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Huwéng din sir dung thuoc - Poc ki hwéng din sir dung truéc khi dung

Vién nén
RXLEPIGIN 25
(THUOC BAN THEO PON)
THANH PHAN: Cho 1 vién:
Clozapin.....c..ave 25 mg
Té dugc (Lactosc monohydrat Starch 1500 POV1d0n K30 Avwel 102
Natri docusat, Magnesi stearat, Aerosil) vira du.........ccoccvniiniiiniinniiinnnns 1 vién

DUQC LUC HQC: . .

- Clozapin 1a thuéc nhém Dibenzodiazepin, ¢6 tac dong khang tdm than manh, c¢6 hi¢u lyc dong
thoi trén céac triéu ching hung cam va trdm cam.

- Clozapin c6 cac dic tinh 1a hiém khi gdy tic dung ngoai thap va khéng lam ting dang ké
prolactin huyét.

- Clozapin gdy an than nhanh va manh.

- Clozapin khac v6i nhitng thudc an than kinh c6 dién: theo cac khao sat trén suc vét, clozapin
khong gy chimg gilr nguyén thé va khong trc ché hanh vi 1ap lai diéu bo, 10i n6i nhu khi diéu
tri bing apomorphin. Ngoai tac dong trc ché thu thé dopaminergic (D1 ciling nhu D2), clozapin
con 6 tac dong d6i khang trén thu thé 5-HT2 va c6 tac dong khéng cholinergic va hity
noradrenalin manbh.

DUQC DON G HOC:

- Sau khi uéng thubc, clozapin hiu nhu duge hip thu hoan toan (90-95%), va khong bj anh
hudng boi thire an.

- Nong do dinh trong huyét twong ciia Clozapin dat khoang 1-6 gio sau khi udng, lién két manh
véi protein huyét tuong (95%).

- Sinh khé dung tuyét ddi ciia Clozapin khoang 55%. Clozapin dugc chuyén hoa & gan, chi yéu
1a oxi hoa va khir methyl & vi tri N. '

- Thoi gian ban hity dao dong, trung binh khoang 12 gi¢r sau khi ding liéu duy nhét. 50% hoat
chét duge dao thai dudi dang chét chuyén hoa theo nude tiéu va 40% duge dao thai qua ma
Cac thong s6 duge dong hoc thay ddi theo timg cé nhan.

CHi DINH:

Tam than phén liét man tinh nang (tién trién tir it nhét 12 2 nam) trong truong hop khang tr1
(khong thuyén giam trén 1dm sang va xa hoi mac du da keé toa it nhét 2 loai thudc an than kinh
lidu cao it nhit 6 tudn) hogic khong dung nap chu yéu véi cac loai thude an than kinh cb dién

(tac dung phu nghiém trong vé mat than kinh va gdy tan phé, khong chira trj duge bing cach
chinh lidu tét hon hoac p{mg nhimg loai thudc chira trj thong thuong).

LIEU LUQNG VA CACH DUNG:

Theo su hudng din cua thay thude hodc liéu trung binh:

- Liéu khoi dau: 25mg trong ngay dau tién, sau do ting timg nic tir 25-50mg/ ngay, dé dat dén
liéu 300 mg/ ngay & ngay thir 14 dén ngay thir 21.

- Liéu trung binh: 300 - 450 mg/ ngay. Chia 1am nhiéu lan.

- Liéu t6i da: 600-900 mg/ ngay

- Liéu duy tri: 150-300 mg/ ngay.

- Ngung diéu tri: giam liéu tir tir trong 1-2 tudn.

- Dung thudc lai: nhu lidu khoi dau. (\




- Dung thudc lai trén bénh nhan da ngung thudc trén 2 ngay: 12,5 mg x 1-2 14n trong ngay dau
tién, sau do tang liéu c6 thé nhanh hon so véi 1an diing déu tién.

