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OLANXOL

Poc ky hwéng din sir dung truéce khi dung - Dé thude xa tim tay tré em - Thong bao ngay

cho Béc sinhiing tic dung khong mong muén gip phai khi sir dung thude
PHAN A: HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. TEN THUOC: OLANXOL
2. THANH PHAN - HAM LUQNG: M3i vién nén bao phim chra
“ORBERDI...cvvsinsnimmsmman s G s e £ 1D IR
-T4 dugc (Lactose monohydrat, tinh bdt mi, microcrystalline cellulose 102,
povidon K30, natri docusat, Aerosil, magnesi stearat, talc, hypromellose
606, hypromellose 615, maltodextrin, titan dioxyd, polyethylen glycol 400,
TOREEE CQURNOTIIEY VB T s somsmmasssvonvmnsinon avarossissn vt soi sea Vs N RT3V : 1 vién
3. MO TA SAN PHAM: Vién nén bao phim hinh tru tron, mau vang nhat, mot mit nhin,
mdt mdt co vach ngang, canh va thanh vién lanh lin
4. QUY CACH PONG GOI: Thubc dugc dong trong vi Alu/Alu, Hop 10 vi x 10 vién, c6
kém t& hudéng dan sir dung.
5. THUOC DUNG CHO BENH Gi
- Didu tri bénh tam than phan liét, r6i loan ludng cuc: Dot cﬁp hung cam hay hdn hop, bénh
ludmg cwe chu ky nhanh, kich dong cap do tim than phan liét hodc do bénh ludng cuc.
- Pon tri liéu tim thin hung cam & ngudi 16n va tré em tir 12-18 tudi (dudi su kiém sodt chit
ch& cua thay thude chuyén khoa).
- Phong ngira tai phat & nhitng bénh nhén réi loan ludng cuc da tir yAdap ung voi
olanzapin trong diéu tri giai doan hung cam.
6. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG
Cach ding: Dung bing dudng udng, khéng phu thude bira an.

Li¢u dung: Sir dung thém dang bao ché ¢6 ham lugng 5 mg, 15 mg dé phi hop véi timg chi

dinh.
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* Newoi lon:

- Tam than phan liét: Lidu khuyén dung khéi dau cia olanzapin 14 5 - 10 mg, ding mdt lan
trong 24 gi> ma khong can chu y bita an, liéu muc tiéu 10 mg/ngay.

- Hung cam:

+ Pon tri lidu: Lidu tir 10 -15 mg mdi ngay, khoang lidu nim trong giéi han 5 - 20 mg/ngay.

+ Pa tri liéu: Liéu khuyén cdo 10 mg/ngay.

+ Phong ngira téi phat trén bénh nhan hung cim trude dé c6 dap g voi olanzapin: Lidu khoi
dau khuyén cdo 1a 10 mg mdi ngay.

- Ngin ngtra tdi phét con tram cam: Liéu khuyén céo bit diu 10 mg/ngay.

* Tré em: Olanzapin chua dugc nghién ciru & nguoi dudi 18 tudi.

* Nguoi bénh cao tuoi: Khong nén ding, thudng quy lidu khai dau thap 1a 5 mg nhung nén
cén nhic di v6i ngudi bénh hon 65 tudi khi ¢6 kém céc yéu té 1am sang khong thuan loi.

* Nguwoi bénh suy than va/hodc suy gan: Nén can nhic dé dung li¢u khoi dau thap 1a 5 mg.
Trong trudng hop suy gan trung binh (xo gan loai A hoic B Child-Pugh) nén dung liéu khoi
dau 5 mg va cin than khi ting lidu.

* Ngueoi bénh nit so véi nguoi bénh nam: Khong ¢6 khac nhau vé liéu khoi déu va pham vi
lidu thong thuong.

* Ngueoi bénh khong it thuée so véi nguoi bénh cé hit thuée: Khong ¢ khac nhau vé licu
khoi ddu va pham vi liéu thong thudng.

7. KHINAO KHONG NEN DUNG THUOC NAY

- Ngudi bénh ¢ tién sir min cam véi bt ¢t thanh phan nao cua thude. Trigu chimg c6 thé 1a
n6i man do, phat ban, phtt mit, méi, khé tho. Néu c6 nhiing triéu chimg nay. hily bio ngay
cho Bac si.

- Phu nir dang cho con bu.

- Ngudi bénh da c6 nguy co bénh glaucom goc dong.

