
NHAN HOP 3 Vi X 10 VIEN 

THANH PHAN: M6i vin nén chita: Bs KY HUONG DAN s su DUNG TRUGC KHI DUNG 
Bromhexin hydroclarid 8 mg XA TAM TAY TRE 
Ta dude wa du 1 vien KHONG DUNG QUA uigu 
CHI ‘INH, CHONG cH BINH, ACH DUNG, uiEU san it boi: 

DUNG VA CAC THONG TIN KHAC: Xin doc trong t8 CONG TY TNHH KINGPHAR GROUP 
dan sit dung.HAN DUNG: 24 thang ké tit Bia chi: Thon Binh Phd, x3 Yén Phd, huyén Yén MY, tinh Hung Yén, 

nae san xudt. ‘viet Nam. 
QUAN: Bao i Adi kh6 mét, trénh dnh séng, 

niet 46 dui 30% SDK/Visa No.: 
BONG GOI: H6 iy vi x 10 vién $616 SX/LOT: 
DANG ato cl CHE: Vién nén NSK/MANFD: 
TIEU CHUAN: TCCS. HO/EXP: 
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BROMHEXIN 8g ‘iniguliar 
Bromhexine hydrocloride 8 mg 

Box of 3 blisters x 10 tablets BR
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INGREDIENTS: Each tablet contains: 
Bromhexine hydrocloride 8 mg 
Excipients q.s. 1 tablet 

INDICATIONS, CONTRAINDICATIONS, USAGE, 
DOSAGE AND OTHER INFORMATION: Please read 
the insert inside 
SHELF LIFE: 24 months from date of manufac- 

\GE: Store in a cool, dry place, away from. 
light, at temperatures below 30°C 
PACKAGING: Box of 3 blisters x 10 tablets 

SPECIFICATION: In- house 
CAREFULLY READ THE INSTRUCTIONS BEFORE 

E 
KEEP OUT OF THE REACH OF CHILDREN 
DO NOT OVERDOSE 

Manufactured by: 
KINGPHAR GROUP COMPANY LIMITED 
Address: Binh Phu village, Yen Phu commune, Yen 
My district, Hung Yen province, Vietnam. 

DOSAGE FORM: Tablets 

INGPHA 

BROMHEXIN 8mg {irigpiiar 
Bromhexine hydrocloride 8 mg 

Hdp 3 vi x 10 vién nén 

x oe 
TONG GIAM DOC 

TRAN NGHIA VINH 

https://trungtamthuoc.com/



NHAN HOP 5 Vi X 10 VIEN 

vehi 
BROMHEXIN 8mg {\niqp/iar 

Bromhexine hydrocloride 8 mg 

vey 
BROMHEXIN 8mg !ingphar 

Bromhexine hydrocloride 8 mg 

Hdp 5 vi x 10 vién nén 

PHAN: Mal vién nén chifa: 
Bromhexin hydrociorid 8 mg 
TA duge via di 1 Vian 

CHI OINH, CHONG CHi BINH, CACH DUNG, LIEU DUNG VA cAc 
THONG TIN KHAC: Xin doc trong ta ating dn sis dung. 
le DUNG: 24 thang ké tiv ngay sai it. 
BAO QUAN: Béo quan nai khd mat, tran nh séng, nhiét 45 due 

0 
DONG GOI: Hop 5 vix 30) vién 
DANG BAO CHE: Vien 
TIEU CHUAN: 

be KY HUONG DAN oe OUNG TRUGC KHI DUNG 
XA TAM TAY TRE E! 

KHONG DUNG QUA UD 

El xudt bd) 
v Bt KINGPHAR GROUP 

oe chi: Thon Binn Phu, x8 Yén PRL, huyén Yén Mg, tink Hung Yan, 

il 
SOK/Visa No.: 
‘S616 SX/LOT: = 

vehi 
BROMHEXIN 8g \ingpliar 

Bromhexine hydrocloride 8 mg 

Box of 5 blisters x 10 tablets 

INGREDIENTS: Each tablet contains: 
Bromhexine hydroclonde 8 mg 
Exciplents q.s. 1 tablet 

