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Dung dich uong Oral solution 

| av® 
Prarmaceuicats 

Composition: Fach Imi contains: 

Ambroxol hydrochloride 

it 75% (wiv) 

Thanh phdn: Mdi 1 ml chia: 
Ambroxol hydrochloride 

Ta duge vua di 

Chi dinh, cach dung, fiéu dung. 

chéng chi dinh va cdc théng tin 

Khe: Xin doc trong ta huéng din 

st dyng.. 

Bao quan 4 nhiét do duo 30°C, 

fol khé £49, trénh anh sang. 

Oé xa tm tay tré em. 
Doc ky hudng din sir dung 
trude khi dung. 

Tiéu chudn: TCCS 

Ca $6 sdn xudt: 

Ambrolex 
Ambroxol hydrochloride 0.75% (w/v) 

Ambrolex 
Ambroxol hydrochloride 0,75% (w/v) Indications, administration, 

dosage, contraindications and 

other information: See the insert. 

Store at temperature below 30°C, 
ina dry place, protect from light. 

Keep out of reach of children. 

Read carefully the enclosed 

insert before use. 

Specification: Manufacturer's 

Monufocturer: 

qv’ sa 

OPV PHARMACEUTICAL JOINT 
STOCK CO, CONG TY C6 PHAN 

oUgc PHAM OPV 
$6 27, Dudng 3A, Khu Cong 

Nghiép Bién Hoa ||, Phuong 
An Binh, Tp. Bién Hoa, 

Tinh dng Nai. 

No. 27, 3A Street. Bien Hoa 
il Industrial Zone, 

An Binh Ward, Bien Hoa City, 

Dong Nai Province. 

Hop 1 chai x 15 ml, kem ong nhd giot Box of 1 bottle x 15 ml, with 1 dropper 

LUSX! Lot N°: 
NSX/ Mig. Date: 

| HO/ Exp. Date: 

| | 
} | | 
| 

Nec genet cae 

t a — 

i an Cnal Ge a 

Thanh phan: M6i 1 ml chia: Dé xa tém tay tré em. ; 

Ambroxol hydrochloride Dee hy nusng din su dung | 
se Dung dich uéng trudc khi ding. | 

sserseneensereees Os 79% (W/V) Co sd sén xust: 

Ta duge vila duo... Dl 

Chi dinh, cdch dung, liéu Ambrolex qiv ® = 

| dung, chéng chi dinh va cd 9. ng cl en va cac  Ambroxol hydrochloride 0,75% (w/v) CONG TY COPHAN 
thdng tin khac: Xin dgc trong DUGC PHAM OPV 
té hudng dan su dung. 

Bao quan 6 nhiaét dé dudi 30°C, ISN/ Lot N’ 
noi khé rao, tranh anh sang. i HDy Exp, Date: | 

Chai 15 ml 
a -— } 

AMBROLEX 0.75% Hp 1 chai 15 ml_DE01_V1 
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Buon yoip sung 

1. Nhan hép 

Dung dich wong ‘ Oral solution 

Composition: Each 1 ml contains: 

Ambroxol hydrochloride ... 0.75% (wiv) 
Excipients .8 v.00 - Im 

Thanh phdn: Mdi 1 mi chia: 
Ambroxol hydrochloride ... 0,75% (w/v) 

Ta duge via db ve bmi 

Chi dinh, cach dung. liéu dung. 

chéng chidinh va cac thong tin khac: 

Xin d9c trong to hudng dan sv dung. 

Bao quan 6 nhiét d6 dudi 30°C, noi 
khd ro, tranh anh sang. 

Indications, administration, dosage, 
contraindications and other 
information: See the Insert. 

Ambrolex 
Ambroxol hydrochloride 0.75% (w/v) 

Ambrolex 
Ambroxol hydrochloride 0,75% (w/v) 

Store at temperature below 30°C, 

in adry place, protect from light. 

Dé xa tdm tay tré em. Keep out of reach of children. 

Boe ky hudng dan si dyng trudc 
Kkhi dung. 

Tiguchudn: TCCS 

Read carefully the enclosed insert 

before use. 

Specification: Manufacturer's 

Ca sdsén xudt: Manufacturer: 

qv. avs 
Pharmaceuticals Pharmaceuticals 

CONG TY CO PHAN OPV PHARMACEUTICAL JOINT 
Ug¢ PHAM OPV STOCK CO, 

No, 27, SA Street, Bien Hoa Il 
Industrial Zone, An Binh Ward, 

Bien Hoa City, Dong Nai Province. 

