R THUGC BAN THEO PON
A

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
DAVIBEST

Thubc ban theo don
DPé xa tam tay cua tré em
Poc ki hwéng dan sir dung trwéc khi dung
Thong b&o ngay cho bac sy hode dugc sy nhirng tac dung khéng mong mudn khi sir dung thudc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOl BENH

1. Thanh phan:

Mdi vién nén bao phim chua:

Trazodon HCI ................. 50 mg

Ta duoc: Cellulose vi tinh thé, povidon, crospovidon, magnesi stearat, BHA,
hydroxypropylmethylcellulose, talc, titan dioxyd, polyethylenglycol 6000, mau oxyd sdt do.

2. M ta san pham: Vién nén dai, bao phim mau d6, mot mat cé dap logo mit kia c6 dap

gach ngang.
3. Quy cach dong géi: Hop 3 vi (Nhdm - Nhom) x 10 vién.

4. Thudc ding cho bénh gi? ; ; : :
DAVIBEST chira hoat chat la trazodon, thuéc nhdm thuoc chong tram cam c6 thé duoc st dung
dé diéu tri tat ca cac dang tram cam bao gom tram cam c6 kem lo au.

5. Nén dung thude nay nhw thé nao va liéu lu’()'ng"

Ludn dung thudc chinh xac nhu hudng dan ctia bac sy hoac dugc sy. Liéu trazodon s& phu thudc
vao nhu cau ctia ban va bénh can diéu tri. Néu ban chua rd, hay hoi lai cho chac chin.

Liéu dang:

Tram cim va tram cim cé kém lo du

Nguoi lon

Liéu khoi déu 13 150 mg/ ngay chia 1am nhiéu 1an udng sau khi an hoic dung mot lan truée khi
di ngu. Liéu c6 thé duoc ting 1én den 300 mg/ ngay dung mot hodc nhiéu 1an. Phan chia liéu 16n
hon dugc dung trudce khi di nga. Néu ban nhap vién, lidu c6 thé dugc ting cao hon dén 600 mg/
ngay chia lam nhiéu lan.

Nguoi cao tudi

O ngudi cao tudi hodc yéu, heu khai dau thuong 1a 100 mg/ ngay chia 1am nhiéu 1an hoic dung
mot 1an trude khi di ngu Liéu c6 thé duoc ting 1én boi bac sy dua trén phan tng cua ban véi
thubc. Thuong khong can dung lidu trén 300 mg/ ngay.

Tré em :

Khong khuyén céo sir dung trazodon & tré em va thanh thiéu nién dudi 18 tudi.

Lo au

Liéu khoi dau 14 75 mg/ ngay va c6 thé duge ting 1én 300 mg/ ngay néu can.

Cach dl]ng:

Ban nén dung thudc v6i nhidu nude, ciing véi thic 4 an hodc mot thoi gian ngan sau khi an, thirc
an s€ 1am giam nguy co tac dung khong mong mudn. Néu ban dung liéu mot 1an thi nén dung
trude khi di ngii. Néu ban cam thiy tac dung cta thudc qua yéu hay qua manh, khong tu ¥ thay
d6i liéu, hay hoi ¥ kién bac s¥.

6. Khi nao khong nén dung thudc nay?
Khong nén dung thudc nay néu ban: : ;
- Man cam voi trazodon hozc bat ky thanh phan cua thuéc.
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- Bi dot quy gan day.

- Dung nhiéu ruou hoic néu ban dang dung thudc ngu.

Khéng dung thubc néu ban gap bat ctr tinh trang ndo & trén. Néu ban khong chic, hoi y kién cua
bac sy hoidc duoc sy trudc khi ding thudc.

7. Tac dung khéng mong muédn

Nhu cac thude khac, trazodon c6 thé gay tac dung khéng mong muén, nhung khong phai ai ciing
gap phai.

Nguwng ding thuéc va lién hé trung tAm y té gan nhdt néu ban gép cac phdn iing sau:

Cuong duong kéo dai va dau don, khong lién quan dén céc hoat dong tinh duc va khong bién
mat.

Ban bi sung mit, moi, ludi, ¢ hong, ban tay hodc mét ¢4, kho the hoidc khé nudt hoac ngira trén
da va n6i may day. Day la trigu chung cua phan tng di ting.

Vang da hoic mat, day co thé la van dé vé gan hoic cac bat thuong chirc nang gan khac.

Ban bi dau bung nang va day hoi, c6 thé kém ndn hoic tao bon. Day cé thé 1a dau hiéu duong
tiéu hoa caa ban khong hoat dong binh thuong (liét ruot).

Bam tim dé& hon binh thuong. Pay c6 thé do rdi loan mau (giam tiéu cau).

Dé& bi nhiém trung hon binh thuong (dau hong, nhiém tring da) cé thé do réi loan méu (mat
bach cau hat).

Thong bao ngay véi bac sy néu ban gap cac phdn ing sau:

Y dinh 1am hai ban than hozc tu tir.

Cam thdy mét moi, ngat xiu, chéng mit, da tai. Pay co thé 1a dau hiéu cua thiéu mau.

Co giat.

Cam giéc bat thuong trén da nhu té ran, ngira ran, cham chich, bong (di cam).

Cam thay 10 I4n, bon chén, &6 md hai, run, lanh run, 4o giéc (hinh anh hozc &m thanh la), co giat
co dot ngot hoac nhip tim nhanh, ban co thé bi hoi ching serotonin.

