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bpé xakrd:m tay tré em
BPoc ky hiedng dan sir dung truce khi ding

+7 i ) ~ AZEXTAZIN

SOHA \IIME/K/% y/
?%Mr;\%*f
<{"FHARNH PHAN CONG THUC THUOC
Thanh phan duge chdt: Mequitazine 0,05% (kl/tt).
Thanh phan ta dwgc: Sucrose, methyl paraben, propyl paraben, ethanol 96%, huong
cam, nudc tinh khiét.

2. DANG BAO CHE
Siro uéng. )
M@ ta: Siro uéng dong nhat, vi ngot, hwong cam.

3. CHI PINH

Piéu tri triéu ching trong cdc truomg hop di img ¢ ngudi 16n va tré em trén 2 tudi:
- Viém mili di tng (theo mua hodc quanh nam),

- Viém két mac

- May day

4. LIEU DUNG, CACH DUNG

e Danh cho ngudi 16m va tré em trén 12 tudi: Ngudi 1on va thanh thiéu nién (trong
lrong co thé trén 40 kg va trén 12 tudi): Lidu hang ngay 1a 20ml chia thanh mét hodc hai
lin mdi ngay.

e  Tréem v thanh thiéu nién (duéi 40 kg trong lugng co thé va dudi 12 tubi):

- Tré cén ning tir 30 dén 40 kg (10-12 tudi): Liu ding hang ngay 1a 1,25 mg/Skg/ngay,
térc 1a tir 15ml dén 20ml chia thanh mét hogc hai lan moi ngay.

- Tir 20 dén 30 kg thé trong (6-10 tudi): Liéu ding hang ngay l1a 1,25 mg/5 kg/ngay,
tirc 12 10m! dén 15ml chia thinh mot hodc hai lin mdi ngay.

- Tir 10 dén 20 kg thé trong (2-6 tudi): Liéu ding hang ngay 1a 1,25 mg/5 kg/ngay, tirc
12 Sml dén 10ml chia thanh mt hoic hai 1in mdi ngay.

e Diurlidguco sin & tré em tir 2-6 tudi con han ché.

Du6i 2 tudi: Chéng chi dinh

Céch ding: Dung dudng udng o _

C6 thé nén wu tién dung thudc vao budi toi do tdc dung an than cua mequitazine nhay
cam hon & mot s& déi tugng (tré em, ngudi cao tudi).

5. CHONG CHI PINH

Méin cam véi bét ky thanh phén ndo clia thuée.

Tré em dudi 2 tudi,

U("J‘ng cung sira, ) i )
Didu tri dong thoi voi thude cb tic dung kéo dai khoang QT (xem phén tuong tac thuoc)
Bénh nhan mfc héi chimg QT dai bdm sinh,

Bénh nhén d3 biét hodic nghi ngd co khoang QT kéo dai hodc méit cin bang dién giai, dac
biét 1a ha kali mau,

Nhip tim chdm c¢6 ¥ nghia 1dam sang,

Tién sir mat bach cau hat do diing phenothiazin,
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énh tang nhan ap do goc dong,
o roi loan niéu dao-tuyén tién ligt.

ngudi chuyén héa kém cytochrome P-450 2D6 (CYP2D6). Trong nhitng trudng hop
nay, viéc sir dung mequitazine kéo dai hon 10 ngay cin phai than trong do nguy co tich
tu levomequitazine.

Khong nén dung mequitazine & nhitng bénh nhén dugc biét 1a c6 kha ning chuyén hoa
kém cytochrome P-450 2D6 (CYP2D6) hodc dang dung thuéc e ché CYP2D6
(paroxetine, fluoxetine, bupropion, duloxetine, terbinafine, cinacalcet). Tuong tw V61
déng hoc cia levomequitazine, nong d¢ trong mau ting cao & nhimg bénh nhén nay cé
the giy ra nguy co kéo dai khoang QT.

Véi nguy co ndy, khéng nén ding mequitazine véi methadone, mot s6 thuéc an thin
kinh va mét sé thude chong ky sinh tring.