S627, Dudng 3A, Khu Cong Nghiép. 
Bién Hoa Il, Phudng An Binh, Tp. 

Bién Hoa, Tinh Béng Nai. 

Hop 1 chai x 30 ml, kém ong nhé giot Box of 1 bottle x 30 ml, with 1 dropper 

LS Lot NE 
NS Mig. Date: 
HO/ Exp. Date: 

2. Nhan chai 

| Ambroxol hydrochloride ... 0,75% (w/v) Dung dich uén aS VG. CEN 60 died tei ung, 
| Taduge via du. : Gosden - 
| Chidinh, cach dung, iéu dang, chéng Ambrolex 0,75% aQve 
| chi djnh va cde théng tin khac: Xin Ambroxol hydrochloride 0,75% (w/v) Pharmaceuticals | 
| dge trong td hudng din str dyng, CONG TY C6 PHAN DUC PHAM OPV Xe Zz, 

Bao quan 6 nhiét 46 dudi 30°C, noi LSX/ Lot N": 
{ khé rao, tranh anh sang. Chai 30 ml HD/ Exp. Date: 

AMBROLEX 0.75% H6p 1 chai 30 ml_DE01_V1
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net true khi ding 
BONA: 

THANH PHAN CONG THUC THUOC: M3i 1 ml dung dich uéng chita: 

Thanh phan hoat chdt: Ambroxol hydrochloride .........0.. 0,75% (w/v) 

Thanh phan td duoc: Glycerin, anhydrous citric acid, sodium benzoate, tutti frutti flavour (liquid), 

sodium metabisulfite, sorbitol 70%, nuéc tinh khiét. 

DANG BAO CHE: 

Dung dich udng. 

Dung dich trong, khéng mau dén vang nhat, huong trai cay, vi ngot, hau dang, kh6ng cé sui bot 

khi, tha, vat la hoc vang méc. 

CHI DINH: 

H6 trg cdc bénh cap va man tinh 6 duong hé hap c6 kém réij loan hinh thanh va kho khan trong 

viée van chuyén chat nhay. 

Thuée duoc chi dinh cho ngudi lon, tré nhd, tré em va thanh thiéu nién. 

LIEU DUNG, CACH DUNG: 

Liéu dung: 

-  Tré biét di dén 2 tudi: 1 ml, hai 14n mdi ngay, 

- Tréemti2 dén 6 tudi: 1 ml, ba lan mdi ngay. 

- Tréem ti 6 dén 12 tudi: 2 ml, hai dén ba lan mdi ngay. 

- Nguoi lén va thanh thiéu nién trén 12 tudi: 4 ml, ba in mdi ngay trong 2 —3 ngay dau diéu 
tri, sau dé str dung 2 ml, ba lan méi ngay. Trong trudng hop nang, cd thé str dung liéu duy tri 
4 ml, ba lan mdi ngay sau khi tham khao y kién bac si. 

Tré em: Thudc chi c6 thé duge str dung 6 tré dui 2 tudi khi c6 loi khuyén ctia bac si. 

Théi gian diéu tri: Khong nén ding thudéc qua 4-5 ngay néu khong cé loi khuyén ctia bac si. 

Luu ¥: Tang tac dung long dom cua ambroxol hydrochloride khi ding thuéc véi nhiéu nude. 

Cach dime: 

- Dung dudng udng. 

- Dung dich uéng cé thé dugc pha lodng véi nude. 

- Thudc cé thé duge ding cing hoac khéng cing voi bita an. 

- Str dung éng nhé giot c6 chia vach phan liéu 1 ml dé lay thuéc theo huéng dan sau: 

*» Bop dau cao su cia dng nhé giot phan liéu dé day khéng khi trong éng ra. 

* Nhing éng vao chai Ambrolex 0,75%, tir tty nha dau cao su dé dung dich vao éng cho dén 
vach phan liéu 1 ml. Lap lai déng tac déi véi cae liéu dung can lay 142 ml hoac 4 ml. 

« Nh6 vao muéng dé udng true tiép hode hodc pha loang véi nuéc dé uéng. 

