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HUONG DAN S’ DUNG THUOC
Dung dich uéng AMBOXOL 30

Dé xa tam tay tré em
Doc kj hwéng dan s dung trwéce khi ding

1. THANH PHAN
Thanh phan duoc chat:

Ambroxol hydrochlorid 0,6% (wiv)

Thanh phan ta duoc:

Sorbitol 1dng, dwérng tréng, sucralose, dipotassium glycyrrhizinate,
resolver (gdm arabic, triacetin, acid ascorbic, cac chét tao hirong),
propylen glycol, glycerin, hydroxyethyl cellulose, acid citric monohydrat,
naftri citrat dihydrat, natn benzoat, dinatri edetat, hwong chudi, tartrazin,
nwoc tinh khiét vira do.

2. DANG BAO CHE
Dung dich udng, trong sudt, mau vang, mui chudi, vi ngot, hoi dang.
pH 4,5-6,0

3. CHi BINH

Tac dung lam tiéu chat nhay trong cac bénh phé quan, phdi cip va man
tinh lién quan dén sw tiét chat nhay bat thudng va sw van chuyén chét
nhay bi suy giam.

4. LIEU DUNG, CACH DUNG

Liéu ding

- Nguwoi lon va tré em trén 12 tudi:

+Udng mdi 1&n 5 mL, ngay 3 lan trong 2 - 3 ngay dau.

+ Sau d6 udng méi lan 5 mL, ngay 2 lan.

-Tré em tir 6 — 12 tudi: Udng méi lan 2,5 mL, ngay 2 - 3 lan.

- Tré em tir 2 — 5 tudi: Udng mbi 1an 1,25 mL, ngay 3 Ian.

-Tré em duéi 2 tudi: Khéng nén ding thude cho tré em duwoi 2 tudi.
Khéng nén st dung thudc qua 4 — 5 ngay néu khéng co y kién ctia bac
s,

Cach dung

Dung dwdng udng triede hodc sau bira an. Str dung cdc dong nhwa
15ml (c6 vach chia 1,25ml dén 15ml) di kém dé 14y lvong thude thich
hop cho méi 1an udng.

5. CHONG CHi DINH

- Qua méan v&i Ambroxol hydroclorid hodc bat ky thanh phéan nao cla
thube.

- Chéng chi dinh déi v&i tré em duwéi 2 tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khéng str dung thuéc trong thei gian dai, hon 4 — 5 ngay, ma khong
co y kién bac si.

- Than trong trong frieéng hop suy than nang hoac bénh gan nang, chi
dwroc str dung thude khi co chi dinh clia bac si. Cling nhuw tat ca cac
thuéc duoc chuyén hoa & gan va thai trir quan than, cd thé co suw tich
luj cac chat chuyén hoa clia ambroxol tao thanh & gan xay ra trong
trwérng hop suy than nang.

- Trwérng hop 6 céc triéu chirng hd hap cap tinh, can dén gép béac si
néu cac triéu chirng khong cai thién hoac xau di trong qua trinh didu tri.
- Trong trerd'ng hop chire ndng phé quan bi suy giam va lwong dich tiét
I&n hon (vi du, héi chirng réi loan van déng 16ng mao nguyén phat hiém
gap), ambroxol nén duwoc str dung than frong do sur tac nghén tiét dich
co thé xay ra.

- D4 co6 bao céao vé cac tén thwong da nghiém trong nhw héng ban

da dang, hoi chirng Stevens - Johnson (SJS)/ hoai tr biéu bi nhiém déc
(Toxic epidermal necrolysis - TEN) va ngoai ban mun mu toan than

cap tinh (Acute generalised exanthematous pustulosis - AGEP)

lien quan dén viéc str dung ambroxol. Néu c6 cac triéu chirng hodc
déu hiéu phat ban da tién trién (déi khi két hop phdng rop hodc ton
thwrong niém mac), nén ngirng str dung thude ngay 1ap tire va

tim tw van y té.

- Bénh nhan khéng dung nap fructose di truyén (HFI) khéng nén st
dung do trong thanh phan thubc co sorbitol (ngudn gdc cla fructose).