Khéng nén ding mequitazine cing véi d6 ubng c6 cdn va thude c6 chira con.

Khong nén dung mequitazine cung vGi natri oxybate vi co nguy co lam ting trAm cam
hé than kinh trung wong.

Néu cac triéu chimg vén tdn tai hodc trAm trong hon, viéc diéu tri nén duge danh gid lai.
Cac truong hop mat bach 'cﬁu hat da duoc mo ta khi st dung phenothiazine. Bénh nhan
nén duge canh béo ring néu bj sét hoic nhiém trung trong qué trinh diéu tri thi nén tham
khao ¥ kién bac si ngay lap tic. Trong trudng hop co su thay ddi rd rang vé cong thirc
méu, nén ngung diéu tri.

Thuoe ¢6 chira sucrose, do do khong duge khuyén c4o ¢ nhitng bénh nhén khéng dung
nap fructose, hdi chimg kém hép thu glucose-galactose hodc thiéu hut sucrase-
isomaltase. .

Thube c6 chira tir 3,909 g dén 15,636 g sucrose trong médi liéu. Do d6 cAn can nhic ding
thudc déi véi bénh nhéan bj dai thio dudng.

Thubc ndy c6 chita 1,134% ethanol (alcol), tirc 1a dat dén 181,44 mg trong méi 20 ml,
twong dwong 4,536 ml bia; 1,89 ml rugu (vang) trong mdi 20ml. C6 hai cho bénh nhan
bi nghién rugu. Cén lwu y d6i voi phu nit c6 thai hodc dang cho con b, tré em va cac
d6i twong c6 nguy co cao nhu bénh nhan bi suy gan, hodc dong kinh.

Thudc ndy c¢6 chira methyl paraben, propyl paraben. Do d6, c6 the gy ra cac phan (mg
di ung (c6 thé xay ra cham).

Nén than trong khi sir dung Mequitazine: |

- O ngudi 16n tudi, do nhay cam hon voi thude an than,

- Trong trdng hop suy gan ning, do nguy co gidm d¢ thanh thai va tich tu mequitazine,
- O nguoi bi dong kinh do phenothiazin c6 thé lam giam ngudng géy dong kinh

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

Phu nit mang thai. ' )
Céc nghién ctru dugce thyc hién trén dong vat khong da dé dwa ra bat ky két luan nao vé
ddc tinh sinh san.

Vé mit 1am sang, hién tai khong c6 du dit liu lién quan dé danh gid tac dung gdy di tat
hoiic giy dc cho thai nhi cia mequitazine khi dung trong thoi ky mang thai.

.

O tré so sinh c6 me duge diéu tri lau dai bang thudc khang cholinergic liéu cao, céc ddu
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\kho bt diu ché do an kiéng, nhip tim nhanh, réi loan than kinh...).

ng di liéu ndy, viéc sir dung mequitazine khong duoc khuyén céo trong
thai va ¢ phu nir trong d6 tudi sinh dé khong sur dung bién phap tranh thai.
dung thudc nay dién ra vao cudi thai ky, cin theo déi céc chiic ning thin

J

cho con bt

Ngudi ta khong biét liéu mequitazine/céc chit chuyén hoa cta né co di vao sita me hay
khong.

Do kha ning gay bqévn ngu hogc kich thich nghich ly ¢ tré so sinh va nguy co ngung tho
khi ngti lién quan dén phenothiazin, khong the loai trir nguy co d6i vai tré so sinh/tré so
sinh b1 stra me.

Mequitazine chong chi dinh trong thai gian cho con bi.

Khé ning sinh san

Céc nghién ctru duoc thyc hién trén dng vét khong du dé dua ra két luan vé doc tinh
d6i v&i kha néng sinh san & nguoi.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thuéc anh hudng dén kha nang ai xe va van hanh may méc.

Piic biét, ngudi l4i xe va ngudi sir dung may méc cn cha ¥ dén nguy co budn ngi lién
quan dén viée sir dung thude ndy, dic biét 1a khi bét dau diéu tri.