Cam giac khong khoe c6 the do thé ngdn (kho6 tho), kho di lai hoac dang di bét thuong, co giat
co khong kiém soét va sét (trén 38°C). Pay c6 thé 1a tinh trang hiém gap goi & hoi ching an
than kinh &c tinh.

Nhip tim nhanh, cham, bat thuong.

Cac tac dung khong mong muon khac:

Chura ré tan sudt

Cam thay budn ngii, mét moi.

Phan xa kém hon binh thuong.

Budn ndn hoic ndn, kha tiéu.

Tao bon, tiéu chay.

Kho miéng, thay doi vi giac, tang tiét nudc bot, nghet mili.

D6 md hdi nhiéu hon binh thuong.

Chéng mat, nhtce dau, 10 13n, yéu, run.

Nhin mo.

M4t cam gi4c ngon miéng va sut can.

Cam giac chong mat hoic choang khi diing lén hoac ngdi day nhanh (ha huyét ap thé dang),
ngat xiu.

Cam thay khong thé nghi ngoi va kho ngu.

Gitr nudc cd thé gy phu tay hoac chan.

Phat ban da, ngua.

Dau nguc.

Pau ¢ chi, dau lung, dau co, dau khop.

Cam thay lo &u hoac hdi hop hon binh thuong, cam thay kich dong.

Hanh vi hodc suy nghi qua khich (hung cam), tin vao nhiing thi khéng cé that (ao tuong), roi
loan tri nho.

Ac mong.

Giam ham muén tinh duc.

Cam giac hoa mit, chong mit.
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Ting huyét ap.

Sét.

Triéu chiing giéng cim.

Kho ndi chuyén.

Tang s0 lugng bach cau (thdy trong xét nghiém méu).

Tang nong d6 enzym gan (thay trong xét nghi¢ém mau).

Cam thay méet moi, yeu va la 13n, co bi dau, cang hodc khéng hoat dong tot. Cling co thé co
nhtrc dau, mat cam giac ngon mi¢ng, budn ndn hoic ndn, co giat. Py co thé do nong do natri
trong mau cua ban thap.

Thuac c6 thé cé tac dung khdng mong musn khéc, théng bao cho bac sy nhing tac dung khong
mong mudn gap phdi khi si dung thuac.

8. Nén tranh dung nhirng thudc hoic thue phglm gi khi dang sir dung thudc nay?

Thong bao cho bac sy hodc duoc sy cua ban vé tat ca cac loai thudc ma ban dang st dung, bao
gom ca cac thudc ké don hodc khong ké don, cac vitamin hoac thuéc tir duoc liéu.

Thoéng béo cho bac sy hodc dioc sy néu ban dang sir dung cac thugc sau:

Thudc tc ché monoamin oxidase (thudc ¢ ché MAO) nhu tranylcypromin, phenelzin va
isocarbosazid (diéu tri tram cam) hodc selegilin (diéu tri Parkinson). Thong béo cho bac sy néu
ban dang dung hoac da dung trong vong 2 tuan.

Thudc gian co va thuoC gy mé dang khi.

Céc thudc chdng tram cam khac nhu amitriptylin hoac fluoxetin.

Thudc an than va thudc ngu.

Thudc diéu tri dong kinh (nhu carbamazepin hoac phenytoin).

Thudc diéu tri tang huyét 4p (nhu clonidin) hodc bénh tim (nhu digoxin).

Thudc diéu tri nhiém nAm nhu ketoconazol va itraconazol.

M6t sé thube diéu tri HIV nhu ritonavir va indinavir.

Erythromycin (mét loai thudc khang sinh diéu tri nhiém triing).

Levodopa (diéu tri Parkinson).

Co St John (mét loai dugc ligu).

Warfarin (thuéc chdng déng mau).

Liéu phéap séc dién (ECT)

Nén tranh dung dong thoi ECT va trazodon.

Gay mé

Néu ban sip duoc gy mé (dé phau thuat), thong bao cho béac sy hoic nha sy rang ban dang
dung trazodon.

Sir dung DAVIBEST véi thite dn va do uéng

Ban can tranh sir dung ruou khi dang dung trazodon. Béi vi trazodon c6 thé l1am thay ddi tac
dung cua ruou.

9. ’Cﬁn lam gi khi mgt !ﬁn quén khong dung tl}uéc? : ; -
Néu ban quén dung thuoc, dung lieu d6 sém nhat co the khi ban nhé ra. Néu da sap den lieu ticp
theo, khong dung gap doi licu dé bu lai cho liéu da quén, dung liéu tiép theo nhu binh thuong.

10. Néu ban muén ngirng thudc

Ban can tiép tuc dung thudc cho dén khi bac sy bao ban ngirng. Khdng nging thudc chi vi ban
da thay khoe hon.

Khi ngirng thudc béc sy s& gilp ban ngung thuoc tur tur.

Ngung thube dot ngot co thé gay véan dé vé giac nga, 1am cho ban cam thay khé chiu hon binh
thuong va d6 md hdi nhiéu hon binh thuong

Néu ban c6 cau hoi gi thém, hdy hoi y kién bac sy hoic dugc s3.

11. Can béo quan thudc nay nhw thé nao?

Giir thubc trong bao bi g6c caa nha san xuat, day kin.

