Oral solution

Y
LINGASOL

DROP

Ambroxol hydrochloride
0,75% (7,5 mg/ml)

vy

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthma bronchitis

- Bronchial dysfunction.

Box 1 bottle 20 ml

https://trungtamthuoc.com/

LINGASOL
DROP

Composition: Each ml contains:
Ambroxol HCl ..o 7,5mg
Excipients 9. 10 w...cmwreerressnnen Tml

contraindications,
and

Indications,
dosage, administration
other information:

See the leaflet enclosed.

Specification: In-house.

Storage: Store in a dry place,
protected from light, temperature
below 30°C.

Not for injection
Keep out of reach of children
Read the leaflet carefully before use

NIRRT

Manufactured by:

Ha Nam Medicines JSC

Hoang Dong Industrial Zone,
Hoang Dong ward, Duy Tien town,
Ha Nam province, Viet Nam.

Dung dich udng

—
LINGASOL

DROP

Ambroxol hydroclorid
0,75% (7,5 mg/ml)

- Dot cip cGia viém phé quan man
- Gian phé quan

- Viém phé quan dang hen

-Hen phé quan cé réi loan bai tiét

Hop 11020 ml

LINGASOL

DROP
Thanh phan: Méi ml c6 chua:
Ambroxol HCl ..o 7,5mg
Ta dugc via dU.....u.eeenreeercnsersrns 1ml

Chi dinh, chdng chi dinh, liéu
dung, cach diing va cac thong tin
khéc:

Xem t& hudng dan st dung.

Tiéu chuan: TCCS
Bao quan: Noi khé rdo, tranh anh
sang, nhiét d6 dugi 30°C.
Khong dugc tiém
Dé xa tam tay tré em

Doc ky huéng dan st dung trudc
khi duing

L6 SX/ Lot. No:
NSX/ Mfg. Date:

HD/ Exp. Date:

San xuat tai:

Cong ty CP dugc vét tuy t€ Ha Nam
Cum CN Hoang Dong, phudng
Hoang Dong, thi xa Duy Tién, tinh Ha
Nam, Viét Nam.




Oral solution

S
LINGASOL

DROP

Ambroxol hydrochloride
0,75% (7,5 mg/ml)

VY

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthma bronchitis

- Bronchial dysfunction.

Box 1 bottle 30 ml

https://trungtamthuoc.com/

LINGASOL
DROP

Composition: Each ml contains:
Ambroxol HC .....oceevevereeren 7,5mg
EXCIIENts €. 0 wovvvevereceereesnes Tml

contraindications,
and

Indications,
dosage, administration
other information:

See the leaflet enclosed.

Specification: In-house.

Storage: Store in a dry place,
protected from light, temperature
below 30°C.

Not for injection
Keep out of reach of children
Read the leaflet carefully before use

(T

Manufactured by:

Ha Nam Medicines JSC

Hoang Dong Industrial Zone,
Hoang Dong ward, Duy Tien town,
Ha Nam province, Viet Nam.

Dung dich udng

—
LINGASOL

DROP

Ambroxol hydroclorid
0,75% (7,5 mg/ml)

- Dot cap clia viém phé quan man
- Gian phé quan

- Viém phé quan dang hen

- Hen phé quan 6 rdiloan bai tiét

Hop 11030 ml

LINGASOL

DROP
Thanh phan: Méi ml c6 chia:
Ambroxol HCl i
Ta dugc vira du

Chi dinh, chong chi dinh, liéu
diing, cach diing va céc thong tin
khac:
Xem t& huéng dan st dung.
Tiéu chuan: TCCS
Bao quan: Noi kho rdo, tranh anh
sang, nhiét do dudi 30°C.
Khong dugc tiém

DE xa tdm tay tré em

Doc ky huéng dan sir dung trudc
khi dung

L6 SX/ Lot. No:

NSX/ Mfg. Date:

HD/ Exp. Date:

San xuat tai:

Cong ty CP dugc vat tu'y t€ Ha Nam
Cum CN Hoang Bdng, phudng
Hoang Déng, thi xa Duy Tién, tinh Ha
Nam, Viét Nam.




