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NOXIBEL 30

Rx - Thudc bén theo don.
Doc ky huong dan st dung trrde khi ding. Néu cén thém thong tin chi tiét xin hoi v kién bae sy

Thanh phan: M3i vién nén bao phim chiva:
Hoat chat: Mintazapine USP 30 mg; T4 dwoc: Hydroxypropylmethyl Celluiose, tinh bat ngd, Cellulose vi tinh thé, Magnesium
Stearate, Keo Silica khan, Lactose, Opadry Il YS-30-18058 White, Opadry 1l YS-18-19054 Clear g.s.

M ta: Vién nén mau trang, hinh trén, hai mat 160, mot mat ¢6 chir NOB 30, mat kia 6 Logo clia nha san xuat BAGO.

Dwore dong hoc

Mirtazapine dwoe hap thu nhanh theo dweng udng. Néng dd dinh trong huyét twong dat dwec khodng 2 gity sau khi udng.
Thirc an rét it anh hudng dén sw hap thu cla Mirtazapine va do d6 khdng can diéu chinh liéu khi ding gén bira an. Ty 1&
thudc gén voi protein huyét trong khodng 85%. Ndng dd thude dat trang thai 6n dinh sau kheang 5 ngay va khong cé tich
Iy thém. Trong khoang lidu duoce khuyén nghi, Mirtazapine cé tinh chét dwoc déng hoc tuyén tinh.

Sau khi udng, phan lén Mirtazapine bi chuyn hod theo huéng chil yéu & khi methyl (b&i cytochrom 3A) va hydroxy| hoa
{b&i cytochrome 2D6 va 1A2), tiép theo |a phan Umg lién hop. Sinh kha dung cda Mirtazapine khodng 50%.

Thoi gian ban thai ndm trong khodng tir 20 dén 40 gier va thay dbi tuy theo d6 tudi va gici tinh. Thei gian ban thai Tz & nl
dai hon dang ké so véi nam (trung binh 37 gi& so v&i 26 gid). Mintazapine duec bai tiét phan 1on qua nwée tidu (75%) va
mét phéan it hon qua phan (15%). S thanh thai clia thube o6 thé gidm 30% dén 50% trén banh nhan suy thén hodc suy gan.
Duwoe lwe hoc

Mic du co ché tac dung clia Mintazapine (clng nhi céc thude chdng trdm cam khac) chira dwoc hidu bidt day dd, nhirng
bang chirng da co goi y rAng Mirtazapine lam tang hoat dong cla serotoninergic va noradrenergic trung wong. Mirtazapine
la mot chat dbi khang, tre ché thu thé alpha 2 adrenergic tién synap cé hoat tinh trung wong. Sy tang céng dan truyén than
kinh qua trung gian serotonin chi théng qua cac thy thé 5HT1 dac hiéu, do cac thu thé SHT2 va SHT2 bi chen bdi
Mirtazapine.

Hoat tinh ddi khang histamine (H1) clia Miazapine lidn quan dén tinh chat an than cla thuédce.

Mirtazapine déi khang alpha 1 adrenergic & mirc dd vira, digu nay ly gidi tdc dung ha huyét &p tw thé khi dung thubc,
Mirtazapine @bt khang nhe thu thé muscarinic, git thich ty 1& gay tc dung phu khang chelinergic twong déi thap

Chi dinh: Mirtazapine dwoc chi dinh dé& didu tri trm cam.

Liéu ding va cach dung

Liéu kh&i dau la 15 mg, ding 1 1&n/ngay. Lidu ding cb tac dung didu tr] trong khodng 15-45 mg/ngay. Nén didu chinh lidu
diing theo tidu chudn ndi khoa va tinh trang 1am sang cta bénh nhan:

Nagueer 1on, frén 18 tudi

Liéu khéi dau: 15 mgingay, ding liéu don, 18t nhat 1a udng trede khi di ngll.

O nhirng bénh nhan khang cd tién trién khi ding lidu 15 mg x 1 [Aningay, ¢o thé tang dan liéu diing cho dén khi dat t&i 45
mag/ngay.

