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Mirastad 30

L. Tén thudc

. Mirastad 30

2. Céc du higu lwu ¥ va khuyén céo khi ding thubc
D€ xa tam lay tré-em

Boc ki hwéng din sz dyng trurde khi ding.
3.  Thanh phiin cdng thire thudc
mmnp.':anmatohdr.

MHWHI’JW T e e »
Lactose monohydrat, tinh bat ngd, nyumxypropyl cailubosa M. colioidal silica khan, magnesi
stearat, hypromeliose 6 cps, macrogal 6000, titan duoxyd oxyd sdt 80, ooyd sAt vang, maw caramel.
4. Dang bao ché d
Vign nén bao phim.
Vién nén hinh oval, bao phim méau nau nhat, hai mat khum; mot mat khic logo ~R@ ", mbL mat
khéic vach.
5. Chidijnh
Bidu i cac con trdm cam ldm
6. Cach ding, lidu ding
Mirastad 30 duoc dung bing diréng uiing.
= Ngui iom:
+ Bat dau didu trf vai liBu 15 hodic 30 mg/ngdy. Théng thirfmg tan phai ting gy d\?ﬂa{ dirge dép
{Umig 1&m sang t6i tru. Lidu hiru higu Fang ngay thurdmg 14 15 - 45 mg.
+ Minazapine thureng bit dBu cb hidu qua sau 1 - 2 tuln du tr|. Théng thuémg elin phai ting Il!u
{168 thidu sau 1~ 2 win) A8 dat duoc dap fng 1m sang 16i wra. BB rj @0 lidy <8 cd ddp (ng tich
cyrc trong vong 2 - 4 tlin, Vel dép img chura day di, oomewng dén ligu t6i da. NEu vin khang

b 2- 4 {udn ngung

+ Bém‘hﬁn Il'Er;.!Ecmén dugc ﬂﬁETH day di non'ge_ﬂﬁ?i ian It nhar & thAng 06 dém béo khong

cdn triéu ching.

+ Khi kétthit diBu tri bing mirtazapine nén ngtmg tir tir 48 tranh céc wigd ching notma thudc
- . Nguei cao twéi: Lidu khuyén 8ing nhi 861 vl ngudl km. & bénh nhan cad W, viec ting 2y can
durgr theo doi ‘st o tim ra (94p dinig thoa déng VA an toan
Tré em: Khng nén ding minazapine cho 1 em VA hanh thidu nién dirg] 18 wi vi il qud khéng
duroe chimg minh trang hal thir nghiéim 1&m s&ng ngdn han va vi st an toan.

- Trén b@nh nhén suy than va suy gan: DG thanh thai ctia mirtazapine c6 thé gidm trén bénh nhan
suy than tir vira d8n ndng (a0 thanh thal creatinin < 40 mifphir) va suy gan. Can tinh dén digu do
khi ké 10a mirtazapine cho nhitng bénh nhan nay.

- Thixi gian bén thai cia minazapine |a.20 - 40 giér, o g6 thich hop khi ding mirtazaping 1 Bningay,

nén utng mdt Ian duy nhit vao ban d&m trac khi di ngd. Cng co the chia ligu minazapine thanh

2 [an (sang mét [an va 161, mat fan, 1w cao hon nén udng vao budi t6l).

Chang chi dinh .

—  Qua man cam véi mirazapine hodc bat ky thanh phan néo ciia thusc.

—  Ding dng thivi mirtazapine viri cée thudc e ché monoamin axydase.

B. Cénh bdo va thiin trong khi ding thudc

— _Bénh trAm cam tr& nén xfu hon vathodc bdc 16 § nghl va hanh vi ty b holic o8 nhir H;lax 4di bat
thurémg trong hanh vi x&y ra & cA ngurdi [om va tré em bf 1di loan tréim cam lor hodc bl cac 1Gi loan
1&m thiin khac dit ho o6 dang ding thudc ching trdm cam hay khiing. Nguy co nay co6.thé vn con
tBn 12i cho d&n khi cd sy thuyén gidm quan trong v 1&m sang, Tur tr 1A nguy co da duge bt cla
bénh tram cam va cla mt 54 réi loan tam than khac, chinh céc rdi loan nay 1 nhiing du doan rb
rang nhét coa hanh ddng tu tir. Tuy nhién, co mit mai lién quan 1on tai tir lau réng céo thude chang
trém cam ca thé dong vai tro trong vigc |am xéu hon bénh tram cam vabnéu hign.y naht t tir & mot
58 b&nh nhan trong gial doan dau digu tri,

