R THUGC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC

Vién nang cung
ZARSITEX

Thudc nay chi dung theo don thudc
Dé xa tam tay 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

1. THANH PHAN CONG THUC THUOC:
MJi vién nang cirng chua:
Thanh phén dwoc chat:
Venlafaxin (dudi dang Venlafaxin HCI) .... 75 mg
Thanh phdn td dwoc: Cellulose vi tinh thé M101, calci phosphat dibasic khan, povidon,
talc, croscarmellose natri, silicon dioxyd.

2. DANG BAO CHE: , ,
Vién nang citng mau vang - vang, bén trong chara bot thuoéc mau trang.

3. CHIDINH: o ‘ ‘ ‘ ,
Venlafaxin dugc chi dinh dé diéu tri tram cam, gom ca tram cam kem theo lo lang, cho ca
bénh nhén noi va ngoai tra.

4. CACH DUNG - LIEU DUNG:
Trong diéu tri trim cam, liéu ban dau 13 venlafaxin 75 mg chia 2 den 3 lan uong/ ngay
trong Vong 3 dén 4 ngay trude khi tang lidu |én 75 mg/ ngay. Néu can thiét, sau vai tuan
lidu c6 thé tang 1én dén 150 mg/ ngay. Liéu téi da c6 thé dung 1a 375 mg. Mdi lan diéu
chinh lidu c6 thé ting t6i da 1a 75 mg trong khoang thoi gian 2 - 4 ngay.
Bénh nhan suy thdn hogc suy gan:
Bénh nhén suy than v&/ hoic suy gan can diing liéu venlafaxin thép hon. Can giam 50%
lidu hang ngay cho bénh nhan c6 chi sb loc cau than (GFR) dué6i 30 ml/ phut Do thoi gian
ban hiy trong huyét tuong cua venlafaxin va chat chuyen hoa chinh cua né kéo dai ¢ nguoi
suy than ning nén co thé dung toan bo liéu mot 1an cho ca ngay. Sy thanh thai bang tham
tdch mau cua ca venlafaxin va O- -desmethyl venlafaxin trén nguoi déu thap. Tuy nhién nén
ngung dung venlafaxin cho nguoi phdi tham tach mau cho tai khi hoan thanh viéc diéu tri
bang tham tach. Bénh nhan bi suy gan vura phdi véi thoi gian prothrombin tir 14 dén 18
gidy can phai dwoc giam 50% liéu. Can giam liéu xudng thap hon nita ddi véi ngudi bi suy
gan muc do nang hon.
Nguoi gia:
Khong can giam Ileu cho bénh nhan cao tudi néu chi vi tudi tac. Tuy nhién, cling nhu v6i
cac thUOc chdng tram cam khéc, can than trong khi diéu tri cho nguoi gia. Di voi ting cé
nhan, can dac biét cha y khi tang liéu.

5. CHONG CHI PINH:
Man cam vai bt ky thanh phan nao caa thuéc.
Dung cung lic trén bénh nhan dang dung chét ¢rc ché monoamin oxidase (IMAO).
Bénh nhan c6 nguy co tim mach cao (loan nhip that, tang huyét 4p khong kiém soat...).
Tré em dui 18 tudi (do thiéu dit liéu 1am sang).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Can tinh dén nguy co tu tu ¢ tit ca cac bénh nhan tram cam. Chi ké venlafaxin véi luong
nho dé kiém soéat tét bénh nhan va giam kha nang bi qua liéu.
Venlafaxin cd thé tuong tac véi cac chat e ché monoamin oxidase (IMAO).
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Céc tac dung khdng mong mudn, doi khi ning, da dugc ghi nhan khi bat dau diéu tri
venlafaxin ngay sau khi ngimg diing mot thuoc IMAO va khi bt dau diing mét thudc
IMAO ngay sau khi ngung dung venlafaxin. Cac phan tng goém ¢6 run ray, mUa giat, toat
md hdi, budn nén, ndn, néng dod bung chéng mat, sét cao véi cac dic diém gidng nhu hoi
chang than kinh &c tinh, co giat va chét. Cac twong tac thudc dan dén cac phan ung nang,
d6i khi chét ngudi nay da dugc ghi nhéan khi dung ddng thoi hogc lién tiép cac thudc IMAO
va céc thude Chong tram cam khéc ¢ dic tinh duoc ly glong nhu venlafaxin, khong dung
venlafaxin phdi hop véi mot thudc IMAO hoic trong vong 14 ngay sau khi ding diéu tri
bang IMAO. Chi duoc ding IMAO sau khi ngung venlafaxin it nhat 7 ngay. Téang than
nhigt, co ctrng, mUa giat, khong 6n dinh than kinh ty dong, thay doi trang thai tinh than bao
gom kich dong qua muc dan toi mé sang, hén mé, va cac triéu chang giong nhu hoi chang
than kinh 4c tinh di dwoc ghi nhan khi dung dong thoi céc thudc wc ché tai hap thu
serotonin nhanh va chon loc véi IMAO. Tang than nhiét nang va dong kinh, doi khi tur
vong, da duoc bao cao khi dung dong thoi thue chéng tram cam 3 vong va IMAO.