Oral solution

—
LINGASOL

DROP

Ambroxol hydrochloride
0,75% (7,5 mg/ml)

vy

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthma bronchitis

- Bronchial dysfunction.

Box 1 bottle 50 ml

https://trungtamthuoc.com/

LINGASOL
DROP

Composition: Each ml contains:
Ambroxol HCl ...coevesessess
Excipients eq. to

Indications, contraindications,
dosage, administration and
other information:

See the leaflet enclosed.
Specification: In-house.

Storage: Store in a dry place,
protected from light, temperature
below 30°C.

Not for injection
Keep out of reach of children
Read the leaflet carefully before use

RN

Manufactured by:

Ha Nam Medicines JSC

Hoang Dong Industrial Zone,
Hoang Dong ward, Duy Tien town,
Ha Nam province, Viet Nam.

Dung dich uéng

—_—
LINGASOL

DROP

Ambroxol hydroclorid
0,75% (7,5 mg/ml)

- Dot cap clia viém phé quan man
- Gian phé quan

- Viém phé quan dang hen

- Hen phé quan c6 rdi loan bai tiét

Hop 11050 ml

LINGASOL

DROP
Thanh phan: M&i ml ¢ chua:
Ambroxol HCl...ccoeveereenrens 7,5mg
Ta dugc viia AU...eseeeeenerreessesnes Tml

Chi dinh, chong chi dinh, liéu
diing, cach diing va cac thong tin
khac:
Xem t& huéng dén st dung.
Tiéu chudn: TCCS
Bao quan: Noi kho rdo, tranh anh
sang, nhiét do dudi 30°C.
Khong dugc tiém

Dé xa tam tay tré em

Docky hudng dén st dung trudc
khi diing

L6 SX/ Lot. No:

NSX/ Mfg. Date:

HD/ Exp. Date:

San xuat tai:

Cong ty CP dugc vat tu'y té Ha Nam
Cum CN Hoang Péng, phudng
Hoang Dong, thi xa Duy Tién, tinh Ha
Nam, Viét Nam.




Oral solution

—
LINGASOL

DROP

Ambroxol hydrochloride
0,75% (7,5 mg/mI)

- Acute exacerbation of chronic
bronchitis

- Bronchiectasis

- Asthma bronchitis

- Bronchial dysfunction.

Box 1 bottle 100 ml

https://trungtamthuoc.com/

LINGASOL
DROP

Composition: Each ml contains:
Ambroxol HCl ...covvesersrsens 7,5mg
EXCIpIents €. 10 uvuuvuersuersseres Tml

contraindications,
and

Indications,
dosage, administration
other information:

See the leaflet enclosed.

Specification: In-house.

Storage: Store in a dry place,
protected from light, temperature
below 30°C.

Not for injection
Keep out of reach of children
Read the leaflet carefully before use

DR

Manufactured by:

Ha Nam Medicines JSC

Hoang Dong Industrial Zone,
Hoang Dong ward, Duy Tien town,
Ha Nam province, Viet Nam.

Dung dich udng

S
LINGASOL

DROP

Ambroxol hydroclorid
0,75% (7,5 mg/ml)

- Dot cap cGia viém phé quan man
- Gian phé quan

- Viém phé quan dang hen

- Hen phé quan cé réiloan bai tiét

Hop 110100 ml

DROP

Thanh phan: M6i ml ¢6 chia:
Ambroxol HCl ...eceveerecirens

Ta dugc viia da
Chi dinh, chéng chi dinh, liéu
diing, cach diing va cac thong tin
khac:

Xem t& huéng dan st dung.

Tiéu chuén: TCCS

Bao quan: Nai kho rdo, tranh anh
sang, nhiét do dudi 30°C.

