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DA PHE DUYET
Lén déuz. 226 A01....

Thanh phén: M&ivién nén cha Chi dinh - Chéng chi dinh - Cach dung - Liéu ding
Mequitazin........................smg va céc théng tin khéc:

T UGNV oo d VIR Xem t6 hudng din sl dung thudc kém theo.

Tiéu chuén 4p dung: JP XVI SDK({ Reg No):

Béo quan: Noi khd, nhiét dé dudi 30°C.
Dé xa tim tay tré em.
Poc kj hudng dan sl dung truéc khi ding.

Sén xudt tai:
CONG TY CP DUQC PHAM HA TAY
T8 dén phé s6 4 - La Khé - Ha Dong - Ha Noi

AR S
MEZAODAZIN

Mequitazin 5mg

MEZAODAZIN

HOP 6 VI X 10 VIEN NEN

Compositions: Indications - Contraindications - Dosage -
Administrations and other information:

Each tablet contains: ; =
See the package insert inside.

Mequitazine............5mg Manufactured by:
Excipients q.s.f..... 1tablet HATAY PHARMACEUTICAL J.S.C.
Specifications: JP XV Population groups No. 4 - La Khe - Ha Dong - Ha Noi

Storage: Store in a dry place, below 30°C.
Keep out of reach of children. e
Carefully read the accompanying instructions before use. HD (Exp.Date)
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1. Tén thube: MEZAODAZIN S/ CONG TY

2. Thanh phan: MOoi vién nén chira: _ ‘[ cO PHAN
Mequitazin 5mg pugc PHAM
Té duge vira da 1 vién

(Td dwoc gom: Tinh bét sin, lactose, natri lauryl sulfat, crospovidon,
3. Dang bao ché: Vién nén.
4. Dic tinh dwge lire hoe, dwge dong hoc:
- Duwgc luce hoc:
Mequitazin la thube khang histamin H; thuge nhém phenothiazin. Thube lam giam hodc
mét tac dung ctia histamin trong co thé bing céch canh tranh, phong bé dao nguoc thu thé
trén cac md. Thude khong lam mét hoat tinh hodc ngan chin sy tong hop hodc giéi phong
histamin. Thudc dung dé lam giam céc triéu chimg ctia phan (mg di ing. Mequitazin it gdy
budn nglt hon promethazin.
- Durge dpng hoc:
Hip thu: Mequitazin dugc hap thu dé dang qua duong ti€u hoa.
Phén b6: Thé tich phan bd trong co thé cao. Mequxtazm duoc phan bd rong rai trong co
thé ca bén ngoai khoang mach méu.
Chuyén héa: Mequitazin dugc chuyén héa & gan.
Thai trir: Thoi gian ban thai khoang 18 gi¢. Mequitazin va cac chit chmen hoa cta no
dwoc dao thai chii yéu qua mat. Mot lugng nho duge bai tiét qua nudc tiéu dudi dang
khong di.
5. Quy cich dong g0|
Hop 6 vi x 10 vién nén, kem theo t& hudng dan sir dung bén trong hop.
6. Chi dinh, liéu dung, cich dung va chong chi dinh:
* Chi dinh: Thude duge chi dinh dé didu tri cdc bénh dj ang nhu sOt mua he, viém miii 14u
nim, ndi mé day, ngira do di tng va di timg do con tring dot.
* Liéu liwong va cdch dimg:
Cich dimg: Thude dung dudng udng. Do thudc ¢6 téc dung an thén nén c6 thé udng vao
lue trude khi di ngu.
Liéu lwong:
- Ngudi lon: 1 vién x 2 lAn/ngay.
- Tré em trén 12 tu01 1 viénx 2 lan/noay
- Tré em dudi 12 tudi: Khong khuyén cdo dung.
- Nguoi cao tudi: Chua c6 thong tin lidu diing cho ngudi cao tudi.
* Clmng chi dinh:
- Qua man cam vai bat ky thanh phan ctia thude.
- Bénh nhan ¢6 tién sir mat bach ciu hat lién quan dén st dung pheno
- Bénh nhan dang diéu tri bang thudc e ché monoamin oxidase (IMAOs) hoic nhitng
ngudi da didu tri voi IMAO trong vong 14 ngay.
- Bénh nhén dang bi dot cép ctia bénh hen suyén.
- Bénh nhan bi rdi loan chuyén hoa porphyrin.
- Bénh nhén bi ting nhén ép, bi tiéu, u tuyén tién liét.
7. Than trong:
- Bénh nhén c¢6 tlen sir mét bach cau hat lién quan dén st ‘dung phenothiazin: Can canh béo
cin tham vin y té cang sém cang t6t néu bi sot hodc nhidm tring trong khi diéu tri. Trong
trudong hop cong thirc méau thay d6i nén ngimg thude.
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céc bénh nhu dong kinh, hen, tang nhan ap géc dong, bi tiéu tién, phi
tic mén vi - t4 trang, bénh vé tim mach va céc bénh vé gan.

