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1.Tén thudc: PHOHITWO

2. Cac dau higu lwu ¥ va khuyén cfo khi ding thuic
“Dé xa tdm tay tré em”
“Doc ky hudng ddn sir dung truéce khi dimg”
Khéng nén dimg thude qua han (cé ghi rd trén nhin) hay khi ¢6 sy nghi ngdr vé chét
lwong thudc,

Néu cén thém thnng tin, hdy hoi y kién Béc s7hofic Durgc si.
3.Thanh phau cdng thire thude: M5 vién nén bao phim chira
Themh phén Dugc chat: alimemazin Smg (duéi dang alimemazin tartrat 6,25mg)

Thémh phan td duge: lactose, microcrystalline cellulose (avicel PH 101),
croscarmellose natri, povidone (PVP K30), natri lauryl sulfat, b6t Talc, magnesi
stearat, Opadry Amb IT White, ethanol 96%, nuéc tinh khiét vira du.

4. Dang bao ché: vién nén bao phim
M@ ta dang bao ché: Vién nén tron, bao phim mau tréing, canh va thanh vién lanh I3n.
5. Chi dinh:
- Nguoi [6n: diéu tri chimg mét ngi khéng thudng xuyén hodc thodng qua.
- Tré em trén 6 tudi va néng trén 20 kg: didu tri ngén han va lya chon wu tién thir hai
d6i v6i khé bét dau gidc ngt do ting nhay cam qua mirc (tang sy tinh téo do trang thal
lo ling & thoi diém di ngh), sau khi cdc bién phap diéu chinh hanh vi don thuin thét
bai.
6. Céch dung, lidu ding:
Liéu ding:
Danh cho ngwdi 16m va tré em trén 6 tudi
Ubng 1 1an/ ngy vao budi tdi, 15 dén 30 phit truée khi di ngi.
Nguoi lén: 5 — 10 mg/ ngdy (1 - 2 vién/ ngay), t6i da 12 20 mg/ ngay (4 vién/ ngay).
Tré em trén 6 tudi va cén ndng trén 20 kg: 0,25 dén 0,50 mg/kg, khong qua 2
vién/ngay. Liéu khuyén c4o nhu sau:

+ Tré ning tir 20 kg dén 40 kg (trén 6 - 10 tudi): 1 vién/ ngdy

+ Tré niing tir 40 dén 50 kg (khoang 10 - 15 tudi): 1 - 2 vién/ ngay.

Trong tat ca céc truong hop, bét dau diéu tri & liéu thip nhit ¢6 hiéu qua va khong
duge vuot qua lidu téi da.

Piéu trj trong thoi glan ngin nhit cé thé (2 - 5 ngay), néu finh trang méit ngu kéo dai
qua théi gian nay nén danh gia lai viée didu trj.

Cic dbi twgng dic biét khic:
Nguoi cao tudi:
Nén giam lidu & ngudi cao tudi (xem Canh béo va thin trong khi diing thubc)

Suy thédn hode gan:
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Nén giam lidu. Tuy nhién, do khéng cé dit liéu vé suy than hoic suy gan, tot nhét 1a
khong nén sir dung thude & bénh nhan nay.

Tré em diedi 6 tudi:

Chong chi dinh ding thube dang vién nén bao phim do nguy co sgc. Nén ding dang
bao ché phi hop.

Cich diung: Ding dudng udng

U(’ing vién thude v&i nude

Ubng | 1an/ ngay vao budi tdi, 15 dén 30 phit truée khi di ngu.

Diéu tri trong thoi gian ngan nhat co thé (2 5 ngay), néu tinh trang mét ngu kéo dai
qua thdi gian ndy nén danh gia lai viéc diéu tri.

