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MENTOPIN 200mg
Vién nén sui

DPoe I§ to hwéng din siv dung niy treée khi bit ddn dang thube

- Hay gitt t& huéng dén sir dung nay vi cé thé ban s& cin doc lai né.

- Néu ban ¢6 bit ky thic méc nao hily hoi bac st hodic duge s cta ban.

- Thube nay duge ding cho riéng ban. Khéng duge dua cho ngudi khic dimg. Diéu dé c6 thé
gdy hai cho ho, ngay ca khi ho ¢6 triéu chimg tuong tu véi ban.

- Néu bit ki téc dung phy nao trd nén nghiém trong hodic néu ban gip phai tdc dung
phy khong dugc liét ké trong t& huéng din sir dung nay, xin hdy théng béo cho bic s§ hodc
duge s§.

- Doc k§ huéng din sir dyung truée khi dung.

- DPé xatdm tay tré em.

CONG THU'C THUOC:

Mbi vién siii Mentopin 200mg chita:

Thanh phén hoat chdt: Acetylcystein 200mg.

Thanh ph(fn ta dwge: Citric acid, Sodium hydrogen carbonate, Sodium carbonate, Lactose,
Mannitol, Flavour Lemon “AU”, Sodium cyclamate, Saccharin sodium, Sodium citrate.

DANG BAO CHE: Vién nén sui.

CHi PINH:
MENTOPIN 200mg dugce chi dinh trong diéu tri 16i loan vé tiét dich & phé quan, dic biét trong
cac bénh 1y phé quan cdip tinh: viém phé quan cip va con cép cia viém phé quan-phdi man tinh.

LIEU DUNG, CACH DUNG:

Liéu diing:

Ngudi 16n va tré em trén 7 tudi

1 vienx 3 l?m/ngf‘ly (twong duong 600 mg acetylcystein/ngay).
Tré em 2 dén 7 tudi

1 vién x 2 lan/ngay (twong duong 400 m g acetyleystein/ngay),
Cach diang:

Dung dudng udng.

Hoa tan hoan toan thube véi mdt cbe nude, udng sau bita in.
Thei gian sie dung:

Khéng nén sir dung thude qua 8 - 10 ngay ma khdng ¢6 sy tr vin y té.

CHONG CHI PINH:
Qué man cam vai hoat chét hoiic vdi bét ky ta duge nao cua thude,

Chdng chi dinh cho tré em duéi 2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC: ‘ ’
Acetylcystein nén dugce sir dung thin trong cho bénh nhén bi hen suyén hoic tién sir co thit phé

quan, Néu xdy ra co that phé quan, nén ngimg sir dung thudce ngay lap tirc.

Rat hi€m khi, cic phan tmg da nghiém trong nhw hji chimg Stevens-Johnson va hoi chimg Lyell,
‘ ] s qra A \ e . 2 . A A~ A F A A

dugce bdo cdo c6 lién quan dén thoi gian sir dung acetyleystein, Bénh nhin can duoc tr van y té
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ngay lap tire néu cac tdn thuong da hodc niém mac méi xuit hién va nén ngimg str dung thude dé
phong ngtra.

Acetlylcystein nén duge diung thdn trong ¢ nhitng bénh nhin giam phan xa ho (vi dy nhu bénh
nhén cao tudi hogic 6m yéu). Dic biét khi bit ddu diéu (i, thé tich dich tiét phé quan c6 thé tang
1én do dich héa long. O nhitng bénh nhan khong thé ho ra dich tiét phé quan d& dang, nén thyc
hién ddn luvu tu thé va choc hat dich,

Dang bao ché vién nén sui nén duge hda tan hodn toan trude khi udng. Thude khong duge hoa tan
hoan toan c6 nguy co gy nghet thé va hit phai, dic biét 1a di véi bénh nhén cao tudi.

Nén ding thude thin trong cho bénh nhén bj hen phé quan va bénh nhan ¢6 tién str bénh loét da
day ta trang.

Cén thén trong khi ding thube & nhitng bénh nhén khdng dung nap histamin. Nén tranh didu (i
kéo dai & nhitng bénh nhin nay vi acetyleystein anh hudng dén chuyén héa histamin va ¢6 thé din
dén céc trigu chimg khéng dung nap thude (vi dy nhw nhire dau, chay nudc miii, ngira).

