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MAU NHAN GOC HOP SEABRO
HOp 2 vi x 6 vién ngdm (Alu-Alu)

Ambroxol hydroclorid 20mg

) ENL'E Hop 2 vix 6 vién ngam

T CREATE CIFFERENCE

Thanh Phan: Mot vién ngam chia: o

2 Ambroxo! Fydroclond... . ... eeeeerereesessoueees 20mg.
e EABRO
Chi Djnh, Ching Chi Dinh, Liéu Lugng - Cich ; S
Ding & C4c Thang Tin Khdc: Xem td hudng el a ki
dén si dyng. ) Hap 2 vi x 6 vién ngam
Béo Quan: Noi khd thoang, tranh &nh séng, nhiét
49 dudi 30°C. DE XA TAM TAY TRE EN.
Tiéu Chudn Chét Lugng: TCCS. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
SBK  (Reg. No.):
¢l $an xut tai: CONG TY ¢O PHAN DUQC ENLIE
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Ambroxol hydrochloride 20mg
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Box of 2 blisters x 6 lozenges

Composition: Each lozenge contains:
Ambroxol hydrochlonde...........ovrerisnnniinns

Lozenge
Excipients q.s.
Indicalions, Conlraindicalions, Dosage - E ABRO
Administration & Other Information: See leaflet.
Ambraval hydrechioride 20mg

KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.

Box of 2 blisters x 6 lozenges

Storage: In dry place, protect from light,
temperature below 30°C.
Specification: Manufacturer's.

Manufacturer: ENLIE PHARMACEUTICAL JOINT STOCK COMPANY

}
k LE.“ i ,,E,I[ e NAB street, My Phuoc 2 Industrial park, My Phuoc ward, Ben Cat town, Binh Duong province, Vietnam. )
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MAU NHAN GOC HOP SEABRO
Hop 3 vi x 6 vién ngdm (Alu-Alu)

ENLIE Hop 3 vix 6 vién ngam

CREETE DIFFERENCE

q_n

GMP-WHO

Ambrosal hydroclorid 20mg

e inbiid

Vidh Ngam

©EABRO

Composilion: Each lozenge contains:
Ambroxol hydrochloride............coveiiniinnna,
Lozenge

Excipients q.s.
Indications, Conlraindicalions, Dosage - EA B R 0
Administration & Other Informalion: See leaflet.

Ambrean! hydrochlorica 20mg

Box of 3 blisters x 6 lozenges

Storage: In dry place, protect from light,
temperature below 30°C. KEEP OUT OF REACH OF CHILDREN.
Specification: Manufacturer's. READ THE LEAFLET CAREFULLY BEFORE USE,

Manufacturer: ENLIE PHARMACEUTICAL JOINT STOCK COMPARY

i}
EJI‘MJW NAB street, My Phuoc 2 Industrial park, My Phuoc ward, Ben Cal town, Binh Duong province, Vistnam.
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Tiéu Chuan Ch&t Lugng: TCCS. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
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MAU NHAN GOC HOP SEABRO
Hop 4 vi x 6 vién ngdm (Alu-Alu)

HE . . b
r}‘ LEN WmlE Hép 4 vix 6 vién ngam
r’//ﬁ Thanh Phan: Mbi vien ngém chi: T ~—
Ambroxol hydroclonid. .........ccoueusssicirnn...20mg.
et EABRO
Chi Dinh, Chang Chi Dinh, Liéu Lugng - Céch s
Diing & Céc Thong Tin Khae: Xem 13 hudng QA ear
ddn su‘dung. ) Hop 4 vix 6 vién ngam
Bdo Quén: Noi khd thodng, trénh &nh sdng, nhiét
60 dudi 30°C. DE XA TAM TAY TRE EM.
Tiéu Chuan Chat Lugng: TCCS. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
SDK  (Reg. Ho.):
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Ambroxol hydrochloride 20mg
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TCREATE DIFFERENCE

Box of 4 blisters x 6 lozenges

Composilion: Each lozenge contains:

Ambroxol hydrochloride...........ocoeinnini
Excipients q.s.

