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Noi dung huéng din sir dung thude cho can b y té

GMP-WHO

1. Tén thube: LEVOPATINE

Levomepromazin 25 mg

2. Thanh phén:Tinh cho 1 vién.

Levon'lepromazin maleat.............oooiiii e 33,8 mg
(Tuong dirong Levomepromazin base 25 mg)
o Vira da 1 vién

(Lactose, Tinh bt ngé, HPMC, PVP K30, Talc, Titan ' dioxyd,
Propylen glycol, Ethanol 96%, Magnesi stearat, Nudrc tinh khiét)
3. Dang bao ché: Vién nén bao phim
4. Cic dic tinh dwoc lye hoe, dwge dng hoc.
4.1, Dac tinh dugc lue hoc.

Levomepromazin 1a din chit clia phenothiazin c¢6 tac dung dugc ly tuwong tu
clorpromazin va promethazin. Tuy nhién tic dung an than, kha nang tang cuong tac dung
gay ngu va giam dau manh hon. Levomepromazin la chit déi khang thu thé “histamin rét
manbh, gap khodng 2 1an cho mdi liéu tinh theo mg va cd tac dung chéng phi rdt manh, ude
lwong gap khoang 5 14n so voi clorpromazin chéng phi do serotonin.

4.2. Dic tinh dwge dong hoc.

Sau khi ubng thuoc noéng do dinh trong huyét twong dat tir | dén 4 gi¢. Khoang 50%
thube udng vao tudn hoan toan than. Levomepromazin chuyén hoa & gan thanh sulfoxid va
chét lién hop glucuronic va bai tiét nhleu vao nuéc tiéu dudi dang céc chit do. Mot luong
nho thube dang khong bién dbi bai tiét vao phan va nude tiéu. Nira doi huyet thanh khoang
20 gio. Cac chat chuyén hoa cling co tac dung, nhung kém hon so VO‘I thube nguyen dang.
Bai tiét turong d6i cham va céc chét chuyén héa van co trong nude tiéu téi 1 tudn sau khi
dung 1 lidu duy nhét. -

5. Quy cach dong géi: Hop 1 chai 50 vién. 100 vién. Hop 3 vi x 20 vién. \%\

6. Chi dinh, liéu ding va cach dung, chéng chi dinh B

6.1. Chi dinh:

- Piéu trj céc triéu ching loan tdm than bao gdm tam than phan liét, loan than giai doan
hung cam, loan than thyue thé.

- Dung lam thubc giam dau. Dic biét trong cac truomg hop dau qua mire, nguoi bénh khong
di lai dugc.

6.2. Lidu hrong va cach dung:

Ngwoi Iom va thiéu nién:

+ Loan tim thin phan liét va dau nang: 25 — 50 mg (base)/ngdy, chia lam 3 1an.C¢6 thé chia
liéu hang ngay khong déu nhau, phan liéu cao udng vao ban dém.

+ An than hoic dau vira: Ban dau ubng 6-25 mg(base)/ngay, chia lam 3 lan.

Tré em (< 10 tudi)

+ Loan tam than ho#ic dau hoic an thén: Liéu ban dau 0,25mg (base)/kg/ngay chia
lam 2 hoic 3 14n, ubng clng bira in. Liéu ting dan néu cén ~va ngudi bénh dung nap duge
thude. Lidu khong dugc vuot qué 40mg/ngay & tré dudi 12 tudi.

Nguoi cao tudi: Vs lidu thong thudng & ngudi lon.
Nguoi bénh tdm than thuc thé hosc bi trang thai lu lan can phai ding liéu bing 1/3 hodc ¥

liéu théng thuong & ngudi 16n. Liéu tang dn nhung khdng sém qua cach 2-3 ngay, nén cach
7-10 ngay néu co thé.




Cich dimg: Ding dudng udng, uéng vao bira an, liérting dan néu can va dung nap duot.
6.3 Chéng chi dinh

- Qua mén vaGi phenothiazin.

- Bénh than, tim ho#c gan ning hoéc €0 tién st co giit.

- Qua lidu barbiturat, opiat hodc rugu.

- Hon mé.

