A 'T'O HUONG DAN SU DUNG THUOC
GAYAX-50
GAYAX
GA\\?f&;é(nAOO

Thubc ban theo don
Dé xa tam tay tré em
Poc ki hwéng din sir dung trwéc khi dung
Thong bao ngay cho béc sy hodie dwoc sy nhirng tac dung khéng mong muén khi sir dung thuéc
To thong tin sén phdm nay bao gém hweng dén siz dung cho thuéc c6 nhiéu ham lweng khéc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Thanh phan:
MJdi vién nén GAYAX-50 chira:
Amisulprid ...................... 50 mg
Ta dugc: Cellactose 80, copovidon, BHA, natri starch glycolat, magnesi stearat.

MOi vién nén GAYAX chua:

Amisulprid ....................L 200 mg

Ta dugc: Cellulose vi tinh thé, tinh bgt ngd, povidon, croscarmellose natri, natri lauryl
sulfat, magnesi stearat, silicon dioxyd.

MGi vién nén GAYAX-400 chura:

Amisulprid ...................... 400 mg

T4 dugc: Lactose monohydrat, tinh bgt ngd, povidon, croscarmellose natri, magnesi
stearat, silicon dioxyd, natri lauryl sulfat.

2. M@ ti san phim:

GAYAX-50 : Vién nén tron mau trang, mot mat c6 dap logo , mat kia c6 dap gach

ngang. ’

GAYAX : Vién nén dai, mau trang, hai mat tron.

GAYAX-400 : Vién nén dai mau tring, mot mat ¢ dap logo £, mat kia ¢6 dap gach
ngang.

3. Quy cach doéng géi:
GAYAX-50 :Hop 10 vix 10 vién.
GAYAX :Hop 4 vix 7 vién.
GAYAX-400 : Hop 4 vi x 7 vién.

4. Thubc dung cho bénh gi? ‘
San pham GAYAX-50/ GAYAX/ GAYAX-400 chtra thanh phan chinh c6 tac dung duoc ly
la amisulprid, mot chat thugc nhém thudc chdng loan than. Thube duoc sir dung theo chi
dinh cua bac sy dé diéu tri bénh tam than phan liet. ’
Bénh tam than phan li¢t lam ban cam thay, nhin thay hodc nghe thay nhiing thir khdng co
that, c6 y nghi so hdi ky la, thay ddi hanh vi va lam ban cam thiy c6 don. Déi khi ciing c6
thé cam thay cang thang, lo lang va tram cam.
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Amisulprid gilp cai thién nhing suy nghi, cam gidc va hanh vi bi réi loan. Thuéc ding tri
bénh tam than phan liét ca khi vira méi bat dau mac bénh va khi da bi trong thoi gian dai.

Nén dung thudc nay nhw thé nao va liéu hrong?

Ludn dung thudc chinh xac nhu huéng dan cta bac sy hoidc duoc sy. Néu chua 13, hay hoi
lai cho chac chan.

Liéu dung:

Liéu dung duoc béc sy chi dinh tly thudc vao tinh trang bénh caa bénh nhan.

- Liéu thuong dung trong khoang 50 - 800 mg/ ngay.

- Béc sy c6 thé chi dinh liéu thip hon néu can thiét.

- Néu can thiét bac sy c6 thé nang lidu st dung hang ngay I1&n 1200 mg.

Cach dung:

Licu dung tir 300 mg/ ngay tro XUOng Uong 1 1an vao cung 1 thoi diém trong ngay Liéu
dung trén 300 mg/ ngay: Chia lam 2 lan/ ngay maot ntra vao budi séng va mot nira vao budi
tHi.

Nguoi cao tusi: Bac sy s& theo ddi can than do ban c¢6 thé bi giam huyét p hogc buon ngu
do thuoc.

Tré em: Khéng nén sir dung thudc cho tré em dudi 18 tudi (trudc tudi day thi) trir khi co
chi dinh ctua bac sy. i

Bénh nhan suy than: Bac sy ¢ thé s& chi dinh liéu thap hon.

