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MAU NHAN THUOC PANG KY

1- MAU NHAN CHAI NIC BESOLVIN-8 (Chai 500 vién nén)

- CONG THUC: ET— TIEU CHUAN AP DUNG: TCCS

- Bromhexin HCI .................. 8 mg n néi SDKNISA: .............
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MAU NHAN THUOC PANG KY

2 - MAU NHAN Vi NIC BESOLVIN-8 (1 vi x 10 vién nén)

e T
® L
NIC BESOLVIN-8
Bromhexin HCI 8 mg

Tiéu chudn 4p dung: TCCS / GMP-WHO
San xuat tai: .
CONG TY TNHH DUQC PHAM USA- NIC

NIC BESOLVIN-8

Bromhexin HCI 8 mg

Specitification In House / GMP-WHO
Manufactured by:
USA-NIC PHARMA Co., Ltd

NIC BESOLVIN-8

Bromhexin HCI 8 mg

Tiéu chudn dp dung: TCCS / GMP-WHO
San xudt tai: B
CONG TY TNHH DUOC PHAM USA -NIC
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MAU NHAN THUOC PANG KY

3 - MAU HOP NIC BESOLVIN-8 (Hop 10 vi x 10 vién nén)
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Bromhexin HCI

NIC BESOLVIN-8

8 mg

Hép 10 vi x 10 vién nén

LT o 1vién
CHI BINH, CACH DUNG, CHONG CH
DINH, THAN TRONG VA CAC THONG
TIN KHAC: Xin doc trong 13 hudng
dén sl dung.

S&n xudt tai:

- BAO QUAN NOI KHO MAT,

CONG TY TNHH DUQC PHAM USA - NIC \}
L6 11D, Budng C, KCN Tan Tao, Q. Binh Tan, TP.HCM

CONG THUC: - b€ XA TAM TAY CUA TRE EM —

- BOC KV HUONG DAN sU DUNG

TRUGC KHI DUNG

NHIET B0 DUGI 30°C, TRANH
ANH SANG.

Bromhexin HCI

Hép 10 vi x 10 vién nén
INDICATIONS, DOSAGE, CONTRA - INDICATIONS, WARNINGS

AND OTHER INFORMATION: Read the package insert carefully.

Tiéu chudn ép dung: TCCS

M3 Vach |

NIC BESOLVIN-8

Manufactured by: USA-NIC PHARMA Co., Ltd
Block 11D, Road C, Tan Tao IP, Binh Tan Dist., HCMC

8 mg

Bromhexin HCI 8 mg
[GMP-wHoO]

NIC BESOLVIN-8

S5 16 SX (Lot. No) :
Ngdy SX (Mfg. Date) :
Han dung (Exp. Date) :

Tp.HCM, Ngay 4| thdng v} nidm 201}
KT.Téng Gidm Péc
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TO HUONG DAN SU DUNG CHO CAN BO Y TE
Vién nén NIC BESOLVIN-8

1.
2.

Tén thuée: NIC BESOLVIN-8

Thanh phén ciu tao ciia thude: (cho mot vién)
Bromhexin hydroclorid.........ccccceevevennnnee 8 mg
T QU .oscnvisivmsoniios vira g T80

(Lactose, dextrose anhydrous, tinh bt sin, PVP K30 (Polyvinylpyrrolidon), mau patent blue,
bot talc, magnesi stearat).

3. Dang bao ché: Vién nén.
4. Cac dac tinh duge lue hoe, dwge dong hoc:
Duwoc lue hoe

Nhém duge 1y: Thube long dom q/ :
Ma ATC: ROSCB02

Bromhexin hydroclorid 13 chét c6 tdc dung loing dom. Do hoat héa ttzmg hop
sialomucin va ph4 v cdc sgi acid mucopolysaccharid nén thuéc 1am dom lodng hon
va it quanh hon. Gidp dom tir phé quén thoat ra ngoai cé hiéu qua.

