trj bénh nang san, ndng b albendazol sulfoxid trong dich nang san cé thé dat muc
khoéang 20% ndng do trong huyet tuong. Albendazol sulfoxid qua dugce hang rao mau ndo va
ndng do trong dich ndo - tity bang khoang 1/3 ndng 5 trong huyet tuong.

Albendazol bi oxy héa nhanh va hoan toan, thanh chét chuyén héa van con c6 téc dung la
albendazol sulfoxid, sau d6 lai bj chuyén héa tiép thanh hop chét khong con téc dung 1a
albendazol sulfon.

Albendazol c6 nira doi thai trir khoi huyet tuong khoang 9 glor Chét chuyen héa sulfoxid
duge thai trlr qua thén cling véi chat chuyén héa sulfon va céc chét chuyén héa khéc. Mot
lugng khéng déng ké chét chuyén héa sulfoxid duoc thai trir qua maét.

CHI PINH ]
Nhiém mét loai hodc nhiéu loai ky sinh tring dudng rudt nhu giun diia, giun kim, giun méc,
giun md, giun tdc, giun lwon.
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Albendazol ciing c6 hiéu qua trén 4u tring di trd ¢ da.
LIEU LUQONG VA CACH DUNG N KD
X )

Cdch diing:
Vién ¢ thé nhai, nudt hodc nghién va tron véi thirc &n. Khong can phai nhin déi hodc tz"i)(.

Liéu lugng:
Giun dila, giun kim, giun méc hodc giun téc
Ngudi 16m va tré em trén 2 tudi: 2 vién/ngay. C6 thé didu trj lai sau 3 tuin.
Tré em < 2 tudi: 1 vién/ngay. C6 thé diéu trj lai sau 3 tudn.
Au trimg di trii ¢ da:
Ngudi 16n: 2 vién/ngay, ubng 3 ngay.
Tré em: Ubng 5 mg/kg/ngdy, ubng 3 ngay.

CHONG CHi PINH ,

- C6 tien sir qud man cam véi cac hop chit loai benzimidazol hogic bét cir thanh phan nao cua
thudc.

- Ngudi bénh ¢6 tién sir nhidm dgc tuy xuong.

- Ngudi mang thai.

CANH BAO VA THAN TRONG KHI SU DUNG

Ngudi bénh ¢6 chirc ning gan bét thudng truée khi bt diu didu trj bing albendazol cin phai
can nhic cAn than vi thuéce bi chuyén héa & gan va da théy mot sb it ngudi bénh bi nhiém doc
gan. Ciing cin than trong véi céc ngudi bi bénh vé mau.

TUONG TAC VOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC

- Dexamethason: Nong d6 én dinh ltic thdp nhét trong huyét tuong cua albendazol sulfoxid
cao hon khoang 50% khi dung phdi hop thém 8 mg dexamethason véi méai lidu albendazol
(15 mg/ kg/ngay).

- Praziquantel: Praziquantel (40 mg/kg) 1am ting ndng d6 trung binh trong huyét twong va
dién tich dudi dudng cong cua albendazol sulfoxid khoang 50% so véi dung albendazol don
dgc (400 mg).

- Cimetidin: Nong d6 albendazol sulfoxid trong mét va trong dich nang sén tang 1én khoang 2
lan & ngubi bj bénh nang sén khi ding phéi hop véi cimetidin (10 mg/kg/ngdy) so véi ding
albendazol don ddc (20 mg/kg/ngay).

- Theophylin: Dugc dong hoc cua theophylin (truyén trong 20 phut theophylin 5,8 mg/mg)
khdng thay doi sau khi udng 1 lan albendazol (400 mg).

PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai
Khong nén dung albendazol cho ngudi mang thai trir nhimg trudng hop bét bude phéi dung
ma khong c6 céch ndo khéc. Ngudi bénh khong dugc mang thai trong thdi gian it nhit mot
thang sau khi ding albendazol. Néu ngudi bénh dang dung thuée ma 15 mang thai thi phai
ngimg thube ngay va phai hiéu r 14 thuéc ¢6 thé gdy nguy hai rit ning cho thai.

Thoi ky cho con bu
Con chua biét thubc tiét vao sira & muc ndo. Do d6 cin hét stc than trong khi dung
albendazol cho phu nit cho con bu.
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TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Duya trén c4c dic diém dugc Iy cta céc tac dung khong mong muén thudng gép nhu géy nhie
dau, chong miit, budn ndn, nén nén albendazol c6 kha ning anh hudng dén s tinh tédo khi 14i
xe hozc diéu khién may méc. Cin khuyén cdo bénh nhén khi sir dung albendazol khéng nén
14i xe hozc diéu khién méy méc.

Théng bdo cho Bdc si nhitng tdc dung khong mong muédn gap phdi khi sit dung
thuoc.