Uéng nguyén vién ciing véi nuéc, khdng nhai vién. Uéng thube trude bita dn. Néu cam
thdy tac dong cua thudc qua manh hoic qué yéu, khong tu ¥ thay doi liéu, thong béo va hoi
y kién bac s¥.

Khi nao khong nén dung thuoc nay?

Khéng nén dung thudc nay néu ban:

- Di g v&i amisulprid, hodc bat ky thanh phan nao cta ché pham. Dau hiéu cia di Gmg
bao gom ngira, kho thd hodc kho khe, sung mit, moi, ludi hodc hong.

- Mang thai, ¢6 thé s& mang thai hodc dang cho con bu.

- Ung thu vi hodc ung thu phu thudc prolactin.

- Ung thu tuyén thuong than.

- bang su dung levodopa (mét thuoc diéu tri Parkinson).

- Puoc chuan doan ung thu tuyen yeén.

- Tré em dudi 18 tudi (trude tudi day thi).

Tac dung khong mong mudn:

Nhu cac thube khac, amisulprid c6 thé gay téc dung khdng mong muén, nhung khong phai

ai cling gap phai.

Ngung ding thuoc va lién hé trung tam y té gan nhat néu ban gap céc phdn éng sau:

- Hoi chung an than 4c tinh (sét cao, chay mé héi, cing co, nhip tim nhanh, thé nhanh, va
cam thay 1a 13n, budn nga hoic kich dong).

- Nhip tim bat thuong (tim dap nhanh, dau ngyc).

- Huyét khdi tic mach dic biét ¢ chan (pht, dau va do ¢ chén).

- D& b nhiém tring hon do rdi loan vé mau (mat bach cu hat, giam bach cau).

- Phan ng di ung (it gap), dau hiéu nhan biét 1a: Ngaa, néi man, kho nudt hoac kho the,
phu moi, mat, c6 hong hoic ludi.

- Co giat.

Céc tac dung khdng mong mugn khéc:

Rat thuong gap: Run, cing co hodc co co, van dong cham, tang tiét nudc bot.

Thirong gap: Van dong co thé bat thuong khong kiém soat duoc, mat ng, bon chon, lo

Iang, roi loan cuc khoai, tao bon, budn nén, ndn, khd miéng, gdy ra tang tiét sira, vo kinh,

vl to & nam, dau vu, va réi loan chirc ning cuwong dwong, ha huyét ap, ting can.

it gap: Tang duong huyét, nhip tim cham, ting men gan.
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10.

11.

12.

13.

Chura 16 tan suat: Tang triglycerid va cholesterol mau, 1a 1an, hoi ching cai thudc o tré so
sinh.

Nén tranh dung nhirng thudc hoic thue pham gi khi dang sir dung thudc nay?

Mot sb thudc co thé twong tac voi amisulprid nén phai thdng bao cho bac sy hoic duoc sy

cuia ban vé tat ca cac loai thubc ma ban dang sir dung, bao gom ca céc thudc ké don hoic

khong ké don, cac vitamin hoac thubc tir duoc lidu.

Thudc khéng dwrgc diing chung véi amisulprid:

- Thubc chdng loan nhip nhém Ia nhu quinidin, disopyramid, procainamid.

- Thubc chéng loan nhip nhém III nhu amiodaron, sotalol.

- Céc thubc nhu bepridil, cisaprid, sultoprid, thioridazin, erythromycin tiém tinh mach,
vincamin tiém tinh mach, halofantrin, pentamidin, sparfloxacin.

- Levodopa.

Thuée ¢6 tuwong tac véi amisulprid. Théng béo cho bac sy néu ban dang uéng cac thusc

sau:

Céc thubc 1am ting nguy co gy xoan dinh tim:

- Céc thudc lam cham nhip tim nhu thudc chen thu thé beta nhu sotalol, esmolol,
propranolol thudc chen kénh calci nhu diltiazem, verapamil, clonidin, guanfacin,
digitalis.

- Céc thubc gay ha kali huyét: Thudc loi tiéu lam ha kali huyét (hydroclorothiazid,
benzothiadiazid, clorothiazid, furosemid, sulfamid), thuéc kich thich nhuan trang,
amphotericin B tiém tinh mach, glucocorticoid, tetracosatid.