—  Khing nén ding mirtazapine dé didu tr| cho tré em va thanh thigu nién duwdi 18 i, Trong cde
nghién ciru lm sang, cac hanh vi lién quan dén twr tir (i tr hodic yonght el va thai 3§ chéng dai
(phan Ién 18 hanh vi hung hiing, chéing d&i va tire gidn) thudng gap hom & é em va thanh thigu nign
durore digu tri bng thudc chng trim cim so viri nhimg tré dirgre digu tri bing gi& dwac. Tuy nhién,
dira trén nhu cu lam sang, néu quyst dinh Gidu tr), nén theaddi-can than v& sur xudt hign clla cac
triéu chimg 1 tlr & bénh nhan. NgoaiTa. con thifu thang tinvé tinhian toan iiu dai & tré em va thanh
thigu nién lién quan dén sur tang trudmg, Tuéng thinh; hidu bist va su phatrign hanh vi;

- Ucché uly xwong, thirémg Suoc bifu hién bng gidm hoSe mar bach ciu hal, 02 dugc bAo cao
trong khi digU trj vi minazapine. Mét bach cau hat co thé phyc hdi duge bao 'céo niwe I& mét tinh
hufing hiém alin-trong cAc nghién ety 18m sang véi Mirtzapine! Trong glal doan sai khi dira
mirtazapine ra thi trurdmg, rét hiém trudmo hop méat bach ciu hat durge bao cao, hiu hét géu phuc
hdi, nhung 6 vai trurdmg hop tlr vong. Ba 58 cac trutmg hop i vong ién quan dén nhing bénh
nhan trén 65 wdi, Phai bao cao vii bdc sTvE nhimg trigu chimg nhw s6t. dau hong, ViEm miéng
hodic nhimg dau hiéu nhiém ming khac; khi xdy ra nhong Uléu chimg nher vay-nén ngung digu
va xét nghiém mau

- Can dang thudic cin than ciing nhw can déu dan theo dai sat'@fr voi nhimg banh nhan o6
+ Bang kinh va hdi chumg néo thue thé: Kinh nghiém Idm sang cho thay nhimg 1n thirong nay

hiém khi xay ra trén bénh nhan direre didu i véi minazapine.

+ Suy gan; Sau khi uSng mit lieu duy nhat 15 mg mirtazapine, a8 thanh thai mirtazapine giam
khodng 35% & nhitmg bénh nhén suy gan tir nhe dén vira so véi nhimg bénh nhéin cb chire néng
gan binh thurémg. NBng d huyét tirong trung binh cda mirtazapine tng khodng 559,

+ Suy than: Sau khi uSng mét lieu duy nhét 15 mg minazapine. d0 thanh thai mirtazapine gidm
khodng 30% v 50% wrong (mg & nhirng bénh nhan suy than vira (4§ thanh thél creatinin < 40
mifpha) va niing (09 thanh thai creaﬂrﬂns 10 milfphiit) so'virl bénh nhan e6 chie nang than binh
Ihl.rtmg Nbng a6 hfl;ryet turong trung bink coa n';i‘mzapni;; tang lduang 55% ¢ béinh nhan suy

115% & benh nha an nang. Kho ké & nhmg bénh

- ""'nﬁan swt"%n fihe (o anhihﬁﬂnrjzathm 280 m1fphgg 50 inhém nqmgﬁh firgc kidm soat.

+ B@nh tim nhu r6i logn dan truy@n, dau thét ngyc va nhdl may co tim gin day, van 1& nhirng

tririrng hop thudmg phid théin trong va can than khi ding chung véi nhirng thude khac.

+ Huyet ap thap.

+ Pai thac dudmg.

- Cing nhur cac thude chdng trdim cam khac, cin thén trong 86 von nhing bénh nhan; .

