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ZENCOMEI

Salbutamol 2,5 mg/ 2,5 ml
(duéi dang salbutamol sulfat)
Ipratropium bromid 0,5 mg/ 2,8 ml
Hit qua may khi dung/ Inhalation using nebuliser
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ZENCOMBI

Salbutamol 2,5 mg/ 2,5 ml
(dudi dang salbutamol sulfat)
Ipratropium bromid 0,5 mg/ 2,5 ml
Hit qua may khi dung/ Inhalation using nebuliser
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ZENCOMBI

Salbutamol 2,5 mg/ 2,5 ml
(dudri dang salbutamol sulfat)
Ipratropium bromid 0,5 mg/ 2,5 ml
Hit qua may khi dung/ Inhalation using nebuliser




Tem chinh

Tem kich thuwéc 300%
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ZENCOMBI

Salbutamol: ...2,5 mg
(dwéi dang salbutamol sulfat)
Ipratropium bromid: ..0,5 mg

Hit qua may khi dung
KHONG PUQC TIEM
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SALBUTAMOL

2,5 MG-0,5 MG
/2,5 ML

IPRATROPIUM BROMID

Tem phu
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ZENCOMBI

Salbutamol 2,5 mg/ 2,5 ml
(dwéi dang salbutamol sulfat)
Ipratropium bromid 0,5 mg/ 2,5 ml

Vi 5 6ng nhya

Bao quan: Trong bao bi kin, tranh am, tranh anh sang, nhiét do dwéi 30°C éﬂ/
7

POC KY HUONG DAN S’ DUNG TRU’OC KHI DUNG :

PE THUOC TRANH XA TAM VO'I CUA TRE EM :

| Hit qua may khi dung/ Inhalation using nebuliser|

S{* DUNG TRONG VONG 30 NGAY KE TU’ KHI MO’ MANG NHOM

San xust béi:

Céng ty c5 ph3n Durgc phdm CPC1 Ha NI

Cum cdng nghiép Ha Binh Phurong, X Van Binh,
CPCAHN  huyén Thuimg Tin, Ha Noi
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heo don T& huéng dan sir dung
ZENCOMBI
(Salbutamol 2,5 mg
Ipratropium bromid 0,5 mg)
Doc kj huéng dan siv dung truée khi ding

Néu cin thém thong tin xin héi y kién bdc sy, dwoc sp.
Thubc chi diing khi c6 sw ké don ciia bic sy.
Tén thube ZENCOMBI
Thanh phﬁn M&i lo nhua 2,5 ml ¢6 chira:
Hoat chat:  Salbutamol: 2,5 mg (dudi dang salbutamol sulphat)
Ipratropium bromid (dang khan): 0,5 mg
Ta dwoc: Natri clorid, natri hydroxyd, acid hydrocloric, nudc cit pha tiém.
Dang bao ché: Dung dich khi dung
Dwong dung: Hit qua may khi dung
Quy cach dong géi
2,5 ml/ 1o nhya; 10 lo nhua/ hop, 20 lo nhua/ hop, 50 1o nhya/ hop.

Dic tinh dwge lue hoc

Ipratropium bromid.

Ipratropium bromid la thude khang acetylcholin nén c6 tac dung trc ché déi giao cam. Khi

dwoc phun, hit, thude ¢ tac dung chon loc gdy gidn co tron phé quan ma khong anh huorng@zy
dén su bai tiét dich nhdy phé quan, dén cac chuc nang khac cua co thé, dic biét la chac

nang cua tim, mach, mét va ong tiéu hoa.

Salbutamol:

Salbutamol ¢6 tac dung chon loc kich thich céc thu thé beta, (co & co tron phé quan, co tur -
cung, co tron mach mau) va it tdc dung tdi cac thu thé beta, trén co tim nén c6 tac dung
lam gidn phé quan, giam con co tir cung va it tdc dung trén tim.

Zencombi cho tac dung dong thoi cua 2 thanh phan ipratropium bromid va salbutamol, téc
dung 1én ca thu thé muscarinic va beta 2 adrenergic ¢ phdi gdy gidn phé quan vuot troi so
voi dung cac thude don 1é va khong lam tang téc dung khong mong mudn cta cac thude
nay.