- Céc thudc an than kinh nhu pimozid, haloperidol, imipramin, lithium.

- Céc thudc uc ché than kinh trung wong nhu thudc an than, thuéc mé, thudc giam dau,
thudc khang histamin Hi gay budn ngu, barbiturat, benzodiazepin va céc thuéc chéng lo
au khéac.

- Céc thude ha huyét ap.

- Céc chat cha van dopamin (nhu levodopa).

Udng amisulprid véi mét it nuge. Khdng udng rugu bia khi uéng amisulprid.

Cin 1am gi khi mdt lan quén khong dung thudc?

Néu ban quen khong dung 1 liéu, nén uong lidu d6 ngay khi co thé. Néu thoi diém nho ra
da ngay gan thoi diém dung IIeu thUOC tiép theo, khong ding lidu da quén ma dung thudc
theo dung lich trinh cii. Khong udng géap doi lidu.

Neu ban muon ngirng thude:

Can giam liéu dan dan theo huong dan cla bac sy, khong ngung thude (4ot ngot dé tranh
xdy ra tac dung khong mong mudn goi la “tri¢u ching cai thudc” bao gdm budn nén, ndn
va mat ngu. Bong thoi khi ngimg thudc dot ngdt c6 thé gay tai phat triéu chimg tdm than,
ciing c6 thé xay ra cac van dong bat thuong khong kiém soat dugc.

Can bio quan thudc nay nhw thé nao?

Gifr thubc trong bao bi gc cua nha san xuat, day kin.

Dé thudc noi kho rdo, tranh anh sang, nhiét d6 khéng qua 30°C, va ngoai tam véi cua tré
em.

Nhirng d4u hiéu va triéu chirng khi ding thudc qua liéu:

Dung thubc chinh x4c nhu hudng dan clia bac sy.

Khi dung qua lidu ban c6 thé bi cac tac dong khong mong mudn nhu: Budn ngu, hon mé,
ha huyet ap va triéu chirng ngoai thap (run, co ctmg, r6i loan van dong, tang tiét nudc bot).

C6 thé gay ra tir vong dic biét khi sir dung qua liéu cung véi nhitng thude chéng loan than
khac.

Cén phai lam gi khi dung thudc qua liéu khuyén cdo? o
Ngung dung thudc va lién lac ngay véi bac sy hodc trung tdm y té gan nhat.
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Mang theo vién thudc cung v6i bao bi dé bac sy biét ban di udng thude gi va co bién phap
xu 1y kip thoi.

14. Nhirng diéu cin thin trong khi ding thudc nay:
Trudéc khi ding thube ndy, can théng bao cho bac sy va luu ¥ néu ban cd nhirng van dé sau:
- Suy than.
- Bénh Parkinson.
- DPong kinh.
- Bénh tim hodc trong gia dinh c6 nguoi bi bénh tim.
- Bénh huyét khéi tac mach.
- Tiéu duong.
- Ha kali mau.
- Nguoi cao tudi, nguoi cao tudi bi suy giam tri nhé.
- Giam bach ciu.
- Bi ung thu va hoic trong gia dinh ¢6 tién st bi ung thu va.
- C6 ndng d prolactin trong huyét twong cao.
Cdanh bdo lién quan dén ti dwoc:
GAYAX-400 c6 chira lactose, théng bao cho bac sy néu ban di timg duoc cho biét khdng
dung nap véi bat cir loai dudng nao.
Dung thuéc cho tré em:
An toan va hiéu qua cua amisulprid tir tudi day thi d¢én 18 tudi chwa dwoc nghién cau. Dir
liéu vé viéc st dung amisulprid & tré vi thanh nién bi tdm than phan liét con it. Do do,
khong khuyén cao str dung cho tré dudi 18 tudi (trudc tudi day thi).
Phu ni# mang thai hogc cho con bu:
Néu ban c6 thai hodc nghi ring minh dang mang thai, hoi y kién béac sy dé bac sy trudc khi
sir dung thudc. Khdng dung thude khi dang mang thai trir khi ¢ chi dinh cua bac sy.
Ngurng cho con bu khi sir dung amisulprid.
Lé&i xe va vgn hanh may méc:
Amisulprid c6 anh huong nhe dén kha ning l4i xe va sir dung may maoc do c6 thé gay lo
mo va budn nga. Do d6, khong nén lai xe va van hanh may moc trudc khi chac chan khong
bi nhitng tac dong nay.
15. Khi nao cin tham vin béc s§, dugc s§?
Néu can thém théng tin xin hoi ¥ kién bac sy hodc dugc s¥.
16. Han dung ciia thudc: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. DUQC LUC HOQC:
Ma ATC: NO5ALO05
Nhém dwoc Iy: Thude chéng loan than.
Co ché tac dung:
Amisulprid ¢6 ai lyc cao véi thy thé dopamin D2/ Ds, khong c6 ai luc ddi v6i D1, D4 va Ds.
Amisulprid ciing khong ¢ ai lyc dbi véi thy thé serotonin, alpha-adrenergic, histamin Hi,
cholinergic. Amisulprid ciing khong gan vao vi tri sigma.
Amisulprid chen thu thé D,/ D3 tién synap, gy phong thich dopamin, c6 hiéu qua déi véi
cac triéu chirng ctia bénh tdm than phan liét.