8. TAC DUNG KHONG MONG MUON (ADR)

- Cén bao cho Bac si ngay lap tirc néu gip cac tic dung phu nhu cir dor at Muong & mit va
ludi; huyét khéi tinh mach, dic biét & chan véi triéu ching 1a sung, day, do; hodc néu cd cac
tridu chimg két hop gom sét, dd mo hoi, thd gp, co cimg co, budn ngu.

- Khi bit diu didu tri, triéu chimg c6 thé gip 1 chong mit, ué oai, dic biét khi nam hodc

ngdi, thong thuong cac tridu ching nay sé& tu het.

=

xS e o ~NK

1A



https://nhathuocngocanh.com/

- Céc tac dung phu rédt thuong gip nhu ting can, budn ngu, ting prolactin mau. Ngoai ra,
tac dung phyu thuong gip khac gom ting enzym gan, ting duwdng trong méu, ting acid uric,
nhanh doi, chong mat, mét mai, khé miéng, dé mo hoi, sot, di ung, co giat, nhay cam anh
sang, lam trAm trong thém tinh trang dai thio dudng, chay mau miii, mit tri nhd, hay quén,
rung toc.

- D6i voi ngudi cao tudi c6 bénh Parkinson, dung thude ¢6 thé 1am trdm trong thém tinh trang
bénh.

Thong bdo ngay cho Bdc si nhitng tic dung khéng mong mubn gap phai khi sw dung
thuic

9. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU
DUNG THUOC NAY

Chi duoe sir dung thude khéc trong lic ding olanzapin néu Béc si dong y. Hay bao ngay cho
Bac si néu ban dang sir dung cac thudc sau: Thude diéu tri Parkinson, thude diéu tri tang
huyét ap, carbamazepin, fluvoxamin, ciprofloxacin, valproat, dopamin, than hoat vi Bac si ¢6
thé thay doi liéu cuia olanzapin néu can.

- Khong sir dung dong thoi olanzapin véi rugu vi ¢o thé lam ting nguy co ha huyét ap thé
dimg, hodc ¢6 thé giy budn ngu niing hon.

10. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Udng ngay liéu da quén khi nh¢ ra. Néu thoi diém nhd ra liéu da quén gan vdi licu tiép theo
thi bo qua va chdr dén lidu tiép theo. Khong dung 2 lidu ciing mot ngay.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Céc triéu chimg qua lidu thuong xuét hién trong vong 1 - 2 gio, tac dung dat t6i da trong vong
4 - 6 gio sau khi dung thudc gdm: Kich dong, nhip tim nhanh, khing cholinergic, dong tir
gian, cac tri¢u ching ngoai thap, co cing co, ting tiét nude bot, suy giam vy thirc tir mie do

an than dén hon mé. Poi khi ¢6 xuat hién nglmg tim va ho hap, loan nhip nhanh Atng an

thin kinh 4c tinh, e ché ho hép, dong kinh, ting huyét ap hodc ha huyét ap (Hao gdm ca ha
huyét ap tu thé ding).

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Dén ngay trung tim y t& gan nhét va thong bao ngay cho Bac si thudc ban dang sir dung khi

¢6 dau hiéu qua licu khuyén cao.

LA NS ol

U A F A



https://nhathuocngocanh.com/

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

- Cén thong bao cho Béc si hodic Duge si ctia ban néu ¢6 céc van dé sau

+ Néu bénh nhan 1a ngudi gia c6 bénh mit tri nhd, olanzapin khong dugc khuyén céo sir
dung.

+ Néu ¢6 bénh Parkinson, olanzapin khong dugc khuyén céo sir dung trong di¢u tri bénh rdi
loan tdm than lién quan dén chi vAn dopamin & bénh nhan Parkinson.

+ Néu ban hay nguoi trong gia dinh ban bi bénh huyét khdi tinh mach, vi thude duoc biét ¢6
thé gy tram trong tinh trang nay.

+ Tang cin ¢6 xay ra trén mot s6 bénh nhan, ban nén kiém tra cin ndng thuong xuyén va thao
ludn v&i Bac st néu tinh trang nay xay ra.

- Thudc c6 thé lam ting dudng huyét hay ting cholesterol trong mau, vi vdy Béc si c6 thé
kiém tra ham luong dudng va cholesterol trong mau trude khi bit dau ding thude va trong
qué trinh diéu tri.

