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Hop 1 Io 30m! 

Bi S ml dung dich chifa: 

Ambroxol hydrochloride 0,3% 

CHI BINH, CHONG CHI BINH, 

LIEU DUNG, CACH DUNG VA 
Dung dich uéng 

cere 4 

FIROCA 
ee FIROCA 

4g —— 
ao 

BAO QUAN: Noi kho, nhigt a> 
khéng qué 30°C, trinh énh 

sang. 

Khéng st: dung qua 14 ngay sau 
ln dau mé nfp chai thude. 

Ambroxol hydrochlorid 0,3% 
Be ie 

Sdn xust bot: 
Cong Ty Cé Phin Dugc Phim Soha Vimex 

ja chi: Budng NI - Khu cing nghiép Yen 

Mj Il, Th] Trén Yén My, Huyén Yén Mg, Tinh 

Hung Yen, Viet Nam. <=
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Hép 1 lo 60ml 

Dung dich uéng 

FIROCA | -FIROCA 
Ambroxol hydrochlorid 0,3% 

Sdn xuat bat: 

(Céng Ty C6 Phan Duge Phém Soha Vimex 
‘Dja chi: ubng Ni -Khu céng nghiép Yén 
(MY Il, Th] Teén Yén MJ, Huyén Yen My, Tinh 
Hung Yén, Viét Nam. 

Ambroxol hydrochloride 0.3% 

Mi 5 ml dung dich chtfa: 
Ambroxol hydrochloride 0,3% 

CHI BINH, CHONG CHI BINH, 
LIEU DUNG, CACH DUNG VA 
CAC THONG TIN KHAC: 
Xin doc trong té huéng dan str 
ON —— eer ame 

BAO QUAN: Noi khd, nhiét 46 
khéng qué 30°C, tranh 4nh 

sang. 
Khéng strdung qua 14 ngay sau 
lan du md nap chai thud, 
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H6p 1 lo 30m 

Dung dich uéng 

FIROCA FIROCA 
Ambroxol hydrochlorid 0,3% 

Sin xudt bot: 
Cong Ty Cé Phin Dugic Phim Soha Vimex 
Bja chi: Budng N1 - Khu cong nghiép Yen 
My Il, Th] Tr8n Yén My, Huy@n Yén My, Tinh 
Hung Yen, Vigt Nam. 

Ambroxol hydrochloride 0.3% 

M6i 5 ml dung dich chia: 
Ambroxol hydrochloride 0,3% 

CHI BINH, CHONG CHI BINH, 
LIEU DUNG, CACH DUNG VA 
CAC THONG TIN KHAC: 
Xin doc trong ts huéng din sur ee Aid 

BAO QUAN: Noi khé, nhiét a6 
khéng qué 30°C, trinh dnh 
sang. 
Khéng strdyng qua 14 ngay sau 
lan déu mé nap chai thuée. 
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-9904 039 

‘a <5, 
&/CONG TY 

*/ 6 PHAN 
| DUOC PHAM J], 

MY-T. 

FIROCA 
Ambroxol hydrochlorid 30mg / 10 ml 

ol hyd 

Thanh phan: 
Méi ng chia: 
Ambroxol hydrochlorid 0,3% 

Chi dinh, céch ding, chéng chi dinh 
va cac thong tin khdc: xem trong 
t& hudng dan su: dyng thudc kem 
theo. 
Tiéuchudn: TCCS. 

Bao quan: Nai khd, nhiét do khong 
qué 30°C, tranh anh sang. 
Dé xa tm tay tré em. 
Doc kThudng dan si'dung trudc khi 
ding. 

‘hong ducx ttm, 

FIROCA inion 
pes steetel 

CTC DUUK PHAM SOHA VAMEX, =—— 

xal hi 

WHO GMP 

‘Composition: 
Each bottle contains: 
Ambroxol hydrochloride 0.3% 

Indications, administration, contraindicatlons 
and further information: please refer to the 

package Insert. 

