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TEZABROM

Brombhexine hydrochloride 0,2 (kl/tt)
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Oral solution

TEZABROM

Bromhexine hydrochloride 0.2% (w/v)

Manufacturer:
SOHAVIMEX PHARMACEUTICAL JOINT STOCK COMPANY
*  Road N1 - Yen My  ncustial Zone, Yen My town, Yen My dstrc,

Doc ki hudéng dan sir

dung trude khi ding
Dé xa tdm tay tré em
Khong dugce tiém

SPK:

618 SX

NSX: dd.mm.yy
HD: dd.mm.yy
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Dung dich udng Oral solution
Thanh phin:
Boe ki hudmg diin sit dyng
TEZABROM Chi dinh, céoh ding, chéng TEZABROM trubo khi dimg
Bromhexine hydrochloride 31 Giak v £ thiing tins khf: Bromhexine hydrochloride Pé xa tim tay tré em
0,2% (kl/tt) Xem trong ti hutdmg diin sir 0.2% (whv) Khéng duge tiém
dyng kém theo
Piéu kign bao quan: G
G - Trudc va sau khi mé ndp: Trong bao _ - SBK:
. . SOMAVIMEX 5516 5X
SOHAVIMEX bi kin, noi kho réo, trinh dnh séng, | Mawfacurer NSX: dd.mmyy
Cosirsinudt: hiét 4§ dusi 30°C SOHA VIMEX PHARMACEUTICAL HD: dd mm.yy
CONGTY COPHAN DUQC PHAMSOHAVIMEX | . JOINT STOCK COMPANY
Suine N - hucing g Yea V3 1, o Yea My  Ti€u chudin chit luomg: TCCS Roat N1 - Yen My { sl Ze, Yen My own,
huyén Yen M3, tioh Himg Yén, Viét Nan Yen My disiriet, Hung Yen province, Yietnam,
Dung dich uf e
ung udng
TEZABROM
Thanh phéin: Bromhexine hydrochloride 0,2% (kl/t) N 5,

Chi dinh, cfich diing, chong chi djnh va cic théng tin khac:
Xem trong tir hudmg diin sir dung kém theo
Béo quan: Trude vi sau khi ma niip: Trong bao bi kin,
|noi , tréinh énh sdng, nhiét d) dudi 30°C.
Tiéu chuén chit Iugng: TCCS
Quy cich: Lo 60 ml
Poc kT huén sir dyng trude khi ding
Beg xf]tkm tay Iré em
Khng duge tiém

SBK: =

S8 16 SX

NSX: dd.mmyy

HD: dd.mm.yy

Cosd sin vulf:
CONGTY CO PHAN DUTIC PHAM SOHA VIMEX

Dusimg N1 - Kb cing nghitp Yin M 11, b trin Yém M, huyn Yim M,
SOHAVIMEX tish Humg Yen, Viit Nam
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Dung djch ubng Oral solution
Thanh phén:
Bromhexine hydrochloride 0,2% (klitt)
Boc ki huéng din sit dyng
T EZABR“M Chi dinh, c4ch diing, chéng T EZA]‘I“’DI truGe khi ding
Bromhexine hydrochloride by e fidwg o hiks Bromhexine hydrochloride Dé xa thm tay tré em
0,2% (kUtt) Xem trong t& huéng din sir 0.2% (wiv) Khéng dugc tiém
dung kém theo
Pidu kién bio quan:
G [ | —. | =
: ; SOHAVIMEX S616 5X
SOHAVIMEX bi kin, noi kho rdo, trénh dnh séng,  |\aufetirer NSX: dd.mm.yy
Cososin it nhigt 49 duéi 30°C SOHA VIMEX PHARMACEUTICAL HD: dd.mm.yy
CONGTY COPHAN DUC PHAM SOHA VIMEX | Ko i JOINT STOCK COMPANY
Dubng NI - Khu céng nghidp Yén My 1L, itk Yén My, | T1€U chuan chit lwong: TCCS Road N1 - Yen My I Industil Zone, Yen My town,
hwyén Yén M3, tinh Hung Yén, Viét Nam Yen My district, Hung Yen province, Vietnam.
0 dich ué Barcode
ung dich uong
TEZABROM
Thanh phéin: Bromhexine hydrochloride 0,2% (klitt) e ~

