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NOROGCIN® 200 e

THUOC BOT PHA DUNG DICH UONG

Boc ki hwéng dan sir dung treéee khi ding.
Dé xa tam tay tré em.

THANH PHAN CONG THUC THUOC:

Mai goi chira:

Théanh phan duwgre chat: Acetyloystein .........oooooveveciciiicicine, 200mg

Thanh phéan té dwge: Bot mii cam, Bdt mii dau, Sucralose, Colloidal

anhydrous silica, Sorbitol.

DANG BAO CHE:

Thube bdt pha dung dich ubng.

Thudec bat khé toi, mau trang, oo moi them,

CHIBINH:

Diéu tri cac réi loan vé tiét dich duwérng hd hap, déc biét1a trong cac bénh phé

quéan cép tinh nhu viém phé quan cép va giai doan cap cla bénh phé quan -

phdi man tinh.

LIEUDUNG - CACHDUNG:

Liéu diung:
Ngueri Iém va tré em trén 7 tudi: 1 goil 1an x 3 1an/ ngay.

_ Tréemtir 2 - 7 tudi: 1 goi/ lan x 2 1an/ ngay.

- Théi gian didu tri khéng vurgt qua 8 - 10 ngay, trir khi b chi dinh cla bac
ST,

Cachdung:
Héa tan thube trong nira ly nurére va sir dung ngay.

~ Trwérng horp quén udng mét liéu thude: Hay ubng ngay khi nhé ra. Néu
thévi gian gan véi 1an ding thube tiép theo, bd qua liéu da quén va ubng
lidu tiép theo vao thev gian thudng 1&. Khéng ding lidu gap dai dé bo vao
lidu da quén.

Mét 56 luru y dic bigt vé xir Iy thudc trurdre va sau khi sir dung thude:

Khéng co yéu cau dac biét vé xir Iy thudc sau khi strdung.

CHONG CHI BINH:

- Qué man viri acetylcystein hodc bat ky thanh phan nao cia thube (xem
muyc Thanh phén cdng thic thude).
Tré em duwdni 2 tudi.

CANH BAO VA THAN TRQONG KHIDUNG THUOC:
Ho c6 dam la yéu td cor ban dé bao vé phé quén - phdi, do d6, khdng nén
trc ché phan xa nay.

- Khéng ding déng théi cac thude tiéu chat nhay (nhw acetylcystein) véi
thube (rc ché ho val hodc thude 1am giam tiét dam (nhu atropin).
Thubc tiéu chat nhay cé thé gay tich ty dich nhay trong phé quan cla tré
so sinh do kha nang thng dam han ché béi d&c diém sinh ly dwdng hd hap
clatré. Vi vay, khéng nén ding thudc nay cho tré em dudi 2 tudi,

- Than trong khi sir dung MUROCIN 200 cho bénh nhan dang bj hodc co
tién st loét da day - ta trang, dac bigt khi st dung déng thé véi thube gay
kich (rng ni@m mac da day.
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heo dbi chit ché néu st dung acetg,rlc.ystem cho bénh nhan bi hen phé

tps: /Zt'-wﬁ %ﬂl}?ﬁ rH/I,."'lQ thudc va tién hanh diéu tri thich hop néu co that phé