V4_1/5



https://trungtamthuoc.com/ 

CHONG CHI DINH: 

- Qua man véi ambroxol hydrochloride hodc bat ky thanh phan nao cia thuéc. 

CANH BAO VA THAN TRONG KHI DUNG THUOC: 

— DA cé bdo céo vé phan img da nghiém trong khi sir dung ambroxol hydrochloride nhu héng 

ban da dang, héi chitng Stevens-Johnson (SJS)/ héi ching hoai tir thuong bi nhiém déc 

(TEN) va héi chimg ngoai ban myn mt toan than cap tinh (AGEP). Do do, trong truéng hop 

cé cac dau hiéu hodc triéu ching phat ban da tién trién (d6i khi 1ién quan dén vét phing rdp 

hoac ton thong niém mac), nén ngimg str dung ambroxol hydrochloride ngay lap tire va can 

hoi y kién bac si. 

Liéu ding déi voi bénh nhan suy than: 

- Néu bénh nhan bi suy giam chire nang than, thudc chi cd thé duge str dung sau khi tham khao 

y kién bac si. Giéng nhv tat ca cdc thudc chuyén héa & gan va thai trir qua than, su tich tu cac 

chat chuyén héa cia ambroxol hinh thanh 6 gan c6 thé xay ra 6 bénh nhan suy than nang. 

Thudc nay cé chia: 

- 9000 mg sorbitol trong mdi chai 15 ml hoac 18000 mg sorbitol trong méi chai 30 ml (tuong 

duong 600 mg sorbitol trong 1 ml dung dich uéng). Sorbitol 14 nguén chita fructose, Néu 

bénh nhan (hoac bénh nhi) due chan doan cé réi loan dung nap vdi mét sé loai duong nhat 

dinh, hoac néu bénh nhan bi réi loan khéng dung nap fructose do di truyén, mét réi loan di 

truyén hiém gap, ma bénh nhan khéng thé tigu héa fructose, hay hoi ¥ kién bac si trudc khi 

ding thuée nay. Sorbitol cé thé gay khé chiu dudng tiéu hoa va tac dung nhuan trang nhe. 

— Sodium: Thudc nay cé chita it hon 1 mmol (23 mg) sodium trong 1 ml, vé co ban duge xem 

nhy “khéng co sodium”. 

— Sodium metabisulfite: Cé thé gay phan tng qué m4n nghiém trong va co that phé quan nhung 

hiém khi xay ra. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 

Sir dung thuéc cho phu nif cé thai: 

- Ambroxol hydrochloride di qua hang rao nhau thai. 

- Kinh nghiém ldm sang toan dién sau tuan thir 28 cia thai ky khéng cho thay bat ky tac dung 

co hai nao cua ambroxol déi voi thai ky hoac stre khoe ctia thai nhi/tré so sinh. Cho dén nay, 

chua cé dtr liéu dich té hoc lién quan nao khac. Cac nghién cwru tién lam sang cho thay khéng 

cé bat ky tac dung cé hai truce tiép hoac gidn tiép d6i vi qua trinh mang thai, su phat trién 

ctia phdi thai/ thai nhi, qua trinh sinh né hodc su phat trién cla tré sau sinh. Tuy nhién, khong 

nén sit dung thuéc trong thoi ky mang thai, dic biét ld ba thang dau thai ky. 

Str dung thuée cho phu ni& cho con bu: 

- Ambroxol hydrochloride di qua sita me trong cac thi nghiém trén dng vat. Do d6, ambroxol 

hydrochloride khéng duge khuyén cdo str dung cho phu ntr cho con bu. 

Kha nang sinh san: 

— Khéng cé dir liéu lam sang vé kha nang sinh san. 

— Cée nghién evru tién Jam sang khéng cho thay tac dung c6 hai trie tiép hodc gidn tiép lén kha 

nang sinh san, 
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 

Dua trén dif ligu hau mai, khéng c6 bang ching vé tac dong lén kha nang ldi xe va van hanh may 

moc. Chua c6 nghién ctru nao vé anh hung 1én kha nang Ii xe va van hanh may moc duoc thuc 

hién. 

TUONG TAC, TUONG KY CUA THUOC: 

Twong tac thuéc: 

Chua cé tuong tac c6 y nghia lam sang nao duge biét dén. 

