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ACTUAL SIZE

FRONT

¥ Ipratropium Bromide
§ | Respirator Solution 2 mi

¥ Sterile AMarck o

" 25 mm i

ENLARGE 200%

FRONT = BACK

. . " BatchNo Ipratropium Bromide Resplrator
Ipratropium Bromide X Solution 2 ml
I i Each 2 ml contains:
Resplrator SO|UtIOI1 2 ml g Ipratropium Bromllde USP eq. to
I Mfg. Date: dd/mm/yy l(pArr?i't];D rgJS;)Broque 500 meg
g | In Isotonic solutlonQS

Mfg. Lic. No.: G/25/1772

Ste ri Ie ’ﬂ% M O rc |< Exp. Date: dd/mm/yy Nh:lt‘:;i:d;;?sg;nces Ltd.

878, N.H. No 8. Har'yala, Kheds - 387411, Gujaret, INDIA.
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Ry~ Thuéc ké don
IPRATROPIUM BROMIDE
(Dung dich khi dung Ipratropium Bromid)

THANH PHAN:

MGi 6ng 2 ml chira

Hoat chét: Ipratropium bromid USP tuong dwong ipratropium bromid (khan) 500 meg
Ta duge: Natri clorid, Natri Hydroxid, Acid Hydroclorid, Nudc pha tiém

DUQC LUC HQC

Ipratropium bromid 1 mubi amoni bac bén cua isopropyl atropin ¢6 tac dung khang cholinergic. Cac
nghién ciru tién 1am sang cho thdy ipratropium bromid déi khang twong tranh véi acetylcholin ~1a chét
trung gian hoa hoc cuia hé dbi giao cam c6 tac dung ngin chin sy gia ting néng d6 cia GMP vong
(Guanosin monophosphat vong) va chinh su gia ting ndng dd6 GMP vong nay sé& dan dén sur tuong tac
cia acetylcholin va thu thé muscarinic 1am co that co tron phé quan.

DUQC PONG HOC gn/

Téc dung gisn phé quan cua ipratropium bromid sau khi hit chi c6 tac dung tai chd, khong c6 tac dung
toan than. Sau khi xong liéu 2 mg, khoang 7% lidu ding dwgc hip thu vao hé tudn hoan hodc la tir bé
mit cua phdi hodc la tir dudng tiéu hoéa.

Thoi gian ban thai 1a khoang 2 gi¢r sau khi hit hay tiém tinh mach. Ipratropium bromid gan két 16i thiéu
(0-9% in vitro) véi albumin huyét twong va acid a-1 glycoprotein. Thudc duge chuyén héa 1 phan
thanh cac san pham thity phén ester khong cé hoat tinh

Cac nghién ctru phéng xa trén chudt cdng cho thdy ring ipratropium bromid khéng di qua hang rao
mau ndo. Hién van chua c6 nghién ctru ciia thude nay trén bénh nhan suy gan va suy than, nén néu sir
dung & nhiig bénh nhan nay can phai than trong

Trong céc nghién ctru ¢ kiém sodt 12 tudn & nhimg bénh nhén co thit phé quan lién quan dén bénh
phdi tic nghén man tinh (viém phé quan man tinh va khi phé thing), chtrc ning phdi da duge cai thién
dang ké (FEV1 tang >15% ) trong vong 15 dén 30 phut, dat dinh trong vong 1-2 gid, va kéo dai trong
khoang thoi gian tir 4-5 gity & da s6 cac bénh nhén, khoang 25 — 38% bénh nhan c6 FEV1 tang > 15%
trong it nhét 7-8 gid.

FEVI: Forced Expiratory Volume in the I*' second: Thé tich khi thé ra cé trong 1 gidy dau tién

Hiéu qua lién tyc ciia ipratropium bromid da dwoc chimg minh trong sudt thoi gian 12 tudn. Ngoai ra,
dung tich sbng géng sirc (FVC) ciing d duge chimg minh 1 tang dang ké

FVC: Forced Vital Capacity
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CHi PINH

La thubc gian phé quan chi dinh trong diéu tri duy tri chimg co thét phé quan nhu hen phé quan, bénh
phdi thc nghén man tinh (COPD) (ké ca viém phé quan man c6 tic nghén va khi phé thiing). Thubc
duge dung 1 minh hay ding chung vé6i cac thubc gidn phé quan khac, dic biét la kich thich B,
adrenergic

LIEU DUNG VA CACH DUNG

Lidu dung thong thudong ca dung dich khi dung ipratropium bromid cho 1 1an 1a 500 mcg (1 6ng 2
ml), ding tir 3 — 4 14n bang méay xong khi dung hit qua dudong miéng, mdi 1an cach nhau 6 — 8 gio
Thube ¢6 thé duoc tron chung trong may x6ng khi dung véi albuterol hodc metaproterenol néu dugc str
dung trong vong mot gio. Do on dinh va an toan cua thude khi trén chung véi cac thubc khac trong
may khi dung hién vAn chua duoc thiét 1ap.

CHONG CHI PINH

Trong céc truomg hop da biét hodc nghi ngd qua mén véi ipratropium bromid, atropin va cc dan xudt

cuia atropin ?)/
THAN TRONG VA CANH BAO '

Hién vAn chua ¢6 nghién ctru diy di vé viéc dung ipratropium bromid nhu 1a mét téc nhan duy nhat dé
lam giam con co thit phé quan trong dot cAp COPD. Thude c6 tac dong khai phat nhanh, nén thich hop
dé diéu tri khoi dau trong nhimg trudng hop nay. Dung két hop ipratropium bromid va cac chat chu
van B adrenergic khong dugc ching minh 13 ¢ hiéu qua hon so véi khi dung 1 minh ipratropium
bromid trong con co thit phé quan c6 hdi phuc két hop véi dot cap cia COPD

Cé thé xay ra phan mg qua man tire thi sau khi ding thube, céc truong hop hiém nhu may day, phu
mach, phat ban, co thit phé quan va phii né hau hong. Nén dung thudc than trong & nhitng bénh nhéan
ting nhan ap goc hep, phi dai tuyén tién liét hozc tic nghén cb bang quang.