Hién tuong ndy cang trim trong hon khi udng 6 udng c6 cén hoiic thude c6 chira con.

9. TUONG TAC, TUONG KY CUA THUOC

Tuwong tde ciia thuoc:

Thudc ¢ thé giy xodn dinh. '
Chirng ri loan nhip tim nghiém trong cé thé do mot sd loai thube, di co ding thude
chéng loan nhip hay khéng.

Ha kali mau 12 mdt yéu t6 gép phén lam chdm nhip tim hogc kéo dai khoang QT trudce
46, bAm sinh hodc méc phai.

Céc loai thudc giy ra tic dung phu nay bao gom thuéc chéng loan nhip nhom Ia va II,
va mot sb thudc an thin kinh. Céc thudc khac khong thuge cac nhom nay ciing o lién
quan. Déi véi erythromycin va vincamine, chi nhing dang tiém finh mach méi bj anh
huéng bai su twong tac nay. )

Viéc sir dung thube gy xoén dinh véi mét loai thude géy xodn dinh khéc thuong bi
chdng chi dinh. .

Do nhimg tic dung phu trén ma mequitazine khong dugc khuyen khich sir dung cung
véi cac thube gdy xodn dinh khac. D6 la methadone, thue chong ky sinh trung
(chloroquine, halofantrine, lumefantrine, pentamidine), din xudt arsenic,
hydroxychloroquine, methadone, crizotinib, cotrimoxazole va thudc an than kinh. Tuy
nhién, citalopram, escitalopram, domperidone, hydroxyzine va piperaquine cling bi
chéng chi dinh véi tit ca cac thube gy xodn dinh.

Chéng chi dinh két hop v6i cée nhoém thude sau:

Thubc giy xodn dinh (ngoai trir thubc chéng ky sinh tring va thudc an thin kinh c6 kha
niing gay xoén dinh, va cac thubc khong nén két hop & trén) thi chong chi dinh khi két
hop véi céc thuéc sau: bepridil, cisapride, diphemanil, disopyramide, dofetilide,
dolasetron tiém tinh mach ,domperidone, dronedarone.
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loan nhip nhém IA (vi du disopyramide, hydroquinidine, quinidine),
nhip tim loai III (vi du amiodarone, dronedarone, sotalol),
s thy cﬂ ng ky sinh tring (vi du piperaquine, dihydroartemisinin),
Mot séHoai %&g sinh (vi du, erythromycin tiém tinh mach, moxifloxacin tiém tinh
m,\iﬁpﬁ;ﬁmygip tiém tinh mach),
Mot 56 Jthyﬁé‘:_c':h,éng non (vi du domperidone),
A @j}ﬁéi;thuéc dung trong diéu trj ung thu (vi dy toremifene, vandetanib)
Mot s0 thu(;c gian mach (vi du, vincamine),
Mot s6 thudc chong trAm cam (vi du, citalopram, escitalopram, hydroxyzine),
Thubc khang histamine (vi du mizolastine).

r e

Cac thl}éc khong duoc khuyén khich diing cling:

+ Thudc chdng ky sinh tring c6 kha ndng giy xodn dinh (chloroquine, halofantrine,
lumefantrine, pentamidine):Tang nguy co r6i loan nhip thét, dic biét 1a xoéin dinh. Néu
c6 thé, hdy gian doan mot trong hai phuong phap diéu tri. Néu khong thé tranh dugc su
lién quan, hiy kiém soat trude QT va theo ddi ECG.

+ Hydroxychloroquine: Téang nguy co réi loan nhip that, dic biét 1a xoén dinh.

+ Methadon: Tang nguy co rdi loan nhip thét, dic biét 1a xoén dinh.

+ Thudc an thin kinh c6 kha ning gy xodn dinh (amisulpride, chlorpromazine,
cyamemazine, droperidol, fluphenazine, flupentixol, haloperidol, levomepromazine,
pimozide, pipamperone, pipotiazine, sertindole, sulpiride, tiapride, zuclopenthixol):
Tang nguy co rdi loan nhip thit, dac biét 1a xoan dinh.

