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1. THANHTFFAN CONG THUC THUOC (If;
MGdi vién nén chira: k\*o
Thanh phan hoat chit: \\:f
ISR ovvananns o 10 mg

Thanh phcfn ta dwoc: Lactose monohydrat. comprecel M101, crospovidon, povidon
K30, silica keo khan, magnesi stearat.

2. DANG BAO CHE

Vién nén

M0 ta dang bao ché: Vién nén tron, mau tring hodc gin tring, mot mit nhin, mot
mat ¢6 vach ngang chia vién, canh va thanh vién lanh lan

3. CHI PINH

Diéu tri cac bénh di tmg ¢ nguoi 16n nhu: Viém miii di ing ( theo mua hodc lau
nam), viém két mac va no6i mé day.

4. LIEU DUNG, CACH DUNG
Liéu diing ‘
- Ngudi l6m: 1 vién chia lam 1-2 14n/ ngay ( 1 vién vao budi téi hodc ¥ vién vao budi
sang va budi toi)

- Tré em duéi 12 tudi: Khong khuyén céo diing
Cich dung

\

Vién dung duong uong. C6 thé wu tién ding budi tdi vi thude co tac dung an thin
nén c6 thé udng vao lic trude khi di ngu.

5. CHONG CHI PINH
- Qua man véi bét ki thanh phan nao cua thude

- Bénh nhan ¢6 tién sir mat bach cau hat lién quan dén viéc sir dung phenothiazin.



- Bénh nhan mic hoi chimg QT kéo dai bam sinh.

- Bénh nhan da biét hodc nghi ngo 1a kéo dai khoang QT hoac mét can bang dién
giai, ha kali mau.

- Bénh nhén dang diéu trj dong thoi véi thude kéo dai khoang QT.

- Bénh nhén ¢6 nguy co tang nhan ap, bi tiéu lién quan dén t6i laonj niéu dao- tuyén
tién liét.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
*Canh bao:

- Theo mét sb két qua nghién ciru 14m sang, mequitazin lam tang ding ké khoang
QT, dic biét & bénh nhan chuyén héa kém CYP2D6 hozc dang dung thube tre ché
CYP2D6 (vi du: paroxetin, fluoxetin, bupropion, duloxetin, terbinatine, cinacalcet)

- Do nguy co kéo dai khoang QT mequitazin khong dugc khuyen khich sir dung
cung methadone, mot s6 loai thuéc an than va thuéc chdng ki sinh tring
(choloroquine, halofantrine, lumedantrine, pentamidine).

*Thén trong:

- Bénh nhan c6 tién sir mit bach cau hat lién quan dén sir dung phenothiazin: Can
canh bao can tham van y t€ cang sdm cang. tot n¢u bi sot hodc nhieém trung trong khi
di€u tri. Trong truong hop cong thirc mau thay doi nén ngung thudc.

- Thudc ¢6 chira ta duge Lactose nén bénh nhan khong dung nap galactose, thiéu hut
lactase toan phan hodac hdi chimg kém hap thu glucose-galactose (cac bénh vé
chuyén héa hiém gap) khong nén dung thude nay.

- Than trong khi diing cho ngudi cao tudi do nhay cam hon véi cac thude an than

- Khong nén dung thude ciing natri oxybat do tang nguy co suy nhugc hé than kinh
trung uong.

- Bénh nhan suy gan nang, nguy co giam thanh thai va tang tich lily mequitazin

- Téc dung an than ctia Mequitazin dugc ting cuong boi cac thudc trc ché than kinh
trung vong nhu rugu, thudc giam dau gay ngu, thudc an than, thude ngi, do do cén
tranh dung cung.

- Bénh nhan dong kinh can duoc theo ddi chat ché vi ¢o thé gdy ra con dong kinh da
biét dén khi dung phenothiazin.



7. SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

* Phu nit c6 thai: Khong su dung mequitazin trong thoi ki mang thai. Nén dung cho
phu nit ¢ thai khi ma loi ich diéu tri xac ddng hon nguy co ¢ thé xay ra cho thai
nhi.

* Thoi ky cho con ba: Khong rd mequitazin va chét chuyén hoa cua né ¢o bai tiét
trong sira me hay khong. Su bai tiét ctia mequitazin trong sira chua dugc nghién ciru
& dong vat. Nén can nhéc tiép tuc hay ngtrng cho con bu hodc tiép tuc diéu trj voi
mequitazin va cac lgi ich cua mequitazin diéu tri thuée ddi voi nguoi me. Trong
truong hop cho con bu, su dung cac san pham thude nay chi c6 thé duge du kién
trong thoi gian ngan (mat vai ngay).

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Khong nén st dung cho d6i tuong nay néu xay ra cac tac dung khong mong mudn
nhu budn ngu, an than.

9. TUONG TAC, TUONG KY CUA THUOC

- Sur két hop mequitazin véi cac thudc khéc c6 thé lam tram trong tic dung khong
mong muon cua thudc nay.