Dwoe dong hoe

Hiap thu: Bromhexin hydroclorid hip thu nhanh va chuyén héa hoan toan qua

duwong tiéu héa. Sinh khi dung tuyét d6i cia bromhexin hydroclorid khoing

22,248,5% cho dang vién nén. Sir dung ddng thoi véi thire dn lam ting ndng dd toi

da trong huyét twong ciia bromhexin hydroclorid.

Phan bo:

+ Sau khi tiém tinh mach, thé tich phin phdi trung binh (VSS) ciia bromhexin Ia
1209+206 1. Sau tiém tinh mach hoic udng thudc khoﬁng 2 gid, ndng dj thudc tai
mé phé quin-phdi cao hon 1,5-4,5 lin va tai nhu mé phoi cao hon khoing 2,4-5,9
lin so véi nﬁng d9 thudc trong huyét twong.

+ Brombhexin lién két dwéi dang khong d6i véi protein huyét twong khoing 95%
(lién két khong han ché).

Chuyén héa:

+ Chuyén héa lin dAu 1 khoing 75-80%.

+ Bromhexin dwge chuyén héa gin nhw hoan toan thanh cic chit hydroxyl héa
khéc nhau va acid dibromanthranilic. TAt ca cdc chéit chuyén héa va bromhexin
nguyén trang hau hét lién hop dwéi dang N-glucuronid va O-glucuronid. Khong
co bé"lng ching cho thdy c6 thay ddi trong chuyén héa véi sulfonamid,
oxytetracyclin hoic erythromycin. Dw dodn sé khong c6 cic twong tic dang ké véi
co chit ciia CYP 2C9 450 hay 3A4.

Thai trir:

+ Sw thii trir bromhexin dao dgng tir 843-1073 mVl/phat (hé s6 bién thién (CV) >
30%).

+ Sau khi udng liéu tir 8 dén 32 mg, cic thong s6 dwge djng hoc ciia bromhexin 1a
tuyén tinh. Sau khi ding bromhexin dinh diu phéng xa, khoing 97,4+1,9% liéu
dwoc tim thiy trong nwéc tiéu, véi cic phan tir goc khong bién ddi chiém it hon
1%.

+ Sau khi udng liéu tir 8 dén 32 mg, thoi gian bén thai thudc khoiang 6,6-31,4
gio. Khﬁng quan st thiy c6 sw tich lay thudc sau khi dung nhiéu liéu.
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Quy cach dong géi:

Hoép 10 vi x 10 vién.

Chai 500 vién.

Chi dinh, liéu ding, cich ding, chdng chi dinh:
a. Chi dinh:

- Réi logn tiét d;ch phé quin, nhit la trong viém phé quén cip tinh, dot cép tinh
cuia viém phe quan man tinh.

b. Liéu ding, cich ding:
- Thudc chi dung & ngudi lom.
- Céch dung: Udng thubc sau bira &in véi 1 coe nwée.

- Liéu dung 8-16 mg/lan ngay udng 3 lan. Thoi gian diéu tri khong qué 5 ngay tru:\khn
¢6 y kién thay thude.

c. Chong chi dinh:

- Qua min cam véi bromhexin hydroclorid hay bat cir thanh phin nao coa thube. ~/ i

Thén trong khi ding thudc:

Trong khi ding bromhexin cin tranh phéi hop véi thude ho vi ¢ nguy co gdy r dong
dom & dudng ho hip.

Bromhexin, do téc dyng lam tiéu dich nhdy, nén c6 thé gy hily hoai hang rao niém mac
da day; vi vay, khi dung cho ngudi bénh c6 tién sir loét da day phai rét than trong. y
Cén thin trong khi dung cho ngudi bénh hen, vi bromhexin ¢6 thé gay c6 thét phé quan & . %/
mét s6 nguoi d& man cam. .
Su thanh thai bromhexin va céc chit chuyén héa c6 thé bi giam & ngudi bénh bi suy gan \
hodc suy than n@ng, nén can phai than trong va theo doi. \
Can than trong khi ding bro;nhexin cho nguoi cao tudi hodc suy nhugc qua yéu, tré em,
dac biét 1a tré em dudi 2 tudi, vi khong c6 kha nang khac dom c6 hiéu qua do do6 cang
tang r dom. :
Truwomg hgp phian wng da nghiém trong nhw bénh hong ban da dang, hdi chimg E>
Stevens-Johnson (SJS)/hoai tir thwong bi do nhiém ddc (hdi ching Lyell) va hoi 4
chirng ngoai ban mun mi toan than cip tinh (AGEP) c6 lién quan dén viéc sir dung

bromhexin di dwgc bdo cdo. Néu c6 diu hi¢u hoic triéu chirng cia phét ban da tién ¥
trién (d6i khi kém phdng rop da hodc ton thwong niém mac), nén ngung dicu trj véi Z":
bromhexin ngay lip tirc va héi y kién bc si. >