+ Thude duge chuyén hoa chu yéu bai CYP2D6 nén khong khuyén céo st dung dong
thoi cac thube duoc biét 1a cé tac dung tic ché manh enzyme nay nhu paroxetine,
fluoxetine, duloxetine hodc bupropion, cinacalcet, terbinafine: Nguy co ting tac dung
phy ciia mequitazine 1a do sy trc ché chuyén héa ciiané

+ Ruou: Ting cudng tic dung an than cua mequitazine bang ruou. Su tinh tao bi suy
giam c6 thé khién viéc l4i xe va sir dung may moéc tro nén nguy hiém.

Tranh diing 48 udng c6 con va thude ¢6 chira ruou. o

+ Natri oxybat: Tang trAm cam trung wong. Su tinh tdo bi suy giam c¢ the khién viéc lai
xe va str dung mdy moéc tré nén nguy hiém.

+ Dén xuit clia arsen: Téng nguy co rbi loan nhip thét, dic biét 1a xoéq dinh.

+ Cotrimoxazole (sulfamethoxazole + trimethoprim): Tang nguy co rdi loan nhip that,
dic bigt 1a xoin dinh. ‘

Néu khong thé tranh duge sy lién quan, cin theo d&i 1am sang va dién tdm do thuong
xuyén.

+ Crizotinib: Tang nguy co réi loan nhip that, dic biét 1 xoén dinh. Néu khéng thé tranh
duoc sy lién quan, can theo doi lam sang va dién tdm a6 thudng xuyén. i
+ Delamanid: Ting nguy co rdi loan nhip thét, dic biét 1a xoan dinh. Néu khong the
tranh duoc sur lién quan, hay theo ddi ldm sang va dién tam dd thudng xuyén.

Céc thube can phai dé phong khi sir dung: ' ‘

+ Anagrelit: Tdng nguy co rbi loan nhip thét, dic biét 1a xoan dinh. Can theo doi lam
sang va di¢n tim db trong qua trinh lién két.

+ Thubc chen beta trong suy tim (bisoprolol, carvedilol, metoprolol, nebivolol) va céc
thubc 1am chim nhip tim khéc: Tang nguy co rdi loan nhip thit, dic biét 1a xoan dinh.
Cin theo ddi 1am sang va dién tim dd trong qua trinh lién két.
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; CJE) 5@ n, clanth.romycm roxithromycin: Tang guy co rdi loan nhip thét, dic
bﬁbl@;\&o . Can theo doi 14m sang va dién tim dé trong qué trinh lién két.
+ mgmmxhc levofloxacin, norfloxacin: Tang nguy co r6i loan nhip thét, dac biét la
\ wpgqf dinh. Caf theo d&i lim sang va dién tim do trong qua trinh lién két.
\%; @opit{t Kali méu (thuée loi tiéu ha kali mau, don doc hodc phdi hop, thude nhudn
\Jiﬁmg-\]mh fhlch glucocorticoid, tetracosactide va amphotericin B (tiém tinh mach)):
Tang nguy co roi loan nhip thét, diic biét 1a xodn dinh. Diéu chinh tinh trang ha kali méau
trude khi sir dung san phdm va thuc hi¢n theo ddi lam sang, dién giai va dlen tam dd.
+ Ondansetron: Tang nguy co r6i loan nhip thit, ddc biét 1a xoan dinh. Cén theo ddi 1am
sang va dién tim db trong qua trinh lién két.

Cac thube can hru ¥ khi st dung:

5 Thuoc atropinic va céc chét lién quan: Thudc chéng trim cam imipramine, hau hét cac
thube - khéng histamine atropinic HI, thuoc chong co gidt khang cholinergic, thubc chong
co thit atropinic, disopyramide, thuoc an thin kinh phenothiazine cting nhu clozapine:
Ngoai ra con co tac dung phy atropinic nhu bi tiéu, bung phat bénh ting nhan ap cap
tinh, tdo bon, khd mleng

