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Vién nén bao phim

MANZURA

Olanzapin

Thubc ban theo don
Pé xa tam tay ciia tré em
Poc ki huong din sir dung truwée khi ding
Théng bao ngay cho bac s§ nhing tic dung khong mong mudn khi sir dung thudc

To thong tin sdn phdm nay bao gom hwéng dén siv dung cho thuédc cé nhiéu ham lwong khdc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

»

4.

Thanh phén, ham lweng ciia thudc:

MBJi vién nén bao phim MANZURA-5 chira:

Olanzapin .........cccceevveenneen.. 5 mg

Ta duoc: Cellulose vi tinh thé, cellactose 80, magnesi stearat, silicon dioxyd, HPMC E6,
titan dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau, mau tartrazin yellow.

M&i vién nén bao phim MANZURA-7,5 chua:

Olanzapin .........ceceeeeveeeneennn 7,5 mg

Ta dugc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC E6, titan
dioxyd, tale, PEG 4000, polysorbat 80, dau thau dau.

Mdi vién nén bao phim MANZURA-15 chira:

Olanzapin .........cccceeeeveeennennn 15 mg

Ta dugc: Cellactose 80, copovidon, natri starch glycolat, magnesi stearat, HPMC E6, titan
dioxyd, talc, PEG 4000, polysorbat 80, dau thau dau.

Mo ta san pham:

7 mit kia

MANZURA-5: Vién nén tron, bao phim mau vang nhat, mot mat c6 dap logo
c6 dap gach ngang.

MANZURA-7,5: Vién nén tron, bao phim mau tréng, mot mat cé dap logo , mat kia ¢6
dap gach ngang. )

MANZURA-15: Vién nén tron, bao phim mau trang, mot mat tron, mat kia c6 dap gach
ngang.

Quy cach déng goi:

MANZURA-5: Hop 10 vi (PVC - Nhom) x 10 vién.
MANZURA-7,5: Hop 10 vi (Nhom - Nhom) x 10 vién.
MANZURA-15: Hop 10 vi (Nhdém - Nhom) x 10 vién.

Thudc ding cho bénh gi?

MANZURA chira hoat cht 1a olanzapin, thugc nhom thube chéng loan than sir dung dé

diéu tri cac tinh trang sau:

- Tam than phan liét.

- Duy tri cai thién 1am sang khi dap tng vai diéu tri khoi dau.

- Dot hung cdm trung binh va néng.

- Phong ngira tai phat rdi loan ludng cuc & bénh nhan c6 giai doan hung cam dap tng véi
diéu trj olanzapin.

Nén dung thudc nay nhu thé nao va liéu lwong?
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Ludn diing thube chinh xac nhu huéng dan cia bic sy hoidc duoc sy. Néu ban chua 13, hiy

hoi lai cho chic chan.

Liéu dung:

Béc s¥ s& n6i cho ban biét can udng bao nhiéu vién va udng trong bao lau.

Ban nén hoi ¥ kién béc sy néu céc tridu ching cta ban trd lai nhung khong dugc ngimg

thudc trir khi bac sy bao ban ngimg.

Liéu hang ngay ctia olanzapin trong khoang 5 - 20 mg.

Nguroi lon

Tam than phén liét: Liéu khoi dau khuyén cdo la 5 - 10 mg/ ngay. Sau do ting khoang 5

mg/ ngay trong vong 5 - 7 ngay cho tdi lidu dich 10 mg/ ngay. Trong giai doan sau béc sy

co the hiéu chinh liéu cho ban mdi lan 5 mg/ ngay, cach nhau khong dudi 7 ngay cho toi
liéu t6i da khuyén cao 20 mg/ ngay. Liéu duy tri: 10 - 20 mg x 1 1an/ ngay.

Dot hung cam:

- Pon trj liéu: Liéu khoi dau 1a 10 - 15 mg/ ngay udng 1 lan. Bac sy c6 thé hiéu chinh liu
cho ban mdi lan 5 mg/ ngay, cach nhau khong dudi 24 gio. Lidu duy tri 1a 5 - 20 mg/
ngay. Liéu tdi da khuyén cdo 20 mg/ ngay.

- Liéu phap phdi hop: Liu khéi dau 10 - 15 mg/ ngay, udng 1 lan. Liéu dung c6 thé dao
dong trong pham vi: 5 - 20 mg/ ngay.

Phong ngura tai phat ri loan ludng cuc: Khoang licu 14 5 - 20 mg/ ngay. Néu ban d duoc

diéu tri dot hung cam bang olanzapin, béac si c¢6 thé s& cho ban tiép tuc dung liéu nhu vay

dé - phong ngira tai phat r6i loan ludng cuc.

Néu xuét hién hung cam, hdn hop hodc dot trAm cam, bac s§ co thé cho ban tiép tuc diéu tri

v6i olanzapin nhiing liéu s& duoc diéu chinh cho phu hop va di kém véi diéu tri hd trg triéu

chig cam xtic.

Péi tuwong dac biét

Nguoi cao tuéi

Bac sy ¢6 thé cho ban dung liéu 5 mg/ ngay dé khoi dau.

Suy than va/ hodc suy gan

Bac sy ¢6 thé cho ban dung liéu 5 mg/ ngay dé khoi dau.

Nguoi hiit thudc ld

Thuong khong can hiéu chinh lidu.

Tré em

Tré em dudi 13 tudi: Chua xac dinh d6 an toan va hiéu qua.

Tré em tir 13 - 17 tudi: Khi str dung olanzapin can phai than trong va c6 sy giam sat chat

ché ciia thay thudc chuyén khoa.

Tam than phan liét: Liéu khoi dau: 2,5 - 5 mg/ ngay udng 1 1an. Liéu dich 10 mg/ ngay.

Bac sy c¢6 thé cho tré diéu chinh ting hoic giam liéu 2,5 mg hodc 5 mg. Liéu tdi da 20 mg/

ngay.

Bénh ludng cuc: Lidu khoi dau: 2,5 - 5 mg/ ngay udng 1 1an. Liéu dich 10 mg/ ngay. Bac

sy ¢6 thé cho tré diéu chinh ting hodc giam liéu 2,5 mg hodc 5 mg. Liéu t6i da 20 mg/

ngay.

Céch dung:

Ban nén dung thudc 1 1an/ ngdy nhu hudng dan cua béc s§, ciing hoic khdng cling véi thirc

an, nén nudt nguyén vién véi nude va nén ding thude vao ciing mot khoang thoi gian mbi

ngay.

6. Khi nao khong nén dung thuoc nay?
Khong nén dung thudc nay néu ban:
- Man cam vdi olanzapin hodc bét cr thanh phan nao caa thude.
- C6 nguy co tang nhan ap goc dong.
- DPang cho con bu.
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Khong dung thudc néu ban gdp phai bat ky truong hop nao & trén. Tham khao ¥ kién cia
bac sy néu ban chua chic chan.

7. Tac dung khéng mong mudn

Nhu cic thude khdc, MANZURA c6 thé giy tdc dung khong mong mudn, nhung khong

phai ai cling gap phai.

Ngung ding thudc va lien hé trung tam y té gan nhat néu ban gdp cac phan vng sau:

- Ban ¢6 cdc triéu ching pht mach nhu ban da, man do, phi (mi mat, mat, moi, miéng va
ludi), khé thé hoac khé nuot Day la cac triéu chimg cua phan ng qua man.