Nhom bénh nhdn nhi

Céc san pham thude lam tiéu chit nhiy c6 thé gay tic nghén dudmng thd cua tré em dudi 2 tudi do
sinh ly & tré so sinh. Kha niing ho ra chét nh?ly bi han ché. Do vily, cac thude lam tidu chét nhﬁy
khéng duoce str dung cho tré em dudi 2 tudi.

Bénh nhdn suy gan va suy thdn

Suy gan va suy than c6 thé lam giam do thanh thai va ting ndng do acetylcystein trong huyét
twong, dAn dén lam ting phéan g ¢6 hai cua thude do sy tich lity thudc.

Td dirge

San pham thudc ndy chira 99 mg natri cho mdi vién sui, tuong dwong v6i 5% mire tiéu thy ti da
hang ngay theo khuyén cdo ctia WHO 1a 2 g natri cho mét ngudi 16n.

San pham thude nay c6 chira lactose. Bénh nhén c6 cac van dé di truyén hiém gip vé khong dung
nap galactose, thiéu hut lactase toan phin hoiic kém hﬁp thu glucose-galactose khdng nén dung
thude nay.

Thude nay c¢6 chira thanh phin mannitol. Do vily thube c6 thé cho tac dung nhudn truwong nhe,

SU DUNG CHO PHU NU' MANG THAI VA CHO CON BU:

Thoi ky mang thai

Khéng c6 hodc o rat it dir liéu vé viée sir dung acetyleystein cho phu nit mang thai. Cac nghién
clru trén dong vat khong chi ra tac dong co hai dbi véi thai ky, sw phét trién cua phdi hay bao thai,
su sinh n& hogic phat trién sau sinh .

Thoi ky cho con bii

Khong c6 théng tin vé sy bai tiét acetylcystein vao sita me,

Chi nén str dung acetyleystein trong thoi ky mang thai va cho con bi sau khi dd déanh gia nghiém
ngdt ty 1€ rai ro/ lgi ich.

Khi ning sinh sin )

Cac nghién ciru trén ddng vit khong chi ra tac hai ctia acetyleystein doi véi kha niing sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Acetylcystein di dugce bdo cdo ¢d tac dung phu nhu U tai. Do do6 cin thin trong khi bénh nhéan c6

y dinh l4i xe hodic str dung mdy méc trong khi ding acetylcystein.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC:
Nghién ctru tuong tac thude chi duge thye hién & ngudi 16,

Khdang sinh:
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Nghién ciru in vifro cho thiy mét sb loai khéang sinh (tetracyclin, aminoglycosid, penicillin) bj bét
hoat khi trdn true tiép véi acetyleystein. Khi cin st dung dong thei khang sinh dudng ubng &
bénh nhan dang didu tri acetyleystein, nén ding cach nhau it nhét hai gio. Didu ndy khong ap
dung cho cefixim va loracarbef.

Nitroglycerin:

Acetyleystein ¢6 thé 1am ting tac dung gifin mach cua nitroglycerin. Trong trudng hop diéu tri
ddng thoi acetyleystein va nitroglycerin, can theo doi huyét ap bénh nhan.

Than hoat tinh:

Viée str dung than hoat tinh ¢6 thé lam giam tac dung coa acetylcystein.

Thude tre ché men chuyén (ACE):

Khéng dung déng thoi acetyleystein véi thude tre ché men chuyén, vi acetylcystein lam ting tac

dung chong tang huyét ap.
Thudce chong ho:
Khéng dung dong thai acetyleystein vai thude chong ho vi tre ché ho ¢6 thé din dén tic nghen bai

tiét nguy hiém.

Céc xét nghiém trong phong thi nghiém:

Acetylcystein c¢6 thé anh huéng dén xét nghiém so mau cua salicylat. Acetyleystein ¢6 thé anh
huémg dén két qua xac dinh chi sé keton trong nuée tiéu.

