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MAU NHAN DU KIEN

T3 hudng dén sl dung.

Mat trudc

Kich thudc: 199 x 90 mm.

Mat sau

Bromhexfar 4

Bromhexfar 4

BE XA TAM TAY CUA TRE EM.
BOC K¥ HUONG DAN SU DUNG TRUGC KHI DONG.
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SI.

1. Thanh phdn céng thic thubc:

~Théanh phéin hoat chit

+ Brc 1 hy id..

- Thénh phén t4 dugec: Lactose monohydrat, tinh bt ngd, plasdon K-20/32, magnesi
stearatvila a0 1viénnén

2. Dang bao ché

- Vién nén.

Vign nén trén, mau tréng, hal mét phdng, mdt m&t cé khilc vach ngan dai, trén c6 dép
chi “BHX", dudicd ddp s& *4".

3. Chidinh
Lam lo@ing ddm trong cdc bénh sau: viém phé quan cdp, viém phé qudn man tinh, lao
phéi, bénh byl phéi, sau phiu thust,

4. Céch dung valiéuding
Lidu thuding ding cho ngudl Ion: udng 1 vienidn (4 mg bromhexin hydroclorid), 3
lin/ngay.

' iéu lugng o6 thé ting hodic gidm thy thudc a0 1wl va trigu ching.
hoa nhi: Chufa cé thif nghiém IAm sang dugc thyc hién cho bénh nhén nhi khoa.

*Nguai cao tudi: Nhin chung, chie néing sinh i gidm & ngudi cao tudi nén than trong
nhur gidm iéu.

5. Chéngchi djnh
Bénh nhan cd ti#n sd mdn cdm val bdt ky thénh phdnndo cla thusc.

8. Canh béo va thin trong khi diing thudc
Luu ¥ khi cép phit thude
Hudng din bgnh nhan idy thudc ra khdi vi thudc rudc khi ding. V6 tinh nudt nhém vi
thue, cac canh cing, sdc cd thé dAm thiing niém mac thyc quén, gdy thing va din
d&n cécbién ching nghiém trong nhu vism trung thé.

Cédcluuy khéc:

- Théing tin dya trén sl dyng 1&m sang: lugng ddm tang tam thdi co thé gdy lo lng cho
nhing bénhnhan nhaycdm.

- Thééng tin dya trén nghién cuu phi lAm sang: Trong cdc thyc nghidm trén ddng vat, da
¢ béo cdo vé vigc ling ndng d6 transaminase huy&t thanh khi ding li&u Idn én tyc
trong thai gian dai.

- Thuéc niy chifa lactose. B&nh nhén o6 vén d vé di truyén hi§m gap 14 khang dung
nap dugc galactose, thi€u men lactase hoéic kho hdp thu glucose-galactose khong
dugc ding thudc nay.

7. Sii dung thude cho phy nil eé thal va cho con bu

- Phy nil cé thai: Chi diing thuSc cho phy nll mang thai hodic phy nd ¢6 khé ning mang
thal néu Igi ich didu tri dugc ddnh gid Idn hon nguy cd.

- Phy n cho con bu: Gan nhic vidc tiép tyc diing thuc hodic ngiing cho con b, ¢6 tinh
d&n gl fch didu trf va Igilch cllaviée cho con bi.

8. Anh hudng ciia thudc |&n kha nang ldl xe va viin hanh mdy méc
Chua cd bling ching vé &nh huding ciia thufic 18n khid ndng I&l xe vé vén hanh mdy
mac.

8. Tudng téc thude

“huathdy bdo céo.

Tuong ky thude
Do khéng co cac nghién cdu vé tinh tuong ky clia thude, khéng tron En thudc nay vai
cacthudc khac.

11. Téde dyng khéng mong muén cia thude
C6 thé xdy ra cdc tdc dung khdng mong mudn sau, vi vay cdn theo doi chit ché va
thyc hién céc bién phap thich hgp nhif ngitng ding thudc, ndu phét hién bat ky bat
thudng nao.

Tdc dyng khéng mong mudn nghiém trong

S8c, sbc phdn vé (1) 16 méc phdi chua xdc dinh). C6 thé xdy ra phdtban, phi mach, co
thétphé& quain, khé thd, ngda...

Téc dyng khéng mong mudn khéc: (xem bang dudi).