Xeét nghiém 

Dung déng thoi ambroxol va khang sinh (amoxicillin, cefuroxime, doxycycline va erythromycin) 

lam tang nong d6 khang sinh trong dich tiét phé quan phdi va trong dom. 

Twong ky thuéc: 

Khong duge tron thudc vdi dung dich chita cromoglycic acid. Khéng duoc tron An thudc voi cdc 

dung dich khac lam tang 46 pH trén 6,3 nhu dung dich mudi kiém ding dé hit (mudi Emser) - vi 

viée tang dé pH co thé dan dén két tia ambroxol base tu do hoaic Jam van duc dung dich. 

TAC DUNG KHONG MONG MUON CUA THUOC: 

Cae tae dung khéng mong muon duge sap xép theo phan loai hé co quan va tan sudt xay ra: Rat 

thuong gap (> 1/10); thuong gap (© 1/100, < 1/10); it gap (= 1/1000, < 1/100); hiém gap (> CoS 

1/10000, < 1/1000); rat hiém gap (< 1/10000); chua biét (khéng thé uéc tinh ti dit liéu cé san). All 

Thuong gap: p V 

- Roi loan tiéu hoa: Bu6én nén, giam cain gidc 6 khoang miéng 7 

- Rdiloan hé than kinh: RGi loan vi giac "ff 

- Roiloan hé hap, ngue va trung that: Giam cam giac 6 hau hong sono 

It gap: 

- Ri loan tiéu hdéa: Nén mia, tiéu chay, khé tiéu, dau bung va khé miéng 

Hiém gap: 

- Réi loan hé mién dich: Phan img qua man 

- R6i loan da va m6 duéi da: Ban da, may day 

Chua biét: 

- Réiloan hé mién dich: Pha mach, phan tg phan vé, séc phan vé 

- R6i loan da va mé duéi da: Netra, phan img da nghiém trong (bao gdm hdng ban da dang, 

hdi ching Stevens — Johnson/ hoai tir thueng bi nhiém déc va ngoai ban mun mit toan than 

cap tinh) 

- Réiloan tiéu héa: Khé hong 

Thong bdo ngay cho bac sf hoc dugc si khi gap cdc tac dung kh6ng mong muon nhw trén 

khi stv dung thuéc hodc bio cdo caéc phin wng cé hai ctia thuéc vé Trung tam Quéc gia vé 

Théng tin thuéc va Theo doi phan trng cé hai cia thudc (ADR). Dia chi: 13 - 15 LE Thanh 

Tong, Hoan Kiém, Ha N6i. Dién thoai: 0243 9335 618; Fax: 0243 9335 642; Email: 

di.pvcenter@gmail.com 
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QUA LIEU VA CACH XU TRi: 
Triéu ching: 

Chua cé bao cao vé trigu ching cu thé nao cla qua liu 6 ngudi. 

Dua trén cdc bao cdo vé trudng hop v6 tinh dung thudéc qua liéu vWhoae sai sét trong ding thuéc, 

cac triéu ching quan sat duge phi hop voi cac tac dung khéng mong muon da biét 6 liéu khuyén 

cao. 

Cach xu tri: 

Néu xay ra trudng hgp qua liéu, can diéu tri triéu chimg. 

DUOC LUC HOC: 

Nhém duge 1: Thuée long dom, khéng bao gdm thudc két hop voi thuéc chéng ho, thudc tiéu 

nhay 

Ma ATC: ROSCB06 

Ambroxol hydrochloride, mét benzylamine duoc thay thé, lad mét chat chuyén hda eta 

bromhexine. Né khdc véi bromhexine & ché khéng cé nhém methyl va cé nhém hydroxyl 6 vi tri 

para-trans cua vong cyclohexyl. 

Cac nghién ctu da cho thay tac dung tiéu chat nhay va van tiét trong dung phé quan. 

Trung binh, thuéc cé tac dung sau 30 phut khi ding dudng udng va kéo dai trong 6-12 gid, thy 

thudc vao long liéu don st dung. 

Trong cdc nghién ctru tién lam sang, ambroxol 1am tang ty 1é tiét dich phé quan. Théng qua viée 

giam dé nhot va kich hoat biéu m6 cd léng, viéc loai bé chat nhay duoc thuc day. 

