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M3i vién nén chira Aripiprazol 10mg. Chi dinh, cach dung, chéng chi dinh va cac
thong tin khac: Xem Huéng dén sir dung kém theo. Poc ky Hudng dan sir dung
trude khi dung. Bao quan & nhiét d dudi 30°C, tranh 4m. Dé thude xa tam tay tré em.

3 x 10 Tablets
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k: Vién nén Aripiprazol 10 mg
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& Each tablet contains: 10 mg of Mfg. Lic. No.: 50/MN/AP/2009/F/G
35 Aripiprazole. Batch No/S6 16 SX:
B el Mfg.Date/NSX:
o = Dosage: Exp.Date/HD:
g o As directed by the physician. VN Reg.No./SPK:
o P a2
o Store below 30°C and protect Doanh nghi¢p nhip khau:
o from moisture. ) . L
2 Manufactured by/San xuét tai An-d6 béi:
e Keep out of reach of children. HETERO LABS. LIMITED
5 Unit-V, APIIC Formulation SEZ,
- . Polepally Village, Jadcherla Mandal,
% ﬁ?;?&g;%%ua insert for more Mahaboobnagar District, India.
©w

Carton Size : 105 X 20 X 52 mm

Carton Type : Side Open

Board Spec. : 300 GSM Peral Graphic Board
with Aqueous Varnish coating

No.of colours : 4 Colours CMYK




https://nhathuocngocanh.com/-
' |



N OARTYNT

0 0A 00LIA 001D 1n0joo BjBuIS 1N0j0D
ww 299°Z¢ :yibua| jeaday

ww 6% X 00| -9zIS Jajslig

Www g0} YIPIM l1o4

https://nhathuocngocanh.com/

“upu) ‘puISQ e 1 210w Joj pasul onposd Jojey | 5. N
T Z P X tepuen epouoper ‘afenn Aredotod =
FAL H 73§ uopEnuLIO4 Olidy A Wun “uaIpIIyo Jo Yoea1 Jo Jno daay | =
Y §F 2 Im Q3LINM S8V O¥3LIH 2
e ﬂM ° I :Aq peimpejnueyy  SIMisiow woy wajoud pue O,0€ Mojag alols | -
S s |0 S
. M M. ‘uerisAyd ayy Aq papaulp sy :abesoq
» >
7~ |I| ©/4/6002/dV/NIN/OS 7ON 11 ‘BIN  "ajozesdiduy o B Q| :SulBOO JaIqe)} YoeT |
&) 3
m Buw 0} sye|qel ajozeididuy 2
2 01 O¥4dLIdV. =
° %
eipu; ‘Puysiq sebeugoogeyen “UOHBUOJUI BJ0W 10} Pasul Jonpoud J3jeY | 3.
| “repuei eusyoper ‘obenn Aredojod @ =
H ‘Z3S uoneinuLo Djidy ‘A un “UaJpJIYd JO yoeal Jo Ino dasy M
m Q3LINM S8V O¥3L3H =
bl :Aq paimpejnuepy  “ainjsiow wouj pajoid pue O,0€ Mojaq aJols | -
(@) =
‘ueroisAyd ayy Aq papaulp sy :abesoq \
T | ©/4/6002/dV/NW/0S 7ON o1 'BIN  "sjozesdiduy Jo Bui 0} Suleju0d Jeiqe) Yo m
m =
- d <
m Bw o} sielqeL sjozexdiduy z
c
3 01 OMEE«W s




https://n?@niﬁ)qyocanh.com/
14

ARITERO 10/15/30
(Vién nén Aripiprazol 10/15/30mg)
HUONG DAN SU DUNG
Poc kj hwéng din sir dung trwde khi ding. PE xa thim tay tré em. Thong bao cho bac sy hoic
dwge sy cac tic dung khong mong mudn gip phai khi st dung. Thudc ban theo don. Néu cin
thém thong tin, xin héi y kién bac sy.

Thanh phan :

MB&i vién nén Aritero 10 chira aripiprazol 10mg

M3i vién nén Aritero 15 chira aripiprazol 15mg

MB&i vién nén Aritero 30 chira aripiprazol 30mg

Ta dwgc: Lactose monohydrate, maize starch, microcrystalline cellulose (Avicel PH101), hydroxy
propyl cellulose, ferric oxide (Sicovit Red 30E172), microcrystalline cellulose (Avicel PH112),
magnesium stearate.