+ RGiloan tidu tién nhur phi dal tuy&n tén ligt (tuy van d& nay it gip'vi mitazapine chi e hoat tinh
khéng cholinergic rit yéu).

+ Glacom géc hep cép va ting nhan ap (vin d8 nay cing Nl cd co hi xdy ra vl minazapine, vl
hoat tinh khang cholinergic cia thude rdt yéu).

+ Nén ngung digu tri néu x4y ra vang da.

~ Wgoai ra, nhir d6| vé| céc thubc chding rramoémkh&c.nﬂngcanhmydén.

+ Trigu chimg tém thin co thé dién bién xdu hon khi dung thudc ching rdm céam cho bénh nhéan
1am than phén ligt hodc cac rol logn 1am than khac; § nght dang hoang tudng dodn nhan
(paranoid) cd thé wim trong hom.

Khi béit dau didu trj trong giai doan trBm cam cia bénh loan thin kinh hung - tram cam, mh =]

thé chuyén sang giai doan hung cam.

V& nguy co iy 1, dic biét 14 khi bt ddu digu trl, chi nén cho hénh nhan ding mét s& lrgng han

ché thufic vién mirtazapine,

Tuy mirtazapine khdng gay nahién, kinh nufuemsaukhl luuh&nhtréﬂ thi vwngm théy ngumng

digu tri dot ngdt sau mot thoi gian dal dung thude cé thé gay ra cac triéu chimg ngung thudic. Ba

58 eac phan (g ngumng thudc nhe va tr gidi han. Trong s8 cc iriu chimg ngumg thudc dugc

baa cAo thi chang mét, kich dang. lo Au, dau dau va bun ndn I& thuremg aép nhét Mic di dugc

bao céo nhur cac trigu.ching ngung thude, nhung nén nhén bist rng nhimg trigw chimg nay cd
thé lién quan dén bénh dang méc phal. Khuyén cao nén ngung digu ti mirtazapinge tir tir.

Vige sir dung céc thube chdng wim: cdm oo lién quan vai sy phét tién coa chimg ndm, ngdi

khaing yén. Mau hét xuét hign trong vong vai twan digu tr dau tign, O nhimg bénh nhan phat wién

céc tridu chimg nay, viée tang ligu cd thé gay hai,

Nhimg trwemg hop kéo dal khoang QT, xodn dinh, nhip nhankthat, va ot 0& timg dirgre béo

€40 khi minazapine luu hant rén thi trireng, Than trong khi ké donminazapine che nhirng bénh

nhfin méc bénh tim mach g8 biét hodc cé tién st gia dinh bj kéo dai kho#ing QT, va khl ding
chung véi nhirng thubc gay kéo dai khodng QT

= Hifm khi tinh trang ha nairi huy8t durgc béo cdo khi sl dung minazapine, Nén than trong voi
nhirng bénh nhan ¢ nguy cor, nhur nouel cao 1wdil hodic khi digu trj dong thivi vai cic thude gay ha
natri huyst,

~ Mo ehung serotonin oo the xay ra khi cac chilt tre ehé tai thu nhép serotonin ¢t chonloc (SSRIS)
dugc sir dung dBng thir woi cdc chét co hoat tinh serotonergic khae. Nén thain mmg va theo dai
Iam séng chal chi khi cac chél cd hoat tinh nay dugekét hgp véi mirtazapine.” 07

- Bénh nhan cao twdi thudmg nhay cam hon, dic biét vai cac tac dyng khang moro mus ta thude
chaing tr&m cAm. Trong nghién cdru 1lm s&ng vivi mintazapine, rén benh nhin cao fudi khéing thay
tac dung khang mong muin duwgc bio cdo nhigu hon so véi cac nham tudi khic; 1wy vy cho dén
nay van cén it kinh nghiém vié viin dé nay,

- Thuc co chira lactose. Khang nén ding thudc néay cho bénh nhin cd cac vin dévﬂ‘d?myan higm gap
khong dung nap galactose, thigu hut enzym lactase toan phan hay kém hdp thu alaciose.

