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I1l. MAU NHAN HOP 03 VI x 10 VIEN, Vi ALU-ALU:

AMBROXOL 30mg

Ambroxol. HCI 30mg
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Thanh phin: M&f vin nén chira

LHCH eeieinia30MONG
= TAAUGE. v vrvssssivsipinsbiss isasions <o ¥ira di 1 vién
S6 16 SX/Lat.No.: € 1 =
NSX/Mfg Date Tiéu chudn chat lugng: TCCS.
HD/Exp Date

AMBROXOL 30mg

Ambroxol. HCI 30mg

AMBROXOL 30mg

Ambroxol.HCI 30mg

. ] 30 | Boxof 03 blisters x 10
| | TABLETS

Chi dinh, cach ding, chéng chi dinh va cic Cer se susdf :
théng tin khic: Xem trong tér hudng dén sir CONG TY CO PHAN DUTIC PHAM TV.PHARM
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IV. MAU NHAN HOP 10 Vi x 10 VIEN, VI ALU-ALU:
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AMBROXOL 30mg

Ambroxol.HCI 30mg

 an GMP-WHO

Théanh phan: MGi vién nén chia
- Ambroxol HCI
- T duge..

Chidijnh, cdch diing, chéng chi djnh va céc
théng tin khic: Xem trong 1o hudng dén sd
dyng thude kém theo.

SBK/Reg.No.:

. 30mg
.. vira di 1 vién

S8 16 SX/Lot.No.:
NSX/Mfg Date
HD/Exp Date

AMBROXOL 30mg

Ambroxol HC! 30mg

A
(= cmp-wHO

Composition: Each tablet contains

- Ambroxol. HCI - 30MIG

- Excipients 5.1 tablet

g e fod ol adatiel
indicati other inf ion: See

the enclosed leaflet for further information
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1 0 | Hop T0vix 10
| VIEN NEN

Bao quan noi khd, nhidt dg khéng qua
30°C; tranh anh sdng:

Doc ky hudng dan sir dung trude khi ding.
D& xa tam tay tré em

Tiéu chudn chat lugng: TCCS

CONGTY CO PHAN DUTQC PHAM TV.PHA® M

| 1 0 | Boxof 10 blist
| | TABLETS

AMBROXOL 30mg

Ambroxol. HCI 30mg

Storage in dry place, do not store above
30°C, protect from light.

Read the package insert carefully before use.
Keep out of reach of children.
Specification: Manufacturer's.
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V. MAU NHAN HOP 03 Vi x 10 VIEN, VI ALU-PVC:
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AMBROXOL 30mg

Ambroxol HCI 30mg

& ®30 5"
T PHARS

GMP-WHO

Thanh phin: M6i vién nén chira Bao quan noi khd, nhigt dg khong qud
- Amt |.HCI 30mg 30°C, trénh dnh sdng.

S F (T, R—————" |8 . |1 I Doc ki hudang dan sir dung trude khi dirg
56 16 SX/LotNo.: Dé xa tam tay tré em

NSX/Mig Date . Tiéu chusn chat lugng: TCCS.

HO/Exp Date

AMBROXOL 30mg

Ambroxol HCI! 30mg

AMBROXOL 30mg

Ambroxol.HCI 30mg

% . ! 30 Bax of 03 bfisters x 10
( = TABLETS

T AR GMP-WHO

Chi dinh, cich ding, chdng chi dinh va C
céc théng tin khde: Xem trong & hudng DUQC PHAM TV.PHARM
dén sir dung thudc kém theo.
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VI. MAU NHAN HOQP 10 Vi x 10 VIEN, VI ALU-PVC:
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AMBROXOL 30mg