- C6 nhimg biéu hién nhu sbt cao khong 16 nguyén nhan, cung co, mat van dong, rdi loan
than kinh thuc vat (mach hoac huyet ap bat thuong, dd md héi, nhip tim nhanh, loan nhip
tim), thay doi trang thai y thirc ¢ thé dién tién dén trang théi simg so va hon mé. Pay co
thé 1a nhting triéu ching cua mét hdi chung dugc goi 1a hdi chiing 4c tinh do thubc an
than kinh.

- DRESS: Thé hién qua cc phan tng trén da (nhu phat ban hodc viém da tréc vay), ting
bach ciu 4i toan, sbt va/ hodc ndi hach, véi cdc bién ching toan than nhu viém gan, viém
than, viém phdi, viém co tim v/ hodc viém mang ngoai tim.

Bdo ngay cho bdc sy néu ban gdap nhiing triéu chimg sau:

Cic ctr dong bat thuong (tic dung khong mong mudn thuong gap) chu yéu & mat hodc ludi.

Cuc mau dong ¢ tinh mach (tic dung khong mong muodn it gdp) dac bi€t & chén (triéu

chimg bao gém sung, dau, va d6 ¢ chan), cuc mau dong c6 thé di chuyen theo mach mau

dén phoi gay dau nguc va khé thd. Néu ban c6 nhiing triéu chimg trén can hoi ¥ kién béc sy
ngay.

C6 tap hop céc triu ching sOt, thd nhanh, d6 md hdi, cling co va budn ngu (tdc dung

khong mong mubn hiém gip).

Cidc tdc dung khong mong mudn khdc:

Rat thwong gap

Chuyén hoa va dinh dudng: Tang can.

Than kinh: Budn ngu.

Mach méu: Chodng véng/ chéng mat khi dimg 1én hodc ngdi xuéng dot ngot (ha huyét dp

tu thé).

Xét nghiém: Tang ndéng do prolactin huyét tuong.

Thuong gap

Mau va hé bach huyét: Tang bach cau wa acid, giam bach cu, giam bach cau trung tinh.

Chuyén héa va dinh dudng: Tang nong do cholesterol, ting ndng d6 glucose, ting ndng do

triglycerid, glucose niéu, tang cam gidc ngon mi¢ng.

Than kinh: Chéng mit, chirg ngdi nam khong yén, Parkinson, r6i loan van dong.

Tiéu héa: Tdc dung khang cholinergic nhe, thodng qua bao gém tdo bén va kho miéng.

Gan mat: Tang aminotransferase gan (ALT, AST) thoang qua, khong triéu chiing, dac biét

1a khi bt dau diéu tri.

Da va cac mo duéi da: Phat ban.

Co xuong va md lién két: Pau khép.

Hé sinh dyc va tuyén vii: Réi loan chirc ning cuong dwong ¢ nam gi6i. Giam ham mudn

tinh dyc ¢ ca nam va nir gioi.

Toan than: Suy nhuoc, mé¢t moi, phu, sot.

Xét nghiém: Tang phosphat kiém, creatinin kinase cao, gamma glutamyltransferase cao,

acid uric cao.

It gap

Chuyén héa va dinh dudng: Dai thdo duong tién trién hodc ning hon thudng kem nhiém

toan ceton hodc hon mé, bao gém mot sb truong hop tir vong.
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Than kinh: Co giat, hau hét ¢ cac truong hop c6 tién sir co giat hodc cac yéu t6 nguy co cia
co giat, rbi loan trwong luc co (bao gdbm con quay mat), rdi loan van dong mudn, suy giam
tri nhd, loan van ngon.

Tim: Cham nhip tim, kéo dai khoang QT.

Mach mau: Huyét khdi (bao gom thuyén tac phdi va huyét khéi tinh mach sau).

HO6 hép, long nguc va trung that: Chay mau cam.

Tiéu hoa: Pay bung.

Da va cac m6 dudi da: Phan (mg nhay cam dnh sdng, rung toc.

Than va tiét niéu: Tleu khong tu chu, bi tleu khong tiéu dugc.

He¢ sinh dyc va tuyén vi: Vi to vo kinh, tiét nhiéu sita & phu nif, nit héa tuyén vii/ vii to &
nam gioi.

Xét nghiém: Tiang bilirubin toan phan.

Hiém gap

Mau va hé bach huyét: Giam tiéu cau.

Chuyén hoa va dinh dudng: Ha than nhiét.

Than kinh: Triéu chimg cai thudc.

Tim: Nhip nhanh thét/ rung thét, dot tu.

Tiéu héa: Viém tuy.

Gan mat: Viém gan (bao gdm té bao gan, viém gan & mat hodc tén thuong gan hdn hop).
Co xuong va mod lién két: Tiéu co van.

Hé sinh dyc va tuyén vii: Cuong duong kéo dai.

Chura biét tan sudt

Hoi ching cai thudc & tré so sinh.

Khi str dung olanzapin, nguoi cao tudi bi mat tri nhé ¢ thé bi:

- Dot quy.

- Viém phoi.

- Tiéu khéng ty chu.

- Té nga hodc c6 van d¢é khi di lai.

- Cuc ky mét mai.

- Ao gidc thi gidc.

- Tang than nhiét.

- Do da.

Mot sb truong hop tir vong da duoc bdo cdo trong nhém bénh nhan nay.

Olanzapin c6 thé 1am ning thém triéu chimg & bénh nhéan Parkinson.

Thuoc cé thé gdy ra cdc tdc dung khong mong muon khdc, thong bdo ngay cho bdc sy néu
gdp phdi nhitng tdc dung khong mong muon sau khi sir dung thudc.

8. Nén tranh dung nhirng thudc hoic thuc pham gi khi dang sir dung thudc nay?
Thong bdo cho béc sy hodc dugc sy cua ban vé tAt ca cdc loai thudc ma ban dang st dung
hodc sir dung gan day, bao gdm ca céc thudc ké don hodc khong ké don, cac vitamin hodc
thudc tir duoc liéu.
Thong bdo cho bdc sy hodc duoc sy néu ban dang sir dung cdc thudc sau:
Chi st dung cic thudc khac khi dang dung olanzapin néu duoc su cho phép cua bdc sy. Ban
6 thé cam thay budn ngu khi ding olanzapin v6i céc thudc chdng trim cam hodc thudc tri
lo ling hodc gitip ban ngt d& hon (thudc an than).
Thudc trj Parkinson.
Carbamazepin (thube chéng dong kinh va 6n dinh cam xdc), fluvoxamin (thudc chéng trAm
cam) hodc ciprofloxacin (khdng sinh). C6 thé can phai hi¢u chinh licu olanzapin khi ban
diing cic thudc nay.
Than hoat tinh.
Levodopa va cdc chat cha van dopamin.
Cic thudc c6 kha ning kéo dai khoang QT.
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10.

11.

12.

13.

14.

Diazepam, khi dung chung lam ting nguy co ha huyét ap tu thé.

Néu ban gap bat ky truong hop nao o trén (hodc ban khong chdc chdn), hdy thao lugn voi
bdc sy trwéc khi ding thudc.

St dung MANZURA véi thirc an - d6 uong

Khong udng ruou khi dang ding olanzapin vi c6 thé 1am ban budn nga. C6 thé ding
olanzapin cung hodc khong cung voi thuc an.

Cén 1am gi khi mdt Ian quén khong diung thudc?
Udng liéu da quén sém nhat c6 thé khi ban nh¢ ra. Khong dung 2 liéu trong cing 1 ngay.

