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Bronsolvin®

Bromhexin HCI

(cff)

Pharmaceuticals

Hép 1 chai 60 ml

THANH PHAN:

M$i chai 60 ml chia:
Bromhexin HCI................. 48 mg
Téddugeviradl................. 60 ml
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Chi dinh, cdch dung va liéu dung,
chéng chi dinh, luu y va than
trgng, tdac dyng khéng mong
muén, tuong tdc thudc va cdc
thong tin khdc: Xin dgc frong td
hudng dan sd dyng.

Pé xa tdm tay tré em.
Boc k§ hudng dén sif dyng
trudc khi dung.

Béo quan & nhiét dd dudi 30°C,
nai khd rédo, tranh &nh séng.

San xuét tai:

CONG TY ¢6 PHAN DUGIC PHAM OPV
S8 27, Puding 3A,
Khu Cong Nghi&p Bién Hoa Il
Phudng An Binh, Tp. Bién Hoa,

Syrup

Bronsolvin®

Bromhexine HCI

(cfin)

Pharmaceuticals

Box of 1 bottle of 60 mi

j Tinh Béng Nai. j Dong Nai Province.

56 16 SX/ Lot N%

COMPOSITION:

Each bottle 60 ml contains:
Bromhexine HCI............... 48 mg
Excipionts 4.8.......coroe0pense 60 ml

Indications, administration and
dosage, contraindications,
wamings and precautions, side
effects, interactions and other
information: See the Insert

Keep out of reach of chlldren.
Read carefully the enclosed
Insert before use.

Store at temperature below 30°C,
in adry place, protect from light.

Manufactured by:

OPV PHARMACEUTICAL JOINT STOCK CO.
No. 27, 3A Street,
Bien Hoa Il Industrial Zone,
An Binh Ward, Bien Hoa City,

Chl dinh, cach dung, liéu
ding, chéng chl dinh va
cacthéngtin khdc: Xin
doc trong td hudng dan
st dung.

Bromhexin HCI......48 mg BTOHSOWiﬂQ
T4 dugc vira dd......60 ml Bromhexin HCI

Sdn xudt tai:
/@} CONG TY ¢6 PHAN DUGC PHAM OPV
Chal 60 ml Pharmaceiticals 55 15 SX/ Lot N*
LY Exp. Date:

trude khi dang.

Béo quan & nhiét dd dudi 30°C,
noi kho réo, trénh anh séang.

NSX/ Mfg. Date:
HD/ Exp. Date:
NHAN CHAI
THANH PHAN: WHESHE)  pé xa tm tay tré em.
Mé&i chai 60 ml chua: Siré Pgc k¥ hudng dén sl dyng
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Dé xa tam tay tl\é%Q e

Poc ky hwéng din Mm truoc khi dung

Théng bio ngay cho béc s§ hodic dugc sy nhimg tic dung khong mong muén gip phai khi

sir dung thude

PHAN I. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. THANH PHAN, HAM LUONG CUA THUOC: Mbi 60 ml sird chia:
Hoat chdt: Bromhexin hydroclorid............c..oevueeeeueeenneneennnn. 48 mg
Ta dupe: Natri benzoat, glycerin, sorbitol 1ong khong két tinh 70%, acid citric khan, dinatri edetat,
natri saccharin, huong dau dang 16ng, ponceau 4R, natri hydroxyd, nudc tinh khiét.
2. MO TA SAN PHAM:
Chét long, sanh, trong, mau héng, mui dau, vi ngot.
3. QUY CACH PONG GOI:
Hop 1 chai x 60 ml sird.