Dé thudc noi kho rdo, tranh anh sang, nhi¢t do khong qua 30°C, va ngoai tam voi cua tré em.
Khong sir dung thudc sau ngay hét han ghi trén bao bi (hop va vi thudc).
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12. Nhirng d4u hiéu va triéu chirng khi ding thudc qua liéu

Duing thude chinh x4c nhu huéng dan cua bac sy. Khong ty ¥ thay doi liéu ma khong hoi y kién
bac s3. Néu ban dung qué liéu hoac tré em nubt phai thudc, lién hé ngay véi bac sy va trung tam
y té gan nhat. Khi dung qua Ileu ban ¢6 thé cam thay budn ndn, bénh, budn nga, chéng mat, ngat
xiu, co giat, 10 1an va van dé vé tim hoac tho.

13. Can phai lam gl khi diing thudc qui liéu khuyén c40?

Ngung dung thudc va lién lac ngay véi bac sy hoic trung tam y té gan nhat.

Mang theo vién thudc ciing voi bao bi dé béc sy biét ban da udng thudc gi va co bién phap xi ly
Kip thoi.

14. Nhirng diéu can than trong khi diung thudc nay

Y dinh tu tir v ngng hon bénh tram cam hodc rai logn lo au

Néu ban bi tram cam va/ hoac réi loan lo 4u, d6i khi ban c6 y dinh tu 1am hai ban than hoic tu
tr. Nhitng triéu ching nay ting khi méi ding thude tram cam, vi nhiing thudc nay can thoi gian
dé c6 tac dung, thuong khoang 2 tuan d6i khi 1au hon.

Ban c6 thé dé bi triéu ching trén néu:

- Ban da tumg c6 y dinh tir tir hodc ty 1am hai ban than.

- Ban con tré tudi. Thong tin tir thie nghi¢m 1am sang cho thay Sw gia tang nguy co hanh vi tu
sat & nguoi 16n dudi 25 tudi co tinh trang tdm than duoc diéu tri véi thude chong tram cam.
Néu ban ¢ y dinh ty 1am hai ban than hoac ty ta, lién hé ngay véi bac sy hodc di dén bénh vién.
Ban nén cho ngudi than hoic ban than biét ban bj trim cam hogc c6 réi loan lo &u, va nhd ho
doc to huéng dan st dung. Ban nén nho ho théng béo cho ban néu ho nghi bénh tram cam hozc

lo au caa ban niang hon, hoac néu ho lo ling vé su thay d6i hanh vi cua ban.

Truéc khi ding thugc nay, théng bao cho bac sy néu ban dang cé cdac van dé vé sirc khoe sau

day:

bong kinh (co giat).

Van de ve gan, than, tim nang.

Tuyén giap hoat dong qua muc (cuong giap).

Kho tiéu hozc tiéu nhiéu.

Tang nhin 4p goc dong (bénh vé mat).

Tam than phan liéu hoac cac dang rdi loan tam than khéc.

Mang thai, c6 y dinh mang thai hodc dang cho con bu.

Ngudi cao tudi, vi ban dé bi céc tac dung khdng mong mudn hon.

Dung thuac cho tré em

Khong nén ding trazodon cho tré em hoac thanh thiéu nién dudi 18 tudi.

Phu n&z mang thai hogc cho con bu

Khong dung thudc va thdng bao cho béc sy truée khi ding trazodon néu ban:

- Mang thai, c6 thé mang thai hoc nghi ban dang mang thai. Sir dung trazodon trong giai doan
cubi thai ky c6 thé dan dén triéu ching cai thudc & tré sau khi sinh.

- Pang cho con bu hoac ¢ y dinh cho con bu.

Lai xe va van hanh may méc

Trazodon 1a thudc tac dong 1én hé than kinh trung wong va c6 thé lam ban cam thdy budn ngi

hodc gidm phan xa. Khong 1ai xe hodc van hanh mdy moc hodc 1am nhitng cong viéc doi hoi tap

trung cho dén khi ban biét duoc tac dong cua thudc 1én minh

15. Khi nao cin tham van bac sy, duoc s§?

Can lién lac ngay véi bac sy hoac trung tam y té gan nhat khi dung thuéc qua liéu chi dinh.
Thong thudng, bao gio cling phai hoi ¥ kién bac sy hodc dugc sy trude luc ding bat ky thude
nao khi mang thai hoac cho con bu. ;

Thoéng bao ngay cho bac sy hodac dugc sy nhitng tdc dung khdng mong muon gap phai khi st
dung thudc.

Néu can thém thong tin xin hoi y kién béc sy hodc duoc sy.

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 HQC

Ma ATC: NO6AXO05.

Nhém duge Iy: Thudc chdng tram cam khac.

Trazodon 1a mot chat chdng tram cam manh. Thubc ciing c6 hoat tinh giam lo 4u. Trazodon
hydroclorid 14 d4n xuat ciia trazolopyridin khong lién quan hoa hoc dén thude chdng trim cam 3
vong, 4 vong va cac nhom thudce chong traim cam khéac. Thude anh huéng khong dang ké dén co
ché tai hép thu noradrenalin. Mac du chua rd co ché tac dung cua trazodon hydroclorid, tac dung
chong tram cam cua thu6e o6 thé li€n quan dén sy kich thich noradrenergic khong boi co ché
ngan chan hap thu. Tac dung giam lo au ciia thude co thé do tre ché serotonin trung wong.

