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MAU TO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

PHAN THONG TIN DANH CHO BENH NHAN

LEVOMEPROMAZIN
MALEAT EETH

DOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG.

DE XA TAMTAY CUA TREEM.

THONG BAO NGAY CHO BAC SY HOAC DUJC S¥ NHUNG TAC DUNG KHONG
MONG MUGN GAP PHAI KHISUDUNG THUDC.

THUOC CHIDUNG THEOBON GUA BAG SY.

THANH PHAN CAU TAO CUATHUGC:

Ma| vien nén bao phim chira:

Levomepromazin maleal .. . ... e 250
Ta duoc(Lactose, Tinh bt san, Tale, Poviden, Magnesi stearat. HPMC 15¢ps,
PEGBGOO.Aero?.;il,'I'rtandioxyd}.....,...... e v TWIBR NEN D20 phim
MO TA SAN PHAM: Vi&n nén bao phim mau trang hodc trang nga, ninh ren, 87, mat
181, canh vé thanh vién (anh Ian.

QUY CACHBONG GOI: Lo 100vian

THUGC DUNG CHO BENH Gi?

Bénh tdm than phan liét, loan thén chu ky, loan than giai doan nwng cam, loan than
thuc thé. Rdiloan nhan cach, cé thai 46 gay gé va hanh vi nwéng ngoai qua mic.
Biéutri dau quamure, phdi hop véi cac thude giam dau.

B gidm dau va an than khi cén tranh gay (rc che hé néptrong khi chuyér da da

Tien mé trwée khi mé

NEN DUNG THUGC NAY NHU THE NAG VE LIEU LUONG?

Céch dang: Lubn luén ding thude nay thee ding nhu bac s7 42 nél vai ban, banrén
kiém travéi bac sy néu ban khang chdc chdn Nadng vién thuds nén du o e nudt cé visn
voimatly nuse

Ligudang:

Ligu ding thang thuang & nguei Ion va thiéu nisn:

- Loan tdm thén va dau nang:

Uding ban d4u: 2 - 3 viéningay chia I&m 2 hodz 3 14n, ubng vao ol an, liéu tang dan
néucanva chiu fuocthude.

Néu liéu ban d4u cén dén 4 - 8 vién/ngay, ngudi bénh phdl ndm tal giveng treng vai
ngay déu d trénh gidm huyét &p thé ding, Liéu co 1hé tang |2n thea ting budc nhd
cho dénkhimét liduthich hop dugciimthay cho ban

-Anthan hogc dau vira:

Li€u uong ban dau: 1/2 - 1 vién/ ngay chia lam 3 &n, uéng véo hira an, lidu tang din
néu can hoac dung nap. Co thé lam giam budn ngu vao ban ngay, néu cin, bing céch
chia liéu hang ngay khéng déunhau, phén liéu cao udng vae ban dém.

Lié;u théng thudng o tré em Lidu khang dwec vrot quéd 1.5 vigningay & tré dudi 12
tuor

Liéu théng thuang & ngudi cae tudi: 1/2 ligu théng thudng & ngudl 190, Ngwed bann
1am thén thue thé hozce bitrang thai 16 1&n cAp phai dung liéu ban ddu béng 1/2 hodc 1/2
liéu théng thudng & ngudi I6n. Lidu tang dén nhung khéng sém cdch qué 2 - 3 ngay.
nén cach 7- 10ngay néu cathé,

KHINAO KHONG NEN DUNG THUGC NAY?

- Qué man v&i phenothiazin

- B&nh than, tim ho4c gan nang hedc ¢a tién st co giat,

- Qua lieu barbiturat, opiat hodc regu

-Hén me,

- Giam bach cu va cotidn st gidm bach cau hat.

- Bénh nhuocco.

TAC DUNG KHONG MONG MUON CUATHUOC (ADR)

Gidng nhur 131 ¢a cac loai thudc, vién nén bao phim Levomepromazir maleat 25 mg cé
the gay ra tac dung phu, mac di khong phai1at cé moi ngudi céu gap.