- Giam bach céu va cé tién sir giam bach cau hat.

- Bénh nhuge co.

- MAn cim vai céc thanh phn khéc cta thude.

7. Céc trreong hop thin trong khi dung thude

7.1. Thin trong chung:

- Dé tranh ha huyét ap thé dung, bénh nhén phai nim trén giuong trong 1-2 gio sau khi dung
liéu cao.

- Can than trong khi ding thude cho ngudi cao tudi hodac nguoi suy nhuge ¢d bénh tim vi
nguy co ha huyét 4p ning. O nhitng ngudi ndy cén phai giam lidu dAu tién va co thé tang din
néu can trong khi d6 phai kiém tra thuong xuyén mach va huyét ap.

~ Cén than trong khi dung thubc vi thude co nguy cd kéo dai khoang QT.

- Cén thén trong sir dung thubc cho bénh nhan co nguy co dot quy. Lam tang ti 1€ tor vong &
nguoi cao tudi suy giam tri nha.

- V6i truomg hop bénh nhan huyét khoi tinh mach: Khi bénh nhén duge diéu tri bing thude
chéng loan thin thuong xuyén xuét hién nguy co vé huyét khdi tinh mach. Tét ca cac rii ro
vé huyét khéi tinh mach nén xdc dinh trude va co bién phap du phong trong qua trinh diéu
tri.

- Vi truong hop bénh nhan tang dudng huyét: Nhirg bénh nhén chin doan dai thao dudmg
hodc ¢6 nguy co méc bénh, can thuong xuyén kiém tra nong do dudng huyét trong qué trinh
str dung thude.

- Véi trudmg hop bénh nhén dong Kinh: Thube 1am giam ngudng dong kinh. Vi vay. can
than trong khi ding cho bénh nhan dong kinh. ;

7.2. Str dung th ubc cho phy nit ¢6 thai va cho con bi: N\
Thoi ki mang thai

Khéng nén dung & phu nir co thai, nhét 1a 3 thang cudi thai ky, vi tdng nguy co phan ung
khéng mong mudn vé than kinh va vang da cho tré so sinh.

Thoi ki cho con b

Véi lidu dung dé giam dau trong khi chuyén da, stta me co thé chira mot luong thude khéng
dang ké. Nhung xét vé nong do va lidu lwong tré nho, rat nhiéu kha nang 1a khong co bat ky
nguy co nao cho tre.

7.3. Anh huéng ciia thube 1én kha nang vin hanh mdy mdc, ldi tau xe, ngwoi lam viéc
trén cao va cdc truwong hop khdc: Vi thude c6 the géy ngu ga, khong nén dung khi ldi xe va
vén hanh may moc.

8. Twong téc ciia thude véi cic thude khic va cac loai twong tac khac:

Khi ding déng thoi véi

- Céc thude ha huyét ap: Nguy co ha huyét 4p tang.

- Thube khéng acetylcholin: Co thé lam ting hi¢u qua céac thudc khang acetylcholin va cac
thubc gian co xwong succinylcholin.

- Thude chuyén héa qua P450 2D6: Lam tang doc tinh vi hé than kinh.
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- Lam ting nguy co loan nhip tim khi sy dung thudc ehéng Toan than cling Vi tude 1anrKeo
dai khoang QT(chéng loan nhip loai 1A va I11): nhu quinidine, disopyramide, procainamide,
amiodarone. sotalol va dofetilide); thuéc khang sinh (nhu sparfloxacin, moxifloxacin,
erythromycin 1V), thube chdng tram cam 3 vong (nhu amitrityline), thube chdng trAm cam
tetracyclic (vi du nhu maprotiline), thuéc an thin kinh khac (Phenothiazin, pimozide va
sertindole), khang histamin (terfenadin), cisaprid, bretylium va thube chdng sot rét (quinidin
va mefloquine).

- Thube lgi tiéu: Lam tang thc dung ha huyét ap va ting nguy co ha huyét ap thé dimg.

