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2) Mau nhan trén tuyp 1g 

Antena PHA ul » Thanh phan céng thire:Tyrothricin 0,1% (wiw) 
G CONG TY TNHH DUC moh en 4 Ta duoc, Dau parafin, velyl alvol, celoslearyl alcol, surbilan 

LO EB, £9, Cum Céng Nghigp da nghé Ding monooleat, poiysorbat 80, prooy‘en glycol, natri edetat, methyl 
NASAKI Xa Ding Tho, Huyén Yén Phong, Tinh Bac Ninh. —3 parabon, propyl paraben, nwo tinh khiét via di 1 tuyp. 

Ff ~ ei Chi dinh, liéu ding, chéng chi dinh va cac théng tin khac: 
z % — Xem ti huéing dan sii dung thuéc. 

Cost oben tit £  _ Bao quan: Trong bao bi kin, kno mat, tranh anh sang. 
OF 0 Ce) rn Bias nhigt &9 du6i 30 49 C 

HIMEAEIAUBLA, Bia chi: Khu do thi Lac Hing Ftc, erg XA TAM TAY CUA TRE EM 
| seepenzoce fintingven ee “3 D0C KY HUONG DAN TRUGC KH SU DUNG 
Tiéu chudn: TCCS inti isin sinslgie KHONG DUNG QUA LIEU CHi DINH 
SDK: Website: linkdatpharma.com.vn ‘SBK/Reg. No.: 

L6 Sx: 
Ngay SX: 
Han strdung: 
Han sir dung sau khi mé nap tuyp: 
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2) Mau nhan trén tuyp 3g 

Co s& san xuat: 

CONG TY TNHH DUQC PHAM NASAKI 
LOEB, E9, Cum Céng Nghigp da nghé Ding Tho, 

NASAKI Xi D4ng Tho, Huyén Yén Phong, Tinh BSc Ninh, 

Co s¢ phan phot. 
EXE gq CONG TY CO PHAN DUOC PHAM 

d UNH DAT 
la SEMPRE. Dj chi Kru d6 thie: 1ibng Pic, 

ope meee err 20eia oluing Nhén Ilda, thi xd MF Tibo, tink 
ida inae Rt azT¥BOE Hume Yea. 

A . linhdatpharmajse@gmall. 
renne Tees Webatas pire vnkcact cai 

L6Sx: 

Ngay Sx: 
Han sit dung: 
Hen sir dung sau khi mé nap tuyp: 

Lyr
oth

ric
in.

 
..0, 

‘Thanh phan eng thire:Tyrothricin....0,1% (ww) 
Té duec: Dau parafin, cetyl alcol, cetosteary! alcol, sorzitan 
monooleat, polysorbat 80, propylen glycol, natri edetat, methyl 
paraben, propy’ paraben, nue tinh khiét vire du 1 tuyp. 
Chi dinh, liéu ding, chéng chi dinh va cae théng tin khac: 
Xem td huéng dan sil dung thude. 
Bao quan: Trong bao bi Kin, kno mat, tranh anh sang. 

nhiét 6 dudi 30 dé C 

DE XA TAM TAY CUA TRE EM 
DOC KY HUONG DAN TRUGC KHI SU DUNG 
KHONG DUNG QUA LIEU CHI DINH 
SOK/Reg. No.: 
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2) Mau nhan trén tuyp 5g 

Co sé san xuat: 

G CONG TY TNHH DUQC PHAM NASAKI 
LO EB, E9, Cum Cing Nohigp da nghé Ding Tho, 

NASAKI _%2Déng Tho, Huyén Yén Phong, Tinh Béc Ninh. 

Go sé phén phor: 

xi Gp» CONG TY CO PHAN OUOC PHAM 
"| ‘LINH DAT 

at om rasan, OME MMA, iach: Khu 6 thi Lac Hibag Fhe, 
io} pameeraonea Phuong Nién Hos, tia My Ho, tinh (Bie oak caztazrneen Plime Yer: 

é Email: | 

L6Sx: 

Ngay SX: 
Han sizdung: 
Han sir dyng seu khi mé nap tuyp: 

Thanh phan céng thire: | yrothnicin...0,1% (wiw) 
Ta duoc: Dau parafin, cetyl alcol, cetostearyl alcol, sorbitan 
monvoleal, polysorval 80, prupylen glycol, ntti edetal, methyl 
parabsn, propy! paraben, nu@c tinh khiét vie dU 1 tuyp. 