- Hoi ching an than kinh ac tinh ¢6 lién quan dén viéc str dung cédc thude olanzapin. Cac bicéu
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hién 14m sang ctia hdi chimg nay 1a sét cao, cliig co, thay dbi tim than, mat cin bing hé thin
kinh tu chu (bat thudmg vé nhip mach hoic huyét ap, nhip tim nhanh, toat mo héi va loan
nhip tim), kém theo cac déu hiéu nhu ting creatinin phosphokinase, myoglobin niéu (ly gidi

co vén), va suy thin cap. Néu ban cé cic dau hiéu va tri¢u chimg trén, thi phai ngtmg thuoce

ngay va thong bao cho Béc si.

- Néu dang mang thai, ¢6 y dinh mang thai hodc dang cho con bi, can thao ludn véi Bic si.

14. KHI NAO CAN THAM VAN BAC SI, DUQC SI

Khi tic dung khong mong muén kéo dai hoic néu can thém thong ti hoi y kién bac si
hodc duogc si.

15. CAN BAO QUAN THUOC NAY NHU THE NAO

Pé thude noi kho thoang, tranh 4nh sang, nhiét dé khong qué 30 °C.

16. HAN DUNG CUA THUOC: 36 thang ké tir ngdy san xuat
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PHAN B: HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. CACDPAC TINH DUQC LUC HQC, DUQC PONG HOC

Duge luc hoe

Olanzapin la thude chong loan than khong dién hinh (thé hé hai) va la din chit cua
dibenzodiazepin. Thudc ¢ nhidu dic tinh duoce 1y khic véi cac thude chéng loan than dién
hinh nhu it gay hoi chimg ngoai thép, it 1am ting tiét prolactin, it giy loan van dong mudn khi
diéu tri kéo dai dong thoi c6 hiéu qua trén ca cac biéu hién dwong tinh, am tinh va e ché ctia
tam than phén liét.

Tac dung chdng loan thin ctia olanzapin c6 co ché phirc tap. Co ché nay ¢6 lién quan dén tinh
ddi khang cua thude & céc thu thé serotonin typ 2. typ 3, typ 6 va dopamin & hé than kinh
trung wong. Olanzapin c6 tac dung trc ché va lam giam dap tng d6i voi thu thé 5-HTsa, lién
quan dén tac dung chong hung cam cua thudc. Olanzapin con lam 6n dinh tinh khi do mot
phén trc ché thu thé D2 cta dopamin.

Olanzapin con c6 tac dung déi khing véi cac thu thé muscarin. Tac dung khéng cholinergic
mot mit giai thich viée giam nguy co xuét hién hoi chimg ngoai thap, mit khéc lai lién quan
dén mot s6 tac dung khong mong mudn khac. Olanzapin ciing ¢6 tac dung d6i khang thu thé
H1 cua histamin va thy thé alpha-1 adrenergic. Tac dung nay lién quan dén kha ning gy ngu
ga, ha huyét ap tu thé khi str dung thude.

Dugc dong hoc

- Hap thu: Olanzapin hip thu tot qua duong udng, dat nong do dinh trong huyét tuong dao

dong khoang 5 dén 8 gid sau khi ubng. Thirc an khong anh huong dén su hip thu. Do bi

chuyén hoa buéc 1 & gan nén sinh kha dung duong ubng dat 60 %. Nong d’thude trong

huyét tuong dat trang thai on dinh sau 7 - 10 ngay dung liéu nhéc lag. do thude trong
huyét twong thay doi gitra céc ca thé, phu thude vao tudi, gidi va viée bénh nhéan ¢ hut thude
hay khong.
- Phan bé: Olanzapin phin bd nhanh va nhiéu vao cac md, trong do cé than kinh trung wong.
Khoang 93 % olanzapin gin két véi protein huyét tuong, chu yéu véi albumin va
acid a- glycoprotein. Thé tich phan b ctia olanzapin khoang 1000 lit. Olanzapin va dan chat

chuyén héa lién hop glucuronic qua duge nhau thai va bai ti€t vao stra me.
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- Chuyén hoéa: Thude duge chuyén héa chi yéu & gan bang sy glucuronic héa truc tiép va su
oxy hoa gian tiép qua cytochrom P450-CYP1A2, mét phan nho thong qua cytochrom
P450-CYP2D6. Hai chét chuyén hoa chinh 1a 10-N-glucuronid va 4’-N-demethy] olanzapin
khong ¢6 hoat tinh cua olanzapin.

