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GMP-WHO HUONG DAN SU DUNG THUOC

SIRO TINFOHEXIN

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Pé xa thm tay tré em
Poc ky hwéng din sir dung trwge khi ding

THANH PHAN CONG THUC THUOC:

Thanh phin hoat ch at: Bromhexine hydrochloride...........cccoeriemrcnsecuennanns 0,08% (kl/tt)
Thanh phin td diege: Sodium benzoate, Glycerin, Sorbitol solution 70%, Sucralose,
Disodium edetate, Xanthan gum, Aspartame, Tartaric acid, Polyoxyl 40 hydrogenated
castor oil, Vanilla flavour, Ponceau 4R, Nudce tinh 01 . (11

DANG BAO CHE: Siro
M6 ta dang bao ché: Dung dich trong subt, mau d6 hong, vi ngot, huong vani.
o CHI PINH
Lam lodng dom trong céc bénh phé quan phéi cdp va man tinh c6 kém theo sy tiét chét
nhdy bat thudong va sy van chuyén chat nhay bi suy yéu.
CACH DUNG, LIEU DUNG
Cach dung
Siro Tinfohexin ding dudng ubng.

Liéu ding
- Ngudi 16n va tré trén 12 tudi: 10 ml (8 mg) 3 1an mi ngay.
- Tré trén 6 dén 12 tudi: 5 ml (4 mg) 3 1an mdi ngay.
- Tré trén 2 dén 6 tudi: 2,5 ml (2 mg) 3 1dn mdi ngay.
- Tré duéi 2 tudi: 1,25 ml (1 mg) 3 1in mdi ngay.
Cn thong bao trude cho bénh nhan vé kha niing gia ting luong chit tiét.
Cée dong lidu bao gdm trong san phim c6 vach chia liéu phi hop.
. Téng liéu hang ngay duoc kh uyén cdo
- Ngudi 16n va tré trén 12 tudi: dén 24 mg/ngay.
- Tré trén 6 dén 12 tudi: 12 mg/ngay.
- Tré trén 2 dén 6 tudi: 8 mg/ngay.
- Tré duéi 2 tudi: 4 mg/ngay
Liéu t8i da hang ngay dwge khuyén cdo
C6 thé cin sir dung liéu ti da hang ngay khi bt ddu diéu trj nhung khong nén vuot
qué hai l4n liéu hang ngay khuyén céo cho ngudi l6n va tré em.
Thoi gian diéu tri
Trong chi dinh cho bénh hé hip cdp tinh, nén héi ¥ kién bac s§ néu triéu ching khéng
cai thién sau 4-5 ngay hodc x4u di trong thoi gian didu tri.
Thoi gian didu trj bing siro Tinfohexin khong qua 8-10 ngdy ma khong héi y kién bac s§.
Théng tin thém cho ddi twong bénh nhin dgc bigt
Siro khong chira dudng do d6 phu hgp cho bénh nhén dai thio dudng va tré nho.
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CHONG CHI PINH

Qué man véi bromhexine hodc céc thanh phin khéc cia thude.