Ambroxol HCI 30mg

@ ®

: \ Hip 10 vix 10
i 0 e
{ e GMP-WHO 1 VIEN NEN

Thanh phan: MGi vién nén chira Bdo guan noi kha, nhiét d¢ khang qua
- Ambroxol HCI.... 30°C, tranh anh sang.
Tadduge............. vira di 1 vién Boc k¥ hudng dan sir dung trude khi

diing
Chi dinh, cdch diing, chang chi dinh va Dé xa tam tay tré em,
céc théng tin khdc: Xem trong to Tiéu chuan chat lugng: TCCS.

huéng dén sirdyng thube kém theo. -t
SDK/Reg.No.: CO PHAN,
S6 16 SX/Lot No.: puUoGC PHAM
NSX/Mfg Date 5

HD/Exp Date

AMBROXOL 30mg

Ambroxol. HCI 30mg

fﬁ\ | 1 00 | Box of 10 blisters x 10
(= | TABLETS

TR GMP-WHO

AMBROXOL 30mg

Ambroxol. HCI 30mg

Composition: Each tablet contains Storage in dry place, do not store
- Ambroxel HCL...........c.conniinennni.30MQ above 30°C, protect from light. ,
- Excipi g.5.7 tablet Read the package insert carefully before

use.
Indications, method of administration, Keep out of reach of children.
indicath other Infi i Specification: Manufacturer’s.
See the enclosed leaflet for further
information.
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VIL. MAUNHAN CHAI 100 VIEN
{1\9)—' . 28 /c'
M

AMBROXOL 30mg

Ambroxol HCI 30mg

hurdng dén si dung thudc kém theo.

SDK/Reg. No.:

S8 16 8X/LatNo.:

NSX/Mfg Date :

HD/Eap Date Q\‘ rﬁ?
{

\ s (=]
(-?:J . 100 u:fuliju

o GMP-WHO

Bao quan noi khd, nhigt 4§ khang
qué 30°C, trinh dnh sdng.

Boc k§ hudng dan sir dung trude khi
ding.

Dé xa tam tay tré em.

Tiéu chudn chit lugng: TCCS.

CONG TY CO PHAN DUTC PHAMTV.PHARM

PRI

Co 5d sdn xudt:

27 Nguyén Chi Thanh, Khém 2, Putng 9,

Thanh phé Ted Vink, Tink Trd Vink Vidt Nam |

ol g
paremidl AMBROXOL 30mg
i ch 1 h'
| dinh va céc théng tin k!la’b;g;;m ambraxal,HCI30mg
| Irong td hudng din surdung thudc
i kém theo.
| SBK/Reg. No.:
| S&l6SX/LotNo.:
| NSX/MfgDate :
| HD/Exp ?}at:m £ @ | 'f ]Il?

N ® 200 =,

ThPHARM GMP-WHO

=y

Béo quén noi khd, rhigt d§ khéng
qua 30°C, trdnh anh sing.

Doc ki hudng dan sirdyng trudc khi
ding.

DE& xa tam tay tré em.

Tiéu chudn chat lugng: TCCS.

JIIPRURRE

Cg sd sdn xil:
CONG TY CO PHAN DUGCPHAM TV.PHARM
27 Nguyén Chi Thanh, Kiém 2, Phursng 9,
Thanh phd Tra Vinh, Tinh T3 Vinh, Vigr Nam
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IX. MAU TO HUGNG DAN SU DUNG THUOC:

A‘J‘J‘a)‘o
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Mit 1

BROXOL 30mg

DE xa tam tay tré em
Doc ky hudng din st dung trudc khr dung
THANH PHAN CONG THUC THUGC

- Thanh phén hoat chat:

28117 b 1173776 aTH [ s CORSMMOR SN OO S 00 s A S Sooo B ey ORI 3 i e 30mg

- Thanh phan 14 dugc: Lactose monohydrate, Tinh bt mi, Povidon K30, Pregelatinised Starch,
Colloidal Silicon Dioxide grade 200, Magnesium Stearate..........coccvvvvveeeerviieeceennnnnn. ey, vira di 1 vién
DANG BAO CHE: Vién nén tron, mau tréng déng nhat, mot mit tron, mot mit co khic d&u vach ngang. |
CHI BINH:

Cac bénh dutng ho hap cap tinh va man tinh kém tdng tiét dich phé quan, dac biét trong cac dot cép

viém phé quan man, gian phé quan.