- Thai trir: Sau khi uéng, thoi gian ban thai trong huyét twong cua olanzapin dao dong tir
21 gitr dén 54 gio. Thoi gian ban thai ting 1én khoang 1,5 lan ¢ ngudi cao tudi. Thanh thai
ctia olanzapin ting khoang 40 % & ngudi hit thude so véi ngudi khong hit thude va giam
khoang 30 % & phu nit so voi nam gidi. Khoang 57 % va 30 % lugng thude duoe dio thai
trong rng vao nudce ticu va phan, chu yéu duéi dang céc dan chét chuyén hoa, mot pha‘"m nho
(7 %) dudi dang nguyén ven. Duge dong hoc khong thay ddi nhiu & bénh nhan suy than.
CHIi PINH, LIEU DUNG, CACH DUNG, CHONG CHi PINH

Chi dinh A
- Diéu tri bénh tdm than phan liét, rdi loan ludng cuc: Dot cép hung cam hay hon hop bénh, \
. i |

bénh ludng cuc chu ky nhanh, kich dong cap do tam than phan liét hodc do bénh ludng cye. 1
\

1

- Don tri liéu tdm than hung cam & nguoi 16n va tré em tir 12 - 18 tudi (dudi sy kiém soat chét

o

ch& cua thiy thudc chuyén khoa).

rl

- Phong ngtra tai phat ¢ nhirng bénh nhéin roi loan ludng cuc di timg c6 dap tmg voi
olanzapin trong didu tri giai doan hung cam.

Céach ding: Ding bing duong ubng, khong phu thudc bira in.

Li¢u dung

Str dung thém dang bao ché ¢6 ham lugng 5 mg, 15 mg dé phu hop véi ting chi dinh.

* Ngwoi lon

- Tam than phan liét: Liéu khuyén ding khoi dau cua olanzapin 1a 5 - 10 mg. ding mét lin

trong 24 gio ma khong can cha y biva an, lidu muc tiéu 10 mg/ngay, khuyen cdodi¢u chinh

-
A

lidu t&i 10 mg mdi ngay dugce thyce hién timg dot cach nhau khong dugijl tuph. Tuy nhién, :
khuyén cdo ding liéu trén 10 mg mdi ngay chi sau khi danh gia Igi' vé mit lam sang.
Olanzapin khong dugc khuyén céo str dung voi liéu 16n hon 20 mg/ngay.
- Hung cam

+ Pon tri licu: lidu tir 10 - 15 mg mdi ngay. Didu chinh liéu 5 mg duoc thue hién cich nhau
khong dudi 24 gio néu cAn thiét sao cho khodng lidu ndm trong giGi han 5 - 20 mg/ngay. Néu

¢6 sy dép tmg c6 thé diéu tri tiép tuc véi lidu twong tu dé phong ngtra tai phat.
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+ Pa trj lidu: Liéu khuyén cao 10 mg/ngay.

+ Phong ngira tai phat trén bénh nhan hung cam trude d6 cé dap (mg véi olanzapin: liéu khai
dau khuyén cdo 1a 10 mg mdi ngay.

- Ngiin ngira tai phat con trim cam: Liéu khuyén cdo bit ddu 10 mg/ngay.

* Tré em: Hiéu qua va do an toan cta olanzapin ¢ tré dudi 18 tudi chua duge thiét 1ap, nhung
thude da dwoce sir dung c6 hiéu qua trong kiém soat tim than phan li¢t & ltra tudi nay.

* Ngieoi bénh cao tuoi: Khong nén dung, thuong quy liu khoi dau thap 14 5 mg nhung nén
can nhic doi voi ngudi bénh hon 65 tudi khi ¢6 kém céc yéu t 1am sang khong thudn loi.

* Ngueoi bénh suy thdn va/hodc suy gan: nén can nhic dé dung lidu khoi dau thap 1a 5 mg.
Trong truong hop suy gan trung binh (xo gan loai A hodc B Child-Pugh) nén ding liéu khoi

ddu 5 mg va can than khi ting liéu.

* Nguoi bénh nir so voi nguoi bénh nam: Khong ¢ khac nhau vé lidu khoi dau va pham vi :

lidu thong thuong. i

* Ngueoi bénh khong hit thuée so véi nguoi bénh cé hiit thuée: Khong cé khic nhau vé licu i

khoi ddu va pham vi lidu thong thuong. :

Chong chi dinh .

- Nguoi bénh ¢6 tién sir mn cam véi bét cir thanh phan nao ciia thuée. Tri¢u ching ¢ thé 1a

ndi man do, phat ban, pht mit, moi, kho tho. Néu c6 nhirng tri¢u chirmg nay. hiy bao ngay

cho Bac si. P
.