INDICATIONS, CONTRAINDICATIONS, USAGE, DOSAGE AND 
OTHER INFORMATION: Please read the insert inside 
‘SHELF LIFE: 24 months from date of manufacture. 
STORAGE: Store in 2 cool, dry place, away fram light, at 
temperatures below 
PACKAGING: Box of ou blisters x 10 tablets 
DOSAGE 
SPECIFICATION: In-house 

CAREFULLY READ THE INSTRUCTIONS BEFORE USE 
KEEP OUT OF THE REACH OF CHILDREN 
DO NOT OVERDOSE 

Manufactured by: 
KINGPHAR GROUP COMPANY LIMITED 
Address: Binh Phu village, Yen Phu commune, Yen My 
district,Hung Yen province, Vietnam, 

ONG GIAM Adc 
TRAN NGHIA VINH 
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NHAN HOP 10 Vi X 10 VIEN 

‘ah 
BROMHEXIN 8mg ‘\inypliar 

Bromhexine hydrocloride 8 mg 

BROMHEXIN 

H6p 10 vi x 10 vién nen 

THANH PHAN: M&i vin nén chifa: 
Bromhexin hydroclorid 8 mg 
Té dude vita dii 1 vién 

CHI DINH, CHONG CHi BINH, CACH DUNG, LIEU DUNG VA CAC 
THONG TIN KHAC: Xin doc trong té hudng din suv dung. 

DUNG: 36 thang ké tir ngdy san xudt. 
1 DUAN: Baa quan ndi khd mat, trénh dnh séng, nblét 46 dudi 

30° 
2 HOp 10 vi x 20 vidn 

DANG BAO CI nen nen 
TIEU CHUAN: TeCs 

wrone ana Qué LIEU 

San xuat b¢ 
CONG TY ihe KINGPHAR GROUP 
Bla chi: Thén Binh Phu, x5 Yén Phd, huyén Yén Mj, tinh Hung Yén, 
viét Nam. 

SDK/Visa N 
56 16 Sx/LOT: 
NSX/MANI FO: 

_ | | lll ll lll | 

BROMHEXIN 8g i)!120 
Bromhexine hydrocloride 8 mg 

INGREDIENTS: Each Bue contains: 
ero exine hydrocloride 
Excipients ¢.s, 1 tablet 

INDICATIONS, CONTRAINDICATIONS, USAGE, DOSAGE AND 
OnER INFORMATION: Please read the insert inside 
SHELF LIFE: 36 months from date of manufactur 
STORAGE: Store in a cool, dry place, away from light, at 
temperatures below 30% 
PACKAGING: Box of a0 blisters x 10 tablets 
DOSAGE FORM: Tablet 
SPECIFICATION: In flee 

CAREFULLY READ THE INSTRUCTIONS BEFORE USE 
KEEP OUT OF THE REACH OF CHILDREN 
DO NOT OVERDOSE 

Manufactured by: 
KINGPHAR GROUP COMPANY LIMITED. 
Address: Binh Phu village, Yen Phu commune, Yen My 
district, Hung Yen province, Vietnam, 

TRAN NGHIA VINH 

https://trungtamthuoc.com/



NHAN VI 

BROMHEXIN 8g 
Bromhexine hydrocloride 8 mg 
CONG TY TNH KINGRHAR GROW 
Thén Binh ‘4 Yén Phu, huyén Yén My, tinh Hung Yén, Viét Nam. 
SOKVisa No 

~~ 18mg BROMHEXIN 8g 

BROMHEXIN 8mg BRO! 
Bromhexine hydrocloride 8 mg Brom 
cons TY TMAH saNerraR GROUP 

Ho ne 
CONG TY TN 

 Yén Phu, huyén Yén My, tinh Hung Yén, Viet Nam. 

BROMHEXIN 8g 
ydrocloride 8 mg Bromhexine hydrocloride 8 mg Bromhexine hydroclot 
20UP CONG TY TNHH pawn ene GROUP CONG TY TNHH aan Bey GROUP uyén Yén My, tinh Hung Yen, Vit Nam. in ee phiehaek @ Yén Phu, huyén Yén Mj, tinh Hung Yén, Viet Nam. Thdn Binh Pht 

BROMHEXIN 8g 
Bromhexine hydrocloride 8 mg 
CONG TY oo Hak GROUP 

6 Yén Phu, huyén Yén MY, tinh Hung Yén, Viet Nam. 
SOK/Visa Now” 

L
O
T
:
 