CACH DUNG, LIEU DUNG:

* Cach ding: udng cing hodc khong cling vdi thiic an.

* Liéu diing:

- Ngudii I6n va tré em tir 12 tudi trd 1&n: Usng 1 vién/ldn, 3 1an/ngay.

| - Tré em tir 6 d&n 12 tudi: mdi Ian ¥ vién, 3 1an/ngay.

| - Tré em dudi 6 tudi: nén dung dang bao ché khéc thich hop.

- Bénh nhan suy than, suy gan ndng: chinén diing ambroxol khi co chi dinh clia bac sT.

Can gidm liéu va kéo dai khoang thoi gian dung thudc doi v6i nhitng b&énh nhin suy than nang.

Ambroxol chi c6 tac dung lam lodng dich nhay khiudng di liéu.

CHONG CHIi BINH:

- Qua man vGi ambroxol hodc bat ky thanh phan nao cla thudc.

- Loét da day ta trang ti€n trién. '

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Tham khao v ki€n bac sinéu ho kéo dai qua 14 ngay.

- Trudng hop suy than nang, céc chat chuy&n hoa sé& dugc tich [y 6 gan, cdn giam liéu va kéo dai

khoang thdi gian diing thudc. Chinén duing ambroxol khi cd chi dinh clia bac sT.

- Nguoi bénh ¢o triéu ching rdi loan man tinh vé qué trinh tao hodc dao thai dich tigt. Chi nén su dung

thudc khi co chi dinh cla béc sT. :

- C4n chi v véi ngudi b loét duding tiéu héa va cac trudng hap ho ra mau, ambroxol c6 thé lam tan cac

cuc dong fibrin va lam xuat huy&t trd lai. Chi diéu tri ambroxol maot dot ngan, khdng d3 phai tham kham |

lai. '
- Ngudi bi roi loan van déng nhung mao cdn cén nhdc cdn than gita Igi fch cla viéc lam loang dich tiét

va nguy co bi i dong dich tiét. .

- Khdng nén ding chung véi thudc tc ché ho do ¢6 nguy co i dong dich tiét. |
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Mit 2

- D@ ¢6 bdo cdo vé mot sO hiém céc trung hgp véi ton thuong ndng & da nhu hoi ching StevensT
Johnson va hgi chiing Lyell (hoai ti biéu bi nhiém ddc) véi chi dinh céc thudc tiéu dich nhdy nhu |
ambroxol. 0 giai doan dau, c6 thé xuat hign mot so triéu chiing giéng cam nhu sét, dau chi, cdm lanh,
ho va dau hong. N&u ¢6 bat ci ton thudng ndo & da hodc niém mac, can can thiép y t& ngay lap tiic va
ngting sl dung ambroxol.

Cénh bdo ta duge: Vien nén AMBROXOL 30mg cd chira ta duoc Lactose monohydrat: Benh nhan b r6i
loan di truyén higém gap nhu khong dung nap galactose, thigu hut lactase hoan todn hodc kém hap thu
glucose-galactose khong nén dung thudc nay.