Acelyleystein co thé ¢6 tac dung chelat hoa va c6 thé lam giam sinh kha dyng ciia mdt s6 mudi
kim loai ning. D& phong ngira, nén ding acetyleystein va cac mudi kim loai ning vao cac thoi

diém khéc nhau trong ngay.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tén svat xuat hién cia cac tac dung khdng mong muon duge x4c dinh nhu sau:

RAt phd bién: > 1/10

Phé bién: > 1/100 dén <1/10

Khong phd bién: > 1/1.000 dén <1/100

Hiém: > 1/10.000 dén <1/1.000

Rt hiém: <1/10.000

Khéng biét: Khong thé wée tinh tir dit liéu ¢6 sin.

Bang sau diy cho thiy céc tac dung khong mong muén sau khi st dung acetylcystein dudng udng

theo nhém hé co quan,

1 A A
Téae dung khéng mong muon

Khéng biét

A Ay k K
H¢ co quan Khéong pho bién Hi¢m ol . A
% 4 Rit hiém (Khdng the
> 1/1.00 > 1/10.000 dén
euli0uen | X (<1/10.000) | wée tinh tir dif

<1/100) <1/1.000) liéu ¢6 sin)

Phan ‘g phdn vé,

K A
Roi loan h¢
soc phan vé

X 1 Phan (g qua man
mién dich £ quame

Ao A
Roi logn hé

ey Pau diu
than kinh

K. .

Roi loan thinh
lpe  va  tai | Utai
trong
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Roi logan da va | Ngia', may day Hoi chimg
mo dwéi da ngoai ban', phat Stevens-Johnson,

\ | Al .
ban', phi mach hoi chimg Lyell.

K N
Roi loan toan
thin va tinh | S

‘ i ; 1} 8 Phu mit
trang tar noi

N A
dung thuoe
Nghién  citu L

v Ha huyét ap
khio st FhMyER oL
4 2 . . X
': Lién quan dén phan trng qua man.
2 Cha y€u & nhirng bénh nhén ¢ hé thong phé quan phan tmg qua mirc lién quan dén bénh hen

suyén.

DA c6 rdt it béo cdo vé sir xudt hién cua céc phan (g da nghiém trong nhu hdi chimg Stevens-
Johnson va hoi ching Lyell ¢6 lién quan dén thai gian st dung acetyleystein.

Trong hdu hét cc truomg hop duge bdo cdo nay, it nhit mdt san phim thudc khéc da duge st
dung dugce cho la ¢6 kha ning ting cudng cdc tdc dung trén niém mac da di duge mé ta. Do do,
cin duge tu vén y té ngay lap tie va ngimg st dung acetyleystein néu xay ra nhimg bt thuong
trén da va niém mac. Ngtmg diéu tri bing acetyleystein ngay ldp tirc

Nhiéu nghién ctu khac nhau cho thiy acetylcystein lam gidam két (dp tiéu cdu. Y nghia lam sang
cua diéu nay van chua duge thiét 14p.

O nhitng bénh nhan bi loét da day hodc ¢6 tién st bi loét da day, acetylcystein c6 thé ¢é téac dung
khéng mong mudn trén niém mac da day.

Théong bdo ngay cho bic sy hogic dwpe sy nhitng phin ting cd hai gip phai khi siv dung thuée.

QUA LIEU VA CACH XU TRi:

Cho dén nay, khéng ¢6 truong hop qué liéu doce hai véi cie dang dugce phdm acetyleystein duong
udng di duge quan sat. Khéng thiy tic dung phu nghiém trong ndo duge quan sit thdy trong
nghién ciru ldm sing & nhiing nguoi tinh nguyén vién duge didu tri véi lidu ubng 11,6 g
acetylcystein mdi ngay trong vong 3 théang. Lidu udng 1én t6i 500 mg acetyleystein/kg trong lwong
co thé di duge dung nap ma khong cé déu hidu nhidm déc.

Triéu chitng

Qué lidu c6 thé dan dén céc tricu chimg tiéu héa nhu budn ndn, nén va ticu chay. O (ré so sinh, ¢6
nguy co qua man.

