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FIROCA

Ambraxol hydrochlorid 30mg / 10'ml

Thanh phdn:

Mdi ding chida:

Ambroxol hydrochlorid 0,3%

Chl dinh, cich dling, <héng chi dinh
va ¢t thdng tin khdc: xem trong
1o hudng d3n st dyng thuc kém
theo.

Tiew chudne TCCS,

Bao quan: Noi khe, nhigt do khong
qué 30°C, trénh anh sang.

Dé xa tdm tay trd em.

Do krhuang diin s 0 dyng trudc khi

ding.
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package insert.

Spectheation: in-house.

5 I & dry place ol
eacerding MPC avolding light.

Kewp put reach of children.

Rewd the packege insert carabully belan using.

LSX/Bateh Mo
NSX/Mig. Date
HO/Exp Date
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Ambraxal hydrochlorid 0,3%

Dung dich uéing

FIROCA

Ambroxol hydrochlorid 0,3%

Thanh phin:

MBI g4 enda:

Ambecol hyaeochiond 0.3%

Chi dinh, cich dling, ching chi dinh va cac

théng tin khdc em wrong t hudng dia st

dyng thuds kem then.

Tiu chudin: TCCS. ‘

Bdo quin: Nal khd, rikiét df khng qué 30°C,

trénh dnh sing. |
|
|

&

Bé xa vdm tay tré em.
Boc M huting e 36 dung trude khi ding.

Tty i
el ksl

Armataren hydrochion 0.9%
O B ciem gy, chulng <N Sinh vk (e thimg 1

v i, (st g hoe L e dn.

Tobw chisbs TS

b ving.
B wa e taptrd o

Dot MAUONG b 10 Bhong sk ki gung.
N Vi s

i o ke wuli: CTER DU PHLM SOMA VY.

"L

FIROCA

Ambroxol hydrochloride 0.3%
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FIROCA

Ambroxol hydrochlorid 0,3%

Dung dich uding

FIROCA

Ambroxal hydrochlorid 0,3%

Thanh phin:

M&i gl chire

Ambrosial hydrochlorid 0.3%

Chl dink, cdch ding, chéng chl dinh vb che
thiing tin khde: wem trong 1 hudng din s
dyng thude kim thea.

Tiéu chudm TS,
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Oral solution
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Ambroxol hydrochloride 0.3%

&

Composition:
Each sachet containg:
Ambroxol hydrochloride 0.3%

and further information: pleate refer to the
pachage insert.
Specification: in-house,
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Keep out reach of ehildeen.
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Ambroxal hydrochlorid 0,3%

Chi djnh, cich ding, chéing chl dinh v cic
théng tin khac: xem trong & hudng din st
dyng thufic kém theo.
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Ambrexol hydrochloride 0.3%
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Each sachet contains:

Ambroxol hydrochioride 0.3%

and further information: please refer to the
package insert.

Specification: in-house.
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nat exceeding 30°C, avolding light.

Keep out reach of children,

Read the package |nsert carefully before using.
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Dung dich uiing

Ambroxol hydrachlorid 0,3%

FIROCA

Ambroxol hydrochlorid 0,3%

FIROCA

M8l g#i ehda:

Ambraxol rydrochinnd 0,3%

Chi dinh, cich ding, ehéng chi dinh va csc
théng 1in khic: xem trong t& hutng din sit
dyng thutc kém thea.

Tibu chudin: TCCS.

Bdo quiin: Not khd, nhidt 88 khéng qus 30°C,
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Ambroxol hydrochloride 0.3%

w‘.

WHO-GMP

 FIROCA

B

Each sachet containg
Ambraxol hydrochloride 0.3%

and further information: please refer to the
package insert.
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@7/ CONG TY \%,
CO PHAN,

DUQC PHAM |,

FIROCA

Dé xa tam tay tré em

Doc kj hieéng dan sir dung trudce khi ding

M3i 5 ml dung dich uéng chua:

Thanh phén dwge chat: Ambroxol hydroclorid 0,3% (15 mg)

Thanh phan td dwoc: Propylen glycol, glycerin, sorbitol 70%, sucralose, methylparaben,
acid citric monohydrat, natri citrat, dinatri edetat, huong cam long, nudc tinh khiét

2. DANG BAO CHE

Dung dich uéng.

M@ ta: Dung dich trong, khong mau dén vang nhat, ¢6 vi ngot, mui cam.

3. CHI PINH

L:'n"n loang dom trong cdc bénh phé quan phdi cép va man tinh lién quan dén su tiét chat
nhdy bét thudng va sy vin chuyén chat nhiy bi suy giam.

4. CACH DUNG, LIEU DUNG

Li¢u ding:

Tré em dudi 2 tuoi:

Ubdng 2,5 ml x 2 lan/ngay (twong duong 15 mg ambroxol hydroclorid/ngay).

