Rx: Thudc nay chi dung theo don thuéc

ZENCOMB

Salbutamol (dudi dang salbutamol sulphat) 2,5mg/2,5ml
Ipratropium bromid 0,5mg/2,5ml
Déxa tdm tay tréem
Doc ky huéng dén st dung trug khi ding

Thanh phan

Mailo nhya 2,5 ml chia:

Thanh phdn hoat chdt:

Salbutamol (dudi dang salbutamol SulPhat) ...........coooeeeeeeeeeeereerveeereenennns 2,5mg/2,5ml

Ipratropium bromid 0,5mg/2,5ml

Thanh phdn td dugc: Natri clorid, natri hydroxyd, acid hydrocloric, nudc ct pha tiém.

Dang bao ché: Dung dich dung cho khi dung

Puong dung: Hit qua may khi dung

Ma t&: Dung dich trong sudt dung trong lo nhya

pH:3,0-6,0

Chi dinh

Thudc dugc chi dinh dé kiém soét co that phé quan ¢ hdi phuc do bénh Iy tac nghén dutng ho hap 6 nhiing
bénh nhan can nhiéu hon 1 thudc gian phé quan.

Liéu duing va cach dung

Liéu litgng ctia Zencombi dugc khuyén cdo cho nguti Ion (ké cd bénh nhdn cao tudi) nhu sau:

Diéu tri con cdp tinh:

01 lo don liéu. Trong céc trutng hgp ndng khong cat con ¢d thé dung dén lo don liéu thi 2. Trong trutng
hgp nay, bénh nhan can dugc khdm bac sihodc dén bénh vién gan nhét ngay lap tic.

Diéu trj duy tri:

011o don liéu x 3 - 41an/ngay. Bénh nhan nén dén kham bac st hodc dén bénh vién gan nhét ngay lap tiic
trong trudng hgp kho thd cép hodc chiing khé thd nang thém mot cach nhanh chdng néu dung thém liéu
khi dung Zencombi khong dem lai cdi thién.

Huéng dan st dung:

Zencombi dugc st dung véi may khi dung hodc bang mdy thé ap luc duong ngét quéng theo huéng dén clia
bacsi.

Cach chudn bj thudc cho mdy phun khi dung khi dung dung dich thudc Zencombi qua may khi dung nhu
sau:

1. B& mgt Gng Zencombi ra hang céch xoay mt dng xudng phia dudi va tach ra trong khi van gii chdc
phan con lai cta vi.

2. Giif chdc mot dau cia 6ng Zencombi, xoay phan than ng d& mé ndp.

3. Dua dau hé cia 6ng Zencombi vao trong chén dung dung dich ctia mdy phun khi dung. Bép tir tir 6ng
Zencombi dé rot dung dich thudc vao trong chén. Cha y rét hét dung dich thudc Zencombi vao trong chén.
4. Chudn bi mdy khi dung va stt dung theo chi dan.

5. Sau khi st dung xong, cn bd hét dung dich con thifa trong chén dung cia méy khi dung, sau d6 lau
sach mdy phun khi dung theo nhu huéng dan trong mdy.

Luuy:

(6 thé st dung mat na, thiét bj chit “T” hodc qua dng ndi khi quan dé phan phdi thuc. (6 thé st dung
thdng khi &p luc duong ngdt quang nhung hiém khi can thiét.

(an cho thd oxy khi cd nguy co thiéu oxy huyét do gidm thong khi.

Do nhiéu loai méy khi dung hoat ddng trén nguyén tac dong khi lién tuc, ¢6 thé thudc khi dung sé dugc giai
phéng vao méi trudng xung quanh. Do dd, nén sit dung Zencombi trong phong ¢6 thdng khi tét, nhdt 1a &
bénh vién khi cd nhiéu bénh nhén st dung méy khi dung cing mét lic.