Ngung dung venlafaxin:

Mac du cac nghién ctu 1dm sang khong thay c6 chiéu _huong cua trigu chung ngung thu00
nhung khi ngung thuoc sau thoi gian diéu tri tir 1 tuan trg 1én van nén giam dan lidu dé
giam thleu nguy co xuét hién triéu chung ngung thuée. Nhiing bé¢nh nhan dung venlafaxin
tir 6 tuan tré 18n can duoc giam dan lidu trong vong 1 tuan.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Chua c6 cac nghién ciru déy du va duoc kiem soét tot trén phu nir ¢6 thai. Khong nén ding
venlafaxin cho phy nix co thai trir khi ich loi la I16n hon so véi nhung nguy co c6 thé Xay ra.
Khuyén bénh nhan nén théng béo véi thay thudc néu ho dang cé thai hoic du dinh c6 thai
trong thoi gian diéu tri.
Con chua rd venlafaxin va cac chat chuyén hoa caa né co bai tiét qua sita hay khdng. Vi thé
khong dung venlafaxin cho nguoi dang cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Cung nhu cac thudc chéng tram cam khac, phai than trong khi lai xe hoic van hanh may
mac nguy hiém khi dang dung thudc.

9. TUONG TAC, TUONG KY CUA THUOC:
Céc thudc trc ché monoamin oxidase: Chong chi dinh dung dong thoi venlafaxin cho nguoi
dang dung IMAO.
Ciing nhu véi cac thudc khac, 6 thé co kha ning tuong tic véi nhidu co ché khac nhau.
Dudi 35% venlafaxin va O-desmethyl venlafaxin gan véi protein huyét twong. Vi vay
khong co tuong tac thudc do canh tranh gan véi protein huyét tuong.
Nguy co khi dung venlafaxin phdi hop voi cac thudc tac dung trén than kinh trung wong
khac con chua duge danh gia mot cach hé théng (tru cac thudc duoc dé cap dudi day). Vi
thé can chu y khi dung venlafaxin ddng thoi vai cac thude nay.
Bac tinh dugc dong hoc cua venlafaxin va O-desmethyl venlafaxin khong bi thay déi khi
dung venlafaxin cung voi diazepam hoac lithi cho nguoi tinh nguyén khoe manh.
Venlafaxin khdng anh huéng dén duge dong hoc cua diazepam va lithi trong cac nghién
ctru ndy. Viéc dung venlafaxin khong anh huéng téi tac dung trén tam than caa diazepam.
Cimetidin ¢ ché chuyén hoa budc dau cua venlafaxin nhung khong anh huong rd t6i sy
tao thanh hay bai tiét O-desmethyl venlafaxin, chat c6 nhiéu hon trong tuan hoan chung.
Tom lai, tac dung duoc ly téng hop cua venlafaxin va O-desmethyl venlafaxin sé& chi ting
rat nhe.
Khoéng can diéu chinh liéu khi dang phdi hop venlafaxin véi cimetidin. Tuy nhién, déi voi
ngudi gia va bénh nhéan suy gan dung ca venlafaxin va cimetidin cung moét lac thi con chua
rd twong tac sé ra sao va co thé s& nhiéu hon. Vi vay can chi dinh theo ddi 1am sang di voi
nhiing bénh nhan nay.
Nhiing trig¢u Chu’ng thu duoc trong cac nghlen ctu lam sang ¢ bénh nhan dung venlafaxin
ddng thoi voi céc thude chéng ting huyét ap hay céc thudc ha duong huyét da duoc danh
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gia lai xem d6 c6 phai 1a do twong tac thudc hay khdng. Khéng cé bang ching nao ching
t6 1a c6 su khong twong hop gitta viéc dung venlafaxin va ding cac thuc chong ting huyét
&p va ha duong huyét khac.

Chua c6 nghién ctru 14m sang nao danh gia hiéu qua cua viéc dung phéi hop venlafaxin véi
cac thudc chdng tram cam khéc.

Tuong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC:
Céc tac dung khong mong muébn thuong gap nhét lién quan dén viéc sir dung venlafaxin ma
khong thay 6 ti Ié tuong ng trong s6 cac bénh nhan diéu tri bang placebo la cac ro| loan
hé than kinh bao gom chong mat, khd mi¢ng, mat ngu, cang thang, ngu ga. Céc ro| loan
tiéu hda bao gom chan an, tao bon, budn ndn, rdi loan xuat tinh/ khoai cam, ra md hoi va
suy nhuoc.
Muc d§ thuong xuyén cua cac tac dung khong mong muén nay co lién quan tsi liéu dang.
Céc tac dung khong mong mubn noi chung giam vé muc do va tan s6 khi dung lau dai.
Thudc c6 thé gay ra cac tac dung khong mong muon khac. Khuyen cao bénh nhan théng
b&o cho bac s néu gap phdi bat ky tac dung khéng mong mudn nao cua thudc.