4. THUOC DUNG CHO BENH Gi:
Sird BRONSOLVIN 0,08% dugc ding trong cic bénh ly duomg hé hip c6 lién quan dén bai tiét
chat nhay nhu trong viém phé quan, gian phé quan.
5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Cdch diing: Dung dudng udng. e
Liéu ding:
Nguoi I6m va tré em trén 12 tuéi: 10 ml x 3 lan/ngay. (“
Tré em tir 6 dén 12 tudi: 5 ml x 3 lan/ngay.
Tré em tir 2 dén 6 tuoi: 2,5 ml x 3 1an/ngay.
Tré em duwdi 2 tuéi: 1,25 ml x 3 lan/ngay.
Khi bit diu didu tri, c6 thé cin thiét phai ting téng liéu hing ngay 1én 48 mg & ngudi 16m.
Trong chi dinh cho bénh ho hép cdp tinh, can hoi ¥ kién bdc sy néu cac triéu chimg khong cai
thién hodic xdu di trong thoi gian diéu tri.
6. KHI NAO KHONG NEN DUNG THUOC NAY:
Khong ding BRONSOLVIN 0,08% néu ban:
- Man cam v6i bromhexin hay véi bat ky thanh phan nao cia thude.
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- D biét ring ban khong dung nap mot vai loai duong.
7. TAC DUNG KHONG MONG MUON:
It gap. (anh hiwong nho hon 1 trong 100 nguoi ding)
Da day — rudt: Pau ving thuong vi, dau bung trén, budén nén, nén, tiéu chay.
Thén kinh: Nhitrc dau, chong mit, ra md hoi
Hé hép: Nguy co « dich tiét phé quan & nguoi bénh khéng c6 kha ning khac dom.
Hiém gap, (anh huéng nho hon 1 trong 1000 nguoi dimg)
Hé mién dich: Phan tng qua man.
Da va mo dudi da: Phat ban, may day.
Tiéu hoa: Kho miéng ~Q/
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Gan: Tang enzym transaminase AST, ALT.
Chuea ro (khong thé wdc tinh tir dit liéu san co)
Hé mién dich: Phan tmg phan vé bao gdm sdc phan v¢, phit mach va ngira.
Hb hdp, nguc va trung that: C6 thét phé quan.
Da va md dudi da: Cac phan tmg phu nghiém trong trén da (bao gdbm hdng ban da dang, hoi
chitmg Stevens-Johnson, hoai tir biéu bi nhiém ddc va ngoai ban mun mu toan than cép tinh).
Théng bdo ngay cho bdc sy hodc diwgc sy nhitng tic dung khong mong muon gdp phai khi sir
dung thuéc.
8. NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG
THUOC NAY:
Tham van ¥ kién bac sy hay duge sy trude khi ding BRONSOLVIN 0,08% néu ban dang sir
dung bat ky khang sinh nao (nhw ampicilin, amoxicilin, erythromycin hodc oxytetracyclin).
9. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:
Néu ban quén dung thudc, ding né ngay khi ban nhé. Néu thoi gian gan t6i lidu ké tiép, thi hay
bé qua lidu bi quén va ding liéu ké tiép theo ké hoach binh thuong. Khéng nén gép dbi liéu
dung.
10. CAN BAO QUAN THUOC NAY NHU THE NAO:
O nhiét d6 dudi 30°C, noi khé réo, tranh anh sang.
11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Triéu chimg: Cho dén nay chua ghi nhén cac triéu chimg dic hidu do qua lidu & nguoi.
12. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:
Néu ban ding BRONSOLVIN 0,08% qua liéu khuyén céo thi ban can phai:
e Thong béo ngay cho bac sy hodc dén bénh vién gin nhét.
e Nhé mang theo nhin thude hogic lugng thude con lai dé bac s§ biét thuéc ma ban da dung.
13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:

— Tham khao y kién béc sy hodc duoc sy trude khi ding thudc nay néu ban dang hoac da timg
bi loét da day.

— Pi ¢6 béo cdo phan tmg nghiém trong trén da lién quan dén dung bromhexin hydroclorid.
Néu ban xuét hién ban da (bao gém tén thuong trén niém mac nhu miéng, hong, miii, mit,
co quan sinh duc), ngung dung BRONSOLVIN 0,08% va hoi y kién béc sy ngay lap tic.

Thubc nay cé chira:

~  Sorbitol. Néu ban da biét ring ban khong dung nap mot vai loai dudng thi hdy thong bao
cho béc s§ trude khi sir dung thude nay.

—  Ponceau 4R, c6 thé giy phan tmg di tmg.

~  Glycerin, c6 thé gay dau diu, dau da day va tiéu chay.

~ 2,4 mg natri benzoat trong 1 ml sird thudc. Natri benzoat ¢ thé 1am tang chimg vang da
(ving da va mat) & tré so sinh sinh non hay du thang bij vang da.