Specification: in-house, 
Storage: Store in a dry place at temperature not 
‘exceeding 30°C, avoiding light. 
Keep out reach of children. 

Read the package insert carefully before using. 

SOK/Visa Now: 

LSX/Batch No 

NSX/MIg. Date 
HD/Exp. Date 
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FIROCA 
Ambroxol hydrochlorid 0,3% 

Dung dich ung 

FIROCA 
Ambroxol hydrochlorid 0,3% 

WHO - GMP 

‘Thanh phan: @ 
MBi géi chia: 

Ambroxol hydrochlorid 0,3% 
Chi dinh, céch ding, chéng chi dinh va cde 
thong tin khde: xem trong t& hung din sir 
dung thudc kém theo. 

Tiéu chudn: TCS. 

Bao quan: Noi khd, nhigt dd khéng qua 30°C, 
trénh 4nh séng. 
é xa tém tay tré em. 
Boe ki hudng din sé dung truéc khi diing. 

leon give bt agg rt En Pb gry a 
‘thi pha 6g trong ho sau ban. 

‘Titu chun: TOC, 
Blo quin: Not hd, itt Bo Khng quid 30°, tke 
sinh shog. 
(Dd xa then tay td om. 
‘Ope hung din 12 dyng tude Bhi ding. 
‘SOK Visa Po: visa Noe 
(Co 30 sin mut: CTCP DUKE PHAM SHA VIMEX 

“~S WHO-GMP 

FIROCA 
Ambroxol hydrochloride 0.3% 

4 
Composition: 

Each sachet contains: 
Ambroxol hydrochloride 0.3% 

and further information: please refer to the 

package Insert, 
Specification: in-house. 

Storage: Store in a dry place at temperature 
not exceeding 30°C, avoiding light. 
Keep out reach of children. 
Read the package insert carefully before 

using. 

SDK/Visa No.: 

LSX/Batch No 
NSX/Mfg. Date 
HD/Exp. Date 
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1 090 036 oS 

2 LA ~) fa 3 fof CONG TY \@) 
6 PHAN, 

SOHA VIMEX 

FIROCA 
Ambroxol hydrochlorid 0,3% 

WHO - GMP 

xol hyde 

Thanh phan: 
MBi 6ng chia: 
Ambroxol hydrochlorid 0,3% 
Chi dinh, cach ding, chéng chi dinh va 
c&c thong tin khéc: xem trong ts huéng 

din si dung thuéc kem theo. 

Tiéu chudn: TCS, 

Bao quan: Noi kho, nhiet 49 khong qué 
30°C, trénh anh sang. 

Dé xa tdm tay tré em. 
Doc kt hudng dan sti dung trude khi 
ding. 

‘(rOng dua tite. 

<5 FIROCA Lewvaatch bos 
pire, setenv 

(CTCP UGK PHAM SOHA WIMEX ane 

roxol hydr 

‘WHO - GMP 

Specification: 

Storage: Store in a dry place at temperature 

not exceeding 30°C, avoiding light. 
Keep out reach of children. 

Read the package insert carefully before using. 

‘SDK/Visa No.: 

LSX/Batch No 

NSK/Mfg. Date 
HO/Exp. Date 
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FIROCA 
Ambroxol hydrochlorid 0,3% 

Dung dich udng 

FIROCA 
Ambroxol hydrochlorid 0,3% 

a 
Hop 20 960i x 

WHO - GMP 

‘Thanh phén: 
Méi géi chuta: 
Ambroxol hydrochtorid 0.39 
Chl dinh, cdch ding, chéng chl dinh va cbc 
‘théng tin khde: xem trong te huéng dan sir 

dyng thuée kém theo. 

Tiéu chudn: TCCS. 

Bao quan: Not kh, nhigt dé khéng qua 30°C, 
trnh anh séng. 
‘D6 xa tdm tay tré em, 
‘ogc ki hudng dan str dyng trude khi dung. 