Pic tinh dwge dong hoc

Salbutamol:

Tac dung gidn phé quan xuét hién sau 2 - 3 phut sau khi hit khi dung, t6i da tir 5 dén 15
phut va kéo dai 3 - 4 gio. Nong dd thude trong huyét tuong thap, dat toi da trong vong 2 - 4



gio. Khoang 72% lugng thudc hit vao dao thai qua nude tidu trong vong 24 gio, trong do
28% khong bién ddi va 44% da chuyén hoa. Nira doi thai trir cua thude 1a 3,8 gio. Do ndng
d6 thudc trong huyét trong thdp nén dang khi dung it gay tac dung phu hon dang vién hoac
tiém.

Do d6, dang khi dung c6 thé dung dugc & ngudi bénh cudng giap, loan nhip tim, réi loan
tudn hoan mach vanh, ting huyét ap, dai thdo duong, ngudi bénh dang dung thude te ché
enzym monoamin oxydase.

Ipratropium bromid:

Tac dung gian phé quan xuat hién khoang 3 phut sau khi phun, hit thude va kéo dai tir 4
dén 6 gid. Mirc do gidn phé quan khong phu thudc vao ndng do ipratropium bromid
trong huyét twong. Tac dung 1én bai tiét dich miii xuét hién 5 phit sau khi dung thudc dat

muc toi da trong vong 1 dén 4 gio va kéo dai toi 8 gio.

Thuéc hip thu kém & ng tiéu héa; khong di qua hang rio méu - néo. Néu ubng hoi (;///

dung thudc ngoai dudng tiéu hoa thi chi ¢6 15 - 30% lidu dung duoc hip thu. Lugng
thude duoc hép thu & cac phé quan la rit nho.
Thoi gian ban thai khoang 3,5 gio. Thudc chu yéu dao thai qua nudc tiéu.

Chi dinh

Thude duge chi dinh dé kiém sodt co thét phé quan co hoi phuc do bénh ly tac nghér
duong ho hip & nhitng bénh nhan cAn nhiéu hon 1 thubc gidn phé quan.

Liéu lwgng, cich dung:

Liéu lwong cua Zencombi duoc khuyén cdo cho nguoi l6n (ké ca bénh nhdn cao téi)
nhu sau:

Diéu tri con cdp tinh:

01 lo don lidu. Trong céc truong hop nang khong cét con c6 thé ding dén lo don liéu thit
2. Trong trudng hop nay, bénh nhén can duge kham bac s§ hodc dén bénh vién gén nhat
ngay lap turc.

Diéu tri duy tri:

01 lo don lidu x 3 - 4 lan / ngay. Bénh nhén nén dén kham bac sy hodc dén bénh vién gan
nhét ngay lap tirc trong trudng hop kho thg cip hodc chimg kho tho ning thém mdt cach
nhanh chong néu dung thém liéu khi dung Zencombi khong dem lai cai thi¢n.

Huwdng din sir dung:

Zencombi dugc str dung véi may khi dung hodc bing may thd ap luc duong ngit quing

theo hudng din cta bac si.
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Céch chuan bj thudc cho méy phun khi dung khi dung dung dich thudc Zencombi qua
may khi dung nhu sau:

1. Bé mot éng Zencombi ra bang cach xoay mot 6ng xudng phia dudi va tach ra
trong khi van git chac phan con lai cua vi.
Gitt chic mot ddu ciia dng Zencombi, xoay phan than éng dé mé nép.3
3. Dua dau hé cta 6ng Zencombi vao trong chén dung dung dich cua may phun khi
dung. Bop tir tir 6ng Zencombi dé rét dung dich thude vao trong chén. Chu ¥ rot
hét dung dich thudc Zencombi vao trong chén.
4. Chuan bi may khi dung va sir dung theo chi dan.
5. Sau khi sir dung xong, cin bo hét dung dich con thira trong chén dung ctia may
khi dung, sau d6 lau sach may phun khi dung theo nhu huéng dan trong may.
Luuy:
C6 thé su dung mat na, thiét bi chir “T” hodc qua 6ng ndi khi quan dé phan phdi thudc.
C6 thé str dung thong khi 4p luc duong ngit quang nhung hiém khi can thiét.
Can cho tho oxy khi c6 nguy co thiéu oxy huyét do giam thong khi.
Do nhiéu loai may khi dung hoat dong trén nguyén tic dong khi lién tuc, co thé thude khi i
dung s€ dugc giai phong vao moéi truong xung quanh. Do do, nén sur dung Zencombi M”/
trong phong c6 thong khi tdt, nhét 1a & bénh vién khi ¢6 nhiéu bénh nhéan sir dung may
khi dung cung mot lac.
Chong chi dinh
- Bénh nhan ¢6 tién sir man cam v6i mot trong cac thanh phan cua thudc.
- Khong dung cho bénh nhan qua man cam voi Atropin hodc cac dan xuét cua
Atropin.
- Bénh nhéan bi bénh co tim tic nghén phi dai hodc loan nhip nhanh.
Théan trong
C6 thé xuét hién phan tmg qua man sau khi dung Zencombi véi biéu hién: may day. phu
mach, phat ban, co thit phé quan va phu hau hong.
DPau mét hoac khé chiu & mit, nhin mo, nhin théy hao quang, nhin hinh anh bi nhuém mau
két hop vai do mat do sung huyét két mac hodc phu giac mac c6 thé 1a cac du hiéu cua
glocom goc hep cép. Néu c6 bét ky su két hop nao clia céc tridu chimg trén thi nén diéu tri
tire thi bang thude nho mét gy co dong tir va tham khéo y kién bac s¥.
Bénh nhan phai dugc huéng dan s dung ding cach Zencombi, khong duge dé dung dich
bén vao mét. Nhitng bénh nhén c6 tién st bi glocdm goc hep can dugce canh bao dac biét
dé bao vé mat.
Than trong khi dung cho bénh nhén trong cac truong hop: bénh nhan tiéu duong khong

duoc kiém soat day du, bénh nhan mai bi nhoi méu co tim, roi loan tim mach thuc thé tram
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trong, cuong giap, u tuy thugng than, glocdm géc hep, phi dai tién liét tuyét, u c6 bang

quang.

Thén trong v6i nhitng bénh nhan dang méc bénh tim nang nhu: Thiéu mau tim cuc bo, loan
nhip tim nhanh, suy tim n@ng.

Trong thudc c6 hoat chét c6 thé gdy két qua duong tinh ddi voi cac xét nghiém tim chét
doping & cac van dong vién thé duc thé thao.

Néu nguoi bénh ¢6 nhidu dom thi can phai duge diéu tri thich hop trude khi dung thude.

Cén than trong khi dung céc dang salbutamol déi voi ngudi mang thai dé diéu tri co that
phé quan vi thudc tac dong dén con co tir cung nhét 1a trong 3 thang ddu mang thai.

Khi chi dinh salbutamol, cin phai giam liéu thubc kich thich beta khac néu dang dung.

Téc dung khéng mong mudn )
Téc dung khong mong mudn ctia Zencombi bao gdm tac dung khéng mong mudn cugﬁ/b
salbutamol va ipratropium bromid:

Tdc dung khong mong mudn ciia Salbutamol:

N6i chung it gap ADR khi dung céc lidu diéu tri dang khi dung.

Thuong gap, ADR >1/100

Tuén hoan: Panh trong nguc, nhip tim nhanh.

Co - xuong: Run dau ngon tay.

Hiém gap, ADR <1/1000

H6 hap: Co thit phé quan, khd miéng, hong bi kich thich, ho va khan tiéng.

Chuyén hoa: Ha kali huyét.

Co xuong: Chudt rut.

Thén kinh: D bi kich thich, nhtc dau.

Phan tng qua man: Phu, nbi may day, ha huyét ap, truy mach.

Tdc dung khong mong muébn ciia Ipratropium bromid:

Thuong gap, ADR > 1/100

Khé miéng, mii, hong bi kich ung.

R4i loan diéu tiét mat.

It gap, 1/1000 < ADR < 1/100

Bi tiéu tién.

5
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Hiém gap, ADR < 1/1000
Toan than: DPap Umg phan vé.
Tuan hoan: Nhip tim nhanh, danh tréng nguc.
Ngoai da: Phit Quinck, ndi may day.
Tiéu hoa: Réi loan nhu dong.
Ho hép: Co that phé quan, co thit thanh quan.
Glocom: Nguy co xudt hién glocdm cip & ngudi bénh cé tién sir glocom gdc hep.