- Phu nir cho con bu.

- Ngudi bénh da c6 nguy co bénh glaucom goc dong.

3. THAN TRONG KHI DUNG THUOC

- Bénh Parkinson: Khong khuyén cdo sir dung olanzapin trong diu tri bénh réi loan tim thén
lién quan dén chii van dopamin & bénh nhan Parkinson. Trong thir nghi¢m lam sang, viéc lam
xau hon cdc triéu chimg Parkinson va ao giac da duge bao cdo 1a thuong gép va phé bién hon

thanXinh.

placebo, va olanzapin khong hi¢u qua hon placebo trong diéu tri chimg
- Hoi chimg an than kinh 4c tinh: La mot tinh trang de doa mang song[18n quan dén vige st
dung céc thudc chéng loan than kinh. Cac biéu hién 1am sang ctia hoi/ chimg nay la s6t cao,
cung co, thay dbi tam than, mat can bang hé than kinh tu chi (bit thudng vé nhip mach hoic

huyét ap, nhip tim nhanh, toat mo hoi va loan nhip tim), kém theo cac dau hi¢u nhu ting

= s
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creatinin phosphokinase, myoglobin niéu (ly giai co van), va suy than cap. Néu mot bénh
nhan ¢6 cdc ddu hidu va tridu chimg ctia hi chimg an than kinh 4c tinh, thi phai ngimg céc
thude chdng loan than.

- Tang dudng huyét va dai thao dudng: Tang duong huyét va/hoidc 1am xdu hon bénh dai thao
duong, doi khi cé lién quan dén nhiém toan ceton hay hon mé da duogc bao cdo hiém gép,
trong d6 ¢6 vai truong hop tir vong. Trong vai truong hop, viée ting trong luong co thé trude
d6 da dugc bio cdo, ¢ thé lién quan dén mot yéu td di truyén. Nén xét nghiém nong do
glucose mau trude khi didu tri va dinh ky trong qua trinh diéu tri. Nén theo ddi cin niing
thuong xuyeén.

- R&i loan lipid: Trong mot thir nghiém 1am sang duoc kiém soat ¢6 nhom ching, rdi loan
lipid khong mong muén da quan sat dugc & bénh nhan diéu tri véi olanzapin. R&i loan lipid
nén duoc kiém soat 1am sang thich hop, dic biét la bénh nhan bj rdi loan lipid mau va bénh
nhén ¢6 yéu t6 nguy co tién trién rdi loan lipid mau. Nén xét nghiém ndng do lipid méu trude
khi diéu tri va dinh ky trong qua trinh diéu tri.

- Mt bach ciu hat: Str dung than trong cho bénh nhéan c6 ) luong bach cau va/hodc bach cau
trung tinh thip do bit ky nguyén nhan nao, bénh nhan dang ding thude giy mat bach ciu
trung tinh, bénh nhén c6 tién st e ché/doe tiy xuwong do thude, bénh nhén bj trc ché tay
xuong do bénh két hop véi xa tri hodic héa tri va bénh nhan bi ting bach cau acid hodc ting
san tity xwong. Mét bach ciu trung tinh di duoc bao cdo la thuong gip khi sir dung phéi hop
olanzapin véi valproat va & nhitng bénh nhén ting bach cdu acid hodc tang san tiy xuong.

- Ngimg thude: Rét hiém gip cac triéu chimg cip nhu dé6 md héi, mat ngu, run, lo du, budn
non hodc non khi ngirng olanzapin dot ngdt.

- Tang khoang QT: Can phai than trong khi ké don olanzapin cling v&i nhing thude da biét ¢o
tic dung kéo dai khoang QTec, dac bi¢t ¢ ngudi lon tudi, bénh nhén bi hoi ching kéo dai
gnesi hy /&t

o

khoang QT bam sinh, suy tim sung huyét, phi dai tim, ha kali huyét va ha n

- Huyét khéi nghén mach: Rit hiém gip. mdi quan hé nguyén nhan xa fét khoi tinh
mach véi viée sir dung olanzapin chua duge ching minh rd. Tuy nhién, do bénh nhén bi tam
than phan liét thuong cé cic yéu td nguy co mic phai ctia bénh huyét khoi tinh mach, nhw

bénh nhan bat dong, nén dugce xic dinh va danh gia du phong.