Hay cho béc sicta ban bigtngay [&p tre néu ban g&p bat ky nhing didu seu day:
Thing thuemg: co the dnh hudng dén 1 trong s6 100 ngui:

Ha huyétapthé ding, {im @4p nhanh, danh tréng ngure.

Loarn trrang lue co cép (cing co), g ngdi khang y&n, hai chirng Farxinson, run
quanhmiang, loan van déng mudn (sau didu iri daingay).

Knémiéng, nhin mé, bitiduién, téo bén, budn ngu.

Man cam anh sang, phat ban ngoai da, phdn Ung qua man {may day, rat san, cham
xudt huyét hode phu).

Xung huyét mal (ngat mai).

ltg&p. cothé dnh hudng Gén 1 trang 1000 - 1 trong 100 ngudi

Roiloandigutiet.

Vitod nam, thay doi vétinh duc, ting can

Hiém: 66 thé dnh hudng dén 1 trong 1.000 nguor;

Da bién mau (nhidm sdc xam - xanh do ding thubc daingay).
Tiétnhiéusa listduong

Méat bach cdu hat, gidn bach ciu

\ang datr mat, nhi€ém dgc gan

Bénh vaing macséctd.

Mt tac dung phu nghiém trong nhung hiém (3 héi chitng dctinh d 6c an théan kinh
Cécdéuhigu nay bao gém sdt cao, ra mé hdi, g bap clrng, nhigd™m nhanh, tha nhanh
v& budn ngu hay nham13n. Cang cd thé ca khaé khan trong vig€di lai hay nhing chuyén
déng corbap khang tw nguyén Nau nhing trigd 1 1rién xin vuilang lién hé vei
bacsiclabanngay lapiie.

Nhiét 49 cao, va ma hai, danhetnhat, kho ditié
Néu ban gap bat ky tac dung phu duoc liét ké
clia ban, k
NEN TRANH DUNG NHUNG THUSC HOAC THUC PHAM Gi KHI BANG SU DUNG
THUSC NAY?

Hay cho bac sThodc duoc siclia ban bigt néu ban ¢ang dung hodc g&n day d2 ding
bét ky loaithudc khac, bao gdm canhimg thuéc khbng ké don, Bao gom cac:

+Thude (¢ ché than kinh trung rong.

+Thude 6& didutr rél loan nhip tim

+Thuoe chdng tram cam va thudc cho cac rdi loan tam thar khac (vi du thude chéng
loan than)

+Epinephrin (Adrenalin) & nhirng benh nhén qué lidu cac thudc chdng lcaninén.
Tranh udng rutru trong khi ban dang dung thube

CANLAM Gi KHIMOT LAN QUEN KHONG DUNG THUGC?

Néu ban bd I& mot liu. chican udng thudc ngay sau kni ban nhé ra sau 6 nho dung
nhw trure. Khong nén ding ligu gap doi 62 blcho li€u da quén.

CAN BAC QUAN THUSC NAY NHU THE NAO?

Noikhd, nhiét dé dudi 30°C, tranh énh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU?

Triéu chirng qué liéu: e ché thén kinh trung uong 12 trigu chimg 1ré nhal. Mat diéu
hoa, chéng mat, ngu ga, bat dinh, ca gidt, ucché hd hap. Tridu ching ngoaithap cothé
x2y ra mudn, Ri loan nhip tim. Gidm huyét 4p. Héi chirng &c tinh do thuéc an than
kinf.

CAN LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAQ?

Néu ban hosic mat diea tré vé tinh dung thude nhiéu hom iéu khuyén c&o, hay di dén
bécsihodcco sd cap clru g&n nhétngay 1ap tikc va mang theo hdp thude ciaban
NHUNG DIEU CAN THAN TRONG KHIDUNG THUSC NAY?

a, Cactinhtrang can than trong khi dang thubc

Vi Levomepromazin ca thé gay ha huyét ap thé divng dang k&, ngudi banh aang thuds
phai nam tai giuong hodc phal duec giam sat chat chi it nhattrong 6 = 12 ¢léy sau mbi
1&n udng nhivng lidu ddu tién.