Indicalions, Contraindications, Dosage -
Administralion & Other Information: See leafiet.
Slorage: In dry place, protect from light,
temperature below 30°C.

Specification: Manufacturer’s.

Box of 4 blislers x 6 lozenges

.~ EABRO

Ambraxol hydrochiprids 20mg
KEEP QUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.

% Manufaclurer: ENLIE PHARMACEUTICAL JOINT STOCK COMPANY
'E‘;..‘ “eurreeece  NAB street, My Phuoc 2 Industrial park, My Phuoc ward, Ben Cat town, Binh Duong province, Vietnam.
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MAU NHAN GOC HOP SEABRO
HOp 6 vi x 6 vién ngam (Alu-Alu)
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HYp 6 vix 6 vién ngam

PoRiatE piFFERENCE

o Thanh Phén: Mai vién ngim chia:

— Aol AYGIOCIOND. ...cvvever v 20mg. QU gk
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Chi Binh, Chang Chi Dinh, Liéu Lugng - Cach

Diing & Céc Thang Tin Khac: Xem 13 hudng AIEEE R

dén s dung. . Hop 6 vi x 6 vién ngam

Bdo Quén: Nai khd thodng, trénh énh séng, nhiét

dﬁ_ dudi 30°C. DE XA TAM TAY TRE EM.

Tiéu Chudn Chét Lugng: TCCS. DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
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e Mhtuceeca:  Dudng NAB, KCN My Phudc 2, P.M§y Phudc,Tx.Bén Cat, T.Binh Dudng, Vigt Nam.
T g @ Lozenge [GMP-WHO
2 Re
g5 E
| g8 =
E & E
k
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5 .ENLIE Box of 6 blisters x 6 lozenges
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Composition: Each lozenge contains: Box of 6 blisters X 6 lozenges

Ambroxal hydrochloride.............coeeeeenee 20mg.

Lozenge
Excipients g.s.
Indications, Contraindications, Dosage - @EA B R O
Administration & Other Informalion: See leaflet.
Slarage: In dry place, protect from light, Ambroani ryrochioride 20mg
temperature below 30°C. KEEP OUT OF REACH OF CHILDREN.

Specification: Manufacturer’s. READ THE LEAFLET CAREFULLY BEFORE USE.

Manufaclurer: ENLIE PHARMACEUTICAL JOINT STOCK COMPANY
ﬁ %Q beams: un (a=x = NAG street, My Phuoc 2 Industrial park, My Phuoc ward, Ben Cat lown, Binh Duong pravince, Vietnam.
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MAU NHAN GOC HOP SEABRO
HOp 8 vi x 6 vién ngam (Alu-Alu)

Ambroxol hydroclorid 20mg
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'f FeRENTEDIFFERENCE

7 Thanh Phin: Mi vién ngim chifa:

R e 20mg. @EABRO

Chi Dinh, Chdng Chi Dinh, Liéu Lugng - Cach

Diing & C4c Théng Tin Khéc: Xem td hung ARSI Bdrocend 29mg

dan st dung. . ) e - Hap 8 vi x 6 vién ngam

Bdo Quén: Ni kho thodng, trénh dnh séng, nhiét

do gt 30°C. DE XA TAM TAY TRE EM.

Tiéu Chuzn Chat Lugng: TCCS. OC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
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Ambroxol hydrochloride 20mg

wd i
u “ENLIE Box of 6 blisters x 6 lozenges %
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Ambroxol hydrochlofide..........ccouvverirerinns 20mg.

Lozenge
Excipients q.s.
Indications, Conlraindications, Dosage - E A B R O
Administration & Other Informalion: See leaflet.

Storage: In dry place, protect from light, Ambrowol hydrachiorics 20mg
temperature below 30°C. KEEP OUT OF REACH OF CHILDREN.
Specification: Manufacturer's. READ THE LEAFLET CAREFULLY BEFORE USE.