- Ding ddng thoi loai thube chira ngd doc v& mit va thude an than kinh manh ¢6 thé gdy ra 1
chuyén héa thodng qua & néo, gay mét y thic trong vong 48 dén 72 gio. Adrenalin khong
duge st dung cho bénh nhan qua lidu thubc an thin kinh.

- Tranh dung v0i rugu.

9. Tac dung khong mong mudn:

Téc dung phu cta levomepromazin gibng nhu ADR cua céc phenothiazin khic, nhung ha
huyét ap thé diing nidng hon va xay ra thuong xuyén hon so véi céc phenothiazin khac.
Thueong gap, ADR>1/100

Tim mach: Ha huyét ap thé dimg, tim dép nhanh, danh tréng nguc, kéo dai khoang QT (loan
nhip tim).

Thén kinh: Hai chitng ngoai thap:Loan truong luc co chp, ding ngdi khong yén, hoi chimg
Parkinson, run quanh miéng, loan van dong muon.

Téc dung hé than kinh tu quan: Kho miéng, nhin m, bi tiéu tién, tao boén, budn ngd.

3

Da: Mén cam anh sang, phat ban ngoai da, phan tmg qua man (may day, dat sdn, cham xung

huyét’ hogc pha)
H6 hép: Sung huyét mili (ngat mii) b
fr géip, 1/1000 < ADR < 1/100 W

Mit: Réi loan dif";u tiét.

Nai tiét va chuyén hoa: Vi to & nam gi61, thay ddi vé tinh duc, ting cén
Tiét niéu — sinh dyc: Kho tiéu tién.

Tiéu hoa: Budn ndn, non, dau ving da day.

Thén kinh co: Run

Hiém géip, ADR <1/1000

Than kinh: Hoi ching ac tinh do thudc an than kinh, rbi loan diéu than nhiét. ha th ;
co gidt. '
Da: Da bién mau (nhi®m sic xam — xanh do dung thube dai ngay).
Nbi tiét va chuyén hoa: Tiét nhiéu sita.

Tiét niéu — sinh duc: Liét duong.

Huyét hoc: Mét bach cau hat, gidm bach cAu.

Gan: Vang da @t mat, nhiém doc gan.

Mat: Bénh vong mac séic o,

ngudng

r

Théng bdo cho Bdc st nhitng tdc dung khéong mong mudn gip phdi khi sir dung thubc
10. Qua liéu va xir tri:

- Triéu chimg qud liéu: Uc ché than kinh trung wong 12 triéu ching troi nhét. Mat djéu hoa.

chéng mat, ngl ga, bét tinh, co gidt, e ché ho hép. Triéu ching ngoai thap c6 the xay ra




mudn. Nhip xoang fharth, thi gan Q-T kéo'dai, blde nhi that, QRS-gian rong:'nirfng itk
gap loan nhip thit ning. Giam huyét 4p. Hoi chiing 4c tinh do thude an than kinh.

- Piéu tri: Rura da day cung véi than hoat. HS trg hd hép va dicu chinh cin bing kiém toan.
Chong, co giat. Diazepam 10 — 20 mg cho ngudi 16n, 0,1 — 0,2 mg/kg cho tré em. Tri¢u
chirmg ngoai thap, cho biperiden 2 — 4 mg (tré¢ em 0,04 mg/kg tiém bép cach nhau 30 phuat.
Theo ddi dién tdm d6. Chéng loan nhip, ding thioridazin. Ha huyét ap, cho truyén dich tinh
mach va dopamin, noradrenalin, dobutamin.

11. Cac déu hiéu luu y va khuyén cio: Chua c6 tai liéu bio céo

12. Piéu kién biao quin va han ding cia thube:

12.1. Piéu kién bio quén: Noi kho, nhiét do khong quéa 30°C, tranh anh séng.

12.2. Han dang: 36 thang ké tir ngay san xuat.
13. Tiéu chuén: TCCS/03-14-031-73 ’\\{

14. Tén va dia chi ciia co s sin xuit .
CONG TY CO PHAN DUQC PHAM TRUNG UONG 3
Tru s&: 16 Lé Dai Hanh — Minh Khai — Hong Bang - 1ai Phong
Nha méy SX: S$6 28 — Puong 351 - Nam Son — An Duong — Hai Phong
- Dién thoai: (031)3747507 / Fax: ( 031)3823125.