7. Chéng chi dinh:
Lién quan dén tic dung khing cholinergic

Tién sir ca nhan hodic gia dinh mac bénh ting nhin ap goc déng cé goc tién phong
dong

Réi loan chirc nang tiét nigu c6 nguy co bi tidu

Khde

- Qua méan cam (dj tmg) véi hoat chat hoic véi bét cir thanh phdn nao ciia thube
- Tré em dudi 6 tudi do nguy co sic v&i dang thudc vién

- Tién sir mt bach cau hat khi ding véi cic phenothiazine khac

- Tién sir hoi chirng 4c tinh do thudc an thin

- Bénh Parkinson hodc hdi chirg Parkinson

Thubc khéng diwge khuyén cdo cho:

Phy nir 6 thai (xem Sir dung thude cho phu nit ¢é thai va cho con bii)
Phu nif cho con bl (xem St dung thuée cho phuy nit ¢o thai va cho con bir)
8. Cinh b#o va théin trong khi dung thude:

MAt ngi:

o Mit ngii c6 thé do mét sé nguyén nhan, khong cén thiét phai diing thube.

e Néu w thé, nén x4c dinh nguyén nhén ctia chirng mét ngii va diéu trj cc yéu té
bénh nén.

e Tinh trang mat ngii kéo dai sau 5 ngay didu trj c6 thé chira 1 tinh trang bénh nén va
vige diéu tri nén dugce danh gia lai.

Hoi chitng #c tinh do thude an thin

® Hoi chimg éc tinh do thude an than da duge béo céo véi alimemazin. Héi ching 4c
tinh do thuéc an thin diic trung boi ting than nhiét, cting co, hé thin kinh thwe vat
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khong on dinh, suy giam y thirc va ting creatin phosphokmase trong mau (CPK). CdC
déu hi¢u khac c6 thé bao gbm myoglobm niéu bi¢u hién tiéu co van va suy thén cép.
Khi 6 bat ky déu hiéu ndo goi y dén hoi chiing 4c tinh do thudc an thin, nén ngirng
ngay viéc dicu tri béng alimemazin. Tiong trudng hop téng thén nhigt khong 16
nguyén nhén, bét bude phai dimg diéu trj bing alimemazin va dénh g gia cac yeu t6 1am
sang nhdm huéng dén héi chirng dc tmh do thuée an than Céc dau hiéu cia rdi loan
chire néng thye vit nhu xanh xao, dd md hoi, khong on dinh dong mach, c¢6 thé 1a
nhitng dau hi¢u canh bao sé‘m trlrm, khi bit ddu ting thén nhle;t Mac du lu;n chirng éc
tinh do thuoc an than c6 |1gunn gbe dic lrlmg, nhitng yéu t6 nguy co nhét dinh duong
nhw xuét hién trude dé nhu mat nude hoic tén thwong ndo thye té.

Mit bach chu hat

Céc trudng hop mat bach ciu hat da dugc md ta voi alimemazin, Xuat hién sét, dau
hong hofic nhiém tring khéc can dugc kiém tra y t& va kiém soat cong thirc mau Nén
nging diéu trj bang ahmemaan ngay 13p trc trong trudng hop gidm bach cau trung
tinh hodc giam bach ciu hat.

Bénh nhiin bi dong kinh hoiic ¢6 nguy co co giat
Phenotlnazm lam giam ngudng co glat Can than trong va ting cudng giam sat &
nhiing ddi twong bj dong kinh hoic ¢6 nguy co co giét.

Ngwdi cao tudi

Do ¢o d nhay cam cao hon, Alimemazin khong dugc khuyén céo & ngucn cao tudi,
nhiing nguoi co nguy co tang huyét 4p tu thé, chéng mit, nga, an thin, tic dung ngoai
thap va trc ché ho hép.

Do dac tinh khang cholinergic ctia alimemazin, cAn thin trong & ngudi cao tudi trong
trucmg hop tdo bén man tinh (nguy co liét rudt), phi dai tuyén tién liét (nguy co bi
tiéu) hoac diéu trj bing thude khan;, chulmesterase (nguy co nhim lan).

Néu vin ding alimemazin, nén giam lidu (xem Liéu dimg, cdich dimg).