- Chuyen tir mot thude an than kinh c¢6 dién sang Clozapin: ngung tir tir thudc nay trong vong 1
tuan, sau khi ngimg dugc 24 gid, bit dau dung thudc theo cach trén

CHONG CHi PINH:

- Qua mén véi clozapin.

- Tién sir giam bach cau hat hodc mét bach cau hat do thudc hodc bénh ly mau dic trung.

- Loan tdm thin do ruou va nhiém doc, ngd doc thube, hon mé.

- Bénh gan, than hodc tim trdm trong.

- Glaucom goc dong.

- Réi loan duong ni¢u do phi dai tuyen tién ligt

TAC DUN G KHONG MONG MUON:

- Mt bach cau hat, thudong xuét hién trong 18 tudn dau tién, c6 thé phuc hdi sau ngung diéu tri,
d6i khi dua dén tir vong, tang bach cdu, ting bach cau i toan.

- Ha huyet ap tu thé (hlem khi gdy truy mach véi ngung hd hap hoic ngung tim); huyét ap cao,
bién ddi trén dién tdm do; nhip tim nhanh, loan nhip, viém ngoai tim mac va viém co tim (doi
khi dua dén tir vong) A

- T40 bon, nén, mira, roi Ioan gan, tang transaminase va hiém hon la tdng cholestase.
- Réi loan co vong hay bi tleu cuong dau duong vat.

- Kho mleng, rdi loan didu tiét mit, tang nhan ap.

- Bién dbi dién ndo dd (phtc mii-song), giam ngudng gy dong kinh, con dong kinh (it gip),
biéu hi¢n ngoai thap bao gém run, ray, khong ngdi yén chd va ciimg d& ngudi.

- M6t s6 tac dung khéc: tang tiét nude bot, budn ngu, suy nhuge, hi chimg éc tinh clia thude an
thén kinh, dot tir khong rd 1y do, 1én can. )

* Thong bdo ngay cho Bdc si cdc tdc dung khong mong muon gdp phii khi sic dung thuéc.
THAN TRONG: ,

Do thudc c6 thé gay nhimg ri loan huyét hoc, cin lru y nhimg diém sau: ‘ ’

- Khong nén ding dong thoi Clozapin v6i cac bién phap c6 kha ning lam giam bach cau (nhat la
cac loai thude an than kinh ¢b dién hodc thude chfmg trAm cam).

- Khéng ding chung véi cac loai thude an than kinh tac dong chém (do khong co kha nang loai
b6 nhanh chéng ra khoi co thé trong trudng hop bi giam bach cdu hat.)

- Trude khi bt dau diéu trj bing Clozapin, can dem cong thirc bach cau dé dam bao rﬁng chi
nhitng bénh nhén ¢ cong thirc bach cau binh thuong méi duge ding thudc. Sau khi bat dau
diéu trj cin dém cong thirc bach cdu mdi tuan trong 18 tuan, sau d6 it nhat mdi thang 1 14n cho
dén khi chim dut diéu tri. Can nhédc bénh nhan phai bao ngay cho béc si & mdi lan kham bénh
néu c6 nhiém trung khoi phat hodc c6 sot cao.

- Truong hop nhiém tring hoic néu bach cau dudi 3500/ mm?>, hodc giam dang ké so V@i ban
déu, phai kiém tra ngay viéc dem cong thirc bach cau. Néu két qua xac nhéan sé bach cau dudi
3500/mm? va/ hodc lugng bach cdu da nhan trung tinh & trong khoang 1500 va 2000/ mm?, thi
s6 bach céu va sé bach cau da nhan trung tinh phai dugc kiém tra it nhat 2 1an 1 tuan. Néu lugng
bach cau xudng thip hon 3000/ mm® va/ hodc néu lugng bach cdu da nhan trung tinh duéi
1500/mm? phai ngung diéu tri ngay 1ap tirc va ngung vinh vién.

- Méc du da ngung clozapin, néu sb bach cau tuyét dbi thap hon 2000/mm? va hoic lugng bach
cau trung tinh thap hon 1000/mm?, phai chuyén bénh nhan dén mot bénh vién chuyén khoa.