SU DUNG THUOC CHO PHY NO GO THAI VA CHO CON BU

* Sif dung thudc cho phu nif ¢d thai: Ambroxol qua dugc nhau thai. Cc nghién cdu can 1am sang cho |
thdy c6 tac hai tryc ti€p hodc gién tigp t6i qua trinh mang thai, si phat trién clia phdi/ bao thai, qua |
trinh sinh nd hodc sy phat trién clia tré sau khi sinh. Cac kinh nghiém Idm sang sau rong sau 28 tuin
mang thai cho thay khdng cd bang ching vé tac dung co hai cho thai nhi. Tuy nhién, nén than trong khi
st dung thudc cho phy nii co thai. Dac bigt trong 3 thang ddu cla thai ky, khuyén cao khong sii dung =

Ambroxol 30mg ﬁlﬁif
* Sir dung thudc cho phu nif cho con bi: Thudc bai tist qua stia me, do d6 khong khuy€n cdo dung trén 5“_“9%
ghu nt dgng chg con ba. . : ;g;ﬁp\
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MGC \ bl
Chua cé thdng tin vé& anh hutng cla ambroxol 1&8n khd ndng I4i xe va van hanh may mac. N

TUGNG TAC, TUGNG KY CUA THUOC 4 Vinn

* Tuong tac cia thudc:

- Duing chung vai thudc (c ché ho lam gidm sy bai tigt dich ph& quan do (ic ché phan xa ho va gay

dong dich tigt. ;

- Diing déng thai ambroxol véi khang sinh nhu amoxicillin, cefuroxime va erythromycin 1am tang nong

d0 khang sinh trong djch ph& quan va nude bot. '

* Tuang ky ctia thude: Do khdng c6 céc nghién ciiu vé tinh tuong ky clia thudc khong tron 1an thudc nay !

vGi céc thudc khac. |

TAC DUNG KHONG MONG MUGN CUA THUGC.
Céc phan (ing cé hai cla thudc dugc thong ké theo tAn sudt va cac hé cd quan. Tan sudt dugc xEp hang |

| theo mic do xay ra v6i quy udc sau day: Rat thuting gap (ADR > 1/10), thudng gap (1/100 < ADR < |

1/10), it gdp (1/1000 < ADR < 1/100), hiém gdp (1/10000 < ADR < 1/1000) va rat hi€m gdp (ADR <

1/10000); Chua biét (chua thé thiét 1ap tu ddi liéu cé san)

Réi loan hé mién dich:

Chua bigt: Phan Ging di (ing, phan (ing phén vé bao gdm sdc phan vé.

Rdi loan hé tiéu hoa:

Thutng gap: budn ndn

[t gdp: tiéu chay, non, khé tidu, dau bung.

Réi loan da va mé dudi da:

Hiém gap: phat ban, ndi mé day.

Chua bigt: ngtra, phi mach.

Nguy co xay ra phan (ing trén da nghiém trong bao gdm hdng ban da dang va hdi ching Stevens-
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Mait 3

' Johnson, Khuy&n cdo bénh nhan nén ngiing thude ngay I4p tic néu cé nhitng triéu ching ndutrén.
Hudng dan cach xir tri ADR: Ngiing diéu tri néu cén thigt

Thong bao ngay cho béc st hodc dugc s nhiing phan (ing c6 hai gap phai khi st dung thudc.

QUA LIEU VA CACH XU TRi

* Qud liéu: Chua co bao cdo vé ddu higu qud liéu.

* Cdch xif tri khi diing thuée qua liéu: Can ngiing thudc va diéu tri tridu chiing.

QUY CACH DONG GOI: Ep vi Al-Al, AI-PVC: Hop 03 vi x vi 10 vién; Hop 10 vi x vi 10 vién: Vo chai nhya
polyethylene: Chai 100 vién; Chai 200 vién. -

| BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUGC

| Bdo quan noi kho, nhigt do khong qua 30°C, tranh dnh sng.

