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HUONG DAN SU DUNG THUOC CHO NGUOT BENH

AGIDECOTYL"

Thube ban theo don

Poc k§ hwéng din sir dung trwée khi ding

Dé xa tim tay tré em

Théng bao ngay cho béc sy hodc dwge sy nhitng tic dung khong mong mudn gip phai khi sir dung
thudce

Khéng dung thudc qua thoi han sir dung ghi trén nhan

Thanh phan: Cong thirc cho 1 vién nén bao phim: H
MICHNBRBEIN. + < i 5505 53 48 Solaun o 06 vo deins 45 ima 250 mg.
Taduge vd . . ... 1 vién.

(Lactose monohydrat, Povidon K90, Calci hydrophosphat dihydrat, Natri starch glycolat, |
Croscarmellose natri, Magnesi stearat, Hydroxypropyl methylcellulose 606, Povidon K64, Sepifilm |
LP 770, Titan dioxid, Talc, Polyethylen glycol 6000, Polysorbat 80, Calci carbonat, Phdm mau Allura |
red lake, Phim mau vang Sunset yellow lake).

Mo ta san phﬁm:
Vién nén tron, bao phim mau do cam, hai mat tron, dudng kinh 10,5 mm.

Quy ciach dong goi:
Hop 10 vi x 10 vién nén bao phim.

Thubdc dung cho bénh gi:
Thudc duoce ding dé diéu tri ha tro cac con dau co cung co trong cac bénh thoai hoa dot song va cac
roi loan tu thé ¢6t song, veo ¢o, dau lung, dau that lung.

Nén dung thudc nay nhw thé nao va liéu lwong:
Cich dung: Udng vién thude véi 1 cde nuéc. l
Liéu dung:

Nguoi 16n va tré em trén 15 tudi: Udng 2 vién/ lan x 3 lan/ ngay.

Khi nao khéng nén dung thubc nay:
Qua mAn cam voi cac thanh phén cia thude.
R&i loan chuyén héa porphyrin.
Phu nir ¢o6 thai va cho con bu.

Tac dung khong mong muén (ADR):
Gidng nhu tit ca cac loai thuée, thude nay c6 thé gay ra tac dung phy, nhung nhiéu ngudi khong cé
hoac it phan tmg phu.
Thieong gap: ADR > 1/100
Mét moi, budn ngu, ué 0ai, kho tha, yéu co, mat diéu hoa van dong.
[t gap: 1/1000 < ADR < 1/100
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Pau khép, dau ngudi, budn nén, by tic, tidu chay, tdo bon, ndi man. Mot vai truong hop dac biét
khéc bj mit cam gidc ngon miéng, non mira, 4o gidc kich dong va c6 thé ¢6 soc phan vé.

Néu ban gap bat ky téc dung phu nao ké ca nhimg tac dung phu chua liét ké phai thong bao ngay
cho bac sy dé kip thai xur tri (ban c6 thé tham khao muc Tac dung khong mong muon & phan
Hudng dan sir dung thude cho can bo y té trong cling toa nay).

Nén tranh dung nhirng thubc hoic thue pha"im gi khi dang sir dung thudc nay:

Trude khi dung thuoc nay, ban nén thong béo véi béc sy tat ca cac loai thudc khac ma ban da hoic
dang dung, bao gom ca thudc ké don va khong ké don, thude tir duge lidu hodc thuc pham chirc nang,
dac bi¢t cac tac dung trén he than kinh trung uong cua mephenesin c6 thé tang cuong néu trong thoi
gian ding thudc ¢6 ubng rugu hodc dung céc chét e ché hé than kinh khac.

Can lam gi khi mt lin quén khong dung thube:

Uong lidu bi ‘quén ngay lac nho ra. Néu liéu d6 gin voi lan dung thube tiép theo, bo qua liéu bi quén
va tiép tuc udng thudc theo ding thoi gian qui dinh. Khong dung 2 liéu cung lic. Khong thay dbi liéu
hodc ngung thude.

Cin bio quan thudc nay nhw thé nao: W
Pé ¢ nhiét do dudi 30°C, tranh 4m va anh sang.

Nhimg déu hié¢u va tru;u chirng khi dung thudc qua liéu:
Str dung thuoc qua lidu c6 cac ddu hiéu 1am sang: Giam truong luc co, ha huyét ap, rdi loan thi giac,
ngu ga, mat phdi hop dong tac, o giac, liét ho hap va hon mé.

Qué liéu gay co gidt & tré em va c6 thé gy xuic dong manh va li 1an & nguoi gia.

Chn phai lam gi khi dung thudc qua liéu khuyén cdo:
Goi cho bac sy cua ban hodac dén ngay co so y té gan nhat.

Nhimg diéu cin thin trong khi dang thubc nay:

Cic tinh trang cin than trong:

Truée khi dung thude nay, ban hiy cho bac sy biét néu ban c6 bat ky tinh trang nao dudi day:

Phu nir dyv dinh c6 thai, dang c6 thai hodc cho con bu.

