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Take Anthelmintic!

FARBENAL Tab. (Albendazole 400mg)
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Huwéng Din Siv Dung Thube:
FARBENAL Tablet.

(Albendazole 400mg) .
Thanh phin: /Z é&/
M>i vién nén chira: Albendazole =----------mmmmmmmeeeeeeeeeeae -400 mg. -

Téa duge: Lactose Hydrate, bot bép, D-mannitol, Acid Anhydrous Silicic lodng, Aspartame,
Hydroxypropylcellulose, Magnesium Stearate, Sodium Starch Glycolate, Banana fragrance
cotton, Hypromellose 2910, Polyethylene Glycol 6000, Talc, Titanium Oxide, Yellow No.5.

Doc ky huong dan truéce khi dimg. Néu can them théng tin hdy héi y kién bdc sT.
Trdnh xa tam véi cia tré em. Khong dimg thubc qud han sir dung in trén bao bi.

Duwoc Iy va co ché tic dung

Albendazole 12 mot din chat benzimidazol carbamat, vé& cdu truc c6 lién quan voi mebendazol.
Thudc c6 phod hoat tinh rong trén cac giun duong rudt nhu giun moc (Ancylostoma duodenale),

giun. mo  (Necator — americanus), giun dlia  (Ascaris  lumbricoides), giun  kim /
(Enterobius vermicularis), giun luon (Strongylozdes stercoralis), giun téc (Tr ichuris trichiura),
giun Capillaria (Capillaria philippinensis); giun xoan (Trichinella spiralis) va thé 4u trung di tra 4

¢ co va da; cac loal san ddy va au trung san & mo (nhu Echinococcus granulosus, E.
multilocularis va E. neurocysticercosis).

Albendazole ¢6 hoat tinh trén ca giai doan truong thanh va giai doan 4u trung cua cac giun \“
dudng rudt va diét duge tring cua giun diia va giun toc. Dang chuyén hoéa chu yéu clia

albendazole 14 albendazole sulfoxid van con tac dung va git vi tri quan trong vé tac dung duoc ly

ctia thude.

Co che tac dung cua albendazole cling twong ty nhu cac benzimidazol khéc. Thude lién két VOl
céc tidu quan cua ky sinh tring, qua do lrc ché sy tring hop hoa cac tiéu quan thanh céc vi tiéu
quan cta bao twong la nhitng bao quan can thiét cho hoat dong binh thuong cta té bao ky sinh
trung.

Duwgce dong hoc

O nguoi, sau khi uong, albendazole dugc hap thu rat kém (5%). Hau hét tac dung chong giun san
xay ra ¢ rudt. Bé co tac dung xay ra & mo, phai dung liéu cao va lau dai.

Do chuyen hoa bude mot rdt manh, nén khong thdy albendazole hodc chi thdy ¢ dang vet trong
huyét tuong. Sau khi udng mdt lidu duy nhat 400 mg albendazol, ndng do dinh cta chat chuyén
hoa sulfoxid dat dugc trong huyet tuong khoang 0,04 - 0,55 microgam/ml sau 1 dén 4 gio. Khi
ding thube vai thirc dn nhleu chat md, ndng do trong huyét tuong tang 1én 2 - 4 lan. Co su khéc
nhau l6n gitra cac ca thé vé nong do albendazole sulfoxid trong huyu twong. Do ¢o thé la do su
hip thu that thuong va do sy khac nhau vé toe do chuyén hoa thude.

Albendazole sulfoxid lién két voi protein trong huyét tuong t6i 70%. Khi dung lau dai trong diéu
tri bénh nang san, nong d6 albendazole sulfoxid trong dich nang san c6 thé dat mic khoang 20%
nong dj trong huyet tuong. Albendazole sulfoxid qua dugc hang rao mau nio va nong d¢ trong
dich ndo - tiy bang khoang 1/3 ndng do trong huyét twong.
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Albendazole bi oxy héa nhanh va hoan toan, thanh chit chuyén héa van con c6 tac dung la

albendazole sulfoxid, sau d6 lai bi chuyén hoa tiép thanh hop chét khong con tac dung la
albendazole sulfon.

Albendazole ¢6 ntra doi thai trir khoi huyét tuong khoang 9 gitr. Chét chuyén hoa sulfoxid duoc
thai trr qua than cung vai chit chuyén hoa sulfon va céc chét chuyén héa khéc. Mot lugng khong
dang ké chét chuyén hoa sulfoxid duge thai trir qua mat.

e Mo ta:
Vién nén bao phim hinh thudn dai, mau cam, 1 mit ¢6 khéc chit TG ANZ.