Giam nhu dong rudt

Céc trudng hop tic ruq)t dd duoc bao cdo ¢ nhitng bénh nhan duge diéu trj bang thubc
khang cholinergic an than kinh. Nhimg trubng hop hiém gap vé viém dai trang do
thiéu mau cuc bd va hoai tir ru{;)t doi khi g ;,dy tir vong da dugce bdo cdo. Pa s6 nhitng
bénh nhan nay dugc diéu trj dong thoi véi mot hodc nhidu loai thude 1am glam nhu
dong rudt (dac biét 1a cée thude cé dic tinh khéng cholinergic). Can luu y viéc khoi
phat con dau bung kém theo nén mira va/hoic tiéu chay trong qué trinh diéu tri. Tinh
trang 40 bon duUc nhan biét va diu trj tich cue. Sy xudt hién cta liét rudt/tic rudt cap
can xir trf khdn cép.

Tsc dung e ché hé thin kinh trung wong

Alimemazin c6 tic dung trc ché hé than kinh trung wong c6 thé lam tram trong thém
héi ching ngung thé khi ngti dd ¢6 trude d6 (ting s6 1dn va thoi gian ngung tha).

Téac dl,mg an thin cua alimemazin ¢é thé duge ting cuong khi ding cting bat ky loai
thuoc tic ché than kinh trung uong nao khac (dic biét 1a rquu) Khﬁng khuyén céo
ubng nhiéu dd udng cé con va thude c6 chira cdn trong qud trinh didu trj (xem Tuong
tac, twong ky cia thude).
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Bénh nhin dang diung nhidu thube

Cén thin trong & nhitng bénh nhan diing nhiéu thude do nguy co tucmg tac thude va
tang tac dung khong mong, rnuun (xem Tuong tdc, twong ky ctia rhuor,)

Nén tranh két hop voi cac thubc trc ché acetylcholmesterase céc thude e ché
acetylcholinesterase c6 thé can tr& hoat dong ciia thube khang cholinergic.

R&i loan tim mach

Alimemazin nén dwge sir dung thén trong cho nhitg bénh nhén rdi loan tim mach, do
tac dung nhip tim nhanh va ha huyét ép ciia phenothiazin.

Cac truong hop tang khoang QT da dwge bio céo thuong xuyén nhét khi ding
alimemazin két hop VvGi céc thude khac cé thé lam tang khodng QT. Than tr@ng o
nhiing bénh nhan c6 tién sir c4 nhan hojic gia dinh vé khoang QT va sir dung dong thoi
cac thude ¢ thé kéo dai khoang QT.

Nhay cam anh sang

Do tac dong nhay cam 4nh sang cia phenothiazin, khéng nén phoi nfing trong qué
trinh diéu tri.

Suy gan hoiic suy thin

Giam thai trir alimemazin & ngudi suy gan va/hodc suy thin ning. Khong nén dung
alimemazin & bénh nhan suy than hodic gan do nguy co tich liy. Néu van bit dau diu
tri, nén giam liéu,

Qua liéu ‘ }
Céc trudng hop qué liéu c6 thé dén dén tir vong da duge béo cio.

Lam dung thube
Cic tnrong hop lam dung thude dd duge béo céo diic biét & nhitng bénh nhan c6 tién
sir r6i loan tAm thin hogdc nghién.

Canh bao ta dwge:

-Thude nay chira ta duge lautobe bénh nhén véi cic bénh ly di truyén hiém gip khong
dung nap fructose, kem hép thu glucose-galactose hodc thiéu hut sucrase- isomaltase
khéng nén ding thudc nay.

9. Sit dung thude cho phu nit ¢é thai va cho con bi:
Phuy niv ¢6 thai:

Theo dir liéu hién c6, tot nhat nén tranh st dung alimemazin trong thoi ky mang thai,
bat ké & lhm ky nao cua thai ky.

Trén thye (¢, dit lidu trén dong vat khong di dé két luan va dir liéu lam sang dam bao,
nhung co gidi han.

Trong trwong hop dicu tri vao thoi ky cudi ciia thai ky, cn tinh dén dic tinh khang
cholinergic va an than ciia alimemazin dé theo doi tré so sinh.