Do thévi gian ban thai clia Mirtazapine twong ddi dai (tir 20 dén 40 gi), khdng nén didu chinh liéu trede 1 hodc 2 tuln didu tri
@& c6 thé danh gia chinh xac dap (g didu tri véi liéu ding,

Nguoi gia va bénh nhan suy gan/thén:

D6 thanh Ipc Mirtazapine gidm xudng & nguéi gia va bénh nhan suy ganithan tlr vira dén nang. Do a8, bac s ké don nén
chu y d&n ndng dd Mirtazapine trong huyét trong vi ndng dd Mirtazapine trong huyét tweng & nhizng ba&nh nhan nay cé thé
tang 1&n so vori banh nhan tré khong bi suy gan than. Bac s nén can nhac lidu diing é dat dwoc higu qua didu tri

Bigu tri duy tritkéo das

Mac di khéng co dau hiéu nao cho bidt nén dung Mirtazapine d& didu tri trdm cam trong th@i gian bao 1au nheng nén duy tr)
diéu tri giai doan trdm cam cAp tinh dén thang thir 6 hoac dai hon. Chua bidt lidu lveng thude chéng trdm cam cén dé lam
giam trAm cam cé gibng nhw liéu duy tri hay khong. Sau dé, cé thé ngirng didu tri tir tir bang Mirtazapine.

Bénh nhan ngirng diing Mirtazapine hoac thay bang thudc (¢ ché monoamino oxidase (IMAQY: Can duy tri khoang cach 14
ngay tir khi ngirng diung cac IMAO cho tdi khi bat dau didu tri bAng NOXIBEL va it nhat 14 ngay tinh tir khi ngirng didu tr]
bang NOXIBEL @én khi bat diu st dung IMAO.

Si¥ dung trong nhr khoa' DO an toan va hiéu qua cla Mintazapine trén tré em chwa duwoc thiét 1ap.

Chéng chidinh

Chéng chi dinh Mirtazapine & bénh nhan co tién s qua mén voi Mirtazapine hodc bat ky thanh phan nao cla thube, giai
doan hwng cam, phu nd mang that va cho con bu.

Nhikng lvu y dac higt va canh bao khi sir dung thude :
Canh bao: Mét hat bach cAu: Da c6 bao cao vé 2 bénh nhan tién tridn mét hat bach cAu (bach cAu trung tinh < 500/mm véi
cac dau hiéu lign quan: sét, nhidm triing...) va 1 bénh nhan gidm bach cu trung tinh nang khi didu trj bing Mirtazapine. Tinh
trang nay s& phuc hoi trér lai nhw ban dau khi ngirng dung thube.




Cac thube trc ché IMAC: Mac di chua c6 di ligu vé trong tac gida IMAQ vé&i Mirtazapine, khong nén dung phéi hop IMAC
trwére 14 ngay ké tl khi ngirng didu tri bang loai thude nay, do da co trudng hop xay ra teong tac nguy hiém gitra cac thube
chéng trdm cam khac va IMAC.
Diéu tri ca nhan: Viéc s dung cac thubce chbng tram cam dwec chip thuan sau cac thir nghiém @i chirng 1am sang trén
ngldi lon mac rbi loan trdm cdm chi yéu va cac réi Ioan tam than khac. Nén didu chinh lidu dong theo tinh trang cla tirng
bénh nhan;
a) Don thude nén duree ké bdi cac chuyén gia cé thé kiém soat nghieém ngat sw xuat hién cia bat ky du higu tdi té nao hodc
tang y nghT iy tir, cng nhir nhirng thay ddi hanh vi véi ¢4c triéu chirng nhu xao trén.
b} Phds dura trén két qua cia cac thir nghiém |am sang ddi chirng trurdre 86,
c) Nén tinh toan dé Igi ich 1am sang cao hon nhirng rdi ro cd thé xay ra.
Da ¢6 bao cao trén bénh nhan 1a nguoi 1&n didu tri bang céc thude chéng trAm cam SRI hoas nhirng thubc chéng trdm cam
¢6 cling co’ ché tac dung: ca hai loai thubc déu gay ra réi loan trdm ¢am chil yéu va bidu hién cac triéu chirng (t3m than va
phi tam than) khac nhr sau- lo &u. xao trén, hoang loan, méat ngu, dé kich ddng, thai @b thi dich (nbng gian), bbe ddng, ngdi
ném khdng yén, hung cdm nhe va hung cdm. Mac di chwa xac dinh duoc nguyén nhan gay ra cac tridu chimg nay hay
ngUyén nhan lam tién trién xau trém cdm vashodc nguyén nhan tao ra con bée ddng ty ttr, nhng cac triéu chirng nhw vay
¢6 thé bao tredc sur xudt hign y nght tu tir.