Ambroxol kich hoat hé théng chat hoat déng bé mat bing cach t4n céng truc tiép vao 

Pneumocyte type 2 cla té bao phé nang va Clara trong khu vue duéng thé nho. No thie day su 

hinh thanh va bai tiét cdc chat hoat déng bé mat 6 ving phé nang va phé quan ctia phdi thai nhi va 

nguoi truéng thanh. Nhting tac dung nay da duoc chimg minh trong nudi cay té bao va in vive 6 

nhiéu loai khac nhau. 

Hon nia, tac dung chong oxy héa cla ambroxol da duoc tim thay trong nhiéu nghién cxru tién 

14m sang khac nhau. Ambroxol hydrochloride cting cho thay dac tinh chéng viém. Do dé, su gidi 

phong cytokine tir cac té bao don nhan va da nhan cha mau va mé bi giam dang ké béi ambroxol 

in vitro. Cho dén nay, chua c6 su lién quan lam sang nao cé thé duge rut ra ti diéu nay. 

DUQC DONG HOC: 

Hap thu: 

Ambroxol due hap thu gan nhu hoan toan sau khi uong. Tmax 1 — 2,5 gid sau khi dang thuéc. Do 

chuyén hoa lan dau, sinh kha dung tuyét déi cha ambroxol giam khoang 1/3. 

Thi an kh6ng anh huéng dén sinh kha dung cia ambroxol hydrochloride sau khi uéng. 

GO liéu diéu tri, do néng dé trong huyét tuong sau khi udng liéu lap lai cho thay khong cé dau hiéu 

tich Itty. 

Phan bé: 

Lién két v6i protein huyét tuong xp xi 85% (tir 80 dén 90%). Ambroxol dat nong d6 cao hon 

trong m6 phdi so vdi trong huyét tuong khi tiém tinh mach. 
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Ambroxol di qua nhau thai va di vao stra me. 

Chuyén héa: 

Cae chat chuyén héa (nhu dibromo-anthranilic acid, glucuronide) duge hinh thanh 6 gan va thai 

try qua than. 

Thai trie: 

Khoang 90% dugc thai trir qua than du6i dang cdc chat chuyén héa duge hinh thanh 6 gan. Du6i 

10% luong bai tiet qua than 1a ambroxol dang khéng bién déi. Do kha nang lién két vdi protein va 

thé tich phan bé cao, cting nhu su tai phan phdi cham ttr mé vao mau nén khong thé loai bd dang 

ké ambroxol bang tham phan hodc ding thuéc loi tiéu cudng bite. 

Thdi gian ban thai cudi cing trong huyét tuong 1a 7-12 gid, Thoi gian ban thai trong huyét tuong 

ctia tong Iluong ambroxol va chat chuyén héa cla nd khoang 22 gid. 

Sau khi uéng, d6 thanh thai toan phan nam trong khoang 660 ml/phut, trong dé d6 thanh thai qua 

than chiém khoang 8% d6 thanh thai toan phan. 

Bénh nhén suy giam chite ndéng gan 

Déi voi réi loan chtre nang gan ning, viée dao thai ambroxol bi giam, dan dén néng dé trong 

huyét tuong cao hon khoang 1,3 dén 2 lan 6 ngudi Il6n. Do hoat chat c6 khoang diéu tri rong nén 

khéng can diéu chinh liéu. 

Tudi/Gidi tinh 

Tudi tac va gidi tinh khéng cé anh huéng lién quan dén lam sang dén due dong hoc cla 

ambroxol hydrochloride. Vi vay, khéng can diéu chinh liéu. 

QUY CACH DONG GOI: 

H6p 1 chai x 15 ml dung dich udng, kém dng nhé giot. 
S
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Hép 1 chai x 30 ml dung dich uéng, kém éng nhé giot. 

DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG THUOC: 

Bao quan: O nhiét d6 dudi 30°C, noi khé rao, tranh anh sang. 

Han dang: 24 thang ké tir ngay san xuat. Khong ding thuéc khi qua han dung. 

* Han ding sau khi mé nap chai: 60 ngay 

Tiéu chuan chat lugng cia thuée: TCCS 

TEN, DIA CHI CUA CO SO SAN XUAT THUOC: 

CONG TY CO PHAN DUOC PHAM OPV 

S6 27, Dudng 3A, Khu Céng Nghiép Bién Hoa II, Phuong An Binh, Thanh phd Bién Hoda, Tinh 

Déng Nai 

DT: (0251) 3992999 Fax: (0251) 3892344 
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