Thoi ki mang thai va cho con bi: Khong dung BRONSOLVIN 0,08% néu ban dang mang

thai, c6 kha nang cé thai hodc dang cho con bu.

Anh hwéng ciia thuoce dén kha ning ldi tau xe va vin hanh mdy mdc: Chua ghi nhén duoc

béo c4o phan tmg bét loi hodc chua c6 nghién ciu nao vé anh hudng cua thude 1én kha ning

van hanh may moc, 14i tau xe, nguoi lam viéce trén cao va cac truong hop khac.
14. KHI NAO CAN THAM VAN BAC SY, DUQC SY:

Trong truong hop qua liéu hodc tac dung khéng mong mubdn.
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Khi dang ding hodc gin ddy da dung bt ky thude nao khac, bao gdbm nhimg thuéc ma ban
mua khong can ké don ciia bac sy va cac thude thao dugc.
Néu cin thém thong tin xin héi y kién béc sy hodc dwge sy.
15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xudt va 28 ngay sau khi mé nip. Khong
dung thude khi qua han dung.
16. TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:

(el

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV
Sé 27, Puomg 3A, Khu Cong Nghiép Bién Hoa II, Phudng An Binh, Tp. Bién Hoa, Tinh Ddng Nai.
PT: (0251) 3992999 Fax: (0251) 3835088

17.NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC:
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PHAN II. HUONG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUQC LUC HOQC:

Nhém duoc Iy: Thube long dom.

Ma ATC: RO5CB02

Bromhexin 1a mdt din xuét tong hop tir hoat chét thao duge vasicin. V& mit tidn 1am sang,
bromhexin dugc nhén thiy lam ting ti 1¢ tiét thanh dich phé quan. Bromhexin lam tang su van
chuyén chat nhay bé{lg cé:ch lam giam do quanh cta chit nhiy va hoat héa biéu mé c6 nhung
mao (do thanh lgc chat nhay cta nhung mao).

Trong céc’thfr' nghiém 1am sang, bromhexin cho thdy c6 tic dung phan huy chit tiét va van
chuyén chat tiét & duong phé quan giup thuan lgi cho viéc khac dom va ho dé dang.

Sau khi diéu tri bing bromhexin, néng do khang sinh (amoxicilin, erythromycin, oxytetracyclin)
trong dom va dich tiét phé quan — phoi tang 1én.

2. DUQC PONG HOC:

Hdp thu: Bromhexin duge hip thu nhanh va hoan toan qua duong tiéu hoéa. Sinh kha dung la
twong duong sau khi udng thudc dang rin va dung dich. Sinh kha dung tuyét dbi cia bromhexin
hydroclorid la khoang 22,2 + 8.5% va 26,8 + 13,1% tuong tmg v&i bromhexin dang vién va dang
dung dich. Luong chit chuyén héa lin dau khoang 75 — 80%. Dung cung v&i thirc an din dén
ting ndng do bromhexin trong huyét tuong.

Phdn bé: Sau khi ding duong tinh mach, bromhexin dugc phan bd nhanh va rong rai trong toan
co thé véi thé tich phin b trung binh (Vss) 1én t&i 1209 + 206 L (19 L/kg). Su phan bd trong md
phéi (phé quan va nhu mé) sau khi uéng 32 mg va 64 mg bromhexin dd duoc nghién ciru. Nong
dd tai md phdi sau 2 gidr ding thude, ndng db tai mé phé nang-phé quan cao hon 1.5-4.5 14n va
tai nhu mo phdi cao hon khoang 2.4-5.9 14n so véi nong do trong huyét twong. Bromhexin lién
két dudi dang khong ddi véi protein huyét tuong khoang 95% (lién két khong han ché).

Chuyén héa: Bromhexin chuyén héa gan nhu hoan toan thanh chit chuyén hoa hydroxyl hoa da
dang va thanh acid dibromanthranilic. T4t ca chat chuyén héa va ban than bromhexin duoc lién
hop hau hét duéi dang N-glucuronid va Oglucuronid. Khong c6 bing chimg ¢6 ¥ nghia vé viée
thay ddi phuong thic chuyén hoa do sulphonamid, oxytetracyclin hay erythromycin. Do vy,
tuong tac twong img do chit nén CYP 450 2C9 va 3A4 la khong thé xay ra.

