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S STRESNYL®

;f/‘ NGy - Amisulprid

d _I_‘f__, = ;‘}- Wgn nén bao phim
THANH PHAN: } R /C
STRESNYL®100: M3i vién chias ™ o
Hoat chat: Amisulprid................ ....100 mg

Ta dugc: Hydroxypropylmethyicellulose, Lactose monohydrat, Cellulose vi tinh thé, Natri starch glycolat,
Magnesi stearat va Opadry I white.

STRESNYL®200: Méi vién chifa:

Hoat chat: Amisulprid_...............200 mg

T4 dudc: Hydroxypropylmethylcellulose, Lactose monohydrat, Cellulose vi tinh thé, Natri starch glycolat,
Magnesi stearat va Opadry Il white.

STRESNYL®400: Mdi vién chifa:
Hoat chét: Amisulprid....................400 Mg

T4 dugc: Hydroxypropylmethylcellulose, Lactose monohydrat, Cellulose vi tinh thé, Natri starch glycolat,
Magnesi stearat va Opadry Il white.

MO TA SAN PHAM:

STRESNYL®100: Vién nén bao phim, mau tring, hai mat tron.

STRESNYL®200: Vién nén bao phim, mau trdng, c6 vach bé doi trén mot mét vién.
STRESNYL®400: Vién nén bao phim, mau tring, c6 vach bé d6i trén mdt mit vién.

DUQC LYC HQC:

— Amisulprid c6 i Iyc chon loc va chigm wu thé trén céc thu thé dopaminergic D, va D3 ¢ ngudi, trong
khi do thudc lai khéng c6 &i Iyc trén cc thy thé Dy, Dy va Ds.

— Amisulprid khdng c6 &i luc trén thy thé serotonin, o-adrenergic, thy thé histamine H; va thy thé
cholinergic. Ngoai ra, Amisulprid khéng gan k&t vao vj tri sigma.

— 0 lidu cao, nhiing nghién clu trén dong vat cho thdy thuSc co tic dung phong bé cdc thu thé
dopaminergic & hé thong liém den clia Amisulprid chi€m wu thé hon so véi tac dong phong bé trén
cic dopaminergic 8 thé van.

— 0 lidu ding thdp, Amisulprid phong b& chon foc trén thy thé tién sinap dopaminergic D, va Ds. Diéu
ndy gidi thich cho tac dong 1am sang clla STRESNYL trén cac bénh nhan bj tam than phan ligt co
triéu chimg hodc khong c6 triéu ching.

DUGC DONG HOQC:

— Amisulprid hdp thu nhanh qua dudng tiéu héa nhung sinh kha dung chl dat 48%. O nqubi, Amisulprid
¢6 hai dinh hip thu: néng d hap thu trong huyét tuong tai dinh 1 dat mdt gid sau khi udng, dinh 2
dat dugc sau khi uSng tir 3 dén 4 giv. Chi 16% thutc lién két véi protein huy&t tuong. Qua trinh
chuyén héa kém, hdu hét dugc bai xust qua nudc tiéu dudi dang thubc khong d6i. Nira dai thai trir cudi

cung dat khodng 12 gid.

CHI DINH:
Chi dinh trong diéu tri réi loan tam thdn phan ligt cdp tinh va man tinh, co biéu hién triéu ching (nhu

hoang tudng, 4o gidc hay r6i loan suy nght) va/hodc khong c6 triéu ching (nhu khéng biéu 16 cdm xic,
thich séng ¢o 14p), bao gém trudng hop khdng cd triéu ching chiém wu thé.

CACH DUNG - LIEU DUNG:
Giai doan c¢d cdc cdn loan tdm thén cap tinh:
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Giai doan hdn hop gida cd triéu ching va khéng cd triéu chung:

~ Liéu dung cdn dugc diéu chinh d& kifm soét t6i wu c4c trigu ching, thubng tir 400 - 800 mg/ngay
Chinh liéu theo dép (mg & tling bénh nhan dé dat dugc liéu t5i thiéu ¢ higu qua. |

Giai doan khdng cd trigu ching chiém uu thé:

— Liéu khuyén cao tir 50 mg/ngay dén 300 mg/ngay. Diéu chinh liéu theo tling bénh nhén. Liéu dung co
thé I1&n t6i 300 mg, ngay madt ldn. Nén ding liéu t6i thidu dat hiu qua.