quan xay ra.
Khi bat ddu diéu tri, acetylcystein cd thé 1am 16ng dich tiét phé quén va
tang luwgng dich tiét. Do dé, can hat dam néu ngudi bénh giam phan xa ho
hodc bi han ché kha ndng tong dam.
Acetylcystein co thé tac ddng lén su chuyén hoa histamin & mire do trung
binh. Vi vay, than trong khi sir dyng thudc kéo dai & nhimg bénh nhan
khéing dung nap histamin do c6 thé xdy ra cac triéu ching khéng dung
nap (nhirc dau, viém mii van mach, ngira).
- Can tham khao y kién bac sTnéu b&nh khong gidm hodc cd bieu hién xau
di khi str dung thube.
Cac thdng tin lién quan dén ta durge: Mbi géi MUROGCIN 200 chira khodng
778 mg sorbitol. Nén xem xét khi sir dung thude cho bénh nhan can kiém
soat lugng sorbitol trong ché dd an hodc dang sir dung ddng theévi nhiéu
ché pham co chira sorbitol. Thanh phan sorbitol trong thubc cb theé anh
hudng dén sinh kha dung cla cac thube ding dudrng udng khéc khi sir
dung déng théi,
SU'DYNG THUOC CHO PHUY NUF CO THAIVA CHO CON BU:
Strdung thuoe cho phu nie ¢é thai:
Cac di lidu vé str dung acetyleystein cho phy ni co thai con han ché. Cac
nghién cuu trén dong vat cho théy thudc khdng gay hai tnyc tiép hoac gian
tiep dén sy sinh san. Chi sr dung thudc trong giai doan mang thai khi lgri ich
vrgt trdi nguy cor va durdi sy hudeng dan cla bac s
Sir dung thuoc cho phu ni¥ cho con bu:
Do chura di théng tin vé sy bai tiét va chuyén hoa clia acetylcystein vao sira
me nén khéng thg loai trir nguy co dnh huwéng dén tré so sinh va tré nho.
MNén can nhac gilra ki ich cua vigc cho tre bl me va lgi ich cla vige didu tri
dﬁdgﬂri ngudi me dé quyét dinh nglmg cho con bl hodc ngirmng str dung
thuoc.
ANH HUWONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH
MAY MOC:
Chuwa co bang chirng vé anh hurdng cla thudc 1&n kha nang li xe, van hanh
may moc. Tuy nhién, mét so tac dung khéing mong mudn cla thude nhu dau
dau, O tai... co thé anh hwrdng dén kha nang tap trung va phan (rng cua bénh
nhan (xem muc Tac dung khéng mong mudn cia thu:::c} Vi vay, than trong
khi st dung thube cho cac ddi tong nay. Néu bénh nhan g4p phai cac tac
dung khong mong mudn ké trén thi khdng nén lai xe hodc van hanh may
moc.
TUONG TAC, TWO'NG KY CUA THUOC:
Twong tac cia thudc:
Khéng nén ding dong théi cac thudc (e ché ho vdi thudc tiéu chat nhay
nhur acetylcystein vi thude (re ché ho lam gidm phéan xa ho dan dén tich ty
dich tiet phé quan. THHO0029-1




https:

/trufigtamitigd cicbmb thé [am giam tac dyng clua acetylcystein.
Cac thir nghiém in vitro d& chi ra rang khi tron cac khang sinh wvdi
acetylcystein lam bat hoat mdt phan khang sinh. Nén sir dung
acetylcystein trurére hodc sau khi diing khang sinh duwéng udng it nhat hai
gi¢r (khéing cén thiét ddi vai khang sinh loracarbef).

_ Sirdung déng théri cac thude nhom nitrat va acetyleystein gay ha huyét ap
ndng va gi&n ddng mach thai dwong. Néu cdn st dung ddng thévi cac din
chét nitro va acetylcystein, bénh nhan can dugre theo déi va canh bao vé
tinh trang ha huyet ap nang va kem theo dau dau.

St dung déng thivi acetylcystein va carbamazepin ¢ thé 1am gidm néng
dd carbamazepin dudi mirc diéu tri,

- Chura tién hanh cac nghién clru vé tirong tac thube & tré em.