FIiROCA 

‘Ambroxal 
hi @ink, cich ding, ching ch dinh wb cc théng tie 
‘hic: uom trong tb husing ce ad mg tae hm theo, 
song dn sd dyng: Hol tan ht hob todn Drude wong 
trong ge wt mptiugng muck via 8d, Mtn ubig ngey LA! 
‘Mh pha, ung trong hesbe su boa a 

‘Tit chun: TOCS. 
bo qui: Not khd, nhidt 49 kihéng qué 30°C, trinh 
inh sng. 
(D6 cation tay tré em, 
(Dor W huang din sirdung trudc kh dong. 
SOW Vina Noe 
(Ca 36 sin ult: CTP DUOC PHAM SOMA VME, 

Oral solution 

Ambroxol hydrochloride 0.3% 

WHO-GMP 

FIROCA 
oe 
Each sachet contains: 

‘Ambroxol hydrochloride 0.3% 

and further information: please refer to the 
package Insert. 
Specification: in-house. 

Storage: Store in a dry place at temperature not 

exceeding 30°C, avoiding light. 
children. 
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Tidy chufne TCS. 
Buho qui: Not kb, nit 8 khdng qui 30°C, tr 
nh sing. 
(Dé xatden tay tré em. 
Doc Ki huding dibn 3d dyng trudc khi ding. 
SOX) Vina Naz 
(Casa sin mult: CTICP DUOC PHAM SOHA VIMEX 

FIROCA 
Ambroxol hydrochlorid 0,3% 

an WHO-GMP 

Dung dich uéng é Oral solution a 

Thanh phn: Composition: 
FiROCA Maat same FIROCA tact cna, 
Ambroxol hydrachlorid 0,3% Chi dinh, cich ding, chéng chi dinh vd cée Ambroxol hydrochloride 0.3% anal forthiet lndorinatiotspleten'ieler ta the 

théng tin khéc: xem trong té hudng din sit 

dung thuée kém theo, aa on 

Tidu chudn: TCCS, - Storage: Store in a dry place at temperature 
Bao quan: Noi khé, nhiét 4 khdng qué 30°C, fi. not exceeding 30°C, avoiding light. 
‘trénh 4nh sang. eae Keep out reach of children, 

C ‘Dé xa tdm tay tré em. Read the package insert carefully before using. 
1 @) m | yp ‘Doe ki hudng dn sirdyng truge khi dung. ) 

SOHAVIMEX 
apacrenre rman censememeenaeememeen SOK/Visa No.: 

Barcode ica ee 
HO/Exp. Date 
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Ambroxol hydrochlorid 0,3% 

Dung dich uéng 4 

FiIROCA tts 
Chi dinh, cach ding, chéng chi dinh va cdc 

théng tin khac: xem trong t& hudng dan sir 

dung thudc kém theo. 

Tiéu chudn: TCCS, 

Bao quan: Noi khd, nhiét 4 khéng qua 30°C, 
trénh anh sang. 
Dé xa thm tay tré em. 
‘Bgc Ki huéng dan si dung trudc khi ding. 

Ambroxol hydrochlorid 0,3% 

SOHAVIMEX 

Barcode 

‘micro 
{Ch oh. cich ding, ding ci Bint wh de thing tn 
Anke nam rong us nutng de 30 dug that hen thes, 
ug le 1d dung: Hosta ht hod tin tho tog 

= ss twang pat vomit mg mk vin Lin Sg gays 
FiROCA 1 pha dng trong hos sau bad 

Tid chub TCS. 
[Bho QUAN: Nt Kha, Att 69 khtng qu 30°C td Sh 
‘og. 
(06 xa im tay tem. 
(Boc Ki hutig dia sit dung tric khi ding. 
SDN) Via Ho ‘Visa Na 
(Ca sd sin mut: CTCP DUOC PHAM SOHA VIMEX 

WHO-GMP 

Oral solution 

FIROCA 
Ambroxol hydrochloride 0.3% 

aoe 
Each sachet contains: 
Ambroxol hydrochloride 0.3% 

and further information: please refer to the 
package insert. 

