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MENTOPIN 600mg
Vién sui

Doc I§ to hrdng diin siv dung ndy trwge khi bit ddu ding thude

- Héy giir 1& huéng din sir dung nay vi ¢6 thé ban s& can doc lai n6.

- Néu ban c6 bi k¥ thiic mfic ndo hiiy hai bie sT hoiic diroe sT etia ban.

Thude ndy duge ding cho riéng ban, Khéng duge dua cho nguoi khiac ding. Diéu dé ¢6 thé

gty hai cho ho, ngay ¢4 khi ho ¢é triéu chimg tvong tyr v6i ban.

- Néu bét ki tdc dyng phy ndo tr& nén nghiém trong hodic néu ban gidp phdi tdc dyung
phu khéng duoc liét ké trong 1o hwdng dén sir dung nay, xin hiy thdng bio cho bic s¥ hoidic

durgre s§.
s . x » ’ . .
- Boe ky hudng dan str dung (rede khi ding.
A 2 .
- DEé xa tam tay tré em.

CONG THUC THUOC:

Méi vién siii Mentopin 600mg cliia:

Thémh phén hogt chdr: Acetyl cystein 600meg.

Thamh phdn td dige: Citric acid, Ascorbic acid, Sodium citrate, Sodium cyclamate, Saccharin
sodium, Mannitol, Sodium hydrogen carbonate, Sodium carbonate, Lactose, Flavour Lemon

“AU.
DANG BAO CHE: Vién nén sui.

CHI DINH: o
MENTOPIN 600mg duwgce chi dinh ¢ ngudi 16n nhur mét chit tiéu nhily dé diéu tri cdc bénh ly

dudng hé hiip, déng thoi 1am giam do nhét dich it & phé quan gitp tao diéu kién long dom.

LIEU DUNG VA CACH DUNG:

Liu ding:

Negwoi lon

600 mg acetyleystein, 1 lan mdi ngay.

Tré em

Tré em tir 2 (udi rd 1én va thanh thiéu nién

Chura x4c dinh duge tinh an toan va hiéu qua cia thude ddi voi tré tir 2 tubi tré 16n va thanh thiéu

nién.

Tré em dudi 2 tudi

Chéng chi dinh ding thudc cho tré em tir 0 dén 2 di.

* Thoi gian didu trj: Thoi gian didu trj dwoe xéde dinh bdi bic s§ lam sang, tay thugc vao tinh
chét va mire do nghiém trong ctia bénh.

Cich diing:

Diing duwéng udng.

Trude khi udng, hoa tan vién thude trong nira ly nuée.

Nén ubng thude sau biva an.

Déi twong diic bidt:

Bénh nhén suy gan va suy thin

Bénh nhan suy gan va suy thin c6 thé lam gidgm do thanh thai va ting nong dj acetyleystein
trong huyét tvong, din dén lam ting phan tmg ¢ hai cia thude do syr tich lily thube.
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CHONG CHI DINH:

Qué min cam véi hogt chiit hodie vai bit ky td duge ndo cua thube.

Chéng chi dinh cho (ré em va thanh thiéu nién do MENTOPIN 600myg ¢6 ham lwong hoat chit
cao.

Chéng chi dinh cho tré em dwéi 2 tubi.

PAC TINH DUQC LUC HOC:

Nhém duge ly: Thude long dérm, khéng bao gdm phéi hop véi thude giam ho, thube tiéu nhéy.
Ma ATC: ROSCBOI.

Co ¢hé hoat dong va téc dung duoe lie hoe:

Trong nghién clru in vitro, acetyleystein ¢6 the dung khir chit nhfiy bing céich phé vy cdc lién ké
disulfua giira cdc dai phéin (& ¢6 trong chéit nhiy, do do lam giam d nhét ctia niém mac.
Acelyleystein kich hoat biéu mé cé 1dng, Do dé, tinh luu dong va s di chuyén ctia cde dich tiét
phé quan duge cai thién, tao thudn lgi dé long dém i cdi thién sy bai tiét cia chiit nhiy. /n vitro,
trong hé théng mé hinh dudng hd hiip & nguoi, acetyleystein di duge chimg minh la ¢6 kha ning
tre ché sy bam dinh ctia vi khudn vio cde 1€ bio biéu md cé l6ng.