Chéng chi dinh

- Bénh nhén c6 tién si man cdm véi mt trong céc thanh phan cla thudc.

- Khéng dung cho bénh nhan qud man cdm véi Atropin hodc cc dan xudt cta Atropin.

- Bénh nhén bj bénh co tim tac nghén phi dai hodc loan nhip nhanh.

Canh bdo va than trong khi ding thuéc

(6 thé xudt hién phan ting qué man sau khi dung Zencombi vi biéu hién: may day, phit mach, phét ban,
co thdt phé quan va ph hau hong.

Dau mét hoac khd chiu & mét, nhin ma, nhin thdy hao quang, nhin hinh dnh bi nhu6m mau két hop vdi do
mét do sung huyét két mac hodc phu gidc mac cd thé Ia cac ddu hiéu ctia glaucom géc hep cap. Néu c6 bat
ky s két hgp nao clia cac triéu chiing trén thi nén diéu trj tiic thi bang thudc nhd mét gay co dong ti va
tham khao y kién béc si.

Bénh nhan phai dugc hudng dan sir dung diing cach Zencombi, khdng dugc dé dung dich ban vao mét.
Nhitng bénh nhan ¢ tién sit bj glaucom géc hep can dugc canh bao dac biét dé bao vé mat.

Than trong khi diing cho bénh nhén trong céc trudng hgp: bénh nhan tiéu dudng khang duoc kiém soat
day da, bénh nhan mdi bj nhéi méu co tim, rdi loan tim mach thuc thé tram trong, cudng gidp, u tdy thugng
than, glaucom goc hep, phi dai tién liét tuyét, u 6 bang quang.

Thén trong véi nhiing bénh nhan dang méc bénh tim nang nhu: Thiéu méu tim cuc b, loan nhip tim
nhanh, suy tim ndng.

Trong thudc ¢6 hoat chat 6 thé gdy két qua duong tinh déi véi cc xét nghiém tim chét doping & cac van
dong vién thé duc thé thao.

Néu nguoi bénh c6 nhiéu dom thi cn phai dugc diéu tri thich hgp trudc khi diing thudc.

Can than trong khi dung céc dang salbutamol d6i véi ngudi mang thai dé diéu tri co that phé quan vi thudc
tdc dong dén con co tit cung nhét la trong 3 thang dau mang thai.

Khi chi dinh salbutamol, can phéi gidm liéu thudc kich thich beta khac néu dang dung.

St dung thudc cho phu nif ¢6 thai va cho con bu

Thai ki mang thai:

Salbutamol da dugc chiing minh gdy quai thai & chudt khi tiém dudi da vdi liéu tuong tng gap 14 Ian liéu
khi dung & ngui. Chua cd cong trinh nghién ctiu quy md nao & ngui mang thai. Tuy vay, khi diing cén than
trong can nhac lgi hai.

Ipratropium bromid: M3c du trén thuc nghiém khdng thdy thudc ¢ téc dung géy qudi thai nhung van
khong nén ding thudc cho nguai bénh trong nhiing thang dau mang thai.

Thai ky cho con bii

Chua biét thudc 6 bai tiét vao stta me khdng, cn than trong khi diing thudc cho nguti cho con bu.

Anh huéng dén kha néng lai xe va van hanh may mac

Thudc ¢6 thé gay nhic dau, danh tréng nguc, nhip tim nhanh, ha huyét ap do d6 can than trong khi ding
véi nhig bénh nhan I xe, van hanh mdy méc

Tuong tac, tuang ky ctia thuéc

Duing ddng thi céc dan xudt cla xanthin cling nhu céc thudc beta adrenergic khdc va cac thudc khang
cholinergic 6 thé Iam tang céc tac dung phu.

Khi duing dong thdi véi cc dan xudt xanthin, cc glucocorticosteroid va thudc lgi tiéu c6 thé lam gidm kali
mau, nén xét dén kha nang nay ddc biét & nhiing bénh nhan bi tac nghén dudng ho hdp nang.