Specification: in-house. 

Storage: Store ina dry place at temperature not 
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CONG TY \? FIROCA 

co PHAN, Dé xa tam tay tré em 

DUGC PHAM 
; = ie ; 

*\ soHA viNEX / 7 Doc ky huéng dan sie dung truéc khi ding 

ANH PHAN CONG THUC THUOC 

Moi 5 ml dung dich udéng chira: 

Thanh phan dwec chat: Ambroxol hydroclorid 0,3% (15 mg) 

Thanh phan ta dwoc: Propylen glycol, glycerin, sorbitol 70%, sucralose, methylparaben, 

acid citric monohydrat, natri citrat, dinatri edetat, huong cam long, nude tinh khiét 

2. DANG BAO CHE 

Dung dich uéng. 

M6 ta: Dung dich trong, kh6ng mau dén vang nhat, cd vi ngot, mui cam. 

3. CHI DINH 

Lam loang dom trong cac bénh phé quan phéi c4p va man tinh lién quan dén su tiét chat 

nhay bat thuéng va su van chuyén chat nhay bi suy giam. 

4, CACH DUNG, LIEU DUNG 

Liéu ding: 

Tré em dudi 2 tudi: 

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

Tré em tte 2 dén 5 tudi: 

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

Tré em tit 6 dén 12 tudi: 

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

Newoi Idn va tré em tie 12 tudi tre lén: 

Uéng 10 ml x 3 lan/ngay (twong duong 90 mg ambroxol hydroclorid/ngay) trong 2-3 ngay 

dau, sau dé uéng 10 ml x 2 lan/ngay (tuong duong 60 mg ambroxol hydroclorid/ngay). 

Co thé tang hiéu qua bang cach ding 20 ml x 2 lan/ngay (tuong duong 120 mg ambroxol 

hydroclorid/ngay). 

Vé nguyén tac, khéng cd gidi han vé thdi gian sir dung néu cé chi dinh cia bac si. Khong 

nén ding thuéc qua 4-5 ngay ma khéng cé chi dinh cua bac si. 

Cach ding: 

Thuéc ding dong udng, cd thé uéng trong hoic xa bira an. 

Tac dung long dm cia ambroxol dat duge théng qua vigc udng nude hé tro. 

Déi voi dang chai, str dung céc chia liéu (c6 cdc vach chia 2,5 ml, 5 ml, 10 ml, 15 ml) trong 

hép thudc dé lay dung liu can dung. 

Déi v6i lidu 2,5 ml/lan, ding céc dong 2,5 ml dung dich mdi lan. 

1/6 
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0 ml hoac dung céc donee 20 ml dung dich mdi lan. 

5. CHONG CHi DINH 
Qué min véi bat ky thanh phan nao cia thudc. 

Chi nén sit dung thudc nay cho tré duéi 2 tudi khi cé chi dinh cia bac si. 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 

Di c6 bao céo vé cac phan img trén da nghiém trong nhu héng ban da dang, héi chimg 

Stevens-Johnson (SJS)/hoai tur biéu bi nhiém déc (TEN) va ngoai ban mun mi toan than cap 

tinh (AGEP) lién quan dén viéc sit dung ambroxol hydroclorid. Do do, trong truong hop co 

cac triéu chimg hoac dau hiéu phat ban tién trién (d6i khi két hop voi phéng rép hoac ton 

thuong niém mac), nén ngimg ambroxol hydroclorid ngay lap ttre va di kham bac si. 

Trong truong hop réi loan chire nang van d6ng phé quan va luong dich tiét nhiéu hon (vi du 

trong hdi ching gan mat ac tinh hiém gap), nén str dyng ambroxol hydroclorid m6t cach 

than trong vi cé thé gay tac nghén bai tiét. 