Acetyleystein hogt déng nhu mdt chiit chdng oxy hoa va 14 1ién chét cta cystein, mdt acid amin
han ché tde do tdng hep glutathion trong hau hét cic md. Glutathion c6 trong chét 16ng niém
mac biéu md cia dudmg hd hip duéi binh thudng, noi ma duge cho la dong vai rd chinh trong
viée bdo vé chng oxy héa cho cic té bio bidu mé. Co ché oxy héa ¢6 lién quan dén bénh sinh

ctia mot s6 bénh phdi.

DAC TINH DUQC PONG HOC:

Sau khi ubng, acetyleystein dugc hip thu nhanh chéng; tuy nhién sinh kha dung thip (khoang
10%) do chuyén héa bude du chi yéu & rudl non va gan. Sau khi udng liéu don 600 mg
acelyleystein & ngudi, nong do dinh trong huyét twrong da duge bdo cdo la 4,6 M sau 1 gio, véi
ndng dd trong huydt twong giam nhanh xubng 2,5 pM sau 90 phut (thoi gian ban thai trong huyét
tuong khodng 2 gi®). Hiu nhu khéng thé phdt hién duoc acetylcystein sau 10-12 gi¢r sau khi
ding thuée.

Phén bd:

Acetyleystein ¢6 mit trong huyét trong dudi dang hep chét gbe hodc dudi dang cic chit chuyén
héa bi oxy héa khic nhau, bao gdm N-acetylcystein va cystein va & dang tir do hoiic lién két véi
protein huyét twong, bing cdc lién két disulfua khong bén, hodic duéi dang mot phin két hep vao
chudi peptid protein, Sau khi udng lidu 100 mg acetylcystein, ndng dj trong md phdi do dwoc
khoang 48%.

Lién két v6i protein clia acetyleystein 1a khoang 50%.

Chuyén hoa:

In vivo, acetyleystein trai qua qud trinh khir acetyl nhanh chéng thanh chét ¢é hoat tinh duoe ly
cystein, sau d6 di vao con dudng chuyén héa cystein binh thudng, Acetyleystein ciing trai qua
qud trinh oxy héa thanh nhiéu cht chuyén héa khdc nhau gom ca diacetylcystein. Suy gan din
dén thoi gian ban thai trong huyét twong kéo dai 1én dén 8 gio.

Thai trir:
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Sau khi uéng, acetylcystein bai tiét chu yéu qua thiin (22% - 30%), chi yéu & dang sulphat vo co,
chi 3% duge bai (iét qua phén. B§ thanh thai toan thdn & nhiing ngudi khde manh 1a 6,5
L/gio. Thoi gian ban thai trung binh la khodng 6 gio.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Acetylcystein nén dwge sir dung thiin trong cho bénh nhén bi hen suyén hofic tién sir co thit phé
quén. Néu xay ra co thit phé quén, nén ngimg sir dung thulc ngay ldp tie.

Rét hiém khi, céc phén tmg da nghiém trong nhu hgi chimg Stevens-Johnson va hai chimg Lyell,
duge bio cdo c6 lién quan dén thai gian sir dung acetyleystein. Bénh nhiin ¢éin duoe tu vin y 1€
ngay 1ap tire néu cée tén thwrong da hogic niém mac mai xudt hién va nén ngtmg sir dung (hude dé
phong ngira.

Acelyleystein nén duge ding thin trong & nhirng bénh nhéin giam phan xa ho (vi dy nhu bénh
nhin cao tudi hofic 6m yéu). Pic biét khi bit diu diéu tri, thé tich dich tiét phé quan c6 thé tAng
1&n do dich héa léng, G nhitng bénh nhan khong thé ho ra dich tiét phé quan d& dang, nén thue
hién dan heu tur thé va choe hit dich.

Dang bao ché vién nén sii nén duge hoa tan hodn todn trwde khi udng, Thude khong duoc hoa
tan hodn todn ¢6 nguy co gy nghet thd va hit phai, dic biét 1a déi voi bénh nhin cao wdi.

Nén ding thude than trong cho bénh nhéin bj hen phé quan va bénh nhin ¢o tién str bénh loét da
day 14 tring,

Can thin trong khi dung thude & nhitng bénh nhan khéng dung nap histamin. Nén trinh diéu tri
kéo dai & nhimg b¢nh nhin ndy vi acetyleystein anh hudng dén chuyén hoa histamin va cé thé
din dén cde trigu chimg khong dung nap thude (vi du nhu nhire déu, chay nude miii, ngira).
Nhéni bénh nhéin nhi

Cée san pham thude 1am tiéu chit nhéiy c6 thé gdy tic nghén duong the cta ré em dudi 2 wdi do
sinh ly & tré so sinh. Kha ning ho ra chét nh?zy bi han ché, Do vay, cdc thude 1am tiéu chit nhfiy
khéng duoc sir dung cho (ré em dudi 2 tudi.