¢ Chidinh:
bidu tr ki sinh trang dwong rudt: giun kim, giun diia, giun moc (Ancylostoma duodenale,
Necator americanus), giun toc, giun luon (Strongyloides Stercoralis).

¢ Liéu dung va cich dung:

1. Thuong dung cho ngudi 16n va tré em trén 2 tudi
- DPb6i voi bénh nhan bi giun kim, giun dia, giun moc (Ancylostoma duodenale, Necator

americanus), giun toc: dL‘mg liéu don 400mg 1 ngay.
- Dbi voi bénh nhan bi giun luon (Strongyloides Stercoralis): 400mg/ngay, 3 ngay lién tiép.
Tré 2 tum bi giun kim: /2 vién (200mg), ldp lai sau 7 ngay. |
C6 thé udng thude voi nude hode nudt. Khong khuyén khich bo bira hogic str dung thude g
nhudn trang. '

4. Néu sau 3 tudn van con ky sinh tring, lap lai liéu.

¢ Chéng chi dinh:
Khong nén st dung & bénh nhan di ung véi thude.
Phu nir mang thai hoéc nghi ngd mang thai. |
Tré em dudi 2 tudi.
Chdng chi dinh véi Theophylline: thudce nay s& tc ché chuyén hoa Theophylline

e Théin trong:
Theophylline: Farbenal trc ché chuyén hoa Theophylline.
Khong str dung Farbenal trong thoi gian mang thai.
Tac dong lam sang: giam lugng bach cau, néu dung qua lidu, c6 thé xay ra hién tuong thiéu mau :
a tang bat thudng enzyme gan. SON
Praziquantel lam ting nong do Albendazole trong huyét twong. sHNnk
Tranh xa tdm v6i cla tré em plifele
Bao quan & noi tranh anh sang, do 4m thap, mat mé va bao bi kin. NAN

¢ Sirdung qui lidu s
Trong trudmg hop qué liéu, nén diéu tri triéu ching va dung cdce thém cac bién phap hé tro. Lién N
lac ngay véi bac si hodic duge si dé duoc tu van va diéu tri dung.

¢ Tac dyng khong mong mudn
Thube nay chira lactose, nén dbi voi nhiing bénh nhan khong dung nap galactose, thiéu men
Lactase hodc kém hap thu glucose — galactose khong nén sur dung thude nay.
Khi didu tri trong thoi gian ngén (khong qua 3 ngay) co thé vai truong hop bi kho chiu & duong
tiéu hoa (dau ving thuong vi, ia chay) va nhtrc dau Thong thuong cac tac dung khong mong
mudén khong nang va hoi phuc duge ma khong can didu tri. Chi phai ngimg diéu tri khi bi giam
bach cau (0,7%) hodc ¢é su bét thuodng vé gan.
Thiong gap, ADR > 1/100
Toan than: sbt.

4

W B



https://trungtamthuoc.com/

Than kinh trung uong: Nhire dau, chong mat, tang ap sudt trong néo.
Gan: Chirc ning gan bét thudng

Da day — rudt: dau bung, budn nodn, ndn.

Da: rung téc (phuc hoi dugc).

It gap, 1/1000 < ADR < 1/100 ;
Toan than: Phan tmg di tng. w /
Méu: giam bach cau. /

Da: ban da, may day.
Than: suy than cép.
Hiém gip, ADR < 1/1000
Méu: giam bach cau hat, giam huyét cau noi chung, mt bach cau hat, giam tiéu cau.
Théng béo cho bdc st khi gdp cdc tac dung khéng mong mudn lién quan dén sir dung thuéc.
e Tuwong tic thude:
Dexamethason: Nong do ctia chét co hoat tinh albendazole sulfoxid trong huyét tuong tang hon
khoang 50% khi dung phdi hop thém dexamethason.
Praziquantel: Praziquantel (40 mg/kg) lam tang nong do trung binh trong huyét twong va dién
tich dudi duong cong cua albendazole sulfoxid khoang 50% so vaéi khi dung albendazole don
doc(400 mg)
Cimetidin: Nong do albendazole sulfoxid trong mat va trong dich nang san tang 1én khoang 2 lan
& ngudi bi bénh nang san khi ding phdi hop cimetidin (10 mg/kg/ngay) so vai ding albendazole
don doc (20 mg/kg/ngay) ,
Theophylline: dugc dong hoc cua theophylin khong thay d6i sau khi uéng mot liéu albendazole
400 mg.
¢ St dung ¢ phu nir ¢6 thai, phu nir cho con bu
Thoi ky mang thai:
Mic du chua duge nghién ctru trén ngudi song albendazole khong duge khuyén cdo cho phu nir
mang thai do nhirng thtr nghiém trén dong vat thdy kha niing gdy quéi thai cua albendazole.
V6i nhitng phu nir dang trong do tudi sinh de, nén dung albendazole trong 7 ngay dau cua chu ky
kinh nguyét. Khi diéu tri bang albendazole, can phai dung cac bién phap tranh thai can thiét
trong va sau khi ngimg thudc 1 théng.
Thoi ky cho con bu:
Con chua biét thude tiét vao sira & muc nao. Do dé can hét st than trong khi dung albendazole
cho phu nir cho con bu.
e Anh huong cia thube dén kha ning ldi xe va v an hanh may méc
Thubc khong co anh hudng hogic anh hudng khong dang ké dén kha nang lai xe va van hanh may
moc.