Mo ta

Aripiprazole 1a mot thuéc huéng than dugc bao ché dudi dang vién nén aripiprazol. Aripiprazol c6
cong thirc cdu tao 1a 7-[4-[4-(2, 3-dichlorophenyl)-1-piperazinyl] butoxy]-3, 4-dihydrocarbostyril.
Cong thirc thyc nghiém cua aripiprazole 1a C23H27CI2N302 véi trong lugng phén tir 1a 448.38.
Cong thirc héa hoc duge biéu dién nhu sau:
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Duwgc luc hoe

Co ché hoat dong: Aripiprazol dugc cho 1a ¢6 hiéu qua trong diéu tri tm than phan liét va réi loan
ludng cuc I duge trung gian boi 1 sy két hop giira hoat tinh dong van m an trén céac thu thé
dopamin D2 va serotonin SHT1 va tinh d6i khang véi cac thu thé serotonin . Arijpiprazol thé

hién dic tinh d6i khang trén cidc md hinh dong vat bang cach 1am ting ndng do (?22414‘1 va thé hién

dac tinh cht van trén cic md hinh dong vat bang cach lam giam ndng d6 dopamin. Aripiprazol c6 4i -
luc gén két cao in vitro vao cac thu thé dopamin D2 va D3, serotonin SHT1a va SHT2a va ai luc
trung binh véi cac thu thé dopamin D4, serotonin SHT2¢ va SHT7, alpha-1 adrenergic va histamin
H1. Aripiprazol ciing c6 4i luc gén két trung binh véi vi tri tai hdp thu serotonin va khong c6 ai luc
dang ké vai cac thu thé muscarinic. Su twong tac véi cac thu thé khac ngoai cac tiéu nhom thu thé
dopamin va serotonin c6 thé giai thich mot s tac dung 1dm sang khac ctia aripiprazol.

Duwgce dong hoc

Hdp thu va Phdn bo: Aripiprazol dugc hép thu tdt, véi ndng do dinh trong huyét twong dat dugc
trong vong tir 3 dén 5 gio sau khi ubng. Aripiprazol trai qua qua trinh chuyén héa truéc hé théng &
mirc ti thidu. Sinh kha dung tuyét dbi khi ding dudng udng cta thuéc & dang vién nén 1a 87%.
Khong thdy c6 tic dong tir thire &n c6 ham lugng chét béo cao 1én duge dong hoc cuia aripiprazol.
Chuyén héa: Aripiprazol dugc phan bd rong khip co thé véi thé tich phan b biéu kién 1a 4,9 kg,
cho théy su phan bb ngoai mach mot cach rong réi. O nf’mg do diéu tri, aripiprazol va dehydro-
aripiprazol gin két t6i hon 99% vao protein huyét thanh, chi yéu vao albumin.

WETEA
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Thai trir: Thoi gian ban huy thai trir trung binh cua aripiprazol 1a khoang 75 gio & nhiing nguoi c6
kiéu gen chuyén héa CYP2D6 manh va khoang 146 gid & nhimng ngudi c6 kiéu gen chuyén héa
CYP2D6 kém.

Do thanh thai toan than cia aripiprazol 1a 0,7 ml/phut/kg, chu yéu 1a & gan.

Sau khi udng mdt liéu duy nhét aripiprazol c6 danh ddu 14C, khoang 27% hoat chét phong xa ciia
liéu dung dugc tim thdy trong nudc tidu va khoang 60% trong phan. Khong dén 1% aripiprazol dugc
thai trir trong nudc tiéu dudi dang khong thay ddi va khoang 18% dugc tim thy trong phan dudi
dang khong thay ddi.

Pic tinh dwge dong hoc & cac nhom bénh nhan dac biét

Tré em: Dugc dong hoc cua aripiprazol va dehydro-aripiprazol & tré em tir 13 dén 17 tudi ciing twong
tu nhu & ngudi 16n sau khi da didu chinh lidu lugng theo trong luong co thé.