- Cac chat trc ghé monoamin oxydase (IMAO) dﬁng'dépg thoi voi céc thube khang
histamin ¢6 thé kéo dai va tang cuong tac dung (rc che than kinh trung wong va khang
cholinergic cua thudc khang histamin. Chong chi dinh dung IMAO véi mequitazin.
- Chong chi dinh ding mequitazin véi: thude chdng loan nhip loai IA (vi du:
disopyramid, hydroquinidin, quinidin), thuéc chdng loan nhip nhém III (vi du:

aminodolaron), thudc chdng ki sing tring ( vi du: piperaquin, dihydroartemisinin),
mot so thude gidn mach (vi du: vincamin),..

- Do mequitazin dugc chuyén héa chii yéu bsi CYP2D6, do d6 khong nén ding cling
cac thudc rc ché manh enzym nay nhu paroxetin, duloxetin,...

- Khéng nén ding cung céc dan xudt cua asen: Tang nguy co rdi loan nhip that, dic
biét 1a xoan dinh.

- Cotrimoxazol, Crizotinib, delamanid: Tang nguy co rbi loan nhip that, dac biét 1a

xodn dinh. Néu khong tranh duoc viée st dung thi can duge kiém sodt 1am sang va
dién tam do thuong xuyén.

- Ruou: Tang tac dung an than cia thude khang histamin H1 khi si dung & bénh
nhan udng ruou.
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10. TAC DUNG KHONG MONG MUON CUA THUOC
- Hé théng mién dich: Phan tmg di tmg, sbc phan vé.
- Tam than: Ao giac, xuat hién phé bién hon & ngudi cao tudi.

- Hé thqz"in kinh trung vong: An théq hodc budn ng, 14 14n tdm than (dic biét & ngudi
cao tudi), phan khich, mat ngu, réi loan van dfng cap tinh, phan mg ngoai thap,
trdm cam, mat tap trung.

- Miét: R4i loan diéu tiét mat, gidn dong tu.

- Hé tiéu hoa: Réi loan tiéu hoa, tao bon, khd miéng.

- Tim mach: Réi loan nhip tim, nhip tim nhanh, xodn dinh ¢ bénh nhan méc hoi
ching QT dai bam sinh khi diéu tri phoi hgp mequitazin vdi macrolide.

- Da va mo6 dudi da: Nhay cam véi anh sang, ban do, cham, ngira, eczema, mé day,

phu Quincke.

- Than va dudng tiét ni¢u: roi loan, nguy co bi ticu

11. QUA LIEU VA CACH XU TRI
- Qua liéu: Céc triéu chimg qua liéu da dugc quan sat thay: Nguy co co giat dic biét
¢ tré em. Suy giam y thuc, hon mé.

- X tri: Piéu tri triéu chimg va hd tro ho hdp nhén tao, rira da day.

12. PAC TINH DUQC LUC HQC

Nhom dugc ly: Thude khang histamin H1

Ma ATC: RO6ADO07

Mequitazin 1a thude khang histamin H1 thuc nhom phenothiazin. Thudc 1am giam
hodc mat tac dung cua histamin trong co th¢ bang co ché doi khang canh tranh.
Thudc khong lam mat hodt tinh hodc ngan chan su tong hop hodc giai phong
histamin, thuoc dung dé lam giam cdc triéu chirng cua phan tmg di ing.

13. PAC TINH DUQC PONG HQC

Hadp thu: Thude hap thu nhanh chéng qua dudng tiéu hoa.

Phdén bé: Thé tich phan bd trong co thé cao. Mequitazin duge phan bé rong rii trong
co thé ca bén ngoai khoang mach mau.




Chuyén héa: Mequitzin dugc chuyén hoa thong qua qua trinh hydroxyl hda bdi cac
microsome ¢ gan. CYP2D6 va CYP3A4 xtc tac qua trinh chuyén héa invitro clia
mequitazin.

Thai trir: Thoi gian ban thai khoang 25 gi¢. Mequitazin va céac qhét chuyén héa cua
no dugce thai trir chu yéu qua mat. Mequitazin bai tiét khong déi qua nudc tiéu rat
thap.

14. QUY CACH PONG GOI
Hop 6 vi x 10 vién nén, kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN
Bao quan trong bao bi kin, noi khoé rdo, tranh anh sang, ¢ nhiét do dudi 30°C

16. HAN DUNG
36 thang ké tir ngay san xuat

17. TIEU CHUAN CHAT LUQNG
Tiéu chuén co s6.

18. TEN, PIA CHI CUA CO SO SAN XUAT
CONG TY DUQC PHAM VA THUONG MAI PHUONG DPONG-(TNHH)
Dia chi: TS 509, t& ban do s6 01, cum CN Hap Linh, phuong Hap Linh, TP.Béc
Ninh, tinh Bic Ninh, Viét Nam.
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