¢ Han st dung:
36 thang ké tir ngay san Xudt.

e Bio quin:

Bao quan trong bao bi kin, tranh dnh sdng ¢ nhiét do <30°C.
¢ Dong goi:

Hop dung 1 vi x 2 vién.
e Tiéu chuin chit lwong:

USP 38.
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San xuat boi: Taiguk Pharm. Co., Ltd.
bia chi: 123, Jeyakgongdan
Gyeonggi-do, Korea.
Ngay xem xét sira di 1ai ndi dung HDSD thude:
10/26/2015.

3-gil,

Hyangnam-eup,

Hwseong-si,

”
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TO THONG TIN CHO BENH NHAN

Tén sdn phflm FARBENAL Tablet.

L
2.Mb ti san phim: Vién nén bao phim hinh thudn dai, mau cam, 1 mit c6 khic chir TG
ANZ.

3. Thanh phén cia thube: M3i vién nén chia:
Hoat chdt: Albendazole.

Ta dwoc: Lactose Hydrate, bt bdp, D-mannitol, Acid Anhydrous Silicic lodng, Aspartame,
Hydroxypropylcellulose, Magnesium Stearate, Sodium Starch Glycolate, Banana fragrance
cotton, Hypromellose 2910, Polyethylene Glycol 6000, Talc, Titanium Oxide, Yellow No.5.

4. Ham lwong cia thude: Albendazole — 400mg.

5. Thube dung cho bénh gi? Diéu trj ki sinh trung dudng rudt: giun kim, giun dia, giun
moc (Ancylostoma duodenale, Necator americanus), giun tdéc, giun luon (Strrongyloides
Stercoralis).

6. Nén dung thude nay nhw thé niao va lidu lwong?

Thuong dung cho ngudi 1on va tré em trén 2 tudi
- D4i véi bénh nhan bi giun kim, giun diia, giun moc (Ancylostoma duodenale, Necator
americanus), giun toc: ding liéu don 400mg 1 ngay.
- Péi voi bénh nhan bi giun luon (Strongyloides Stercoralis): 400mg/ngay, 3 ngay lién tiép.
Tré 2 tudi bi giun kim: 2 vién (200mg), 1dp lai sau 7 ngay.
C6 thé udng thude véi nude hodc nudt. Khong khuyén khich bo bita hodic st dung thude
nhudn trang.
Néu sau 3 tudn van con ky sinh trung, lap lai lidu.
7. Khi nao khéng nén dung thude nay?
Khong nén str dung & bénh nhan di tmg vai thude.
Phu nir mang thai hodc nghi ngd mang thai. ;
Tré em dudi 2 tudi. ‘
Chéng chi dinh vai Theophylline: thude nay s& e ché chuyén hoa Theophylline

8. Tic dung khong mong muon:

Thude nay chira lactose, nén dbi voi nhiing bénh nhan khong dung nap galactose, thiéu men
Lactase hodc kém hip thu glucose — galactose khong, nén st dung thude nay.

Khi diéu tri trong thoi gian ngan (khong qua 3 ngay) co thé vai truong hop bi kho chiu & duong
ticu hoa (dau vang thuong vi, ia chdy) va nhuce dau Thdng thudng céc tac dung khong mong
mudn khong néng va hoi phuc duge ma khong can diéu tri. Chi phai ngirng diéu tri khi bi giam
bach cau (0,7%) hodc co su bat thuong vé gan.

Thirong gap, ADR > 1/100

Toan than: sdt. '

Than kinh trung wong: Nhire déu, chong mit, ting 4p suét trong nio.

Gan: Chtre nang gan bét thuong

Da day — rudt: dau bung, budn nodn, non.