Néu ban muén ngirng thudc

Khong ngimg thude chi vi ban cam thdy khoe hon. Viéc tiép tuc dung olanzapin cho dén
khi bac sy bao ngung rat quan trong cho ban.

Néu ban ngimg thudc dot ng0t, triéu ching nhu d6 md hoi, khong thé ngu, run, lo lang
hodc budn nén va ndn c6 thé xay ra. Bic sy s& hudng dan cho ban giam liéu tir tir trudc khi
ngimg thude.

Ludn lam theo chi dan cia bac s§.

Néu ban c6 thic mic gi khi st dung thudc nay, hay lién hé véi béc s§ hodc dugc s3.

Cén bao quan thude nay nhw thé nao?

Giir thudc trong bao bi gbc ctia nha san xuét, day kin.

Pé thudc noi kho rao, tranh anh sang, nhiét d6 khong qua 30°C va ngoai tim véi cia tré em.
Khong stir dung thubc sau ngay hét han in trén bao bi (hop va vi thudc).

Nhimg dau hiéu va triéu chirng khi ding thudc qua licu

Ding thudc chinh x4c nhu hudng dan ciia bac sy. Neu ban dung qud liéu hodc tré em nudt
phai thudc, lién hé ngay voi bdc sy va trung tam y té gan nhat.

Khi ding thudc qud lidu ban c6 thé c6 cdc triéu chimg sau:

- Tim dap nhanh.

- Kich dong/ hung hang.

- C6 van dé vé ngodn ngit, ctr dong bat thuong (dic biét 12 & mat hodc ludi).

- Giam muc do y thuc.

Cic triéu ching khéc c6 thé c6 1a:

- L 1an cap tinh.

- Co giat (dong kinh).

- C6 tap hop cic triéu chimng sét, thé nhanh, d6 md hoi, cing co va budn ngu.
- Nhip thé cham, sac phéi, hon mé.

Tang/ ha huyét dp, nhip tim bat thudng.

Cin phai lam gi khi dung thuoc qua liéu khuyén cdo?

Ngung dung thudc, udng mot coc sita ddy va lién lac ngay véi bac sy hodc trung tam y té
gan nhat.

Mang theo vién thudc ciing véi bao bi dé bac sy biét ban da udng thude gi va c6 bién phdp
xtr ly kip thoi.

Nhiing diéu cin than trong khi diing thudc nay

Truée khi ding thuéc nay, thong bdo cho bdc sy néu ban dang cé cdc van dé vé sirc khoe
sau day:

N6i chuyén véi bdc sy truée khi ban diing thude

Str dung olanzapin & nguoi cao tudi bi mat tri nhé khong duoc khuyén cdo vi ¢6 thé gy ra
cic tic dung khong mong mudn nghiém trong.

Néu ban c6 ¥ dinh tu tir hay ti 1am hai ban than, hiy dén gip bac s¥.
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b co6 bao cdo truong hop hiém gip hoi ching an than kinh 4c tinh khi dung olanzapin.
Ngung dung thubc va dén trung tam y té néu ban ¢6 triéu chung st cao, thay do6i trang thai
tinh than va c6 dau hiéu than kinh tu chu khong 6n dinh (mach hodc huyét dp bat thuong,
nhip tim nhanh, toat md hoi va loan nhip tim).

Nhing thudc nhu olanzapin c6 thé gy cir dong bat thuong chii yéu ¢ mat hodc ludi. Néu
xay ra hién tuong nay khi ban dung olanzapin hdy thong bao cho bac sy.

Trudng hop rat hiém gap, thude nhu olanzapin c6 thé gy tap hop céc triéu chimg sbt, tho
nhanh, d6 md héi, cimg co va budn nga. Néu xdy ra hién twong nay khi ban ding olanzapin
héy thong bao cho bac sy.

ba thay c6 tang can ¢ bénh nhan dung olanzapin. Ban nén kiém tra can nang thuong xuyén.
Can nhic gap chuyén gia dinh dudng hoac c6 ché d6 an kiéng néu can thiét.

Puong huyét cao va ndng do chit béo cao (glycerid va cholesterol) da thay ¢ bénh nhan
ding olanzapin. Ban nén xét nghiém méau dé kiém tra duong huyét va nong do chét béo
trudce khi dung thuoc va thu’O’ng xuyén trong khi dleu tri.

Béo véi béac sy néu ban hay ai trong gia dinh c6 tién sir huyét khéi, vi olanzapin c6 thé c6
lién quan dén sy hinh thanh huyét khéi.

Ngudi cao tudi dic biét 1a nit gidi co nguy co rdi loan van dong mudn khi ding thude.
Thudc tri loan than c6 thé gay r6i loan van dong thuc quan, sic. Viém phéi do sic la
nguyén nhan thuong gdp giy bénh hodc tr vong ¢ bénh nhan Alzheimer. Olanzapin khong
duoc chi dinh dé dicu tri Alzheimer.

Olanzapin c6 thé 1am tang than nhiét. N6i véi béc sy néu ban c6 1am viéc thé Iyc ning, mat
nuée, dang duge diéu tri bang cc thudc khdng cholinergic.

Ciing nhu cac thudc ddi van thi thé dopamine D», olanzapin ting nong do prolactin, va su
tang nay kéo dai trong qua trinh diéu trj man tinh.

Truée khi ding thuéc nay, thong bdo cho bdc sy néu ban dang cé cdc van dé vé sirc khoe
sau day:

Dot quy hodc dot quy nhé (tri¢u ching tam thoi cua dot quy)).

Bénh Parkinson.

Van dé vé tuyén tién liét.

Bénh tang nhan ap géc dong.

Rudt bi chan (li¢t rugt).

Bénh gan hodc than.

R6i loan mdu.

Bénh tim.

bai thdo duong.

Co giat.

MANZURA c6 chtra Cellactose 80 (chtra lactose), thong bdo cho bac sy biét néu ban da
timg duogc bac sy cho biét 1a khong dung nap véi bat ky loai dudng nao.

MANZURA c6 chira polysorbat 80 c6 thé gdy di tng va dau thau dau c6 thé gdy budn non,
non, dau bung, ti€u chay.

MANZURA-5 ¢6 chira mau tartrazin yellow c6 thé gy di tmg.

Ding thuéc cho tré em

Khong diing olanzapin cho tré em dudi 18 tudi.

Phu nit mang thai hodc cho con bu

Néu ban dang mang thai hodc cho con bu, nghi ban c6 thé c6 thai hodc ¢o y dinh c6 thai,
hoi ¥ kién bac sy trude khi ding olanzapin. Ban khong nén ding thudc néu dang cho con
bu vi mdt lugng nho olanzapin c6 thé tiét vao sita me.

Céc triéu chtng sau c6 thé xay ra trén tré so sinh c6 me st dung olanzapin trong 3 thdng
cubi thai ki: run, cung co va/ hoac yéu, budn ngu, kich dong, van dé vé ho hép va kho cho
an. Néu con ctia ban c¢6 nhitng triéu ching niy ban nén lién lac véi béc sy.

Ldi xe va van hanh mdy moc
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C6 nguy co ban cam thdy budn ngi khi ding olanzapin. Néu viéc nay xay ra, khong 14i xe
hodc van hanh mdy méc. Thong bdo cho béc sy.

