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Ipratropium + Fenotero
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Dung dich khi dung chi dugc sir dyng dé hit véi thiét bi khi dung phit hgp va khong duge udng. HE

Pha loang liBu d& nghj véi nudc mudi sinh Iy dé dat thé tich 3 - 4 mL va khi dung cho dén khi dd dat dugc viée gidm trié;@:éh’&
Khéng pha lo3ng BERODUAL dung dich khi dung véi nuréc cét. i

NG TIN KE TOA =
:aonh phan: 1 mL (= 20 giot) dung dich khf dung chira: 250 mcg ipratropium bromid khan; 500 mcg fenoterol hydrobromid. Chi

. i3n phé quan dé phong nglra va didu tri cac triéu chirmng trong bénh téc nghén duding hé hip man
%T:a:iiggggt?hg‘:;::hclfrfégl phupc nh?t hen phé quén va vién: phé quan man cé hodc khdng c6 khi phé thiing. Nén cin nhic didu
tri k&t hap véi thubce khang viém cho nhirng bénh nE\én hen pt1e qudn vé‘ pénh 'téc nghén dudng h(? hép man tinh (COPI;J) dép (ng
vdi steroid. Ligu legng, cich ding: Nén bt ddu didu trj v3 st dung dudi sy gidm sat y té, vi du st dung trong bénh vién. C6 thé
khuyén c4o didu trj tai nha sau khi tham khao y kién mot béc s§ cd kinh nghiém & nhitng bénh nhin khi dung lidu thip cic thubce
giin phé quan tic dung nhanh cht van beta nhu Berodual dung dich khi dung vén chua da giam trié\: chirng. Thubc ciing duge
khuyén co didu tri & nhirng bénh nhén ¢6 nhu chu diu trj khi dung vi nhirng Iy do khéc, vf du c6 van d@ khi sir dung binh xit dung
dich dinh lidu ho3c yéu cdu dung lidu cao han & nhimg bénh nhén da didu trj trudc d6. Nén ludn ludn bét ddu didu tri dung dich khi
dung vdi lidu khuyén cdo thip nhét. Nén didu chinh lidu diing theo yéu cdu clia tirng bénh nhan va thay di theo mirc dé nghiém
trong ca con cip tinh. Nén ngirng didu trj khi viéc gidm triéu chirng dat dugc diy du. Lidu lvgng sau day duge khuyén cdo: Ngudri
1&n (k& ca ngurdr cao tudi) va thanh thigu nién 2 12 tudi: Con co thit phé guan cip: Ty thudc vao mirc @6 nghiém trong ciia con
chp tinh, ¢ thé str dung pham vi lidu tir 261 mcg ipratropium bromid/500 mcg fenoterol hydrobromid (tugng (ng 1mL = 20 giot)
dén 652,5 mcg ipratropium bromid/1250 mcg fenoterol hydrobromid (tuong (rng 2,5 mL = 50 giot). Trong truéng hop dac biét ning,
6 thé diing lidu cao hon dén 1044 mcg ipratropium bromid/2000 meg fenoterol hydrobromid (tuong (tng 4mL = 80 giot). Tré em 6
- 12 tudi: Con hen cdp: Tuy thudc vao mirc dd nghiém trong clia con cdp tinh va @8 tudi, cé thé sit dung pham vi lidu tir 130,5 mceg
ipratropium bromid/250 meg fenoterol hydrobromid (tuang (ng 0,5 mL = 10 giot) dén 522 mcg ipratropium bromid/1000 mcg
fenoterol hydrobromid (tvang ing 2,0 mL = 40 giot). Tré duéi 6 tudi {thé trong duréi 22 kg): Do théng tin cdn gidi han & nhém tudi
nay nén lidu khuyén nghj dudi day dugc su dur:g dudi sy gidm st y khoa: Khodng 26,1 mcg ipratropium bromid /50 mcg fenoterol
hydrobromid (twong tng véi 0,1 mL= 2 giot) mdi kilogram can n3ng cho dén lidu téi da 13 0,5 mL (=10 giot).