—  Téng cén: Téng cén = 7% trgng lwgng co thé da dugc béo'tdo &' 7,5% bénh nhan dEy tj véi
mirtazapine so viri 0% ding gia duwrgre va 5,99 dung amitriptylin, Trong mét nghién ciru & My, bao
gdm phigu bénh Ahkn digu tr lau dai, diu trj nhin m, 8% bénh nhan ding mirazapine ngimg
tang can. MOL thir nghiem |&m sang & tré em ireng B'iulin digu irj lau dai voi ligu tir 15 - 45
ma/ngay, 49% bénh.nhan dwc digu trj vin mintazapine tng can it nhat 4 7% so véi 5‘?% henh
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- Tang cholesterol v iriglycerid: Trong cAc nghign clu da duge kifm sodt & My, ting cholesternl
nglu nkidn dén = 20% trén mire gidd han trén cha bink thirng durge quan sat thﬁy & 15% bénh
nhén di2u i vai mirtazaping sovdi 796 bénh nhan ding @i diroc va 8% dang amitriptylin, Trong
nhirng nghién ciru twrong 1w, tAng tiglyeerid ngdu nhién =500 mg/dL duoe quan sat thiy & 6%
bénh nhan dugc digu tri voi mirtazapine so vai 3% bénh nhan ding gid dugc va 3% ding
amitriptylin.

—  Téng enzym gan: Téng cao enzym gan (ALT) dng k& v& mét lam sang (2 3 1an gidi han trén ciia
mire binh thurdng) da duge quan sat thily & 2,00 bénh nhén tiép xdc véi mirtazapine trang cac thir
nghiém ngén han duge kiém soat & My, so vai 0,3% bénh nhan ding gid dirge va 2,0% bénh nhan
ding amitriptylin. Hau h&t nhirng bénh nhan tang ALT khong co cac dau higu hodic méu chimg lign
quan dén tdn thuromg chire néng gan. Trong khi mit 6 bénh nhin da nglng tng ALT, trong trunémg
hop khac, ndng db enzym trér lai binh thudng méc di dang tiép tuc digu ti vai minazapine,
Minazapine nén dugc sir dyng thén trong & nhirng bénh nhin suy chic narp

= Ha huyét dp thé dimg: Minazapine dugc k&t hop vii ha buyét ap thé dirng aﬁng e aa duoc ghl
nhén thudng xuyén trong cac thir nghigm lam sang v bénh nhan trd@m cam.

9. Si¥dung thubic cho phy nik cé thai va cho con b
Phy nir e6 thal
Chura co nghién ciru day di va duoc kiém soat 16t & phy nir mang thail. Vi nhimg r!ghuén elru vé
sinh s&n trén ddng var khdng thé ludn dur dodn duoc dap dmg & ngudd, do-do chinén ding thudc
trong thal ky néu thét su cén thist
Phy ni cho con b
Vi mt it minazapine cd thé duore tiét vao sira me, cén than trong khi ding mirtazapine cho'phy nir
cho con bd

10. Anh hwéng cia thube 18n kha ning 14 xe, van hanh may moc
Minazapine ¢ thé lam gidm kha niing 14p trung vé surtinh tao, Bénh nhan digu trf wéi nhimg thubc
chéng triim cAm nén trénh lam nhimg cong vic cd khd nang gay nguy hidm cln sur tinh tao va tap
trung t6t, nhue 14 xe ho#c van hanh méay moc.

11, Twong téc, wong ky coa thubc

tdc cla thude

~  Mittazapine c6 thé lam tang tAc dung e ché than kinh tung Lramg cda rug, “do 46 nén khuyén
b&nh nhan kiéng ruou trong khi dibu tr véi minazapine, H

- Khong nén ding mirntazapine dbng thin vl cac thubc Uc ché MAC hodic trong vang 2 Iuhn say khi
ngung diéu trj vén nhimg thude nay.

- Minazapine cd thé lam téng tinh chdt an than cia benzodiazepin va cac thudc an. than khac (Jac
biét la cac thubc chdng loan than, khang histamin H1, cac opioid). Cén than trong khi ké toa nhimg
thufic nay cung il mirtazapine.