Néu bénh nhan bi suy giam chitc nang gan hoac than nang, chi nén dung ambroxol 

hydroclorid khi cé chi dinh cua bac si. Giéng nhu bat ky thuéc nao duoc chuyén hoa qua 

gan va thai trir qua than, c6é thé dy kién sy tich iy cac chat chuyén héa ctia ambroxol duge 

hinh thanh trong gan khi bi suy than nang. 

Canh bdo voi ta duoc 

Propylen glycol 

Néu tré dui 5 tudi, hoi ¥ kién bac si ho&e duge si trudc khi cho tré ding thudc, nhat 1a khi 

tré duoc cho ding cdc thuéc khac cé chita propylen glycol hay alcol. 

Néu bénh nhan cé bénh gan hodc than, khéng ding thudc nay trir khi cé khuyén cdo cua bac 

si. Bac si diéu tri cé thé phai thuc hién mét s6 xét nghiém trong thoi gian bénh nhan ding 

thudc nay. 

Néu bénh nhan dang mang thai hay cho con bu, khéng dung thudc nay trir khi cé khuyén 

cao cia bac si. Bac si diéu tri cd thé phai thuc hién mét sé xét nghiém trong thdi gian bénh 

nhan dung thuéc. 

Glycerin 

Cé thé gay dau dau, r4i loan tiéu héa nhe va tiéu chay. 

Sorbitol 

Sorbitol la ngu6n dinh dudng giau fructose. Néu bénh nhan (hoac bénh nhi) duge chan doan 

c6 réi loan dung nap vdi mét s6 loai duong nhat dinh, hoac néu bénh nhan bi roi loan khéng 

dung nap fructose do di truyén, mét réi loan di truyén hiém gap, ma bénh khéng thé tiéu hoa 

fructose, hay hoi y kién bac si trudc khi ding thudc nay. 

2/6 
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Thuéc nay co chira dudi 1 mmol (23 mg) natri trong mdi ml, vé co ban dugc xem nhu 

"khéng chwa natri". 

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

Phu nit co thai 

Ambroxol hydroclorid qua duoc hang rao nhau thai. Cac nghién ciru trén dong vat khong 

chi ra cac tac déng co hai truce tiép hode gidn tiép déi voi qua trinh mang thai, sw phat trién 

ctia phi thai/bao thai, tré so sinh hoac sy phat trién sau khi sinh. Kinh nghiém 14m sang sau 

tun thir 28 ciia thai ky khéng cho thay bat ky anh hudéng co hai nao doi véi thai nhi. Tuy 

nhién, cdc bién phap phong ngtra thong thong lién quan dén viéc sir dung thuoc trong thai 

ky can duge tuan thu. Vige str dung ambroxol khéng dugc khuyén cao, dc biét 1a trong ba 

thang dau cua thai ky. 

Phu nit cho con bu 

Ambroxol duoc bai tiét qua sita me trong cdc thir nghiém trén dong vat. Khong khuyén cao 

str dung trong thoi ky cho con bu. 

Kha nang sinh san 

Cac nghién ctru trén d6ng vat khéng chi ra bat ky tac déng c6 hai truc tiép hodc gian tiép 

nao dén kha nang sinh san. 

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

Khong cé bang ching vé anh huéng cia thuéc lén kha nang lai xe hodc van hanh may moc; 

cac nghién ctru tuong tng chua duge thuc hién. 

9. TUONG TAC, TUONG KY CUA THUOC 

Twong tac cua th uc: 

Khi st dung ambroxol hydroclorid cling voi thuéc chéng ho, phan xa ho bi han ché cd thé 

din dén w dong dich tiét & nhimg bénh nhan mac cac bénh vé dudng hé hap cé lién quan 

dén viée ting tiét chat nhay, nhu bénh xo nang hoac gian phé quan. 