Phu, huyén Yén My, tinh F 
SBK/Visa 

BROMHEXIN 8mg BRO! 
Bromhexine hydrocloride 8 mg 
CONG TY TNHH HINGE HAR GROUP 

nein uy rns 

Brom 
CONG Ty Th 

4 Yén Phu, huyén Yén MY, tinh Hungsé 

: Oc 

TRAN NGHIA VINH 
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BROMHEXIN 8MG KINGPHAR 

Dé xa tam tay tré em 

Doc kp hung dan sit dung trudéc khi ding 

1. THANH PHAN CONG THUC THUOC 

Méi vién nén chira : 

Thanh phan duoc chat: Bromhexin hydroclorid 8 mg. 

Thanh phan té dugc: Lactose monohydrat, Tinh bét ng6, PVP K30, Magnesi stearat. 

2. DANG BAO CHE 

Vién nén. 

M6 ta: Vién nén hinh oval, mau tring, bé mat nhan. 

3. CHi DINH 

Dieu tri tiéu nhay trong cdc bénh phé quan phéi c4p va man tinh cé kém theo réi loan hinh thanh 

va van chuyén chat nhay 

4. LIEU DUNG, CACH DUNG 
Liéu ding 
Nguoi Ién va tré em trén 14 tudi: | -2 vién/lan x 3 lan/ ngay (twong img véi 24-48 mg bromhexin 

hydroclorid/ ngay). 

Tré em tir 6-14 tudi va bénh nhan cé can nang dudi SOkg: 1 vién/lan x 3 lan/ ngay (tuong tmg voi 

24 mg bromhexin hydroclorid/ ngay). 

Luu y cho céc nhom bénh nhan dac biét: 

O bénh nhan suy than hodc bénh gan nang, BROMHEXIN 8 Berlin-Chemie chi nén ding than 

trong (vi du: khoang cach ding thuédc dai hon hode giam liéu) 

Cach dang: 

Ding dung udng, udng sau bita 4n voi nhiéu nude. 

Thoi gian str dung ty thudc vao chi dinh va tién trién cia bénh.Kh6ng nén str dung thudc qua 4- 

5 ngay néu khdng cé chi dinh cia bac si 

5, CHONG CHi DINH 

Qua min cém véi hoat chat bromhexin hydroclord hoac bat ky thanh phan t4 duge nao cita thuéc. 

Khong duoc str dung trong thai ky cho con bu 

Khong nén ding cho tré dudi 6 tudi do ham lwong hoat chat cao. Déi véi nhom tudi nay, c6 cd
c 

loai thuéc cho phép diéu chinh liéu thap hon 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Phan wng da: 

C6 rt it bdo cdo tén thuong da nghiém trong nhu ban do da dang, hoi ching Stevens-J
ohnson 

(SJS), hoai tir biéu bi nhiém déc (TEN) va phat ban mun mi toan than cp tinh (AGEP) li
én quan 

dén viéc str dung bromhexin. Néu xuat hién d4u hiéu hodc triéu ching hoc d4u hiéu c
ia phat 

https://trungtamthuoc.com/



ban tién trién (d6i khi kém theo phong rép hodc tén thong niém mac), nén ngimg diéu tri bang 

bromhexin ngay va tham khao kién ctia bac si. 

Loét da day hogc td trang: 

Khéng nén ding cho bénh nhn bi loét da day hodc ta trang hoc c6 tién str loét, vi bromhexin 

c6 thé anh huong dén hang rao nigém mac da day-rudt. 

Phéi va dong thé: 

Can than trong cho ngudi suy giam chtrc nang van d6ng phé quan va cé hong chat nhay Ién (Vi 

du trong hgp héi chimg léng mao ac tinh hiém gap) do nguy co t dong chat nhay 

Bénh gan va thn: 

CAn than trong khi ding bromhexin trong truéng hgp bénh nhan suy than va suy gan nang (giam 

ligu va tang khoang cach dua liéu). 

6 nhitng ngwéi suy than nang, can luu y dén kha nang tich ly cdc chat chuyén hda cha 

Bromhexin hinh thanh trong gan 

Dac biét trong truong hop diéu tri dai han, nén theo déi chitc nang gan dinh ky. 