2. DUQC PONG HOQC:
Hdp thu:
O nguoi, sau khi uéng 1 liéu 50 mg, amisulprid c6 hai dinh hap thu: Sau khi ung 1 gio
(ndng do huyét twong 1a 39 + 3 ng/ mL), sau khi uéng 3 - 4 gio (ndng d6 huyét twong 1a 54
+4ng/ mL) Sinh kha dung tuyét d6i caa amisulprid khoang 48%.
Bira an giau carbohydrat (chura 68% chat Iong) lam giam dang ké AUC, Tmax V& Cmax Cla
amisulprid, nhu’ng khong thdy co thay d6i nao sau bita dn giau chit béo. Chua rd anh
huong trén 1am sang caa nhiing thay doi trén.
Phan b:
Thé tich phan b 12 5,8 L/ kg, gan két thap vai protein huyét twong (16%), twong tac dugc
d6ng hoc do canh tranh gén két hau nhu khong xay ra.
Chuyén hoa:
Amisulprid it b chuyén hoa, khoang 4% liéu ding duoc chuyén hoa thanh cac chét khong
0 hoat tinh. Amisulprid khong tich lily va dugc dong hoc cua thuc khong ddi sau khi
udng liéu lap lai.
Thadi trie
Thoi gian ban thai khodng 12 gio. Thdi trir qua nuéc tiéu chu yéu duéi dang khong bién doi.

50% licu tiém tinh mach thai trir qua nudc tiéu, trong d6 90% thai trir trong 24 gio dau. Do

thanh thai qua than la 20 L/ gio hay 330 mL/ phut
Duoc dpng hoc trén doi twong dac bigt:
Bénh nhan suy gan:
Vi thudce it bi chuyén hoa nén khong can thiét phai diéu chinh liéu ¢ bénh nhan suy gan.
Bénh nhén suy thdgn:
Thoi gian béan thai cua thude khong thay doi trén cAc bénh nhéan nay trong khi d6 thanh thai
toan phan giam 2,5 dén 3. Dién tich dudi dudng cong caa amisulprid ¢ bénh nhan suy than
nhe ting khoang 2 lan va ting khoang 10 1an & bénh nhan suy than trung binh. Tuy nhién
kinh nghiém van con han ché va chua c6 dit liéu doi véi liéu 16n hon 50 mg.
Amisulprid bi loai rat it bai tham phan.
Nguoi cao tudi: i i
Mot it dir liéu duoc dong hoc trén ngudi cao tudi (> 65 tudi) cho thiy Cmax, Tiz va AUC
tang khoang 10 - 30% sau khi dung liéu 50 mg amisulprid dudng ubng. Khong co dit liéu
dbi vai lieu 1ap lai.