ENL E Manufacturer: ENLIE PHARMACEUTICAL JOINT STOCK COMPANY
1 NAG street, My Phuoc 2 Industrial park, My Phuoc ward, Ben Cat town, Binh Duong province, Vietnam.
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v ENLIE  Sin it tai: CONG TY GO PHAN DUGC ENLIE
£ cirurevariacuce Dubing NAS, KCN My Phudc 2, P.My Phudc,Tx.Bén Cat, T.Binh Dudng, Viét Nam. _/,—

Composition: Each lozenge contains: Box of 6 blisters x & lozenges ‘\\
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Hop 10 vi x 6 vién ngam (Alu-Alu)
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Ambroxol hydrochloride 20mg

% ENLIE

P CREATE QFFERENCE

Box of 10 blisters x 6 lozenges

i

Composition: Each lozenge contains:

Ambroxol hydrochlofide.............ccoceeneeennns 20mg.
Excipients q.s.

Indications, Conlraindicalions, Dosage -
Administration & Other Informalion: See leaflet.
Storage: In dry place, protect from light,
temperature below 30°C.

Specificalion: Manufacturer’s.

Box of 10 blisters x 6 lozenges

: Lozenge

JEABRO

Ambrongl hydrochioide 20mg

KEEP OUT OF REACH OF CHILDREN.
READ THE LEAFLET CAREFULLY BEFORE USE.

LIE Manufaclurer: ENLIE PHARMACEUTICAL JOINT STOCK COMPANY

= NAG street, My Phuoc 2 Industrial park, My Phuoc ward, Ben Cat town, Binh Duong province, Vietnam.
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TO HUOGNG DAN SU DUNG THUOC

Vién ngam
SEABRO

PE xa tam tay tré em
DPoc kj hudng dan sir dung tricée khi ding
1. THANH PHAN CONG THUC THUOC: mdi vién ngim chta:
Thémh phan hoat chdt: Ambroxol hydroclorid...................... 20mg.

Thenh ph&n td dirgc: Sorbitol, Lactose monohydrat, Povidon K30, Sucralose, Huong bac ha, Huong

chanh, PEG 6000, Colloidal silicon dioxid.

2. DANG BAO CHE:
Vién ngam.

MO té dang bao ché: Vién nén tron mau tring, thanh va canh vién lanh lin.

3. CHI PINH
SEABRO dugc dimg dé giam tridu chimg dau hong cép tinh.

4. CACH DUNG, LIEU DUNG

Cdch dang: Ngam.

Liéu ding:

- Ngwoi 6n va tré em tie 12 tudi tré [én: ngdm 1 vién/lan, c6 thé ngam tbi da 6 lan/ngay.

- Vién ngdm SEABRO c6 thé diing dén 3 ngay. Néu bénh nhén bj s6t cao va cac triéu chimg kéo dai
trén 3 ngay thi bénh nhan nén tham khao ¥ kién béc si.

- Tré em: Khong dung SEABRO cho tré em dudi 12 tudi.

5. CHONG CHI PINH

Man cam véi ambroxol hodic bat ky thanh phan ndo cta thude.

6. CANH BAO VA THAN TRQONG KHI DUNG THUOC

Vién ngdm SEABRO c6 thé sir dyng dén 3 ngay. Néu céc triéu chimg van con hodc trAm trong hon
thi bénh nhan nén héi y kién béc si.

Céc phan Umg da nghiém trong nhu ban dé da dang, hdi chimg Stevens-Johnson (SJS)/ hdi chimg
Lyell, va myn mt ngoai ban tong quét cAp tinh (AGEP) lién quan dén viéc sir dung ambroxol da duge
béo céo. Néu bénh nhan dang c6 cac dau hiéu hodc tri€u chirng ctia phat ban (déi khi két hgp v61 mun
nuéc hoic ton thuong nidm mac), nén ngimg diéu tri ambroxol ngay lap tirc va nén hoi y kién bac si.