Twong ky cua th ude: 

Do khéng cé cdc nghién ctu vé tinh tuong ky cua thudéc, khéng tron lan thudc nay vi cdc 

thudc khac. 

10. TAC DUNG KHONG MONG MUON CUA THUOC 

Tan suat cac tac dung khéng mong muén duge phan loai nhu sau: Rat thuong gap (= 1/10), 

thuong gap (> 1/100, < 1/10), it gap (& 1/1.000, < 1/100), hiém gap (> 1/10.000, < 1/1.000), 

rat hiém gap (< 1/10.000), chwa 16 (khong thé dy doan tir dir liéu san cd). 

Réi loan mién dich 

Hiém gap: Phan tmg qué man 

Chua ro: Phan tng dang phan vé bao gém séc phan vé, pha mach va ngtra 

3/6 
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satis gap: Réi loan vi gidc 

Réi loan tiéu héa 

Thuong gap: Buén non, giam cam gidc 6 miéng 

it gap: Non, tiéu chay, kho tiéu, dau bung, kho miéng 

Hiém gap: Khé hong 

Rat hiém gap: Tang tiét nude bot 

Réi loan hé hap, long ngwe va trung that 

Thuong gap: Giam cam giac 6 hong 

Chua biét: Khé thé (1a m6t triéu ching cua phan tmg qué man) 

Réi loan toan than va tai ché 

{t gp: S6t, phan tng trén niém mac 

Thong bio ngay cho bac sf hodc duge sf nhitng phan tng co hai gap phai khi st dung 

thudc. 

11. QUA LIEU VA CACH XU TRi 

Cho dén nay chua cé triéu chimg qua liéu cu thé nao duge bao cao. Cac triéu chimg quan 

sat duoc trong trudng hop v6 tinh ding qua liéu hoc phdi hgp cdc loai thuéc phu hop voi 

cdc tac dung khéng mong muon co thé xay ra 6 mirc liéu khuyén cao va cé thé can diéu tri 

tri¢u chung. 

12. BAC TINH DUQC LUC HOC 

Nhom dugc ly: Thuéc tiéu nhay 

Ma ATC: ROSCB06 

Vé mat tién lam sang, ambroxol hydroclorid da duge chimg minh lam tang bai tiét dong hd 

hap. No lam tang san xuAt chat dién hoat 6 phéi va kich thich hoat dng nhung mao. Nhting 

hoat déng nay lam cai thién luu luong va sy van chuyén chat nhay (tac dung thanh loc chat 

nhay cua nhung mao). Viéc cai thién sy thanh thai chat nhay cua nhung mao duge quan sat 

trong cdc nghién ctru duge hoc 1am sang. Sy tang tiét dich va tc dung thanh thai chat nhay 

cia nhung mao tao thuan loi cho khac dom va lam diu ho. 

Tac dung gay té tai chd dugc quan sat thay trén mé hinh mat thé cé thé duge giai thich bang 

dic tinh chen kénh natri. Digu nay dugc thay trén in vitro, ambroxol hydroclorid chen kénh 

natri than kinh duoc nhan ban; sy gan két nay cd thé hdi phuc va phu thuéc vao nong dé. 

Trén in vitro, amboroxol hydroclorid lam giam dang ké su phong thich cytokin tir mau va tir 

cac té bao don nhan va da nhan lién két véi mé. 

Da thay giam dang ké dau va do hong  nhing nghién cvu 14m sang trén bénh nhan dau 

hong. 
4/6 
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Anh duoc ly nay lién quan tdi cac quan sat trong cac nghién ctru vé hiéu qua lam 

roxol hydroclorid khi diéu tri cdc trigu chig cia duéng hé hap trén, cho két 

nhanh chéng va cac kho chiu lién quan dén dau ving tai - mii - khi quan bang 

erythromycin) trong dich tiét phé quan - phdi va dom tang lén. 