G

SOHAVIMEX

Chi djnh, cich ding, chéng chi dinh v céc théng tin khic:
Xem trong t& huéng dén
Bio quéan: Trude va sau khi ma ndp: Trong bao bi kin,
noi kho rdo, tranh 4nh sdng, nhiét d6 duei 30°C.

Tiéu chufin chét lugng: TCCS
Quy céch: Lo 100 ml

Boc kT huéng diin sir dung truée khi ding

xa tAm tay tré em
Khéng dugc tiém

SBK:
S& 165X
NSX: dd.mm.yy
HD: dd.mm.yy

Corsirsén wudl;

CONG TY 00 PHAN DUIC PHAM SOHA VIMEX

Bung N1 - Khu cbog ghiéo Yén M It tln Yén M, buyén Y M,
tinh Humg Yén, Viét Nam

sir dung kém theo
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TEZABROM
Dé xa tam tay tré em
Poc ky hiréng dan sie dung triede khi ding

HAN CONG THUC THUOC

fuoc chadt: Bromhexin hydroclorid 0,2% (kl/tt).

}f diroc: Propylen glycol, glycerol, sucralose, methylparaben, propylparaben, huong
/g

Dung dich udng.
M ta: Dung dich dong nhét, trong sudt, vi ngot, huong cam.

3. CIII PINH

Diéu tri trong bénh phdi phé quan cép tinh va man tinh, bi¢u hién bing cdc tri¢u chimg ho ¢ dom
va kém theo réi loan hinh thanh va bai tiét dich tiét phé quan nhu:

Viém khi phé quan.

Viém phé quan cép.

Dot ¢ip ctia bénh phé quan man tinh.

Gian phé quan.

Céc bénh viém phdi khéc.

4. LIEU DUNG, CACH DUNG

Liéu diing

Ngudi 16n va tré trén 10 tudi: 5 ml x 3 lin mdi ngay.

Tré 5 - 10 tudi: 2,5 ml x 3 1dn mdi ngay.

Bénh nhan suy gan hodc suy thdn ndng dugc khuyén cdo giam licu va kéo dai khoang céch gita
cdc 14n dung thude va theo doi dinh ky céc chire nang gan va than khi didu tri kéo dai.

Cdch ding
Duang dudng udng, sau bira an. Thoi gian diéu tri t6i da 5 ngay, néu céc triéu chang khong cai
thién hodc nang thém sau 4-5 ngay diéu tri bénh nhan cén tham khao y kién cua bac sT.
D& voi cde truomg hop dung licu 2,5ml thi nén sir dung san pham dong goi da lidu, thube dugce
r6t vao cde chia lidu theo ding vach 2.5ml.
D6 voi cde trudong hop ding licu Sml thi ¢o thé sir dung san pham déng goi da licu, thude duge
rot vao cbe chia lidu theo dung vach Sml, hodc co thé st dung san pham déng goi don liéu Ong
Sml.
5. CHHONG CHI DINH

- Qua mén cam v6i hoat chat hogc bt ky thanh phan 14 dugc nao cua thudc.
- Khong sur dung cho tré em dudi 5 tudi.
- Bénh nhan méc bénh phé quan voi sy tich ty dich tiét 16n (nhu hoi ching 16ng mao bat dong).