3. CHIPINH:
Amisulprid duoc chi dinh dé diéu tri bénh tam than phan liét cép tinh va man tinh c6 cac
triéu chung duong tinh (vi du: Hoang tudng, ao giac, roi loan suy nghi) va/ hoac c6 cac
triéu chitng am tinh (vi du: Rat khoi doi song xa hoi); Bao gom ca céac bénh nhan ¢ triéu
chuing &m tinh chiém uu thé.

4. LIEU DUNG - CACH DUNG:
Li¢u dung:
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- Giai doan cap tinh: 400 - 800 mg/ ngay. Trong mot sé trudng hop cé thé ting liéu 1én
dén 1200 mg/ ngay. Liéu trén 1200 mg/ ngay khong nén st dung vi chwa dugc danh gia
vé tinh an toan. Piéu chinh lidu dung theo dap umg cua bénh nhan.

- Duy tri liéu thap nhit co hiéu qua.

- Dbi véi cac bénh nhén c6 ca 2 loai tri¢u chimg am tinh va duong tinh, nén diéu chinh
lidu dé kiém soat t6i wu tridu chimg dwong tinh.

- D6i véi cac bénh nhan chit yéu 1a triéu chimg 4m tinh, nén dung liéu trong khoang 50 -
300 mg/ ngay.

Cach dung:

Liéu dung tir 300 mg/ ngay tré xubéng: Udng 1 1an/ ngay; Liéu dung trén 300 mg/ ngay:

Chia lam 2 lan/ ngay.

Nén su dung heu thap nhét c6 hiéu qua.

Ngueoi cao tuéi: DO an toan ctia amisulprid di duoc nghién ctru & mot sé ngudi cao tudi.

Amlsulprld nén dugc str dung thén trong do nguy co ha huyét 4 ap va an thén

Tré em: An toan va hiu qua cta amisulprid tur tudi day thi ¢én 18 tudi chua dugc nghién

ctru. Dt liéu vé viée sir dung amisulprid & tré vi thanh nién bi tdm than phan liét con it. Do

d6, khong khuyén céo st dung cho tré tir tudi dy thi dén 18 tudi. Chdng chi dinh véi tré
dudi tudi day thi.

Bénh nhan suy than: Amisulprid dugc thai trir qua than. Bénh nhan c6 do thanh thai

creatinin khoang 30 - 60 mL/ phut: Uéng 1/2 liéu; Bénh nhan c6 do thanh thai creatinin

khoang 10 - 30 mL/ phat: Udng 1/3 liéu. Khong khuyén cao sir dung dbi voi bénh nhéan co
do thanh thai creatinin < 10 mL/ phat.

Bénh nhén suy gan: Do thubc duoc chuyén hoa qua gan it nén khong can thiét phai diéu

chinh liéu.

CHONG CHI PINH:

- Bénh nhan man cam vai bat ky thanh phan nao cua thuéc.
- U phu thudc prolactin nhur ung thu vi, ung thu tuyén yén.
- U tay thuong than.

- Tré em trudce tudi day thi.

- Phu ntt cho con bu.

- Dung két hop voi levodopa.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Ciing nhu cac thudc an than kinh khac, hoi chimg than kinh ac tinh (s6t cao, cing co, rdi
loan than kinh thyc vat, , tang CPK...) c0 thé xay ra. Khi bi sbt cao, dic biét 1a khi dung liéu
cao, phai ngung dung tat ca cac loai thudc tim than.

Téang duong huyét da duge ghl nhan & cac bénh nhan diéu tri voi cac thude chdng loan than
khong dién hinh, bao gém ca amisulprid, do d6 bénh nhan da duoc chan doan dai thao
duong hodc co nguy co mic dai thao duong khi bat dau diéu tri voi amisulprid nén theo ddi
chit ch& duong huyét.

Amisulprid dugc thai trir qua than, do do can diéu chinh liéu ¢ bénh nhan suy than (xem
Liéu dung - Cach dung).

Amisulprid 1am ha thap ngudng dong kinh. Nén than trong véi bénh nhan co tién str dong
Kinh.