- Truong hop ngung clozapin do giam bach cau theo céc tjdu chuan trén, khong dugc ding trd




lai.

Mt sé diém khdc can than trong:

-0 mot s& bénh nhan c6 tién sir dong kinh hodc réi loan tim mach, than hay gan, liéu ban dau
phai thip hon va ting liéu cham hon.

- Trudmg hop c6 bénh gan khong néng, c6 thé diéu tri dugc bang clozapin nhung can theo ddi
lam sang va cén 1am sang déu dan vé chirc nang gan.

- Khi dung thuoc ¢6 thé bi ha huyét ap tur thé, kém theo ngit hoic khong.

- C6 thé bj sbt tam thoi, thuong lanh tinh, chi yéu trong 3 tudn 1€ du dlcu trl C6 thé kém theo
tang hodc giam bach cau. S6t co thé 1a mot ddu hiéu cua sy nhiém tring tiém 4n hogc tang bach
cau da nhan trung tinh. Néu bj s6t cao, c6 thé nghi den hoi chimg 4c tinh cla thudc an than kinh.
- Nguoi lon tu01 Dung liéu ban diu thip (12,5 mg, udng 1 1an trong ngay dau) va tang liéu timg
nac 25 mg mdi ngay.

- Than trong khi dung cho nguoi dang 1ai xe va van hanh may moéc vi clozapin ¢é nguy co bi
budn ngi, nhat 13 trong thoi gian dau diéu tri.

TUONG TAC THUOC:
Khong dung ddng thoi véi cac thude gay giam bach ciu.

Khéng nén phéi hop: ) L
- Rugu: tang tac dung an than.

Can lwu y khi phoi hop:

- Thudc ha huyét 4 ap: tang tac dung ha huyét ap va c6 thé gdy ha huyét 4p tu thé.

- Céc thudc gy trdm cam hé than kinh trung wong: din xudt morphin (giam dau va trj ho), da 56
cac thudc khang histamin H1, Barbiturat, benzodiazepin, clonidin va cac thube ciing ho: ting
trdm cam trung tdm, c6 thé gdy hau qua nang, nhét 1a ngudi 1ai xe va van hanh may moéc.

- Nén thén trong ¢ bénh nhan dang diéu tri hodc diéu tri gin day bang benzodiazepine hodc céac
thubc tam than khac do tang nguy co truy c6 thé gy ngimg ho hép hodc ngimg tim trong mot
vai truong hop.

- Thubc trc ché men chuyen tang tac dung ha huyét 4 ap va co thé gdy ha huyét ap tu thé.

- Atropin va cac thude c6 tac dung giong atropin (thubc chdng tram cam imipramine, da sb céc
thudc khang histamin H1, thubc chong liét rung khang cholmerglc thudc chdng co thit c6 tac
dong atropinic, dlsopyrarnlde) phdi hop céc tac dung ngoai ¥ ciia nhém atropine kiéu gy bi
tiéu, tao bon, kho miéng.

- Wafarin va c4c thudc lién két manh véi protein huyét trong: c6 thé 1am thay ddi ndng do trong
huyét trong ca cac thude khac hoic cia clozapin.

- Cimetidin: ting ndng d6 cua clozapin trong huyét twong véi ting tac dung ngoai y.

- Phenytoin va céac thuoc gy cam Umg cytochrom P450: Giam ndng do clozapin trorng huyét
twong, c¢6 thé lam xuét hién cic triéu chimg tim than.

- Lithium va céc thudc an thin kinh khac: c6 thé 1am ting nguy co hdi chimg 4c tinh cia thude
an than kinh.

- Ad’renalin va din xuét: c6 thé gy tac dung nguoc trén huyét ap dong mach (ting nguy co tut
huyét ap).

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

* Liic ¢6 thai: Chua c6 nghién ctru ddy du trén ngudi, do d6 khong nén dung cho phu nit c6
thai.