Cach xir tri

Trong trudng hop qua liéu, can hd tro didu {rj tri¢u chirng,
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PAC TINH DUQC LUC HOC:

Nhém duge ly: Thude long dém, khong bao gdm phéi hop véi thube giam ho, thudc tiéu nhdy.
Mi ATC: ROSCBOL1.

Co ché hoat déng va tac dung duoe lue hoc:

Trong nghién ctru in vitro, acetylcystein c¢é tac dung khir chit nhiy bing cach pha vé cdc lién két
disulfua gitta cdc dai phin tr ¢6 (rong chét nhdy, do dé lam giam dd nhét cta niém mac.
Acetylcystein kich hoat biéu mé ¢6 16ng. Do dé, tinh luu dong va sy di chuyén cta cic dich tiét
phé quén duoc cai thién, tao thudin lgi dé long dom va cai thién sy bai tiét ctia chit nh?ly. In vitro,
trong hé théng md hinh duong hd hip & ngudi, acetylcystein da dwgce chirng minh la ¢6 kha ning
tre ché sy bam dinh cua vi khudn vao cac (& bao biéu mé c6 16ng.

Acelyleystein hogt déng nhuw mét chét chéng oxy hoa va la tién chét cta cystein, mdt acid amin
han ché téc dé tdng hop glutathion trong hau hét cac mé. Glutathion ¢6 trong cht long niém mac
biéu mé cuia dudng hd hdp dudi binh thudng, noi ma duge cho 1a dong vai tro chinh trong viée
bao vé chdng oxy héa cho cac té& bao biéu mo. Co ché oxy héa c6 lién quan dén bénh sinh cia mt

A A A
sO bénh phoi.

DAC TiNH DUQC PONG HOC:

Hép thu:

Sau khi udng, acetylcystein duge hip thu nhanh chéng; tuy nhién sinh kha dung thip (khoang
10%) do chuyén héa bude dau chu yéu & rudt non va gan. Sau khi udng lidu don 600 mg
acetylcystein & ngudi, ndng do dinh trong huyét tuong di duge bdo cdo 1a 4,6 uM sau 1 gidy, véi
ndng do trong huyét twong giam nhanh xudng 2,5 uM sau 90 phat (thoi gian bdn thai trong huyét
twong khodng 2 gid). Hau nhur khéng thé phéat hién dugc acetylcystein sau 10-12 gidr sau khi ding
thude.

Phén bb:

Acetylcystein ¢6 mit trong huyét twong dudi dang hop chét gde hogic dudi dang cac chit chuyén
héa bi oxy héa khéc nhau, bao gdm N-acetylcystein va cystein va & dang tir do hodic lién két véi
protein huyét twong, bing céc lién két disulfua khong bén, hoiic dudi dang mot phin két hop vao
chudi peptid protein. Sau khi udng lidu 100 mg acetyleystein, ndng dd trong md phdi do duoge
khodng 48%.

Lién két véi protein cua acetylcystein 1a khoang 50%.

Chuyén hoéa:

In vivo, acetylcystein trai qua qué trinh khir acetyl nhanh chéng thanh chit ¢é hoat tinh duge ly
cystein, sau d6 di vao con dudmg chuyén hoa cystein binh thuong. Acetylcystein cling trai qua qué
trinh oxy héa thanh nhiéu chat chuyén héa khac nhau gom ca diacetylcystein. Suy gan din dén
thoi gian ban thai trong huyét tuong kéo dai 1én dén 8 gio.

Thai trir:

Sau khi udng, acetylcystein bai tiét cht yéu qua than (22% - 30%), chi yéu & dang sulphat vo co,
chi 3% duge bai tiét qua phén. P§ thanh thii toan thin & nhiig ngudi khée manh la 6,5
L/gi&. Thot gian ban thai trung binh la khoang 6 gio.

QUY CACH PONG GOI:
Hop 20 vién sui
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DPIEU KIEN BAO QUAN:
Béo quan duéi 30°C. Giit thudc ndy ra khoi tim nhin va tdm v6i cua tré em.

HAN DUNG:
36 thang ké tir ngdy san xudt

TIEU CHUAN CHAT LUQNG:
Nha san xudt,

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
HERMES PHARMA GMBH
Hans-Urmiller-Ring 52 82515 Wollratshausen Deutschland Germany
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