Chi dinh, liéu ding, chéng chi dinh va cae thong tin khac: 
Xem td hudng dan sil dung thudc. 
Bao quan: Trong bao bi kin, kno met, tranh anh sang 
nhiét 46 dudi 30 46 C 

XA TAM TAY CUA TRE EM 
DOC KY HUONG DAN TRUGC KHI SU DUNG 
KHONG DUNG QUA LIEU CHI DINH 
‘SOK/Reg. No.: 

“MMT 
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Bo sung lan 3 — ngay 13/08/2024 

TO HUONG DAN SU DUNG THUOC 

1. TEN THUOC: MAKEEIGHT 

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC: 

Dé xa tam tay tré em 

Doc k¥ huéng dan str dung truéc khi ding 

Théng bao ngay cho bac hodc duge s¥ nhimg tac dung khong mong mudn gap phai khi sir 

dung thudéc. Néu can thém théng tin xin hdi y kién bac s¥ hoac duge s¥ 

Thudc ding ngoai 

3. THANH PHAN CONG THUC THUOC: 

Céng thie bao ché tinh cho mot don vi déng goi nho nhat 1a 1 tuyp 12/3¢/5¢: 

Thanh phan hoat chat: Tyrothricin...0,1% (w/w) 

Thanh phan ta duge: Dau parafin, cetyl alcol, cetostearyl alcol, sorbitan monooleat, polysorbat 

80, propylen glycol, natri edetat, methyl paraben, propy! paraben, nucéc tinh khiét vira du 1 

tuyp. 

4, DANG BAO CHE: Kem bdi ngoai da. 

5. CHi DINH: 

Thuéc duoc chi dinh diéu tri mét sé bénh ly thuéc chuyén khoa da liéu. Dién hinh, thudéc dugc 

chi dinh dé diéu tri cdc vét thuong nho, cde vét thuong da tuong déi khé do nhiém tring, 

nhiém khuan hoac cdc ving da nhay cam véi tyrothricin. Diéu tri cdc ving da bi bong tréc, 

tray xude, rach da, phong da. 

6. LIEU DUNG VA CACH DUNG: 

Cach ding: 

Ban nén str dung thuéc theo dung sy chi dan cua bac s¥ hoc nha san xuat. Hodc cé thé tham 

khao cach sir dung thudc duge chung téi chia sé dudi day: 

Vé sinh ving da bj ton thuong bang muéc 4m hoac nuée mu6i pha loang va ding khan sach dé 

lau rao nuoc. 

M6 nap tuyt thuéc va bop nhe dé lay mét long thudéc vira du 1én dau ngon tay tro. 

Thoa nhe nhang lén vi tri da bj tén thong két hop voi viéc mat — xa dé thuéc tham sau vao 

bén trong Iép biéu bi. 

Day kin nap thudc 
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Bo sung lan 3 — ngay 13/08/2024 

Rta sach ngén tay lay thuéc (ngén tay trd) bang xa phong sau méi lan ding thudc. 

Liéu ding: 

M6i lan sit dung mét lugng thudc¢ khoang 1 — 2 cm hodc mét long vira di khac sao cho phu 

hop voi kich thude cua ving da bi thong. Thue hién mdi ngay 2 — 3 lan. L6 trinh sir dung 

khéng qua 10 ngay. Néu cé nhu cau str dung tiép tuc sau khi hét 16 trinh, ngudi sir dung nén 

hoi y¥ kién cia bac s¥ hoac duge s¥ chuyén mé6n trudéc khi tiép tuc sir dung thudc. 

7. CHONG CHi BINH: 

Thuéc chéng chi dinh sit dung cho cdc déi tugng di tmg hodc man cam voi mét sé thanh phan a3 

c6 trong thuéc. Bén canh dé, tré em dudi 3 tudi cing duge khuyén cd4o khéng duoc str dung fe 

loai thuéc nay. Béi thuéc 1én niém mac mii. oe 

s. CANH BAO VA THAN TRONG KHI DUNG THUOC: ‘AS 

CAn than khi béi thuéc gan khu vue mit vi c6 thé cd cam gidc néng rat mat. won 

Canh bao ta duge: 

- Thuéc chita propylen glycol: Propylene glycol cé thé gay kich tng da. Khong ding thudc nay 

6 tré so sinh duéi 4 tuan tudi cé vét thuong ho hay trén dién rong cua da khéng lanh lan hoac 

bi tén thuong (nhu bong) ma khéng hdi ¥ kién bac s¥ hodc duge s¥. 

- Thuéc c6 chita cdc paraben (methyl paraben, propyl paraben): co thé gay cdc phan tng di img 

(cé thé xay ra cham) 

- Thudc c6 chira cetyl alcol va cetostearyl alcol nén cé thé gay cdc phan img tai ché trén da 

(nhu viém da tiép xtc) 

9, SU DUNG CHO NGUOI MANG THAI VA CHO CON BU: 

-Truée khi ding thudc, hay Iuén héi y kién bac sf ho&e duge s¥ dé can nhac gitta Igi ich va 

nguy co dung thuéc khi dang mang thai. 

Tra ctru phan loai thuéc ding cho phy nit cé thai theo Cue quan ly Thye pham va Duge pham 

Hoa Ky (FDA) duéi day: 

A= Khong cé nguy co; 

B = Khong c6 nguy co trong vai nghién ctru 

C =Co thé cé nguy co; 

D = Cé bang chimg vé nguy co; 

X = Chong chi dinh; 

N = Vin chua biét. 
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-Cho con bu: 

Théng thuong bac s¥ van khuyén cdc ba me dang cho con bi khéng nén uéng thudéc. Chinh vi 

vay ngudi me sé phai that can nhac viée ding thudéc khi dang cho con bt. 

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

Thuéc khéng anh huéng dén kha nang di xe, van hanh may moc. 