Bénh nhan tam thdi ¢6 thé bi giam tam nhin, lam x4u di tinh trang ting nhan ap goc hep, dau mat néu
thude tiép xtic truc tiép voi mit

May xéng khi dung véi dng ngdm duong miéng thuong duge sir dung hon la may x6ng khi dung véi
mdt na vi c6 thé lam giam thiéu dung dich khi dung ipratropium bromid roi vao mat. C6 thé tron chung
ipratropium bromid v&i albuterol hogc metaproterenol trong ciing mot may xong khi dung dé duing cho
bénh nhén néu sir dung trong vong mét gio.

D6 6n dinh va tinh an toan cua ipratropium bromid khi tron chung véi cac thube khac trong cling mét
may x6ng khi dung hién van chua dwoc thiét l4p. Can phai nhic nhd bénh nhén rang ipratropium
bromid nén dugc sir dung kién dinh trong sudt qua trinh diéu tri.



SU DUNG O CAC POI TUQNG PAC BIET
o Phu nit co thai

Tac dung gay quadi thai

Cac nghién ciru sinh san khi dung ipratropium bromid duong uéng trén chudt nhit, chudt cong va tho &
liéu 10, 100, va 125 mg/kg, va nghién ctru sinh san khi ding ipratropium bromid duong hit trén chuét
cong va tho o liéu 1.5 va 1.8 mg/kg (gap khoang 38 — 45 lan liéu khuyén cdo dung hang ngay cho
ngudi), da chimg minh khong c6 bing chimg vé tac dung gay quéi thai. Tuy nhién, cac nghién ciru ddy
du hodc duge kiém soat tét hién van chua duoc thue hién & phu nit mang thai. Vi cac nghién ctru dong
vat khong phai ludn ludn tién doan dwoc phan img trén con ngudi, do do chi sir dung thude nay & phu
nit mang thai khi that can thiét. ;
e Phu nit cho con bi

Nguoi ta khong biét liéu ipratropium bromid cé bai tiét vao sita me hay khong. Ipratropium bromid
thudc nhom c6 bai tiét vao sira me, do do nén than trong dung thude nay cho phu nir cho con bu

o Tréem
Tinh an toan va hi¢u qua ¢ tré em dudi 12 tudi chua duoge xac dinh 95%

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Hién van chua co nghién ciru nao vé tac dong cua thudc 1én kha nang l4i xe va vén hanh may méc. Tuy
nhién, bénh nhan phai duoc thdng béo rang ho c6 thé gap cac tac dung khong mong mudn nhu chéng
mat, roi loan didu tiét, gian ddng tir vi md mét trong khi diéu tri véi ipratropium bromid. Vi vy, can
than trong khi lai xe hay van hanh may moc néu bénh nhan gap cac tac dung phu noi trén

TAC DUNG KHONG MONG MUON

Nhitng tac dung khong mong mudn chiém du6i 3% trén téng sé bénh nhan dugc diéu tri bang
ipratropium bromid, bao gdm nhip tim nhanh, danh tréng nguc, dau mat, bi tiéu, nhiém tring duong
tiét niéu va ndi mé day. Cac truong hop dau mét cdp hay 1am x4u thém tinh trang tang nhan ap goc hep
cling da dugc bao céo.

Nhing tac dung khong mong mudn trén duong hd hip dudi (viém phé quan, kho thé va co that phé
quan) la thuomg hay gip nhit, c6 thé budc phai ngumng dung thudc trong cac thir nghiém kéo dai 12
tuan.

Nhire dau, khé miéng va lam trAm trong thém cac triéu chimg ciia COPD la thudng gap nhit khi tong
liéu hang ngay cua ipratropium bromid > 2000 meg. Phan tmg kiéu di ing nhu da phat ban, phit mach
ctia ludi, moi, mat, ndi mé day, co that thanh quan va phan img phan vé da duge bao céo.

Théng bio cho bic si nhirng tic dung khong mong mudn gip phai khi diang thuée
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TUONG TAC THUOC

Ipratropium bromid d4 dugc chimg minh 1a mot thude gidn phé quan an toan va hiéu qua khi sir dung
két hop véi thude gidn phé quan [ adrenergic.

Ipratropium bromid ciing dugc sir dung véi céc loai thudc khac dé diéu tri bénh phdi, bao gom ca
methylxanthin va cortioid, ma khong cé twong tac c6 hai nao ctia thude

QUA LIEU
Qué liéu cdp tinh khi dung ipratropium bromid la khong chéc chan vi chat nay di khi dung duong
udng hay duong hit qua miéng déu khong c6 tac dung toan than

BAO QUAN: Noi khd mat, dugi 30°C, tranh anh séng
TRINH BAY: Hop 30 dng + 1 t& hwéng dan sir dung qi'
HAN DUNG: 24 thang ké tir ngay san xuat.

Khong sir dung thude qua han dang in trén nhan hop

Poc ki huwéng dan sir dung truée khi ding
Néu cin thém thong tin xin hoi y kién bac st

Dé xa tim tay tré em

San xuét béi:
MARCK BIOSCIENCES LTD
876, NH no.8, Vill. Hariyala, Tal. Matar, Dist. Kheda - 387411, Gujarat, An Do.
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