- Thuée chira propylen glycol nén viéc diing déng thoi véi bét ky co
chéat nao clia reou dehydrogenase nhuw ethanol ¢ thé gay phan tng
phu nghiém trong & tré so sinh_

7. S DUNG THUOC CHO PHU N{¥ CO THAI VA CHO CON BU
Phu nir co thai

Cac nghién ctru can |am sang cho thay khéng cé béng chirng vé tac
dung phu trwee tiép hoac gian tiép dén thai, phoi, sw phat trién cta thai
nhi, sinh dé& hoéc sau khi sinh. Cac kinh nghiém lam sang mé rong
khoéng cho thay bét ky tac dung phu nao trén thai nhi sau tuan ther 28
clia thai ki. Tuy nhién, khéng nén st dung thudc trong ba thang dau
thai ky.

Phu nir cho con bu
Ambroxol qua dwoc sira me & dong vat thir nghiém do dé khong nén
str dung thudc trong thoi ki cho con bu.

Kha nang sinh san
Cac nghién ctru can |am sang khéng cho thay bat ky tac dung phu truc
tiép hoac gian tiép d&n kha nang sinh san.

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

Chura cé béng chirng vé swr anh hwéng ctia thubc Ieén kha nang lai xe,
van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac cla thuéc

- Khéng cd dit lidu vé trrong tac bt loi cé y nghia 1am sang véi cac
thudc khac. Khi phdi hop ddng thei Ambroxol véi céc thude chéng ho
¢ thé 1am han ché phan xa ho gay ra swtich tu dich tiét. Do dd, viéc
str dung dong thoi chi nén dwoc xem xét sau khi phan tich can than lgi
ich nguy co.

Twong ky cla thubc
Do khéng co cac nghién ctru vé tinh trong ky ctia thube, khong tron 1an
thudc nay va&i cac thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Phén loai theo tan suét xay ra téc dung khéng mong muén:
- Rét thwong gap = 1/10

- Thueng gap = 1/100 dén < 1/10

- it gdp = 1/1000 @én < 1/100

- Hiém gap = 1/10000 dén < 1/1000

Réi loan hé mién dich

Phéan (rng qua man Hiém gap

Phan trng phan vé gém soc phan vé,

phit mach, ngtra Khéng r6

Ré6i loan hé than kinh

Réi loan vi giac ‘ Thweng gap

Réi loan hé hap, nguwrc va trung that

Kich trng & hau —hong ‘ Thwéng gap

Réi loan da va mé duwéi da

Phat ban, mé day Hiém gap

Tén thrrong da nghiém trong nhu héng ban
da dang, héi chirng Stevens - Johnson
(SJS)/hoai tr bidu bi nhiém doc

(Toxic epidermal necrolysis - TEN) va Khéng ro
ngoai ban mun mu toan than cép tinh
(Acute generalised exanthematous
pustulosis - AGEP)

Réi loan tiéu héa

Bubn nén, giam cam giac miéng Thuwéng gap
MNén, tiéu chay, kho tiéu, dau bung, L
P It gap
kho miéng
Kho hong Hiém gap

11. QUA LIEU VA CACH XU¥ TRI

- Chura c6 béo cao vé dau hiéu qua lidu. Néu xay ra can ngirng thubc
va diéu tri triéu chirng

- Théng bao cho bac si nhitng tac dung khéng mong mudn gép phai khi
str dung thudc.

12. QUY CACH BONG GOI
Hop 1 1o x 30ml. Hop 1 lo x 50ml. Hop 1 lo x 60ml. Kém céc dong nhwra
15ml ¢6 vach chia 1,25ml d&én 15ml.

13. DIEU KIEN BAO QUAN
Mol khé mat, tranh anh sang, nhiét dé khdng qua 30°C.

14. HAN DUNG
24 thang ké tir ngay san xuat. 30 ngay ké tir khi mé nap.

15. TIEU CHUAN CHAT LUONG CUA THUOC
Tiéu chuén co sé.

.
DK)Pharma-

KHOA HOC Vi S(rC KHOE

16. TEN, DIA CHi CUA CO' SO SAN XUAT THUOC

CONG TY cO PHAN DU'Q'C KHOA

Pia chi: S6 9 Nguyén Coéng Trir, P. Pham Binh H6, Q. Hai Ba Trwng,
Ha MNoi.