Khong dugc tiém
DE xa tam tay tré em
Docky huéng dan strdung trudc
khi diing
L6 SX/ Lot. No:

NSX/ Mfg. Date:

HD/ Exp. Date:

San xuét tai:

Cong ty CP dugc vét tu'y t€ Ha Nam
Cum CN Hoang Doéng, phudng
Hoang Dong, thi xa Duy Tién, tinh Ha
Nam, Viét Nam.
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LOQ 20ML

Thanh phan: Méi ml o chifa: A Klzéngflﬂ,’ctiém
Ambroxol HCI 75mg Déxatam tay tré em

Ta dugc via dd ml Boc ky huéng dan sif dung trudc
' LINGASOL ising
Chi dinh, chéng chi dinh, liéu diing, DROP A
cich dﬁmqv‘a m’f H‘,&n g tin khic: Ambroxol hydroclorid LoS¥ Lot No:
Kenvituitg Boistidung 0,75% (7,5 mg/ml) HD)/ Exp. Date:
San xuét tai:

Tiéu chudn: TCCS
Cong ty CP dugc vat tu'y té Ha Nam

Cum CN Hoang Dong, phudng
Hoang Bang, thixa Duy Tién, tinh Ha
Nam, Viét Nam.

Bao quan: Noi kho réo, trénh anh
sang, nhiét do dudi 30°C.

LO 30ML

Thanh phan: M&i ml c6 chifa: A KI:ﬁng:iuqctié.m
Ambroxol HCI .. . 75mg Déxatamtay tréem

Ta dudc vita du. ml Doc ky hudng dan st dung truéc
' LINGASOL siding
Chi dinh, chéng chi dinh, liéu diing, DROP N )
i dﬁmg}v& céxc thiingtinkhic Ambroxol hydroclorid oS Lot e
Aew g g dovst dung. 0.75% (7,5 mg/mi) HDY Exp. Date:
San xuét tai:

Tiéu chudn: TCCS 3
Cong ty CP dugc vat tu'y t€ Ha Nam

Bao quan: Noi kho rdo, tranh dnh ﬁum ({_:)N H:ivg_ DD 6’]'9‘_ pt'u: :g
sang, nhiét do dudi 30°C. 04angiong, £} xa Duy len b
Nam, Viét Nam.

———— e
LO 50ML

Thanh phan: Méi ml 6 chia: A KI:&ngPu‘qc!iérn
Ambroxol HCI 5mg Dé xatam tay tré em

Doc ky hudng dan sit dung trudc

Ta dugc vira . 1ml )

‘ LINGASOL uicing
Chi dinh, chéng chi dinh, liéu ding, DROP N !
o c!l‘mg'vé d,‘ th,é g tin irlc Ambroxol hydroclorid SR
Xem t& huéng dén st dyng. 0,75% (7,5 mg/mi) HD/ Exp. Date:

San xudt tai:

Cong ty CP dugc vat tuy té Ha Nam
Cum CN Hoang Dong, phutng
HoangBang, thi xa Duy Tién, tinh Ha
Nam, Viét Nam.

Tiéu chudn: TCCS

Bao quan: Noi kho réo, tranh dnh
sang, nhiét do dudi 30°C.

LO 100ML

Thanh phan: M&i ml co cha: A g’:ﬁHGP“‘?c ﬁéé“

Ambroxol HC... 75mg € xa tam tay tré em

Ta dugc vira da. o dml Doc ky hudng dan st dung trudc
' LINGASOL icing

Chi dinh, chéng chi dinh, liéu diing, DROP L6 KLk N
cich d‘l‘mg’va d,c th,6 ng tin khic: Ambroxol hydroclorid e
Ao i g dan sty 0.75% (7,5 mg/mi) HD/ Exp. Date:
San xuét tai:

Cong ty CP duoc vat tu'y té Ha Nam
Cum CN Hoang Dong, phutng
Hoang Bang, thi xa Duy Tién, tinh Ha
Nam, Viét Nam.