=
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- Loan van dong mudn: nguy co loan van dong mudn gia tang khi sir dung lau dai. Do do, néu |
¢6 ddu hiéu hay tridu chimg cua loan vin dong mudn xuit hién ¢ nhitng bénh nhan st dung
olanzapin, nén xem xét giam lidu hay ngimg thude.

- Co giat: Nén str dung olazapin thin trong cho bénh nhan c6 tién st co gidt hodc ¢o nhiing
yéu té nguy co lam ha ngudng co giat. Co gidt di duge bao cdo hiém xay ra & nhirng bénh
nhén diéu tri v6i olanzapin. Trong hau hét cic truong hop nay, di ¢6 bao cdo vé tién sir co
gidt hodc co yéu t6 nguy co co giat.

- Anh huong huyét dong hoc: Olanzapin c6 thé gdy ha huyét ap thé ding kém theo chong
mit, nhip tim nhanh va & vai bénh nhén, bét tinh, dic biét trong giai doan xac dinh liéu khoi
dau, c6 thé do anh hudng cua tinh chit ddi khang thu thé al-adrenergic.

- Bt tir do bénh tim: Trong bao cdo thir nghi¢ém sau khi dua ra thi trurong, nhitng ca dojt tr do
bénh tim dd dugce bao cdo trén bénh nhén sir dung olanzapin. Trong mét khao sat thong ké hoi
ctru, nguy co dot tir & nhimg bénh nhan sir dung olanzapin xép xi gép 2 lan ¢ nhiing bénh
nhén khong str dung thude chdng loan than.

- Tang enzym transaminase: Than trong trén bénh nhén cé cic dau hiéu va triéu chirng cua
suy gan, bénh nhéan trude d6 ¢ gidi han vé chirc ning gan va bénh nhéan dang diéu tri thude
6 kha ning gy doc cho gan. P& nghi dénh gia dinh ky enzym transaminase trén nhitng bénh
nhan c6 suy gan ning.

- Sy diéu hoa than nhiét: Cac thube chéng loan than lam mat kha ning ha than nhiét trung
tdm cla co thé. Nén cédn thian ké don olanzapin cho bénh nhan dang trong tinh trang c6 thé
lam tang than nhiét nhu dang tap luyén gang stc, nhiém noéng, dang dung thude khang
cholinergic hay dang bi mat nudc.

- Chig khé nubt: Mt ctr dong thyc quan va hd hap c6 lién quan dén vig¢e dting thuoe chong

loan thin. Viém phdi - ho hap la nguyén nhén ph bién cua sy h anh va tr vong trén
bénh nhan méc sin bénh Alzheimer. Nén dung thén trong olanzapin va cic thude tri loan thin
trén bénh nhén ¢6 nguy co viém ph6i-hd hap.
- Tu tir: Kha nang ty tu von di ¢6 trén bénh nhan tim than phan liét va rdi loan ludng cue.

Nén giam sét chit ché vdi nhitng bénh nhén c6 nguy co tu tir cao kém véi dicu tri bang thudc.
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- Suy giam chirc ndng nhén thirc va van dong: Trong cac thir nghiém 1dm sang & bénh nhin
cao tudi bi mét tri nhd, diéu tri olanzapin lam gia ting ti & tir vong va nguy co ¢6 hai dén
mach méu ndo hon so véi gia duge. Khong khuyén cdo ding olanzapin cho nhom déi twong
nay.

- Ha huyét 4p tu thé ding véi biéu hién chong mit, nhip tim nhanh hodic chidm, ngét xiu.

- Tang prolactin mau

- Thudc chira lactose, nhitng bénh nhén ¢6 vén d& di truyén hiém gip nhu khong dung nap
galactose, thiéu hut lactase, hodic kém hap thu glucose-galactose khong nén dung thude nay.

4. THOI KY MANG THAI VA CHO CON BU

Thoi ky mang thai: Khong ¢6 cic nghién ciru kiém sodt chat ché va day du o ngudi mang
thai. Phu nit duoc khuyén nén béo cho Bac si néu ho ¢6 thai hoiic ¢6 v dinh mang thai khi
dang duing olanzapin. Chi nén dung thudc & ngudi mang thai khi loi ich dem lai hon hin méi
nguy hai cho bao thai.

Thoi ky cho con bui: Olanzapin dugc bai xudt vao sita me ¢6 thé gdy ra cdc tic dung tic ché
than kinh trung wong & tré b me. Do do, cén tranh khong sir dung olanzapin cho phu nit dang
cho con b hodc khong cho con bu khi bét bude phai didu tri cho me.