Tré em (r 2 tudi trdr 1én va thanh thidu nién viin chua xdc dinh dugc tinh an toan va hiéu qua.

Bénh nhdan suy gan va suy thin

Suy gan va suy thin ¢6 thé lam gidm dd thanh thai va tAng ndng dp acetylcystein trong huyél
twong, dan dén lam tAng phan tmg cé hai cna thude do sy tich liiy thude.

14 duwoe

San phim thude ndy chira 99 mg natri cho mdi vién sui, twong duong véi 5% mirc tiéu thy i da
hang ngay theo khuyén céo ctia WHO 14 2 g natri cho mét ngudi 16n.

San phdm thude ndy ¢6 chira lactose. Bénh nhén c6 céc vén dé di truyén hiém piip vé khong dung
nap galactose, thiéu hyt lactase todn phén hodc kém hép thu glucose-galactose khong nén diing

thude nay.
T A \ F) - 3 A . ~ A . A r ~ 1
'hude nay cé chira thanh phin mannitol. Do viy thude ¢6 thé cho tdc dung nhuén trirdmg nhe.

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

Thoi ky mang thai

Khong ¢6 hoiic ¢6 rat it dif ligu vé viée sir dung acetylcystein cho phy nit mang thai. Céc nghién
ciru trén dong vit khong chi ra téc dong c6 hai déi vai thai ky, s phét tridn cta phaéi hay bao
thai, sy sinh né hodc phat (rién sau sinh .

Thoi ky cho con bit

Khong ¢6 théng tin vé sy bai tiét acetyleystein vio sira me.
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Chi nén sir dung acetyleystein trong thoi ky mang thai va cho con bi sau khi di dénh gid nghiém
ngdt ty 1€ rii ro/ lgi ich,

Kl niing sinh sin
+ = » ~ .y # . » . A - ¥ - = =
Cée nghién clru trén ding viit khong chi ra tde hai eta acetyleystein doi vai kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Acetyleystein da duge bio céio ¢ tde dyng phy nhur (1 tai. Do d6 ¢dn thin trong khi bénh nhén ¢6
¥ dinh ldi xe hodic sir dyng mdy moce trong khi ding acetyleystein.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC:

Nghién ¢t twong tac thudce chi duge thyre hién & nguoi lon,

Khang sinh:

Nghién ciru in vitro cho thiy mdt sé loai khing sinh (tctmuyulm aminoglycosid, pemcdlm) bi
bét hoat khi trdn trye lle vGi acetyleystein. Khi ciin sir dyng déng thoi khang sinh dudmg udng &
bénh nhin dang didu trj acetyleystein, nén ding cach nhau it nhat hai gi¢. Diéu nay khéng ap
dung cho cefixim va loracarbef.

Nitroglyeerin:

Acetyleystein ¢6 thé 1am ting téc dyng gifin mach cha nitroglycerin. Trong trudmg hop diéu tr
ddng thoi acetyleystein va nitroglycerin, céin theo doi huyét 4p bénh nhén.

Than hoat linh:

Viée str dung than hoat tinh ¢6 thé lam gidm tdc dyng clia acetylcystein.

Thude (e ché men chuyén (ACE):

Khéng dimg ddng thai acetyleystein voi thude tre ché men chuyén, vi acetylcystein lam ting tic
dung chdng ting huyét ap.

Thubde chéng ho:

Khéng ding dong thei acetyleystein véi thude chdng ho vi (e ché ho 6 thé din dén tic nghén
bai tiét nguy hiém.

Céc x€t nghiém trong phong thi nghiém:

Acetyleystein ¢6 thé anh hudng dul x€t nghi¢m so mau ctia salicylat. Acetyleystein ¢o thé anh
huréng dén két qua xac dinh chi sd keton trong nudc tidu.

Acetyleystein cé thé ¢ tae dung chelat hoa va c6 thé 1am giam sinh kha dung cia mot s6 mudi
kim logi ning. D& phong ngira, nén ding acetyleystein va cde mudi kim loai ning vao cic thoi
diém khéc nhau trong ngay.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tin sudt xufit hién cua cdc tac dung khéng mong muén digce xde dinh nhu sau:

Rét phé bién: > 1/10

Phd bién: > 1/100 dén <1/10

Khéng phd bién: > 1/1.000 dén <1/100

Hiém: > 1/10.000 dén <1/1.000

RAt hiém: <1/10.000

Khéng biét: Khong thé wéc tinh (i dif ligu 6 sin.

