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N6i dung hwéng din sir dung thudc tham khao




THANH PHAN:

M&i vien nén chira:
Bromhexine Hydrachloride .
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CHI DNH, LIEU DUNG, CACH DUNG,
CHONG CHI DINH VA CAC THONG TIN KHAC:
em trong to hudng dan st dung thude kém theo.

.............. 8mg
Vira du 1 vién

GMP - WHO

Vién neén

Bromhexine Hydrochloride 8mg
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GMP - WHO

Vién nén

TINFOHEXIN

Bromhexine Hydrochloride 8mg

THUSC LONG BDOSM
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BAO QUAN: Noi kho, nhigt do dirgi 30°C,
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Hop 3 vi x 10 vién nén

Lo SX
NSX:
HSD:

]

Hop 3 vi x 10 vién nén
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GMP-WHO Huong dan str dung thude

TINFOHEXIN

CAC DAUHIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tim tay tré em
Doc kj huong dan siv dung trude khi diung
THANH PHAN CONG THUC THUOC: Mbi vién nén chira:
Thanh phin hoat chit: Bromhexine EhydeochIotide. cummsinisomsmsisii 8 mg
Thanh phién td duoc:
Corn starch, Lactose monohydrate, Povidone K30, Magnesium stearate......vira dt 1 vién

DANG BAO CHE: Vién nén

MG ti dang bao ché: Vién nén mau tring dén tring nga, hinh tru tron, thanh va canh
vién lanh 13n, khéng sirt mé.

CHI PINH

Lam loang dom trong cac bénh phé quan phéi cip va man tinh c6 kém theo sy tiét chit
nhdy bét thudong va sy van chuyén chit nhiy bj suy yéu.

CACH DUNG, LIEU DUNG
Cach dung
Tinfohexin ding dudng ubng.

Liéu diing

Nguoi 16n va tré trén 12 tudi: 8 mg (1 v1en) 3 lin mdi ngay.

Khi bét dau didu trj 6 thé cin phai tang tdng lidu méi ngay dén 48 mg & ngudi 1on.
Cén thong béo trude cho bénh nhan vé kha nang gia ting bai tiét chat nhay.

Trong chi dinh cho bf;nh ho hép cép tinh, cin héi ¥ kién béc s§ néu céc tricu chung
khong cai thién hojic x4u di trong thoi gian didu tri.

Tinfohexin bao ché dang vién nén, do vay khong khuyén céo dung cho tré dudi 12
tudi. Bromhexine dang siro phit hop hon véi lita tudi nay.

CHONG CHIi PINH

Qué mén véi bromhexine hojic céc thanh phan khac ciia thudc.

Bénh nhan méc bénh 1y di truyén hiém gdp ma c6 thé khong dung nap véi t4 duoce ndo
ciia thude (xin tham khao "Canh bao v than trong khi dung thudc")

CANH BAO VA THAN TRQNG KHI DUNG THUOC

Nén than trong khi sir dung Tinfohexin & nhitng bénh nhan mic bénh gan néng, suy thdn
ning, bénh nhan loét da day.

Bénh nhén nén dugc théng bao vé sy gia ting lwong chét nhay tiét ra.

Cén chu y t6i nhimng con ho ¢6 ddm (co ché bao vé phé quan phdi).

Céc trudng hop phan ing da nghiém trong nhu ban d6 da dang, hoai tir biéu bi nhidm
doc (TEN), héi chirng Stevens-Johnson (SJS)/Lyell va héi chirng ngoai ban mun mu




toan than cép tinh (AGEP) da duoc béo céo lién quan dén viée sir dung bromhexine.
Hau hét, nhimg triéu chimg ndy c6 thé dugc giai thich bang bénh méc kém ciia bénh
nhén va/hoic thude ding dong thdi. Ngoai ra, trong giai doan d4u cia hoi chimg
Stevens-Johnson hoic TEN, trudc tién, bénh nhén c6 thé gip cac triéu ching giong
ciim khong dédc hiéu nhu sot, dau nhirc co thé, viém miii, ho va dau hong, va co thé
viée didu trj s& dugc bét diu bing thude ho va cam lanh. Néu c6 déu hiéu hodc trigu
ching cua phat ban tién trién (d6i khi kém theo mun nuéc hodic tdn thwong niém mac),
nén ngung diéu tri bing bromhexine ngay lap tirc va nén tham khao y kién béc si.
Khong phéi hop thude tiéu nhdy v6i thube giam ho va/hodc vai chét 1am kho dich tiét.
Bromhexine két tia trong dung dich c6 do pH lén hon 6. Khéng nén hoa tan vién
thubc nay.

Suy gan
Tinfohexin nén dugc sir dung thin trong & nhirng bénh nhan méc bénh gan ning.