15. Khi nao cin tham vin bac s§, dugc s§?
Can lién lac ngay vdi béc sy hodc trung tdm y té gan nhét khi diing thudc qué liéu chi dinh.
Thong thudng, bao gid ciing phai hoi ¥ kién béac sy hodc duogc sy trude lic ding bat ky
thubc nao khi mang thai hodc cho con bi.
Thong bio ngay cho bac sy hodc dugc sy nhimg tic dung khéng mong mudn gip phai khi
str dung thudc.
Néu can thém thong tin xin hoi ¥ kién bac s§ hodc duoc sy.

16. Han ding ciia thude: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1.

PAC TINH DUQC LUC HOC:
Ma ATC: NOSAHO3.
Nhém duge Iy: Thude an than kinh/ chng loan than.
Olanzapin 1a mot thude an than kinh (chng loan than) khong dién hinh (thé hé thir hai) va
1a dan chat cua dibenzodiazepin. Thudc ¢6 nhiéu dic tinh dugce 1y khac véi cac thude chdng
loan than dién hinh 13 dan chat ciia phenothiazin hay butyrophenon nhu it gay hoi chung
ngoai thap, it 1am ting tiét prolactin, it gdy loan van dong mudn khi diéu tri kéo dai dong
thot ¢6 hiu qua trén ca cac biéu hién dwong tinh, 4m tinh va trc ché ciia tim than phan liét.
Tac dung chong loan than ctia olanzapin c¢6 co ché phirc tap va con chua duge 1am séng to
hoan toan. Co ché nay lién quan dén tinh d6i khang cta thudc & cac thu thé serotonin typ 2
(5-HT2a, 5-HT20), typ 3 (5-HT3), typ 6 (5-HTs) va dopamin ¢ hé than kinh trung uong.
Olanzapin c6 tac dung uc ché va lam giam dap tng (dleu hoa am tinh) d6i véi thy thé 5-
HT24, lién quan dén tac dung chong hung cam cua thudc. Ngoai ra, olanzapin con lam 6n
dinh tinh khi do mot phan {rc ché thu thé D> ctia dopamin.
Olanzapin con dbi khéng voi cac thu thé muscarinic (M1, M2, M3, My va Ms). Tac dung
khang cholinergic cua thuéc mot mat giai thich viéc giam nguy co xuit hién hoi ching
ngoai thap, mat khac lai lién quan dén mot sé tac dung khong mong mubn khac cta
olanzapin. Olanzapin ciing ¢ tic dung d6i khang thu thé H; ciia histamin va alpha;
adrenergic. Tac dung nay lién quan dén kha ning ngi ga, ha huyét ap tu thé khi sir dung
olanzapin.

PAC TINH DUQC PONG HOQC:

Hip thu: Sau khi ubng, olanzapin dugc hap thu nhanh va gan nhu hoan toan qua 6ng tiéu
héa, tuy nhién do bi chuyén hoa budc dau ¢ gan nén sinh kha dung duong ubng chi dat
60%. Su hap thu khong bi anh huong boi thirc an. Nong d6 dinh trong huyét tuong dat
dugc trong vong 5 - 8 gio. Dat trang thai 6 6n dinh sau 7 - 10 ngay dung lidu nhéc lai. Nong
d6 thudc trong huyét tuong thay doi gilta cdc ca thé, phu thudc vao tudi, gidi tinh va viéc
bénh nhéan c6 hat thude hay khong. Nong d6 thube trong mau phu nit cao hon khoang 30 -
40% so vo1 nam gidi. Khoang nong do dleu tri cua olanzapin trong huyét twong con chua
dugc xac dinh 3. Mdi twong quan gitta ndong do thude trong mau voi hiéu qua diéu tri va
ddc tinh cua olanzapin chua dugc xac 1ap.

Phén bé: Olanzapin phan b nhanh va nhiéu vdo cac md, trong d6 cé than kinh trung
wong. Thé tich phan bd cta thuéc khoang 1000 L. Ti 1& gan két protein huyét twong cua
olanzapin la khoang 93%, chu yéu lién két v6i albumin va acid a-glycoprotein. Olanzapin
va dan chat chuyen hoa 1ién hop glucuronid qua dugc nhau thai va dugc bai tiét vao sita
me. Luong thudc 6n dinh & tré ba bang khoang 1,8% liéu lwong thudc ctia me. Ngoai ra,
néng dd dinh trong stra me¢ dat duoc cham hon khoang 5,2 gid sau khi dat néng do dinh
trong huyét twong ngudi me.

Chuyén héa: Olanzapin duoc chuyén héa ¢ gan trudc khi thai trir chu yéu thong qua
CYP1A2, mdt phan nho théng qua CYP2D6 sau d6 dugce lién hop véi acid glucuronic. Hai
dan chét chuyén hoa chinh 1a 4’-N-desmethyl olanzapin va 10-N-glucuronid khéng con gii
dugc hoat tinh cua olanzapin.

Thi trie: Sau khi udng, thoi gian ban thai trong huyét twong cia olanzapin khoang 30 gio
(dao dong tur 21 - 54 gi0). Thoi gian ban thai tang Ién khoang 1,5 lan & ngudi cao tudi.
Thanh thai cia olanzapin ting khoang 40% & nguoi hat thude voi ngudi khong hit thude
va giam khoang 30% & phu nit so voi nam gi6i. Khoang 57% va 30% luong thude duoc
dao thai trong tmg vao nudc tiéu va phan, chi yéu dudi dang cac din chit chuyén hoa, mot
phan nho (7%) dudi dang nguyén ven.

Duwoc dong hoc trén cac doi twong dic biét

Suy thdn: Dugc dong hoc cta thudc khong thay doi nhiéu ¢ bénh nhan suy than.
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Tré em: Thanh thiéu nién (tir 13 - 17 tudi): Duoc dong hoc cua olanzapin & thanh thiéu
nién tuong tu nhu nguoi 16n. Trong nghién ctru lam sang, AUC trung binh olanzapin &
thanh thiéu nién cao hon khoang 27%. Cac yéu t6 khac biét vé& nhan khau hoc gitta thanh
thiéu nién va nguoi 16n nhu thé trong trung binh thap hon va co it thanh thiéu nién hat
thudc hon co thé dong gop vao két qua trén.

3. CHI PINH:
Diéu tri tim than phan liét.
Duy tri cai thién 1am sang & cac bénh nhan da c6 dap tng véi diéu tri khoi dau.
Diéu tri cac dot hung cam nang hodc vira phai.
O cac bénh nhan di dap ung véi olanzapin trong dot hung cam, sir dung olanzapin dé dy
phong tai phat rdi loan ludng cyc.
Sur dung trén tré em 13 - 17 tuéi phai thdt than trong va dudi sy giam sat chdt ché cua bac
sy chuyén khoa.