Tiéu chudn: TCCS

Bao quan: Noi kho réo, trinh &nh
sang, nhiét do dudi 30°C.




LINGASOL DROP
(Ambroxol hydroclorid 7,5 mg/ml)
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Tén thuoc ==

LINGASOL DROP

Cac dau hiéu lvu y va khuyén cio khi ding thuoce
Doc k¥ hudng dan str dung trude khi diung

Dé€ xa tam tay (ré em

Thanh phan cdng thire thube

Mobi ml dung dich cé chira:

Hoat chit: Ambroxol hydroclorid. 7,5 mg

Ta duge: Citric acid monohydrat, methyl paraben, propyl paraben, sucralose, sodium

hydroxide, nuée tinh khiét.

Dang bao ché
Dung dich udng.

Dung dich dong nhit, dé uong, khong c6 tiéu phén la

Chi dinh

Bénh cip va man tinh & duong ho hip ¢ lién quan dén sy tang tiét bit thudng cia dich
phé quan va sy van chuyén chit nhiy bi suy giam nhu:

- Doyt cép ciia viém phé quan man

- Gian phé quén

- Viém phé quan dang hen

- Hen phé quan c6 roi loan bai tiét.

Cach dung, liéu dang
Liéu lirong

Trée em duoi 2 tuoi:

I ml/lan (20 giot/lin), 2 lan/ngay (twong duong véi 15 mg ambroxol hydroclorid/

ngay).

Ad_ ..

]
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Tre em tir 2- 5 tuoi:

1 ml/lan (20 giot/lan), 3 lan/ngay (twong dwong véi 22,5 mg ambroxol hydroclorid/

ngay)
Tré em tir 6-12 tubi:

2 ml/lin (40 giot/lan), 2 - 3 lan/ngdy (twong duong véi 30 — 45 mg ambroxol |
hydroclorid/ ngay)

Newoi lon va thanh thiéu nién tir 12 tudi tro lén:

- 2-3 ngay dau: 4 ml/lan (80 giot/ 1an), 3 lan/ngdy (twong duong véi 90 mg ambroxol
hydroclorid/ ngay)

- Nhirng ngay sau: 4 ml/lin (80 giot/ 1dn), 2 lan/ngay (twong dwong voéi 60 mg
ambroxol hydroclorid/ngay).

Cach diang

Co6 thé pha lodng dung dich véi nudce, nude ép trai ciy trude khi dung.

Chong chi dinh
- Man cam véi ambroxol hydroclorid hodc bat ky thanh phéan nao cta thudce

- Thude chi duge sir dung cho tré dudi 2 tudi theo chi din cta bac si.

Cinh bso va thin trong khi st dung thube

Da ¢6 bdo cdo vé cac tac dung phu trén da nghiém trong nhu: ban do da dang, hoi

chirg Steven-Johnson (SJS), hoai tir biéu bi nhiém doc (TEN) va ban dang mun mu
( céip tinh (AGEP). Do d6, trong trudng hgp c6 céc triéu chimg hodc dau hiéu lién quan

dén phat ban (doi khi la tén thuong hodic phdng rop niém mac) nén ngirng siv dung

thudc ngay lap tirc va hoi y kién bac sy.

Trong trudng hop suy giam chirc ning phé quan va lwgng dich tiét 16n (vi du hoi

chirng duong mét), nén str dung thin trong ambroxol vi cd thé din dén nguy co tic

nghén.

Trong truong hop suy giam chirc nang thin hoiic bénh gan ning, thude chi duge sir

dung sau khi da tham khao y kién cua bic si. Déi voi cac thude duge chuyén héa & gan

va thai trir qua than s€ co sy tich lu§ cac chét chuyén hod cta ambroxol & gan & ngudi

suy than nang,.




https://trungtamthuoc.com/

Canh bao ta dwoc:
Do thude ¢6 chira methyl paraben va propyl paraben nén cé thé gy ra phan ing di

ng.