Phy nir cho con bii:
Chua biét liéu rang alimemazin ¢ qua sira me hay khong. Do kha ning an thin hoiic
kich thich nguoc ctia tré so sinh, va tham chi nhiéu nguy co ngung thé khi ngu da
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duwge dé cip voi phenothiazin, alimemazin khang khuyén cdo dimg cho phy nif cho
con b,

10. Anh hwing ciia thube 1én kha nang lai xe, vin hanh mﬁy moc:

Nhirng ngudi didu khién phwong tién va sir dung may mée cin chi y y dén nguy co gay
budn nga lién quan dén sir dung alimemazin, dac biét 1a khi bit dau diéu tr:
Hién tuong nay ro hon khi ding d6 ubng c6 cdn hoiic thudc cé chira cdn.
Nén ubng vao budi tbi.

11, Twong tic, twong ky cia thube:

Twong tac thube

Kel hop véi thude kéo dai khodng QT

Cén than tlong khi ké don alimemazin két hop vai cac thudc ¢6 thé kéo dai khoéang
QT, nhu thuée chéng loan nlup tim (qunndm dls-:)pyramld procatnamld propafenon,
amiodaron, sotalol) thubc chéng tram cam ba vong (am]trlptylm), bon vong
(maprotilin), thuéc khang histamin, thuoc chong loan thin, mdt sb loal thudc chéng sbt
rét (quinin va mefloquin), va thube gay rdi loan dién giai (ha kali huyét, ha magnesi
huyét), nhip tim chdm. Nguy co ting khoang QT.

K&t hop khong khuyén céo

Ruwon

Ruo‘u lam tang cu‘ung tac dung an than cia thude khang histamin. Suy gidm canh gidc
c6 thé géy nguy Inem khi lai xe va str dung may moc.

Tranh d udng c6 cdn va céc loai thude khéc cé chira cdn.

Két hop cAn than

Lithi

Nguy co xuét hién cdc dau hiéu réi logn than kinh goi ¥ dén hdi chimg éc tinh do
thude an than hodc nhidm ddce lithi. . )

Theo ddi lam sang va sinh hoc thudng xuyén khi bét dau phdi hop.

Thudc tic dung tai chd & ﬂuo’ng tiéu hoa, thude khing acid va thude hép phq
Giam hap thu alimemazin. Uong thude tac dung tai cho o duﬁng tiéu hoa, thude khang
acid, thude hap phu cé4ch xa alimemazin (hon 2 gid néu ¢6 the)

K A & ¥
Keét hop ean can nhac

Thude an lhan, gy ngi, thudc ire ché hé thin kinh trung wong khac

(Mt sb thube chdng tram cam an thén: amltrlptylln, doxepin, mianserin, mirtazapin,
barbiturat trnmplamm benzodiazepin va céc thube lién quan nhu zolpidem hofc
zopiclone, thude an than, thube ha huyét 4 ap trung wong, thudc gy ngu, dén xudt
morphin (thuoc giﬁm dau, thude trj ho, diéu trj thay thé), thuoc khang histamin an thin
khéc, thube an than kinh, baclofen thal:domld) gay tdng tram cam trung wong. Mét
canh giac c6 thé gdy nguy hiém khi lai xe va st dung may méc.
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Atropin va cac thuoc khaug Lholmerglc khic

(Thude chong trdm cam imipramin, thude khang cholinergic, thubc khéng parkmson,
thudc chéng co thét atropin, dlsupylamld thubc an than kinh phenothiazin, thubc
khéang histamin H1, clozapm) gdy cac tac dung khong mong mudn ciia khang
cholinergic nhu bi tiéu, tao bon, khé miéng.

Dapoxetin )
Nguy co gia tang tac dyng phu, dic bigt nhur chéng mit hodic ngat.

Thubclim hg huyét4p
Nguy co téng tac dung ha huyét ap, dic biét 1a ha huyét ap tu thé.

Thube glam ngu’ﬁ‘ng co gidt

(Thuur., Lhong trdm cam (imipramin, chét Gc ché tai hap thu serotonin cé chon loc),
thu6e an than kinh (phenothiazin va butyrophenon), mefloquin, cloroquin,
fluoroquinolon, bupropion, tramadol) gy ting nguy co co giét.

Thude cht;n kénh beta trong diéu tri suy tim
Tac dung gian mach va nguy co ha huyét ap, dic biét 1a ha huyét 4p tu thé ding.