Gidm kali mau ¢6 thé 1am cho nhiing bénh nhan dung digoxin dé bj loan nhip tim, phai theo déi nong do
huyét tuong cho nhiing trudng hgp nay.
Khi duing ddng thai véi céc thudc tic ché beta c6 thé lam gidm tac dung gian phé quan.
Dung déng thoi véi céc thudc tc ché monoamin oxidase hodc thudc chéng tram cdm 3 vong ¢6 thé lam tac
dung kich thich beta adrenergic manh [én.
Hit cac chdt gy mé hydrocarbon dugc halogen hoa nhu halothan, tricloroethylen va enfluran cd thé gay
tang su nhay cdm doi vdi tac dung trén hé tim mach cta salbutamol.
Tac dung khdng mong muén
Téc dung khong mong muén cla Zencombi bao gém téc dung khong mong mudn cda salbutamol va
ipratropium bromid, dugc phan nhém theo tan sudt: rdt thuong gdp (ADR > 1/10); thuong gdp (1/100 <
ADR < 1/10); it gap (1/1000 < ADR < 1/100); hiéim gdjp (1/10000 < ADR < 1/1000); rdt hiém gdip (ADR <
1/10000), hodic khang ré (khong thé udc tinh duoc tir di liéu hién o).
Tdc dung khéng mong muén cia Salbutamol:
N6i chung it gap ADR khi diing cac liéu diéu tri dang khi dung.
Thuomg gcip, 1/100 < ADR < 1/10
Tuan hoan: Danh tréng nguc, nhip tim nhanh.
(o - xuong: Run dau ngon tay.
Hiém gdp, 1710000 < ADR < 1/1000
Ho hap: Co that phé quan, kho miéng, hong bi kich thich, ho va khan tiéng.
Chuyén hoa: Ha kali huyét.
Co'xuong: Chudt rit.
Than kinh: Dé bi kich thich, nhiic dau.
Phan (ting qu man: Phu, ngi may day, ha huyét ap, truy mach.
Tdc dung khéng mong muén ctia Ipratropium bromid:
Thuong gdp, 1/100 < ADR < 1/10
Kho miéng, mi, hong bj kich tng.
Rdi loan diéu tiét mat.
It gdip, 1/1000 < ADR < 1/100
Bi tiéu tién.
Hiém gdp, 1710000 < ADR < 1/1000
Toan thén: Dap ting phan vé.
Tuan hoan: Nhip tim nhanh, danh trong nguc.
Ngoai da: Phut Quinck, ngi may day.
Tiéu héa: Roi loan nhu dong.
H6 hap: Co that phé quan, co that thanh quén.
Glaucom: Nguy co xudt hién glaucom cap & ngui bénh ¢4 tién st glaucom gac hep.