Bromhexin két tiia trong dung dich cé6 pH trén 6. Khong nén hoa tan vién thudc
trong dung moi.

Bénh nhan m_éc cac 'réi loan di truyén hiém gap vé dung nap Galatose, chimg thiéu hut
Lactase Lapp hodc roi loan hap thu Glucose-Galatose khong nén sir dung thu6c nay.
Twong tic clia thudc:

Khéng phm hop v6i thude lam giam tiét dich (giam ca dich tiét khi phé quan) nhu cac
thude kiéu atropin (hoic anticholinergic) vi 1am giam t4c dung ctia bromhexin.

Khéng phéi hop véi cac thube chdng ho.

Dung ph01 hop bromhexin voi khéng sinh (amoxicilin, cefuroxim, erythromycin,
doxycyclin) lam téng nong do khang sinh vao md ph01 va phe quan. Nhu vdy, bromhexin
c6 thé c6 tac dung nhu mot thudc bb trg trong diéu tri nhiém khuan ho hép, 1am tang tac
dung cta khang sinh.

Téc dung khéng mong mudn:

it gap (1/1000<ADR<1/100)

+ H¢ thong mién djch: Phin g qua min.
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10.

11.

+ Than kinh: Nhirc du, chéng mat, ra md héi.

+ Da: Phat ban, ndi may day.

+ Tiéu hoa: Pau ving thugng vi, budn non, non, ia chay.

+ Hb hap: Nguy co 1 dich tiét phé quan & ngudi bénh khong c6 kha ning khac dom.

Hiém gip (ADR<1/1000)

+ Tiéu héa: Khoé miéng.

+ Gan: Tang enzym transaminase AST, ALT.

Khong rd tin suit:

+ H¢ thong mién dich: Phin g phin vé, bao gém ca séc phin vé, co thiit phé
quin, phu mach va ngira.

+ Da: Phian Wng da nghiém trong (bao gdm ca hdi chimg Stevens-Johnson
(SJS)/hoai tir thwgng bi do nhiém ddc (hdi chirng Lyell) va hji chirng ngoai ban
mun mi toan than cip tinh (AGEP)).

Théng bao cho bac si nhimg tac dung khong mong mudn gip phai khi st dung thube

Qui liéu va cich xir tri:

Cho d{%n nay, chua thdy c6 béo céo vé qué liéu do bromhexin. Néu xay ra truong hop qué

lidu, can diéu tri triéu chimg va hd trg.

Cic diu hi¢u cin lru y va khuyén cido:

Sir dung cho nguwdi 1di xe va vin hanh mdy mée: Vi thudc cé thé giy nhirc diu,

chong miit nén thén trong khi dung cho nguoi ldi xe va vin hanh mdy méc.

Str dung cho phu nir mang thai va cho con bu:

+ Phuy nit mang thai: Chua nghién ctru tac dung sinh quai thai ciia bromhexin & dong vat
thi nghi¢ém. Chua c6 nghién ciru day du va c6 kiém soat vé dung bromhexin cho nguoi
mang thai, vi vdy, khong khuyén cédo dung bromhexin cho nguoi mang thai.

+ Phu nir cho con bu: Con chua biét bromhexin c6 bai tiét vao sira me khong. Vi vay,
khong khuyen cdo dung bromhexin cho phu nir nudi con bu. Néu cin dung thi tot nhat
1a khéng cho con bu.

12. Piéu kién bio quin, han dung: Y‘

Noi khd mat, nhiét do duéi 30°C, tranh anh séng.
Han dung: 36 thang ké tir ngay san Xuét.