2. DUQC PONG HQC

Hap thu:

Trazodon dugc hap thu nhanh va gan nhu hoan toan tir duong tiéu hoa. Khi sir dung trazodon
hydroclorid mot thoi gian ngin sau khi an, c6 su gia ting nhe luong thuéc hap thu (khoang
20%), glam Cmax va kéo dai thoi gian dat dugc Cmax. Cmax trong huyet tuong dat dugc trong
khoang 1 glo sau khi udng trazodon hydroclorid lic déi va 2 gid néu udng thudc vé6i thic an.
Sau khi udng liéu lap lai trazodon (25 mg, 2 dén 3 1an/ ngay), nong do huyet tuong trang thai
can bang thuong dat duoc trong vong 4 ngay va khac biét nhiéu giita cac bénh nhan. Khoang
ndng do tri lidu trong huyét twong va mdi quan hé giita nong do trong huyét twong va dap tmg
1am sang va doc tinh chua duge thiét lap.

Phan bo

Su phan bd cua trazodon & md va dich & ngudi chua duoc xac dinh. O déng vat, trazodon va
chat chuyén hoa ctia né duge phan bd chu yéu ¢ gan, than, rudt non, phdi, tuyén thuong than, va
tuy, va phan bd it vao mé md, tim va co xuong. Trazodon qua hang rao mau ndo ¢ dong vat va
nong do ciia thude trong néo cao hon trong huyét twong trong vong 8 git dau sau khi uong.

In vitro, trazodon gin két voi huyét trong 89 - 95% & nong do trazodon trong huyét tuwong 1a
100 - 1500 ng/ mL.

Chua 16 thudc c6 qua nhau thai & nguoi khong nhung thudc _qua nhau thai ¢ dong vat. Sau khi
dung liéu don trazodon 50 mg, thudc phan bd vao sita voi nong d6 khoang 10% nong do huyét
tuong clia me, v6i ti 16 sita vao huyét twong (dya trén dién tich dudi du’(mg cong nong do - thoi
gian trong huyet tuong va stra) khoang 0,1 - 0,2. Dya trén nhiing thong so trén, co thé dy doan
tré b me sé& tiép nhan it hon 0,1% liéu. Chua 18 cic chat chuyén hoa ciia trazodon c6 phan bd
vao stra hay khong.

Chuyén héa :

Trazodon duogc chuyén héa nhiéu ¢ gan. Con dudng chuyén hoa cia trazodon bao gom n-oxy
hoa va hydroxyl héa. Chat chuyén héa m-clorophenylpiperazin c¢6 hoat tinh. Nghién ctru in vitro
cho thdy trazodon chuyén hoéa qua CYP3A4 tao thanh m-clorophenylpiperazin, nhu’ng vai tro
ctia con dudng nay trong do thanh thai toan phan cua trazodon in vivo chwa duoc xac dinh hoan
toan.

Thai true: :

Trazodon thai trir qua nudc ti€u hau nhu toan bd dudi dang chét chuyén hoa, tu do hoac lién hop.
Su thai trir trazodon bao gom 2 giai doan, thoi gian ban thai giai doan dau 1a khoang 3 - 6 gio,
thoi gian ban thai giai doan puéi 14 5 - 9 gio. DO thanh thai cua trazodon khac nhau nhiéu gitra
cac bénh nhén. Thubc c6 thé tich liy & mot s6 bénh nhan. Khoang 70 - 75% lidu uéng thai trur
qua nudc tiéu trong vong 72 gio, chu yéu dudi dang chat chuyén hoa. Khoang 20% lidu uéng
duoc thai trir qua nudce tiéu dudi dang acid oxotriazolopyridinpropionic va chét lién hop cua no,
va khoang 10% dudi dang chit chuyén hoa dihydrodiol; duéi 1% lidu thai trir du6i dang 'khong
d6i. Phan con lai cta liéu duoc thai trir trong phan qua mat, chit yéu dudi dang chét chuyén hoa.
Trazodon tiét qua sita me.

Doi twong dic bigt

Ngueoi cao tudi
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Thoi gian ban thai giai doan cudi cua trazodon ting khoang 2 lan va nong d6 huyét tuong tang
dang ké & ngudi cao tudi so v6i nguoi tré hon, c6 thé do su giam chuyén hoa & gan do tudi tac
cua trazodon.

3. CHI PINH , ‘ ‘
Giam triéu chung cua tat ca cac dang tram cam, bao gom tinh trang lo au di kém.

4. LIEU DUNG - CACH DUNG

Liéu dung

Tram cim

Nguweoi lon:

Liéu khoi dau 1a 150 mg/ ngay chia thanh nhiéu 1an udng sau khi an hodc udng mot lan trude
khi di ngu.

C6 thé tang licu 1én 300 mg/ ngay ding mot lan hodc chia thanh nhiéu lan. Phan chia liéu 16n
hon s& duoc dung trude khi di ngi. C6 thé tang liéu cao hon, dén 600 mg/ ngdy chia thanh nhiéu
1an & bénh nhén nhép vién.