5. TAC DUNG POI VOI KHA NANG LAI XE, VAN HANH MAY MOC VA LAM
VIEC TREN CAO

Thudc ¢6 thé giy budn ngu. Vi vdy, can khuyén bénh nhan khong nén l4i xe. van hanh may
moc hay lam viée trén cao cho dén khi xac dinh rd sy nhay cam cua thude doi voi ban than.

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

* Kha ndng nhitng thuoc khdac anh hiwong dén Olanzapin

- Olanzapin chuyén héa qua trung gian cytochrom P450 isoenzym CYPINQ. CYP2D6. Vice
stir dung céc thude (re ché, cam ng hoidc tac dong nhu 1a mot co chét culp Micisoenzym trén
¢6 thé anh hudng dén nong do olanzapin trong huyét tuong.
- Sir dung dong thoi olanzapin voi diazepam hay rugu cé thé lam tang nguy co ha huyét ap
thé duing.

- Ding dong thoi vé6i than hoat s& 1am giam sinh kha dung cua olanzapin dudng uong tr 50 %

dén 60 %.
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- Chuyén hoa ctia olanzapin c6 thé bi cam tmg do hit thude (do thanh thai olanzapin thip hon
33 % va thoi gian ban thai dai hon 21 % & nhitng ngudi khong hit thude so véi ngudi hit
thude) hodic diéu tri bing carbamazepin (do thanh thai ting 44 % va thoi gian béan thai giam
20 %).

- Fluvoxamin trc ché CYP1A2 trc ché su chuyén hoéa cua olanzapin mot cach dang ké.

- Khong nén ding olanzapin véi cac thude diéu tri Parkinson & bénh nhan Parkinson va mat
tri nha.

* Kha néing Olanzapin dnh huwong dén nhiing thuéc khdc

- Olanzapin lam ting tac dong trén hé than kinh ctia cac chat wrc ché than kinh trung uong,
trong do co rugu.

- Sir dung dong thoi olanzapin véi céc thude ha huyét ap c6 thé dan dén tinh trang ha huyét 4p
qua mure.

- Olanzapin ¢6 thé ddi khang tac dong cua cac thudc chii van ctia dopamin.

- Giam bach cau trung tinh ¢6 thé thuong gip hon khi olanzapin dugc ding kém véi valproat.
- C6 nguy co trén 1y thuyét cta viée kéo dai khoang QT khi dung olanzapin phdi hop véi cac
thudc khéc da duoc biét gy tac dong nay.

7. TAC DUNG KHONG MONG MUON

Thuong gap (> 1 % bénh nhén) 1a budn ngu, ting can, ting bach ciu eosin, ting prolactin,

tang cholesterol, ting dudng huyét va ting triglycerid.

Tan suit cac bién cb ngoai y duoc phan cip nhu sau: rat thuong giip (> 1/100hupfig gap (>
1/100, < 1/10), it gip (> 1/1000, < 1/100), hiém gap (> 1/10.000, < 1/1000) Yva rat hiém gip
(< 1/10.000).

- Ri loan méu va hé bach huyét
+ Thuong gédp: Tang bach cau eosin, giam bach cau, giam bach cau trung tinh.
+ Hiém gip: Giam tiéu cau.

- Réi loan hé théng mién dich

+ [t giip: Man cam véi thude.

- Réi loan chuyén héa va dinh dudng

+ Rat thuong gip: Ting can.
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+ Thuong gap: Tang cholesterol, ting duong huyét va ting triglycerid. Glucose niéu. tang su
théem an.

+ It gip: Phat trién dot cap cua bénh tidu duong d6i khi két hop véi nhiém toan ceton va hon
mé, trong d6 c6 mot sb trudng hop tir vong.

+ Hiém giip: Ha than nhiét.

- Réi loan h¢ than kinh

+ Rat thudong gip: Tinh trang mo mang.

+ Thuong gip: Chéng mit, roi loan van dong, Parkinson.

+ it gdp: Co gidt trong nhiéu truong hop di c6 tién st dong kinh hodic ¢6 cic yéu td nguy co
gdy co giat, roi loan van dong mudn, chimg hay quén, rdi loan truong luc.

+ Hiém gap: Ho chimg an than kinh 4c tinh, hoi chimg ngimg thudc.

- R6i loan hé hép - 1ong ngue

+ [t gdp: Chay mau cam.