Ban c6 tién str di tmg, hen phé quan.

Ban d timg phan tmg di (mg vé&i thudc. dic biét di ing véi aspirin.

Ban c6 bénh & duong ho hip, yéu co, cé tién sir nghién thude, suy chire nang gan than.

Cic tac dung ngoai y co lién quan voi thubc thuong sé nang 1én khi dung déng thoi véi ruou va cac
thudc rc ché than kinh trung uong.

Thudc nay cé chia lactose. Néu ban c6 cac réi loan chuyén hoa di truyén hiém gip vé dung nap
galactose, chuimg thi€u hut lactase Lapp hodc rdi loan hap thu glucose-galactose khong nén sur dung
thudc nay.

Cic khuyén cdo dung thuéc cho phu nir c6 thai va cho con bu:

Phu nit ¢6 thai:

Chua co dir liéu tin cay vé kha nang gdy quai thai cia mephenesin trong cac thuc nghiém trén dong
vat.

Hién tai chura c6 dir liéu lién quan hodc véi sé luong du dé danh gia mat tac dong géy di tat hay doc
vo1 thai nhi cia mephenesin khi dugc dung trong khi mang thai.

Do d6, dé an toan, khong nén ding mephenesin trong thdi gian mang thai.
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Phu nit cho con bu:

Khéng c6 du dir liéu cho biét thudc cé qua sira me hay khong. Do d6, vi Iy do an toan khong nén
dung mephenesin trong giai doan nay.

T4c dong ciia thude dén khi ning ldi xe va van hanh may méc:

Vi thudc c6 thé gdy budn ngu nén than trong khi dung cho ngudi dang lai xe va van hanh may moc.

Khi niao can tham vén bac sy, dwgc si:

Dang su dung loai thude khéc, bao gdbm ca thude ké don va khong ké don, thuée tir duoc liéu hodc
thuc pham chirc nang.

Phu nit du dinh ¢o6 thai, dang ¢6 thai hodc cho con bu. |

Ban c6 tién sir di tmg, hen phé quan. H
Ban d timg phan tmg di tmg véi thude, dic biét di tmg v6i aspirin.

Ban c6 bénh & dudng hd hip, yéu co, c6 tién sir nghién thue, suy chirc nang gan than.

Néu ban mudn hodc cin ngung dung thude.

Néu can thém thong tin xin hoi y kién béac sy hodc duoc sy.

Han dung cua thude: 24 thang ké tir ngay san xudt.

. 27 l‘\m.un Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang
AGMEXPHARM San xuat tai: Chi nhanh Cong ty CP Duge ph.am Agimexpharm - Nha méy sin xuit Dige phim Agimexpharm
GMP-WHO !) rong Vil Fr_.m5 I‘hm; khml ”.l:_lilh An, P. MV Thai, TP. Long Xuvén, An Giang
Tel: 0296 3857300  Fax: 0296 3857301

b Cong ty CP Duge pham Agimexpharm

Ngay xem xét sira doi, cip nhét lai ndi dung huéng din sir dung thudc: .../.../...

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Ciac dic tinh dwge lue hoe, dwge dong hoc:

Cac dac tinh dwoc lre hoc:

Thude thu gidn co ¢6 tac dung trung wong.

Gay thu gidn co va trén tinh nhe theo co ché phong bé than kinh co ¢6 tac dung toan than va ciing ¢ |
tac dung tai noi thube tiép xic.

Cac dic tinh dwoc dqng hoe:
Mephenesin dugc hép thu nhanh qua dudmg tiéu héa va phén bb & hau hét cdc md trong co thé, dat
ndng do cao trong méau chua dén 1 gro
Mephenesin dugc chuyén héa chi yéu & gan.
Mephenesin c6 thoi gian ban thai khoang 45 phut.
Mephenesin dugc bai tiét ra nude tidu chu yéu & dang da chuyén héa va mot phan & dang thude chua
bién doi.
Chi dinh, liéu dung, cich dung, chéng chi dinh:
Chi dinh:

Thuoc duge dung de diéu tri ho trg cac con dau co cimg co trong cac bénh thoai hoa dbt sbng va cac
rdi loan tu thé cot sdng, veo b, dau lung, dau thét lung.

Cich dung: Udng vién thudc véi 1 cde nude.

Liéu dung:
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Ngudi 16n va tré em trén 15 tudi: Uong 2 vién/ lan x 3 lan/ ngay.
Chéng chi dinh:

Qua man cam véi cac thanh phén cta thudc.

Réi loan chuyén héa porphyrin.

Phu nir ¢6 thai va cho con bu.

Cinh b4o dic biét va than trong khi dung thude: ’

Nhimg ngudi bénh ¢6 tién sir di img, hen phé quan, phan img di img v&i thuoc, dac biét di tmg voi
aspirin.