Nguoi cao tuoz

O nguoi tudi rat cao hodc yéu, lidu khoi dau khuyén cdo giam xuong con 100 mg/ ngay chia
thanh nhiéu lan hodc uéng mot 1an trudce khi di ngt. C6 thé tang lidu tir tir dudi sy giam sat, dwa
trén hiéu qua va dung nap. Noi chung, nén tranh ding lidu don trén 100 mg & nhitng bénh nhan
nay. Thuong s& khong dung qua lidu 300 mg/ ngay.

Tré em: :

Chua c6 thong tin khuyén cdo sir dung trazodon cho tré em dudi 18 tudi.

Tram cim c6 kém lo du

Liéu dung nhu d6i véi tram cam.

Lo au

Liéu dung la 75 mg/ ngay tang lén dén 300 mg/ ngay néu can thiét.

C6 thé giam tac dung khong mong mudn cta trazodon (ting sy tai hap thu va giam ndng do dinh
trong huyét trong) bang cach dung thudc sau bira in.

Bénh nhan suy gan

Trazodon hydroclorid dugc chuyén hoa nhiéu ¢ gan, va ciing giy ddc trén gan. Vi vdy nén than
trong khi str dung thudc cho bénh nhéan suy gan, dic biét trong truong hop suy gan ning. Nén
can nhéc theo dai thudng xuyén chirc ning gan.

Suy than

Thuong khong can phai hiéu chinh lidu, nhung nén than trong khi stir dung thu6c cho bénh nhan
suy than nang.

Cach dung:

Thude dugc dung bang duong udng.

5. CHONG CHI PINH

Man cam véi trazodon hodc vé6i bat ky thanh phan nao cua thudc.
Nhiém doc rugu hodc nhiém doc thudc ngu.

Nhoi méu co tim cap.

6. CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Si dung cho tré em va thanh thiéu nién duwdi 18 tudi

Khong nén duing trazodon cho tré em va thanh thiéu nién dudi 18 tudi. Hanh vi ty tir (c6 gang ty
tir va y dinh tu tr) va hung hang (chu yeu la kich dong, hanh vi dbi 1ap va gian dir) da duoc thiy
& tré em va thanh thiéu nién diéu tri bang thudc Chong tram cam thuong xuyén hon so véi tre
dung gia duogc. Hon nira, con thiéu thong tin an toan vé su phat trién, truéng thanh va sy phat
trién nhan thirc va hanh vi khi dung kéo dai ¢ tré em va thanh thiéu nién.

Tuw ti/ y dinh tw tir hoic tinh trang [am sang niang hon

Tram cam thuong lam tang nguy co y dinh ty tir, ty lam hai ban than va ty tir (nhiing bién cb
lién quan dén ty tr). Nguy co nay dai dang cho dén khi c6 su thuyen giam dang ké. Vi su cai
thién cd thé khdng xay ra trong vai tuan dau diéu tri hodc hon, nén theo ddi chat ché bénh nhan
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cho dén khi c6 su cai thién. Theo kinh nghiém 1am sang, nguy co tu tir ¢6 thé ting khi trong giai

doan dau hoi phuc.

Cac tinh trang tam than khac ma trazodon dugc chi dinh cling ¢6 thé gy tang nguy co nhing

bién Co lién quan dén ty tir. Thém vao do, nhirng tinh trang nay c6 thé xay ra dong thoi vai roi

loan trim cam ning. Can than trong khi diéu tri nhitng bénh nhan nay nhu d6i véi nhitng bénh

nhan bi réi loan trim cam nang.

Bénh nhan ¢ tién st bién cb lién _quan dén ty tir, hodc nhitng bénh nhan bleu hién mot muc do

dang ké y dinh ty ter trude khi diéu tri c6 nguy co y dinh tir tr hodc ¢ gang ty tir cao hon, va

nén dugc theo ddi can than trong khi diéu tri.

Nén theo ddi chat ché b¢nh nhan va dac bi¢t la nhitng bénh nhén c6 nguy co cao khi diéu trj dac

biét 1a trong giai doan dau diéu tri va sau khi thay doi lieu. Bénh nhan (va ngudi cham soc) nén

duoc canh bao vé sy can thiét phai theo ddi bat ky tinh trang 1am sang ning hon, hanh vi hosc y

dinh tu tor va nhiing thay d6i bat thwong vé hanh vi va tim 1oi khuyén y té ngay lap tac néu co

nhung tri¢u chiing nay xay ra.

Dé giam téi da nguy co ¢b gang tu tir Xay ra, dac biét 1a khi khoi dau diéu tri, chi nén cho mot

luong han ché trazodon mét lan.

Than trong vé liéu lugng va theo dbi thuong xuyén khi dung thudc & nhitng bénh nhan sau:

- Bénh dong kinh, tranh dot ngot tang hoac giam liéu.

- Bénh nhan suy gan, than. Dac bi¢t than trong khi suy gan, than ning.

- Bénh nhan c6 bénh tim, vi dy nhu: Con dau that nguc, r6i loan dan truyén hoic block nhi that
cac muc do khac nhau va ngudi nhdi mau co tim gan day.

- Cuong giép.

- RAi loan tiéu tién, vi du nhu: Phi dai tuyén tién liét, tuy nhién nhiing bat lgi c6 thé khdng thay
duoc do tac dung khang cholinergic cua trazodon it.

- Bénh nhan ting nhan ap goc hep Cap tinh, ting ap lyc ndi nhdn, mac du nhimg thay doi I6n co
thé khong thdy duoc do tac dung khang cholinergic it cua trazodon.