* Liic nudi con bii: Khao sat trén stc vat cho thay thube duog bai tiét qua sira me, do do khong
nén cho con bu trong thoi gian diéu tri.




SU DUNG CHO NGUOI THUONG XUYEN LAI XE VA VAN HANH MAY MOC:

Thén trong khi ding cho ngudi dang lai xe va van hanh may méc vi clozapin c6 nguy co bi
budn ngu, nhét 1a trong thoi gian dau diéu tri.
QUA LIEU:
Nhiéu truong hop tir vong dugc ghi nhan khi ding liéu qua 2000 mg. Tuy nhién ciing c6 truong
hgp dung nap dugc vai liéu trén 4000 mg.
* Triéu chimng: tang cudng tac dung khang cholinergic va an than, co giét, tang tiét nudc bot,
gidn ddng tir, rdi loan thi gidc, lu lan kich dong, mé sang, tang phan xa, hon mé, ha huyét ap,
tryy, nhip tim nhanh, biéu hién trdm trong & tim (loan nhip tim, bloc nhi that, ngoai tam thu),
suy ho hép.
* Diéu tri: rira rudt, sau d6 ding than hoat tinh trong 6 gio dau sau khi phat hién ngd doc. Diéu
tri tri¢u chimg trong bénh vién chuyén khoa it nhét 5 ngay (co thé phan trg cham). Theo doi
cac ddu hiéu cta su song, kiém tra dién giai va can bang acid-kiém. Khong dung adrenalin va
céc din cac din xuét trong diéu tri ha huyét ap (c6 thé gay tac dung ngugce clia adrenalin).
KHUYEN CAO:
- Khong ding thubc qua han ghi trén hop, hodc khi c6 nghi ngdr ve chat lugng cua thude nhur
vién bi uét, bi bién mau.
- Thoéng bao ngay cho Béc si cac tac dung khong mong mudn ma ban gip phai trong thoi gian
dung t thudc. Néu can biét thém thong tin xin hdy hai y kién cua Béc sT hdc Dugc si.
- Thubc nay chi dung theo don cua Béc si.
TRINH BAY VA BAO QUAN
- Thuoc ¢p trong vi 10 vién, hop 5 vi, 6 kém theo to huéng dan sir dung.
- Pé thudc noi kho thoéang, tranh 4nh séng, nhiét do dudi 30°C.
- PE XA TAM TAY TRE EM. )
- Han duing: 36 thang ké tir ngay san xuat Ti€u chuan ap dung : TCCS

Thuéc * dwwge san xudt tgi:
CONG TY CO PHAN DUQC DAN APHA
253 - Diing Si Thanh Khé - TP Da ning
Tel : 0511.3760130 Fax : 0511.3760127 Email : info@danapha.com
Dn thoai tu van: 05113.760131 )
Va dwoc phan phoi tai cdc chi nhdnh trén toan quoc

Da Ning, ngay thang nam 2014

DS, Ngén Guang T, MBA

TUQ CUC TRUONG
P.TRUONG PHONG
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HUONG DAN SU DUNG THUOC.
| Xin doe Ky trudce Khi dung - Néu cin thém thong tin xin hay hoiy kién Bac si hoac Duge si.
| DUONG TAM AN THAN
. THANH PHAN: Mdi vién duge chit xuat tir: . _ .
| :183.0mg ||

- Hoai son  (Tuber Dioscoreae persimilis)

S e

- Cao kho Lién tam 8 mg

- Cao kho Lién nhuc 35 mg

Tuong g vai 175.0 mg Lién nhuc ( Semen Nelumbinis nuciferae)

|

|

Tuong tng vai 15 mg Lién tam (Embryo Nelumbinis nuciferae) ||
| 4 O -~

| - Cao kho Ba tu nhan : 10mg

Tuong mg vai 91,25 mg Ba tu nhan (Semen Platycladi orientalis)