4. LIEU DUNG - CACH DUNG:
Cach dung:
Olanzapin dugc dung duong udng, c6 thé uong trong bira an hodc céch xa bita an. Cac bénh
nhan c6 biéu hién budn ngi kéo dai ¢ thé sir dung lidu hang ngay vao budi tdi trude khi di
ngu.
Liéu dung olanzapin phai dugc hi¢u chinh thén trong trén tirng bénh nhan va st dung lidu
thdp nhét c6 hiéu qua. Liéu dung nén duogc ting dan va chia thanh nhiéu liéu trong ngay khi
khoi dau diéu tri dé giam thiéu cic tic dung khong mong mudn.
Ngwoi lon:
Tam than phan liét:
Liéu khoi dau 5 - 10 mg. Thuong udng 1 1an/ ngay. Liéu co thé ting khoang 5 mg/ ngay
trong vong 5 - 7 ngay cho t6i liéu dich 10 mg/ ngay Hiéu chinh liéu ¢ giai doan sau thuong
phai cach nhau khong dudi 7 ngay, tang hodc giam 5 mg/ ngay cho t6i lidu t6i da khuyén
c4o 20 mg/ ngay. Liéu duy tri: 10 - 20 mg/ ngay uong 1 lan.
Bénh luéng ciee (Pot hung cam hodc hén hop):
Don tri lidu: Lidu khoi dau 10 - 15 mg/ ngay udng 1 1an. Liéu c6 thé ting 5 mg/ ngdy cach
nhau khong dudi 24 gio. Liéu duy tri 13 5 - 20 mg/ ngay. Liéu t6i da khuyén cdo 20 mg/
ngay.
Liéu phap phdi hop (v6i lithi hogc valproat): Liéu khoi dau 10 - 15 mg/ ngdy, uéng 1 lan.
Liéu dung c6 thé dao dong trong pham vi: 5 - 20 mg/ ngay.
Phong ngura tai phat roi logn luong cyrc: Khoang lidu 5 - 20 mg/ ngay. D01 v6i1 bénh nhan
da diéu tri dot hung cam bang olanzapin, tlep tuc phong ngura tai phat rdi loan ludng cuc
v6i lidu nhu vay. Néu xuat hién hung cam, hon _hop hodc dot tram cam, nén tiép tuc diéu tri
v01 olanzapin (voi liéu duoc tdi wu hoa néu can thlet), di kém diéu tri hd tro tridu chung
cam xuc, nhu chi dinh 1am sang.
Tré em:
Tré em < 13 tuéi: Chua xac dinh do an toan va hiéu qua.
Tré tir 13 - 17 tudi: St dung olanzapin trén tré em phai that than trong va dudi sy giam sat
chit ché cua thay thudc chuyén khoa
Tam than phan liét: Liéu khoi dau: 2,5 - 5 mg/ ngdy udng 1 lan. Liéu dich 10 mg/ ngay. Co
thé diéu chinh ting hoic giam lidu 2,5 mg hoic 5 mg. Liéu t6i da 20 mg/ ngay.
Bénh ludng cuyc: Liéu khéi dau: 2,5 - 5 mg/ ngay uong 1 lan Liéu dich 10 mg/ ngay. C6
thé diéu chinh ting hodc giam liéu 2,5 mg hodc 5 mg. Liéu ti da 20 mg/ ngay.
Déi twong dic bigt
Nguoi cao tudi
Liéu khoi ddu thap (5 mg/ ngay) khong thudng duoc chi dinh nhung c6 thé can nhic st
dung cho bénh nhan tir 65 tudi trd 1én khi tinh trang 1am sang dam bao.
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Suy thdn va/ hodc suy gan

Liéu khoi dau thap (5 mg) nén duoc can nhic ¢ nhitng bénh nhan nay. Trong trudng hop
suy gan trung binh (xo gan, Child-Pugh nhém A hoic B), lidu khoi dau nén 1a 5 mg va chi
tang liéu mét cach than trong.

Nguoi hut thuéc ld

Liéu khoi dau va khoang liéu thuong khong can thay d6i & nguoi hit thude so véi nguoi
khong hiit thudc. Chuyén hoéa ciia olanzapin c6 thé tang ¢ nguoi hat thubc. Khuyén céo
theo doi lam sang va co the can nhic tang lidu olanzapin néu can thiét.

Khi ¢6 nhiéu hon 1 yéu t6 c¢6 thé 1am cham chuyén hoa (nit gidi, ngudi cao tudi, khong hit
thudc), nén can nhac giam liéu khoi ddu. Nén can than khi tang lidu trén nhimg bénh nhan
nay.

Ngirng ding thuéc

Nén c4n nhac giam liéu tir tir khi ngimg olanzapin.

5. CHONG CHI PINH:
Min cam véi olanzapin hogc bat ctr thanh phan nao cia thudc.
Co nguy co tang nhan ap goc dong.
Phu ntr cho con bu.

6. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:
Khi diéu trj béng thuéc chéng loan than, sy cai thi¢n tinh trang 1dm sang ctia bénh nhén can
nhiéu ngay cho dén vai tuadn. Nén theo ddi cAn than bénh nhén trong giai doan nay.
Tw tiz: Nguy co tir tir von ¢6 & bénh nhan tim than phan liét va bénh ludng cuc, can theo
doi chat ché bénh nhén c6 nguy co cao trong qua trinh dung thudc. Nén viét chi dinh
olanzapin véi luong vién nén it nhat phit hop véi tudn trj tot ciia bénh nhan dé tranh tinh
trang qud licu.
Réi logn tém than va/ hodc roi loan hanh vi lién quan dén sa siit tri tué: Than trong voi céac
bénh nhén cao tudi ¢ rdi loan tim than lién quan dén sa sit trf tué do nguy co 1am ting ty
1¢ tir vong, chii yéu do cdc nguyén nham tim mach (suy tim, dot tir) hodc nhiém khuan
(viém phoi)
Bénh Parkinson: Khong khuyén céo sir dung olanzapin diéu tri loan than c6 lién quan dén
cht van dopamin ¢ bénh nhén bi Parkinson. Olanzapin 1am ting mirc d6 va tan xut triéu
chting cta Parkinson va 4o gidc va khong cho thay hiéu qua diéu tri triéu chting loan than
hon gia dugc.
Hoéi chimg an than kinh dc tinh: D3 co bao cio truong hop hiém gdp hoi chung an than
kinh dc tinh khi dung olanzapin. Biéu hién lam sang la st cao, thay doi trang théi tinh than
va c6 ddu hi¢u than kinh tu chii khong 6n dinh (mach hodc huyet ap bat _thuong, nhip tim
nhanh, todt md héi va loan nhip tim). Céc d4u hiéu khac c6 thé bao gém tang creatinin
phosphokinase, myoglobin niéu (tiéu co van) va suy than cip. Néu bénh nhan xuat hién dau
hiéu va triéu chimg trén, hodc bi s6t cao khong r& nguyén nhan ma khong c¢6 thém triéu
chting 14m sang nao ctia hoi ching an than kinh 4c tinh, phai ngimg tit ca céc thudc an
than, bao gdm olanzapin.
Tang glucose huyét va dai thdo dwong: Than trong khi st dung olanzapin cho bénh nhan
dai thao dudng, bénh nhan 6 dudng huyét tang (dwong huyét lic doi tir 100 - 126 mg/ dL)
do nguy co gdy tang dudng huyét, tham chi c6 thé khong kiém soat dwgc ké ca khi da
ngimg thudc. Can theo ddi duong huyet trong qua trinh diéu tri.
Thay doi lipid huyét: Olanzapin c6 thé gdy thay doi lipid huyet Su thay d6i lipid phai dugc
diéu tri lam sang thich hop, dac biét 1a ¢ nhiing bénh nhan roi loan lipid huyet va ¢ bénh
nhan cé yéu tb nguy co r6i loan lipid huyét. Bénh nhén diéu tri voi bt cir thube chong loan
than nao, bao gdm olanzapin, nén duoc theo doi lipid huyét thudng xuyén trong qué trinh
diéu tri.
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Tang cdan: Hau qua cua vi¢e tang can nén dugc xem xét trudce khi bét dau diéu tri. Theo ddi
can nang thuong xuyén.
Hoat tinh khdng cholinergic: Than trong khi diing thudc cho bénh nhén bi phi dai tuyén
tién liét, glaucom géc hep hodc liét rudt va céc tinh trang lién quan do tic dung khdng
cholinergic ctia thudc.
Chitc nang gan: Than trong ¢ bénh nhén ¢ cdc triéu chimg suy giam chirc nang gan, bénh
nhan c6 cdc bénh anh huong dén bao ton chtre nang gan, hodc dang diéu tri voi cédc thude
gdy doc gan. Can dinh ky dinh luong nong d¢ transaminase trong qud trinh su dung
olanzapin cho cac d6i tuong nay. Trong trudng hop viém gan (bao gom té bao gan, (r mat
hoic ton thuong gan hdn hop), nén ngimg dleu tri v6i olanzapin.
Giam bach cdau: Than trong ¢ bénh nhan c6 ) lugng bach cau va/ hodc bach clu trung tinh
thap vi bit cr 1y do nao, bénh nhan diing thudc c6 thé giy giam bach cau, bénh nhan c6 tién
sir suy/ doc tity xuong do thudc, bénh nhan suy tiy xuwong do cic bénh kem theo, xa tri
hodc héa tri va bénh nhan bi ting bach cAu di toan hodc bi tang sinh tuy xuong. Giam bach
cau thuong duoc bao cio khi ding dong thoi olanzapin va valproat.
Ngirng thuoc: Da cb bao cao hiém gap nhitng tridu ching cap tinh nhu d6 mo hoi, mat ng,
run, lo ldng, budn nén hoic ndn khi ngimg olanzapin dot ngot.
Khoang QOT: Thudc c6 thé giy kéo dai khoang QT (it gap). Théan trong khi dung olanzapin
voi thude c6 kha ning kéo dai khoang QT, dic biét & ngudi cao tudi, & bénh nhan bj hoi
chung khoang QT dai bam sinh, suy tim xung huyét, phi dai tim, ha kali huyét hoic ha
magnesi huyét.
Huyét khoi: Huyét khdi tinh mach d3 dugc bdo cdo it gip. Mbi quan hé nhan qua chua
dugc thiét 1ap. Tuy nhién, vi bénh nhan bi tim than phan liét thuong c6 yéu t6 nguy co bi
huyét khéi tinh mach, tit ca cac nguy co ctia huyét khdi tinh mach nhu tinh trang bat dong,
nén duoc xac dinh va thue hién cdc bién phdp phong ngra.
H¢ than kinh trung wong: Do tac /dung chinh Ién than kinh trung uong cua olanzapin, nén
than trong khi str dung thudc phdi hop véi cdc thude tac dong 1én than kinh trung uong
khéac va rugu. Than trong véi khan nang lam giam tap trung va hoat dong van dong lién
quan dén tic dong an than cta thude.
Vi olanzapin thé hién tinh ddi khang dopamin in vitro, thudc c6 thé ddi khang tac dong cua
céc thude cht van dopamin tryc tiép hodc gidn tiép.
Co gidt: Than trong khi dung olanzapin cho bénh nhan c6 tién str dong kinh, chan thuong
viing dau hoic dang duogc diéu tri bang cdc thudc c¢6 kha nang lam giam ngudng co giat do
tac dung co giat phu thudc liéu c6 thé xuat hién trong qua trinh diéu tri olanzapin.
Réi loan vdn déng mudn: Than trong véi nguoi cao tudi dic biét véi nit gidi do nguy co
tang roi loan van dong mudn. Trong trudng hop xdy ra réi loan nay c6 thé can nhic kha
nang ngung thudc.
Ha huyét dp tw thé: Than trong khi sir dung olanzapin cho nguoi c¢6 bénh tim, bénh mach
mdu ndo hodc cic bénh ly c6 kha nang gy ha huyet 4p (mét nudc, giam thé tich tuan hoan,
dang duoc diéu tri bang thudc chong tang huyét 4p) do kha ning ting nguy co ha huyét dp
tu thé kém theo nhip tim cham, ngét va ngirng nit xoang.
Dot tir do tim: Bién cb dot tir do tim di duoc bdo cdo & bénh nhan dung olanzapin.
Phadn tmg di img thudc kém ting bach cdu di toan va nhitng triéu chimg toan thén
(DRESS): DRESS da dugc bdo cdo khi sir dung olanzapin. DRESS ¢6 thé biéu hién qua cdc
phan tmg trén da (nhu phat ban hodc viém da tréc vay), tang bach cau 4i toan, s6t v/ hodc
ndi hach, vé6i cdc bién ching toan than nhu viém gan, viém than, viém phoi, Vlem co tim
va/ hodc viém mang ngoai tim. DRESS dbi khi gay tir vong. Ngimg olanzapin néu nghi ngd
bénh nhan bi DRESS.
Khé nuot: Thube tri loan than c6 thé gy r6i loan van dong thuc quan, sdc. Viém phé)i do
sac 1a nguyén nhan thuong gap gay bénh hodc tr vong & bénh nhan Alzheimer. Olanzapin
khong dugce chi dinh dé diéu tri Alzheimer.

11/16 0140.T1



Tdang than nhiét: Can danh gia than nhiét, than trong cho cdc bénh nhan 1am viéc thé lyuc
ning, mat nudc, dang dugc diéu tri bang cdc thude khang cholinergic do nguy co lam ting
than nhiét cia thudc.

Téing prolactin huyét: Ciing nhu cac thudc ddi van thi thé dopamine Da, olanzapin ting
nong do prolactin, va sy ting nay kéo dai trong qua trinh diéu tri man tinh.

Tré em:

Olanzapin khong dugc chi dinh cho tré¢ em dudi 13 tudi.

Nghién ctru trén bénh nhan tur 13 - 17 tudi cho thdy nhleu phan tmg khong mong mudn, bao
gom ting cin, thay ddi thong sb chuyén hoa va ting ndng do prolactin.

Olanzapin phai dugc st dung than trong va dudi sy gidm sit chat ché cua thﬁy thudce
chuyén gia trén tré em tir 13 - 17 tudi

MANZURA c6 chira Cellactose (chtra lactose), bénh nhan bi ri loan di truyén hiép gip vé
dung nap galactose, chimg thiéu hut Lapp lactase hodc rdi loan hap thu glucose-galactose
khong nén sir dung thude nay.

MANZURA c6 chira polysorbat 80 c6 thé gdy di tmg va dau thau dau c6 thé giy budn nén,
non, dau bung, tiu chay.

MANZURA-5 ¢6 chira mau tartrazin yellow c6 thé gdy di Gmg.

Pé xa tim tay tré em.

St dung cho phu nir ¢6 thai va cho con bia

Phu nit co thai

Chua c¢6 nghién ctru day da va c6 kiém soat trén phu nir mang thai. Nén khuyén bénh nhan
thong bao cho bac sy néu c6 thai hodc c¢6 ¥ dinh mang thai trong khi diéu tri véi olanzapin.
Tuy nhién, do kinh nghiém trén ngudi con han ché, chi nén s dung olanzapin khi mang
thai néu loi ich 16n hon nhiing nguy co c¢6 thé c6 cho thai nhi.

Tré so sinh phoi nhiém véi thudc chéng loan than trong 3 thang cubi thai ki c6 nguy co bi
cac tac dung khong mong mudn nhu tridu ching ngoai thap va/ hodc triéu ching cai thudce
v6i nhidu muirc d6 ning va thoi gian mic khac nhau. C6 bao cao kich dong, ting/ giam
trwong luc co, run, budn ngl, suy hdé hap hoidc kho cho in & tré so sinh, tré so sinh nén
duoc theo di can than.