Bénh nhin mic bénh 1y di truyén hiém gip ma cé thé khoéng tuong thich véi td dugc
nao cua thudce.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Cé rét it bao cdo tén thuong da nghiém trong nhur héi chirg Stevens-Johnson va hoai tir
biéu bi nhiém doc (toxic epidermal necrolysis - TEN) tam thdi lién quan dén viée sir
dung thude long dom nhu bromhexine. Hau hét céc truong hop duge Iy giai 1a do bénh
Iy ma bénh nhan dang méc phai vi/hoic thude dung ciing. Hon nita trong giai doan sém
cua hdi chimg Stevens-Johnson hodc TEN, trudce tién bénh nhéan cé tri¢u chimg gidng
ctim khéng déc hiéu nhu sét, dau nhirc ngudi, viém miii, ho va dau hong. Do bi nhim
1an béi céc triéu ching gidng ctiim khéng dic hiéu ndy ma ngudi ta 6 thé bat diu didu
trj triéu chimg bang thudc ho va cam. Do d6, néu xuét hién mot vai tdn thuong méi trén
~ da hofc niém mac thi nén di kham béc s ngay va ngimg diéu trj bé:ng bromhexine.
Khong nén st dung thudc & nhitng bénh nhin mac bénh di truyén hiém gip bat dung
nap véi fructose. Thude c6 thé c6 tac dong nhudn trang nhe.
Nén théan trong khi sir dung ddng thoi Siro Tinfohexin va céc thube e ché ho dé tranh
tich tu cac chét tiét do s suy giam phan xa ho va két hgp nay chi nén sir dung sau khi
danh gia loi ich - nguy co.
Str dung thén trong & nhirng bénh nhan loét da day.
Sir dung than trong & nhiing bénh nhan hen vi bromhexine c6 thé gay co thit phé quin &
nhitng mot s& ngudi man cam. Phai hét sirc than trong khi st dung Siro Tinfohexin &
nhitng bénh nhan suy thén hozc suy gan ning. O nhitng bénh nhin suy thén nang, tich liy
cac chat chuyén hoa ctia bromhexine hinh thanh tai gan c6 thé xay ra. Sir dung than trong
& bénh nhén 1 ngudi cao tudi, suy nhugce hojic qua yéu ma khong c6 kha nang khac dom.

T4 dwoc trong thude

™ Thubc nay ¢6 chira 18 g sorbitol, twong duong véi 300 mg/ml, cho tdng lidu téi da dé
nghi mdi ngdy. Sorbitol c¢é thé gdy nhimng triéu chimg tiéu héa khoé chiu va cho tac
dung nhuin trudng nhe.
Thubc nay c6 chira 144 mg Sodium benzoate, twong duong véi 2,4 mg/ml, cho téng
lidu t6i da d€ nghi mdi ngay. Sodium benzoate ¢6 thé lam ting nguy co vang da, vang
mit & tré so sinh (4 tun tudi tre xudng).
Thudc nay 6 chira 125 mg Aspartame, twong duong véi 2,08 mg/ml, cho tong lidu téi
da dé nghi mdi ngay. Aspartame 1a ngudn dinh dudng giau phenylalanine. Chét nay ¢6
thé ¢6 hai néu bénh nhan mic chimg phenylceton niéu, mot rdi loan di truyén hiém
gdp gdy tich lily phenylalanine do co thé khong thé dio thai né nhu binh thudng. Chua
c6 bing chiing phi 1am sang hay 1am sang dé danh gid vigc sir dung aspartame cho tré
duéi 12 tuin tudi.
Thubc nay c6 chira Polyoxyl 40 hydrogenated castor oil, ¢6 thé gy rdi loan tiéu hoéa
nhe va tiéu chay.
Thudc nay c6 chira Ponceau 4R, c6 thé gdy céc phan tng di ing.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Dir liéu str dung bromhexine cho phu nit mang thai con giGi han.

Nhiing nghién citu trén dong vét khong cho thdy tac dung gy hai truc tiép hodc gian
tiép lién quan dén doc tinh sinh san.

Nén thén trong bing céch tranh sir dung Siro Tinfohexin trong thoi ki mang thai.

Thoi ky cho con bii

Chura rd liéu bromhexine/cac chit chuyén hoa c6 duoc tiét vao sita ngudi me hay khong.
Dit liéu c6 san vé dugc luc hoc/doc tinh trén dong vat cho thdy c6 sy bai tiét cua
bromhexine/cdc chét chuyén hoa vao sita con me. Khong thé loai trir nguy co ddi véi
tré bu me. Khong nén dung Siro Tinfohexin trong thoi gian cho con bi.