. Thuoc trc ché hé thin kmh trung wong khac: Din xuit morphine (thudc giam dau,
thudc chéng ho va thude didu trj thay thé), thudc an thén kinh, barblturat benzodiazepin,
thuoc giai lo 4u khac ngoai benzodiazepin (vi dy meprobamate), thudc ngu, thude chong
trim cam an thin (amitriptyline, doxepin, mianserin, mlrta?apme tripipramine), thudc
khang histamine HI, thudc an thin, thuéc ha huyét ap trung wong, baclofen va
thalidomide: Tang tac dung trc ché 1&n hé thén kinh trung uong. Sy tinh téo bi suy gidm
c6 thé khién viéc 1ai xe va sir dung méy méc trd nén nguy hiém.

+ Thube trc ché cholinesterase (donezepll rivastigmine, galantamine): C6 thé c6 nguy
co giam hiéu qua cua thubc trc ché cholinesterase do tic dung ddi khing cua mequitazine
trén thy thé acetylcholine. Theo doi 1im sang va dién tim do trong qué trinh lién két.

Twong ky ciia thuéc:
Do khong c6 cac nghién ciru vé tinh twong ky cua thudc, khéng tron 1an thudc nay véi
cac thubc khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céhc phén tmg c6 hai dugc liét ké theo hé co quan va thn suét. Cac tAn sudt: rat thudng
gdp (>1/10), thudng gap (>1/100 va <1/10), it gdp (>1/1000 va <1/100), hiém gdp
(>1/10000 va <1/1000), rat hiém gdp (<1/10000), khong ro tan sudt (khong thé wée tinh
tiv dit liéu san cd)

Hé co quan Tac dung khong mong muon

Rbi loan hé thong mién dich Soc phan vé

Tam than Ao giac ddc biét o ngudi cao tuoi
Lo lﬁng

Heé than kinh An than hodc buon ngu rd rét hon khi bit dau dleu tri
R&i loan tam thin diic biét & ngudi cao tudi, rdi tri.
Su phan khich
Mat ngii
R&i loan véan dong cap tinh
Téng dfng
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Céc trudng hop hdi chirng ngoai thap da duoc bao cao

-~ —= "

LANG RV AT khi str dung phenothiazine
CMauAN |7 Roi loan diéu tiét

OC PHAM .. | Bénh gidn dong tir
TRV Nhip tim nhanh

Mt bdo céo quan sét thiy xodin dinh & mot bgnh nhan
mdc hi chimg QT kéo dai bim sinh trong qua trinh
diéu tri két hop mequitazine va macrolide

Khé miéng
T#o bon

Da va mé dudi da

Phan (rng quang héa
Ban do

Bénh cham

Ngira

Ban xuét huyét
May day

Phu Quincke

Than va duong tiét niéu

.ot
Bi tiéu

Théng bdo cho bdc st cdc idc dung khong mong muén gap phai trong qud trinh st dung.

11. QUA LIEU VA CACH XU TRI

"
-

Trong trudng hop qua liu, nén theo doi trigu chimg chung, bao gbm theo ddi tim, bao
gbm khoang QT va nhip tim trong 48 gio.
Nguy co co giat, ddc biét & tré so sinh va tré nho.

Bat tinh, hon mé.

Piéu trj triéu chimg trong moi trudmg chuyén bigt.

12. QUY CACH PONG GOI
Hop 1 lo thuy tinh 60 ml kém c6

chia liéu

13. PIEU KIEN BAO QUAN

¢ dong chia lidu, hop 1 lo thity tinh 120 ml kém coc dong

Trude va sau khi mé nip: Trong bao bi kin, noi khd réo, trénh énh séng, nhi¢t do dudi

30°C.

14. HAN DUNG: 36 thang ké tir ngdy san xudt; 30 ngdy sau ngdy mo nip lo lan dau.

15. TIEU CHUAN CHAT LUQNG: Tiéu chuén co so.

16. TEN, BIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQIC PHAM SOHA VIMEX
Dudng N1 - Khu céng nghiép Yén My 11, thi tran Yén My, huyén Yén MY, tinh Hung

Yén, Viét Nam.