Nguoi cao tuéi : Khong cb khac biét vé duge dong hoc cua aripiprazole giita nhém ngudi cao tudi va
nhém ngudi tré tudi hon, ciing khong thiy c6 bét ky anh huong dua theo do tudi trong mot phan tich
dac tinh duge dong hoc & bénh nhén tdm than phan liét.

Gioi tinh: Khong cé khac biét vé dugc dong hoc cua aripiprazole giira cac dbi tuong nam gidi va nir
gi6i khoe manh hay bat ky anh huéng dua theo gi6i tinh nao trong phan tich dic tinh dugc dong hoc
theo giGi tinh & bénh nhan tAm than phan liét.

Hiit thube va chung téc: Két qua danh gia dugc dong hoc theo nhém cho thiy khong c6 su khac biét
dang ké vé mit 1am sang lién quan dén chiing toc hodc cic anh hudng tir viée hit thude déi voi duge
dong hoc cua aripiprazol.

Bénh thdn: Pac tinh duge dong hoc cua aripiprazol va dehydro-aripiprazol dugc ghi nhén tuong tu
nhau & bénh nhan bi bénh than niing so v&i & cac ddi twong tré tudi khoe manh.

Bénh gan: én ctru liéu duy nhit & cac bénh nhan xo gan vé6i nhiéu mirc d6 khac nhau (cac
muc A, B, eo phén loai cia Child-Pugh) khong cho thdy c6 tac dong dang ké ciia suy gan trén
dugc dong hoc cua aripiprazol va dehydro-aripiprazol, nhung trong nghién ciru nay chi c¢6 3 bénh
nhan xo gan & mic C nén chua du dé rat ra két luan vé kha ning trao ddi chét cua ho.

Chi dinh va cach dung:

Aripiprazol dugc chi dinh dé diéu tri tm than phan liét & ngudi 16n va & thiéu nién tir 15 tudi trd 1én.

Aripiprazol dugc chi dinh d diéu tri cac con hung cam tir vira dén nang ctia bénh rdi loan ludng cuc
I va dé diéu tri du phong cho giai doan hung cam m&i & bénh nhén d4 trai qua nhiéu con hung cam va
nhitng con hung cam nay dap tmg véi diéu tri bang aripiprazol.

Liéu lirgng va cach dung:

Liéu lwong

Nguoi lom:

Bénh nhan tdm than phan liét: lidu aripiprazol khéi ddu khuyén céo 1a 10 hodic 15 mg/ngay véi lidu
duy tri 15 mg/ngay dung mdi ngay mdt lan va thoi diém dung thudc khong lién quan dén bira an.
Aripiprazol dat hiéu qua trong pham vi liéu tir 10 dén 30 mg/ngay.

Viéc tdng hiéu qua cta thudc véi cac lidu cao hon lidu 15 mg/ ngay chua dugc chirng minh mic du
mot s6 bénh nhan ¢6 thé duoc hudng loi tir lidu cao hon. Lidu t6i da hang ngay khong nén vuet qua
30 mg.
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Cdc con hung cam: Liéu aripiprazol khai dau khuyén céo 1a 15 mg dung mdi ngay mdt 1an cling hoic
khong cung bita, nhu li¢u phép diéu trj don hodc diéu tri két hop. Mot s6 bénh nhén c6 thé huong loi
tir lidu cao hon. Liéu tdi da hang ngay khong nén vuot quéa 30 mg.

Phong ngiea tdi phdt con hung cam trong réi loan luing cwc I: Dé phong ngira sy tai phat cac con
hung cam & bénh nhén da diéu tri véi aripiprazol trong lidu trinh diéu tri don hodc didu trj két hop,
nén tiép tuc diéu trj véi cing mirc liéu lugng. Viée didu chinh lidu ding hang ngay, bao gdm ca giam
liéu ding can dugc xem xét da trén co s& tinh trang 1am sang cua bénh nhan.

Tré em:

Tém than phdn liét & thiéu nién tir 15 tuéi tré Ién: Liéu khuyén céo cua aripiprazol 12 uéng mdi ngay
mot 1an 10 mg ciing hodc khong cing bira an. Diéu trj nén dugc bit diu véi lidu 2 mg ngay 1 1an
(dung dung dich uéng aripiprazol 1 mg/ml) trong 2 ngay dau, sau d6 chuin do 1én 5 mg trong 2 ngay
tiép theo dé dat ti lidu khuyén cdo 1a 10 mg ngay udng 1 1an. Khi thich hop, can ting lidu tiép theo
thém 5 mg nhung khéng duoc vuot qua liéu téi da hang ngay 30 mg.