- Cao kho Toan tao nhan Lo 10mg
' Tuong tng véi 91.25 mg Toan téo nhan (Semen Ziziphi mauritianae) |
- Cao kho hdn hop Dudng tam an than o 80 mg
Tuong (g vai: R -
- 91.25 mg La dau (Folium Mori albae) ; |
-91.25 mg La vong (Folium Ervthrinae variegatae) \ ‘ |
-91.25 mg Long nhan (Arillus Longan)

Ta dugc (Lactose monohydrat. Povidon K30. Duong RE, Acrosil. I vién
Eragel. Avicel 102, Magnesi stearat. Tale, Titan dioxyd, Calci
| carbonat, Gom arabic. Mau Patent blue, Parafin ran, Dau Paratin)
vuadu ...
- DUQC LUC:
- Ba tur nhan: Dé dudng tim, an than

- Hat sen ( Lién nhuc & Lién tam) : D¢ dudng tam, thanh nhict. an than.
- [.a vong: D¢ an than. thong huyét.
- Toan tao nhan: D¢ dudng tam. an than.

- Long nhan: D& bo huyét, bo tam ty. an than dinh tri,
- Hoai son: D¢ bo ty vi. bo phé than.

- Ladau: D¢ luong huyét. thanh nhiét o thuong tiéu. gitp an than. .
DUQC DPONG HOC
Khong co thong tin

CHI PINH: Dugc chi dinh trong cic truomg hop sau:
f - Mit ngu do lo au. lam viéc qua strc. tim dap hoi hop.
- Tam than bat an, giam tri nhd. ¢o thé suy nhuge, an khong ngon.
LIEU LUQONG - CACH DUNG: Theo su chi dinh cua thﬁ}-' thude. hodc liéu trung binh la:
' Ubng hodc nhai. méi lan S vién. ngay 2-3 lan.
' CHONG CHI DINH:

| - Nguoi bi man cam véi cac thanh phan cua thude.




- Khong dung cho nguoi bi tram cam, dai thao duong. ;
- Khéong dung cho ngudi lai xe, van hanh may moc. |
| - Nguoi lam viée trén cao
' TAC DUNG KHONG MONG MUON

Chua ghi nhan dugc truong hop nao xay ra tac dung khong mong muon trong khi dung thudc.
“Théng bdo ngay cho bdc st cdc tac dung khong mong muon gap phai khi su dung th uoc
SU DUNG O PHU NU' CO THAI CHO CON BU
Khong dung thude nay cho phu nir ¢6 thai va cho con bu.

SU' DUNG O NGUOI PANG LAI XE HAY VAN HANH MAY MOC

- Khong duge su dung 0 nguoi dang nguoi lai xe hay van hanh may moc.

' KHUYEN CAO: " |
- Than trong khi su dung cho nguoi dang bi tiéu chay.

- Khong nén dung thude qua han ( ¢6 ghi rd trén nhan) hay khi co sy nghi ngo ve chat lugng |
j thude |
- Néu ¢é bat cir nghi ngo nao, xin hay hoi y kien cua Bac st hodc Dugc sT. '
TRINH BAY VA BAO QUAN

' - Thude dong trong 1o 100 vién, hop 01 1o ¢6 kem 1o huong dan sur dung. 5
_ Pé thude noi khé mat, tranh anh sang. nhi¢t do khong qua 30°C. DE XA TAM TAY TRE M.

- Han dung : 36 thang ké tir ngay san xuat Tiéu chuan ap dung : TCCS "3,
; . 2 ; | ey
‘ Thuoc dwoc san xuat  tai: N

CONG TY CO PHAN DUQC DANAPHA
Khu Cong nghi¢p Hoa Khanh, Quan Licn Chiéu, TP Da Ning
Tel: 0511.3760130 Fax: 0511.3760127 Email: Info(@danapha.com
| - ~ Va dwoc phan phoi tai cdc chi nhdanh trén toan quoc
Da nang, ngay 03 thang (5 nam 2015
JQ G GIAM POC
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