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MAU NHAN 

THANH PHAN/COMPOSITION: DIEU KIEN BAO QUAN/STORAGE: Bw f 

(tinh cho 5 ml) Noi khé mat, nhiét d6 duéi 30°C/ Hop 1 chai x 30 ml 

/Each 5 ml syrup contains: Store ina dry place, below 30°C. 

Amnistexe) Gl 03 Wi) TIEU CHUAN SPECIFICATIONS: 

Ta duge vd/excipients G.S.n...e05 ml TCCS/Manufacturer's. 

CHI DINH/INDICATIONS: O'SO SAN XUAT/ Manufactured by: 

Diéu tri tiéu chat nhay trong cdc bénh CONG TY CO PHAN DUG PHAM 

; Z 
TRUNG UONG 3 

phé quan phi cap tinh va man tinh c6 [Central Phamaceutical Joint Stock Company No3 

lién quan dén st rdi loan hinh thanh Tru sét 16 Lé Dai Hanh - Minh Khai — 

va van chuyén chat nhay. Héng Bang — Hai Phong 

| Nha mdi h 

FORIPHARM 

THANH PHAN: (tinh cho 5 ml) CHI DINH, CHONG CHI DINH, CACH DUNG-LIEU 

Ambroxol HCl... 0,3 % (w/v) GMP - WHO S DUNG: Xem té hung dan st dung thuéc bén trong 

N Pp hdp. 

TE AUC Vd aeenereereenersesnnsnennnntan 5 ml $ 

CHIDINH, CHONG CHi BINH, CACH A M O I 6 ( T BAO QUAN: Noi khé mat, nhiét dé dui 30°C. 

DUNG-LIEU DUNG, CACTHONG TIN 
“nary es 

FORIPHARM Chai 30 milsiro 

TAM TAY CUA TRE Dy DUNC
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MAU NHAN 

90057250 sie 
9 oO 

LS/ CONG TY 6 ae poe | 
oa a? a 

's/ CO PHAN 
x | DUGC PHAM 

©\TRUNG UONG 3, 
“4s (FORIPHARM) 
iS S Ges 

THANH PHAN/COMPOSITION: 
pIEU KIEN BAO QUAN/STORAGE: 

(tinh cho 5 ml) 
Box of 1 bottle of 60 ml Noi khé mat, nhiét d6 dudi 30°C/ H6p 1 chai 60 mi 

/Each 5 ml syrup contains: 
Store in a dry place, below 30°C. 

ArnbbrOxOl HC smmmmonon= ona Can) TIEU CHUAN SPECIFICATIONS: 
Ta dugc vd/excipients q.s.....—--5 ml TCCS/Manufacturer's. 

co's6 SAN XUAT/ Manufactured by: 
CHI DINH/INDICATIONS: 

Diéu tri tiéu chat nhay trong cac bénh Se eee DUOC PHAM 

phé quan phdi cap tinh va man tinh c6 
ae 

lien quan dén su réi loan hinh thanh 
{Central Phamaceutical Joint Stock Company No.3 

Satan aa Tru sé: 16 Lé Dai Hanh - Minh Khai — 

ee ze Héng Bang — Hai Phong | 

THANH PHAN: (tinh cho 5 ml) 

Ambroxol HO. 0.3 % (w/v) 

CHIDINH, CHONG CHIDINH, CACH DUNG-LIEU 
DUNG: Xem te hung din sit dung thuéc bén trong 
hop. 

GMP - WHO 

Tadugevd___________—5 ml 

CHIDINH, CHONG CHI BINH, CACH 
BAO QUAN: Noi khd mat, nhiét do dudi 30°C. 

DONG-LIEU DUNG, CACTHONGTIN 

KHAC:Xem 
TIEU CHUAN: TCCS
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Boro 
THANH PHAN/COMPOSITION: 

DIEU KIEN BAO QUAN/STORAGE: 

{tinh cho 5 ml) Box of 1 bottle of 120 ml Noi khé mat, nhiét do duéi 30°C/ Hp 1 chai 120ml 

/Each 5 ml syrup contains: 
Store in a dry place, below 30°C. 

Ambrox0l HCl one-one 0,3 9 (WIV) TIEU CHUAN SPECIFICATIONS: 

Ta dugc vd/excipients qs.........5 ml 
TCCS/Manufacturer's. 