Can than trong khi ding thude cho nguei ceo tudinode ngudi suy nhugc co bénf tim vl
nguy co ha huyét ap nang. & nhiing naudi ndy cén phai gidm lIAu d4u tén va cd thé
tang dan néu can, trong khi dd phai kiém tra thwdng xuyén macn va huyét ap,

D6 voi ngudi dang thude thai gian ¢ai, phai ¢ah ky x&t nghigm mau v test gan vicd
1hé cocactac dung phyvé huyét hoc va gan nang.

Than trgng khichi dinh cho cac roilean tam than hung cdm

b, Trwédrng horp cé thaivacho con b

Néu ban dang mang thai, di dinh c6 thai hoac cho con b, kéy hoi bac si hoac duwgre s7
trére khi ding Levernepromazin maleat hodc bat ky loai thudc khac. Cac trigu chang
sau day co the xay ra & tre so sinh khicac bame @4 si dung Levomepromazin maleat
trang bathang cudicdathaiky run rdy, cimg cerhodce yéu co, budn ngd, kich @8ng, khe
ther. Néu em be cua ban xuét hién cac tridu chirng nay, ban caihé céin phai lién he vdi
hac sicia ban.

c, Tac dungvdi khanang 1ai xe va van hanh may méc

Khong 1&i xe hoac van hanh may méc néu dang s dung thudc vi thube ¢é thé l&m che
ban cam thay bubn ngu, nh&m I1&n, chong mat hedc ¢au be quay cubng.

KHINAO CAN THAM VAN BAC SY, DUQC S¥7

Khi phéat hién thay tac dung phu duoc ligt ké o trén,

Khidangqua liéu khuyén céo

Khicanthémthdng tin, xin hoi v kién bac s§ hodc dugt s§.

HAN DUNG CUA THUGC: 36 thang ké 1 ngdy s&n xuat.

Knéng ding qué thér han in trén bac bi. .

NGAY XEM XET SUA DO, CAP NHAT LAI NQI DUNG HUGNG DAN SU DUNG
THUGC:

trén. héy bac v&ibac sThoac dugce sT

HUGNG DAN SU DUNG THUGC CHO CAN BO Y TE

1.CAC BAC TINH DUGC LUC HOC, DUGCBONG HO|
1.1 Bdc tinh duge e hac e el

s el BN _
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MAU TO HUGNG DAN SU DUNG THUOC
(MAT SAU)

Levomepromazin {(con co tén goi khac la Methotrimeprazing & ddn chit cua
phenothiazin co tac dung duge ly twong tu clorpromazin va promethazin. Tuy nhién,
Levomepromazin co tae dung an thén, géy ngu vé gidm dau manh hon clorpromazin.
Tac dung Gc ché didu hda than nhiét va kha nang chen céc phan xa cé lign quan cla
Levemepromazin manh gp 2 ¢én 4 14n so v clerpromazin. Tac dung chéng nén va
khang cholinergic tweng duong. Levomepromazin la chat dai khang thy thé histamin
ratmanh, gap khoangE |an cho mdi Iuautmhtheo.'ng valevomepromaz ncong colac
dung chang phi rdt marh, woe lueng gép khodng 5 14n so vei clorpromazin chéng phi
do szrofonin

Levomepromazin ©6 1ac dung gidm dau giéng morphin v& meperidin {15 mg
levomepremazin hydroclorid cé tac dung giam dau vé 1am sang tuong duong 10 mg
morphin sulfathodc 75 mg meperidin hydroclarid).

Che dén nay chua cd bao cao ding thudc nay dan dén dau hidu nghién thude, 12 thude
thube hode héi chirng cai thube, ngay cé khidung libu cac hodc kéodai.