Ngudi ¢6 bénh & dudong ho hap, yéu co, ¢ tien st nghién thudc, suy chirc nang gan than.

Cac tac dung ngoai ¥ ¢6 lién quan véi thudc thuong s& nang 1én khi ding déng thoi véi rugu va cac
thudc trc ché than kinh trung wong.

Do thudc ¢6 thé giy budn ngu va lam giam kha nang phdi hop cac dong tac cho nén nguoi bénh sur
dung thudc khong dugc l4i xe va diéu khién may moc

Thudc nay cé chira lactose. Bénh nhan mac cac ri loan ’chuyén hoa di truyén hiém gap vé dung nap
galactose, ching thiéu hut lactase Lapp hoac roi loan hap thu glucose-galactose khong nén sur dung
thudc nay.

Cic khuyén cdo dung thude cho phu nir ¢ thai va cho con bi: H

Phu nit ¢o thai:

Chua c6 dir liéu tin cdy vé kha nang gdy quai thai ciia mephenesin trong cac thuc nghiém trén dong

vat.

Hién tai chua c6 dir liéu lién quan hodc vai sb lugng du dé danh gia mot tac dong gay di tat hay doc

voi thai nhi cia mephenesin khi duge dung trong khi mang thai.

Do d6, dé an toan, khéng nén dung mephenesin trong thoi gian mang thai.

Phu nit cho con bu:

Khong ¢6 du dir liéu cho biét thude cé qua sita me hay khong. Do dé, vi 1y do an toan khong nén
dung mephenesin trong giai doan nay.

Téic dong cia thude dén kha nang ldi xe va vin hanh may méc:

Vi thude ¢6 thé gdy budn ngi nén than trong khi dung cho ngudi dang lai xe va van hanh may moc.

Twong tic ctia thude véi cdc thude khéic va cic loai twong tac khac:
Cac tac dung trén hé than kinh trung vong ctia mephenesin c6 thé ting cudng néu trong thoi gian dung
thudc coé uong rugu hodc dung céac chat tre ché hé than kinh khac.

Dé tranh tuong tc giita cc thude, thong bao cho bac s§ hodc dugce sy vé nhimng thube dang sir dung.

Tac dung khong mong mudn:
Mephenesin c6 thé gay ra nhimg tac dung khong mong mudn nhu: Co giat, run riy, co cimg bung, budn
nodn, toat mo hdi. Triéu chimg nay thuong xay ra ¢ nhitng ngudi bénh phai dung thude kéo dai

Thuong gap: ADR > 1/100

Mét moi. budn ngu, ué oai, khé tha, yéu co, mat diéu hoa van dong.

It gap: 1/1000 < ADR < 1/100

Dau khop, dau nguoi, budn nén, buc tic, tiéu chay, tao bon, ndi mén. Mot vai truong hop déc biét khac
bi mét cam gidc ngon miéng, non mira, a0 gidc kich dong va cé thé c6 sdc phan vé.

Hiém gap: ADR < 1/1000

Phan {mg di tmg, soc phan vé hiém khi xay ra.

Ngu ga, phat ban.
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Huéng dan cich xir tri ADR

Tac dung khéng mong mudn ctia mephenesin thuong xay ra nhanh va it trdm t:rong do d6 bién phap xur
li ADR chu yéu la giam liéu thube hodc ngimg thuoc diéu tri triéu chimg va hd tro ting cuong dé phuc
héi sirc khoe. Tuy rat hiém xay ra, phai luon luén sén sang cip ciru sbc phan vé.

Thong béo cho bac s§ nhitng tac dung khéng mong mubn gip phai khi sir dung thudc.

Qui li¢u va cdch xir tri: H
Triéu chimg:
Str dung tk}ué{: qua lidu ¢6 cac ddu hiéu 1am sang: Giam truong luc co, ha huyét ap, r6i loan thi giéc.
ngu ga, mat phoi hgp dong tac, ao gidc, li¢t ho hap va hon mé.
Qua lidu gay co giat o tré em va c6 thé gdy xuc dong manh va 14 1an & ngudi gia.
Diéu tri: Trong tit ca cac truomg hop qua lidu, nguoi bénh can duge theo doi can than vé hd hép, mach
va huyét ap.
Néu nguoi bénh con tinh téo can xir 1y ngay bang cich gay non, ria da day va diéu tri cac triéu chung
hoidc chuyén ngudi bénh dén co so diéu tri c6 da diéu kién vé hoi stc cip ciru.
Tién hanh rira da day ngay cling véi nhimg chi dinh diéu tri hd trg chung, dam bao thong khi, truyén
dich.
Ciling c6 thé diéu tri tc ché hé than kinh trung wong bi‘mg cach lua chon céac thude diéu tri thich hop.
Truomg hop ngudi bénh da mét y thicc, 1am hd hép nhan tao va chuyén ngudi bénh dén co s& chuyén
khoa.
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