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2 - Mau nhén tuyp 5 gam thudc gel béi da

ThaAnhiphan: TYrothin .. sl 0,1%
Té dwgc viva di 1 tuyp.

Chi djnh - Chéng chi djnh - Lidu diing va céch diing - Thin
trong - Tac dyng khéng mong muén va céc théng tin chi
tiét khdc: Xem trén t& HDSD kém theo.

Bao quén: Noi khé réo, nhiét dp khdng qua 30°C, trénh &nh séng.

DE XA TAM TAY TRE EM.
POC KY HWONG DAN SI¥ DYNG TRUG'C KHI DUNG.

Tyrogel 0, ] "/° Hop1tuypSg Gel boi da

Tyrogel 0,1%
Gel bdl da Tyrothricin yrog

‘ . Tyrothricin
O " THUGC DUNG NGOAI 0,1% 0,1%

W) CONG TY CO PHAN DUG'C PHAM AN THIEN
AMTHIEN PABMA 314 Bbng Sao, Phurdng 5, Quin 8, TP. HA Chf Minh

Tiéu chudn: TCCS SPK:
56 16 san xulit:
Ngéy sén xut
Han ding:
Co s& san xuét:

CONG TY CO PHAN DUQ/C PHAM AN THIEN
L6 C16, D. s6 9, KCN Higp Phuwérc, H. Nha Bé, Tp.HCM

T

Topical gel Tymt%ri,;‘:i/r:

AT/
AN THIEN PHARMACEUTICAL CORPORATION
ANTHEM FHARMA 314 Bong Sao Street, Ward 5, District 8, Ha Chi Minh City

Tyrogel 0,1%

Gel bdi da TyTOth ricin
THUGC DUNG NGOAI 0, 1 %

Q‘ﬂ CONG TY CO PHAN DUQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 Bong Sao, Phudng 5, Quén 8, TP. Hd Chi Minh

Thanh phin: Tyrothricin..........c.cc..eeuvenneee. 0,1%
Ta dwgc vira dd 1 tuyp.
Tiéu chuén: TCCS SDK: e

Co so san xuét:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
L6 C16, D. 56 9, KCN Higp Phuére, H. Nha Bg, Tp.HCM
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CONG TY CO PHAN DU'Q'C PHAM AN THIEN \/
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2 - M&u nhin tuyp 10 gam thuoc gel béi da
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Thanh phin: Tyrothricin R T 0,1 %
Té dugc vira di 1 tuyp.

Chi djnh - Chéng chi djnh - Lidu diing va cach dung - Thén
trong - Téc dyng khéng mong muén va céc théng tin chi
tiét khac: Xem trén t& HDSD kém theo.

Béo quan: Noi kho rao, nhiét d§ khéng qua 30°C, trénh énh sang.

DE XA TAM TAY TRE EM.
POC KY HPONG DAN SIF DUNG TRUGC KHI DUNG.

Tyrogel 0’ 'I °/° Hép1tuyp 10 g

Gel bl da Tyrothricin

) THUOC DUNG NGOAI 0,1 %
e

Q"T} CONG TY CO PHAN DUGC PHAM AN THIEN
A wiER Ames 314 Bong Sao, Phudmg 5, Qudn 8, TP, Hb Chi Minh

Tiéu chudn: TCCS SPK:
S6 16 san xuét:
Ngéy sdn xult:
Han ding:
Co sé& san xuét:

CONG TY CO PHAN DUQ'C PHAM AN THIEN
L& C16, D. sé 9, KCN Hiép Phuwérc, H. Nha Bé, Tp.HCM

Topical gel Tymtr&ri,fiz

W ="

A1)
& AN THIEN PHARMACEUTICAL CORPORATION
ANTHIEN PHARMA 314 Bong Sao Sireat, Ward 5, District 8, Ho Chi Minh City

Tyrogel 0,1%

Gel b da Tyrothricin
THUOC DUNG NGOAI 0 1 %

OHM - dWD

i‘] CONG TY CO PHAN DUQ'C PHAM AN THIEN
mmm 314 Bong Sao, Phudmg 5, Quén 8, TP. Hb Chi Minh

Thanh phan: Tyrothricin.........coe e 0,1%
Ta dwgc vira di 1 tuyp.
Tiéu chudn: TCCS  SPK: .cccovrceeccrrne

Co s& san xuét:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
L6 C16, D. s6 9, KCN Higp Phwdc, H. Nha Be, Tp.HCM

Gel boi da
Tyrogel 0,1%

Tyrothricin
0,1%

GMP = WHO
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2 - Mau nhén tuyp 15 gam thuéc gel boi da

Thanh phan: Tyrothricin i ; 0,1 %
Téa dwge viva di 1 tuyp.