OSG SAN XUAT/ Manufactured by: 

CHI DINH/INDICATIONS: 
z uE 

Diéu tri tiéu chat nhay trong cdc bénh CONGTY C6 PHAN DUGC PHAM 
TRUNG UONG 3 

phé quan phdi cp tinh va man tinh c6 

lién quan dén su réi loan hinh thanh ((( 

va van chuyén chat nhay. 

/Central Phamaceutical Joint Stock Company No.3 

Tru 56: 16 Lé Dai Hanh — Minh Khai — rid 15 mg/5 mi 

cHiD)NH, CHONG CHIDINH, CACH DONG-LIEU 

DUNG: Xem ty huéng din sitdung thudc ben trong 

hop. 

‘THANH PHAN: (tinh cho 5 ml) een GMP - WHO 
Ambroxol HCL... 0,3 % (w/v) _— 

Té duoc vd______5ml 

CHI DINH, CHONG CHI INH, CACH 
BAo QUAN: Noi kho mat, nhiét do duéi 30°C. 

DUNG-LIEU DUNG, CACTHONGTIN 
KHAC:Xem t shuona din sit 
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S6 6 va han ding dap ndi trén 6ng 

| AMOTBACTI SSK: CONGTY CO >HAN 
JOCRHAM' 

«| 
GMP - WHO 

GMP - WHO 

—— 

THANH PHAN/COMPOSITION: 
(tinh cho 5 mi) 

DIEU KIEN BAO QUAN/STORAGE: J 

seach § ml syrup contains: 
Nol khé mat, nhigt do durél 30°C/ q 

Ambrox0l HCI ow Store In a dry place, below 30°C, 

Té dude vd/exciplents q 
—— 

CHI BINH/INDICATIONS: 
Piéu trl tidu cht nhdy trong cdc bénh phé 
quan phél ep tinh va man tinh cé len 
eat en a & loan hinh thanh va van 

TIEU CHUANY SPECIFICATIONS: 

wuyén chit nh. TCCS/Manufacturer's. 

Se 

CHONG CHI INH, CACH DUNG-LEU 
DUNG, CACTHONG TIN KHAC/ 
CONTRAINDICATIONS, DOSAGE, 
ADMINISTRATION, OTHER 
INFORMATION: 

2 vix 5 Ong x 5 ml siro 
Box of 2 blisters x 5 vials x 5 ml syrup FORIPHARM 

FORIPHARM
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RAKRTDALTI |. $6 I6 va han dung dap ndi trén éng 

{CONGTY COPHAN 
JONG 

— 
THANH PHAN/COMPOSITION: 
(tinh cho 5 ml) 
/Each 5 ml syrup contain: 

Ambroxol H! 
Ta duge vd/excipients 

DIEU KIEN BAO QUAN/STORAGE: 
Nai khé mat, nhidt do dui 30°C/ 
Store In a dry place, below 30°C. 

0,3 % (w/v) 
5 mi 

CHI BINH/INDICATIONS: 

‘Biéu tr] tigu chat nhay trong cdc bénh phé quan 

phéi cép tinh va man tinh ¢6 lién quan één st rh 
Joan hinh thanh va van chuyén chat nhay. 

TIEU CHUAN/ SPECIFICATIONS: 

‘TCCS/Manufacturer's. 

CHONG CHI BINH, CACH DUNG-LIEU DUNG, 
CAC THONG TIN KHAC/ 

{AINDICATIONS, DOSA‘ 

fs 
FORIPHARM 

F2 bli j = 

Am ait 5c wate (leet 

Box of 3 bliste’ vials x 5 ml syrup FORIPHARN Hop 3 vix 5 Ong x 5 ml siro



‘THANH PHAN/COMPOSITION: 
(tinh cho 5 mb) 
JEach 5 ml syrup contains: 
Ambroxol HCI sans 

Ta duge vd/excipients q+ 

CHi BINH/INDICATIONS: 
‘Biéu tr leu chét nhéy trong cde bénh phé 
quan phél cap tinh va man tinh cé lian 
quan én suri logn inh thanh va van 
chuyén chét nhéy. 

CHONG CHi BINH, CACH DUNG-LIEU 
DUNG, CACTHONG TIN KHAC/ 
CONTRAINDICATIONS, DOSAGE, 
ADMINISTRATION, OTHER 
INFORMATI 

https://trungtamthuoc.com/ 

Box of 2 blisters x 5 vials x 10 ml syrup 

S616 va han ding dap néi trén éng 

AN (@) BACT 609 101m) cssuicONGTVcE PAN 

———— 

‘piu KIgN BAO QUAN/STORAGE: —-= 

Nol khd mat, nhigt do durdi 30°C/ tes. 