6. CANII BAO VA TIIAN TRONG KHI DUNG THUOC
Cn phai tim dén sy tu vén y té néu cac trigu chimg bénh dudng hé hép cép tinh khéng cai thién
hodic trdm trong thém.
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Trong khi ding bromhexin cin tranh phéi hop véi thude ho vi ¢6 nguy co & dong dom & dudng
———ho hap

‘ e ﬁgn‘{htxm do tac dung 1am tiéu dich nhdy, nén c6 thé gdy huy hoai hang rdo niém mac da day.
v: Comm\s i dung cho nguoi bénh bi hodc co tin sir loét da day phai rat than trong.
cO PHAGGN 1\1aﬂ trong khi dung cho nguoi bénh hen, vi bromhexin c6 thé gy co thét phé quan & mét s6
DUJC PHf WU &‘E;man cam.
\ SOHA d”‘ tﬁ@}:th thai bromhexin va cédc chit chuyén hoa co thé bi giam & nguoi bénh bi suy gan hodc
\fp MR P/uygl,.htm ning, nén can phai thin trong va theo dai.
“S====(an than trong khi diing bromhexin cho ngudi cao tudi hogc suy nhuge qua yéu; tré em, dic biét

la tré em dudi 2 tudi, vi khéng ¢6 kha nang khac dom ¢6 hiéu qua do do cang ting & dom.

C6 réat it bao cdo ton thuong da nghiém trong nhu hdi ching Stevens-Tohnson (SJS), hoai tur biéu
bi nhi¢m ddc (TEN) va phat ban mun mu toan than cap tinh (AGEP) tam thoi lién quan dén viée
st dung bromhexin. Néu xudt hién d4u hi¢u hogc trigu chimg cua phat ban tién trién (co thé kém
mun nude hodc mang nhay bi tdn thuong), nén nging diéu tri bing bromhexin ngay va hoi y kién
ctia béc si.

Thubc ¢6 chira propylen glycol do dé can than trong khi sir dung san pham cho tré dudi 5 tubi,
bénh nhan mang thai va cho con bu, bénh nhén c6 b¢nh gan hodc than.

Thuédc ¢ chira mét luong nhé cthanol, dugi 100 mg trong mbi liéu.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHIO CON BU

Phu ni¥ co thai

Nhing nghién ctru trén dong vét khong cho thdy tac dung giy hai truc tiép hoic gién tiép lién
quan dén qué trinh mang thai, su phét trién cta thai nhi, qué trinh sinh né hay sy phat trién sau
khi sinh.

Bromhexin di qua nhau thai. Mac du d@ li¢u con chua dﬁy du, nhung chua c6 bang chimg cho
thdy viée sir dung bromhexin trong thoi ky mang thai khong gdy anh huong co hai déi voi thai
nhi. vi vay, khong khuyén cdo ding bromhexin cho ngudi mang thai.

Phu niv cho con bt

Khéng ¢6 du dir licu vé su bai tiét cua bromhexin trong sita me. Nguy co ddi voi dira tré 1a chua
rd. Do dé, khong nén st dung bromhexin khi cho con bu.

Kha nang sinh san

Chura tién hanh nghién ctu anh huong ctia bromhexin dén kha ning sinh san & ngudi.

Dua trén dir lidu tién 14m sang, khong c6 diu hiéu cho théy bromhexin cé thé tac dong dén kha
nang sinh san.

8. ANII HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua cé nghién ciru ndo vé anh huong cua bromhexin déi véi kha nang l4i xe va vin hanh mdy moc.
Chong mat c6 thé xay ra khi sir dung bromhexin do d6 can than trong khi l4i xe va vén hanh may
moc. (Xem phin Téc dyng khang mong muén cia thude).

9. TUONG TAC, TUONG KY CUA THUOC
Khong phéi hop véi thude lam giam tiét dich (giam ca dich tiét khi phé quan) nhu cde thude kicu
atropin (hodc anticholinergic) vi lam gidm tdc dung cua bromhexin.
Khong phdi hop voi cac thude chdng ho.
2/5
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4.

phdi hop bromhexin voi khdng sinh (amoxicilin, cefuroxim, erythromycin, doxycyclin)

<onG _1|_\ 'ndng do khang sinh vao mé phdi va phé quan. Nhu vay, bromhexin ¢6 thé ¢6 téc dung
ﬂé PHPrl-hu idt\thude b tro trong diu tri nhiém khuén ho hép, 1am tang téc dung ctia khang sinh.