- Bénh nhan ddng kinh cén duoc theo doi chit che vi c6 thé giy ra céc
diéu nay da duge biét dén khi ding phenothiazin.

- Bénh nhan suy gan ‘ndng, c6 nguy co giam thai va tang tich liy meqmta !

- Bénh nhén cao tu01 Téc dung phu khang cholinergic thuong hay x \Q_‘__ et
nhiing nguoi cao tudi dic biét trén hé thin kinh trung wong gay trAm cam va ha huyet ap
ngay ci & liéu diéu tri.

- Téc dung an than ctia Mequitazin dugc ting cudng boi cdc thude trc ché than kinh trung
uong nhu rugu, thude giam dau gy ngi, thudc an thin, thude ngt va lam diu, do d6 can
tranh duing cting.

- Cin thén trong khi ding vé&i cac amin cudng giao cdm vi lam ting tdc dung phu trén hé
théng tim mach.

- Khong duoc dung cac khang histamin cho tré dé non hodc so sinh vi nhém nay thuong
rit dé nhay cam véi tac dung trc ché hd hip va khéng cholinergic & than kinh trung uong
cta thude. ~

- Do trong thanh phan ctia thuée c6 lactose nén khong diing cho ngudi bi galactose huyét
bam sinh, hoi ching kém hdp thu glucose vi/hodc galactose hodc thiéu lactase (cic bénh
vé chuyén hoa hiém gap).

* Phu nir ¢6 thai: Khong sir dung mequitazin trong tam cd nguyét ddu tién cua thai ky.
Nén dung cho phu nit c6 thai khi ma loi ich didu tri xdc danc hon nguy co cé thé xay ra
cho that nhi.

* Thoi ky cho con bi: Khong rd mequitazin ¢6 bai tiét trong sira me hay khong. Sy bai
tiét ciia mequitazin trong stra chua dugc nghién ciru ¢ ddng vit. Nén cin nhic tiép tuc hay
ngimg cho con bt hodc tiép tuc diéu tri v6i mequitazin va cdc loi ich cta mequitazin diéu

tri thude doi voi ngudi me. Trong truong hop cho con b, sir dung céc san phém thude nay

chi ¢6 thé dugc du kién trong thoi gian ngan (mOt mot vai ngay).

* Kha ning li xe va viin hanh mdy moéc: Khong nén sir dung cho ddi tuong nay néu xay
ra cic tdc dung I\hong mong mudn nhu budn ngu, an thén.

8. Twong tic thudce:

- Su két hop mequitazin véi céc thube khéc ¢6 thé lam trém trong thém tac dung khong

mong mudn cta thude nay.

- Cac chat trc ché monoamin oxydase (IMAO) dung dong thoi véi céc thude khang
histamin c6 thé kéo dai va ting cuong tac dung {rc ché than kinh trung wong va kHang
cholinergic ctia thudc khang histamin. Chéng chi dinh diing IMAO véi meqiNtazin.
- Mequitazin ¢ thé lam tang tdc dung cia céc amin.cudng giao ca

muscarin khac nhu atropin, thuoc chono trdm cam 3 vong, thubc ngu:
muscarin, tangtacchnvranthan tram cam.

- Rugu: Ting tac dung an thin cta thudc khang histamin H1 khi st dung ¢ bénh nhan
udng ruou.

9. Tdc dung khong mong muon ciia thube (ADR):

Céc tac dung khong mong mudn phd bién nhét véi cac thube khang histamin 14 budn ngi,
an thin. Mirc do nghiém trong khéc nhau tiy thugc vao tirng bénh nhén (ddc biét v6i ngudi
cao tuon) Céc tac dung trc ché muscarin nhu khd mi¢ng,tdo bon, gidn déng tir, tie nguc,
tang tiét dich duong ho hép, m& mit, kho tleu

- Hé théng mién dich: Phan tng di ung, séc phan vé.