TAC DUNG KHONG MONG MUON CUA THUOC
Con thi€u c4c thir nghiém 14m sang c6 kiém tra trén pham vi rong d& danh gi4 rd hon do an
todn clia thude.
Khi diéu trj thoi gian ngén (khong qua 3 ngay) c6 thé théy vai truong hop bi khé chiu &
dudng ti€u héa (dau ving thuong vi, tiéu chay) va nhire dau.
Trong didu trj bénh nang sén hoic bénh 4u trung san lon c6 ton thuong ndo
(neurocystlcercosm) 1a nhimg truong hop phai ding liéu cao va dai ngdy, tic dung cé hai
thudmg gip nhiéu hon va ning hon.
Thong thudng céc tac dung khong mong mubn khong néng va hdi phuc dugc ma khon cén
diu tri. Chi phai ngimg diéu trj khi bj gidm bach cdu (0,7%) hosic c6 sy bét thuong vé gan
(3,8% trong bénh nang séan).
Thuong gdp, ADR > 1/100
Toz’m than: Sot.
Thén kinh trung wong: Nhirc du, chéng mit, bidu hién & ndo, ting &p suét trong nio.
Gan: Chirc ning gan bét thl.rong
Da day - ruft: Dau bung, budn ndn, non. _ _
Da: Rung téc (phuc hdi dugc). . (J*NW
It gdp, 1/1000 < ADR < 1/100
Toan than: Phan ung di Uing.
Mau: Giam bach céu.
Da: Ban da, may day.
Than: Suy than cép.
Hiém giip, ADR < 1/1000 \ ‘
Méu: Giam bach cau hat, giam huyét cu n6i chung, mét bach céu hat, giam tiéu ciu.

Hudéng din cdch xir tri ADR

Albendazol cé thé gay giam bach cau n6i chung (dudi 1% ngudi bénh dJeu tri) va phuc héi
lai duge. Hiém gdp cdc phan ng néng hon, ke c4 giam bach cdu hat, mét bach ciu hat, hoic
giam céc loai huyét ciu.

Phai xét nghlem cong thirc mau khi bat dAu chu ky diéu tn 28 ngay va 2 tudn mot lan trong
khi diéu trj. Van tiép tuc diéu tri duoc bing albendazol néu lwong bach ciu giam it va khong
giam ning thém.

Albendazol c6 thé 1am ting enzym gan tlr nhe dén mirc vira phai & 16% nguoi bénh, nhung
lai tr&r vé binh thudng khi ngimg diéu tri. o

Thir nghiém chirc ning gan (céc transaminase) phai dugc tién hanh truéc khi bt ddu mdi chu
ky diéu tri va it nhat 2 tudn mot lan trong khi diéu tri. Néu enzym gan ting nhiéu, nén ngimg
diing albendazol. Sau d6 lai c6 thé diéu tri bing albendazol khi enzym gan tr& vé mirc trude
diéu tri, nhung can xét nghiém nhiéu 1an hon khi téi diéu tri.

Ngudi bénh duoc dleu tri bénh 4u trEmg san lon c6 ton thuong ndo, nén dung thém
corticosteroid va thudc chong co giat. Uong hogc tiém tinh mach corticosteroid s& ngén can
dugc nhitmg con ting 4p sudt ndi so trong tuan dAu tién khi diéu tri bénh 4u tring sén nay.
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Bénh 4u tring sdn lon ¢4 tén thuong ndo (neurocysticer-cosis), ¢6 thé c¢6 anh huong dén véng
mac tuy rat hiém. Vi vy, trude khi didu tri, nén xét nghiém nhiing ton thuong vdng mac cia
ngudi bénh. Néu théy da c6 tdn thuong v8ng mac rdi thi cin nhic gitra loi ich cua viée diéu
tri so véi téc hai 1am hu hdng véng mac do albendazol gdy nén. :

QUA LIEU VA XU TRi

Khi bj qué liéu cin diéu trj triéu chimg (rira da day, ding than hoat) va c4c bién phép cip ciru
héi stre chung,

PONG GOI
Hdp 1 vi x 2 vién nén bao phim.
BAO QUAN
Bao quan & noi khd, nhiét do khong qua 30°C. Tranh 4nh sang.
TIEU CHUAN AP DUNG
Tiéu chuén co sd.
HAN DUNG
36 thang ké tir ngdy san xuét
Dé xa tim tay ciia tré em.
Doc ky hudng dan sic dung trweée khi ding.
Néu can thém théng tin, xin héi y kién Bc si.
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San xuit tai:

CTY CO PHAN DUQC PHAM SAVI (sawipharm J.S.C)

L6 Z.01-02-03a, khu Cong nghiép trong khu Ché xuit Tan Thuén, phuong T4n Thuin Pong,
quén 7, thanh phé H Chi Minh

DT: +84 8 37700 142-143-144

Fax: +84 8 37700 145
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Tp. HCM, ngdy 2 thang 7 nim 2016
KT. TONG GIAM POC

TUQ.CYC TRUONG
p.IRUGNG PHONG

G Mink Hang