Naugi I6n tudi:

- D[mg STRESNYL dic biét than trong & bénh nhan 16n tudi, vi c6 thé gép phéi nhiing nguy co ha
huy8t dp hay an than. '

Tré em:

— Tinh hiéu qua va an toan ciia thudc chua duoc thigt 1p cho tré em duéi 18 tudi.

Suy tham

— Thubc dugc thai trir qua dudng than. Trong trudng hop suy than, nén giam con Y% liéu ding khi dd
thanh thai creatinin tir 30 - 60 ml/phit va gidm cdn 1/3 liéu dung khi d9 thanh thai tr 10 - 30
ml/phdt. Chua c6 dif liéu & nhiing bénh nhan c6 dg thanh thai creatinin dudi 10ml /phat, vi vay dac
biét than trong khi chi dinh dung thuSc & nhiing bénh nhan nay.

Suy gan:

— Khéng cdn giam ligu dung & ngudi bi suy gan.

CHONG CHI BINH:
— Ngudi bénh c6 man cam véi bt ki thanh phén nao clia thudc.
— Ngudi bénh ¢6 khdi u phy thudc prolactin (nhu kh&i u tang tiét prolactin clia tuy&n yén hodc ung thu

vi).
— Ngudi bénh u t& bao ua crom. i/
— Tré em trudc tudi day thi.
— Phu ni ¢6 thai.
- Duing déng thdi vai Levodopa.

LUU Y VA THAN TRONG:

— Ctng nhu cac thudc an than kinh khac, hoi chiing an than kinh &c tinh ddc trung véi céc triéu ching
nhu ting than nhigt, co clng cg, r6i loan than kinh thyc vat, thay d6i nhan thiic, ting CPK c6 thé xay
ra trong khi dung thudc. Trudng hop thay ting than nhiét, ddc biet khi dung liu cao hang ngay, nén
ngung dung Amisulprid ngay.

_ Tang dubng huyét dugc bao cdo & bénh nhan dudc diéu tri véi thudc chong loan than khong dién hinh
bao gom Amisulprid, vi vdy nhing bénh nhan c6 bénh déi thio dudng hodc co cac yéu t nguy co
clia bénh déi thao dudng khi bdt ddu diéu tri voi Amisulprid, cin theo ddi dudng huyét thich hap.

_ Do thubc bai xut qua than nén gidm liéu dung hodc dung ngit quang & nhiing bénh nhan suy than.

_ STRESNYL c6 thé lam gidm ngudng gay dong kinh, vi vy cdc bénh nhan co tién sii bénh dong kinh
cén dugc theo ddi Ki luBng khi ding thudc.

— Dic biét than trong khi dung thudc & nhing bénh nhén I6n tudi vi co thé lam tang nguy co gay ha
huyét 4p hodc an thén.

_ Nhu c4c thubc khang dopaminergic khac, than trong khi ding thudc & nhiing bénh nhan bi Parkinson,
Vi thubc c6 thé 1am bénh trdm trong thém. Chi nén dung thubc khi that sy cdn thigt. o

_ Kéo dai qua trinh khodng QT trén dién tam d6: than trong khi dung STRESNYL & nhiing bénh nhan 3
mic bénh tim mach hodc tién st gia dinh ¢ kéo dai khodng QT trén dién tam d6. Nén tranh ding
déng thdi vai céc thudc chng loan than khac.

_ Cén than trong khi dung thudc & nhiing ngudi c6 nguy cd dot quy.