- Dung mirtazapine v ligu 30 mg % 1 /aningay gay tang nhe nhung dang ké vé mal thing ké chi sd
binh thirdng hoa quic t& (INR) & nhimg ngudr digu trf vot warfarin. Do khdng thé loai trir &nh
hurdmg £ réthom khi ding lli2u minazapine cao hom, nén theo déi chi 58 INR trong trudmg herp digu
tr) dang thén warfarin vir mirtazapine.

—  Nguyco kéo dai khoang QT varho&c rbi loan rwpth&mﬁuxoéndrh}cémh&lg 1&n khi sir dung
dbng thir véi cic loal thufic gly kéo dai khodng QT (nhir mdt 58 thudie ching loan thiin va thufic

- khéng sinh). =

= Cacthude e chB enzym chuyén hba thudc CYP3A4, CYP2DE vA CYP1A2 (cimetidin, cic din chét
azol ching ndm, eAc thide khang protease clia vinis HIV, erythromycin) 1am 1@ng nbng @4 trong
mau va co thé lam tang dic tinh cla minazapine, Nguoc fa, ca.rban'la'zepl_n va mot s8 thulic cam
(mg CYP3A4 khac lam tang do thanh théi clia mintazapine va o thé can phéi ting iU minazapine
khi ding ciing vin cac thudc nay.

Turomg ky cua thude o £
Do khang c6 cac nghién ciry vé tinh w:glq cila thic, knéng rgn 141 e nay véi cac uSE khac.

12 Téc dung Khbng mong mudn cia
Bénh nhén trém cam cd mit s6 lﬂﬁu nﬂmg!‘lﬂymkmﬂm bénh. Duvﬁyﬁﬁlk‘hl rét Id'rﬁm&cchan
dugc riéu chimg nao |a hiu qua cda bénh va triéu chimg nao & hau qua cha diéu i vél minazapine.
Rét thwong gdp (1110 < ADR) ;

= Chuyén héa va dinh dwrdng: Tang can, tAng cdm giac ngon miéng.

- Hé than kinh: Budn ngd, an than, dau dau,

- Tiéu héa: Khd migng.

Thuwémg gép (1/100 s ADR < 1/10)

- Tam than: Mo bat thirbmng, 16 1En, fo &u, mat ngi.

= Héthan kinh; Ngt lim, chdng mat, run.

= Mach méwr Ha huyét ap nr thé.

—  Tiéy hoac Bubn ndn, tidu chay, ndn, 1o bon

& Da va md dudi da: Phat ban,

= Cowrong va mb lién két Bau khop, dau oo, dau fng.

'ruﬁn than: Phi ngoal bign, mgt moi.

0= ADR < 1/100)
~ Tam than: Ac m@ng. hirng cAm, kich ddng, &o giac, bbn chdn tAm thin van dong (gbm &6 chimg
. 'néim, ngdi khdirig yen, téing dang)

= " H&than kinh: Df cam, chin khang nghl, nodt.

—  Mach mau: Ha huyét &p. -

—  Tiéuhda: Gidm cAm giic & migng.

Hiém gdp (1/10000 s ADR < 1/1000)

- Tam than; Hung hiing.

—  Hé than kinh; Gidi co.

—  Tiéu hoa: Viém Wy,

—- . Gan mat: Tang hogt tinh transaminase huyét thanh.

13,  Qud liBu va cdch xie tri
Trigu chimg
Kinh nghiém nién co v& qua liBu minazapine néng & cho thay cac wigu ching Ihuﬁ'ng nhe. Uc ché
hi than kinh trung ueng vl sy mék phuong hiedng vé an than kéo dat da dugc bao cao; cing nhu
nhip tim nhanh, tAng huyét &p hosic ha huyét &p nhe. Tuy nhién, cd thé ¢6 nhing héwqud nghiém
treng hon (gim cé e vong) & liBu luomg cao hom nhigu so o ligu didu tr, déc bidgtla qua gy hin
hop. Trong nhimg trrimg hop nay kéo déikhodng QT va xolin dinh d4 dugc béo céo,

X trf
Cée trung hop gué liBu nén dwroc digu t méu chimg va néng d& thich hop cac chire néng sinh
1Bn. Nén theo dai dign tam dd. Dwmmhomhuacmdaﬁycﬂngnénmmxamxﬂ