- Réi loan tim, mach

+ Rét thuong gip: Ha huyét ap tu thé

+ [t gip: Cham nhip tim, kéo dai khoang QT, huyét khdi bao gom thuyén tic phoi va huyét
khdi tinh mach sau.

+ Hiém gip: Ngoai tim thu that nhip nhanh.

- Réi loan tidu hoa
+ Thudng giip: Tac dung khang acetylcholin thodng qua bao gom tap\bokra kho miéng.
+ [t gap: Pay bung.

+ Hiém gip: Viém tuy.

- Rdi loan gan mat:

+ Thuong gdp: Tang enzym transaminase
+ Hiém gap: Viém gan.

- Da va rdi loan mé dudi da

+ Thuong gap: Ban do

+ It gap: Nhay cam véi anh séng, rung toc.

- Co xuong khop va roi loan mo lién két
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+ Thuong gip: Ching dau khép.

+ Hiém gap: Tiéu co van.

-R6i loan than va tiét niéu:

+ It gdp: Tiéu khong kiém sodt, bi tidu.

- Hé théng sinh san

+ Thuong gip: Réi loan chirc nang cuong duong ¢ nam gi¢i. Giam ham mudn tinh duc & nam
va nir.

+ It gap: V6 kinh, ng nguc, nit hoa tuyén vi & nam gi6i.

+ Hiém gip: Cuong duong.

- Réi loan chung

+ Thuong gip: Chimg suy nhugce, mét moi, phi né, sot.

- Ngoai ra rét thuong giip ting prolactin mau.

Théng bdo ngay cho Bdc si nhitng tic dung khong mong muén gdp phai khi siv dung
thubc

8. QUA LIEU VA CACH XU TRi

Triéu chirng: Qua lidu giy tir vong & bénh nhan thuong dugc quan sat voi muc lidu trén 200
mg. Cac tridu chimg thuong xudt hién trong vong 1 - 2 gid, tac dung dat i da trong vong
4 - 6 gid sau khi dung thudc gdm: Kich dong, nhip tim nhanh, khéang cholinergic, dong tir

gidn, cac tri¢u chirng ngoai thap, co cing co, tang tiét nudce bot, suy gig

an than dén hon mé. Doi khi ¢6 xuit hién ngimg tim va ho hip, loan nhi
than kinh éc tinh, trc ché hé hap, dong kinh, tang huyét ap hodc ha huyét ap (bao gdm ca ha
huyét ap tu thé ding).

Dicu tri

Ngé doc cap: Chu yéu la diéu tri triéu chimg, chim séc hd trg, duy tri dudng truyén tinh
mach kém theo ddi chit chirc ning tim mach va cac dau hi¢u sinh ton. Rira da day cung voi
udng than hoat tinh kém theo sorbitol dé loai boé va ngin can hfip thu phz:in thude con lwu lai
trong dudng tidu héa. Duy tri thong khi hd trg va lidu phép oxygen. Diéu trj ha huyét dp va
suy tudn hoan bf'lng cac dung dich truyén tinh mach va céc thudc van mach (noradrenalin,

phenylephrin) nhung trdnh ding dopamin va adrenalin. Kiém sodt loan nhip bing cac bién
A
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phap diéu tri thich hgp. Kéo dai khoang QRS trén dién tim do ¢6 thé duge ditu chinh bing
truyén dung dich bicarbonat. Hoi chimg ngoai thap cp c¢6 thé duge didu tri bing céc thube
khéng cholinergic (diphenhydrmin, atropin). C6 thé st dung physostigmin hoic
benzodiazepin néu c6 biéu hién kich dong nang va la lan & bénh nhan ngd doc khang
cholinergic ning kém theo phirc hgp QRS ngén lai trén dién tim d6. Chua c6 thude giai doc
dic hidu. Loc méau va tham phan phiic mac ¢6 vai tro rat han ché trong diéu tri ngd doc cap
olanzapin.

Ngé doc man: Olanzapin chua duge danh gia mot cach hé thong lidu c6 gay nghién hay
khéng. Can than trong véi nguy co nay.

9. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khong dung thude qua han sir dung. Khong dung thube néu thay c6 dau hi¢u hu hong, gia
mao.

Ngay xem xét stra doi, cdp nhit ndi dung hudng dan st dyng thuoc:

& Danapha

PHARMACEUTICAL JSC Thubce dwoc san xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing S1 Thanh Khé - Quan Thanh Khé - TP

Tel: 0511.3760130 Fax: 0511.3760127 Email: In anapha.com
Dién thoai tw van: 0511.3760131
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