Tré em tir 2 dén 5 tuoi:

Ubng 2,5ml x 3 lan/ngay (twong duong 22,5 mg ambroxol hydroclorid/ngay).

Tré em tir 6 dén 12 tuéi:

Ubng 5 ml x 2-3 ldn/ngay (tuong duong 30-45 mg ambroxol hydroclorid/ngay).

Nguwoi lon va tré em tir 12 tuéi tré lén:

Ubng 10 ml x 3 lan/ngay (twong dwong 90 mg ambroxol hydroclorid/ngay) trong 2-3 ngdy
diu, sau d6 udng 10 ml x 2 lan/ngdy (twong duong 60 mg ambroxol hydroclorid/ngay).

C6 thé tang hi¢u qua bang cach ding 20 ml x 2 lan/ngay (twong dwong 120 mg ambroxol
hydroclorid/ngay).

V& nguyén tic, khong co gidi han vé thai gian st dung néu c6 chi dinh cia bac si. Khong
nén ding thudc qué 4-5 ngay ma khong co chi dinh cta bac si.

Cich dung:

Thube ding duong udng, cd thé udng trong hodc xa bira an.

Tac dung long dém ctia ambroxol dat dugc thong qua viée ubng nudc hd trg.

Pbi voi dang chai, st dung cbe chia liéu (c6 cac vach chia 2,5 ml, 5 ml, 10 ml, 15 ml) trong
hop thudc dé lay ding licu can dung.

Déi voi lidu 2,5 ml/lin, ding céc dong 2,5 ml dung dich mdi lan.
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0m hoac ding cbe dong 20 ml dung dich méi lan.

5. CHONG CHI PINH

Qué man véi bét ky thanh phin nao cta thude.

Chi nén str dung thude nay cho tré duéi 2 tudi khi c6 chi dinh cuia bac s.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Di ¢6 bao cdo vé cac phan mg trén da nghiém trong nhu hdng ban da dang, hoi chimg
Stevens-Johnson (SJS)/hoai tir biéu bi nhiém déc (TEN) va ngoai ban mun mu toan thén cép
tinh (AGEP) lién quan dén viéc str dung ambroxol hydroclorld Do d6, trong truong hop co
cc tridu chimg hodc déu higu phét ban tién trién (d6i khi két hop véi phong rop hodc ton
thwong niém mac), nén ngimg ambroxol hydroclorid ngay lap tirc va di kham bac si.

Trong trudong hop roi loan chire ndng van dong phé quan va lugng dich tiét nhidu hon (vi du
trong hdi chung gan mat 4c tinh hiém gip), nén sir dung ambroxol hydroclorid mét céch
than trong vi c6 thé gdy tic nghén bai tiét.

Néu bénh nhin bi suy gidm chic nang gan hodc thén nang, chi nén ding ambroxol
hydroclorid khi cé chi dinh cua bac si. Gibng nhu bat ky thude ndo duge chuyén héa qua
gan va thai trir qua thén, ¢ thé du kién sy tich liiy cic chit chuycn hoa cua ambroxol dugce
hinh thanh trong gan khi bi suy thén nang.

Canh bdo voi td duoc

Propylen glycol

Néu tré duéi 5 wéi, hoi ¥ kién bac sT hogc duge s trude khi cho tré ding thude, nhét 1 khi
tré duge cho ding cac thude khac cé chira propylen glycol hay alcol.

Néu bénh nhin cé bénh gan hodc thin, khéng ding thuéc nay trir khi ¢6 khuyén céo cia bac
si. Bac si diéu tri c6 thé phdi thuc hién mot s6 xét nghi¢m trong thoi gian bénh nhén ding
thude nay.

Néu bénh nhin dang mang thai hay cho con bu, khong dung thudc nay trir khi c6 khuyén
cho cla bac si. Béc si dibu tri ¢6 thé phai thyc hién mdt s6 xét nghiém trong thoi gian bénh
nhan dung thudc.

Glycerin

Cé thé gay dau déu, rdi loan tiéu héa nhe va tiéu chay.