DT: 024.3933.2607 | Website: dkpharma.vn

Dia diém san xuat:

NHA MAY DU'Q'C PHAM DKPHARMA — CHI NHANH BAC NINH
CONG TY CO PHAN DUQC KHOA

L& Il — 1.3, dwéng D3, KCN Qué V& 11, X. Ngoc Xa, TX. Qué V8,

T. Béc Ninh.

GIAM DOC CHAT LUONG

Kich thudc t& hudng dan sirdung: 100 x 420 mm
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1. THANH PHAN
Thanh phan duoc chat:

Ambroxol hydrochlorid 0,6% (wiv)

Thanh phan ta duoc:

Sorbitol 1dng, dwérng tréng, sucralose, dipotassium glycyrrhizinate,
resolver (gdm arabic, triacetin, acid ascorbic, cac chét tao hirong),
propylen glycol, glycerin, hydroxyethyl cellulose, acid citric monohydrat,
naftri citrat dihydrat, natn benzoat, dinatri edetat, hwong chudi, tartrazin,
nwoc tinh khiét vira do.

2. DANG BAO CHE
Dung dich udng, trong sudt, mau vang, mui chudi, vi ngot, hoi dang.
pH 4,5-6,0

3. CHi BINH

Tac dung lam tiéu chat nhay trong cac bénh phé quan, phdi cip va man
tinh lién quan dén sw tiét chat nhay bat thudng va sw van chuyén chét
nhay bi suy giam.

4. LIEU DUNG, CACH DUNG

Liéu ding

- Nguwoi lon va tré em trén 12 tudi:

+Udng mdi 1&n 5 mL, ngay 3 lan trong 2 - 3 ngay dau.

+ Sau d6 udng méi lan 5 mL, ngay 2 lan.

-Tré em tir 6 — 12 tudi: Udng méi lan 2,5 mL, ngay 2 - 3 lan.

- Tré em tir 2 — 5 tudi: Udng mbi 1an 1,25 mL, ngay 3 Ian.

-Tré em duéi 2 tudi: Khéng nén ding thude cho tré em duwoi 2 tudi.
Khéng nén st dung thudc qua 4 — 5 ngay néu khéng co y kién ctia bac
s,

Cach dung
Dung dwdng udng trirde hodc sau bira an.

5. CHONG CHi PINH

- Qua méan voi qua man vai Ambroxol hydroclorid hoéc bat ky thanh
phan nao ctia thubc.

- Chéng chi dinh ddi véi tré em dwoi 2 tudi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

- Khong str dung thudce trong thevi gian dai, hon 4 — 5 ngay, ma khong
co6 y kién bac si.

- Than trong trong frieéng hop suy than nang hoac bénh gan nang, chi
dwoc st dung thude khi ¢o chi dinh cia bac si. Cling nhw tét ca cac
thudc duoc chuyén hoa & gan va thai trir quan than, co thé cé su tich
luj cac chat chuyén hoa clia ambroxol tao thanh & gan xay ra trong
trrdng hop suy than nang.

- Trwérng hop 6 céc triéu chirng hé hap cap tinh, can dén gap béac st
néu cac triéu chirng khong cai thién hoac xau di trong qua trinh didu tri.
- Trong trwéng hop chire ndng phé quan bi suy giam va Iwong dich tiét
I6n hon (vi du, hoi chirng réi loan van dong 16ng mao nguyén phat hiém
gap), ambroxol nén duwoc str dung than frong do sur tac nghén tiét dich
co thé xay ra.

- Pa c6 bao cao vé cac tén thuong da nghiém trong nhw héng ban

da dang, hoi chirng Stevens - Johnson (SJS)/ hoai tr biéu bi nhiém déc
(Toxic epidermal necrolysis - TEM) va ngoai ban mun mt toan than

cap tinh (Acute generalised exanthematous pustulosis - AGEP)

lien quan dén viéc str dung ambroxol. Néu c6 cac triéu chirng hodc
déu hiéu phat ban da tién trién (d6i khi két hop phéng rop hodc ton
thirong niém mac), nén ngirng str dung thudc ngay lap tirc va

tim tw van y té.

- Bénh nhan khéng dung nap fructose di truyén (HFI) khéng nén sir
dung do trong thanh phan thubc co sorbitol (ngudn gbc clia fructose).

- Thudc chira propylen glycol nén viéc dung ddng thei voi bat ky co
chét nao clia rieou dehydrogenase nhuw ethanol cé thé gay phan trng
phu nghiém trong & tré so sinh.