Orlistat
Nguy co thét bai trong diéu trj trong trudng hop didu trj ddng thoi véi orlistat

Tuong ky thube:

Do khéng c6 cdc nghién ciru vé tinh twong ky ctia thude, khéng trén 1in thube ndy véi
céc thude khéc,

12. Téic dung khong mong mudn ciia thude:

Céc dic tinh dugc lyc hoc ctia allmemazm 1a ctia phenothiazin gy ra téc dung khong
mong mudn. Miic cfﬁ va tin suét xuét hién cia cac tac dung khéng mong mubn ting
Ién & ngudi cao tudi va tré em.

Hé co’ quan Téc dung khing mong mudn

Roi loan tim Pénh trong nguc

Nhip tim chdm, nhip tim nhanh

R&i loan nhip

Kéo dai khodng QT (c6 kha ning gy xoan dinh)

R&i loan méu Ha huyét 4p tu thé dimg

Roi loan tiéu héa Tap bon, giam nhu ddng rudt véi kha nﬁng viém rudt két do thiéu
mau cuc b va hoai tlr (xem Céanh béo va thén trong khi ding
thude)

Giam tiéu ciu

Thiéu mau tan huyét

R6i loan gan mét | Vang da & mat, chi yéu 1a viém gan & mét

R&i loan mét Réi loan dicu tiét

Gidn dong tir

H¢i chirng giam trucmg lye méng mét
Bénh tang nhan ap cap tinh
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) Lang dong séc t& nfu & phin trude nhan cau do sy tich lily clia

thude, thudng khong anh hudng dén thj lyc

Hé sinh san va
£ r
roi loan vi

Tang prolactin méau, v6 kinh, h¢i ching da tiét sita (galactorrhea),
nit hoa tuyen vl (gynecomastia)
R&i loan xudt tinh va cuong cirng

A 5
Roi loan da va
mo dudi da

Nhay cam anh sang
Phén (mg di tmg trén da: ban dé, cham, ngira, ba xuat huyét, c6 thé
ndi may day mang l6n.

. . «
RO loan thin va
tiét niéu

Bi tiéu

R&i loan hé hép,
[ong nguc va
trung that

Tang d4 nhét ctia djch tiét phé quan

R(’i’i‘ loan hé théng
mién dich

Phan g dj (ing toan than, soc phan vé, hiém gap hon 1a phy
mach

R6i loan tim than

Tho o, phan ing lo lﬁng, rbi loan tm trang

Trang thai bdi i (thuéng xuyén hon & ngudi cao tudi)
Ao gide

Hung phén, hbi hdp, mat ngu

R&i loan hé than
kinh

RGi loan thing bing, chong mat

Mt tri nhé' hodc mat ti:ip trung

An thén hoic budn ngu, xuit hién 13 hon khi bét diu dleu tri

Vién dong khéong phéi hop, run (phd blcn & ngudi cao tudi)

Céc trudng hop co gidt hiém gﬁ?, chii yéu trong trong lrtrcmg hop
tién sir d(;‘mg kinh hogc c6 céc yéu ti nguy co khic, nhu' két hop
véi cée thude khae 1am gidm ngudng co gidt, hogic ubng rugu
(xem Canh béo va than trong khi ding thudc)

R6i loan vén dong sém (chiing veo ¢b do co thit, con X0dy mit,
cfrn g ham)

R&i IUglﬂ van dong mudn, chi yéu xay ra khi diéu tri kéo dai.
Nllung rdi loan van dong mudn ndy d6i khi xay ra khi ngirng thubc
an than kinh va bién méat khi ding lai hodc tang lidu lwgng. Thude
khang parkinson khong hoat dong va 1am bénh trim trong hon.
Héi chirng ngoai thap: réi loan van déng, ¢6 hodc khong ¢6 ting
treong lye.

Bénh ngéi khong yén (akathisa)

Hoi chirng chan khong yén

“Egiﬁldan toan
than va tai noi
ding thuoe

Kho niém mac

A A
Rai loan chuyén
héa va dinh
dudng

Tang dudng huyet roi loan dung nap glucose, rbi loan qua trinh
tao dudng (ké ca ha duo‘ng huyct)
Téing cén, ting cam gi4c thém an.