Chi §: bao gém ket qua dénh gid lai

« Théng béo ngay cho bé¢ sT hodic duge si nhilng tdc dyng khéng mong muén gip
phal khisd dyng thudc.

12, Qué lifu va céch xi tri
Chuathdy bdo cdo,

13.D4c tinh dugie Iye hoc

- Nhém duge Iy: thubc long ddm

- M& ATC: ROSC BO2

Cochétic dyng:
Tdc dyng tit dich cla niém macdudng hé h8p va tuy&n khi quén dudi niém mac, lam
téng tidt dich huy#t thanh. Ngodi ra, vdi sif tham gia clla cdc enzyme lysosome dugc
gidi phéng tr cdc hat lysosome cilia t8 bao it khi quin gidp hda tan va phén huj
mang Iudi s¢i clia cac glycoprotein tinh acid. Co tac dyng thuc dy tiét chét hoat tinh
bé mat phéi vé tng chuyén ddng clia ldng mao.

- Tde dyng ting tigt chdt nhdy

- Theo phuong phép Perry va Boyd, nhén thaly thudc lam tAng tit chil nhdy (trén thd).
Ngodi ra, trong mét thii nghi@m quan st hinh théi hoc bAng kinh hidn vi dign 1 qust,
nhén théy sy tiét dich & nidm mac ph& quén va cdc tuySn khi quan dudi niém mac
dugec hoat hod va ting tidt dich chdt nhdy (cha).

- Héa tan v& phén hiy glycoprotein tinh acid.

- @ nguei I8n khde manh, dudi kinh hidn vi nhan thdy mang ludi sgi clia glycoprotsin tinh
acid dugc hda tan va phan hily. Tdc dung nay duge phat hién trong céc 18 bao tist dich
khi qudn va co ché nay dugc cho |4 li&n quan d8n cdc enzyme lysosome dugc gidi
phong t cdc hat lysosome (trén chd).

- Thic ady i€t chdt hoat tinh bé matphéi

- Nhdn thiy ting thé voi phién méng loai Il trong 18 bdo phé nang (trén chudt) va tang
ham lugng phospholipid & phéi (trén thd).

- Tang chuyén ddng ciia ng mao

- Trong cdc thif nghiém in witro, nhdn th&y t4n 8 va bidn 49 van ddng cla Iang khi quan
tng (trén chd).

14. Bjc tinh duge ddng hoe
Hipthu
Thutic dugc hdp thu nhanh v& hodn toan qua dudng tiéu hda,

-Phanbé
Khi diing duting udng, thudc dugc phin bd dén tWing co quan, nhung néng 4 trong
méu cao duge tim th&y & phéi, gan, vé thugng than, tuyén |8 trong héc mét, théan va
méu (chugtbach). Thuc hdu nhu khéng duge chuyén dén thai nhi (chudt).

- Chuyén héa
Céc cht chuyén héa chinh 14 dang hydroxyl héa cla véng cyclohexyl va dang mé
vong clia nd, duge thai trir qua nudc iéu chil yéu duai dang lién hop acid glucuronic
(di liéu nudc ngoai).

- Théi trit
Khi ding duéing udng cho ngudildn khée manh, B8% dugc thai trf qua nudc tidu va
4% qua phén trong vong 120 gid (dd liéu nudc ngoai),

15. Quy cdch déng goi

~Hop 3 vi x 10 vién nén.

- Hop 10w x 10 viénnén.

16. Piéu kién bdo quén
@ nhigt 88 khisng qué 30°C.

17. Han ding
36 thang ké 1 ngdy sdn xudt,

18. Tiéu chufin chift lugng cla thude: TCCS

19. Tén, dja chi clia cd sd sdn xult thudc

CONG TY CO PHAN DUUC PHAM DUDC LIEU PHARMEDIC

367 Nguydn Tral, P. Nguydn Cu Trinh, Q. 1, TP. H& Chi Minh, VN.

San xulit tal nha mdy GMP - WHO
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0,1 dén dudi 5% Dudi 0,1%
Budn ndn, chan &n, kho chiu
d dg day, dau byng.
Hé thdn kinh | Dau ddu
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Chua rd tin sudlt
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HUONG DAN SU DUNG THUOC

BROMHEXFAR 4 mg

Pé xa tim tay ciia tré em
Poc ky hwéng dan sir dung trude khi dung.
Néu can thém théng tin, xin hoi ¥ kién béc si.