Thai trie: Sau khi ding dudmg tinh mach, bromhexin c6 ti 1& chiét xuét cao trong pham vi cua
dong mau dén gan, 8431073 mL/phit dan dén do khac biét 1on giira cac ca thé va trén cliing mot
ca thé (CV > 30%). Sau khi ding bromhexin ¢6 danh du phéng xa, khoang 97,4 + 1,9% liéu
duge tim thfiy dudi dang c6 phong xa trong nude tiéu, voi dang hoat chét gc dudi 1%. Nong do
bromhexin huyét twong giam theo cip sé mii. Sau khi udng don liéu tir 8-32 mg, thoi gian ban
thai cudi nam trong khoang 6,6 — 31,4 gid. Thoi gian ban thai lién quan dé du doan duge dong
hoc da liéu 1a khoang 1 gid, do vay khong c6 su tich lity sau khi ding da lidu (hé sb tich liy 1,1).

To”-ng quat: Bromhexin thé hién duge dong hoc ti 1€ v&i liéu dung trong pham vi tir 8-32 mg sau
khi ding duong ubng. Khong c6 dit liéu duge dong hoc cia bromhexin trén bénh nhan cao tudi,
hodc bénh nhin suy gan hodc suy thin. Kinh nghiém 1am sang khong cho thzfly nhimg vén dé lién
quan dén tinh an toan trén nhitng ddi tuong nay. Ciing chua ¢6 céc nghién ciru vé tuong tic véi
thude chéng dong méau dang ubng hodc digoxin. Duge dong hoc cia bromhexin khéng bi dnh
huéng lién quan khi dung ddng thoi ampicilin hodc oxytetracyclin. So sanh truée d6 khong thay
tuong tac tuong tng gitra bromhexin va erythromycin.
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Khong ¢6 bét ky bao cdo twong téc lién quan trong thoi gian dai lwu hanh thude goi y kha ning
tuong tac khéng dang ké voi cac thude nay.

3. CHI PINH:
Bromhexin dugc chi dinh trong céc bénh 1y dudong ho hip c6 lién quan dén bai tiét chit nhdy nhu
trong viém phé quan, gidn phé quan.

4. CACH DUNG, LIEU DUNG:

Cidch diing: Dung dudng udng.

Liéu ding:

Ngueoi Iom va tré em trén 12 tuéi: 10 ml x 3 1an/ngay.

Tré em tir 6 dén 12 tuéi: 5 ml x 3 lan/ngay.

Tré em tir 2 dén 6 tuéi: 2,5 ml x 3 lan/ngay.

Tré em dudi 2 tuéi: 1,25 ml x 3 lan/ngay.

Khi bat dau diéu tri, ¢6 thé can thiét phai tang tong liéu hang ngay 1én 48 mg & ngudi 16n.

Sird khong chita dudng va do vay thude thich hop diéu tri cho bénh nhan déi théo duong va tré

nho.

Can thong béo trude cho bénh nhan duge diéu tri bing BRONSOLVIN 0,08% vé kha ning gia

et tang luong chét tiét.

Trong chi dinh cho bénh ho hép cap tinh, can hoi ¥ kién bac sy néu cac triéu chimg khong cai

thién hodc xéu di trong thoi gian diéu tri.

5. CHONG CHI PINH:

— Qué man v6i bromhexin hodc véi céc thanh phan nao khéc cua thube.

— Chodng chi dinh trong nhimg truong hop bénh di truyén hiém gip co thé khong dung nap voi
mot ta duge nao cua thube (xin tham khao "Luu y va than trong").

6. LUU Y VA THAN TRONG:

— Nén dung bromhexin than trong ¢ bénh nhan cé tién sir hodc dang mic bénh loét duong tiéu
héa.