\ r\. [_;'f"-"" H‘!?&Qu
= Y

¢6 cdc nghién ciru vé tinh tuong ky cua thude, khéng tron 1an thude nay voi cac thude

Cac phan ung bat loi duoc xép hang theo h(_: co quan va nhém tan suét. Céc tan suat duoc dinh
nghia la: Rét thuong gip (> 1/10); Thudng gap (> 1/100 dén <1/10); it gap (> 1 / 1.000 dén
<1/100); Hiém eip (> 1/ 10.000 dén <1 / 1.000); RAt hiém gaip (<1 / 10,000), chua biét (khong
thé ude luong tan sudt tr dir lidu sin ¢o).
Bang tém tit cac phan (mg phu cla thube

H¢ co quan | \ Tén suit
ib.l_lo;n_ hc micn {]uh
' Cac phan ing qua man o Hiém gdp
Phan tmg phan vé bao gdm sdc phan vé, phti mach va ngira Chua bidt
R&i loan hé thin kinh '
Ch'ong mat ' ] Thutng gép

R6i loan ho h.ip, long nguc v trung that

Co that phé quan o Chua bu,l

! Thudng gép
| Réi loan da va moé duwoi dd

Rol loan ti¢u hoa
Ban da, may day _ Ilacm gap

| Dau vung lhuono w budn non non ticu chay

Céc tén thuong da nghiém trong bao gdm: hdng ban, hoi chimg Stevens-
Johnson (SIS), hoai i biéu bi nhiém doc (TEN) va phat ban myn mi toan Chua biét
Lhan cap tinh (AGLEP)

| Cac roi Ioan chung va phdll u’ng tai vi tri dung thude

Gl B g R [

T'oat moé hoi

Thuong gip

Xét nghié¢m

Tang transaminase l Thut ong gap

?hdhg bao ngay cho bac sy hodc digc sy nhﬁ‘n},r' phan itng co hai gap p}?{}f]{.f_ﬂ su dz,m_g thuée
Néu cd cac phan Gng ¢6 hai cua thude can bdo cdo céc phan (g ¢6 hai cua thude vé Trung tam
Qudc gia vé& Thong tin thuée va Theo dai phan (g c6 hai cia thude

Dia chi: Trudong Dai hoc Dugc Ha Noi: 13-15 Lé Thanh Tong, Quén Hoan Kiém, 112 Noi; Dicn
thoai: 04.3.9335618; Email: di.pveenter@gmail.com

11. QUA LIEU VA CACI XU TRI

Céc triéu ching cu thé cua qud liéu chua duge quan sat thdy. Céc bao cdo khi tinh ¢& dung qua
liéu hotic sai sot trong ding thudc chi ra ring cac triéu ching quan sat dugc tuong tu nhu cée tac
dung phu da biét cia bromhexin khi sir dung ¢ liéu khuyén cdo. Néu xay ra cdn diéu trj tricu
chtmg va hé tro.
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TINH DUQC LUC HQC

e Iy: Thude long dom.

AM J| OSCBO% - .

rg}ﬁc '"r“r’ a mot dan xuat tong hop tir hoat chat ﬂzéo duoce vasicin. ' ,

¢ mdt en lam sang, bromhexin dugc nhan thdy lam ting ty I¢ ti¢t thanh dich ph¢ quan.

TG 1 1A - & z £ Ny i 2 . 5 " . 5 A - T
J.}_i:_a;};_fii/»héun lam tiing su van chuyén chét nhdy bang cach lam giam do quanh cua chét nhay va hoat

hoa bi¢u md ¢6 nhung mao (d6 thanh loc chat nhiy ciia nhung mao).