Nén théng bao cho nguwdi nha hodc ngudi cham soc bénh nhan biét vé nhirng triéu chikng da mo ta & trén va sir xuét hién ¥

nght ty tlr, ciing nhw trach nhiém phai bao céo ngay lap the cha bac sT néu Xy ra cac triéu chirng nay. Ngoai ra, ngudi nha

hodc ngurdi cham soc cn theo doi tinh trang bénh nhan hang ngay. Néu guyét dinh ngirng didu tri, can giam lidu ngay khi co
thé, nhirng phai dira trén sy phéi hep hop I tieng thanh phan heat tinh vi trong mdt vai tredng hop, gian doan thube dot
ngét cé théd gay ra modt sb trigu chivng cai thube.

D& an toan va higu qué cba Mirtazapine trén bénh nhan dwdi 18 tudi chwa dwoc danh gia

Luu v

Cac thi nghiém 18m sang co ddi chirng tai M¥ cho thay:

Tac dong todn than Bubn ngd: Trong nhivng ngay didu tri ddu tién, cd thé xay ra budn ng. Tuy nhién, khédng nén gidm liéu

dé& bao dam tac dung chdng trAm cam tdi Lu Nén canh bao bénh nhan khang nén lam nhirng cong viéc cin sy chi ¥ cao,

do st dung Mirtazapine c6 thé anh hudng dén tam than van ddng. Bénh nhan diéu tr bing cac thudc chéng trdm cam nén
tranh cac hoat ddng nguy hiém nhw didu khién xe cd hodc van hanh may moc.

Chdng mat. 7% bénh nhan duge digu tri bing Mirtazapine ¢ biéu hign chéng mat Chua bidt 6 dung nap cé tang 1&n hay

khéng.

Tang cam giac thém an/én can: Mot vai nghign clru da bao cao v tinh trang tng cam giac thém an veéi hau qua 1a 1en can.

Cholesteroitriglycerides: Da phat hién 15% bénh nhan tang 20% néng do cholesterol, trong khi triglyceride tang 500 mg &

8% bénh nhan dung Mirtazapine.

Tang transaminase: Mac du cac div lidu hién co khdng cho biét sy ting transaminase ¢6 lign quan v&i vige didu tri béng

Mirtazapine hay khéng, nhwng van nén than trong khi diing Mirtazapine cho bénh nhan suy gidm chire nédng gan.

Khéi phal hung cdm/hung cadm nhe. Tuy anh hudng trong cac thle nghiém 13m sang (& rat thap, nén dung Mirtazapine mét

cach than trong cho bénh nhan ¢o tién s hung cadm/hirng ¢dm nhe.

Ding Mirtazapine cho bénh nhan mic ddng thei nhiéu bénh: Cho t&i nay, do thiéu di iU nén Mirtazapine duoc chi dinh sir

dung mot cach than trong cho bénh nhan dang trong tinh trang va/hode miAc cac bénh ¢é anh hiedng dén chuyén hoa hay

dap wng huyét ddng hoc. Minazapine chua dwgce dénh gia mot cach ¢ hé théng trén bénh nhan c6 tién sir nhdi mau gan
day ho#c cac bénh tim mach khac Do @3 ¢ bao cao tut huyét ap tw thé trong mét sé trudng hop, nén than trong khi ding

Mirtazapine cho bénh nhan da dwoc nhan biét mac cac bénh tim hodc banh mach-nao (cé tién st nhdi mau co tim, dau thét

ngurc hodc ddt quy) vi cac bénh nay co thé nang thém do tut huyét ap vashoac v cac rdi loan oo thé duwa dén tut huyét ap

(gidm th& tich mau Iru thong, mét nide. Gidu tri chéng tang huyét ap). Téc zdc‘) thanh thai clia Mirtazapine gidm xubng &

nhng bénh nhan suy than tr nhe (tc dé loc ciu than = 11-39 miiphat/1,73m ) dén nang (<10 mlfph&t!‘l,?Sm‘), do vay nén

than trong khi dung Mirtazapine cho nhirng bénh nhan nay.