Canh bdo ta dugc: 

Thuéc c6 chtra lactose monohydrat nén khong nén dung ché pham nay trong mét sé truong hop 

hiém gap vé khéng dung nap galactose do di truyén, thiéu hut lactase hoan toan hoac kém hap thu 

glucose-galactose. 

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

Phu nit cé thai 

Hién chua cé nhiéu kinh nghiém vé str dung bromhexine trong thai ky & nguéi. Do d6, chi nén 

sit dung thuéc trong thai ky sau khi can nhac ky loi ich va nguy co, va khéng nén str dung tr
ong 

ba thang dau thai ky 

Phu nie cho con bi 

Hoat chat bromhexine di vao sita me, khéng duge dung thuéc trong thoi ky cho con 
bi 

3. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 

Chua cé nghién ciru vé anh hudng cia bromhexin d6i voi kha nang Idi xe va van hanh may moc. 

9. TUONG TAC, TUONG KY CUA THUOC 

Tuong tac thuéc 

Khi sit dung déng thoi vdi thudc giam ho, cé thé xay ra tinh trang & dong ch
at nhay nguy hiém 

do phan xa ho bi han ché, vi vay can c4n nhac ky luéng chi dinh cho su két ho
p nay 

Khi ding cing cac chat gay kich img tiéu hda, cd thé xay ra ting cwong lan nhau 
tac d6ng kich 

img niém mac da day. 

Tuong ki 

Do khéng c6 cdc nghién ctu vé tinh tuong ky ciia thudc, khong tron ln thuéc nay véi cdc thudc 

khac. 

https://trungtamthuoc.com/



10. TAC DUNG KHONG MONG MUON CUA THUOC 

TAn suat tac dung khong mong muon duoc phan loai nhw sau: Rat thuong gap (= 1/10); Thuong 

gap (© 1/100 dén <1/10); It gap (1/1.000 dén <1/100); Hiém gap (= 1 / 10.000 dén <1 /
 1.000); 

Rat hiém gap (<1 / 10,000), Khong ré (khéng thé uéc hrong tan suat tir dit ligu sin c6). 

Bang tém tat cdc phan tng phu cia thudc 

Hé co quan | Tan suat 

R4i loan hé mién dich 

Phan tmg qua man (vi du: khé tho) Hiém gap 

Phan tg phan vé bao g6m séc phan vé, phi mach va ngira Khong r6 

Réi loan da va mé duéi da 

Ban da, may day Hiem gap 

Cac tén thuong da nghiém trong bao gom: hong ban da dang, héi ching 

Stevens-Johnson (SJS), hoai ttr biéu bi nhiém déc (TEN) va phat ban mun |
 Khéng r6 

mu toan than cap tinh (AGEP) 

Réi loan tiéu héa 

Buon nén, dau bung, nén, tiéu chay 
| It gap 

Cac roi loan chung va phan ing tai vi tri dung thudc 

Sot 
| It gap 

Néu xay ra phan img qué man, phan img phan vé hoac thay adi da va niém ma
e, can tham khao y 

kién bac si ngay lap tite va ngimg str dung Bromhexin. 

Thong bdo cho bac si cdc tac dung khong mong muén gap p
hai. Bac si va dugc si can bdo cdo 

cac tac dung khéng mong muon nghi ngo cho Trung tam Qu
éc gia vé Théng tin thuéc va Theo doi 

phan ung cé hai cua thudc. 

11. QUA LIEU VA CACH xU TRI 

Triéu chitng 

Hién chua ghi nhan triéu ching nguy hiém nao do qua
 liéu 6 ngwéi. 

Cé bdo cdo trudng hop cho thay trong 4/25 trong h
op dung ligu Bromhexin qua cao, xay ra non 

mua, va & 3 tré nho xuat hién lo mo, mat diéu hoa, 
song thi, nhiém toan chuyén héa nhe va thé 

nhanh. Tré nhé ding téi 40 mg Bromhexin ma kho
ng khtr déc van khong c6 triéu chimng. 

Khong tim thay bang chimg vé tiém nang dc tinh man tinh 6 
ngudi 

Cac bién phap diéu tri trong truéng hop qua lieu
 

Sau khi ding qua liéu nghiém trong, can theo di tu
an hoan va diéu tri trigu chimg néu can thiét. 

