https://trungtamthuoc.com/

M3u hép tuyp 15g

Ry - ThuBc bén theo don

Gennixime

Ciclopirox olamin .......... 10 mg/g
Gel dung ngoai da

Ry - Prescription drug

Gennixime

Ciclopirox olamine .......... 10 mg/g

Topical gel

SBK (Reg. No):
S6 16 SX (Lot. No):

NSX (Mfg. No):

HSD (Exp. No):

Phén phgi boi:

CONG TY TNHH Y DUGC PARIS - FRANCE

Dia chi: $6 nha 22, ngch 1/10, phd Thiy Linh, Phudng Linh Nam, Qudn Hoang Mai, Thanh ph Ha Nei, Vgt Nam
Sin udt t

‘CONG TY TNHH DUGC PHAM NASAKI

*Dja chi: L0 E8, E9 Cym cong nghiép da nghé Dng Tho, xa Dng Tha, huyén Yén Phong, tinh Bc Ninh, Viét Nam.

S6 16 SX
Ngay SX:
HD:

‘Specification: In-house
‘Storage: In a cool, dry place, at temperature below 30°C, protect from light.

Topical gel.

Keep out of reach of children. Read the leaflet carefully before use.
Distributed by:

PARIS MEDICINE PHARMACEUTICAL FRANCE COMPANY LIMITED
Address:No 22, Ay 1/10, Tuy Linh sret, Linh Nam ward, Hoang Mai st Ha Noicy, Vit am.

~ povine, Vit Nam.
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Mau trén tuyp 15g

Ry - Thutic bén theo don

Gennixime

Ciclopirox olamin .......... 10 mg/g
Gel dung ngoai da
CONG TY THHH DUCC PHAM NASAKI

Ry - Praseripton drug

Gennixime

Ciclopirex ofamin .......... 10 mg/g
Topical gel
NASAKI PHARNACEUTICAL LIMITED COMPANY
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Mau hép tuyp 20 g

Gel diing ngoai da

Ry - Thudc ban theo dan

Gennixime

Ciclopirox olamin .......... 10 mg/g

'ino
Ing

Ry - Prescription drug

Gennixime

Ciclopirox olamine .......... 10 mg/g

Topical gel

~ DachiLOER E9Cum cho ot € 1ghé Do Tho, 3 D Tho, i Yin Phog, o Bl i, Vi .

' SBK (Reg. No):
$6 16 SX (Lot. No):
NSX (Mfg. No):
HSD (Exp. No):

Phan phdiboi:

~ CONGTYTNHHY DUGC PARIS - FRANCE

Dia chi:$6 10 22, ngdch 1/10, g Thiy Linh, Phudng Linh Nam, Gudn Hodg Mal Théah ght Ha N, Vi Nam

Shnwdtui
CONG TY TNHH DUGC PHAM NASAKI

~ Specification: In-house
“ W ” .,.m_,ﬂla-“,___.m cool, dry place, at temperature below 30°C, protect from light.
~ Keep out of reach of children. Read the leaflet carefully before use.

r

S6 16 SX:
Ngay SX:

HD:
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Miu trén tuyp 20g

Ry - Thudc béan theo don

Gennixime

Ciclopirox ofamin .......... 10 mg/g
Gel dung ngeodi da

. : SDK:
CONG TY THHH DUOC PHAM NASAKI

Ry - Prascripton drug

Gennixime

Ciclopirox olamin .......... 10 mg/g
Topical gel
NASAKI PHARMACEUTICAL LIMITED COMPANY
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Mau hop tuyp 30g

Ry - Thudc ban theo don

Gennixime

Ciclopirox olamin ...... ... 10 mg/g

Gel diing ngoai da

Ry - Prescription drug

Gennixime

Ciclopirox olamine ...... ... 10mg/g
Topical gel

Youle |,
-FRANCE /5
474.