Sit dung thudc cho phu nir ¢6 thai va cho con bi

Thoi ky mang thai

Ambroxol hydroclorid qua duwge hang rao nhau thai. Cac nghién ciru (rén dong vit
khong chi ra tic hai tryc tiép hodc gidn tiép ddi voi viee mang thai, su phat trién cua
phoi thai/ thai nhi, kha ndng sinh hoéc sy phat trién sau sinh.

Cac nghién clru lam sang sau tudn thir 28 cha thai ky khong cho thiy bing chimg vé
tic dung c6 hai ddi vé6i thai nhi. Tuy nhién, can tudn thu céc bién phap phong ngira
thong thuong lién quan dén viée sir dung thuc cho phy nit mang thai. Lingasol Drop

khéng duoc khuyén khich sir dung, dic biét la trong ba thang dau cta thai ky.

Thoi ky cho con bu
Trong céc thi nghiém trén dong vét, ambroxol vao dugce sira me. Do d6 khong nén sur

dung thude & phu nit cho con bu.

Anh hwwong ciia thudce dén kha ning sinh san
Cac nghién ciru ticn lam sang khong chi ra tac dung cé hai truc ti€p hodc gian ti€p dén

kha néng sinh san.

Anh hwong cia thuoe 1én kha niing lii xe, vin hinh may moéc
Khéng ¢é bang ching vé anh hudng cua thude dén kha nang lai xe va stir dung may
moc. Chua ¢6 nghién ctru nao trén kha nang ldi xe va vin hanh miay moc dugc thuc

hién.

Twong tic, twong ky ciia thuoe
Thude giam ho: Khi phdi hop ambroxol véi cac thude chong ho ¢6 thé dan dén tic
nghén dudng hé hap do phan xa ho bi han ché. Do dé viéc sir dung phdi hop chi nén

duogce chi dinh sau khi danh gia day du rai ro va loi ich trén bénh nhén.
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Thc dung khéng mong mudn ciia thude

Nhitng thuét ngir sau ddy dugc dung dé phan loai cac tac dung phy dya trén tan sudt:
R4t thuong gip: >1/10;

Thuong gép: >1/100 va < 1/10;

it gap: >1/1000 va < 1/100;

Hiém gip: >1/10000 va<1/1000;

RAt hiém gap: <1/10000;

Khong xéac dinh: Khong du bang chimg dé két luan.

Duéi day la bang tom tat cac phan ing phy va tan suat:

« R . n A A
Co quan Biéu hi¢n Tan suat

| Phan tng qua man Hiém gip
H¢ thong

G Phan tng phan vé bao gdém soc phan vé¢, phu _
mién dich Khéng xac dinh
mach va ngira

Phat ban, néi mé day Hiém gip
Da va Phan tng da nghiém trong (bao gdém: ban do da
niém mac dang, hoi chirng Steven-Johnson/hoai tr biéu bi | Khong xac dinh

nhiém doc va ban dang myn mt cap tinh)

Budn non Thuong gip
HE ti€u hoa e , - :
Non mira, tiéu chay, kho tiéu, dau byung It gap
Téo bon Rét hiém gap
| H¢ ho hap Kho thd (mét triéu chirng ciia phan tmg qua man) | Khong xac dinh
Khac Sot, di (g da va niém mac It gép

Béo cdo céc tdc dung khong mong muon

Viée béo cdo cac tac dung khong mong mudn sau khi thude duge phé duyét 1a rit quan
trong. N6 cho phép tiép tuc theo ddi danh gia loi ich / rii ro ciia thube. Cac chuyén gia
chim séc stre khoe duoge yéu ciu bao cdo bit ky tac dung khong mong mudn nao téi:
Trung tim DI &ADR Quéc gia

13 - 15 Lé Thanh Tong, Ha N§i

Website: www.canhgiacduoc.org.vn
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By

Qua liéu va cach xar tri
Cho dén nay, chua c6 triéu ching cu thé ndo cia qua liéu duge bdo cdo. Cac tri¢u
chimg quan sat dugce do qua li€u ngau nhién hodc két hgp thudce trung véi cac tac dyng

phu ¢6 thé xdy ra ¢ licu khuyén cdo va cé thé can di€u tri tri¢u chimg.