1. Thanh phén céng thirc ciia thube:
- Thanh phan hoat chét:
Bromhexin hydroclorid 4 mg
- Thanh phén t4 dugc: Lactose monohydrat, tinh bt ngd, plasdon K-29/32, magnesi stearat
vira du 1 vién nén.
2. Dang bao ché:
_ - Vién nén.
e - Vién nén tron, mau tring, hai mjt phang, mot mat c6 khic vach ngan déi, trén c6 dap chir
“BHX”, dudi co dap so “4”.
3. Chi dinh
Lam lodng dom trong cac bénh sau: viém phé quan cép, viém phé quan man tinh, lao phi,
bénh bui phdi, sau phau thuat.
4. Cich ding va liéu ding
- Ljéu thuong dung cho ngudi 16n: udng 1 vién/lan (4 mg bromhexin hydroclorid), 3
lan/ngay.
- Liéu lugng c6 thé tang hodc giam tiy thudc do tudi va triéu ching.
- Khoa nhi: Chua c6 thir nghiém lam sang dugc thuc hién cho bénh nhan nhi khoa.
- Ngudi cao tudi: Nhin chung, chirc nang sinh 1y gidm & ngudi cao tudi nén than trong nhu
A giam liéu.
5. Chéng chi dinh ) ' ‘ ,
Bénh nhan c6 tién str man cam vai bat ky thanh phan nao cta thuoc.
6. Canh bsio va than trong khi dung thudc
Luu y khi cap phit thube ) ) ) .
Huéng din bénh nhan lgy thude ra khoi vi thude trude khi dung. V6 tinh nudt nham vi
thudc, céc canh cimg, sic ¢6 thé dam thung niém mac thyc quan, gy thing va dan dén
cac bien chirng nghiém trong nhur viém trung that.
Cac lru y khac:

Théng tin dya trén sir dung lam sang: lugng dom tang tam thoi cé thé gay lo lang cho
nhimg bénh nhan nhay cam.

Thong tin dyua trén nghién ciru phi 1am sang: Trong cac thuc nghiém trén dong vat, da c6
béo céo vé viéc tang ndng do transaminase huyét thanh khi dung lidu 16n lién tuc trong
thoi gian dai.
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- Thubc nay chira lactose. Bénh nhén ¢6 van dé vé& di truyén hiém gap 12 khong dung nap
dugc galactose, thi€u men lactase hodc khé hap thu glucose-galactose khong duoc dung
thudc nay.

7. Sir dung thudc cho phu nir ¢ thai va cho con b

- Phu nir 6 thai: Chi dung thude cho phy nir mang thai hodc phu nir c6 kha ning mang thai
néu lgi ich diéu tri duge danh gia 16n hon nguy co.

- Pl}u nit cho con ba: Can nhic viéc tiép tuc dung thubc hoic nging cho con bu, ¢ tinh
dén 1gi ich diéu tri va lgi ich cua viéc cho con bu.

8. Anh huéng ciia thube 1én kha niing ldi xe va vin hanh may méc
Chua c6 bang chimg vé anh hudng cua thude 1én kha nang l4i xe va van hanh may méc.

9. Twong tic thude

- Chua thz‘;y bao céo.
=
10. Twong ky, thude Eé_
- Do khong c6 cac nghién ciru vé tinh twong ky cta thudc, khong trén 13n thude nay véi cac Cd‘:
thu6e khac. Wi |
TRM,
11. Tac dyng kKhong mong mubn ciia thude , ‘ e
C6 the xay ra cac tac dung khong mong mudn sau, vi viy can theo doi chit ché va thyc hién ===
cac bién phap thich hop nhu ngirng dung thudc, néu phét hién bat ky bat thuong nao.
Téac dyng khong mong muém_ nghiém trong )
Soc, soc phan v¢ (ty 1¢ mac phai chua xac dinh). C6 thé xay ra phat ban, phu mach, co
that ph¢ quan, kho tho, ngira...
Tac dung khong mong muon khac:
= _0,1 dén dusi 5% Dudi 0,1% Chua 3 tan suét
H¢ ti€u hoa Buén ndn, chan an, kho Tiéu chay, buén noén, nén

chiu ¢ da day, dau bung.
Hé thén kinh | Pau déu

Quéa man cam | Ban da Noi may day
Khac Dom co mau

Chu y: bao gdm két qua danh gi4 lai
%+ Thong bao ngay cho bac si hodc dugc sinéu gip phan (g ¢ hai khi sir dung thude.