Théng bdo ngay cho bdc si hodc dugc si nhiing tdc dung khéng mong muén

gdp phdi khi sit dung thude

Qua liéu va cach xi tri
Triéu chiing clia qua liéu cht yéu lién quan dén salbutamol do kich thich qua miic beta adrenergic ch yéu
a: nhip tim nhanh, danh tréng nguc, run, tang huyét ap, ha huyét ap, tang ap luc mach mdu, dau thdt
ngut, loan nhip tim, néng bing, nhiém toan chuyén héa.
(ac triéu chiing qua liéu ipratropium bromid nhu khd miéng, rdi loan diéu tiét mét c6 tinh chat nhe va
thodng qua do pham vi diéu tri rong va st dung tai chd.
XU tri qud liéu:
St dung thudc ngu, thudc an than, diéu tri tich cuc trong trudng hgp nang.
Cac thuc di khang dc hiéu phu hgp la cac thudc e ché thy thé beta thich hop hon 1a cc thudc la chon
loc trén beta, tuy nhién can than trong & nhiing bénh nhan dang bi hen phé quan.
Pactinh dugcluchoc
Nhém dugc ly: Thudc adrenergic két hgp véi khang cholinergic d€ diéu tri bénh Iy tic ngén duang ho hdp.
Ma ATC: RO3AL02
Ipratropium bromid:
Ipratropium bromid 1a thudc khang acetylcholin nén ¢6 tac dung tc ché déi giao cam. Khi dugc phun, hit,
thudc ¢d tac dung chon loc gy gian co tran phé qudn ma khong anh hudng dén suf bai tiét dich nhdy phé
quén, dén cac chiic nang khac ctia co thé, ddc biét la chic ndng cla tim, mach, mat va 6ng tiéu héa.
Salbutamol:
Salbutamol ¢6 téc dung chon loc kich thich céc thu thé beta2 (co & ca tron phé quan, co ti cung, co tron
mach mau) va it tac dung t6i cc thu thé beta1 trén co tim nén ¢6 tac dung lam gian phé quan, giam con co
tlf cung va it tac dung trén tim.
Zencombi cho tac dung dong thai cdia 2 thanh phan ipratropium bromid va salbutamol, téc dung Ién ca thy
thé muscarinic va beta 2 adrenergic & phéi gay gian phé quan vuot trdi so véi dung cac thudc don 1é va
khong lam tang téc dung khdng mong mudn cla céc thudc nay.
Dac tinh dugc dong hoc
Salbutamol:
Téc dung gian phé quan xudt hién sau 2 - 3 pht sau khi hit khi dung, t6i da tir 5 dén 15 phiit va kéo dai 3 -
4 gig. Nong do thudc trong huyét tuong thap, dat téi da trong vong 2 - 4 gid. Khodng 72% lugng thudc hit
vao dao thai qua nudc tiéu trong vong 24 gid; trong do 28% khong bién ddi va 44% da chuyén hoa. Nira doi
thai trir ctia thudc 1a 3,8 gid. Do ndng d thudc trong huyét tueng thap nén dang khi dung it gy tac dung
phu han dang vién hoac tiém.
Do d6, dang khi dung c6 thé dung dugc & ngudi bénh cutng giap, loan nhip tim, réi loan tudn hoan mach
vanh, ting huyét &p, dai thédo dutng, ngudi bénh dang duing thudc tic ché enzym monoamin oxydase.
Ipratropium bromid:
Téc dung gian phé quan xudt hién khodng 3 phat sau khi phun, hit thudc va kéo dai tir 4 dén 6 gic. Miic do
gian phé quan khong phu thudc vao ndng do ipratropium bromid trong huyét tuong. Tac dung |én bai tiét
dich mi xudt hién 5 phit sau khi duing thudc dat muic t6i da trong vong 1 dén 4 gid va kéo dai tdi 8 gio.
Thudc hdp thu kém & 6ng tiéu hda; khdng di qua hang rao mau - ndo. Néu udng hodc diing thudc ngoai
dutg tiéu hoa thi chi ¢6 15 - 30% liéu dung dugc hap thu. Lugng thudc dugc hdp thu & cac phé quén la rat
nho.
Thai gian ban thai khoang 3,5 gid.. Thudc chd yéu dao thai qua nudc tiéu.
Quy cach déng goi:
Hop 1019x2,5ml.
Bao quén: Trong bao bi kin, tranh am, trédnh anh sang, nhiét d6 dudi 30°C.
Han diing:
36 thang ké tir ngay san xudt.
30 ngay ké tir khi m tdi nhom.
Tiéu chuan chat lugng: Tiéu chudn co's6.

Nha sén xudt

. cPClHN
Cong ty cd phan Dugc pham CPC1 Ha N&i
Cym cong nghiép Ha Binh Phuang, xa Van Binh, huyén Thutng Tin, Thanh phé Ha Noi.
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Kich thuéc 95 x 310 mm
Thay déi nha in