Store Ina dry place, below 30°C. 

AMOTBACTI 
CC Ambroxollhydroclorid 15 mg/5 ml ‘TEU CHUAN SPECIFICATIONS: 

‘TcCS/Manufacturer's. 

Hop 2 vix 5 6ng x 10 ml siro 
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i iene 

THANH PHAN/COMPOSITION: 

(tfnh cho 5 ml) 
/Each 5 ml syrup contain: 

Ambroxol H 
Ta duge vd/excipients qs. 

CHI B|NH/INDICATIONS: 
Diéu tr] tiéu chét nhéy trong céc bénh phé quan 

phél cp tinh va man tinh ¢6 lin quan één sy 161 

Joan hinh thanh va van chuyén chit nhéy. 

CHONG CHI BINH, CACH DUNG-LIEU DUNG, 
CAC THONG TIN KHAC/ 

10 ml syrup 

MAU NHAN 

S6 l6 va han dung dap néi trén éng 

TBACTI Gng 10m! ‘€58K; CONGTY CO PHAN 
JONG 3 

DIEU KIEN BAO QUAN/STORAGE: 
Nal kh mat, nhiat dG dui 30°C/ 
Store In a dry place, below 30°C. 

TIEU CHUAN/ SPECIFICATIONS: 
TCCS/Manufacturer's. 

Hp 3 vix 5 Ong x 10 ml siro 

AMOTBACTI 
(CCC Ambroxol hydrocloricl 15 mg/5 ml 

FORIPHARM.
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GMP-WHO 

TO HUONG DAN SU DUNG THUOC 

AMOTBACTI 
Dé xa tam tay tré em 

Doc kf hwéng dan sit dung trudc khi ding 

1. Thanh phan céng thie thuéc (tinh cho 5 ml) 
- Thanh phan duge chat: 

AMMDEOROL ACh vsuccensssnseneeeveresrnsenarenvansensssiasusstueseseseemsesgseesaccasees 0,3 % (w/v) 
- Thanh phan ta duge: 

Propylen glycol, Glycerin, Na CMC, Duong tring, Sorbitol, Sucralose, 
Acid citric, Natri citrat, Natri EDTA, Natri benzoat, Huong cam (l6ng), 
Amaranth, Quinolein, Nuc tinh Khiét ..cccccecccsccccscccsseeseesceseee, vira dit 5 ml. 

2. Dang bao ché: Siro sénh mau vang, huong cam, vi ngot. Dung dich trong, khong 
co vang méc, vat la. 

3. Chi dinh: Diéu trj tigu chat nhdy trong cdc bénh phé quan phdi cp tinh va man tinh 
c6 lién quan dén sy réi loan hinh thanh va van chuyén chat nhay. 

4, Cach ding, liéu ding 
— Cach ding: Uéng thuéc v6i nhiéu nude sau khi &n, nhung ciing cé thé uéng khéng 
pha loaing 

— Liéu ding: 
+ Nguoi lon va tré em trén 12 tudi: Liéu thong thuong 10 ml/lan, 3 lan/ngay trong 
2-3 ngay. Sau dé gidm liéu xuéng 10 mi/lan, 2 ldn/ngay. 
+ Tré em 6 — 12 tudi: Liéu thong thuong 5 mi/lan, 2-3 lin/ngay. 
+ Tré em 2—5 tudi: Liéu théng thong 2,5 ml/lan, 3 lan/ngay. 
+ Tréem dui 2 tuéi: Liéu thong thudéng 2,5 ml/lan, 2 lan/ngay. 

Trong trudng hgp réi loan chic nang than nang, nén gidm liéu duy tri 6 mite thich hop 
hoac nén str dung thudc it thong xuyén hon (tang khoang cach gitta cdc liéu). 
Tac dung long dom ctia ambroxol hydrochloride duoc tang cudng khi uéng nhiéu 
nuoc. 

5. Chong chi dinh 
— Loét da day va ruét. 

— Ngudi man cam v6i bat cir thanh phan nao cua thuéc. 