Aripiprazol dat hidu qua trong pham vi liéu tir 10 dén 30 mg/ngay. Viéc ting hiéu qua cta thudc voi
céc liéu cao hon liéu 10 mg/ ngay & dbi tugng thiéu nién chua duoc chimg minh mic di mot sé bénh
nhén c6 thé dugc hudng loi tir lidu cao hon.

Khoéng khuyén céo diéu tri v6i aripiprazol & bénh nhan duéi 15 tudi do khong c6 du dir liéu vé tinh
an toan va hiéu qua cia thudc & nhitng bénh nhan nay.

Bénh nhdn suy gan: Khong can diéu chinh liéu & nhimg bénh nhan suy gan nhe dén vira, Chua co du
dir liéu khuyén céo ding thudc & bénh nhan suy gan ning. Can thén trong khi tinh tog§
nhitng bénh nhan nay. Tuy nhién, nén than trong khi diéu chinh liéu téi da 30mg/nga enh nhan
suy gan nang.

Bénh nhan suy thdn: Khong can diéu chinh liéu & bénh nhan suy than.
Nguoi cao tuéi: Hiéu qua cua aripiprazol trong diéu tri tim than phan liét va r6i loan ludng cuc I &
bénh nhan tir 65 tudi trd 1én chua duge xac dinh. Do sy nhay cam véi thubc cao hon & nhém bénh
nhan nay, cdn xem xét liéu khoi dau thap hon khi cac yéu t6 1am sang cho phép.

Gidi tinh: Khong can diéu chinh lidu & nit gidi so vdi nam giéi.

Hiit thuéc: Dya theo dudng chuyén héa cua aripiprazol, khong can diéu chinh liéu & nhitng ngudi hut

thudc.

Diéu chinh liéu do tuwong tdc thuéc: Can giam liéu aripiprazol khi diing ddng thoi cac thude e ché
manh CYP3A4 hoic CYP2D6. Cn ting liéu aripiprazol khi ngung diéu tri két hop véi céc chat rc
ché CYP3A4 hodc CYP2D6.

Cén tang lidu aripiprazol khi dung dong thoi véi cac chat gay cam tmg manh CYP3A4. Cén giam liéu
aripiprazol xudng mirc liéu khuyén céo khi ngung diéu trj két hop véi chét gay cam tmg CYP3A4.
Cach dung:

Vién nén aripiprazol dugc dung bing duong udng.

Chéng chi dinh:

Qua mén véi bat ky thanh phan nao cua thude.

Canh bao than trong khi dung thude:

Trong qua trinh diéu trj chéng loan than, pha1 can tir vai ngay dén vai tudn méi ci thién dugc trinh
trang 14m sang ciia bénh nhan. Bénh nhén cAn duoc theo ddi chit ché trong subt qua trinh diéu tri.
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Hanh vi ty tir von di rét phd bién & cac bénh nhan méic bénh tdm than va rdi loan tam 1y, va da c6 mot
vai trudng hop duge béo céo khi méi bit dau hodc chuyén sang diéu tri chdng loan than, bao gdm ca
diéu tri v6i aripiprazol. Can gidm sét chat ché nhitng bénh nhan ¢ nguy co tu tir cao khi diéu tri rdi
loan tdm than. Theo két qua cia mot nghién ctru dich té hoc, diéu tri bang aripiprazol cho cic bénh
nhan méc chimg tdm than phén liét hay rdi loan ludng cuc s& han ché sy gia ting nguy co ty tir so véi
cac loai thude chéng loan than khéc.

R&i loan tim mach: Can than trong khi dung aripiprazol & bénh nhén c6 tién sir méc bénh tim mach
(tién str nhdi mau co tim hodic bénh tim thiéu mau cuc bo, suy tim, hoic cac bat thuong dan truyén),
bénh mach mau no, nhitng bénh nhan c6 tinh trang d& dan téi ha huyét 4p (mét nudc, giam luu
lugng méu, va bénh nhan dang diéu tri v6i thudc chdng tang huyét ap, hodc bénh nhan mic ching
cao huyét ap, bao gdm ca cao huyét ap gia tdc hodc cao huyét ap ac tinh.