- Méu va h¢ bach huyét: Mt bach cau hat.

- Tam than: Ao gidc dic biét hay xay ra & ngudi cao tudi, cing thing.

¢ khang
dng tdc dung
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- Hé than kinh trung wong: Bubdn ngt, an thin, réi loan tim thin, lo ling, phan khich, mt
ngi, dau déu, trim cam, 1'01 loan van dong, phan tng ngoai thép, mat tap trung.
- Mat: Réi loan diéu tlet mdt, gidn dong tur.
- Tim mach: Dénh tréng nguc, ha huyét ap.
- Hé tiéu hoa: Kho miéng, tdo bén =[ COPHAN
- Da va mod duéi da: Nhay cam véi anh sang, chimg do da, eczema, ngirijx arﬁbﬁ@t&i\ﬂy Sk
may day, phtt Quincke. “
- Than va hé tiét niéu: Bi tiéu, kho tiéu.
- Réi loan chung: Pau thét nguc.

10. Qu‘l lidu va xiv tri

- Qua lidu: Céc triéu chimg ctia qua liéu ngng da dugc quan sat thdy: budn ngti, budn non,
non, tac dung khédng acetylcholin, ha huyét ap, trung wong bi suy nhuoc, co gidt va tinh
trang hon mé. Qud liéu c6 thé gay tr vong ¢ tré so sinh va déc biét 1a tré em.

- Xt tri: Khong c6 thube giai doc dic hiéu. Diéu tri triéu ching va hd trg, co thé bao gdm
hé hdp nhén tao, rira da day. Diazepam co the dugc st dung de kiém soat co giat. Than
hoat tinh c¢6 thé duge sir dung. Truong hop cén thiét phai truyén dich va ding thudc co
mach ngoai trir adrenalin. —
11. Khuyén cfio: Khong c6 bio cdo.
12. Diéu kién bio quin v han dung
- Bio quan: Noi kho, nhiét do dudi 30 C
- Han ding: 36 thing ké tur ngay san xuat Khung duge dunu thude da ‘qua han dung.
* Luu y: Khi thdy vién thude bi 4m méc, vién thude bi nit v&, nhin thude in sb 16 SX, HD
md...hay ¢6 cdc biéu hién nghi ngd khéc phai dem thudc t6i hoi lai noi ban hodc noi san
xudt theo dia chi trong don.
13. Tén, dia chi ctia co's& san xuit:
Tén co'sé sin xuiit : CONG TY CO PHAN DUCC PHAM HA TAY
Dija chi: T6 din phd s6 4 - La Khé - Ha Dong - TP. Ha Noi

DT: 04.33522204 FAX: 04.33522203

DT: 04.33824685 FAX:(04.33829054

Hotline: 0433 522525
14. Ngay xem xét sira doi, ciip nhit lai ndi dung hwéng dan sir d ude:

Npay....... TANE...oed nam........
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HUONG DAN SU DUNG THUOC CHO NGU

1. Tén thubc: MEZAODAZIN >/ CONG TY \2
2. Khuyén cio: [ cOPHAN
“Doc ky huéng dan sir dung trude khi ding” DUde PHAM
“Pé xa tim tay tré em”

“Thoéng béo ngay cho bac sy hodc dugc si nhitng tac dung khéng mong¥g A khi
str dung thudc” -
3. Thanh phin, ham lwgng:
M&bi vién nén chira:

Mequitazin Smg
Ta duogc vira du 1 vién

(Td duge gom: T inh bot sdn, lactose, natri lauryl sulfat, crospovidon, magnesi stearat)
4. M0 ta san ph'lm
Vién nén hinh tru det, mau tring, mat vién nhin, canh va thanh vién lanh 14n.
5. Quy cich dong goi:
Hop 6 vi x 10 vién nén, kém theo t& huéng dén sir dung bén trong hop.
6. Thuoc dung cho bénh gi?
{4 huoc duge chi dinh dé diéu tri cac bénh di {tng nhu s6t mua hé, viém mii ldu ndm, ndi
mé day, ngtra do di ing va di tmg do cdn tring aot.
7. Nén ding thude nay nhuw thé nao va liéu lugng?
Cich diing: Thude dung dudng udng. Do thude c6 tac dung an than nén cé thé udng vao
lc trude khi di nga.
Li¢u lwong:
- Nguoi 16m: 1 vién x 2 lan/ngay.
- Tré em trén 12 tuox 1 vienx2 lan/noay
- Tré em duéi 12 tudi: Khong khuyen cdo ding.
- Ngudi gia: Chua c6 thong tin liéu ding cho ngudi gia.
8. Khinao khong nén ding thube nay?