56 giby ¥bc nhdn ngi dung théng tin thubc cia BS ¥ Té XXXX/XNTT/XXXX, ngy XX thang XX ném :

Ngdy XX théng XX ndm X0 in t&l liéu. Théng tin chi tiét sdn phdm & trang 1&2. M i
(1] Théng tin ké toa sén phdm. COPD: bénh phéi tdc nghén man tinh ) ||"| Elogeeti{]lé}iﬁsr
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o I (& ca ngurdi cao tudi) va thanh thiéu nidn 2 12 tudi
Rét phé qun cip: 1mL{20 gioy) aén aml (80 giot)]

% N . + oo va khéng duoc ubng. Pha lodng lidu dé
Huémg din sir dgng: Dung dich khi dung chi duge st dung dé hit vdi thiét bi k’g d‘;‘c"‘ﬁ &hﬁéhggriéu chirmg. Khdng pha lodng BERODUAL
nghi véi nudc mudi sinh Iy dé dat thé tich 3- 4 mL va khi dung cho dén khi du dat |U'-i b phin dung dich @3 pha khong dung aén. Nén khi
Sang dich khi dung vél nute cit. Nen pha osng dung dich trvdc mB1 150 8% GBS e dung dich pha losng. Dun ¢ich BERODUAL khf
dung ngay dung dich sau khi chudn bi. Cé thé kiém soat thdi gian khf dung bang tbb thuéc dén phéi va hé tugn hoan phu thugc vao thiét
dung cd thé dugc sir dung vai cic thiét bj khi dung cé sin trén thi tru{rng. Sy Pf_‘ag. h lidu phy thudc vao hiéu qua clia thiét bj. Néu cb oxy
bi khi dung dugc sir dung va cd thé cao hon so véi BERODUAL dung d!tgh b\rjh xsta If;h ‘Ihu'dng' d&n cla nha san xulit v@ cach sir dung, bdo
gan tudng, dung dich dugc dung t&t nhit vai luu lugng khi 6-8 li phut. Nén wh n hEn bénh nhan da biét qué mAn vdi fenoterol hydro-
duBng va vé sinh thiét bi khi dung. Chéng chi djnh: BERODUAL chong chidinhc E?C?DUAE D ehéng chi dinh & nhmg bénh nhan co tim
bromid hodc cac chét gibng atropine hodc vai bt ky ta dugc nao cia thudc. B% - C6 th xult hién céc phan (mg qué man tire thi sau khi
tic nghén phi dai va loan nhip nhanh. Cinh bdo va thin trpnsd ¢ biét: Qud man: 2 DOUAL & thé gly co thét phé quan nghich Iy va c6
ding BERODUAL. Co thdt phé gudn nghich ? Ciing nhu céc thuoc khi dung khac, B BERODUAL ngay tirc thi va thay bing phuong phdp
thé de doa tinh mang. Néu xuat hién co that phé quan nghich Iy thi nén ggung_dung RO s nang bi gla-com gbc hep. C6 mét vai bdo
didu tri khac. Bién chumg & mdt: Nén st dung BERODUAL than trong & nhirng bénh nhan C% mét) khi' dung dang xit ipratropium bromid
| cioriéng & v& bién chimg &mét (nhu gidn dong tir, tng p lvc ndi nhan, glé-com goc hep, :k‘. e cac triéu chimg gl6-com goc hep cip
| @om chét ho3c két hop vdi modt thudc chi vén beta2 tiep xuc vdi mét. Néu thay xudt hién p 0;1 5¢p G e ting dan diing BERODUAL
tinh, nén didu tri bing thubc co ddng tir va di khdm chuyén khoa ngay 13p tirc. Do do bénh nh néne ‘e dung dung dich khi dung qua
dung cach. Phai than trong dé thudc khang vao mét. Dbi vdi BERODUAL dung dich khi dung, khuy nhcﬁ L kh% r?én I glo-com nén than
éng ngdm & miéng. Néu khéng thi c6 thé dung mét na khi dung nhung phdi ph hop. Nhing bénh n nBCgRODUAL fau Bni danh gid k 10i
trong dic biét dé bao vé mét. Anh hudng todn thén: Trong nhirng truéing hop dudi day, chl nén su dun RO o= tim gin ddy, cic " i
ich/nguy co, dac biét khi sir dung lidu cao hon khuyén cdo: Bénh dai thao duding chua dugc kiém 5_05t té t, {lé llrént A téc% BB bang