Kha niing sinh sin

Chua ti¢n hanh nghién cfru anh hudng cia bromhexine dén kha ning sinh san & ngudi.
Dua trén kinh nghiém tién ldm sang, khong c6 d4u hiéu cho thiy bromhexine c6 thé
tac dong dén kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC
Chua c6 biing chimg vé dnh huéng ctia thudc 1én kha niing 14i xe, vin hanh may moéc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Chua thdy c6 bao cdo vé tuong tic bt lgi véi céc thude khac v& mat 1am sang.

Nén than trong khi sir dung ddng thoi Siro Tinfohexin va céc thube e ché ho dé tranh
tich tu cdc chit tiét do sy suy giam phén xa ho va két hop nay chi nén st dung sau khi
danh gid loi ich - nguy co.

Tréanh sir dung bromhexine véi céic thude lam giam tiét dich nhu cac thudc kiéu atropin.
Sir dung phéi hgp bromhexine v6i céc khéng sinh lam tang nong do khang sinh vao
mé phdi va phé quén, do véy, thube dugc sir dung két hgp véi khang sinh trong diéu tri
nhiém khuén dudng ho hip.

Twong ky ciia thube
Do khong c6 cdc nghién ctru vé tinh tuong ky ctia thube, khong tron 1dn thude nay véi
cdc thude khéc.

TAC DUNG KHONG MONG MUON

Tén sudt xuat hién cic tic dung khéng mong mudn nhu sau:
- It gdp: 1/1.000 < ADR < 1/100

- Hiém giip: 1/10.000< ADR < 1/1.000

- Khong rd
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Hé co quan Tj’f lé | Tac dgngkl_x,ﬁilg mong mudn
X T ‘ Buon noén, non, tiéu chay va dau
R6i loan da day rudt It gdip bung trén

Réi loan hé ho hdp, ngye va trung théit | Khong rd | Co thit phé quan.

Hiém gip | Qua man

Réi loan hé mién dich - ———————— .
Khong rd | Soc phan vé, phan irng phan v¢

Hiém gip | Phat ban

R6i loan da va mo dudi da

Khéng r6 | Phii mach, may day, ngira

Théong bio cho bac s§ hodc duge sy biét tac dung khéng mong mudn giip phai khi

diing thube

Huéng din cach xir tri ADR

Khi gap tac dung khéng mong mubn ciia thuéc, can ngung si dung va thong bdo cho
. bdc st hodc dén co s6'y 1é gc:“?n nhdt dé dwoc xir tri kip thoi.

QUA LIEU VA XU TRIi

Qui lidu

Cho dén nay chua ghi nhén cdc triéu chitng ddc higu do qua liéu & ngudi.

Dua trén cdc bao cao vé qua lidu mét céch tinh c& va/hodc diing thubc sai, céc triéu

chirmg quan sat thdy phi hgp véi céc tic dung khong mong muén di biét cia Siro

Tinfohexin tai lidu khuyén cdo va ¢6 thé cin didu tri triéu chimg.

o

T
—

Xir tri
Tich cuc theo dai dé co bién phép xur tri kip thoi.

QUY CACH PONG GOI: Hop 1 lo thiy tinh mau ndu x 60 ml, kém céc dong phin
lidu va t& huéng din sir dung thude.

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

. Bio quan: Noi kho, nhiét do dudi 30°C.
Han ding: 36 thing ké tir ngay san xuit.
Han dimng sau mé nip: 28 ngiy sau khi mé nép, bdo quan & noi khd, nhiét d¢ dudi 30°C.
Tiéu chuin chit lirgng: TCCS
Co s& sin xudt: CONG TY CO PHAN NGHIEN CUU VA SAN XUAT DUQC
PHAM MERACINE
Pia chi: Puong YP6, Khu cong nghiép Yén Phong, X& Pong Phong, Huyén Yén
Phong, Tinh Béc Ninh, Viét Nam
Co s phan phdi: CONG TY CO PHAN DUGQC PHAM TIN PHONG
Dia chi: L6 B8-B10/D6, Khu da thi Ciu Gidy, phuong Dich Vong, Quén Ciu Gidy,
Thanh phé Ha Nbi, Viét Nam
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