13. DAC TINH DUQC DONG HOC 

Hip thu 

Su hap thu ambroxol hydroclorid tir céc dang bao ché gidi phong nhanh ding dudng udng 

dién ra nhanh chéng va hoan toan va tuyén tinh trong khoang liéu diéu tri. Nong dé tdi da 

trong huyét tong dat duoc trong vong 1 dén 2,5 gid sau khi uéng cdc dang bao ché giai 

phong ngay va trung binh khoang 6,5 gid sau khi ding cac dang bao ché giai phong cham. 

Sinh kha dung tuyét déi sau khi udng mét vién nén 30 mg 1a 79%. Sinh kha dung tuong déi 

cia vién nang gidi phong cham bang 95% (phu thuéc liéu) so voi vién nén giai phéng khéng 

bién déi (liéu 60 mg/ngay, 2 x 30 mg/ngay). 

Phin bé 

Ambroxol hydroclorid duge phan bé tir mau vao cdc mé nhanh va réng rai, voi nong d6 cao 

nhat duge tim thay trong phdi. Thé tich phan bé wéc tinh sau khi uéng 1a 552 lit. 

Trong pham vi diéu tri, ty 1é lién két véi protein huyét trong 1a khoang 90%. 

Chuyén héa 

Khoang 30% liéu udéng trai qua qua trinh chuyén héa lan dau. Ambroxol hydroclorid duge 

chuyén héa cha yeu & gan bang cach glucuronid hoa va phan cét thanh acid 

dibromanthranilic (khoang 10% liéu ding). Cac nghién ciru trén microsome gan ngudi da 

chi ra rang CYP3A4 chiu trach nhiém chuyén héa ambroxol hydroclorid thanh acid 

dibromanthranilic. 

Thai triv 

Sau khi uéng 3 ngay, khoang 6% ambroxol hydroclorid duge thai tr dudi dang khéng déi 

va khoang 26% 6 dang lién hgp. 

Thoi gian ban thai pha cudi cua ambroxol hydroclorid khoang 10 gid. DO thanh thai toan 

phan khoang 660 ml/phut, véi 46 thanh thai qua thin chiém khoang 8% d6 thanh thai toan 

phan. Sau 5 ngay, wc tinh khoang 83% téng liéu (duge danh dau phéng xa) duge bai tiét 

qua nudc tiéu. 

Cic déi twong dac biét 

O bénh nhan suy gan, ambroxol hydroclorid bi giam dao thai. Diéu nay dan dén néng dé 

trong huyet tuong cao hon khoang 1,3 dén 2 ln. Do ambroxol cé khoang diéu tri rong nén 

khéng can diéu chinh liéu. 

Duoc déng hoc cla ambroxol hydroclorid khéng bi anh huong boi tudi hodc gidi tinh. Do 

d6, khéng can thiét phai ding khac liéu khuyén cdo. 

14. QUY CACH DONG GOI 

Hop 4 vix 5 6ng x 5 ml. 
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H6p | chai x 30 ml kem 1 céc chia liéu. 

H6p 1 chai x 60 ml kém 1 céc chia liéu. 

H6p | chai x 120 ml kém 1 céc chia liéu. 

15. DIEU KIEN BAO QUAN 

Noi khé, nhiét d6 khéng qua 30°C, tranh anh sang. 

16. HAN DUNG 

24 thang ké tir ngay san xuat. 

14 ngay sau lan dau mé nap chai thuéc. 

17. TIEU CHUAN CHAT LUQNG THUOC 

TCCS. 

18. TEN, DIA CHi CUA CO SO SAN XUAT THUOC 

CONG TY CO PHAN DUOC PHAM SOHA VIMEX 

Dia chi: Duong N1 — Khu cong nghiép Yén My II, Thi tran Yén My, Huyén Yén M§, Tinh 

Hung Yén, Vict Nam 
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