Sorbitol

Smbllol la ngudn dinh dudng 1g,lau fructose. Néu bénh nhén (hmc bénh nhi) duuc chéin doén
c6 1di loan dung nap voi mot s6 loai dlrcmg nhét dinh, hodic néu bénh nhén bi roi loan khéng
dung nap fructose do di truyén, mot rbi loan di truyen hiém gdp, ma bénh khong thé tiéu hoa
fructose, hay hoi y kién béc si truée khi dung thudc nay.
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Thuéc ndy c6 chira dugi 1 mmol (23 mg) natri trong mdi ml, vé co ban dugc xem nhu
"khéng chira natri".
7.8U' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu niv co thai
Ambroxol hydroclorid qua dwgc hang rdo nhau thai. Cac nghién ciru trén dong vét khong
chi ra céc tac dong co hai truc ticp hodc gian tiép d6i véi qua trinh mang thai, sy phat trién
cﬁ:ex phoi thai/bao thai, tré so sinh hoé_ic’ su ;?hét trién sau khi sinh. Kinh nghiém 1am sang sau
tuan thir 28 cta thai ky khong cho thiy bat ky anh hudng c6 hai nao doi véi thai nhi. Tuy
nhic":r}, céc bién phap phong ngira théng thudng lién quan dén vicf:rc sit dung thudc trong thai
ky can dugc tudn thu. Vige sir dung ambroxol khong dugc kKhuyén cdo, dic biét 1a trong ba
thang dau cua thai ky.
Phu nit cho con bii
Ambroxol dugc bai tiét qua sira me trong cac thir nghiém trén dong vét. Khong khuyén céo
str dung trong thoi ky cho con bu.
Kha nang sinh san
Céc nghién ciu trén dong viét khéng chi ra bat ky tic dong co hai truc tiép hodc gian tiép
nao dén kha ning sinh san.
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong co bang chimg vé anh hudng cia thudc 1én kha ning l4i xe hodc vén hanh may méc;
cic nghién clru twong tng chua duge thye hién.
9. TUONG TAC, TUONG KY CUA THUOC
Twong tic ctia thubc:
Khi str dung ambroxol hydroclorid cing véi thudc chng ho, phin xa ho bi han ché c6 thé
din dén & dong dich tiét & nhiing bénh nhén méc céc bénh vé dudng ho hép co lién quan
dén viée ting tiét chat nhay, nhu bénh xo nang hodc gian phé quan.
Twong ky cua th ube:
Do khéng c6 cic nghién ciru vé tinh twong ky ciia thude, khong trén lan thudc nay véi céc
thude khac.
10. TAC DUNG KHONG MONG MUON CUA THUOC
Tén suét cac tac dung khong mong mubn dugc phan loai nhu sau: Rat thuong gip (= 1/10),
thuong gip (= 1/100, < 1/10), it gap (= 1/1.000, < 1/100), hiém gép (= 1/10.000, < 1/1.000),
rht hiém gap (< 1/10.000), chua rd (khong thé dy doén tir dir lidu san co).
Réi loan mién dich
Hiém gip: Phan tmg qui mén
Chua rd: Phan (ng dang phan vé¢ bao gém soc phan vé, phu mach va nglra
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at ban, may day

in ng trén da nghiém trong (bao gdm hong ban da dang, hdi chimg Stevens-
D ' u'r biéu bi nhiém ddc va ngoai ban myn mu toan than cap tinh)

Thucmg gip: Réi loan vi gidc

Réi loan tiéu héa

Thuong gap: Budn non, giam cam giac & miéng

it gip: Nén, tiéu chay, kho tiéu, dau bung, kho mi¢ng

Hiém giip: Khé hong

Rat hiém giip: Tang tiét nudc bot

Réi loan hé hiip, long ngwe va trung th it

Thuong gap: Giam cam giac ¢ hong

Chua biét: Kho the (1a mot tridu chimg cia phan (mg qua man)

Réi logn toan thin va tai cho

ft gap: SOt, phan mg trén niém mac

Théf:g bio ngay cho bdc sy hodc dwgc sy nhitng phan ting cé hai gdp phai khi sic dung
thudc.

11. QUA LIEU VA CACH XU TRI

Cho dén nay chua c6 triéu ching qua lidu cu thé ndo dugc bio cdo. Cac tri¢u chirmg quan
sat duge trong truong hop vo tinh dung qua liéu hodc phm hop céc loai thude phu hop vai