Thubc 10 ra khong tac ddng @én phan xa ho, (rc ché hé hap It xay ra vei
Levomepromazin.

1.2 Bdc tinh duge déng hee

- Hép thu: Sau khi udng, khoang 50% thude theo ligu dung duce hp thy vac mau,
néng €adinhtrong mau dat duc sau 1 -4 gie.

- ‘“ﬁuyé.r‘r hda: Le'mmepromazm chuyen héa ¢ gan thanh sulfoxid va ché
glucuronic v& baitiét nhidu vao nwéc tidu dudi dang cac chat 46

- Théf triz; Nira d&i thai trir cla Levomepromazin khaang 20 gior va khd 5ng lien quan
dén lidu dung. Mt leong nha thude dang khéng bién adi bai tiét vao phan vanuoc tidu
{1%). Cac chat chuyén héa cang co tac dung, ‘nhung kém hon so vai thudc nguyen
dang. Balfléﬂuungdélchém v& cac chat chuyén hoa van ot trong nurdrc tiéu téi * tun
sau khiding mot liéu duy nhat.

2. CHIBINH:

Bénh t&m th&n phan liét, loan than chu ky, [oan thén giei doan hung cadm Ican than
thurcthé. Réi loannhan cach, cothai dé gay gdva hanhvihudng ngoal gué mic
Diéutr| dau guamue, phm hep vor cac thuoc giam dau,

Dé gidm dau va an than khican tranh gay (e ché ha hap trang knichuyén cade

Ti&n meé trude khi mé.

3. LIEU LUONG VA CACH DUNG:

Cach ding: Thube duoe ding thee duéng udng.

Liéudung:

Liéu ding théng thurong &ngudi Iom va thidu nien:

-Loan tdmthan va dau néng:

Uéng ban ¢au: 50— 75 mg (base)/ ngay chia lam 2 heac 3 2n, udng vaa biva an, [idu
tang ¢an néu can va chiu duroc thude.

Néu ligu ban ddu can dén 100 ~ 200 mg! ngay, ngLedi bénh phai ndm tsi givéng trong
vaingay a4u aé tranh giam huyét ap thé ding.

Cothé cén dén lidu 1 ghode hon mingay a2 diéu trj loan tam thén néng.

- Anthdn hodic dau vira:

Liéu udng ban ddu: 5- 25 mg (base)/ ngay chia lam 3 [an, uéng vao bira 2n, liu tang
dén néu can hogc dung nap. Co thé lam giam budn ngd vao ban ngay, nu can, bang
cach chialigu hdng ngay khang déu nhau, phén lidu cao uéng véao ban dém.

Ligu théng thwrang ctréem:

-Loan tamthén hodic Gau hosc an than:

Lléu ubng ban ddu: 250 microgam (0.25 mg ) (base)fkg/ngay chia 1&m 2 hoac 3 1an
Jong cling bi¥a an; lidu tang ¢én néu canvadung nap.

Liéu khdng duocvuotquado mg/ngay & tré duéi 12 tudi.

Liéu thang thuong & nguoi cao tudi: 112 lidu Indng thudng & ngudi lon. Nguoi kenh
tam than thuc thé hodc bitrang théi I 18n cép phai ding liéu ban Gau bdng 1/3 hoas 1/2
iBu théng thuéng & ngudi lén. Lidu tang dan nhung khong sém céch qua 2 - 3 ngay,
néncéach7-10ngéynéucéthe. :
4. CHONG CHIBINH:
-Quaman v&i phenothiazin.
-B&nnthan, tim hoac gan nang hoac ca tié
-Qualieu barbiturat, opiat hoacrugu
-Hénmé.

- Gi&dm bach cau va co lién st gidm bach téu hai
-Eénhnhugcco.