Trang 1/6
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Céc trudong hop khé the 6 thé coi 1a mot phan ctia cac bénh tiém an (vi du nhu r6i loan nudt). Cac

phan Gmg di tng tai chd (phii Quincke) ciing c6 thé 12 nguyén nhan gdy khé tho.

Pac tinh gy té cuc bd cua ambroxol ¢o thé gop phin lam suy gidm cam gidc & héu (vi du giam cam
- gi4c & miéng va hong)

Vién ngdm SEABRO khong thich hop dé didu trj loét miéng. Trong trudmg hop nay, nén tham khao

¥ kién bac si.

Trong trudmg hop suy than hodc bénh gan néng, chi nén dung vién ngdm SEABRO sau khi tham khéo

¥ kién bac si. Tuong tu véi tht ca cac thudc chuyén héa & gan va thai trir qua thin, cac chét chuyén

hoa ambroxol duge tao ra & gan ¢6 thé bj tich lily & bénh nhan suy than ning.

Tré em: Khong nén dung vién ngdm SEABRO cho tré em duéi 12 tudi.

Céinh bdo lién quan dén td dwpc

Vién ngdm SEABRO c6 chira sorbitol va do d6 bénh nhén bi rdi loan khong dung nap fructose do di

truyén khong nén duoc chi dinh thubc nay. Can xem xét céc tac dung hiép dbng cha céc thude co

chta sorbitol hay luong sorbitol dimg theo ché d6 n kiéng. Ham lugng sorbitol ¢6 trong thudc c6 thé

anh huong dén sinh kha dung ciia céc thude khéc khi ding chung.

Thude nay ciing chira thanh phan lactose nén bénh nhén bi rdi loan di truyén hiém gip nhu khong

dung nap galactose, thiéu hut lactase hoan toan hodc kém hép thu glucose-galactose khong nén dung

thude nay.

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

Thoi ky mang thai:

Ambroxol hydroclorid qua hang rao nhau thai. Céc nghién ctru trén dong vat da khong duara bét ky
bang chimg nao vé tac dung gay hai truc tiép hodc gidn tiép trong qué trinh mang thai, phat trién phoi
va bao thai, khi sinh n& hodic su phét trién sau khi sinh.

Kinh nghiém l4m sang trén pham vi rong sau tudn thit 28 ca thai ky cho thdy khong c6 tac dong c6
hai nao déi véi thai nhi trong sudt thai ky. Tuy nhién, cAn tuén thi nhitng thin trong lién quan dén
viée st dung thudc trong thoi ky mang thai. Ddc biét trong ba thang ddu cua thai ky, khong nén sir
dung thudc nay.

Thoi ky cho con bu:

Ambroxol hydroclorid dugc bai tiét vao sita me. Vi vdy, khéng khuyén céo st dung vién ngam
SEABRO cho phu nit dang cho con bl méc du khong thé'ly nhitng tic dung bt lgi trén tré dang bu

me.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Thube nay khong anh huéng dén kha nang 14i xe, vin hanh may mdc.
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9, TUONG TAC, TUONG KY CUA THUOC

Twong tac:

Chua c6 tuong tac bét loi ¢6 y nghia lam sang duge ghi nhan khi dung ddng thoi véi cac thude khéc.
Twong ky:

Do khéng ¢6 cdc nghién ctru vé tinh twong ky ctia thude, khdng trdn 1an thude nay véi cae thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Tom tit cac phan tmg bt loi: Pugc phan nhém theo tan sudt: R4t thuong gip (ADR > 1/10), thudng
gip (1/100 < ADR < 1/10), it g&p (1/1000 < ADR < 1/100), hiém gip (1/1000 < ADR < 1/10000), rit
hiém gap (ADR < 1/10000) va tAn suét khéng xac dinh (khdng thé wde tinh tan sudt tie it lidu c6 séin)
Thuong gdp (1/100 <ADR < 1/10)

- Réi loan tiéu héa va réi loan ho hcfp, 16ng ngwe va trung that: gidm cam gidc miéng va hong, budn
non.