Xét nghigm tién |am sang: Chwa cé khuyén nghi xét nghiém tién ldm sang.

Twong tac thubc

» Tuong tac cla Mitazapine v&i cac thude khac c6 thé xdy ra theo nhidu co ché khac nhau (xem Dugc ddng hoc va
Dugec e hoc).

s Cacthude 1am gidm chuyén hod ctia gan; Qua trinh chuyén hod va durgc dong hoc clia Mirtazapine cé thé bi dnh huéng
b&i hién twng cdm (rng hoac tre ché cac enzym chuyén hoa thube.

»  Cac thubc bi chuyén hoa bdi va/hodc (re ché enzym cytochrome P450: Chura ¢6 nghién ciru hé théng vé st dung dbng
thé¥i Mirtazapine véri cac thude khac bj chuyén hod bdi enzym cytochrome P450. Do vay, két luan cudi cung v& nhirng
rdi ro khi diing ddi théi Mirtazapine véi nhirng thude nay van chura duec thidt lap.

s Ruou M3c di dung ddng théi véi reegu chi anh hwdng nhe dén néng 86 Mirtazapine trong huyét tong nhing 43 xuat
hién cac triéu chirng gidm kha nang van dong va nhan thive. Né&n canh bac bénh nhan khéng duec udng rugu trong quéa
trinh diéu tri bing Mirtazapine.



https://hhathuocngocanh.com/

e Diazepam: Diazepam chi tac @éng nhe dén ndng dd Mirtazapine trong huyét twong, mac du co thé xdy ra nhirng tac
dong phy 1&n kha n&ng van dong va nhan thirc. Nén théng bao cho bénh nhan tranh dung diazepam khi diéu tri bing
Mirtazapine.

Str dung thuéc cho phu niv cé thai va cho con bt

Phu nir mang thai: Tac dung gay quai thai: Chira cé nghién clru day di va dugc kidm soat tét trén phu ni¥ mang thai. C6 thé
dung Mirtazapine trong thai ky khi thirc sty can thiét. Bac si nén danh gia mirc dd nguy hiém/hiéu qua & tirng bénh nhan.

Phy ni cho con bu: Chua biét Mirtazapine cé dwgc bai xuét vao stra ngudi hay khéng. Nhung do nhidu thude thuéng bai
xuét vao sra ngudri, nén than trong khi diing Mirtazapine trong théi ky cho con bu.

Anh hwéng ctia thudc dén kha nang van hanh may méc va khi lai xe

Khong nén diéu khién xe va van hanh may moc khi dung thuée, vi thube gay ra céac tac dung: budn ngu, chong miét.

Tac dung khéng mong mudn

Lién quan dén ngirng thubc: Nhirng tac dong thwdng gap nhét do ngirng didu tri va dwec cho la co lién quan dén
Mirtazapine gdm ¢é budn ngti va bubn nén.

TV I& trén 10%:

Hé tiéu hoa: Khd miéng, tang cam giac thém &n, tao bon. R6i loan chuyén hod va dinh dudng: Tang can.

Hé thén kinh: Budn ngd.

Ty 1& tir 1 dén 10%:

Toan than: Suy nheoc, hdi chirng cam, dau lung, dau bung, héi ching bung cép tinh; Réi loan chuyén hoé va dinh duéng:
Phu ngoai vi, phu, khat; Hé tiéu hod: Non, chan &n: Hé co xuwong: Dau co, nhuoc co, dau khdp; Hé tim mach: Tang huyét
ap, gian mach; Hé than kinh. Chong mat, ac mong, y nghi bat thwéeng, run rdy, [&n I6n, lanh dam, trAm cam, gidm déng, hoa
maét, x4o trdn, co thét co, lo Idng, mét tri nhé, tang déng, di cam; Hé ho hap: Kho the, ho, viém xoang; Hé tiét niu- sinh dyc:
Bi tiéu, nhiém khuan dweéng nigu; Da, téc, méng: Nglra, ndi man.