Anh hwéng dén cac xét nghiém chan doan: Acetylcystein co thé anh
hwérng dén xét nghiém so mau dé xac dinh salicylat va xét nghiém tim
keton trong nuwde tidu,

Twong ky cla thuodc:

Do chwa cd cac nghién clru vé tinh trong ky cla thube, khdng trdn 1an

thude nay vai cac thube khac,

TAC DUNG KHONG MONG MUON CUA THUOC:

Cac tac dung khéng mong mudn (Adverse drug reactions - ADR) clia thubc
durdri day durore bao céo theo hé cor quan va tan suat xuét hién nhir sau: Rat
thurong gap (ADR = 1/10), thudrng gap (1/100 = ADR < 1/10), itgap (1/1.000
<ADR <1/100), hiém gap (1/10.000 =ADR < 1/1.000), rat hiém gap (ADR <
1/10.000), chira biét (khéng thé wére tinh tir dir ligu c6 sén),

Hé cor quan Tan suit | Tac dung khéng mong mudn

It gap Phan (rng qua mén

H& mién dich . Séc phan vé, phan (mg phan
Rat hiem g0 | s/ ohan tmg kidu phan vé

Hé than kinh It gap Dau dau

Tai va bc tai it gap U tai

Tim It gap Nhip tim nhanh

H £ 4
Mach méu it gap a huyét ap

Rat hiém gap | Xuat huyét

Hé hd hap, léng

nguc va trung that| T1EM 98P | Co that phé quan, kho thé

it MGon, tiéu chay, viém miéng,
Hé tigu héa gap dau bung, budn nén
Hiém gap Khé tiéu

May day, phat ban, phi mach,

Da va md dudi da | it gép ngira

Toan than vatai | Itgép Sét
vi tri ding thude | ~hua bibt Phu mat
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| _ i1a.£0n.co nguy co tich tu dich nhiy trong phé quan, dac biét 14 & tré
“ps"sﬂ-:@g%ivi 'Qiﬁm%f&? Penn nhan bi gidm phan xa ho hodc bi han ché kha nang

tdng dam ra ngoai.

- Sy xudt hién clia cac phan (g da nghiém trong nhir hdi chirmg Stevens-
Johnson (Stevens-Johnson syndrome - SJS), hdi ching Lyell da dugc
bao cao lién quan dén viéc slr dung acetylcystein trong théi gian dai, tuy
nhién rat hiém gap. Hau hét cac tredng hop nay déu duroe ghi nhan &
bé&nh nhan dang ding dong théri acetylcystein vdi it nhat mét thudc khac
(¢t thé lam tang kha ndng &nh huwdng trén da va niém mac). Ngirng si
dung thudc va thdng bao ngay v&i bac si néu xdy ra cac phan (rng da
nghigm trong.

Giam két tip tiéu cau 43 duoc ghi nhan & nhirng bénh nhan s dung
acetylcystein trong cac nghién ciru khac nhau. Tuy nhién, chura xac dinh
dwgre y nghia lam sang cla sy anh hwdng nay.

Théng bao ngay cho bac sy hoac dwoc sy nhirng phan irng co hai gap

phai khi str dyung thudc.

QUA LIEU VA CACH XU TRI:

Qua lieu:

Khéng co cac tac dung phu nghiém trong nao duwgc ghi nhan khi nhirng

nguréri tinh nguyén khde manh udng 11,2 g acetylcystein méi ngay trong ba

thang. Acetylcystein duoc dung nap tot va khing cd bét ky triéu chirng déc
tinh nao khi udng véi liéu 500 mg/ kg thé trong.

Qua ligu acetyleystein ¢ theé gay ra cac triéu chirng trén dwérng tiéu hoa

nhw budn ndn, ndn va tiéu chay.

Cach xur tri:

Khéing o thude gidi doe dac higu. Ngirg st dung thude va tién hanh didu tri

triéu chirng néu xay ra qua liéu,

QUY CACH DPONG GOI:

Hop 30 gdix14g.

DIEU KIEN BAO QUAN:

Khéng qua 30°C, tranh Am va anh sang.

HAN DUNG:

24 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LU'Q'NG CUA THUOC:
Tiéu chuan chat lwong: TCCS.
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Cor sdr sdn xudt:
Q} CONG TY CO PHAN DUCC PHAM IMEXPHARM
S0 4, Budng 30/4, Phuéng 1, TP, Cao Lanh, Bong Thap,

IMEXPHARM /it Nam