Nhu cac thudc an than khac, nén dic bi€t than trong ¢ bénh nhan cao tudi do nguy co ha
huyét ap va an than. C6 thé phai giam liéu do chirc nang than ciia bénh nhén bi suy giam.
Chi str dung amisulprid cho bénh nhan Parkinson khi that su can thiét, vi s& lam tinh trang
bénh Parkinson x4u di.

Céc triéu chtng cai thudc cép tinh bao gom budn ndn, nén va mat ngu di duoc mé ta sau
khi ngung dot ngot lidu cao thubc an than. Viéc tai phat triéu ching tim than ciing c6 the
Xay ra va xuat hién cac rdi loan van _dong khong ty chu da duge bao cdo. Do do, khi mudn
ngung st dung, nén giam liéu dan dan, tranh ngung dot ngot.

Kéo dai doan QT:
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Amisulprid 1am kéo dai doan QT, c¢6 nguy co giy loan nhip thit ning nhu xoin dinh néu
trudc d6 bénh nhan da bi cham nhip tim (dudi 55 nhip/ phut), giam kali huyét, doan QT
kéo dai bam sinh.

Tai bién mach mdu néo:

Trong cac nghién ctru 1am sang ngau nhién so voi nhém placebo & nhom dan sé nguoi gia
bi suy giam tri nh¢ va duge dleu tri voi cac thube chdng loan than khong dién hinh, nguy
co bién ¢b mach mau nio ting gap 3 lan va khong rd co ché. Khong thé loai trir kha nang
nay co thé xay ra khi sir dung cac thuc chdng loan than khac hodc & nhém dan sé khac.
Nén st dung than trong amisulprid ¢ bénh nhan c6 nguy co dot quy.

Nguwoi cao tuoz suy glam tri nho:

Nguoi cao tudi suy giam tri nhé duoc diéu tri v6i thude chéng loan than co nguy co tur
vong cao hon. Phan tich 17 thir nghi€ém placebo ¢ d6i chung (thoi gian 10 tuan), phan lon
bénh nhan st dung thudc chong loan than khong dién hinh, ty 1¢ tir vong ting 1én cao gap
1,6 - 1,7 lan so voi nhom bénh nhén str dung placebo. Trong thir nghiém lam sang co doi
ching dién hinh 10 tuan, ty 1& tir vong & bénh nhan sir dung thudc 13 4,5%, so vdi 2,6% &
nhom st dung placebo. Méc du co6 nhiéu nguyén nhan gly ti vong trong nghién ctru 1dm
sang sir dung thudc chdng loan than khong dién hinh, hau hét nguyén nhan 1a do tim mach
(vi du nhu suy tim, d6t tir) hodc nhiém trung (vi du nhu viém phoi). Nghién ctru cho thay
turong tu nhu cac thude chéng loan than khong dién hinh, diéu tri voi thude chong loan than
thong thuong co thé 1am tang kha ning tr vong.

Huyét khoi tic mach:

Mot vai truong hop bi huyét khdi tic mach (VTE) da dugc bao cdo ¢ bénh nhan st dung
thude chong loan than. Vi bénh nhéan duoc dleu tri thuoc chong loan than thudng méc phai
cac yéu td nguy co cua VTE, nén xac dinh tit ca cac yéu td nguy co VTE trudc, trong va
sau khi sir dung amisulprid.

Ung thu vu:

Amisulprid 1am ting ndng do prolactin. Do d0, can than trong & bénh nhan c6 tién st hodc
tién st gia dinh bi ung thu vu.

U tuyén yén lanh tinh:

Amisulprid ¢6 thé 1am tang nong do prolactin. Cac truong hop u tuyén yén lanh tinh nhu u
tiét prolactin da dugc quan sat thdy trong thoi gian diéu tri bang amisulprid. Trong truong
hop ndng do prolactin rat cao hodc c¢6 cac déu hiéu lam sang cua khéi u tuyén yén (nhu
giam thi lyc va nhue dau) nén thyc hién chup anh tuyén yén. Néu chan doan c6 khéi u &
tuyén yén, phai ngu:ng diéu trji bang amisulprid.