5.CAC TRUGNG HOP THAN TRONG Kl-ll DUNG THUGC:
a, Cac tinh trang cén than trong k khidungs hude: i SF
Vi Levomepromazin cé thé gay ha huyét 4p édgng déng kE—f'gu@i hding thude
phéi némtai giuvdng heac phal duge giam sat cnatché it nhiattrong€— 12 o sau mai
lanudng nhing liéu dau tign.
Canthantrong khidang thuéc cho nguei cao tudi hodc ngual suy nhuee ca bénk lim vi
nguy co ha huyét ap nang. O nhiyng ngudi nay cén phi (B déu tién va co thé
tang d&n néu can, trong khi @6 phai kidm trathudng xuyén m*v hbh‘ ah.

t lien hop

1hé cd cactac dung phu vé huy thoc va gannang.

Théan trong khi chi dinh cho cac réi loan tam than hung céT
b, Trwéng ho'p ¢6 thaiva cho con bu HUuen f{

Gi 6ng nhu cac phencthiazin khac, khong duoc dung L@grznrr@{rcmarln cho ny

b&nh & 3thang cudi thai ky, vitang nguy co phan (rng khéng mang mudn vé hdl‘l k.w?‘
v& vang da cho tré so sinh. Vi nhi¥ng nguy cor do, nén trénh ding céc thude an than

I RUONG
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kinh trong 3 thang cudi thai ky. Tuy nhién, ¢é thé ding Levomepromazin trong Iic
chuyéndadé, virat itkhi gidm con co tl cung,

Ve lidu ding €& gidm dau trong khi chuyén da. sira me o thé chira mét lugng thude
khéng dang ké. Nhung xét vé ndng d¢ va ligu legng © 1ré nho; rat nhigu kha nang la
khong cé bat ﬂy nguy conaochotre,

¢, Tac dung véi kha nang Iai xe va van hanh may méc

Leunrr'epromamrl malgal oo thé gay budn nga, mat phu'crng huréng, 10 {&n hode tut
huyél &p qua mire, oo thé anh hurdng ¢2n kha néng cda banh nhan dé 1l xe hay van
hanh maymbe.

6. TUONG TAC VOI CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC:
Thube (rc ché than kinh trung wong LPvumeprorrazm cotac dung cing hodc oo thé
téng cuong lac dung cla cac thude Ge cné thén kinh trung rong khac nhur cpi hodc
cae thude gidm dau khac, barbfurat hodc cac thube an than khac thude khang
histamin, thudc trén tinh hodc reeu. Khi dung Levomepromazin @ong tho'| voi cac
thuée (re ché than kinh khac, phaithan trong dé trann qua liéu

Thude khang acetylcholin: thude cé thé tang wcmg 1ac dung caa-cac thudc khang
acetylcholin va cac thude gian co xuong nhi succmy icholin Phdi than trong khi st
dung déng ther veri atropin hodc scopolamin vi o6 thé xdy ra tim42p nhanh va tut huyét
ap, ¥a cac phan ¢ng hé than kinh trung wopg nhw kich th . Mé& sang, v& cac trigu
chirng ngoai thap co the binang Ién. Khido Levomepf f azin abng they véi atropin
hoac scopolamin, phai gidm liéu atropin hoé&

Thubc ha huyét 4p: vi cothé xdyratang tacdingh vele,a nén chéng chi ginn dun
Levemnepromazin cho ngudi bénh dang dung thucs ha huyét &p k& ca thude e ch
monoamin oxydase.

Epinaphrin (Adrenalin). Levomepromazin déo \;gu'cvc tac dung comach cla adrenalin,
7.TAC DUNG KHONG MONG MUON CUA THUGQC (ADR)

Téc dung khéng mong mudn cia Levomspromazin giong nhu ADR cua cic
phenothiazin khac, nhung ha huyét 2p thé dirng nang hon va x&y rathuong xuyén hen
soviicac phenothiazin khac.