Chi djnh - Chéng chi djnh - Lidu diing va cich diing - Than
trong - Tac dung khéng mong muén va céc théng tin chi
tiét khéc: Xem trén t& HDSD kém theo.

Bao quan: Noi khé réo, nhiét d khdng qua 30°C, tranh énh sang.

DE XA TAM TAY TRE EM.
PQC KY HPONG DAN SUF DUNG TRUG'C KHI DUNG.

Tyrogel 0,1% "' S
Tyrogel 0,1%

Gel bsi da Tyrothricin YT? ok
) THUOC DUNG NGOA! 0,1% yLerel
® 0,1%

Q"? CONG TY CO PHAN DUQC PHAM AN THIEN
annus s 314 Bdng Sao, Phusémg 5, Quan 8, TP, Hb Chi Minh

Tiéu chuén: TCCS SBK:
S4 1 san xult:
Ngéy san xuét:
Han ding:
Co sé san xut:

CONG TY CO PHAN DUQ'C PHAM AN THIEN
L6 C16, D. s6 9, KCN Higp Phudc, H. Nha Bg, Tp.HCM

| [ -

Topical gel Tert%ri,lci/r:

3/
AN THIEN PHARMACEUTICAL CORPORATION
ANTHIEN PHARMA 314 Bong Sao Street, Ward 5, District 8, Ha Chi Minh City

Tyrogel 0,1%

P Tyrothricin
THUOC DUNG NGOAI 0 y 1 %

@

Q‘ﬂ CONG TY CO PHAN DUQ'C PHAM AN THIEN
ANTHIEN PHARMA 314 Béng Sao, Phudmg 5, Quén 8, TP. H3 Chi Minh

Thanh phan: Tyrothricin...............eeeveenes 0,1%
Ta dwgc vira di 1 tuyp.
Tiéu chudn: TCCS SPI s

Co s& san xuét;
CONG TY CO PHAN DUQ'C PHAM AN THIEN
L6 C16, D. s6 9, KCN Hiép Phuéc, H. Nha Bé, Tp.HCM
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i 14 Bong S Praong 5. oo 1 s e MAU NHAN, HOP DANG KY LAN DAU

1 ME hin hép chira 1 tuvp 25 thud Hodid

2 - Mau nhén tuyp 25 gam thuéc gel béi da

Thanh phan: Tyrothricin ............eeeeoeeeserrvsns eniin 10 %
Té duge viva di 1 tuyp.

Chi djnh - Chéng chi djnh - Lidu diing va céach ding - Thin
trong - Tac dyng khéng mong muén va céc théng tin chi
tiét khac: Xem trén t& HDSD kém theo.

Béo quan: Noi khd rdo, nhigt d khdng qua 30°C, trénh énh séng.

DE XA TAM TAY TRE EM.
DOC KY HFONG DAN SIf DUNG TRUG'C KHI DUNG.

Tyrogel0,1% ‘'ow»ee

Gel béi da Tyrothricin

) THUOC DUNG NGOAI 0,1 %
i

Q‘ﬂ CONG TY CO PHAN DUQC PHAM AN THIEN
ANTHEN PHARMA 314 Bdng Sao, Phurdmg 5, Quan 8, TP. HA Chi Minh

Tiéu chuén: TCCS SbK:
5616 san xudt:
Ngay san xufit:
Han diing:
Co s& san xuét:

CONG TY CO PHAN DU'QC PHAM AN THIEN
L6 C16, D. 58 9, KCN Higp Phuérc, H. Nha Ba, Tp.HCM

Topical gel TYFOtIariﬁi'}:

T

I\Tj
K AN THIEN PHARMACEUTICAL CORPORATION
AN THIEN PHARMA 314 Bong Sao Street, Ward 5, District 8, Ho Chi Minh City