11. QUA LIEU VA CACH XU TRI:
Trong cac kinh nghi¢m sau khi dua thudc ra thi truong, thay ddi dién tdm do, ting nh1p tam
that va sinap, cham nhip tim va dong kinh da duoc ghi lai trong cac truong hop qua liu
venlafaxin, ca dung mét minh cling nhu cung vai thuoc khac val hoéc ruou. Khong thé loai
trir viéc dung mot minh venlafaxin la nguyén nhan duy nhat gay chét ngu(n trong truong
hop dung qua liéu gay ta vong. Hiém khi thay dung qua liéu venlafaxin cing véi cac thude
khéc va/ hoic ruou gay chét nguoi.
Xur tri: Bam bao duong thong khi, cung Cap du oxy va thong khi day du. Can kiém tra nhip
tim va cac dau hiéu séng. Can diéu tri hd trg va diéu tri tridu ching. C6 thé dung than hoat,
gay non hay ruaa da day. Chua c6 thudc giai doc dic biét nao cho venlafaxin. Khong dung
tham tach mau cho ca venlafaxin va O-desmethyl venlafaxin vi thanh thai tham tach mau
cua ca hai chat déu thap.

12. PAC TiNH DUQC LUC HOC:

Venlafaxin, mot chit e ché thu hdi chon loc serotonin va norepinephrin, 13 mot dan xuét
cua phenylethylamin c6 tac dung chong tram cam va chéng lo au. Co ché chéng tram cam
va lo &u cua venlafaxin chua duoc hiéu rd hoan toan, tuy nhién né cé lién quan dén kha
ning ting cuong hoat dong chat dan truyén than kinh cta hé than kinh trung wong.
Venlafaxin va chat chuyén hoéa c6 hoat tinh cua nd, O-desmethylvenlafaxin (ODV), la
nhitng chat (cc ché manh sy thu hdi serotonin va norepinephrin than kinh va I chit tc ché
yéu thu hdi dopamin. Nghién ctu in vitro cho thay venlafaxin va ODV khdng c6 &i luc
dang ké ddi vai thy thé cholinergic muscarinic, Hi histaminergic, hay a1 adrenergic.

13. PAC TINH DUQC PONG HOQC:

It nhat 92% venlafaxin duoc hap thu sau khi udng liéu don venlafaxin. Kha dung sinh hoc
tuyét doi 1a 40% dén 45%. Sau khi udng, phan 16n thudc chuyén hoa budce dau & gan dé tao
thanh chu yéu Ia chat chuyén héa cd hoat tinh O-desmethylvenlafaxin. Sy hinh thanh O-
desmethylvenlafaxm qua trung gian cytochrom P450 CYP2D6. Isoenzym CYP3A4 ciing
tham gia vao qua trinh chuyén hoa venlafaxin. Cac chét chuyen hoa khac bao gom N-
desmethylvenlafaxin va O-didesmethylvenlafaxin. Thoi gian dé venlafaxin va O-
desmethylvenlafaxin dat nong do dinh trong huyét twong twong ung la 2 va 4 gio sau khi
uéng. Ti I& venlafaxin lién két véi protein huyét twong 1a 27% va O-desmethylvenlafaxin 1a
30%. Thoi gian ban thai trung binh cua venlafaxin va O-desmethylvenlafaxin tuwong ung la
5 va 11 gio. Phan 16n venlafaxin duoc thai trir qua nudc tiéu, cha yéu dudi dang céc chat
chuyén hoa, hodc dudi dang tu do hodc dudi hinh thuc lién hop, khodng 2% dugc thai trur
qua phan. Venlafaxin va O-desmethyl-venlafaxin da duoc phat hi¢n trong nuéc 6i va mau
day ron va co di qua stta me.
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14.
15.

16.

17.

QUY CACH PONG GOI: Hop 3 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan: Noi kho rao, tranh 4nh sang, nhiét d6 khdng qua 30°C.

Han diing: 36 thang ke tir ngay san xuat.

Tiéu chuan chat lwong: TCCS.

TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:
San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

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

Tel: 0274.3567.687 Fax: 0274.3567.688

NGAY XEM XET SUA POI, CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG
THUOC:

Tén san pham: ZARSITEX

M4 sb toa: 0381.T2

Kiém soét sira doi:

- Chuyén file in theo cong van dong ¥ thay d6i 15740 ngay 09/10/2020.
- Chuyén mi toa tir 0381.T1.T1 sang 0381.T2 theo SOP Q.DK.1003

Nhan vién thiét ké:
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