Suy thin
Tinfohexin nén dugc sir dung thin trong ¢ nhitng bénh nhan suy thén néng.

Nguwdi cao tudi
Khéng c6é dir liéu duge dong hoc & ngudi cao tudi hodic & bénh nhan suy than hoiic gan.

Ta dlrQ'c trong thudc

Thube nay cé chia lactose. Bénh nhén bi rdi loan di truyén hiém gap nhur khong dung
nap galactose, thiéu hut lactase hoan toan hodc kém hép thu glucose-galactose khong
nén ding thudc nay.

ST’ DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Thoi ky mang thai

Dit liéu sir dung bromhexine cho phu nir mang thai con gigi han.

Nhimg nghién ctru trén dong vét khong cho thdy tac dung gy hai truc tiép hoiic gidn
tiép lién quan dén doc tinh sinh san.

Nén than trong biing céch tranh sir dung Tinfohexin trong thoi ky mang thai.

Thoi ky cho con bi

Chura 10 liéu bromhexmefcac chat chuyén héa c6 dugc tiét vao sira ngudi me hay khfmg
Dit liéu c6 san vé duge luc hoc/ddc tinh trén dong vat cho thdy c6 sy bai tiét cla
bromhexine/céc chét chuyén héa vao sita non me. Khong thé loai trir nguy co ddi vai
tré ba me. Khong nén ding Tinfohexin trong thoi gian cho con bu.

Kha nang sinh séin

Chura tién hanh nghién ctru anh hurdng cia Tinfohexin dén kha nﬁng sinh san ¢ ngudi.
Dua trén kinh nghiém tién 1am sang, khong cé déu hiéu cho thiy bromhexine c6 thé
tac dong dén kha ning sinh san.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC
Chura c6 biing chirng vé anh huong ciia thuée 1én kha nang 14i xe, van hanh mdy méc.



TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thude
Chua thdy c6 béo céo vé tuong tac bét 1gi véi cac thude khac vé mit 14m sang.

Twong ky ciia thudc
Do khong c6 céc nghién ciru vé tinh twong ky cta thude, khong tron lan thube nay veéi
cac thuoc khac.

TAC DUNG KHONG MONG MUON
R6i loan hé hé hip, 1dng ngue va trung thit
Nguy co ting tic nghén phé quan & mét sd bénh nhan khong thé khac dom hiéu qua.

Ro6i loan hé thng mién dich

Hiém giip: phan tmg qua mén

Chura rd: phan g phén vé, bao gdm sdc phan vé, co thit phé quan, phu mach va nga.
Réi loan da va md duwéi da

Hiém giip: phat ban, ndi mé day

Chua ro: phan ng da nghiém (trong (bao gdm ban do da dang, hoi ching Stevens-
Johnson/Lyell va hoi chitng ngoai ban mun mi toan than cip tinh).

R6i loan tiéu hoa N
Budn ndn, nén, tiéu chay va dau bung trén bao gf’im dau da day. '
Théng bio ngay cho bac si hoiac dwge sy nhilng phin rng c6 hai giip phai khi si |
dung thude 4 E
Hwéng din cich xir tri ADR 4
4

Khi giip tdc dung khéng mong muén cia thuéce, can ngung st dung va théng bdo cho
bdc st hodc dén co s6'y té gan nhat d@é dwoc xir tri kip thoi.

QUA LIEU VA XU TRi

Qui lidu

Cho dén nay chwra ghi nhan cac triéu chimg dic hiéu do qua lidu & nguoi.

Duya trén cdc bao cdo vé qua lifu mdt cach tinh c& vahodc ding thude sai, céc triu
chimg quan sit thdy phit hop v6i céc tic dung khong mong mudn da biét cia
Tinfohexin tai liéu khuyén céo va c6 thé cén diéu tri triéu chimg.

Xir tri

Tich cuc theo di dé c6 bién phap xir tri kip thoi.

QUY CACH PONG GOI: Hop 3 vi x 10 vién nén, vién duoc déng trong vi Nhom —
PVC, kém theo t& huéng din sir dung thude.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG

Bao qudn: Noi kho, nhiét d§ dudi 30°C

Han diing: 36 thang ké tir ngay san xuét.

Tiéu chudn chit liwong: TCCS




TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co s¢ san xuidt: CONG TY CO PHAN NGHIEN CUU VA SAN XUAT DUQC
PHAM MERACINE

Dia chi: Puong YP6, Khu cong nghiép Yén Phong, Xa Pong Phong, Huyén Yén
Phong, Tinh Bic Ninh, Viét Nam.

Co sé phin phéi: CONG TY CO PHAN DUQC PHAM TiN PHONG

Pia chi: Lo B8-B10/D6, Khu d6 thi CAu Gidy, phudng Dich Vong, Quén Cau Gidy,
Thanh phé Ha Ngi, Viét Nam