loan tim mach nang, cUdNng gidp, u té bio wva crém hodc di bj tic nghén du&nthlélg (nhur phi dai tuyen U ﬂbl. g- BEROI%UAL C6 mot
quang). Anh hurdng tim mach: C6 thé gdp cic tic dung tim mach khi duing cdc thudc iéng than kinh giao cdm, bao gdg\ Tt chil vn beta
vai bang chirng tir dir liéu hdu m3i va tai liéu y vin ghi nhan nhitng trudng hgp hiém thi_éu mau Cd.l'lm lién quan g cl a ‘cd‘ :r?a béé
Bénh nhin dang bj bénh tim nang (nhu bénh tim thiéu mau cyc bd, loan nhip hodc suy tim ndng) dung BERODUAL nén U%\&h; - m B
_ ¢ néu c6 dau nguc hodc cic tridu ching khac cho théy bénh tim nang 1én. Gig - lt?u trj vai chit chi Vgn !Jeg_lZ c nd[‘lg CTI“
gidm kali mau nghiém trong. Anh hudng dén nhu déng dudng tiéu hda: Nhd h xa héa nang c6 the co roi loan nh'L-leong" a
day-rudt. Khd thé: Trong nhirng trugng hop chp, khé thd diln tién xdu di nhianh chéng thi.nén dikhdm bac sTngay. Diéu trj lGu dai. 'nhimg
bénh nhan hen phé quan chi nén ding BERODUAL khi cAn. O nhirng bénf ihan COPD'nhg;d:é ri theo nhu cau (dva trén triéu chimg) cé
tha thich hgp hon diéu tri thuting xuyén. Nén can nhic didu tri bd sung hodc tdng lidu thudt §hang viém dé kiém §oét tinh trang viém
dutng hd hip va d& ngén ngiza bénh dién tién x&u di & nhirng bénh nha hen phé quén va CoPOyc6 désp {rng véi steroid. Tang st dung cic
thubc chira chit cht vin beta2 nhu BERODUAL mét cich thuting xuyén d& kI&m sot cac trigyefiing tac nghén phé quan cd thé lam gidam
hiéu qua kiém soat bénh. Néu thc ngh&n phé qudn tién trién xu, viec da hgén ting i2Ut chira chit chu van beta2 BERODUAL vugt
qué lieu khuyén céo trong thdi gian dai la khong thich hgp va cé thé nguy h ong rhtiggfudng hop ndy nén xem xét lai phdc db didu
tri bénh nhan, va dic biét diéu tri khang viém vél corticosteroid dang hit thic gira kha ning bénh tién trién xéu de doa tinh
mang. Chi nén str dyng cac thubc gian phé quan giéng thin kinh giao cm khic cungvd BERODUAL dudi su gidm sat y khoa. Cdnh bdo chét
kich thich: Do chira fenoterol nén sir dung BERODUAL c6 thé gdy k'ét qua duong tinh trong cdc xét nghiém can |dm sang phat hién [am dung
i thubc, nhu truding hap muén ting thanh tich trong thé thao (doping). 76 dugc: BERODUAL dung dich,khi dung chira chat bao quan benzal-
koniumchloride, chit 8n dinh disodium ededate dihydrate. khi khi dung nhrng thanh phan ndy c6 thé gy co thét phé quin & nhiing bénh
nhan nhay cam véi phan (rng qué man & duding hé hép. Khd néing sinh sén, thal ky va cho con ba: Thai ky: DIt liéu tién [dm sang k%t hap
véi kinh nghiém d3 c6 trén ngudi cho théy knong c6 bing ching ve tac dung I:gét Igi trong thai ky ctia fenoterol hodc ipratropium. Tuy nhién,
nén sir dung than trong trong thai ky dic biét trong ba thang Géu: Nén Iu‘uév dén tic dung rc Ehé co thit t& cung ctia fenoterol. Cho con
bu: Nhirng nghién cau phi lam sangacho théy fenoterol hydrobromid dugec tiét vao sra. Chua biét liéu ipratropium c6 dugc tiét vao stra hav
khéng. Nhung lugng ipratropium hau nhu dén tré khdng dang k&, nhét 1a khi dung dang hit. Tuy nhién, nén than trong khi dung BERODUAL