6. Canh béo va than trong khi ding thuéc: 
Str dung hét strc than trong trong truong hop r6i loan hoat dong van d6ng cia phé quan 
hoac khi luong chat nhay duoc tao ra nhidu hon do nguy co tt dong chat nhay (tang tiét 
chat nhay trong dudng thé cé thé 1am nang thém céc triéu chimg). 
Trong truéng hop tén thuong gan nghiém trong, nong d6 ambroxol trong mau cé thé 
ting 1én do qué trinh chuyén héa ambroxol dién ra cht yéu 6 gan.
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Trong trudng hop tén thuong than nghiém trong, néng d6 cdc chat chuyén héa cta 
ambroxol hinh thanh 6 gan trong méu cé thé tang I6n, vi vay trong ca hai trong hop, 
nén giam liéu duy tri tuong Ung va tang khodng cach ding thuéc. 
Can than trong khi str dung cho céc bénh va dudng tiéu héa (vi du nhw loét da day ta 
trang trong tién str), vi thuéc tiéu chat nhay cé thé lam héng chire nang rao can cia 
niém mac da day. 

Cac phan tng da nghiém trong nhu ban dé da dang, hdi chimg Stevens-Johnson 
(SJSyhoai tt biéu bi nhiém déc (TEN) va ngoai ban mun miu toan than cAp tinh 
(AGEP) d& duoc bdo cdo voi ambroxol. Néu c6 khiéu nai hoac triéu chimg phat ban da 
tién trién (d6i khi Lién quan dén mun nuéc hoic thay déi niém mac), nén ngirng diéu tri 
bang ambroxol ngay lap titc va nén tham khao y kién bac si. 
Ngoai ra, trong giai doan dau cia hdi ching Stevens Johnson hodc TEN, truéc tién 
bénh nhan cé thé gap cac trigu chimg giéng cum kh6éng dac hiéu, chang han nhv sét, 
dau nhitc co thé, sé mii, ho va dau hong/dau hong. Vi nhiing trigu chimg giéng cum 
khong dic hiéu nay cé thé gay nham Jan nén cé thé bat dau didu tri trigu chimg bang 
thudc ho va cam lanh. Do d6, néu xay ra nhitng thay déi 6 da hoac niém mac méi, can 
hdi ¥ kién bac si ngay lap tite va nén ngimg str dung ambroxol dé dé phong. 

Canh bao ta duge: 

- Dudng tring, Sucralose: Bénh nhan bi réi loan di truyén hiém gap nhu khéng dung 
nap fructose, kém hap thu glucose galactose hoc thiéu hut enzym sucrase-isomaltase 
khong nén ding thudc nay. _ ; 
- Sorbitol: Thudc nay cé chita 250 mg sorbitol trong mdi liéu 2,5 ml. Can xem xét tac 
dung hiép dong cia cac thudc cé chira sorbitol (hay fructose) va luong sorbitol (hay 
fructose) ding theo ché d6 an kiéng. Ham lvong sorbitol cé trong thuéc udng c6 thé 
anh huéng sinh kha dung cla céc thuéc khdc khi ding chung. Sorbitol la ngudn dinh 
duéng giau fructose. Néu bénh nhan (hoac bénh nhi) duge chan dodn cé réi loan dung 
nap voi mot sé loai duong nhat dinh, hoac néu bénh nhan bi ri loan khéng dung nap 
fructose do di truyen khong nén duge chi dinh thuéc nay. ; 
- Natri: Thude nay cé chita duéi 1 mmol (23 mg) natri trong moi liéu 10 ml, vé co ban 
dugc xem nhu “khéng chia natri”. 

7. Sir dung thuéec cho phu ni cé thai va cho con bi 
— Thoi ky mang thai: Ambroxol di qua nhau thai. Cac nghién ctru trén d6ng vat 
khéng cho thay bat ky tac hai truc tiép hodc gidn tiép nao déi véi qua trinh mang thai, 
su phat trién ctia phéi/thai nhi, qua trinh sinh né hode sy phat trién sau sinh. Kinh 
nghiém 14m sang sau réng khi sir dung sau tudn thtr 28 cua thai ky cho thay khéng cé 
bang chitng nao vé tac dung cé hai déi véi thai nhi. 
Tuy nhién, phai tudn thi nhttng canh bao vé viéc str dung thuéc trong thi ky mang 
thai. Khéng nén str dung san pham, dic biét 1a trong ba thang dau ctia thai ky. Trong 3 
thang gitta va 3 thang cudi cia thai ky, chi cé thé siz dung san pham sau khi da cn 
nhac k¥ luGng vé loi ich/nguy co va c6 chi dinh y té. 