15. Ngay xem xét stra doi, cip nhit lai ndi dung huéng dan siv dung thude:
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NOI DUNG HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén thude: LEVOPATINE
2. Cac ciu khuyén cdo
Doc kjf huomg dan st dung thudc truwde khi ding
Dé xa tam tay tré em
Thuée ké don
Théng bdo cho Bdc st hodc Dugce sT nhitng tdc dung khéng mong mudn
gap phdi khi sir dung thude
3. Thanh phin, ham lirong ciia thue: M&i vién chira:

Levomepromazin maleat.............ccooviiiiiiinins e 33,8 mg
(Twong duong Levomepromazin base 25 mg)
TS 1 S Vira di 1 vién

(Lactose, Tinh bot ngs, HPMC, PVP K30, Tale, Titan dioxyd,
Propylen glycol, £ thanol 96%, Magnesi stearat, Nucc tinh kh:er)

4. Mé ta san pham: Vién nén bao phim hinh tron, mau trang, canh va thanh vién lanh
lan, khéng sirt vo.

5. Quy cach dong goi: Hop 1 chai 50 vién, 100 vién. Hop 3 vi x 20 vién.

6. Thudc dung cho bénh gi?

- Piéu tri céc triéu chirng loan tAm than bao gf’im tdm than phén ligt, loan than giai doan
hung cam, loan than thue thé.

- Ding lam thudc giam dau. Dac biét trong cic trudng hop dau qua muc, ngudi bénh
khong di lai dugec.

7. Nén diing thuée nay nhw thé nao va liéu lugng?

Ngwéi lon va thiéu nién: ( %\‘

t Loan tam thin phéan liét va dau ning: 25 — 50 mg (base)/ngay, chia lam 3 lan. C6 thé
chia liéu hang ngay khong déu nhau, phén lidu cao uéng vao ban dém.

+ An thin hoc dau vira: Ban dau uéng 6-25 mg(base)/ngay. chia lam 3 lan.

Tréem (<10 tuéi)

+ Loan tdm than hoidic dau hodc an than: Liéu ban dau 0,25mg (base)/kg/ngay chia lam
2 hodc 3 lén, ubng cung bita an. Lidu ting din néu cin va nguoi bénh dung nap dugc
thude. Liéu khong dwoc vuot qui 40mg/ngay & tré dudi 12 tudi.

Ngwdi cao tudi: ¥ liéu théng thuong & ngudi lon.

Ngudi bénh tdm than thue thé hodc bi trang thai 1o 1An cén phai ding liéu bang 1/3
hodc % liéu thong thuong o nguoi 1on. Lidu tang dan nhung khong som qué cach 2-3
ngay, nén cach 7-10 ngay neu co the

Cich dimg: Dung dudng udng, udng vio bita an, lidu ting dan néu cin va dung nap
duoc.

8. Khi nao khong nén dung thude nay?

- Qué man véi phenothiazin,

- Bénh than, tim hodc gan ning hodc co tién sir co giat.

- Qua lidu barbiturat, opiat hoic rugu.

- Hon mé.
- Giam bach cau va c6 tién sir giam bach cau hat.
- Bénh nhugc co.

- Mén cam voi cac thanh phéan khac cua thuoe.
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9. T4c dung khéng mong mudn:

Tac dung phu ctia levomepromazin giéng nhu ADR ctia cac phenothiazin khac, nhung
ha huyét ap thé dimg ning hon va xay ra thudng xuyén hon so véi cac phenothiazin
khac. '

Thuwong gap, ADR>1/100

Tim mach: Ha huyét 4p thé ding, tim dép nhanh, danh trong ngue, kéo dai khoang QT
(loan nhip tim).

Thén kinh: Hoi ching ngoai thap:Loan trwong lue co cip, dimg ngdi khong yén, hoi
ching Parkinson, run quanh miéng, loan vin dong mudn.