Giam té bao mau:

Giam bach cau, giam bach céu trung tinh va giam bach cau hat da dugc ghi nhén voi cac
thudc chong loan than, bao gom ca amisulprid. Nhiém trung hay s6t khong giai thich duogc
c6 thé 14 bang chig cho thay thudc anh hudng dén mau, va can thiét phai xét nghiém méau
ngay.

Cinh bdo lién quan dén td dwoc:

GAYAX-400 c6 chura lactose monohydrat, bénh nhan bi bénh di truyén hiém gap kém
dung nap galactose, thiéu hut Lapp lactase hodc rdi loan hap thu glucose-galactose khdng
nén su dung.

Dé xa tam tay tré em.

Str dung cho phu nir cé thai va cho con bu:

Thoi ky mang thai:

O dong vat, amisulprid khong cho thdy doc tinh dén sinh san. Déa quan sat thay giam kha
nang sinh san (lién quan dén tac dung dugc 1y giy ting tiét prolactin ctia thudc). Khong
thy tac dung gdy quai thai ctia amisulprid.

Dt liéu 1am sang sur dung thube cho phu nir c6 thai con han ché. Do d6, an toan trén phu nir
mang thai chua duoc thiét 1ap. Khong khuyén cao sir dung thudc trong thoi gian mang thai
trir khi lgi ich vuot trdi so véi nguy co.

Phy nit ¢6 kha ning mang thai nén trao doi v6i bac sy vé bién phap ngira thai hiéu qua
trude khi st dung thube.
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Tré so sinh phoi nhiém véi thuc chong loan than (bao gdm amisulprid) trong 3 thang cudi
thai ky ¢6 nguy co bi tdc dung phu bao gé)m tri¢u chirng ngoai thap va/ hoac triéu chung cai
thube voi cac mirc do nang nhe va thoi gian khac nhau. Da ¢6 bdo cdo céc tri¢u chimg nhu
kich dong, co cing, giam tru’orng luc, run, lo mo, suy hd hap hodc réi loan an. Do do, tré so
sinh can phai dugc theo doi can than.

Thoi ky cho con bu:

Khong rd amisulprid c6 bai tiét qua sita hay khong, chdng chi dinh cho phu nit dang cho
con bu.

Anh hwéng ciia thudc déi véi cong viéc (ngudi van hanh may moc, dang lai tu xe, ngudi
lam vi€c trén cao va cac truong hop khac):

Tham chi khi sit dung liéu nhu khuyén cdo amisulprid van c6 thé giy ra tinh trang budn
ngii, lo mo, anh huong dén kha ning 1ai xe va van hanh may moc. Nén than trong.

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

TAC KHAC:

Chéng chi dinh phéi hop véi cdc loai thude sau ddy:

- Levodopa: Su d6i khang tac dung ctia levodopa va cac thudc an than. Amisulprid c6 thé
dbi khang tac dung cta cac thube chi van dopamin (vi du: Bromocriptin, ropinirol).

Khéng khuyén cdo phéi hop:

- Am1su1pr1d lam tang tac dyng trén than kinh trung wong cua d6 udng cé con.

Nén cin nhdc khlphOl hop:

- Céac thudc tc ché than kinh trung wong nhu thudc an than, thudc mé, thudc giam dau,
thubc khang histamin H1 gay budn ngii, barbiturat, benzodiazepin va cac thudc chong lo
au khac, clonidin va dan xuat.

- Cac thudc ha huyét ap.

- Cén ‘trong khi st dung chung levodopa véi cac thudc kéo dai khoang QT bao gbm:
Thubc chong loan nhip nhom la (quinidin, disopyramid), thuoc chong loan nhip nhém II1
(amlodaron sotalol), mot s6 thudc khang histamin, mét s6 thudc chdng loan than khac
va thudc khang sot rét (mefloquin).