— Thoi kp cho con bi: Ambroxol dugc bai tiét qua stra me. Mac du it cé kha nang 
xay ra tac dung phu 6 tré bi stta me nhung viéc sit dung ambroxol cho ba me dang cho 
con bi khéng duge khuyén cao.
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8. Anh huéng cia thudéc lén kha nang lai xe, vin hanh may moc: Chua nghién ctru 
anh huéng cia san pham Jén kha nang ldi xe va van hanh may méc. 

9. Twong tac, twong ky cia thuéc: 
Khi ambroxol dugc két hop véi thuéc chéng ho (thuéc gidm ho), chat nhay nguy hiém 
cé thé phat trién do phan xa ho giam, do dé can can nhc cAn than nhu cau diéu tri két 
hop nhu vay. 

Sw xam nhap cia cdc khang sinh amoxicillin, cefuroxime, doxycycline va 
erythromycin tang lén d& duoc bdéo cdo khi ching duge sit dung cing véi ambroxol. 
Tuong tac nay da dugc sit dung trong diéu tri trong truong hop doxycycline. 

10. Tac dung khéng mong muon ciia thuéc: 
Cac tac dung khéng mong muén duge liét ké dua trén cdc loai tan suat sau: 
- Rat thuong gap: >1/10 
- Thuong gap: >1/100 <1/10 
- ft gdp: >1/1000 <1/100 
- Hiém gdp: >1/10.000 <1/1.000 
- Rat hiém gdp: <1/10.000 
- Khéng ré: tan sé khong thé dugc xdc dinh tir dit ligu c6 sin, 
° Cac bénh vé hé mién dich va triéu ching: 
- Hiém gdp: phan tmg qua man. 
- Khong ré: phan tng phan vé bao gém séc phan vé, phi mach va ngtra. 
e Bénh hé tiéu héa va triéu ching: 

- Thuong gé&p: buén nén, mat cam gidc trong khoang miéng. 
- ft gap: non mita, tiéu chay, kh6 tiéu, dau bung va khé miéng. 
e Bénh hé than kinh va triéu ching: 
- Thuong gdp: roi loan vi gidc (vi du thay déi vi gidc). 
e Cac bénh va triéu chimg cua da va mé duéi da: 
- Hiém gdp: ban da, may day. 

- Khong ré: tac dung phy nghiém trong lién quan dén da (bao gém ban dé da dang, hdi 
ching Stevens-Johnson/hoai tir biéu bi nhiém doc va ngoai ban myn mii toan than cAp 
tinh). 

e Cac bénh va triéu chimg vé hé hap, léng nguc va trung that: 
- Thuong gdp: mat cam gidc 6 hong. 

- Khéng ré: khé hong. 

e Huéng dan cach xir tri ADR: Neimng diéu tri néu can thiét. 

Thong bio ngay cho bic si hodc duoc si nhitng phan ung cé hai 

&tip phai khi siz dung thuéc 

11. Qua liéu va cdch xit tri: 
e Trigu chitng: Khéng cé triéu ching ngd déc nao duoc quan sat thay d6i véi 
ambroxol. Tinh trang bén chén va tiéu chay ngan han da duge bao cdo. Cac thir 
nghiém lam sang so b6 cho thay ting tiét nude bot, cam gidc ngét ngat, nén mira va 
huyét dp khi ding qua liéu.
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© Cach xi tri: Can thiép cap tinh nhu gay ndn va rita da day thuong khong can thiét 
va chi nén can nhac khi ding qué liéu. Diéu tri triéu ching duoc khuyén khich. 

12. Quy cach dong géi: 

— H6p | chai 30 ml, 60 ml, 120 ml (Chai thuy tinh, kém céc dong). 
— Hp 2 vi, 3 vix 5 éng 5 ml (Nhwa PVC). 
— H6p 2 vi, 3 vix 5 éng 10 ml (Nha PVC). 

13. Diéu kién bao quan, han ding, tiéu chudn chat Iuong ciia thuéc 
— Diéu kién béo quan: Bao quan 6 noi khé mat, nhiét d6 khong qua 30°C. 
— Han ding cia thuéc: 24 thang ké tir ngay san xuat. 
— Tiéu chuén thanh phim: TCCS/03-21-031-Z3. 

14, Tén, dia chi ciia co sé san xuat thudc 

CONG TY CO PHAN DUOC PHAM TRUNG UONG 3 
Tru sé: 16 Lé Dai Hanh — Minh Khai — Hong Bang — Hai Phong 

Nha may: 86 28 — dudéng 351 — Quynh Hoang — Nam Son — An Duong — Hai Phong 
Dién thoai: (0225)3747507. Fax: (0225)3823125 
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