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Phin danh cho ngwoi bénh

Tén thuée: GLUDOTINE
“Doc kj huéng ddn sir dung trieée khi dimg”
“Dé xa tam tay tré em”
“Théng bdo ngay cho bdc st hodc duwgc st nhitng tdc dung khéng mong muén gdp phai khi sit
dung thuoc”
“Thuéc nay chi diing theo don ciia bac st”
Thanh p}lﬁn, ham lrong ciia thude:
Hoat chat:Mequitazin........c.ccoeeeeene 5mg
Td dugc: Lactose hydrat, cellulose vi tinh thé, crospovidon, povidon K-30, magnesi stearat, talc.
M35 ta sin phdm: Vién nén
Quy cach dong goéi: 10 vién/vi x 2 vi/hop
Thubc dung cho bénh gi?
Piéu tri dj (mg trong céc trudng hop di (g theo mua, viém miii di (rng man tinh, may day,
ngtra do di (mg va phan (mg dj tmg lién quan dén con tring cén, dot.
- Nén ding thudc nay nhw thé nao va liéu lwong?
Thudc duge ding dudng udng
Ngudi I6n: 1 vién 5 mg x 2 lan/ngay.
Tré em 12 tudi tré [én: 1 vién 5 mg x 2 lan/ngay.
Gludotine khong dugc khuyén céo sir dung cho tré em dudi 12 tubi.
Ngudi cao tudi: Khong ¢ thong tin khuyén cdo vé lidu riéng biét danh cho ngudi cao tudi. Nén
than trong khi sir dung cho nhém bénh nhan nay.
Khi nio khong nén dung thude nay?
Ngudi min cam cao véi mequitazin hodc bét cir thanh phin nao cia thudc hodc min cam véi
phenothiazin.
Trong giai doan hen cép tinh
Gibng nhu c4c khang histamin khac mequitazin nén tranh diing trong trudng hop rdi loatrchuyén
héa porphirin.
Tac dung khong mong mudn (néu cb): i S
Thuong gap, ADR > 1/100 :
Than kinh trung wong: Budn ngu “
It gdp, 1/1000 < ADR < 1/100
Kho miéng, r6i loan thi giac.
Da: Phan Gng di ing da va nhay cam é&nh sang
Huwéng din cich xir tri cic tic dung khong mong mudn:
Téc dung phu thudng giip nhét khi ubng mequitazin 1a budn ngu, va it gip hon 1a khé miéng, réi
loan thi gidc, cic tic dung phu nay s& ty hét khi két thic qua trinh diéu tri bang
mequitazin. Trong truong hop xuat hién céc tic dung khong mong muén trén da nhu di tmg, man
do thi ngung diing thude ngay va chi tiép tuc tri liéu khi hét c4c tridu ching trén.
Nén tranh diung nhirng thu6c hoic thwe phﬁm gi khi dang sir dung thudc nay?
O moét s6 bénh nhan nhay cam thi khi stir dung mequitazin cung véi rugu hodc cac thude trc ché
than kinh trung wong thi c6 thé gy tac dung bat lgi trén hé théng than kinh trung uvong.
Cén lam gi khi mot lan quén khong diung thubc?
Tiép tuc ding thudc theo lidu khuyén céo, khong duge udng liéu gép doi dé bu vao liéu da quén
Cin bio quén thudc nay nhw thé nao?
Bdo quan trong bao bi kin, tranh 4m, tranh 4nh sang, & nhiét d§ dudi 30°C
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Nhirng d4u hi¢u va triéu ching khi ding thube qua lidu:

Trlt:u chlmg qua liéu da duoc bao cdo: budn ngii, budn ndn, ndn, tic dung khang cholinergic, ha

huyét ap, (rc ché trung tdm than kinh, co giat, hdn mé.

Cin Iam gi khi dung thube qua lidu khuyén cdo?

Diéu tri triéu chimg va hd trg, c6 thé bao gdm ho hap nhan tao, lam mat & ngoai véi trudong hop

sbt cao, 1am rdng va rira da day.

Diazepam c6 thé dugc sir dung dé kiém soét con co git.

Khong cé thu()c giai doc dac hiéu.

Nhirng diéu cin thin trong khi diing thudc ‘nay?

Mequitazin c6 thé lam tdng tac dung ctia thude phé glao cam, thudc khang muscarinic khac nhu

atroPm thube chong trdm cam ba vong va thudc irc ché hé thong than kinh trung wong bao gém

thudc an than, thuc giam lo au. Téac dung gy ngu cua thudc khang histamin H1 ting khi sir

dung ciing véi rugu. Do d6, can thén trong khi sir dung mequitazin cling céc thude trén va ruou.

Dang thuoe cho phu nit ¢6 thai va cho con bii:

Hién chua c6 dir liéu vé tinh an toan khi dung thude cho phu nit cé thai va cho con ba. Do d6, chi

nén sir dung cho phu nit c6 thai va cho con b néu lgi ich 16n hon nhiéu so véi cac nguy co c6

thé xay ra.

Anh hwong cia thuéc 1én kha ndng ldi xe va vdn hanh mdy mée: Mot vai tic dung phu cia thube

c6 thé xay ra nhu buén ngu. Do dé can thén trong khi l4i xe va van hanh may méc.

Khi nao can tham vén béc si, dwoce si?