Tyrogel 0,1%

Gel bdi da Tyrothricin
THUGC DUNG NGOAI 0,1 %
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Qﬁﬂ CONG TY CO PHAN DUQ'C PHAM AN THIEN
AnTHEN ARMA 314 Bong Sao, Phudmg 5, Quén 8, TP. H Chi Minh

Thanh phan: TYrothricin.........cerecnien 0,1%
Ta dwoc vira da 1 tuyp.
Tiéu chuén: TCCS SBK . o

Co s& san xuat:
CONG TY CO PHAN DUQ'C PHAM AN THIEN
Ld C16, B. s6 9, KCN Hiép Phuwéc, H. Nha Bg, Tp.HCM

Gel boi da
Tyrogel 0,1%

Tyrothricin
0,1%

Ngay 30 thang 05 Nam 2023
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TO HUONG DAN SU DUNG THUOC

GEL BOI DA

TYROGEL 0,1%

“Thudc ding ngodi”
“Dé xa tam tay tré em”
“Doc kj hieong dan sir dung trude khi dimg”

THANH PHAN
Howt chits Tyrothriolii it iin it i 0,1%
T duoe: VU Alivaiimisinmmsicamsie it i mimri 1 tuyp.

(Propylen  glycol, carbomer 940, trolamin,
cetylpyridinium clorid, ethanol 96%, nudc tinh khiét).
DANG BAO CHE: Gel b6i da
M@ ta san pham: Gel tir trong sudt dén hoi dyc, khong mau dén mau vang nhat.
CHI DINH
Thube ding diéu trj va phong ngura nhiém khuén ddi véi cac vét thuong nho & bé mit da dang
hodc ¢6 nguy co boi nhiém vi khuén nhay cam voi tyrothricin, nhu: vét rach da, tray xude, vét

thuong nho, vét bong nho, nét phat ban bi nhiém, viém da, 15 chan 16ng c6 mu, vét chi khau
hogc ndt xam thdm my.

LIEU DUNG VA CACH DUNG

Boi thudc 2-3 14n mdi ngay véi lugng vira du Ién ving da can diéu tri. D6i v6i cac vét thuong
nho hodc bi viém da trén phan hé ra ctia co thé thi khong can dung dén bing gac. Truong hop
vét thuong ho réng, chay nhiéu nuée nén bang lai va thay bang 1-2 1in mdi ngay hoic theo
huéng dan clia bac si.

Théi gian diéu tri phu thuge vao tinh trang 1am sang. Néu vén khong thdy cai thién sau mot tudn
dung thudc, nén danh gia lai viéc dicu tri. Nén thyc hién viéc xac dinh tac nhan gay bénh.
CHONG CHi PINH
Quéa man véi bt ky thanh phin nao ciia thudc.
Khong bdi thube 1én niém mac mii, da c6 bdo cdo chi ra rang boi thude 1én niém mac mii c6
thé dan dén suy giam khiru gic.
CANH BAO VA THAN TRONG KHI DUNG THUOC
St dung thude can thin & nhitng ving da gdn mét vi ¢6 thé c6 cam gide nong rat mét.
Thanh phin ta duge co chira propylen glycol c6 thé gay kich tmg da.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir c6 thai

Chua c6 dir li¢u vé& viéc str dung tyrothricin & phu nit ¢6 thai. Chua c6 du céc nghién trén dong
vt vé doc tinh trén sinh san cia tyrothricin va cetylpyridinium clorid. Vi nhiing nguy co tiém
4n trén nguoi 1a chua xéac dinh, khong nén dung tyrothricin trong thoi ky mang thai.

Phu nir cho con b

Vin chua 13 liéu tyrothricin hogc cetylpyridinium clorid ¢é bai tiét qua sita me hay khong. Do
do, khong nén dung tyrothricin cho phu nir dang cho con bu.
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ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura ghi nhan nhiing anh huéng cta thude dén khéd ning 14i xe va van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC

Twong tac thude: Chua thiy su tuong téc giita tyrothricin v6i cac thude khéc.