Khi bénh vang da xdy ra, diéu tri bang trazodon phai ngung lai.

Dung thudc chong tram cam & bénh nhan tdm than phan liét hoic cac bénh rdi loan tdm than

khéc c6 thé lam xau di céc trigu chitng bénh tam than Suy nghf hoang twéng co thé bi tang 1én.

Trong qua trinh diéu tri réi loan tdm than hung - tram cam véi trazodon, giai doan tram cam c6

thé thay d6i sang giai doan hung cam. Khi d6, phai nging sir dung trazodon.

Tuong tac gdy hoi chung serotonin/ hoi ching an than kinh 4c tinh da duoc béo co khi phéi

hop str dung cac chét c6 hoat tinh serotonergic khac nhu céc thudc chdng tram cam khac (nhu

thudc chong tram cam 3 vong, thubc &c ché tai hap thu chon loc serotonin (SSRI), thubc we ché

tai hap thu chon loc norepinephrin (SNRI) va thudc uc ché monoamin oxidase (thuoc ic ché

MAO)) va thuoc an than, hoi chtng nay Ia mot tac dung phu co the xay ra cua thuéc.

Do mat bach cau hat biéu hién 1am sang véi cac tri¢u ching gidng nhu cam, dau hong va sét,

nén khi bi cac triéu chung trén nén tién hanh kiém tra huyét hoc.

Ha huyét ap, bao gom ha huyét ap tu thé ding va ngat, da duoc béo cao xay ra ¢ bénh nhan

dugc cho dung trazodon. Dung dong thoi thude diéu tri ha huyét ap vai trazodon cé thé phai

giam lieu thudc ha huyét ap.

Bénh nhan cao tudi thuong nhay cam hon vai thudc chdng tram cam, dic biét 1a ha huyét ap tu

thé va céc tac dung khang cholinergic khac.

Khi diéu tri v&i trazodon, dic biét 1a cho mot thoi gian dai, khuyen cdo nén gia tang thoi gian tu

Kkhi glam lidu dén khi ngiing thudc dé giam triéu chung cai thudc, dic trung béi budn nén, nhic

dau va kho chiu.

Khéng c6 bang ching trazodon c6 thé gay nghién.

Nhu véi cac thude chéng tram cam khac, truong hop kéo dai khoang QT hiém khi bao céo khi

dung trazodon. Can than trong khi ké toa trazodon véi cac san pham thudc kéo dai khoang QT.

Trazodon nén dugc sir dung than trong & bénh nhan bi bénh tim mach bao gom ca nhitng bénh

lién quan dén kéo dai khoang QT.

Thudc e ché manh CYP3AA4 c6 thé dan dén ting ndng do trazodon huyét thanh.

Tuong tu nhu voi cac thube co tac dong e ché giao cam alpha, trazodon hiém khi gay ra cwong

duong. Co thé dugc diéu tri bang tiém vao thé hang mot chat alpha-adrenergic nhu adrenalin
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hoac metaraminol. Tuy nhién cé nhitng bao co bién ching cuong duong do trazodon can can
thiép phau thuat hodc dan dén rdi loan chac nang tinh duc lau dai. Bénh nhan phét hién nhitng
phan ung nghl ngo bt lgi nén ngung trazodon ngay 1ap tic.

Trazodon cd thé 1am tiang dap tng véi ruou, barbiturat va cac thudc e ché hé than kinh trung
uong khac.

Nguy co chong mat/ choang c6 thé ting & bénh nhén an chay.

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

Phu né c6 thai

Thong tin con han ché cho thay khong cé tac dung khéng mong mudn cua trazodon trén phu ni
mang thai hoic trén strc khoe cua thai nhi/ tré so sinh. Chua c6 thong tin dich té hoc lién quan.
An toan cua trazodon trén phu nir mang thai chua dugc thiét 1ap. Nghién clru trén dong vat
khong cho thay tac dung c6 hai truc tiép hoic gian tlep dén thai ky, su phat trlen phoi thai/ thai,
sy sinh san hoac su phat trién sau khi sinh & liéu diéu tri. Theo cac nguyén tic co ban, nén tranh
str dung thudc trong 3 thang dau thai ky.

Than trong khi sir dung thudc cho phu nit mang thai. Khi str dung trazodon dén khi sinh, nén
theo ddi sy xuat hién triéu chung cai thubc & tré so sinh.

Phu ni# cho con b

Thong tin con han ché cho thay trazodon it tiét qua stra me, nhung ndng d6 cua chat chuyén hoa
c6 hoat tinh con chua rd. Theo mét s6 it thong tin, can quyet dinh ngtrng cho con bu hoac ngtng
thUOc dua trén lgi ich cua viéc cho con b va lgi ich cua thubc dbi véi ngudi me.

Anh hu’(rng cia thude doi voi cbng viéc (ngwoi van hanh may moc, nguwoi dang lai tau xe,
nguwoi lam viée trén cao va cac truong h(_rp khéc)

Trazodon c¢6 anh huodng it dén vira ¢én kha ning 1ai xe va van hanh may moc. Gidng nhu céc
thudc tac dong 1én hé than kinh trung wong, bénh nhan nén than trong vé nhimg nguy co khi lai
xe hodc van hanh may moc cho dén khi chic chin minh khong bi anh huong boi budn ngu, an
than, chong mat, trang thai lu 1an, hodc nhin mo.