LY

o, —

WY LN



_ https://itrungtamthuoc.com/

Bio cdo ADR:

Viée bao cao cac phan ting ¢6 hai nghi ngdr ciia thude sau khi luu hanh rét quan
tmng, né cho phép theo dai lién tuc ty 1€ gitta lgi ich/ rii ro cia thude. Céc chuyén gla
y té tlen hénh cong b6 céc phan Gng c6 hai nghi ngo thong qua hé théng béo cdo quic
gia vé thong tin thudc va theo ddi phan tng ¢6 hai cia thubc (Trung tim DI & ADR
Quée gia)

Thong bdo cho bic sinhitng tic dung khong mong muén gip phai khi siv dung
thuic

13. Qua lidu va cach xir tri:

Triéu chirng

Cac clau hic¢u va triéu c,hmlg qua liéu alimemazine 1a ting tac dung duo‘c Iy ctia thude.
Bao gbém: ¢ ché ho hép, r6i loan huyét 4 ap, co gift (dic biét & tré em), r6i logn y thirc,
hén mé. Céc trudong hop kéo dai khoang QT da duge bao cao khi ding qué liéu
alimemazine,

Xar tri

Pidu tri triéu chirng va cac bién phap hdi sic tai bénh vién

14. Dic tinh duge Iye hge

Ma ATC: R06A DO1

Nhém tac dung duge ly: Thude khang histamin ding toan than

Alimemarin ¢6 céc dac tinh:

Thudc an than va an than & lidu théng thuong

Thudc khang histamin H1

Khéang dopaminergic

Thudc khang cholinergic trung wong va ngoai vi (atropin)

Thube tic ché day than kinh tiét adrenalin (nguy co ha huyél 4p tu thé)

Cac dic tinh nay gay cac tac dung khong mong muén va trAm trong hon khi ding qua
liduva o nhitng bénh nhan ding nhiéu thudc 1am ting nguy co tuong tac thude.

15. Dic tinh dwge djng hoc:

Hap thu

Alimemarin duoc hap thu nhanh qua duong tiéu hoa, Sau khi uong 15-20 phut thube

c6 tac dyung va kéo dai 6-8 giv. Nong d6 Alimemarin trong huyét twong dat t6i da sau
4,5 gio voi dang vién nén.

Phén b6

Ty € lién két véi protein huyét twong 1a 20-30%

Chuyén hoa

Sinh kha dung ur{mg dbi trung binh ctia vién nén S0 voi siro dat khoang 70%
Alimemarin chuyén héa chii yéu qua gan thanh cac chit chuyén hoa N-desalkyl chua
ro hoat tinh.

Thai trir

Thoi gmn bén thai la 5-8 gio. Alimemarin dugc thai trir qua thin dudi dang céc chit
chuyén hoa sulfoxyd (70-80%, sau 48 gio).
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16. Quy cach déng goi:
HOp 2 viz 5 vi; 10 vix 10 vién, vi PVC/ Alu, kém t& hudng dan sir dung.
HOp 2 viz 5 vi; 10 vix 10 vién, vi Alu/ Alu, kém t& hudng dan sir dung.
17. Piéu kién bio quin, han ding, tidu chuin chit lwgng ciia thude:
- Diéu kién bio quén: Giit thudc trong hop kin, ngodi tim véi cia tré em.
Bao quan: Noi khé mét, tranh énh séng, nhiét do khéng qua 30°C.
- Han dung: 36 thang, ké tir ngdy san xuét.
- Tiéu chuin chat lwgng ciia thube: Tidu chudn co s&
18. Tén dia chi ciia co' sé séim xuét thude:
Sdn xudt trén ddy ch uyén dat tiéu chuin GMP-WHO tai :

Cong ty Dwge Phim & Thwong Mai Phwong Déng-(TNHH)
Dia chi: TS 509, t& ban dé s6 01, Cum CN Hap Linh, Phudng Hap Linh, Thanh phd
Béic Ninh, Tinh Béac Ninh. DT: 02223.720.838

E-mail: nguoitruyenlua2(@phuongdongbn.com.vn
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