— Phuy ni ¢6 thai va cho con bi: Khdng ding. b3

_ Tac d6ng ciia thudc khi I4i xe va vin hanh may moée: thudc co thé gay budn ngl vi vay khong nén : /
dung thudc khi van hanh may moc tau xe. -
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chdn, diing ngdi khang yén, rdi loan van dong). Budn ngd, mat ngd, lo 1&ng, kich ddng, tao bon, bubn
nén, non 6i, khd miéng. Amisulprid cing lam ting ndng dg prolactin méau, didu nay gay mét s6 biéu
hién: ting ti€t sifa, vi to, dau vi, rdi loan cuong, ha huyét dp, ting can.

— Hiém gdp (ADR<1/1000): r6i loan vin dong mudn dic trung bang cac van dong khong ty chi dugc &
IGi va/hoic mit di dugc bdo cdo (thuting khi ding thuSc kéo dai). Cac thubc diéu tri Parkinson
khong co hiéu qua hodc 1am ning thém céc trigu ching. Co gidt, ting glucose huyét, ting men gan,
cac phan (ng dj (ng.

Théng béo cho bac si nhilng tac dung khong mong mudn gap phai khi si dyng thudc.

TUGNG TAC THUOC:

— Rugu 1am ting tac dung an thdn cla thudc an than kinh.

— Luu y khi phéi hgp véi cAc thubc lam Gc ché hé thén kinh trung udng nhu thudc giam dau gay nghién,
thuc gdy mé, thusc gidm dau, thudc khang histamine H1 cd tac dung an thdn, nhom barbiturate,
benzodiazepin, cac thudc gidi lo 4u, clonidine va cac thubc cung ho, cac thudc chong ting huyét dp va
cac thudc ha huyét ap khac.

— Than trong khi ding Amisulprid véi céc thuc duge bigt 12 kéo dai khodng QT trén dién tdm dé nhu
thusc chng loan nhip tim nhom IA (nhu quinidin, disopyramid) va nhém Il (nhu amiodaron, sotalol),
mot s thusc khang histamine, cic nhém thubc chéng loan thdn va thusc chéng sbt rét (nhu
mefloguin), nhilng thudc gay mét can bang dién giai. IA/

QUA LIEU VA CACH XU TRi:
Triéu chung: Trigu chimg qua liéu cia STRESNYL: budn ngd, an than, hon mé, ha huy&t 4p va cac bidu
hién ngoai thap. K&t qué gay tif vong da dugc bao cdo chli yéu 1a do dung k&t hgp véi cac thudc hudng
thin khac.
XU tri- Khong co thudc gidi dic hiéu. Loc mau khong c6 tac dung loai bd thudc. Trong trudng hgp quéd
lidu cdp tinh, cdn xem xét kha nang bénh nhan cd phéi hgp véi nhiéu loai thudc khac hay khong. Diéu
tri hé trg thich hop, theo doi céc chic nang s6ng bao gbém theo ddi dién tdm dé (khodng QT) cho dén
khi bénh nhan hdi phuc. NBu c6 biéu hién ngoai thdp ndng, dung thudc khang cholinergic.
TRINH BAY:
STRESNYL 100: Hop 3 vi x 10 vién nén bao phim.
STRESNYL 200: Hop 3 vi x 10 vién nén bao phim.
STRESNYL 400: Hop 3 vi x 10 vién nén dai bao phim.
Hop 2 vi x 15 vién nén dai bao phim.
BAO QUAN: O nhiét d6 dusi 30°C, noi kho rdo, tranh anh sang.
HAN DUNG: 36 thang k& tir ngay san xuft. Khong ding thudc khi qué han st dung.
NGAY XET LAI TO HUGNG DAN SU' DUNG:..
DE XA TAM TAY TRE EM.
POC KY HUGNG DAN S DUNG TRUGC KHI DUNG.
KHONG DUNG QUA LIEU CHi BINH
" NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
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LUAY CONG TY CO PHAN DUGC PHAM OPV
L6 27, Dudng 3A, Khu Cong Nghiép Bién Hoa I, Tinh Dong Nai.
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