12. Qui liéu va céch xir tri
Chua thay bao céo.

13. Pic tinh dwgc luc hoe
- Nhém duge 1y: thude long dom
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- Ma ATC: RO5SC B02

Co ché tac dung:

- Téac dung tiét dich clia niém mac duong hd hép va tuyén khi quan dudi niém mac, lam
tang tiét dich huyét thanh. Ngoa1 ra, voi sy tham g1a cua céac enzyme lysosome dugce giai
phong tir cac hat lysosome cua té bao tiét khi quan gitp hoa tan va phén huy mang lugi
soi clia cAc glycoprotein tinh acid. C6 téc dung thuc ddy tiét chit hoat tinh bé mit phoi va
tang chuyén dong cua 16ng mao.

- Téc dung ting tiét chit nhay
Theo phuong phép Perry va Boyd, nhdn thiy thudc lam tang tiét chat nhdy (trén tho).
Ngoai ra, trong mdt thir nghiém quan sat hinh thai hoc bang kinh hién vi dién tr quét,
nhén thiy su tiét dich ¢ ni€ém mac phé quan va céc tuyén khi quan duéi niém mac dugc
hoat ho4 va ting tiét dich chat nhay (cho).

- Hoa tan va phan huy glycoprotein tinh acid.

O nguoi 16n khoe manh, dudi kinh hién vi nhén thay mang luéi sgi ciia glycoprotein tinh
acid dugc hoa tan va phéan huy. Tac dung nay dugc phat hién trong cac té bao tiét dich khi
quan va co ché nay dugce cho 1a lién quan dén cic enzyme lysosome dugc giai phéng tir
cac hat lysosome (trén chd).

- Thic ddy tiét chét hoat tinh bé mt phdi , ,

Nhan thiy ting thé vii phién mong loai II trong té bao phé nang (trén chudt) va ting ham
lugng phospholipid & phdi (trén tho).

- Tang chuyén dong ciia 16ng mao
Trong céac thir nghiém in vitro, nhan thiy tin s6 va bién dd van dong cia léng khi quan
tang (trén cho).

14. Pic tinh dwge dong hoc

Hﬁp thu
Thuéc dugc hép thu nhanh va hoan toan qua dudng tiéu hoa.

Phén b6
Khi dung duong uong, thude duge phan bb dén timg co quan, nhung nong do trong mau
cao dugc tim thay \j ph01 gan, vo thugng than, tuyen 1¢ trong hoc mit, than va mau
(chuot bach). Thudc hau nhu khéng duge chuyén dén thai nhi (chudt).

Chuyen hoa
Céc chit chuyén héa chinh 12 dang hydroxyl héa cua vong cyclohexyl va dang m¢ vong
ctia n6, duge thai trir qua nude tiéu chi yéu dudi dang lién hop acid glucuronic (dit liéu
nudc ngoai).

Thai trir
Khi dung dudng udng cho ngudi 16n khoe manh, 88% dugc thai trir qua nudc tiéu va 4%
qua phan trong vong 120 gio (dir liéu nudc ngoai).

15. Quy céch déng goi
- Hop 3 vi x 10 vién nén.
- Hop 10 vi x 10 vién nén.

16. Piéu kién bao quén
- O nhiét d6 khong qua 30°C.
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17. Han dung: 36 thang ké tir ngay san xuat
18. Tiéu chuén chét lwrong ciia thube: TCCS

19. Tén, dia chi ciia co s san xuat thude

CONG TY CO PHAN DUGC PHAM DUGC LIEU PHARMEDIC

367 Nguyén Trii, P. Nguyén Cu Trinh, Quan 1, TP. H6 Chi Minh, Viét Nam.
=14 San xuét tai nha may GMP-WHO )

1/ 67 Nguyén Vin Qué, P. Pong Hung Thuin, Quéan 12, TP. Ho Chi Minh, Viét
Nam
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