[

| Han diing: 36 thang ké tif ngay san xuat
| Han dung sau khi m@ ndp chai: 03 théng
| Tiéu chuan chat lugng clia thudc: Tigu chudn cosd
| TEN, DIA CHi CUA O S0 SAN XUAT THUOC.
j \ CONG TY CU PHAN DUgC PHAM TV.PHARM
27 Nguyén Chi Thanh - Khém 2 - Phudng 9 - Thanh phd Tra Vinh - Tinh Tra Vinh - Vigt Nam.
Tv.pHARM DT (0294) 3855372, Fax: (0294) 3740239
NGAY XEM XET SUA DOI, CAP NHAT LAINGI DUNG HDSD THUDC: 13.09.2022

Tra Vinh, ngay 13 thang 09 nam 2022
GIAM POC CHAT LUUNG

ANG THINGOC BICH
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MUCOSOLVAN,

Thinhphin
1 vidn ndn chis 30 mg ambeoxol hydrochlorid,
mwwwmuwmummnwn

l.d?g(mm ng cdc binh phé quin phéi cip va man tink fién quan dén sy
nihdy bt thuéng va syvin chuyén chit nhiy bisuy gidm.
Uéulugng v cichdiing

Nguiian: T vign, 3 1dn mdi nghy.

Higu quididutricd thé duc ting lin bing cach diing 2 vién, 2i8n mbi ngdy.
Nén udng thubc véi nude,

mmm\tmao:nqmdbﬂgdwnguuMmrhrtmnlnu
Trdtl6 En 12 tudi nén dlng nia vidn, 2. 3180 mBingdy.
Vién nénMUCOSOLVAN 30 mg khéng nén ding cho tré dudi 6 tuél.

Trong chl dinh bénh ky hé hip cip, nén di khim néucic tridu ching khéng
cdithignhojoxdu dikhidida til.

CothEuing IUCOSOLVAN ciing hodc khdng cing thic n.

Chéng chidinh

Khdng ding MUCOSOLVAN cho nhing bénh nhin 83 bidt min cdm vl
ambroxol hydrochloridheje cée thinh phdin khde clia thude,

Chéing chidinh trong hgp blnh di truyén hiém gdp cd thé wong ky
vl mdit trong et duge ods thade bin tham khdo phin Cinh bio vl thin
trong dicbidt).

Cinhbioviathinwong ddcbift

RSt it bdo cda téa thuong da ning nhy hii chang Stevens-Johason vi hogl
tirbidu bi nhiém déc (TEN: toxic epiderma! necrolysis) lidn quan dén vibe 53
digng cée thudc long dom nhy ambroxol hydrochiond va chi yéu dugc ty
ﬁ@mmammwmw&mmghmmmmm

nila reng gial doan sém cla hdi ching Stevens-Johnson haje TEN,
trusic tién binh shin c6 th ¢ bifu hign nhu com khéng @3¢ hidu nhu s,
daus naudl, vidm mii, ho vi dau hong. Cic bidu hign nhu com khang djc
higu £ thi-din aén didu tri khéng ding cie tridu ching bing thude ha va
thudcclm.

Do d6 néu xult hikn 16n thuong da hodc niém mac mai, nén thin trong
bdng cich di khim bic si ngay va nén nging didu tri vl

=~ Boehringer
|l||| Ingelheim
Kt 3 St i 650 b b b S g 0 thec 8 k13

nding 14 xe vivinhdnh miy moc.
Chua tién hinh nghién cdu dnh hudng dén khi ning i xe vi vin hanh miy
méc.

Tacdyngphy

Ré&ilogn hE midndich, Do v md dusi
Ckpmmmiﬂﬂﬁlﬁﬂﬂﬁﬂsnmmmﬁmmmm
vacdc phinungqud min khic,

Réilognh¢ tiéuhda
Bubrndn, ndn, ey chdy, khé titu vi dau byng.

Qi lidu

Cho dénniry chira 6 bdo cho che trifu ching qud lidu 83 hitu S ngudi.

T e
quan

bidrctia MUCOSOLVAN Tl lidukhuy&n ciovi cd th cln difutritridu ching.