Tac dyung hé than kinh ty quan: Khé miéng, nhin m, bi tiéu tién, tao bon, buon ngu.
Da: Min cam anh sang, phat ban ngoai da, phén (mg qua man (may day, dat san, cham
xung huyét hodc phi)

H6 hép: Sung huyét miii (ngat miii) :

It géip, 1/1000 < ADR < 1/100 i

Mit: Réi loan didu tiét. \\\‘1\

Noi tiét va chuyén hoa: Vu to & nam gioi, thay ddi vé tinh duc, tang cén

Tiét niéu — sinh duc: Kho tiéu tién.

Tiéu hoa: Budn nén, non, dau vung da day.

Thén kinh co: Run

Hiém gdp, ADR <1/1000

Than kinh: Héi chimg 4c tinh do thude an than kinh, réi loan diéu than nhiét, ha tllép
ngudng co giit.

Da: Da bién méau (nhiém séc xam — xanh do ding thudc dai ngay).

Noi tiét va chuyén hoa: Tiét nhiéu siva.

Tiét niéu — sinh duc: Liét duong.

Huyét hoc: Mét bach cau hat, giam bach céu.

Gan: Vang da o mat, nhiém doc gan.

Mit: Bénh vong mac séc t6.

Thong bdo cho Bac si nhizng tdic dung khong mong mubn gdp phai khi st dung thubc
10. Nén tranh diung nhimng thudc hoic thue phfim gi khi dang sur dung thudc nay?
Khi ding dong thoi vei )

- Céc thudc ha huyet ap: Nguy co ha huy€t ap tang. '

- Thuoc khang acetylcholin: Co thé lam tang hi¢u qua cac thude khang acetylcholin va
cdc thude gidn co xuong succinylcholin, .

- Thudc chuyén hoa qua P450 2D6: Lam tang doc tinh v6i hé than kinh. ’

- Lam tang nguy co loan nhip tim khi sy dung thudc chong loan than cung vdi thubde
lam kéo dai khoang QT(chdng loan nhip loai 1A va III): nhu quinidine, disopyramide,
procainamide, amiodarone, sotalol va dofetilide); thude khéng sinh (nhu sparfloxacin,
moxifloxacin, erythromyein 1V), thube chéng trdm cam 3 vong (nhu amitrityline),
thudc chéng trim cam tetracyclic (vi du nhu maprotiline), thuc an than kinh khac




(Phenothiazin, pimozide va sertindole), khang histamin (terfenadin). cisaﬁﬁd.
bretylium va thude chong sbt rét (quinidin va mefloquine).
- Thuée loi tiéu: Lam tang tac dung ha huyét ap va ting nguy co ha huyét ap thé dimeg.
- Dung ddng thoi loai thudc chira ngd doc vé mét va thube an thin kinh manh ¢6 thé
géy ra | chuyén hoa thoang qua ¢ ndo, gy mat y thirc trong vong 48 dén 72 gio.
Adrenalin khong duoc sit dung cho bénh nhén qua lidu thudc an than kinh.
- Tranh dung véi rugu.
11. Cén lam gi khi mgt lﬁq quén khong ding thyéc?
Khéng nén dung mét liéu gap doi dé bu cho liéu da quén.