Dic tinh dwoe lwe hoe

Nhom duge ly: Thude long dom.

Ma ATC: ROSCBO06

Céc nghién ciru tién 1am sang da chi ra ring ambroxol hydroclorid 1am tang ty 18 tiét
dich phé& quan. Ambroxol hydroclorid ciing lam ting san xuét chit hoat dong bé mit
bang cach tan cong truc tiép vao cdc té bao phé nang loai 2 va céc € bao Clara trong
khu vire ctia dudng dan khi nho va kich thich hoat dong cta biéu mé c6 16ng mao.
Nhiing tac dung nay dan dén giam do nhét cia chit nhay va cai thién qua trinh vén
chuyén chéit nhdy (thanh thai chét nhiy). Tac dung cai thién sy thanh thai chit nhay da
duge chimg minh trong cic nghién ciru 1am sang vé duge ly.

Viéc ting bai tiét cac dich nhﬁy va ting kha ning loai bo chét nhz"iy cia niém mac, hd
trg 1am long dom va tao diéu kién cho phan xa ho.

Nghién ctru in vitro cho thay ambroxol hydroclorid c6 tac dung chong viém. Sy gidi

9
A

phéng cytokin ctia céc té bao don nhin va da nhan trong mau va mé da giam dang ké
trong nghién ctru in vitro khi str dung ambroxol hydroclorid.

Ambroxol hydroclorid lam ting néng do ctua khang sinh amoxicillin, cefuroxime,
erythromycin va doxycycline trong dom va dich tiét phé quan. Nén cha y dén tuong

tac nay khi di€u tri 1am sang.

Dic tinh dwoe dong hoc

Hip thu

Ambroxol hydroclorid hap thu nhanh va hoan toan sau khi udng dang giai phong
nhanh, tuyén tinh trong gi6i han liéu diéu tri. Nong do dinh trong huyét twong dat duoc
trong vong 1-2.5 gid sau khi udng cic dang giai phong nhanh va trong vong 6.5 gid
sau khi udng cic dang giai phong cham.

Sinh kha dyung tuyét déi sau khi ubng mét vién 30 mg la 79%. Vién nang giai phong
chdm cho hi¢u qua twong duong 95% (tinh theo lidu) so v&i vién nén c6 cing hoat chit
(liéu 60 mg/ngay, 30 mg/lan x hai lin/ngay).

Phin bé

Ambroxol hydroclorid phin bd nhanh va rong khap tir mau t6i cdc md, nong dd cao

&y

_,:
- 9
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nhat cia hoat chat dugc tim thay & phoi. Thé tich phdn bo sau khi uong la 552 lit.

Trong gidi han liéu diéu tri, thude lién két véi protein huyét twong khoang 90%. .

Chuyén héa va thii triv '
Khoéang 30% lidu ding dudong udng bi thai trir bai sy chuyén héa lin dau.
Ambroxol hydroclorid dugc chuyén héa chi yéu & gan bang phan tmg lién hop véi

acid glucuronic va phén cét thanh acid dibromanthranilic (khoang 10% lidu dung). Cac |
nghién ctru trén microsome gan ngudi da chi ra ring CYP3A4 chiju trach nhiém chuyén
héa ambroxol hydroclorid thanh acid dibromoanthranilic.

Ba ngay sau khi udng, khoang 6% ambroxol hydroclorid & dang tu do va khoang 26%
dudi dang két hop dugce thai trur.

Thoi gian ban thii cudi ciing ctia ambroxol hydroclorid khoang 10 gio. Téng do thanh
thai trong khoang 660 ml/phut, véi d thanh thai qua than la khoing 8% tong do thanh

thai. Sau 5 ngay khoang 83% tdng lidu dung (dwgc danh ddu phong xa) dugc thai trir

qua nudc tiéu.