- Réi loan than kinh: loan vi gidc (thay d6i vi gi4c)

It gdp (1/1000 < ADR < 1/100)

- Réi loan tiéu héa va réi loan hé hdp, l6ng nguec va trung that: tiéu chay, dau bung trén, kho tiéu,
kho miéng.

Hiém gip (1/1000 < ADR < 1/10000)

- Rdi logn hé mién dich: phan Gmg qua man.

- Réi loan da va mé dudi da: phat ban, ndi mé day.

- Réi loan tiéu héa va réi loan hé hdp, léng ngue va trung that: khd hong.

Tin suit khéong xdc dinh (khéng thé wéc tinh tin suit tiv div liéu c6 sin)

- Réi loan hé mién dich: phan ting phan v§ bao gém so¢ phan v§, phtt mach va nga.

- Réi logn da va mé dwéi da: phan ing da nghiém trong (bao gdm hdng ban da dang, hoi chimg
Stevens-Johnson/ hgi ching Lyell va mun mu ngoai ban cép tinh).

- Réi loan tiéu héa v roi loan hé hdp, 16ng ngue va trung thdt: non.

Théng bdo cho bdc st nhiing tdc dung khong mong mudn gip phdi khi sir dung thuéc

11. QUA LIEU VA CACH XU TRi

Khong c6 dit 1iéu vé st dung thude qué liéu, khong dung qué liéu chi dinh ca thude.

Dua trén céc bdo cdo vé qué liéu ngdu nhién va/hodc do sai sot khi st dung, céc triéu chimg quan st
duoc tuong g véi céc téc dung khéng mong mudn di biét cia vién ngdm SEABRO véi lidu khuyén

cdo va ¢o thé cén di€u tri tri¢u chimg.

12. PAC TINH DUQC LUC HOC
Ma ATC: ROZADOS
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Nhém duoc 1y: Thude giy té tai chd

Co ché hoat dong

Tac dung gay té tai chd ctia ambroxol hydroclorid d& duge quan sat thdy trén md hinh mét tho va c6
thé 1y giai boi dic tinh ngan chan kénh natri. In vitro, ambroxol hydroclorid d4 duge chitng minh 12
c6 thé ngan chin cc kénh natri trong céc t& bao than kinh nhan ban, siéu phén cuc va phu thude vao
dién thé. Lién két nay 1a co tinh thudn nghich va phu thugc vao néng do.

Tinh chét nay phit hop v6i viée gidm dau khi hit ambroxol trong cdc bénh khac cta dudng ho hép
trén.

SEABRO c6 tac dung tai ch trén niém mac hau hong.

Céc nghién ctru 1am sang d& xac nhdn tic dung giam dau cta vién ngdm SEABRO & bénh nhin dau

e

hong lién quan dén viém hong cép do virus. 38827
Céc thir nghiém 14m sang da cho thdy hoat dong ctia vién ngdm SEABRO c6 thé xuét hién trong vong NSH%
t6i da 20 phiit va kéo dai it nhat ba gio. *‘f’fﬁﬁ;.
In vitro, ambroxol hydroclorid ¢6 tic dung chéng vidm. Ambroxol hydroclorid d dugce quan sat thiy :H N
in vitro 1am giam d4ng ké viéc giai phong cytokine tir cac té bao mau don nhén va da nhén lién két ‘ﬁj

véi mo.
Mbt vai nghién ctru di chitng minh vién ngdm Ambroxol hydroclorid d4 lam giam dang ké tinh trang

viém hong.

13. PAC TINH DUQC PONG HQC

Hiip thu

T4t ca c4c dang ambroxol hydroclorid dung dudng udng (khong phai la dang giai phéng cham) déu
hip thu nhanh chéng, ddy di va thé hién tuyén tinh v& lidu lwong trong pham vi diéu tri. Nong do
dinh trong huyét twong dat dugc trong vong 1 gior dén 2,5 gi¢r sau khi ubng cong thire giai phong tire
thoi va sau trung binh 6,5 gior dbi v6i dang bao ché giai phong cham.