- Qué man cam Vi bit ky thanh phan ctia thude.
- Bénh nhén ¢6 tién sir mat bach cdu hat lién quan dén str dung phenothiaz

- Bénh nhan dang diéu tri bano thude trc ché monoamin oxidase (IMAOs) hodc nhirng
ngudi da diéu tri vai IMAO trong vong 14 ngay.
- Bénh nhan dang bi dgt cdp ctia bénh hen suyén.
- Bénh nhén bi rdi loan chuyén hoa porphyrin.
- Bénh nhan bi tang nhan 4p, bi tidu, u tuyén tién liét.
9. Tac dung khong mong muon (ADR):
Céc tac dung khong mong mudn phé bién nhét vai cdc thube khang histamin 1a budn ngu,
an thin. Mrc d6 nghiém trong khéc nhau tiy thudc vao tirng bénh nhén (ddc bigt voi nguoi
cao tum) Céc tc dung trc ché muscarin nhu khd miéng,tdo bén, gidn ddong ti, tirc ngue,
tang tiét dich dudng ho hip, mo mét, kho tleu
- Hé théng mién dich: Phéan ung di ung, soc phan ve.
- Méu va hé bach huyét: Mat bach cdu hat.
- Tam than: Ao gidc dic biét hay xdy ra & nguoi cao tudi, cing thdng
- Hé thén kinh trung wong: Budn ngii, an thin, réi loan tAm thén, lo ling, phdn khich, mét
ngt, dau ddu, trdm cam, roi loan vén dong, phan Umg ngoai thép, mét tap trung.
- Mit: Réi loan didu tlet mit, gidn dong tr.
- Tim mach: Panh tréng nguc, ha huyét ap.
- Hé tiéu hoa: Kho miéng, tdo boén
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may day, phu Quincke.
- Than va h¢ tiét niéu: Bi tiéu, kho tiéu.

. - Réi loan chung: Pau thit nguc.
10.Nén tranh ding nhirng thube hoiic thue pham gi khi dang st d
- Su két hop mequitazin v6i céc thube khéc cé thé [am trim trong the
mong mudn ciia thude nay.
- Céc chit e ché monoamin oxydase (IMAO) dung dong thoi véi cdc thube khang
histamin c6 thé kéo dai va tang cudng tac dung trc ché thdn kinh trung wong va khang
cholinergic ctia thude khang histamin. Chéng chi dinh diing IMAO vdi mequitazin.
- Mequitazin c6 thé lam ting tac dyng cla cac amin cudng giao cam, thude khang
muscarin khdc nhu atropin, thue chéng trdm cdm 3 vong, thude ngi: Tang tic dung
muscarin, ting tic dung an than, trim cam.
- Ruou: Tang tic dung an thin ciia thudc khang histamin H1 khi st dung & bénh nhén
ubng ruou.
11. Cén lam gi khi mét lan quén khong dung thudc?
B sung lidu ngay khi nhé ra. Tuy nhién, néu thoi gian giin cich vdi lidu tiép theo qué
ngdn thi b qua liéu da quén va tiép tuc lich ding thude. Khong dung lidu gip doi dé bu
cho licu da bi b 1. :
12. Cin bio quén thube nay nhur thé nao?
GIU’ thude trong hdp kin, ngoai tAm véi ctia tré em. Bao quéan thudc noi khd, nhiét d dudi
30°C.
13. Nhirng diu hiéu va triéu chitng khi ding thude qua lidu?
Céc triéu chimg cia qua lidu ning dd dugc quan sat thiy: budn ngt, budn nén, non, tic
dung khang acetylcholin, ha huyét ap, trung wong bi suy nhugc, co gidt va tinh trang hén
mé. Qud lidu cd thé gly tir vong & tré so sinh va diic bit 14 tré em.
14. Cin phai lam gi khi dung thude qua liéu khuyén cfo?
Cén dén co s y té dé c6 bién phép diéu tri thich hop.
Khéng ¢6 thude giai doc dic hicu. Diéu tri triéu chimg va hd trg, c6 thé bap\edm hahip
nhén tao, rira da day. Diazepam c6 the dugc str dung dé kiém soét co giat.
c6 thé dwoc str dung. Truong hop cin thiét phai truyén dich va dung thubc cd mach ngoai
trir adrenalin.
15. Nhirng diéu c'm thin trong khi ding thude nay?
- Bénh nhén c6 tlen sir mit bach cau hat lién quan dén sir dung phenothiazin: Can canh béo
cdn tham vén y té cang sém cang. tét néu bi sbt hoiic nhiém triing trong khi diéu tri. Trong
treong hop cong thirc mau thay ddi nén ngung thude.
- Do tinh chét khéng cholinergic nén céc thude khéng histamin can dung than trong trong
cdc bénh nhu: dong kinh, hen, tdng nhén ap goc dong, bi tiéu tién, phi dai tuyén tién liét,
tic mon vi - ta trang, bénh vé tim mach va céc bénh vé gan.
- Bénh nhan dong kinh cén duoc theo ddi chit ché vi o thé gy ra céc con dong kinh ma
diéu nay da dugc biét dén khi dung phenothiazin.
- Bénh nhéin suy gan nédng, c6 nguy co giam thai va tiang tich iy mequitazin.
- Bénh nhéan cao tuéi Téc dung phu khéng cholinergic thuong hay xay ra manh hon ¢
nhling ngudi cao tubi dic biét trén hé than kinh trung wong gay trdm cém va ha huyét ap
ngay ca & liéu diéu tri.
- Téc dung an than ciia mequitazin dugc ting cuong boi cac thude trc ché than kinh trung
wong nhu ruou, thude giam dau gdy ngu, thude an than thude ngi va lam diu, do d6 cn
tranh dung cung.
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A - Cén than trong khi ding véi cdc amin cudng giao cam vi lam tang tac dung phu trén hé