Dictinh dugciyehpe

Vé mjt tién Lim s3ng ambroxol lydrochlorid, hogt chlt ol MUCOSOLYAN,

44 duge chang minh 1dm ting bai tie dudmg Mhlaﬂé&nmﬂnmlt
chdt ¢ hogt tinh b mat & phéi tsurfactant) va kich thich hogt ddng

mao, Nhing hoy mmimainﬂnmmuwmm
wrnkdwthanhbcddtnﬁy ciia nhung mac). Vide cli thidn sy thanh
thdl chdt nhdy clia nhung mao duge quan sittrong ele nghibn edu duge hoe
|4m shng. Su ting tiét dich vi tic dung thanh thii chit nhiy cla nhung mao
o thudn lgl cho khac damva lim dju ho.

Téc dyng gly 1 tai chd Suge quan sit thily trén md hinh mt thd o6 thé dugc
wmggwag ﬂnhdmhénhm Mwmmﬂnnm
b h duge nhin bibn; sy gdn két

id chen b
nlv(éthéh&nhoc\ré phy m«mm&

Trén in vitro, smboroxol hydrechlorid 1am gldm ding ké sy phéng thich
eytokin 10 mdu vl tlcae 18 bio don nhdn vi da nhdn lén kétvdi md,

N{Myqummwmuvadémanhmwmmmm

N&cﬁﬂéubéan&lmchﬂcﬂ&nglh}nmidﬁn&nm MUCOSOLVAN
lmgu(\mmw o3 ¢
m:&amqmumwmumv«uﬁmmg
Mﬁmmqummmmmmwtﬁﬂgwpw
hikhong nén ding thudc ny,

- u-'“

Tuongtic
Chusa thiy bio co tuang tie kbdng thudn Igh wil cac thubc khic rén im
sang.

Khi ndog sinhsbn, thal ki va cho con bl

Fye [ W S Y i

g rdorauthai,
&memmmbngdmmwommimd&wgu
tip 18 qud trink mang thai, sy phit trién cda phdibio thai, qué trinh sinh
ndhodc urphdt tridn cia tré sau khi sinh,

Cac kinh nghiém 15m sang shu rdng sau 28 tudn mang thai cho thiy khdng
ot bingchung v tic dyng o hai chothai nhi,

Tuy nhign, nén thin trgng khi s dyng thude cho phy nll mang thal Djc bigt
trong ba théng diu cda thaiky, kbuyén cdo khdng s dyng MUCOSOLVAN.

Chaconbd

Ambroxgl hydrochlond dugc tétvaosiame,

Khéing khuyén cio sl dyng MUCOSOLVAN cho phy nldang cho con bimic
dirkhéngxdy ra nhitngtac dung bitlgi dré dang bl me,

Khiningsinhsin
Cac nghidn cdu cdn Bim sdng khding cho thiy 6 1h¢ hai truc tiép hoje gidn
tiép dénkhining sinhsin,

heng.

Nht‘mg djc tinh duge by ndy Tién quan 18l che guan sittrong cde nghida oy
vt hidu qui L sing cla ambrexol hydrochiorid khi difiu b cde tridu ching
ctia dudng hd hilp trén, cho ki qud gidm daurﬂunhchémridcﬂ&édﬂ
lidn quan dén dau viing talmii-khiqudn bing dang khidueag.

Seurkhi dbngembrusalbudrodiorkingng 8 Seiiogirhtmaddii
mmwmmluwmhmﬁwum%m
Quy cdch ddng g6l

Vién nén 30mg

HOp 30 vidn (3vix 10vidn)
Hép 20 vibn (2 vl x 10vidn)

Handiing
Gathing ké tirngdy shnxud

Bioquin
Duich 30°C

Sénxustbdl

Detpharm Reims

10 rue Colonel Charbenneaux
51100 Relmes, France

©o< ki hudng dhn sl dyng rudc khidung,

Néu cén thém théng tin xin Miiid&uuhmﬁ.
Khéng sitdyng qui han ghlirén bao thuée.
Bioquinndiantodnngoditimtay tréem.

315209-004