7. SIF DUNG THUOC CHO PHU NI¥ cO THAI VA CHO CON BU
Phu ni¥ coé thai

Cac nghién ctru can |am sang cho thay khéng co bang chirng vé tac
dung phu trwec tiép hodc gian tiép dén thai, phoi, sw phat trién clia thai
nhi, sinh dé hoéc sau khi sinh. Céac kinh nghiém lam sang mé rong
khong cho thay bat ky tac dung phu nao trén thai nhi sau tuén thor 28
clia thai ki. Tuy nhién, khéng nén st dung thudc trong ba thang dau
thai ky.

Phu nir cho con bu
Ambroxol qua dwoc sira me & dong vat thir nghiém do dé khong nén
str dung thudc trong thovi ki cho con bu.

Kha nang sinh san

Cac nghién ctru can lam sang khong cho thay bét ky tac dung phu truc
tiép hodc gian tiép dén kha nang sinh san.

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

Chura cé béng chirng vé swr anh hwéng ctia thubc Ieén kha nang lai xe,

van hanh may moc.

9. TWONG TAC, TWONG KY CUA THUOC

Twong tac cha thuéc

- Khéng cé diF liéu vé trong tac bat loi cé y nghia 1am sang vai cac
thudc khac. Khi phdi hop déng thdi Ambroxol véi cac thude chdng ho
o6 thé 1am han ché phan xa ho gay ra sirtich tu dich tiét. Do d9, viéc
str dung dong thoi chi nén dwoc xem xét sau khi phan tich can than loi
ich nguy co.

Twong ky ctathuéc
Do khéng co cac nghién ctru vé tinh trong ky cla thude, khéng tron 1an
thudc nay vai cac thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Phén loai theo tan suat xay ra téc dung khéng mong muén:
- Rét thwong gap = 1/10

- Thuong gap = 1/100 dén < 1/10

- it gap = 1/1000 dén < 1/100

- Hiém gap = 1/10000 dén < 1/1000

- Rt hiém gap < 1/10000

- Khong 16 (khéng thé duwoc wéc tinh tAn suét tir dif liéu co san)

Réi loan hé mién dich

Phéan (rng qua man Hiém gap
Phan trng phan vé gém soc phan vé, o
N . Khéng rd
phu mach, ngira
Ré6i loan hé than kinh
Réi loan vi giac ‘ Thweng gap

Réi loan hé hap, nguwrc va trung that

Kich trng & hau —hong ‘ Thwéng gap

Réi loan da va mé duwéi da

Phat ban, mé day Hiém gap

Tén thrrong da nghiém trong nhu héng ban
da dang, héi chirng Stevens - Johnson
(SJS)/hoai tr bidu bi nhiém doc

(Toxic epidermal necrolysis - TEN) va Khéng ro
ngoai ban mun mu toan than cép tinh
(Acute generalised exanthematous
pustulosis - AGEP)

Réi loan tiéu héa

Bubn nén, giam cam giac miéng Thuwéng gap
MNén, tiéu chay, kho tiéu, dau bung, L
P It gap
kho miéng
Kho hong Hiém gap

11. QUA LIEU VA CACH XU¥ TRI

- Chura c6 béo cao vé dau hiéu qua lidu. Néu xay ra can ngirng thubc
va diéu tri triéu chirng

- Théng bao cho bac si nhitng tac dung khéng mong mudn gép phai khi
str dung thudc.

12. QUY CACHDONG GOI
Hop 20 6ng x 5ml. Hop 30 éng x 5m

13. BIEU KIEN BAO QUAN
Mol khé mat, tranh anh sang, nhiét dé khdng qua 30°C.

14. HAN DUNG
24 thang ké tir ngay san xuat.

15. TIEU CHUAN CHAT LUWONG CUA THUOC
Tiéu chuén co s&.

.
DK)Pharma-

KHOA HOC Vi S(rC KHOE

16. TEN, DIA CHi CUA CO' SO SAN XUAT THUOC

CONG TY cO PHAN DU'Q'C KHOA

Pia chi: S6 9 Nguyén Coéng Trir, P. Pham Binh H6, Q. Hai Ba Trwng,
Ha MNoi.

DT: 024.3933.2607 | Website: dkpharma.vn

Dia diém san xuat:

NHA MAY DU'Q'C PHAM DKPHARMA — CHI NHANH BAC NINH
CONG TY CO PHAN DUQC KHOA

L& Il — 1.3, dwéng D3, KCN Qué V& 11, X. Ngoc Xa, TX. Qué V8,

T. Béc Ninh.

GIAM DOC CHAT LUONG

Kich thudc t& hudng dan sirdung: 100 x 420 mm