13. Tén, dia chi ciia co s& san xuit:

CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
L6 11D dudmg C — KCN Tén Tao — Q.Binh Tan — TP.HCM
DT : (08) 37.541.999 — Fax: (08) 37.543.999

TPHCM, ngiy. 1__thang 07 nim 2017
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TO HUONG DAN SU DUNG CHO BENH NHAN

Tén thude: NIC BESOLVIN-8

Khuyén cdo:

Doc k§ huéng dan sir dung trude khi ding

Pé xa tdm tay tré em

Thong bao cho béac sy hodc dugc sy nhing tac dung khong mong mudn gap phai khi sir
dung thuoc.

Thanh ph?m, ham lwong ciia thude:

Hoat chit: Bromhexin hydroclorid................ 8 mg

T4 dugc: Lactose, dextrose anhydrous, tinh bdt sin, PVP K30 (Polyvinylpyrrolidon), mau
patent blue, bt talc, magnesi stearat.

M3 ti sin phdm: Vién nén hinh oval mau xanh, mdt mit vién nhén, mot mat vién c6 khéc

chir Y, canh va thanh vién lanh lan.

Quy cach déng géi: Hop 10 vi x vi nhdm/PVC 10 vién; Chai 500 vién.

Thudc diung cho bénh gi:

R6i loan tiét dich phé quan, nhit 1a trong viém phé quan cﬁp tinh, dot cfap tinh cia

viém phé quin man tinh.

Nén ding thudc nay nhw thé nao va liéu lrong:

Thudc chi dung & ngudi l6m.

Cach diing: Uong thudc sau bira iin véi 1 coc nuée.

Liéu dung: 8-16 mg/lan, ngay udng 3 lan. Thoi gian diéu tri khong qua 5 ngay trir khi ¢ y

kién thay thuoc.

Khi nao khong nén ding thudc nay:

Qua mén cam véi bromhexin hydroclorid hay bat ctr thanh phan nao cua thude.

Téc dung khéng mong mubn:

it gap (1/1000<ADR<1/100)

+ Hé théng mién dich: Phén ing qud mén.

+ Thén kinh: Nhirc dau, chéng mit, ra md héi.

+ Da: Phat ban, ndi may day.

+ Tiéu hoa: Pau ving thuong vi, budn non, ndn, ia chay.

+ Hb hip: Nguy co  dich tiét phé quan & ngudi bénh khong c6 kha ning khac dom.

Hiém gip (ADR<1/1000)

+ Tiéu hoa: Khd miéng.

+ Gan: Tang enzym transaminase AST, ALT.

Khong ré tAn suét:

+ Hé thong mién dich: Phin émg phin v¢, bao gbm ci séc phin vé, co thit phé quin,
phu mach va ngira.

+ Da: Phan éng da nghiém trong (bao gdm ci hi chimg Stevens-Johnson (SJS)/hoai
tir thwgng bi do nhiém dgc (hi chirng Lyell) va hdi chirng ngoai ban mun mi toian
thin cip tinh (AGEP)).

Thong bao cho béc si nhitng tac dung khong mong mudn giip phai khi sir dung thube

Nén trinh ding nhirng thudc hoiic thwe phdm gi khi dang sir dung thudc nay.

Khong phéi hgp v6i thude 1am giam tiét dich (giam ca dich tiét khi phé quan) nhu céc thube

kiéu atropin (hodc anticholinergic) vi lam giam tac dung cta bromhexin.

Khong phdi hop véi cac thudce chdng ho.

\""1 e
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14.

15.

16.

17.

nttps://trungtamthuoc.com/

Ding phdi hop bromhexm voi khang sinh (amoxicilin, cefuroxim, erythromycin,
doxycyclin) lam tang ndng d6 khang sinh vao mé phdi va phé quan. Nhu véy, bromhexin c6
thé ¢6 tac dung nhu mot thudc bd trg trong diéu tri nhim khudn hé hép, 1am ting tac dung
cta khang sinh.

Cin lam gi khi mjt lin quén khéng ding thubc:

Tiép tuc ding thudc theo huéng dén.