Daoi twong dic biét
O nhirng bénh nhén bi roi loan chirc ndng gan, sy thai trlr ciia ambroxol hydroclorid bi

giam. Dicu nay dan dén ndng do trong huyét trong cao hon khodng 1.3-2 lan. Do hoat

chat ¢6 pham vi diéu tri rong, khong can thiét diéu chinh liéu.
Dugc dong hoc ctia ambroxol hydroclorid trén 1am sang khong bi anh hudng bai tudi
hodc gii tinh. Do d6, khéng cén thiét diéu chinh li€u.

Thire an khong anh hudng dén sinh kha dyng cia ambroxol hydroclorid.

Di liéu an toan tién 1am sang
Ambroxol c6 chi s0 ddc tinh cap tinh thap.
Str dung duong uong: Khong ¢éd doc tinh trén co quan cu thé nao dugc phat hién trong

cac nghién ctru lidu lap lai & chudt céng (52 va 78 tuﬁn), tho (26 tui’in), chudt nhit (4

tuéin) va cho (52 tudn). Mire lidu khong quan sat thiy tac dung phy (NOAEL) 1a 50 mg
/ kg / ngay & chudt cong, 40 mg / kg / ngay & tho, 150 mg / kg / ngay & chudt nhat va
10 mg / kg / ngay & cho.

Str dung duong tinh mach: Nghién ciru doc tinh véi ambroxol hydroclorid trong 4 tudn
& chudt cong (4, 16 va 64 mg / kg [truyén 3 gidr / ngay]) va ché (45, 90 va 120 mg / kg
/ ngay [truyén 3 gio / ngay]) khéng cho thdy nhim doc toan than hoic tai chd nao

nghiém trong bao gom ca moé bénh hoc. Tat ca cac tac dung phu déu cé thé hoi phuc.
g . E L] . * . l L]
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Ambroxol hydroclorid khong gy doc cho phoi hodc giy qudi thai khi sir dung liéu
ubng 1én dén 3.000 mg / kg / ngay & chudt cong va 200 mg / kg / ngdy & tho. Kha ning
sinh san cta chudt dyc va chudt cai khong bi anh hudng khi dung mire licu 1én dén
1.500 mg / kg / ngay.

Miuc lidu khong quan sét thdy tac dung phu (NOAEL) trong mdt nghién ciru vé sy phat
trién chu sinh va sau sinh 1a 50 mg/kg/ngay.

Vi lidu 500 mg/kg/ngay, ambroxol hydroclorid hoi ddc ddi véi dong véit me va con
ctia chiing (cham phat trién thé trong va s6 lugng con mdi lira).

Nghién ciru ddc tinh gen trong in vitro (xét nghiém Ames va quang sai nhiém sic thé)
va in vivo (xét nghiém vi nhén trén chudt nhét) khéng cho thy bt ky khé ning gay dot
bién nao ciia ambroxol hydroclorid.

Ambroxol hydroclorid khéng cho thiy kha ning tao khéi u trong céc nghién ciru vé
kha ning gy ung thu & chudt nhit (50, 200 va 800 mg/kg/ ngay) va chudt cong (65,
250 va 1.000 mg/kg/ ngay) duge didu tri véi ché do dinh dudng twong ng trong 105

va 116 tuan.

Quy cach dong goi
Hop 110 20 ml, 30 ml, S0 ml, 100 ml.

Kém coce dong phin liéu

Piéu kién bio quén, han ding, tiéu chuin chit lwong ciia thude
Bao qudn

Noi kho rdo, tranh anh sang, nhié¢t do dudi 30°C.

Han diing

24 thang ké tir ngay san xuit. 60 ngay tir sau khi mé nép.

Tiéu chuin chit hrong ciia thubc

TCCS

Tén, dia chi co sé sin xuat

CONG TY CP DUQC VAT TU Y TE HA NAM
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