thong tim mach.

- Khéng dugc dung cac khang histamin cho tré dé non hodc so sinh vi nhém nay thudng
! rit d& nhay cam véi tac dung trc ché hd hép va khang cholinergic & than kinh trung uong
ctia thude.
- Do trong thanh phan ciia thude cé lactose nén khong diing cho ngudi bi galactose huyét
bam sinh, hdi ching kém hép thu glucose va’hodc galactose hodc thiéu lactase (cac bénh
vé chuyén hoa hiém gip).
* Phy nir ¢6 thai: khong st dung mequitazin trong tam ca nguyét dau tién cua thai ky.
Nén dung cho phu nit cé thai khi ma lgi ich didu tri x4c déng hon nguy co c6 thé xay ra
cho thai nhi.
* Thoi ky cho con bu:
Khéng rd mequitazin c6 bai tiét trong stra me hay khong. Sur bai tiét clia mequitazin trong
stta chua duge nghién ciru ¢ dong vat. Nén can nhéc tiép tuc hay ngirng cho con bu hodc
tiép tuc diéu tri véi mequitazin va céc loi ich cta mequitazin diéu tri thubc dbi véi ngudi
me. Trong truong hop cho con bu, sir dung cac san pham thuéc nay chi c6 thé duoce du
kién trong thoi gian ngin (mot mot vai ngay).
* Kha ning lai xe va van hanh may mée: Khong nén str dung cho doi tugng nay néu xay
ra cdc tic dung khong mong mudn nhu budn ngi, an than.
16. Khi nao cin tham véin bic sy, dwoc s1?
Khi cin thém théng tin vé thude.
Khi thay c6 nhitng téc dung khong mong mudn gip phai khi st dung th
Khi diing thubc ma thay triéu chirng ctia bénh khong thuyen giam..
17.Han ding ctia thuoc
- Han dung 36 thang ké tir noay san ‘(U'l'[ Khong duoc dung thuoc d (} 1

xuft theo dia chi trong don.

18.Tén, dia chi, blen twgng cua nha san xuit: n
Tén co. 56 san xuat CONG TY CO PHAN DUQC PHAM HA TAY

DT: 04.33522204 FAX: 04.33522203
DT: 04.33824685  FAX: (04.33829054
Hotline: 0433 522525

Biéu twong:
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19. Ngay xem xét sira 601, cip nhat lai ngi dung hu'ong din sir dung thude:
Ngidy ....... thang .......o BB, .o o

TUQ.CYC TRUGNG
P.TRUONG PHONG

Yé Mind Jf&;ﬁgg
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