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

T wong tac chung : L ) ) . ; )

Co thé tang tac dung an than cua cac thuoc than kinh, thuoc ngu, thuoc an than, thuoe chong lo
au; nén giam liéu trong nhiing truong hop trén.

Qua trinh chuyén hda caa thuéc tram cam ting 1én do tac dong dén gan cta cac thudc ngua thai
dang udng, phenytoin, carbamazepin va barbiturat. Chuyén hoéa thudc tram cam bi Gc ché boi
cimetidin va mét s6 thudc tam than khac.

Thir nghiém in vitro cho thay trazodon c6 kha ning twong tic vd&i cAc chat uc ché manh
CYP3A4 nhu erythromycin, ketoconazol, itraconazol, ritonavir, indinavir va nefazodon lam
tang ndéng do trong huyét twong cta trazodon va tang tic dung khong mong mubn. Phoi nhiém
Véi ritonavir khi khai dau diéu tri hoac diéu tri lai vé6i trazodon lam ting kha ning tac dung an
than kéo dai, anh huong trén tim mach va tiéu hoa. Néu str dung trazodon véi cac thube @c ché
manh CYP3A4, nén can nhic giam liéu trazodon. Tuy nhién, nén tranh sir dung phdi hop
trazodon va thudc tc ché manh CYP3A4 néu co thé.

Carbamazepin 1am giam nong d6 huyét tuong cua trazodon khi dung dbng thoi. St dung phbi
hop trazodon véi carbamazepln 400 mg/ ngay dan dén _giam ndng do huyét trong trazodon va
chat chuyén héa c6 hoat tinh m- clorophenylplperazm lan lugt 76% va 60%. Nén theo dbi chit
ché bénh nhan dé phat hién néu can phai tang lidu trazodon khi dung chung véi carbamazepln
Trazodon c6 thé 1am tang tac dung thudc gidn co va thuoc gy mé bay hoi. Nén can nhic twong
tu nhu khi ph01 hop thudc an than va thude chdng trAm cam, bao gém rugu. Trazodon 1am ting
tac dung an than ctia ruou. Nén tranh str dung rugu trong khi dleu tri voi trazodon.

Trazodon duoc dung nap t6t & bénh nhan tim than phén liét bi tram cam su dung li€u phap diéu
tri chuan voi phenothiazin ciing nhu ¢ bénh nhén Parkinson bi tram cam diéu tri v6i levodopa.
Thudc chdng tram cam c6 thé lam ting chuyén hoa cta levodopa.

Thudc chong tram cam 3 vong
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Nén tranh dung chung do nguy co tuong tac gay nén hdi chirng serotonin va tac dung khong
mong mudn trén tim mach.

Fluoxetin

Hiém khi xdy ra gy tang nong do trong huyét trong va tac dung khong mong mubn cia
trazodon khi sir dung phdi hop véi fluoxetin, mot thuc we ché CYP1A2/ 2D6. Co ché cua
tuong tac duoc dong hoc nay chua duoc hiéu hoan toan. Khong thé loai trir twong tac duogc luc
hoc (hoi chimg serotonln)

Kha ndng twong tic v6i cac thudc rc ché MAO khac di duoc bao cao. Khong khuyén céo st
dung phoi hop trazodon va thudc (rc ché MAO, hoic trong Vong 2 tuan sau khi ngung diéu tri
v6i thude e ché MAO. Ciing khong khuyén céo sir dung thude e ché MAO trong vong 1 tuan
sau khi ngung trazodon.

Phenothiazin

Phenothiazin, chlorpromazin, fluphenazin, levomepromazin, perphenazin: C6 thé giy ha huyét
ap tu thé ding nghiém trong khi dung chung véi trazodon.

Twong tac khac

St dung dong thoi trazodon v6i cac thude co tac dung kéo dai khoang QT cb the lam tang nguy
co loan nhip that, bao gdm cé xodn dinh. Nén than trong khi sir dung nhing thude nay cung voi
trazodon. Vi trazodon chi 1 mét thudc trc ché rat yéu su tai hap thu noradrenalin va khong 1am
thay d6i dap ung huyet ap v6i tyramin, thudc thuong khong anh huéng dén hoat tinh ha huyét ap
clia cac thude co cdu tric guanethldln Tuy nhién, nghién ctru trén dong vat cho thay trazodon c6
thé trc ché hau hét tac dung cap tinh cta clonidin. Trong truong hop céc thude chong tang huyet
ap khac, mac du chua c6 bdo céo tuong tac 1am sang nao, kha nang xay ra ciing nén dugc can
nhac.

Tan suét tac dung khéng mong mudn co thé ting khi st dung trazodon chung voi ché pham
chura Hypericum perforatum (cd St John).

C6 bdo cao thay doi thoi gian prothrombin & bénh nhén str dung phéi hop trazodon va warfarin.
Tang nong do6 trong huyét thanh ctia phenytoin va digoxin khi sir dung chung véi trazodon. Nén
can nhéc theo doi ndng d6 huyét thanh cua phenytoin va digoxin & nhitng bénh nhén nay.

Liéu phdp soc dién (ECT)

Nén tranh str dung dong thoi ECT va trazodon.

8. TAC DUNG KHONG MONG MUON

Truong hop y dinh tu tr va hanh vi tu tir 43 dugc bao cao trong khi sir dung trazodon hoac sém
sau khi ngimg diéu tri.