Thuting gdp. ADR = 1100

Timmach Hahuyét 4pthé ding. im @ap nhanh, anhirdng ngue.

Thén kinh: Hbi chiing ngoal thap: Loan truong lue oo cép, ddng ngdi knéng yén, hi
chirng Parkinson, run quanh migng, loan van déng mun | saumeutndamgéyj
Técdunghéthén Kinhty quén: Kha migng, nhin md, bitidutién, tdobdn, budn ngu
Da: Man cadm anh sang, phat banngoaida, phdn (srg qua man (may day, ral san, cham
xuahuyéthoac.phu]

Ho hap: Xung huyét mii (ngat mai)

ltgap, 1/1000 < ADR < 1/100

Mat Réiloan didu tidt.

Naitiét va chuyén haa: Vi to & nam, thay 481 v& tinh duc, tng can.

Tigtniéu—sinh duc; Knotigu tign.

Tigu héa: Budn nén, nén, dau ving daday.

Than kinh cer: run

Higm gap, ADR <1/1000

Than kinh: Hai ching c tinh do thude an than kinh, réi loan didu hoa than nhiét, ha
thap ngudng co giat,

Da: Da bién mau (nhiém sac xam - xanh do dung thudc dai ngay).

NGitiet va chuyén hoa: tiét nhidu sia.

Tigtnidu-sinh duc: Ligtdwong.

Huyét hoe: Mat bach cau hat, gidm bach cau

Gan Vang da (r mat, nhlem docgan

Mat Bénh \r(..rlg mac sactd

8, QLIALIEUV CACHXUTRI:

ay cam vdi cac thude an than kinh. Chua cg thong bao V& triong hop st
Ua lieu Levomepromazin nhung véi dén chat phencthiazin twong tw 13
rpremazin da cd thang bao la 350 mg clorpromazin cho mat tré 4 tudi da gay tor
vang. Cling c6 bao cao nhiém do¢ rat nang & nguei lon vévi liéu 625 mg.

Trigu ching qua ligu. oe ché than kinh trung Long (a trigu chisng trdi nhat. MAt diéu
hea, chang mét, ngt ga. bét dinh, co gidt, trcehé hé hép Trigu chiing ngoai thap co thé
x&y ra muan. Nhip nhanh xoang, théri gian Q — T kae d&i, blbe nh that, QRS gian réng,
nh.mg it khi gép loan nhip thit ndng Giam huyét 4p Hoi ehdng ac tinh do thudc an
thén kinh.

Biéu i Rira da day cing viithan hoat tinh. H8 trend hdp vé digu chinh can béng kigm
toan Chéng ca giat: Diazepam 10 = 20 mg che nguwdilon, 0.1 - 0.2 mafkg cho tré em.
Trigu chitng ngoaithép, cho biperiden 2-4mg (tréem 0.04 mg/ kg tiém bap cach nhau
30 phut). Theo doi dién 1am do. Chéng loan nhip. ¢lng thioridazin. Ha huyét &p, cho
truyen tinh mach va dopamin, neradrenalin, dobutamin

9.CAC DAUHIEU CAN LUU Y VA KHUYEN CAO: Khéing dé cép

TEN, DIACHICUACO S8 SAN XUAT

CONG TY c0 PHAN DUUC PHAM TRUNG UONG 2
9 Tran Thanh Tong - Q. Hai Ba Trumg - Ha Noi - Viet Nam
DT. 04.39715439 FAX: 04.38211815

San xudt tai:
L& 27, KCN Quang Minh - Mé Linh - Ha N&i - Viét Nam
DT: 04.39716291 FAX: 04.35251484

>

&

Ha.ngi, ﬁgay;igthang ¥nam 2016

-

i A
Y/ CONG TY

AN

[,-' o
e |
1| X1
\ \

DUgC
..t NC I‘T

3

@fmz t’m

DS.

G’TCP Duroe phédm Trung wong 2y

e TONG GIAM Ex‘jc
t.«{'?E""