8. TAC DUNG KHONG MONG MUON:

Rat thwong gép (ADR > 1/10)

Than kinh: C4c triéu chirng ngoai thap co thé xay ra: Run, co ctng, r6i loan van dong, tang

tiét nudc bot. Cac tri¢u chung nay thuong nhe khi str dung lidu toi uu va phuc hol mot phan

ma khdng can ngung amisulprid khi sir dung thuoc diéu tri Parkinson. Tan suat mac cac
triéu chung ngoai thap phu thuoc vao liéu, tan suat thip ¢ bénh nhan cha yéu cd triéu
chang &m tinh st dung liéu 50 - 300 mg/ ngay.

Thuong gap (1/100 < ADR < 1/10)

Than kinh: Ri loan van dong than kinh cip tinh (veo cb co giat, con xoay mat, cirng ham)

c6 thé xuat hién (c4c trigu chimg nay thuong nhe khi s dung lidu tdi wu va s& phuc hoi mét

phan ma khong can ngung amisulprid khi st dung thudc diéu tri Parkinson), lo mo.

R4i loan tam than: Mat ngu, bdn chdn, lo 13ng, rdi loan cuc khoai.

R&i loan tiéu héa: T4o bon, budn ndn, ndn, khé miéng.

R&i loan noi tiét: Amisulprid lam ting néng do prolactin c6 thé phuc hdi sau khi ngung

thudc, gy ra ting tiét sita, v Kinh, nir hoa tuyén v, dau vi, va roi loan chic ning cuong

duong.

R&i loan tim mach: Ha huyét ép.

Két qua xét nghiém: Tang cén.

it gap (1/1.000 < ADR < 1/100)

Than kinh: R6i loan van dong mudn dic trung bai van dong khdng tu chu nhip nhang cha

yéu & ludi va/ hodc mat da duoc bao cao, théng thudng sau khi sir dung thoi gian dai

(thubc diéu tri Parkinson khdng c6 hiéu qua hoic ¢ thé 1am triéu ching ning hon), co giat.

R&i loan chuyén héa va dinh dudng: Tang dudng huyét.

R&i loan tim mach: Cham nhip tim.
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10.
11.

12.

Két qua xét nghiém: Tang enzym gan, chu yéu la transferase.

R&i loan hé mién dich: Phan tng qua man.

Khéng rd tan sudt

R&i loan huyét hoc: Giam bach cau, giam bach cau trung tinh, giam bach cau hat.

R&i loan chuyén héa va dinh dudng: Tang triglycerid va cholesterol mau.

R&i loan thm than: L 13n

R&i loan than kinh: Hoi chiing an than &c tinh ¢6 kha néng gay tur vong.

R&i loan tim mach: Kéo dai khoang QT va loan nhip that nhu loan nhip tim, nhanh that, co
thé dan dén rung that hoac ngimg tim, dot to, huyet khéi tac manh, bao gom thuyen tac
phoi, doi khi gdy tir vong va truong hop huyét khoi tinh mach sau da duoc béo céo khi s
dung thuéc chéng loan than.

Da va mo dudi da: Phu mach, may day.

Mang thai, sau sinh con va céc thang cudi thai ky: Hoi chiing cai thudc ¢ tré so sinh.

Théng béao cho thay thudc cac tac dung khdng mong mudn gap phai khi sir dung thudc.

QUA LIEU VA CACH XU TRI:

Triéu chang qué liéu: Budn nga, hén mé, ha huyét 4p va triéu ching ngoai thap. Cac
truong hop tir vong thudng dugc bdo céo khi sir dung dong thoi vai cac thue chéng loan
than khéc.

Trong truong hop qué liéu cap tinh, nén xem xét dén kha ning st dung nhiéu thudc cing
lic.

Loc mau khdng hieu qua dbi voi qué lieu amisulprid. Khoéng cé thudc giai doc dac hiéu.
Theo ddi bénh nhan va c6 bién phap nang d& thé trang phu hop. Néu c6 triéu ching ngoai
thap nang, nén ding cac thudce khéang cholinergic. Theo ddi dién tim dd do nguy co kéo dai
khoang QT cho dén khi bénh nhan hoi phuc.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khdng ding qua liéu chi dinh.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x4 Bén Cat,
Tinh Binh Duong, Viét Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 07/03/2018
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