Sinh khé dung tuyét d6i cta vién nén 30 mg 1a 79%.

Vién nang phéng thich chdm c6 kha nang st dung tuong dbi 14 95% (binh thudng theo lidu) so v6i
lidu hang ngay 60 mg (30 mg x 2 lan/ngay) duge ding dudi dang vién nén giai phdng tirc thoi.

Do sy hdp thu bd sung qua niém mac miéng, viéc st dung vién ngam lam ting khoang 25% (khoang
tin ciy 90% = 116-134%) trong tong hip thu so v6i dang siro.

Mite d6 phoi nhiém ting 1én khdng c6 anh hudng tidu cuc dén dugce luc hoe clia ambroxol hydroclorid

trong chi dinh duoc khuyén nghi.
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Phin bo

Su phan phdi ambroxol hydroclorid tir méau dén cac mo didn ra nhanh chong va rd rét; ndng do t6i da
ctia hoat chét duoc tim thdy trong phdi. Thé tich phan bd sau khi uéng dugc uéc tinh 14 552 lit. Trong
pham vi diéu tri, ty 1& lién két v6i protein huyét twong duge ghi nhan 1a khoang 90%.

Chuyén héa

Khoang 30% liéu dimg dudmg ubng duoc thai trir qua qué trinh chuyén hoa lan dau.

Ambroxol hydroclorid dugc chuyén héa chii yéu & gan bang cach glucuronid héa va phén cét thanh
acid dibromoanthranilic (khoang 10% lidu ding) cting véi mot sé chit chuyén héa nhd. Céc nghién
clru trén microsome gan ngudi dd chi ra ring CYP3A4 chiu trach nhiém chuyén héa ambroxol
hydroclorid thanh acid dibromoanthranilic.

Thai trir

Trong vong 3 ngay k& tir ngy ubng, khoang 6% liéu dung duoc thai trir & dang tw do va khoang 26%
lidu & dang lién hop trong nudc tiéu.

Ambroxol hydroclorid duoe thai trir v6i thisi gian ban thai cubi ciing khoang 10 gie. D¢ thanh thai
toan phan 14 660 ml/pht, d6 thanh thai qua than tuong mg vdi khoang 8% do thanh thai toan phdn.
Cdc doi twong diic bigt:

O nhimg bénh nhan bi suy gan, sy thai trir cia ambroxol hydroclorid b giam, dan dén nong d6 thude
trong huyét twong cao hon khoang 1,3 dén 2 1an.

Do pham vi diéu tri ctia ambroxol hydroclorid rong, khong can diéu chinh liéu lugng.

Cic dbi twong khic:

Tudi tac va giéi tinh khong anh huéng dén dugc ddng hoc clia ambroxol hydroclorid vé mit lam sang
nén khong cin thiét phai didu chinh lidu luong.

Thirc &n khdng anh hudng dén sinh kha dung ctia ambroxol hydroclorid.

14. QUY CACH PONG GOI:

Hop 2 vi x 6 vién (vi Alu— Alu) + HDSD.
Hop 3 vi x 6 vién (vi Alu— Alu) + HDSD.
Hop 4 vi x 6 vién (vi Alu— Alu) + HDSD.
Hop 6 vi x 6 vién (vi Alu— Alu) + HDSD.
Hop 8 vi x 6 vién (vi Alu— Alu) + HDSD.
Hop 10 vi x 6 vién (vi Alu— Alu) + HDSD.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Diéu kién bdo qudn: Noi kho thodng, tranh dnh sang, nhiét d6 dudi 30°C.
- Hgn ding: 36 thang ké tlr ngay san xut.

- Tiéu chudén chit lwpng: TCCS.
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16. TEN, PIA CHI CUA CO SO SAN XUAT

Co 56 san xudt: CONG TY CO PHAN DUQC ENLIE.

Dia chi: Dudng NA6, khu cong nghiép My Phuée 2, phuong M§ Phude, thi x3 Bén Cat, tinh Binh
Duong.
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