Trong cdc thir nghiém ldm sang, bromhexin cho thiy c6 téc dung phan huy chét tiét va van chuyén
chét tiét ¢ duong phé quan gidp thuén lgi viée khac dom va ho dé dang.

Str dung ddéng thoi bromhexin va khéng sinh (amoxicilin, erythromycin) din dén ndng do khang
sinh trong dom va dich tiét phé quan - phdi tang lén.

13. PAC TINH DUQC DONG HQC

Hip thu

Bromhexin duoc hap thu nhanh va hoan tean qua dudng tiéu hoa. Sinh kha dung 1a tuvong duong
sau khi udng dang vién va dung dich.

Sinh kha dung tuyét d6i cia bromhexin khoang 22,2 + 8,5% va 26,8 + 13,1% tuong (ng voi
bromhexin dang vién va dung dich. Lugng chit chuyén héa 1n dau khoang 75 - 80%. Dung cing
thire 4n dan dén tang ndng dé bromhexin trong huyét twong.

Sau khi ung, gia tri Cmax vad AUC tdng ti I¢ thuén voi liéu trong khoang tir 8-32 mg. Néng do
trong huyét twong dat dugce trang théi on dinh sau 3 ngay. Khong cé su tich Iy sau khi diing nhiéu
lidu.

Phin b

Sau khi ding dudng tinh mach, bromhexin dugc phan b6 nhanh va rong réi trong toan co thé voi
thé tich phan phdi trung binh Ién t6i 1209 + 206 lit. DA nghién ctu sy phan bd vao md phdi (phé
quan va nhu md) sau khi ubng 32 mg va 64 mg bromhexin. Sau 2 gio ding thudc, ndng do tai mo
phé quan-phdi cao hon 1,5 - 4,5 ldn va tai nhu mo phdi cao hon khoang 2,4 - 5,9 ldn so véi nong
do trong huyét tuong.

Bromhexin lién két dudi dang khong ddi vai protein huyét tuong khoang 95%.

Chuyén héa

Bromhexin chuyén hoa chu yéu & gan. Da phat hi¢n duge it nhat 10 chit chuyén hoa trong huyét
twong, trong do, cd chét ambrosol 14 chét chuyén héa van con hoat tinh. Nira doi thai trir cua thude
& pha cudi la 13 - 40 gid wy theo timg cé thé. Bromhexin qua dugc hang rao mdu ndo va mot
lugng nho qua duoe nhau thai.

Thai triv

Khoang 85 - 90% li¢u ding duge thai trir qua nudc tiéu, chi yéu la dudi dang cac chét chuyén
hod, & dang lién hop sulfo hodc glucuro va mét lugng nho dugc thai trir nguy€n dang. Bromhexin
duoc thai trir rit it qua phén, chi khoang dudi 4%.

14. QUY CACH DONG GOI

s ml/éng, 5 6ng nhua (PVC/PE) /vi. Hop 20 dng kém 10 hudng dan sir dung, hop 30 Ong kém (o
hudng dan sur dung.

1op 1 lo thiy tinh 60ml kem cd¢ nhua dong chia lidu va 1 hudng dan sir dung.

1op 1 lo thuy tinh 100 ml kém cbe nhua dong chia lidu va o hudng dan sir dung.
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/‘ S LU KIEN BAO QUAN:
/e / : .
{: PUNG Ti{ru A sau khi mo ndp: Trong bao bi kin, noi khé rdo, tranh anh sang, ¢ nhiét dé khong qua
[ cd PHAf ).
\QHQHM!{J/ . ; - . X z s s, 5 v R R
\,y\ DUNG: 24 thang k¢ tir ngay san xuat. 30 ngay k¢ tir ngdy mo nap dau tién

%JJ*" T ‘:sz
e
17. TIEU CHUAN CHAT LUQNG: TCCS

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX

Dia chi: Dudng N1 - Khu céng nghiép Yén My IL, thi trdn Yén M, huyén Yén My, tinh Hung
Yén, Viét Nam.
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