Da: rung toc (phuc héi duoce).

Ir gap, 1/1000 < ADR < 1/100

Toan than: Phan tmg di img.

Mau: giam bach cdu.

Da: ban da, may day.

Thén: suy than cép.
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Hiém gap, ADR < 1/1000
Mau: giam bach cdu hat, giam huyét cau noi chung, mét bach cdu hat, giam tiéu céu.
Thong bao cho bdc st khi gdp cdc tdac dung khéng mong muén lién quan dén sir dung thudoc.

9. Nén trinh dung nhirng thudc gi hoiic thye phim gi khi dang sir dung thude nay? é@
Dexamethason: Nong d¢ ctia chét ¢ hoat tinh albendazole sulfoxid trong huyeét tuong tang hm/z
khoang 50% khi dung phdi hop thém dexamethason.

Praziquantel: Praziquantel (40 mg/kg) lam ting ndng do trung binh trong huyét tuong va dién
tich dudi duodng cong ctia albendazole sulfoxid khoang 50% so véi khi dung albendazole don
doc(400 mg)

Cimetidin: Nong do albendazole sulfoxid trong mat va trong dich nang séan tang lén khoang 2 lan
& nguoi bi bénh nang san khi dung phéi hop cimetidin (10 mg/kg/ngay) so véi dung albendazole
don doc (20 mg/kg/ngay)

Theophylline: duge dong hoc ctia theophylin khong thay déi sau khi udng mot lidu albendazole
400 mg.

10. Cén lam gi khi 1 1in quén dung thude?

Duing thube ngay khi nhé ra. Con néu nhé ra vao thoi diém gan lan dung thude ké tiép thi co thé
bo qua ludn. Tuyét dbi khong dung thém thude dé bu luc quén.

I1. Cin bio quin thude nay nhw thé nao?

Bao quan trong bao bi kin, ¢ nhiét do < 30°C, tranh anh sang.

12. Cén phai lam gi khi dung thude qui lidu khuyen cio?

Néu ban nghi ngdr qua liéu, can tim thay thudc hodc dén co so y té gan nhét ngay [ap ture.

13. Tén/ biéu twong ciia nha sin xufit/ nha nhip khiu/ chi s¢ hiru gidy phép diing ky
sidn pham" R
Nha san xuat: TAIGUK PHARM. CO., LTD.
@ 123, Jeyakgongdan  3-gil, Hyangnam-eup, Hwaseong-si,
Gyeonggi-do, Korea.
14. Nhirng diéu cin thin trong khi dung thude nay
Theophylline: Farbenal {rc ché chuyén hoa Theophylline.
Khong st dung Farbenal trong thoi gian mang thai.
Tac dong 1am sang: giam lugng bach cdu, néu dung qua lidu, c6 thé xay ra hién twong thiéu mau
va tidng bat thuong enzyme gan.
Praziquantel lam tang ndng do Albendazole trong huyét tuong.
Tranh xa tim véi cia tré em _
Bao quan ¢ noi tranh anh sang, do am thap, mat mé va bao bi kin.
Sw dung ¢ phu nir ¢6 thai, phu nir cho con bu ,
Thoi ky mang thai: 136699
Mic du chua dugce nghién ctru trén ngudi song albendazole khong duge khuyén cédo cho phu nit Tl

mang thai do nhirng thtr nghiém tlen dong vat thay kha nang gdy quai thai cua albendazole. ‘“c(:}m”

Vi nhiing phu nir dang trong do tudi sinh dé, nén dung albendazole trong 7 ngay dau cua chu ky ‘(;Phw

kinh nguyét. Khi diéu tri bang:, albendazole, can phai dung cac bién phdp tranh thai can thiét M HAI

trong va sau khi ngirng thude 1 thang.

Thoi ky cho con bui: m
=

Con chua biét thude tiét vao sira & muc ndo. Do dé can hét stre than trong khi dung albendazole
cho phu nir cho con bu.
Anh huéng cta thube dén khi ning lai xe va vin hanh may méc
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Thube khong ¢ anh hudng hodic anh huong khong déng ké dén kha ning lai xe va van hanh may )
moc. . %
15. Khi nao ¢in tham vén béc s§. /
Khi ¢6 bét ky bit thudng nao vé tac dung phu, hodc cac phan tmg tuong tac thude.
16. Ngay xem xét stra déi lai to thong tin cho bénh nhén,
10/26/2015.

v thudc
Xam Han

)

TUQ.CUC TRUONG
P.TRUUNG PHONG

Pham Gohi Yim Hanh