TV & dudi 1%:

Toan than: Loét, quang cam (rng, viém mo té bao; Hé tim mach: Dau thét nguc, nhdi mau co tim, cham nhip tim, ngieng tim,
loan nhip nhi, mach nhip doi, téc mach phdi, thiéu mau nao, suy that trai; Hé tiéu hod: Viém tui mat, viém loét miéng, tic
nghén dwéng rudt, viem tuy, xo gan, viem da day, viém da day rudt, Hé noi tiét Suy giap trang; Hé bach huyét va mau:
Giam bach cau, dém xuét huyét, thiéu mau, gidm tiéu cAu, gidm toan thé huyét ciu; R6i loan chuyén hod va dinh duong:
Tang S-AST, bénh gout, tang S-ALT, dai thao duwdng, Hé co xuong: viém khép, dau nhirc, gdy xwong bénh ly, gy xwong
x6p, viém co, dirt day chang, viém tai thanh mac; Hé thdn kinh: Méat diéu hod, mé sang, &o gidc, mét nhan cach, ngoai thap,
4o giac, phan (rng dién cudng, paranoid, mat ngén ngtk, ngdn ngo, mét tri, nhin doi, 1& thudc thubc, mat cam giac, dong kinh
con lén, loan than kinh, hdi chirng kiéng khem; Hé ho hdp: Chay mau cam, hen, viém phdi, ngat, tran khi nguec.

Da. mong, téc: Viém da troc vay, bénh zona, loét da; Gidc quan : Viem mang két, viém két giac mac, réi loan tiét nudc mét,
glocom, viém tai gilra; Hé tiét niéu~ sinh duc: Sdi than, huyét niéu, mét kinh, chdy mau tr cung, va to va cing.

Théng béo cho bac sy cac tac dung khéng mong mudn gép phéi khi dung thube.

Qua liéu
D6 an toan lam sang chwa dwoc thiét lap khi nhidm doc Mirtazapine. Cac nghién clru doc tinh cho thay Mirtazapine khong
gay doc ndng véi tim trén 1am sang. Thi nghiém lam sang cho thay ngoai tac dung gidm dau qua muirc, chuwa nhan thay
nhirng tac déng nguy hiém khac trén 1am sang do qua liéu Mirtazapine. Cac truéng hop qué liéu nén didu tri bang rira da
day két hop véi didu tri triéu chirng thich he'p va hd tre chirc nang séng.
Da co bao cao v& mat phuong hwdng, chong mét, giam tri nhé va mach nhanh do qua liéu Mirtazapine. Chua ¢ bao céo vé
cc réi loan dién tam d@d, hén mé hodc ddng kinh sau khi qua liéu Mirtazapine.
Diéu tri qua liéu: Dung nhirng bién phap diéu tri qua liéu thubc chéng tram cam chung. Chua c6 thubc gidi doc dac hié
Mirtazapine. Néu bénh nhan bt tinh, nén duy tri mé thong khi dé bao dam thang khi va oxy. \t
Cé thé kich thich gay nén hodc rira da day hay ca hai, cling c6 thé dung than hoat tinh. Can theo ddi cac déau hiéu séq!g
hoat dong clia tim va nhirng triéu ching khac, déng thoi st dung bién phap hd tro' chung. Khi diéu tri qua fiéu, nén tinh,
treéng hop ubng da liéu. Néu xay ra qua liéu, can dwa bénh nhan dén bénh vién gan nhat hoac goi cép clru. //‘
.-"/‘_f AE

Han ding: 24 thang, k& tir ngay san xuét. Khéng dung thuéc quéa han st dung. 7,
Béao quan: Tranh anh sang va noi &m waét, nhiét 6 dudi 30°C. DEé thube ngoai tdm tay tré em. /,// &
Paéng goi: Hop 1 vix 15 vién, E. PLIAUZER

Nha san xuat: Laboratorios Bago S.A o ARFCTC
Dia chi nha méy: Calle 4, No. 1429 (B1904CIA) La Plata Buenos Aires, : < Argentina
Tru s¢ chinh: Bernardo de Irigoyen 248 (C1072AAF) Buenos Aires. Arghgnti

PHS CUC TRUONG

ﬂguyé}z Vem Chan

.\-\‘.