Phu nit cho con bu

Trong nghién ctru & phy nit khée manh cho con bu, olanzapin tiét qua sita me. Phoi nhiém
trung binh & tré so sinh (mg/ kg) & trang thai 6n dinh dugc du doan 13 khoang 1,8% licu
olanzapin ¢ ngudi me. Nén khuyén bénh nhan khong cho con bt khi dang dung olanzapin.
Kha nang sinh san

T4c dong trén kha ning sinh san van chua 0.

Anh hwéng ciia thude ddi véi cong viée (ngudi van hanh may méc, nguoi dang 14i tau xe,
ngudi 1am viée trén cao va cac trudng hop khac): Chua co nghién ctru nao vé anh hudng
cua olanzapin Ién kha nang lai xe va van hanh may moc dugc thuc hién. Vi olanzapin c6
thé gay budn ngi va chéng mit, bénh nhin nén than trong vé viéc ldi xe hodc van hanh
may moc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Tranh khong nén phoéi hop: Khong nén phdi hop olanzapin véi levomethadyl do nguy co
doc tinh trén tim (kéo dai khoang QT, giy xoan dinh), véi metoclopramid do ting nguy co
xuét hién hoi chirng ngoai thap, hoi chiing an than kinh 4c tinh
Cac twong tac co khd nang anh hwong olanzapin
Diazepam: Dung chung lam tang nguy co ha huyet ap tu thé
Cdm 1ing CYPIA2: Chuyén hoa olanzapin c6 thé ting do hat thudc (nicotin) va cac thube
cam tmg CYP1A2 (carbamazepin, phenobarbital, phenytoin, rifampicin, omeprazol), c6 thé
dan dén giam ndng do olanzapin. Do thanh thai olanzapin ting it hodc vira. Anh hudng 1am
sang thuong nho, khuyén co theo ddi 1am sang va tang lidu olanzapin néu can thiét.
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Uc ché CYPIA2: Fluvoxamin, mot chat e ché CYP1A2, cho théy su trc ché dang ké
chuyén hoa cua olanzapin. Nén can nhic ding liéu khdi ddu olanzapin thip hon & nhiing
bénh nhan dang dung fluvoxamin hodc cac thudc trc ché CYP1A2 khéac, nhu ciprofloxacin,
cafein, erythromycin, quinidin. Can nhic giam liéu olanzapin dang ding khi bt dau diéu
tri voi céac thude e ché CYP1A2.

Giam sinh kha dung:

Than hoat tinh lam giam sinh kha dung cua olanzapin ding dudng udng khoang 50 - 60%
va nén duoc ding it nhét 2 gio trude hodc sau khi dung olanzapin.

Warfarin (lidu don 20 mg), fluoxetin (thudc trc ché CYP2D6), lidu don antacid (nhom,
magnesi) hoic cimetidin khong anh hudng dang ké dén dugc dong hoc cua olanzapln
Tuong tic duoc ly: Khong nén dung dopamin, adrenalin hoac thudc tac dong gidng giao
cam khac trén thy thé beta & bénh nhan dang diéu tri olanzapin, do c6 kha ning lam tram
trong thém ha huyét ap do tac dung trc ché thu thé alpha ciia olanzapin

Olanzapin c6 thé anh huéng dén cdc thuéc khdc

Olanzapin c6 thé ddi khang véi tac dung ctia levodopa va cac chat chu van dopamin.
Olanzapin lam tang tac dung (tdo bon, khdé miéng, an than, bi tiéu, rdi loan thi giac) cua
thuc khang cholinergic, 1am ting tac dung ha huyét 4p cua cac thudc chdng ting huyét ap.
Olanzapin khong trc ché cac isoenzym CYP450 chinh in vitro (nhu 1A2, 2D6, 2C19, 3A4).
Do véy khong c6 nguy co twong tac nao. Nhién ctru in vivo, khong thiy sy wc ché cac hoat
chit sau: thudc tri tram cam 3 vong (dai dién cho chuyén héa qua CYP2D6), warfarin
(CYP2C9), theophyllin (CYP1A2) hodc diazepam (CYP3A4 va 2C19).

Olanzapin khong tuong tac khi dung chung véi lithi hodc biperiden.

Theo ddi ndng d6 valproat trong huyét twong cho thdy khong can hi¢u chinh liéu valproat
sau khi dung dong thoi véi olanzapin.

Tdc ddng trén hé than kinh trung wong

Nén than trong khi dung olanzapin & bénh nhan ding ruou hodc cac thude cé thé gy tc
ché hé than kinh trung uong.

Khong khuyén cdo dung dong thoi olanzapin v6i thude diéu tri Parkinson ¢ bénh nhan bi
Parkinson va mat tri nhé.

Khoang QT

Than trong khi st dung olanzapin véi cac thudc co kha ning gay kéo dai khoang QT.

8. TAC DUNG KHONG MONG MUON:
Nguwoilon
Rat thwong gip, ADR > 1/10
Chuyén hoa va dinh dudng: Tang can.
Than kinh: Budn ngu.
Mach mdu: Ha huyét ap tu thé.
Xét nghiém: Tang nong do prolactin huyét tuong.
Thuong gap, 1/100 <ADR < 1/10
Mau va hé bach huyét: Tang bach clu wa acid, giam bach cau, giam bach cau trung tinh.
Chuyén héa va dinh dudng: Tang ndng do cholesterol, ting ndng d6 glucose, ting ndng do
triglycerid, glucose ni¢u, ting cam gidc ngon miéng.
Than kinh: Chéng mait, chting ngdi ndm khong yén, Parkinson, 16i loan van dong.
Tiéu héa: T4c dung khang cholinergic nhe, thodng qua bao gém tdo bén va kho miéng.
Gan mat: Tang aminotransferase gan (ALT, AST) thoang qua, khong triéu chirng, dac biét
1a khi bt dau diéu tri.
Da va cac mo6 dudi da: Phat ban.
Co xuong va md lién két: Pau khép.
Heé sinh duc va tuyén vi: Réi loan chitc ning cuong duong & nam gidi. Giam ham mudén
tinh dyc ¢ ca nam va ntr gioi.
Toan than: Suy nhugc, mét moi, phi, sot.
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Xét nghiém: Tang phosphat kiém, creatinin kinase cao, gamma glutamyltransferase cao,
acid uric cao.

It gap, 1/1.000 <ADR < 1/100

Mién dich: Qud man.

Chuyén hoa va dinh dudng: Déi thdo dudng tién trién hodc ning hon thuong kem nhidm
toan ceton hodc hén mé, bao gdm mot sb trudng hop tir vong.

Than kinh: Co giat, hau hét & cac truong hop c6 tién st co giat hoac cac yéu té nguy co cua
co giat, rdi loan truong lyc co (bao gdm con quay mat), rdi loan van dong mudn, suy giam
tri nhd, loan van ngon.

Tim: Chém nhip tim, kéo dai khoang QT.

Mach mau: Huyét khdi (bao gom thuyén tac phdi va huyét khéi tinh mach séu).

HO6 hép, long nguc va trung that: Chay mdu cam.

Tiéu hoa: DPay bung.

Da va cac m6 dudi da: Phan tng nhay cam énh sang, rung téc.

Than va tiét niéu: Tleu khong tu chu, bi tleu khong tiéu dugc.