— (6 rét it bao cdo ton thuong da nghiém trong nhur hoi chimg Stevens-Johnson va hoai tir biéu
bi nhiém ddc (toxic epidermal necrolysis - TEN) tam thoi lién quan dén viée sir dung thude
long dom nhu bromhexin. Hau hét cac truomg hop duge 1y giai 1a do bénh ly ma bénh nhén
dang mic phai vi/hodc thuée dung cing. Hon nita trong giai doan som cua hoi chimg

~— Stevens-Johnson hodc TEN, trude tién bénh nhan c6 tién triéu gibng cim khong dic hi¢u nhu
sét, dau nhire nguoi, viém miii, ho va dau hong. Do bi nham 13n bai céc tién tri¢u giéng cim
khéng dac hi¢u nay ma nguoi ta cé thé bit ddu diéu tri triéu chimg bﬁng thude ho va cam. Do
d6, néu xuat hién mot vai ton thuong méi trén da hodc niém mac thi bénh nhan nén di kham
bac s§ hgay va ngimg diéu tri bang bromhexin.

Thuéc nay cé chira:

— Sorbitol. Bénh nhan c6 van dé& vé di truyén hiém gap khong dung nap fructose khéng nén
duing thude nay.

— Ponceau 4R: ¢6 thé gdy phan tng di tmg.

- Glycerin: CO thé gay dau d4u, dau da day va ti€u chay.

— 2.4 mg natri benzoat trong 1 ml sird thude. Natri benzoat lam ting bilirubin huyét sau khi chét
nay dich chuyén khéi albumin din dén tang chimg vang da & tré so sinh va c6 thé phat trién
thanh bénh vang da nhan ndo (bilirubin khong lién hop ling dong trong md nio).
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Thoi ki mang thai: Dit li¢u sir dung bromhexin cho phu nir mang thai con gioi han. Nhimg nghién
ctru trén dong vat khong cho thdy tac dung gy hai truc tiép hodc gian tiép lién quan dén doc tinh
sinh san. Nén than trong bang céch tranh sir dung BRONSOLVIN 0,08% trong thoi ky mang thai.
Thoi ki cho con bu: Chua rd liéu bromhexin/cac chét chuyén héa ¢6 duoe tiét vao stra me hay
khong. Dit liéu c¢6 dugc vé duge luc hoc/ddc tinh trén dong vat cho thiy su bai tiét cua
bromhexin/céc chéit chuyén hoa di vao sita me. Khong thé loai trir nguy co déi véi tré bu me.
Khong nén ding BRONSOLVIN 0.08% trong thoi gian cho con bu.
Anh hwéng ciia thube dén kha nang ldi tau xe va vian hanh mdy mée: Chua ghi nhan dugc bao
cao phan tmg bat loi hodic chua ¢6 nghién ciru ndo vé anh hudng cua thude 1én kha niang van
hanh may méc, 1ai tau xe, nguoi lam viée trén cao va cac truong hop khac.

7. TUONG TAC THUOC:
Chua thiy ¢6 bao céo vé tuong tac bat loi véi cac thude khac vé mat 1dm sang.

8. TAC DUNG KHONG MONG MUON:
It gap, 1/1000 < ADR < 1/100
Da day — ruét: Pau vung thuong vi, dau bung trén, budn ndn, ndn, tidu chay.
Than kinh: Nhirc dau, chéng mat, ra md hoi

d Hb hap: Nguy co i dich tiét phé quan & nguai bénh khong c6 kha ning khac dom.

Hiém gap, 1/10000 <ADR < 1/1000
Hé mién dich: Phan tmg qua man.
Da va mé dudi da: Phat ban, may day.
Tiéu hoa: Khé miéng
Gan: Tang enzym transaminase AST, ALT.
Chura rd (khéng thé wdc tinh tir dit li¢u sin cd)
Hé mién dich: Phan {mg phan vé bao gém sdc phan vé, phi mach va ngura.
Ho6 hip, nguc va trung that: C6 thit phé quan.
Da va md dudi da: Cac phan tmg phu nghiém trong trén da (bao gdbm hong ban da dang, hdi
chimg Stevens-Johnson, hoai tir biéu bi nhiém ddc va ngoai ban mun mii toan than cap tinh). j

9. QUA LIEU VA XU TRIi:
Cho dén nay chua ghi nhén céc triéu chimg diic hiéu do qué liéu & ngudi.
Dua trén céc béo céo vé qua lidu mot cach tinh ¢& va/hoic ding nham thude, cdc tridu chimg

e quan sét thdy phi hop véi cc tac dung phy da biét cia bromhexin hydroclorid tai liéu khuyén

céo va 6 thé can diéu tri triéu chimg.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:

Khéng dung qua liéu chi dinh.
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