Khi mét ldn quén khong dung thuég thi nén ding lidu do ngay khi nhé ra.
Tuy nhién, néu gan véi thoi diém udng lieu ké tiép thi nén b6 qua lieu da quén va tiép
tuc duing theo li¢u trinh binh thuong.
12. Cin bio quin thude nay nhw thé nao? {
Noi kh6, nhiét @6 khong qua 30°C, tranh anh sing. A
13. Nhitng diu hi¢u va tri¢u chirng khi dung thube qua lidu: ' i
- Triéu chimg qud liéu: Uc ché than kinh trung wong la tri¢u chimg trdi nhat. Mat dicu
hoa, chéng mit, ngu ga, bat tinh, co giat, trc che ho hap. Tri¢u chirng ngoai thap co thé
xay ra mudn. Nhip xoang nhanh, thoi gian Q-T kéo dai, bloc nhi that, QRS gidn rong,
nhung it khi gip loan nhip that ning. Giam huyét ap. Hoi chimg ac tinh do thudc an
than kinh.
14. Chn phai lam gi khi ding thube qua lieu khuyén cdo:
- Pidu tri: Rira da day cung véi than hoat. Ho trg hé hap va diéu chinh cdn bing kiem
toan. Chdng co giit. Diazepam 10 — 20 mg cho nguoi ldn, 0,1 - 0.2 mg/kg cho tré em.
Triéu chimg ngoai thap, cho biperiden 2 — 4 mg (tr¢ em 0,04 mg/kg tiém bap cach nhau
30 phut. Theo doi dién tam do. Chong loan nhip, dung thioridazin. Ha huyét ap. cho
truyén dich tinh mach va dopamin, noradrenalin, dobutamin.
15. Nhiing didu cAn than trong khi ding thudc nay
15.1. Than trong chung:
- Pé tranh ha huyét 4p thé dimg, bénh nhén phai nam trén giwong trong 1-2 gio sau khi
dung li€u cao.
- Cin thén trong khi dung thube cho ngudi cao tudi hodc ngudi suy nhuge co bénh tim
vi nguy co ha huyét ap nang, O nhitng ngudi nay can phai giam lieu dau tién va co the
ting dan néu can trong khi d6 phai kiém tra thuong xuyen mach va huyét ap.
- Cén thén trong khi ding thude vi thudc co nguy co kéo dai khodang QT.
- Can than trong sir dung thuée cho bénh nhin cé nguy co dot quy. Lam tang ti 1& tu
vong & ngudi cao tudi suy giam tri nhd.
- Vi trudmg hop bénh nhén huyét khéi finh mach: Khi bénh nhan duge diéu tri bang
thudc chong loan than thudng xuyén xudt hién nguy co ve huyét khoi tinh mach. Tat ca
céc rui ro vé huyét khéi tinh mach nén xac dinh trudc va cd bién phap dy phong trong
qua trinh diéu tri.
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_ V6i truomg hop bénh nhan tang dudng huyét: Nhimg bénh nhan chan dodn déi thio
dudng hodc ¢b nguy co mic bénh, cén thuong xuyén kiém tra nong do dudng huyét
trong qua trinh str dung thuoe.

- Vai truong hop bénh nhin dong kinh: Thubc 1am giam ngudng dong kinh. Vi vay.
can than trong khi dung cho bénh nhén dong Kinh.

15.2. Sir dung thubc cho phy nit c6 thai va cho con bi:

Thoi ki mang thai

Khéng nén ding ¢ phu nir ¢6 thai, nhét 1a 3 thang cudi thai ky, vi ting nguy co phin
tng khéng mong muon ve than kinh va vang da cho tré so sinh.

Thoi ki cho con b1 1 ) '
Vi lieu ding dé gidm dau trong khi chuyén da, sita mg co thé chira mot lrong thude
khéng dang ké. Nhung xét vé néng do va liéu lugng tré nho, rat nhiéu kha nang la
khong c6 bat ky nguy co nao cho tre.

15.3. Anh hwong cia thubce 1én kha nang van hanh may moc, ldi tau xe, ngwoi lam
viéc trén cao va cdc trwong hop khdc: Vi thudc c6 thé giy ngu ga, kh(’:mgf nén dung
khi 141 xe va van hanh méay moc. '
16. Khi nao cin tham vén bac si, duwoe s N’\

Khi ¢6 ddu hiéu bt thuomg thi lién hé véi béc sihoge duge st.
17. Han dung cua thude: 36 thiang ké tir ngay san Xuit.
18. Ti¢u chuan: TCCS/03-14-031-Z3
19. Tén va dia chi ctia co s¢ san xuét

CONG TY CO PHAN DUUC PHAM TRUNG UONG 3
Tru so: 16 Lé Dai Hanh - Minh Khai — Hong Bang - Hai Phong
Nha may SX: S6 28 — Budng 351 - Nam Son — An Duong — Hai Phong
Dién thoai: ( 031)3747507 / Fax: ( 031)3823125.

20. Ngay xem xét sira ddi, cip nhat lai ndi dung hwong dan st dung thude:

TUQ.CUC TRUGNG
P.TRUONG PHONG
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