| cho phu ni cho con bu. khd ndng sinh sén: Chua 6 s3n dir liéu 13m sang trén kha ning sinh s3n vé viéc két hop ipratropium bromid va
E fenoterol hydrobromid hoic mdi thanh phdn trong ché phim két hap. Khong thiy tic dung bét Igi trén kha néng sinh sdn trong cac nghién
ctru phi 13m sang véi cac thanh phan riéng & ipratropium bromid va fenoterol hydrobromid. Anh hurérng d&n khd ning 14l xe va vin hanh
méy méc: Chura tién hanh nghién ciru vé anh hudng dén kha ning I4i xe v3 van hanh mdy méc. Tuy nhién nén cho bénh nhén biét c6 thé
¢6 cc the dung bat loi nhu chéng mat, run, 6 logn didu tiét, gidn ddng tif vi nhin m& trong thdi gian didu trj véi BERODUAL. Do d6 nén
khuyén bénh nhdn than trong khi 13i xe ho3c vin hanh mdy méc, Néu bénh nhan c6 cic tac dung phy nhu néu trén thi nén tranh cong viéc
c6 tiém ning nguy hiém nhu 13i xe hodc vin hanh méy moc. Tac dyng phy: Nhidu tic dyng ngoai y duéi ddy c6 thé do tac dung khang cholin-
ergic va chil van beta ciia BERODUAL. Bieu tri BERODUAL dang hit ¢6 th& cho théy cac tridu chimng kich thich tai chd. Nhirng tac dung phu
thurtng g3p nhét trong céc thir nghiém lam sang 13 ho, kh miéng, dau d4u, run, viém hong, budn nén, chéng mét, khé thd, nhanh nhip tim,
dénh tréng nguc, ndn, ting huyét ép tam thét va bdn chdn. Roi logn hé mién djch: phan (ng phan vé, qué mgn. Réi logn ch;.lyé'n hda va dinh
dung: gidm kali mau. Réi logn tdm thdn: bdn chdn, lo 18ng, rbi loan tdm thin. REI logn hé thg?n kinh: dau dAu, run, chéng mit. Réi loan mét:
glo-com, ting 4p lyc ndi nhan, rbi loan didu tiét, gian dbng t&r, nhin md, dau mét, phis gidc mac, xung huyét két mac, nhin quing. R&i loan
vé_ tim: nhip tim nhanh, tang nh[p tim, @4nh tréng ngurc, loan nhip tim, rung nhi, nhip nhanh trén thit, bénh thiéu n:\é'u el béi o
hé hép, ngure va trung thét: ho, viém hong, khd phdt am, co thdt phé quan, kich thich hong, phi hiu ﬁqng co thét thanh quén co thit phé
quén nghich ly, khé hong. Réi loan tiéu héa: bubn nén, ndn, khd miéng, viém miéng, viém i, réi loan nhu dong da day-rudt tidu chd ‘:é
bén, phi miéng. RS loan da vé mé dudi da: may day, phit ban, ngura, phit mach, ting tiét 3 hoi. Réi e ko
h ceNe : a , ting tiét md hoi. RSi logn ca xuong va mé lién két: yéu co
co thit ca, dau co. Réi logn than va tiét nigu: & nudc tidu. Xét nghiém: ting huyét 4p tim thu, gidm huyét dp tim tru Théng ba ,
bac 57 nhirng tac dung phy gip phai khi dung thudc. Bdo quan: Dudi 30°C. Bio quan nai an toa: S g Thong boo cho
Wbt i xult. Quy cach déng gél: Dung dich khi an toan ngoai tam tay tré em. Han dung: 60 thing
tir ngay s3n xult. Quy cch déng gbl: Dung dich khi dung. Hop 1 chal 20 ml. S3n xufit béi: Boehringer Ingelheim d o i
Farmaceutica }tda, Rodovia Regis Bittencourt, km 286, Itapecerica da Serra, Sao Paulo, CEP 66888 7 %, Brazll. Nha ph o S i B
THHH 145t Thanh Vién Vimedimex Binh Duo‘rg. Sé 18 L1-2 VSIP Il, Buting sb 3, KCN Vi ét‘ NG 888-700, Brazil. Nha phéan ph&l: Coéng ty
#A%t, tinh Binh Duang, Viét Nam, DQC KY HUONG DAN 5U DUNG TRUGC KHI DUNG. HOIY ng‘ E-l\? lggapore s Sipunaiics A B Bal by
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