Do bromhexin c6 déc tinh thdp nén thuong khéng can thiét str 
dung cdc bién phap can thiép sau 

hon dé giam hap thu hodc tang thai trir. Ngoai ra, do cac dac 
tinh duoc déng hoc (thé tich phan 

bé cao, qué trinh tai phan phéi cham va lién két véi 
protein cao), su thai tri bang loc tiéu hoac 

igi tiéu cudng birc dugc cho 1a khong dang ké. 

G6 tré tir 2 tudi tro lén, ngay ca trong trong hop udng
 nham mét lung [dn, thuong chi xuat hién 

triéu ching nhe, vi vay co thé bd qua viéc khir déc
 khi ding téi 80mg va 60mg d6i voi tré nhd 

hon (6mg/kg can nang). 

12. BAC TINH DUQC LUC HOC 

Nhém duge ly: Thudc tiéu nhay 

Ma ATC: RO5SCB02. 

https://trungtamthuoc.com/



Bromhexin 1a mét dan xuat tang hop cia hoat chat vasicin cé nguén géc tir thc vat. N6 6
 tac 

dung tiéu nhay va kich thich van chuyén chat nhay trong dudng phé quan. C
ac nghién ciru lam 

sang cho thay no lam giam ho va hé tro viéc khac dom. Trong thir ng
hiém trén dong vat né lam 

tang ty lé chat nhay long trong phé quan. Bang cach giam d6 nhét va kich hoa
t biéu mé léng mao, 

no thuc day viée van chuyén chat nhay. 

Sau khi str dung bromhexin, néng d6 khang sinh amoxicillin, erythromy
cin va oxytetracycline 

trong dom va dich tiét phé quan ting lén. Tuy nhién, y nghia lam sang ci
a hiéu wimg nay 1a chua 

ro rang 

13. BAC TINH DUQC BONG HOC 

Bromhexin duoc hap thu gan nhu hoan toan sau khi udng voi thdi gian ban thai khoang
 0,4 gid. 

Thoi gian dat ndng 46 téi da (Tmax) sau khi udng 1a 1 gid. Higu img vong dau qua gan khoang 

30%. Cac cht chuyén héa cé hoat tinh sinh hgc duoc tao ra. Ty gin két véi protein huyét trong 

1a 99%. 

Su giam nong d6 trong huyét tuwong dién ra theo nhiéu giai doan. Thdi 
gian ban thai quyét dinh 

thoi gian tac dung 14 khoang 1 gio. Ngoai ra, 6 thoi gian ban thai cudi khoang 16 gid, do tai phan 

bé mot hrgng nhé Bromhexin tir m6. Thé tich phan bé khoang 7 I/kg c4n
 nang. Bromhexin khéng 

tich liiy. Bromhexin thdm qua dich nao tiy, nhau thai va di vao stta me. 

Bai tiét cha yéu qua than duéi dang céc chat chuyén héa hinh thanh trong gan. Do lién k
ét protein 

cao, thé tich phan bé Ién va tai phan bé cham tir mé vao mau, Bromhexin duge thai 
tri khong 

dang ké qua chay than hoac Igi tiéu cng bite. 

G bénh gan nang, c6 thé dy doan dé thanh thai cua chat me giam. O suy than nang,
 khéng loai tri 

kha nang kéo dai thoi gian ban thai cua cac chat chuyén héa Brom
hexin. Sy nitro hoa cua 

Bromhexin trong diéu kién sinh ly 6 da day 1a cd thé xy ra. 

14. QUY CACH DONG GOI 

Hop 03 vix vi 10 vién, HOp 05 vix vi 10 vién, Hop 10 vix vi 10 
vién. 

15. DIEU KIEN BAO QUAN: 

Trong bao bi kin, noi khé rao, tranh anh sang, & nhiét d6 khon
g qua 30°C. 

16. HAN DUNG: 24 thang ké tir ngay san xuat. 

17. TIEU CHUAN CHAT LUQNG: TCCS 

18. TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

CONG TY TNHH KINGPHAR GROUP 

Thon Binh Phi, x4 Yén Phi, huyén Yén MY, tinh Hung Yén, Viét N
am. 

“TONG GIAM DOC 

TRAN NGHIA VINH 

https://trungtamthuoc.com/