Cin bio quin thudc nay nhwr thé nao:

Noi khé mét, nhiét 4o dudi 30°C, tranh anh sang.

Nhirng ddu hiéu va tri¢u chirng khi ding thudc qua liéu:

Cho dén nay, chua thiy c6 béo cdo vé qué lidu do bromhexin

Cin phai lam gi khi dung thudc qua liéu khuyén céo:

Néu xay ra truong hop qua liéu, can diéu tri triéu chimg va hd tro.

Nhirng Piéu can thin trong khi diung thudc nay: )/4

Trong khi dung bromhexin cén tranh phbi hop véi thube ho vi c6 nguy co giy  dong dom
& duong ho hap.

Bromhexin, do tic dung lam tiéu dich nhf:iy, nén c6 thé gay hiy hoai hang rao niém mac da
day; vi vay, khi dung cho nguoi bénh c6 tién sir loét da day phai rét thin trong.

Cén thén trong khi ding cho ngudi bénh hen, vi bromhexin ¢6 thé gy c6 thit phé quan &
mot s6 ngudi dé man cam.

Su thanh thai bromhexin va cac chét chuyén héa c6 thé bi giam & ngudi bénh bi suy gan
hodc suy thin ning, nén can phai than trong va theo dai.

Can than trong khi dung, bromhexin cho nguoi cao tudi hoac suy nhugce qua yéu, tré em, dic
biét 1a tré em dudi 2 tudi, vi khong cé kha nang khac dom c6 hiéu qua do dé cang ting @
dom.

Truomg hop phian ting da nghiém trong nhw bénh hong ban da dang, hdi chirng

Stevens-Johnson (SJS)/hoai tir thwong bi do nhiém ddc (hi chirng Lyell) va hji chig

ngoai ban mun mu toan thin cdp tinh (AGEP) ¢6 lién quan dén viée si dung

bromhexin da dwgc bdo cio. Néu c¢é du hiéu hoidic triéu chirng ciia phit ban da tién
trién (d6i khi kém phdng rép da hoic tén thwong niém mac), nén ngung didu tri voi
bromhexin ngay lap tirc va hoi y kién bic si.

Bromhexin két tiia trong dung dich c¢6 pH trén 6. Khong nén hoa tan vién thudc trong

dung méi.

Bénh nhan miéc cac ri loan di truyén hiém gip vé dung nap Galatose, chimg thiéu hut

Lactase Lapp hodc rdi loan hip thu Glucose-Galatose khong nén sir dung thude nay.

Sir dung cho nguwoi ldi xe va viin hanh may méc: Do thudc cé thé giy nhirc diu, chéng

mit nén thin trong khi dung cho ngwoi lii xe va vin hanh may méc.

Str dung cho phu nit mang thai va cho con bu:

+ Phy nir mang thai: Chwa nghién ctru tac dung sinh quai thai ciia bromhexin & dong vat thi
nghiém. Chua c6 nghién ciru day du va c6 kiém soat vé dung bromhexin cho nguti mang
thai, vi vdy, khong khuyén cao dung bromhexin cho nguoi mang thai.

+ Phu nir cho con bu: Con chua biét bromhexin c6 bai tiét vao sira me khong. Vi vay,
khong khuyén céo ding bromhexin cho phu nir nudi con bu. Néu can dung thi tot nhét 1a
khong cho con b.

Khi nao cin tham vén béc sy, dwgc sy:

Néu can thém thdng tin xin héi y kién béc s§ hodic dugc sy.

Han ding ciia thude:

36 thang ké tir ngdy san xuét.
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Tén, dia chi, biéu twong (néu ¢6) ciia co' s& sian xut.

Tén nha san xuat: CONG TY TNHH DUGC PHAM USA - NIC (USA - NIC PHARMA)
Dia chi: Lo 11D, dudmg C, KCN Tan Tao, Q. Binh Tan, Tp.HCM.

Dién thoai: (08) 37.541.999 — Fax: (08) 37.543.999

Ngay xem xét sira d6i, cip nhit lai ndi dung hwémg din sir dung thudc: 21/07/2017
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