14. Béc tinh dwoc luc hoo
Nhdm disge Iy: Thubc ching trim cam khéc.

M3 ATC: NOBAX11, :

= Mina:apine 1a mgt thuic chéing tram cam 6 thé diing aiéu tri cac com tram cAm Idm, Sur hign dién
cila céc frigu chirng nhir U sAu, irc ché 1&m thain Van dong, rdi loan gidc ngd (thare s6m) va sut cén
s& ting co may co dap tng tich circ. Céc triéu chiing khac nhu bang quan, ¥ nght t tr va thay
ddi tinh khi (bui 15 18t hon budi sang), N&i chung mirtazapine bt dau c6 tac dung sau 1 - 2 wan
digu tri.

-~  Minazapine la mft thufic d6i khang o2 t&n xl - nbp cd hualﬂrlh trung wong, lam ting dan truyén
thiin kinh qua. trung glan noradrenalin vA seratonin trung trong. Su tang clrdng din truyén than
kinh qua trung gian serotonin chi théng qua cac thy thé 5-HT1 d&c hidu, béi vi cac thu thé 5-HT2
va 5-HT3 bj chen béi mirtazapine. CA hal chat ddng phan dai anh cha minazapine déu durge cho
l&.tham gia vao hoat tinh chéng tram cam, d8ng phan di &nh S(+) chen thy the o2 va 5-HT2, va
dong phan déi quang R(-) chen thy thé5-MT3. Hoat tinh ddi khang histamin H1 cOa mittazapine
«cd lién quan dén dac tinh-an than cia thube. Minazapine thirimg duoe dung nap.rde . Thudc
h&u nhir khéing co hoat tinh khang cholinergic va vai liBu digu trj hau nhw khang cb tac dyng trén
hé tim mach.

15.  BAc tinh dwge ding hoc:

Sau khi uBng mirnazapine, hoat chét thufic dug'e hap thu nhanh va tét (sinh khé dung 50%), dat
nbing db dinh trong huyét twong sau khodng 2 gitr. Khoding 85% mirtazapine gin woi cac protein
huyét trong. Mirtazapine duge chuyén héa manh qua gan bdi cac CYP2D6, CYPLIAZ, CYP3A4.
Minazapine dwoc dao thal qua nurdc tiu (75%) va qua phin (15%). Tho giar ban théi tung binh
| tir 20°- 40 gidr; thinh thong ghi nhén thei gian bén thal U hon, 18n dén 65 gidr v thir gian bén
théi ngn hon thudng thdly & nam gié tré twii. Thed gian ban thal nhe the dd d& ding thude van lidu
1 [an mAi ngay. N&ng df thubc dat trang thai &n dinh sau 3 - 4 ngay, £au d8 khang tich Ity thém.
Trong khodng [iBu khuyén ngh|, mirnazapine cé tinh chat duoc déng hot tuyén tinh. Mirtazapine
“durge chuyén hoa manh va dugc bal 8 qua nuoe il va phan 1rong vong val ngay. Su bién doi
sinih hoc chii véu 1a khir methyl va oxy hoa, tiép theo 14 phan tng lign hop. Chat chuyén hoa khir
methy| cO hoat tnh duge Iy va to ra cd clng nhimg dac diém duge dong hoc nhu hop chét me. Su
thanh thal mirtazapine c thé gidm do suy than ho#c suy gan..

16. Quy cach déng gdi
Wi 14 vién. Hop 2 vi.

17. Didukién hlnqnin han uimg, tidu chudin chit lwgng cia thube

17.1. Bigu kién béo quan
Bao quan trong bao bi kin, noi khd, tranh.énh sang. Nhigt db khong qua 30°C,

17.2, Han ding
24 thang ké tir ngay san xudt.

17.3. Tiéu chudin chiit lvong

USP,
18, Tén, dia chi clia co s& san xudt thudc
C6ng ty TNHH LD Stellapharm - Chi nhinh 1
S4 40 dai 16 Tu Do, KCN Viét Nami - Singapore,
P MPML Tx Thudn An, T. Blnh Duonq Wigt hlnrn
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