cée tac dung khong mong mudn cd thé xay ra & mirc liéu khuyén cdo va co thé can dicéu tri
tricu ching.
12. PAC TINH DUQC LUC HQC
Nhém duge 1y: Thude tiéu nhiy
Ma ATC: ROSCBO06
V& miit tién 14m sang, ambroxol hydroclorid da dugc chimg minh lam tang bai tiét duong ho
hép. N6 lam ting san xut chat di¢n hoat & phdi va kich thich hoat dong nhung mao. Nhimg
hoat dong nay lam cai thién luu lugng va sy van chuyén chat nhiy (tic dyng thanh loc chét
nhdy ctia nhung mao). Viéc cai thién sy thanh thai chét nhiy cia nhung mao duge quan sat
trong cac nghién ctru dugc hoc ldm sang. Su tang tiét dich va téc dung thanh thai chat nhay
ctia nhung mao tao thuén lgi cho khac dom va lam diu ho.
Téc dung gy té tai chd duge quan sat thdy trén mo hinh mat tho c6 thé dugc giai thich bing
dic tinh chen kénh natri. Piéu niy dugc thay trén in vitro, ambroxol hydroclorld chen kénh
natri thin kinh duge nhén ban; sw gin két ndy c6 thé hoi phuc va phu thude vao nong do.
Trén in vitro, amboroxol hydroclorid lam giam dang ké sy phong thich cytokin tir méau va tir
céc té bao don nhan va da nhan lién két véi mo.
Pa thdy giam dang ké dau va do hong ¢ nhig nghién ctru lam sang trén bénh nhén dau
hong.
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: inh durgce 1y nay lién quan t¢i cac quan sat trong cac nghién ctru vé hiéu qua lam
mroxol hydroclorid khi diéu tri céc triéu chimg cta dudng hd hép trén, cho két
Pﬁ layl nhanh chong va cac kho chiu lién quan dén dau ving tai - mili - khi quan bang

crylhromycm) trong dich tiét phé quan phdi va dom ting 1én.
13. PAC TINH DUQC PONG HQC
Hiip thu
Su hdp thu ambroxol hydroclorid tir cac dang bao ché giai phong nhanh ding duong udng
din ra nhanh chéng va hoan toan va tuyén tinh trong khoang liéu diéu tri. Nong do t6i da
trong huyét twong dat duge trong vong 1 dén 2,5 gio sau khi udng céc dang bao ché giai
phong ngay va trung binh khoang 6,5 gi¢ sau khi ding cac dang bao ché giai phong cham.
Sinh kha dung tuyét déi sau khi ubng mot vién nén 30 mg 1a 79%. Sinh kha dung twong doi
ctia vién nang giai phong cham bang 95% (phu thude lidu) so voi vién nén giai phong khéng
bién déi (lidu 60 mg/ngay, 2 x 30 mg/ngay).
Phin b
Ambroxol hydroclorid dugc phén bé tir mau vao cac md nhanh va rong rii, véi nong d6 cao
nhét dugc tim thiy trong phoi. Thé tich phan bd udc tinh sau khi udng la 552 lit.
Trong pham vi diu tri, ty 1¢ lién két v6i protein huyét tuong la khoang 90%.
Chuyén héa
Khoang 30% liéu uéng trai qua qué trinh chuyén hoa lan diu. Ambroxol hydroclorid dugc
chuyén héa cha yéu & gan bdng cach glucuronid héa va phan cit thanh acid
dibromanthranilic (khoang 10% li¢u ding). Céc nghién ciru trén microsome gan ngudi da
chi ra ring CYP3A4 chiu trach nhiém chuyén héa ambroxol hydroclorid thanh acid
dibromanthranilic.
Thai trir
Sau khi udng 3 ngay, khoang 6% ambroxol hydroclorid dwgc thai trir dudi dang khong do6i
va khoang 26% ¢ dang lién hop.
Thoi gian ban thai pha cudi cia ambroxol hydroclorid kho:'mg 10 gi¢. D§ thanh thai toan
phin khoing 660 ml/phut, véi d thanh théi qua than chiém khoang 8% do thanh thai toan
phan. Sau 5 ngady, ude tinh khoang 83% tng licu (dugc danh ddu phéng xa) dugc bai tiét
qua nudc ticu,
Cic dbi twong diic biét
O bénh nhan suy gan, ambroxol hydroclorid bi gidm dao thai. Diéu nay din dén ndng do
trong huyct tuong cao hon khoang 1,3 dén 2 1dn. Do ambroxol c¢6 khoang diéu trj rong nén
khéng cén diéu chinh liéu.
Duge dong hoc ctia ambroxol hydroclorid khéng bi anh hudng boi tudi hodc gidi tinh. Do
6, khong can thiét phai dung khac liéu khuyén cdo.
14. QUY CACH DONG GOI
Hop 4 vix 5 éng x 5 ml
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Hop 1 chai x 30 ml kém 1 cdc chia licu.

Hop 1 chai x 60 ml kém 1 cbe chia lidu.

Hop 1 chai x 120 ml kém 1 cdc chia lidu.

15. PIEU KIEN BAO QUAN

Noi khd, nhi¢t dd khéng qua 30°C, tranh anh sang.

16. HAN DUNG

24 thang ké& tir ngdy san xudt.

14 ngay sau lan du md ndp chai thude.

17. TIEU CHUAN CHAT LUQNG THUOC

TCOS.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM SOHA VIMEX
Dia chi: Duong N1 — Khu cong nghiép Yén My II, Thi trdn Yén My, Huyén Yén My, Tinh
Hung Yén, Viét Nam
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