He¢ sinh dyc va tuyén vi: Vi to vo kinh, tiét nhiéu sita & phu nif, nir héa tuyén vii/ vii to &
nam gidi.

Xét nghiém: Tang bilirubin toan phan.

Hiém gdp, 1/10.000 <ADR < 1/1.000

Mau va hé bach huyét: Giam tiéu cau.

Chuyén hoa va dinh dudng: Ha than nhiét.

Than kinh: Hoi chirng an than kinh 4c tinh, triéu chirng cai thudc.

Tim: Nhip nhanh that/ rung thét, dot tir.

Tiéu héa: Viém tuy.

Gan mat: Viém gan (bao gom té bao gan, viém gan & mat hodc ton thuong gan hon hop).
Co xuong va mo lién két: Tiéu co van.

Hé sinh duc va tuyén va: Cuong duong kéo dai.

Chura biét tan sudt

Hoi chung cai thude ¢ tré so sinh.

DRESS: thé hién qua céc phan tng trén da (nhu phat ban hodc viém da tréc vay), tang bach
cau 4i toan, s6t vd/ hodc ndi hach, véi cdc bién ching toan than nhu viém gan, viém than,
viém phoi, viém co tim va/ hoic viém mang ngoai tim.

Diéu tri kéo dai (it nhit 48 thding)

C6 mot ti 1¢ bénh nhéan ¢ nhitng thay d6i khong mong mudn dang ké trén 1am sang vé ting
can, glucose, tong cholesterol/ LDL/ HDL hoic triglycerid theo thoi gian. O nguoi 16n diéu
tri tir 9 - 12 thang, toc do ting glucose huyét cham lai sau khoang 4 - 6 thang.

Déi twong dic biét

O ngudi cao tudi sa sat tri tug, olanzapin gy tir vong va tac dung khong mong muon trén
mach méau ndo so véi tan suat cao hon so véi gia duge. Tac dung khong mong mudn rat
thuong gip: dang di va ngd bat thuong. Thuong gip: Viém phdi, ting nhiét do co thé, hon
mé, ban do, 40 giac thi giac va tiéu khong tu chu.

O bénh nhan bi bénh than kinh do dung thudc (cht van dopamin) khi bi Parkinson, triéu
chung Parkinson va 4o giac ning hon dugc bao céo rat thuong gip va thudng xuyén hon
gia duogc.

O bénh nhan bj hung cam ludng cuc, phdi hop valproat va olanzapin gy ting ti 1& giam
bach cau trung tinh 4,1%; Nguyén nhan mot phan c6 thé do ndng do valproat trong huyét
tuong cao. Dung olanzapin véi lithi hoac valproat lam tang mrc @6 run (= 10%), kho
miéng, tang sy ngon miéng va tang can. Réi loan ngdn ngit ciing dugc bao cao thuong gap.
Khi diéu tri bang olanzapin ph01 hop véi lithi hodc divalproex, gay tang > 7% thé trong ban
dau ¢ 17,4% bénh nhan khi diéu tri cdp tinh (1én dén 6 tuan) Diéu tri kéo dai véi olanzapin
(Ién dén 12 tudn) dé phong ngira tai phat & bénh nhan rdi loan ludng cuc giy ting > 7% thé
trong ban dau & 39,9% bénh nhan.
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10.

Tré em

Cac phan tmg khong mong mubn duogc bao cao v6i tan suit cao hon ¢ thanh thiéu nién (13
- 17 tudi) so véi nguoi 16n va co nhing phan ing khong mong mudn chi gip trong thir
nghiém 1am sang ngin han ¢ thanh thiéu nién.

Rat thuong gap, ADR > 1/10

Chuyen hoéa va dinh dudng: Tang cén, tang nong do triglycerid, tang sy ngon mi¢ng.

Than kinh: An than (bao gdm: Nga lim, hon mé, budn ngu).

Gan mat: Tang aminotransferase gan (ALT/ AST)

Xét nghiém: Giam bilirubin toan phan, ting gamma glutamyltransferase, ting nong do
prolactin huyét tuong.

Thuong gap, 1/100 <ADR < 1/10

Chuyén héa va dinh dudng: Tang ndng do cholesterol.

Tiéu hoa: Kho miéng.

Thubc ¢ thé gdy ra cdc tac dung khéng mong muon khdc. Can theo déi chdt ché va khuyén
cdo bénh nhén thong bdo cho bdc sy nhitng tic dung khong mong muén gap phai khi siv
dung thudc.

Xur tri ADR

Ngtg thudc trong truong hop xudt hién cac biéu hién cta hoi ching an than kinh 4c tinh.
Diéu tri hd tro tich cuc va theo ddi chat ché bénh nhan. Can than trong khi s dung lai
olanzapin cho bénh nhan sau khi xuét hién hoi chung an than kinh 4c tinh: Nén lya chon
cac thudc it gay hoi chimg nay hon va can ting lidu tir tir cho bénh nhén.

Ngumg thudc hodc giam liéu olanzapin néu xuat hién loan déng mudn trong qua trinh sir
dung thude.

Giam liéu hoac dung thudc 1 1an/ ngay lac di ngai néu xuat hién budn ngi trong qua trinh
sir dung olanzapin.

Str dung cac bién phap diéu tri dung thudc hodc khong dung thube dé diéu chinh rdi loan
lipid huyét néu xuat hién trong qua trinh diéu tri bang olanzapin. C6 thé cin nhic sir dung
thay thé bang cic thudc an than kinh khac it giy anh hudng trén chuyén hoéa lipid nhu
risperidon, ziprasidon hodc aripiprazol.

QUA LIEU VA XU TRI:

Dau hiéu va triéu ching

Triéu ching rat thuong gap khi qua lidu (ti 1¢ > 10%) bao gdm nhanh nhip tim, kich dong/
hung hang, loan van ngon, nhiéu triéu chimg ngoai thap va giam muc d6 ¥ thic tir an than
dén hon mé.

Céc di ching dang ké cua qua lidu bao gdm mé sang, co giat, hon mé, co thé c6 hoi ching
an than kinh 4c tinh, suy ho hap, sic, ha huyét ap hodc ting huyét ap, loan nhip tim (< 2%
cac ca qua liéu), va ngung tim phoi. Da c6 bao cao tir vong voi qua lidu oolanzapin cap tinh
thap nhu 450 mg, nhung ciing c6 nhitng ca séng sot sau khi qua liéu cp tinh khoang 2 g
olanzapin dudng udng.

X tri

Khéng c6 thude giai doc dic hiéu cho olanzapin. Khong khuyén céo kich thich gay nén. C6
thé ap dung nhtng bién phap diéu tri qua lidu chuan (nhu rtra da day, dung than hoat tinh).

Str dung ddng thoi than hoat tinh cho thay lam giam sinh kha dung cua olanzapin 50 - 60%.

Nén diéu tri triéu ching va theo doi dau hiéu séng dua trén tinh trang 1am sang, bao gdm
diéu tri ha huyét 4p va suy tuan hoan va hd tro chirc ning ho hip. Khong dung epinephrin,
dopamin hodc cac thudc cudng giao cam chi van beta, vi kich thich beta c6 thé 1am ning
hon tinh trang ha huyét ap. Can theo di tim mach dé phat hién r6i loan nhip tim c6 thé co.
Nén theo ddi bénh nhén can than cho dén khi hoi phuc.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong dung thudc qua lidu chi
dinh.
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11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Sdn xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688
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