Thong bdo ngay cho bdc sy hodc dwoc sy khi gdp phii cdc tic dung khong mong muén ciia

thuéc.

Twong tic thude
Dung ddng thoi cac din xudt cua xanthin cling nhu cac thude beta adrenergic khac va cac
thubc khang cholinergic ¢6 thé lam tang cac tac dung phu.
Khi dung dong thoi véi cac dan xuat xanthin, cac glucocorticosteroid va thudc loi tiéu co
thé 1am giam kali mau, nén xét &én kha nang nay dac biét & nhimg bénh nhan bi tic nghén
duong ho hép nang.
Giam kali mau c6 thé 1am cho nhiing bénh nh4n dung digoxin d& bi loan nhip tim, ph%"(/
theo ddi ndng do huyét tuong cho nhimng truong hop nay.
Khi ding dong thoi véi cac thude tre ché beta ¢6 thé lam giam tac dung gian phé quan
Dung ddng thoi voi cac thude e ché monoamin oxidase hodc thube chdng trim cam 3
vong co thé 1am tac dung kich thich beta adrenergic manh Ién.
Hit cac chit gdy mé hydrocarbon dugc halogen héa nhu halothan, tricloroethylen va
enfluran c6 thé gdy tang su nhay cam ddi voi tac dung trén hé tim mach cua salbutamol.
Thoi ky mang thai va cho con bu
Thoi ki mang thai:
Salbutamol da dugc chirng minh gdy quai thai ¢ chudt khi tiém dudi da voi lidu twong tmg
gip 14 lan liéu khi dung & ngudi. Chua c6 cdng trinh nghién ciru quy md nao & ngudi
mang thai. Tuy vay, khi dung can than trong can nhic loi hai.
Ipratropium bromid: Méc du trén thye nghiém khong thay thudc c6 tac dung gay quai thai
nhung van khong nén dung thudc cho ngudi bénh trong nhirng thang dau mang thai.

Thoi ky cho con bu
Chua biét thude c6 bai tiét vao sira me khong, can than trong khi dung thudc cho ngudi cho con
bu.

s

A /

R L2

[ Y



Anh hwéng dén kha niing 14i xe va vin hanh may méc
Thudc co thé gdy nhtrc dau, danh tréng nguc, nhip tim nhanh, ha huyét ap do d6 can than trong
khi dung v&i nhitng bénh nhén lai xe, van hanh may maéc
Qus lidu va xir tri
Triéu chimg cta qué liéu chi yéu lién quan dén salbutamol do kich thich qua mirc beta
adrenergic chu yéu 1a: nhip tim nhanh, déanh tréng nguc, run, ting huyét ap, ha huyét ap,
tang 4p luc mach mau, dau thit nguc, loan nhip tim. néng birng, nhiém toan chuyén hoa
Céc triéu chimg qua lidu ipratropium bromid nhu kho miéng, réi loan diéu tiét mat c6 tinh
chét nhe va thoang qua do pham vi diéu trj rong va sur dung tai chd.
Xir tri qua liéu:
Sir dung thude ngu, thude an than, diéu tr tich cuc trong trudng hop ning
Céc thudc d6i khang ddc hidu phi hop 1a céc thude e ché thu thé beta thich hgp hon la cé%/'
thude 1a chon loc trén beta, tuy nhién can than trong & nhitng bénh nhan dang bi hen pflé
quan.
Bdo quan
Trong bao bi kin, tranh 4m, tranh 4nh sang, nhiét do dudi 30°C.
Han dung
24 thang ké tir ngay san Xuét.
30 ngay ké tir khi mé mang nhom
PE THUOC TRANH XA TAM TAY TRE EM

Nha san xuét
Cong ty ¢b phian Duge phaim CPC1 Ha Ngi
Cum cong nghiép Ha Binh Phuong, Xa Van Binh, Huyén Thuong Tin, Thanh phd Ha Noi,
Viét Nam.

TUQ.CYC TRUONG
P.IRUGNG PHONG
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