B(‘mg sau day cho thiy céc tic dung khong mong mudn sau khi sir dyng acetyleystein duong
udng theo nhom hé co quan.

~ o ~ A
H¢ co quan Ide dung Ichéng mong muon
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Khéng phd bjé:]
(= 1/1.000 dén
<1/100)

Hitm
(= 1/10.000 dén
<1/1.000)

Rét hiém
(<1/10.000)

Ko A WX
Rii logn hé mien
djch

- ¢ X
Phin tmg qua méan

Phan img phén v¢,
sO¢ phan v§

Khong biét
(Khéng thé wée
tinh tor dir liéu c6

sdn)

RGi logn hé thiin
| kinh

Dau dau

Rdi loan thinh Iye
va fai trong

U tai

“ L]
Riéi  logn  tim
mych

Nhip tim nhanh'

Roi loan méiu

Xudt huyét'

R6i loan hé hip,
long ngwe i
trung thit

Kho lhé’z, co that
A g 1.2
phé quan™

Roi logn tiéu héa

Viém da day, dau
bung, buén nén,
nén va tiéu chiy.

Chirng khoé tiéu

=T { -
Roi logn da v mb
dudi da

Ngira', may day',
ngoai ban', phit
ban', phit mach’

Hoi chimg
Stevens-Johnson,
hoi chimg Lyell.

Roi loan toAn
thiin va tinh {rang
tai noi ding thude

St

| Phit mdt

Nghién ciru khio

sat

Ha huyét ap'

. A : ¢ x
' Lién quan dén phan img qua man.
2. Chu y€u ¢ nhitng bénh nhén c6 hé thong phé quan phan tmg qua muc lién quan dén bénh hen

) X
suyen.

DA ¢6 1t it bdo cdo v& sir xudil hién cia cdc phan Gng da nghiém trong nhu hoi chimg Stevens-
Johnson va hdi chimg Lyell ¢6 lién quan dén thoi gian sir dyng acetylcystein.

Trong hiu hét cac trudmg hgp duge bdo cdo nay, {t nhit mot sén phim thude khic da dugce sir
dung duge cho 14 ¢6 kha niing ting cuong cée tdc dung trén niém mac da di duge md ta. Do dé,
c¢in duoce tur vin y té ngay lap tie va nglmg str dung acetyleystein néu xay ra nhitng bét thudng
trén da va niém mac. Ngimg diéu (rj bang acelyleystein ngay 1ap tire

Nhiéu nghién ciru khic nhau cho thiy acetyleystein lam giam két tép tidu ciu. Y nghia lam sang
ctia didu nay vin chua duge thiét lip.

O nhiing bénh nhén b loét da day hogic ¢ tién sir bi loét da day, acetyleystein ¢6 thé c6 tac dyng
khéng mong mudn (rén niém mac da day.

Thong bio ngay cho bdc sy hofic duge sf nhiing phan irng ¢6 hai giip phai khi siv dung thuéc.

QUA LIEU VA CACH XU TRi:

Cho dén nay, khong c6 trudmg hop qua lidu dde hai véi cae dang dugce phim acetylcystein dudmg

ubng di dugce quan sit. Khéng thiy tic dung phu nghiém trong ndo duge quan st thiy trong

nghién ciru 1dm sang & nhimg ngudi tinh nguyén vién duge didu i véi lidu ubng 11,6 g
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acetyleystein mdi ngdy trong vong 3 thang. Lidu ubng 1én téi 500 mg acetyleysteinvkg trong
lueng co thé da duoc dung nap ma khong c6 diu higu nhiém doc.

Triéu chirng

Quid lidu o (hé din dén cac (rigu chirng tiéu héa nhir budn nén, nén va tidu chay. O tré so sinh,
¢d nguy co qud man.

Cldch xir tri

Trong trudng hep qua lidu, ¢in hd tro didu tri triéu chimg.

QUY CACH PONG GOI:
Hop 20 vién sui.

DIIU KIEN BAO QUAN:
Bao quan dudi 30°C. Giir thude nay ra khéi dm nhin va tim véi cia ré em.,

HAN DUNG:
36 théng k& tir ngay sdn xudl

TIEU CHUAN CHAT LUQNG:
Nha sén xudl.

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