11. TUONG TAC, TUONG KY CUA THUOC: 

Tuong tac: Chua ghi nhan cé tuong tac thuéc nao gitta va cac thuéc khac. 

Tuong ky: Do khéng cé cac nghién citu vé tinh tuong ky cia thuéc, khong trén lan thuéc nay 

v6i cdc thuéc khac 

12, TAC DUNG KHONG MONG MUON (ADR): 

Réi loan mé & da va duéi da: RAt hiém khi (ty 1é <0.01%) xay ra phan img qué man, vi du nhu 

cam gidc nong rat da. 

13. QUA LIEU VA CACH XU TRI: 

Sir dung qué liéu thuong khong cé hau qua gi. Tiép tuc diéu tri véi liéu binh thong. Tuy nhién 

néu thay bat ky triéu chimg khéng binh thudng nao khi ding qué liéu, phai dua ngwoi bénh dén 

co sy té gan nhat va hoi y kién bac sf. 

Tich cc theo déi dé cé bién phap xir tri kip thdi. 

14. DUGC LUC HOC: 

Nhom tac dung durgc ly: thuéc khang khudn ding ngoai da 

Ma ATC: D06A X08 

Tyrothricin bao gm mét hén hop tyrocidin va gramcidin cé tac dung diét khuan. Diéu nay lam 

sach khu vuc vi khuan gdy bénh dé cho phép co thé chira lanh vét thuong hoac tén thuong 

khac cho da. 

Tyrocidine cé cau tric sheet td chia ca axit amin L va D [A32866]. Nhitng dic diém cau tric 

nay gop phan vao viéc hinh thanh mét dimer cong trong dé hau hét cdc chudi bén axit amin 

nam trén bé mat 1di. Cac dimer tu nhin vao giao dién nuéc-mang trén cac té bao vi khuan voi 

xuong lung tuong déi ky nude 6 phia 16m déi dién véi méi trudng bén ngoai va nhiéu chudi 

bén ky nuée 6 phia 13i déi dién véi lép lipid kép cua té bao. Chat lam mé tyrocidine 06 thé pha 

vo mang té bao tao ra sy ré ri néi dung té bao nhung co ché chinh xac cua su tham thau nay 1a 

khéng ré rang. Tyrocidine duéng nhu hoat déng nhu céc chat tre ché khong canh tranh 6 thé 

dao ngugc cua acetylcholinesterase va-galactosidase [A32867]. M6i quan hé cua diéu nay voi 

hanh dong khang khuan cia ho 14 khéng rd. Gramcidin 4p dung cac cau tric to tuong tu nhung 

2 
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cé kha nang hinh thanh cdc chudi xoan éc [A32873]. Ching co thé tao thanh mot chudi xoan 

kép, chay song song hodc chéng song song hoac mét dimer xoan éc trong dé N-termini cia 

m0i polypeptide gap nhau 6 giita hai lop lipid. Cau tric axit amin L va D xen ké cho phép cac 

chudi bén ky nuéc hung ra ngoai vao ldp mang lipid kép, dé lai xwong séng wa nude hon tao 

thanh long cia 16 chan léng. Cac nguyén tir oxy carbonyl hé tro trong viée van chuyén cac 

cation qua 16 chan léng. Trong ca hai chudi xoan kép va su diéu chinh dimer xoan dc, 

gramcidin cé kha nang van chuyén cac cation don tri qua mang. Céc cation héa tri hai dan dén 

tac nghén 16 chan long hoc kénh khi bi rang budc. Mat cdc ion kali théng qua qua trinh tham 

th4u mang duong nhu te ché sy phat trién cia vi khudn. Gramcidin dwong nhw citing co thé 

chén vao mang ty thé va dan cdc ion hydro [A32874]. Diéu nay dan dén viée tach roi qua trinh 

phosphoryl héa oxy héa tir qua trinh tao ATP do mat 46 déc ion hydro can thiét cho chite nang 

H+ ATPase. 

15. DUOC DONG HOC: 

Qua trinh tyrothricin duge hap thu vao co thé chua biét dén. Néng d6 cao durgc tim thay trong 

lép sig (Sau khi tham qua da lanh) hoac truc tiép tai vét thuong. 

16. QUY CACH DONG GOI: 

H6p 1 Tuyp x 1/3/5 gam, Tuyp nhém, kém don hwéng dan sit dung. 

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA 

THUOC: 

Diéu kién bao quan: Noi kh6 mat, tranh anh sng, 6 nhiét d6 dudi 30°C. 

Tiéu chuan ap dung: TCCS. 

Han ding: 36 thang ké tir ngay san xuat. 

Han ding sau khi mé nap tuyp: 30 ngay 

18. TEN, DIA CHi CO SO SAN XUAT: 

San xuat trén day chuyén dat tiéu chudén GMP-WHO tai: 

CONG TY TNHH DUQC PHAM NASAKI 

Dia chi: L6 E8, E9 Cum cong nghiép da nghé Dong Tho, x4 Déng Tho, huyén Yén Phong, 

tinh Bac Ninh, Viét Nam. 

Dién thoai: 02223903905 