Trazodon khong anh huéng dén mic pCO2 hoic pO2 & mau dong mach & bénh nhan suy hé hap
nang do bénh phdi hodc phé quan man tinh.

Céc tac dung khéng mong muén phan theo tin suit va h¢ co' quan

Chuea ro tan suat

Méu va hé bach huyét: Réi loan tao mau (bao gom mat bach cau hat, giam tiéu cau, ting bach
cau &i toan, giam bach cau va thiéu mau).

Mién dich: Phan tng di ang.

Noi tiét: Hoi chtng tiét hormon chéng bai niéu khong phu hop.

Chuyen hoa va dinh dudng: Ha natri huyét, sut can, biéng an, tdng cam giac ngon migng.

Tam than: Y dinh tu tir hoac hanh vi ty tir, trang théi G 13n, mat nga, mat phuong huéng, hung
cam, lo &u, hdi hop, kich dong (tram trong hon 1a mé sang), ao tudng, hanh vi kich dong, 4o giac,
ac mong, giam ham muén tinh duc, hai chang cai thudc.

Than kinh: Hoi chting serotonin, co glat hoi ching an than kinh &c tinh, chéng mit, hoa mat,
nhite dau, budn ngii, khdng thé nghi ngoi, giam phan xa, run, nhin ma, réi loan tri nhé, rung giat
co, mat kha ning ngon ngit, di cam, loan truong luc co, thay d6i vi giéc.

Tim: Loan nhip tim (bao gom xodn dinh, danh trong nguc, ngoai tam thu, ngoai tdm thu that cap,
nhip nhanh that), cham nhip tim, nhip tim nhanh, bat thuong dién tam d6 (kéo dai khoang QT).
Mach mau: Ha huyet ap the ding, ting huyet ap, ngat.

H6 hap, 16ng nguc va trung that: Nghet miii, kho tho.
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Tiéu héa: Budn nén, ndn, khd miéng, tao bon, tidu chay, kho tiéu, dau bung, viém da day, ting
tiét nudc bot, liét ruot.

Gan - mat: Bt thuong chirc ning gan (bao gdm vang da va ton thuong t& bao gan), & mat trong
gan.

Da va cac mo dudi da: Phat ban da, ngira, ting tiét mo hoi.

Co xuong va md lién két: Pau ¢ chi, dau lung, dau co, dau khép.

Than va tiét niéu: RSi loan tiéu tién.

Hé sinh duc va tuyén vi: Ching cuong duong vat.

Toan than va duong sir dung: Yéu, phu, triéu ching giong cim, kiét strc, dau nguc, sot.

Xét nghiém: Tang enzym gan.

Thubc cé thé gdy ra cdc tac dung khéng mong muon khdc, khuyén bénh nhén théng bdo cdc tic
dung khéng mong mudn gdp phdi khi ding thudc.

9. QUA LIEU VA CACH XU TRI

Triéu ching

Phan tmg thudng duoc béo céo khi qua licu la budn ngu, chéng mat, buon ndn va non. Nghiém
trong c6 thé gy hén mé, nhip tim nhanh, ha huyét 4p, giam natri mau, co giat va suy ho hap,
cham nhip tim, kéo dai khoang QT va xoin dinh. C4c triéu chiing c6 thé xuat hién 24 gio sau
khi ding qua liéu.

Qua liéu trazodon khi dung chung véi cac thudc chéng tram cam khac co thé gay hoi chung
serotonin.

Xk tri

Chua c6 thudc giai doc dic hiéu cho trazodon. C6 thé can nhic dung than hoat tinh & ngudi 16n
udng hon 1 g trazodon hoac & tré em uéng hon 150 mg trazodon trong vong 1 gio khi c6 trigu
chung. O ngudi 16n, ¢6 thé can nhic chuyén sang dung bién phap rira da day trong vong 1 gio
sau khi udng qua liéu c6 thé gay nguy hiém dén tinh mang.

Theo doi trong it nhit 6 gio sau khi uéng (hoic 12 gio néu dung dang phéng thich kéo dai).
Theo dbi huyét ap, mach va thang diém hon mé Glasgow (GCS). Theo ddi o bao hoa oxy néu
GCS giam. Theo dbi tim néu pht hop & bénh nhan ¢ triéu chimng.

Khong can diéu tri co giat don ngan. Kiém soét céc con co giat thuong xuyén hoac kéo dai bang
diazepam tiém tinh mach (0,1 - 0,3 mg/ kg khéi luong co thé) hoic lorazepam (4 mg & ngudi
I6n va 0,05 mg/ kg & tré em). Néu khdng thé kiém soat con co giat bang nhu:ng bi¢n phap trén,
co the can truyén tinh mach phenytoin. Thé oxy va diéu chinh acid base va ri loan chuyén héa
néu can.

Nén diéu tri triéu ching va diéu tri h tro trong trudng hop ha huyét ap va an than kéo dai. Néu
ha huyét ap nang, dai dang, can nhic st dung céc thude co co tim, nhu dopamin hoic dobutamin.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khdng ding qua liéu chi dinh.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x& Bén Cét, Tinh
Binh Duong, Vi¢t Nam

Tel: 0274.3567.687  Fax: 0274.3567.688

12. NGAY XEM XET SUA DOI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC: 25/09/2017
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