Cén tham vén béc si, duge st khi gip phai cac tac dung khong mong mudn khi sir dung thudc.
“Néu can thém thong tin xin hoi y kién bac st hodc dugc si’

Han dung cia thude:

36 thang ké tir ngay san Xuét

Tén, dia chi, biéu twong (neu c0) cua o s& sdn xuit:

Cong ty ¢6 phén dwgc pham Me Di Sun
S6 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cét, tinh Binh Du

Ngay xem xét sira ddi cAp nhit lai ndi dung huwéng din sir dung thude: t

—

Phan danh _cho cdn bj y té
CAC PAC TINH DUQC LUC HQC:
Nhém duge ly: Thube khang histamin
Ma ATC:R06ADO07
Mequitazin 13 thu6c khang histamin HI thudc nhém phenothiazin. Thudc tac dong Ién receptor
H1 va kim ham su tiét cac chat trung gian (histamin va serotonin) & dudng bao.CAu tric phan tir
clia mequitazin gitp cho thudc nay it bi phan hity boi enzym va c6 tac dung lau dai. Mequitazin
duoc béo cdo 1a gy ra tac dung an thén it hon promethazin.
CAC PAC TINH DUQC PONG HQC:
Hdp thu: Thube duge hdp thu d& dang tir niém mac duong tiéu héa. Ty 1 hép thu qua dudng
udng clia mequitazin vao khoang 70%.
Phdn bé: Thube phan bd rong rdi khip cic md. Thé tich phan bd 1a 400L.Thube gin véi protein
huyét tuong & ty 1& khoang 90%.
Chuyén héa: Thudc dugc chuyén héa qua gan.
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Thai trie: Thoi gian ban thai ctia thudc trong huyét tuong khoang 18 gid. Su bai tiét mequitazin
va chat chuyén héa chi yéu & mét.Lugng mequitazin dang khong dbi trong nude tiéu rat thap.
CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH:

Chi dinh:

Diéu tri dj (mg trong céc truong hop di img theo mia, viém miii di tng man tinh, may day,

ngtra do di tmg va phan Gng di (g lién quan dén c6n tring cén, dbt.

Liéu‘ lrong, cf'lch dl‘J‘ng: ; ;%

Thuoc duge dung duong uong y \

Ngudi 16m: 1 vién 5 mg x 2 1an/ngay. v

Tré em 12 tudi trd 18n: 1 vién 5 mg x 2 lin/ngay. :i';'M

Gludotine khong dugc khuyén cdo sir dung cho tré em dudi 12 tudi. SUN

Ngudi cao tudi: Khong c6 théng tin khuyén céo vé lidu riéng biét danh cho ngudi cao tudi. Nén /\;

than trong khi sir dung cho nhém bénh nhan nay. y
- Chong chi dinh:

Ngudi man cam cao véi mequitazin hodic bat cir thanh phin nao cta thudc hodic man cam voi

phenothiazin.

Trong giai doan hen cép tinh

Gidng nhu cac khang histamin khac mequitazin nén tranh dung trong trudng hop rdi loan chuye

hoéa porphirin.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

Mequitazin c6 thé 1am ting tac dung ctia thudc phé giao cam, thudc khang muscarinic khéc nhu

atropin, thudc chéng trAm cam ba vong va thude rc ché hé thdng than kinh trung uong bao gdbm

thudc an than, thudc giam

lo 4u. T4c dung gdy ngu cia thubc khang histamin HI ting khi sir dung cling véi ruou. Do d6,

can thén trong khi sir dung mequitazin cing céc thudc trén va ruou

Diing thuée cho phu nit ¢6 thai va cho con bi:

Hién chua c6 dir liéu vé tinh an toan khi diing thudc cho phu nir ¢é thai va cho con bu. Do dé, chi |

nén sir dung cho phu nit ¢6 thai va cho con bt néu loi ich 16n hon nhiéu so véi cic nguy co c6
bl thé xay ra.

Anh huong cia thude Ién kha ndng ldi xe va van hanh mdy méc: Mot vai tac dung phy ciia thuée

¢6 thé xay ra nhu budn ngti. Do d6 cén than trong khi 14i xe va van hanh may méc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC

KHAC:

O mét s6 bénh nhan nhay cam thi khi sir dung mequitazin cling véi rugu hodc cac thudc tc ché

than kinh trung wong thi c6 thé gy tac dung bét lgi trén hé thong than kinh trung uong.

TAC DUNG KHONG MONG MUON:

Thuong gap, ADR > 1/100

Than kinh trung wong: Budn ngu

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

Kho miéng, rdi loan thi giac.

Da: Phan g di ing da va nhay cam é&nh sang
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Hwéng din cich xir tri cdc tic dung khong mong mudn:

Tac dung phu thudng gip nhit khi ubng mequitazin 1a budn ngu, va it gap hon 1a khé miéng, réi
loan thi gidc, cic tic dung phu ndy s& tu hét khi két thic qua trinh didu tri bing
mequitazin. Trong trudng hop xudt hién cac tac dung khong mong mudn trén da nhu di img, méan
do thi ngung diing thude ngay va chi tiép tuc tri liéu khi hét céc triéu chimg trén.

QUA LIEU VA CACH XU TRi:

Triéu chimg qué liéu da dugc béo cdo: budn ngu, budn ndn, ndn, tac dung khang cholinergic, ha
huyét 4p, trc ché trung tim than kinh, co giét, hon mé.

Cach xir tri:

Diéu tri triéu chimg va hd tro, ¢6 thé bao gdm hé hdp nhan tao, lam mat & ngoai
s6t cao, 1am ron g varira da day.

Diazepam cé thé dugc sir dung dé kiém soét con co giit.

Khéng c6 thudc giai doc dic hiéu.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHAC CUA THUOC (Néu c6):

ua.cuc TRU&?NG
p TRUGNG PHONG

lé -/‘Z’{zb?ﬁ S g