Céc truong hop bénh nhan méic ching thuyén tic huyét khéi tinh mach (VTE) di duoc ghi nhan 1a ¢6
lién quan t6i viée dung thudc chéng loan than. Do nhitng bénh nhén diéu tri bang thudc chdng loan
than thuong d& c6 nguy co méic thuyén tic huyét khéi tinh mach, can luu y tdi tt ca cac yéu td nguy
co trude va trong khi diéu tri véi aripiprazol, ddng thoi thuc hién cac bién phép phong ngira.

Céc bét thuong dan truyén: Trong cac thir nghiém lam sang, ti 1é méac chimg QT kéo dai & bénh nhan
sir dung thudc aripiprazole tuong duong véi ti 16 ngudi bénh ding gia dugc. Ciing gidng nhu céc loai
thu6c chdng loan than khac, can than trong khi str dung aripiprazol cho nhitng bénh nhan c6 tién sir
gia dinh mic chimg QT kéo dai.

R&i loan van dong mudn: Trong cac thir nghiém lam sang dugc thuc hién trong thoi gian mdt ndm
hodc it hon da ghi nhan mdt vai truong hgp didu tri r6i loan van dong mudn khi dung thude
aripiprazol. Néu bénh nhan diéu tri bang aripiprazol c6 cac dau hiéu va triéu chimg cia réi loan van
dong mudn, can giam liéu hodc ngung dung thudc. Nhing triéu chimg nay c6 thé tam thoi trd nén
x4u hon hod¢ thdm chi ¢6 thé phat sinh sau khi da ngung diéu tri.

Hoi chimg an'than kinh 4c tinh (NMS): NMS 14 mot hdi chimg phirc tap c6 kha nang gay tir vong lién
quan dén cac thudc chdng loan thin. Trong cic thir nghiém 14m sang & bénh nhéan didu tri véi
aripiprazo Mihan duge rat it cac truong hop mic chimg NMS. Biéu hién 1am sang cia hoi ching
an than M tinh 1a s6t cao, cing co, thay doi trang théi tinh than va xuét hién tinh trang bét 6n
dinh tu phat (mach khong déu hoic huyét ap khong 6n dinh, tim dap nhanh, toat md héi va rdi loan
nhip tim). Cac d4u hiéu khac bao gdm ting ndng do creatin phosphokinas, tiéu co van va suy than
cap. Tuy nhién, hién tugng ting ndng do creatin phosphokinase va tiéu co van c¢6 thé khong hoan
toan lién quan t6i hdi chimg NMS. Néu bénh nhan c¢6 d4u hiéu va triéu chung cta hdi chirng NMS,
hodc c6 hién tugng sbt cao khong rd nguyén nhan nhung khong kém theo cac biéu hién 1am sang cua
hoi chirng NMS thi can phai ngung diéu tri véi cac thube chdng loan than ké ca aripiprazol.

Dong kinh: Céc thir nghiém 1am sang dd ghi nhan mot vai trudng hop dong kinh khong phd bién
trong qua trinh diéu tri v6i aripiprazol. Do d6, can than trong khi dung aripiprazol ¢ nhitng bénh nhéan
¢6 tién sir rdi loan tAm than dong kinh hodc c6 kha ning bi dong kinh.

Bénh nhan cao tudi méic chimg mat tri do rdi loan tdm thin:

Ti 1¢ tir vong gia ting: Trong ba thir nghiém ddi chimg véi gia duge (n= 938; & do tudi: 56-99 tudi,
tudi trung binh: 82,4 tudi) & bénh nhan cao tudi mic chimg r6i loan tdm than lién quan t6i bénh
Alzheimer, nhém bénh nhan dugc diéu tri bing aripiprazol ¢6 nguy co tir vong cao hon so véi nhom
dugc diéu trj bing gia dugc. Ty 18 tir vong & nhitng bénh nhén didu trj véi aripiprazol 1a 3,5% so véi
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