Twong ky: Do khong c6 céc nghién ciru vé tinh tuwong ky ctia thude, khong tron 13n thube nay

vai cac thuoce khac.
TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Rdt hiém gép (ADR < 1/10.000)

R&i loan da va md dudi da: xay ra phan tmg qua man nhu cam gidc nong rat da.

Théong bdo ngay cho bdc si hodic dwgc si nhitng phén ting cd hai gip phdi khi st dung thuéc
QUA LIEU VA CACH XU TRi

Chua c6 truong hop qué lidu duge ghi nhan khi st dung thube.

Néu c6 xay ra qua lidu, tich cuc theo ddi dé c6 bién phap xir trf kip thoi.

CAC PAC TINH DUQC LY T0570¢
Duwge lye hoc ONG 1
Nhém duwoc Iy: Thube khang sinh khac dung tai chd/khang sinh polypeptid (AMP). ((;) PHA

5 CPH
Ma ATC: D06AX0
g i "THIJ

Tyrothricin 12 hdn hop gém céc polypeptid dang vong va thing khac nhau c6 tac dung khang
khuén hiéu qua, hinh thanh béi ndi doc té cia bao tir ky khi ctia trwe khuén Bacillus brevis. Hon R HOC
hop nay gdm 70 - 80% tyrocidin (cic decapeptid vong co ban) va 20 - 30% gramicidin (céc
pentadecapeptid thing trung tdm). Phd hoat dong chii yéu 1én vi khuin gram dwong, bén canh
d6 con tac dung 1én céc vi khudn gram 4m va céc loai ndm nhu Candida albicans.

Tyrothricin cho tac dung kiém khuén va diét khudn phu thudc lidu trén cac sinh vét sau:
Liéu c6 tac dung

tc ché (ug/ml)
Staph. aureus MSSA 4
Staph. aureus MRSA 4
Staph haemolyticus 4
Strept. pyogenes 0.5
Strept. viridans 1-5
Enterococcus faecalis 2
Diploc. pneumoniae 1
Corynebact. spp. 2
Clostridia 0,1-10
Candida albicans 16
Candida parapsilosis 32
Neisseria meningitidis, mdt sb loai Neisseria > 50

gonorrhoeae, mdt s6 nam, Trichomonas

Co ché hoat dong cua tyrocidin dwa vao viéc giai phong céc chit chia nito va phosphat tir té
bao vi khuan, tac dong nhu chét tiy rira cation, pha hiy vach thim thdu cua mang & bao vi
khuén. T4n cong truc tiép 1én thanh t& bao vi khuén, khong tac dung 1én sy phéan chia cta vi
khuén. Mic khéc, gramicidin hinh thanh kénh mang cation vao trong mang té bao vi khudn, lam
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mét kali tao sy thay déi nong dd cation ndi bao dan dén su tidu huy té bao vi khuin. Bén canh

Do co ché tic dong dic biét cua tyrothricin khong tim thdy & cdc khang sinh khéac nén sy khéng
thude chéo van chua duge ghi nhan.

Trong dicu tri vét thuong, tyrothricin khong chi duge dic trung boi tc dung khéng khudn 5 rét
ma con bdi cae die tinh khac gitip thuc ddy qua trinh lanh vét thuong. Céc nghién ctru 14m sang
chi ra rang tyrothricin lam ting toc do lanh vét thuong bing cach lam sach vét thuong va kich
thich su két hat va sy bao phu bic¢u md.

Duoc dong hoc

Qué trinh hip thu ciia tyrothricin chua dugc biét dén. Néng dd cao duoc tim thiy trong 16p simg
(sau khi tham qua da) hodc truc ti€p tai vét thuong.

QUY CACH PONG GOI: Hop 1 tujp 5g,10 g, 15 g, 25 g.

BAO QUAN: Noi kho rdo, nhiét do khong qua 30°C, trénh anh séng,
HAN DUNG: 36 thang k& tir ngay san xuit,

TIEU CHUAN: TCCS.

Co s& san xudt:
CONG TY CO PHAN DUQC PHAM AN THIEN ™
L6 C16, Puong S6 9, KCN Hiép Phuéce, Xa Hiép Phude, Huyén Nha Be, TP Hb ChY

CONG TY
cd PUAN
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|6 gramicidin con tao nén sy tach phosphoryl hoa chudihéhdp, "~ |