'SPK (Reg. No):

S8 18 SX (Lot. No):

NSX (Mfg. No):

HSD (Exp. No):

Phén phai bo:

CONG TY TNHH Y DUGC PARIS - FRANCE

Dfa chi: S6 nha 22, ngich 1/10, phd Thiy Linh, Phudng Linh Nam, Qudn Hoang Mai, Thinh ph Ha N, Viét Nam
Sinudl i

CONG TY TNHH DUGC PHAM NASAKI

Dja chi; Lo E8, EQ Cym cdng nghitp da nghé DAng Tho, xa Ddng Tho, huyén Yén Phong, tinh Bdc Ninh, Viét Nam.

S 1o SX
Ngay SX
HD:

‘Specification: In-house

Storage: In a cool, dry place, at temperature below 30°C, protect from light.
Topical gel.
‘Keep out of reach of children. Read the leaflet carefully hefore use.
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M4u trén tuyp 30g

Ry - Thutic ban theo don

Gennixime

Ciclopirox ofamin .......... 10 mg/g
Gel dung ngoai da
GONG TY THHH DUJC PHAM NASAKI

Ry - Preseriptondrug

Gennixime

Ciclopirox olamin .......... 10 mg/g
Topical gel
NASAKI PHARMACEUTICAL LIMITED COMPANY
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Thuéc ding ngoai ST~

Poc ky hirong dén sir dung trude khi ding - Dé xa tam tay tré em

TEN THUOC: GENIXIME

THANH PHAN - HAM LUQNG:
A CTOPTIE s a0 s v wowussivm i i b2 5 43 51 89 mrsbs s 14 o 7.7 mg/g
(duéi dang Ciclopirox olamin 10 mg/g)
Thanh phén ta dugc
Carbomer 940, Natri hydroxyd, Natri EDTA, Polysortbat 20, Propylen glycol, Methyl
paraben (Nipagin), Propyl paraben (Nipasol), nudc tinh khiét.
DANG BAO CHE |
Gel bdi ngoai da.
Mo ta dang bao ché: Gel mau trng duc, ddng nhét, the chdt mém min.
CHI PINH
Didu trj céc bénh nim da, nim da déu, ndm da chén, nidm mong va nam da dui gdy ra
boi:

- Trichophyton rubrum

- Trichophyton mentagrophytes

- Epidermophyton floccosum

- Microsporum canis

- Candida albicans

- Malassezia furfur
LIEU DUNG - CACH DUNG
Thude diing ngoai. Thude dung cho ngudi 16n va tré em trén 6 tudi.
Boi thube 2 1an/ ngay 1én ving da bi nhiém bénh, xoa nhe nhang. Tiép tuc dung thude
cho dén khi cac triéu chimg hét. Thoi gian didu trj tdi vu voi Ciclopirox olamin Ién dén
3 tyAn. Nhidm ngin ngira tai phat, nén tiép tuc liéu phap diéu tri 10 ngay sau khi cac
tén thuong da hdi phuc. Thong béo cho bac s§ néu bénh khong cai thién sau 4 tuan.

Khong st dung vai hay miéng dan, ngoai trir tri ndm mong cé thé dung bang kin dan

[&n vung bi nhiém. J
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CHONG CHI DPINH /
Man cam véi Ciclopirox hodc bét ky thanh phén nao cua thude. (
Khong ding cho tré em dudi 6 tudi. Chua c6 nghién ctru day du danh\g
Ciclopirox ¢ tr¢ em.

CANH BAO VA THAN TRONG KHI DUNG THUOC

O phu nir ¢6 thai va cho con bu, chi diing ciclopirox trong cac truong hop cAn thiét,

Khéng dugce gai nglra va lam tray Xudc cac tén thuong do nim.

Tranh @& thude tiép xtc voi mit.

Khéng dung thuéc & am dao.

Tranh mic quin 4o va giéy khong thim 4m va hoi nong. Sau khi rira hodc tim, lau kho
k¥ cdc ving bi nhiém bénh.

& Hang ngay thay quin 4o va khan tim, bang gac (nim mong) néu tiép xuc true tiép voi
ving nhiém bénh.

Giat & nhiét d6 90°C (nén st dung khan tim dung 1 1an)

Thudc chira Propylen glycol co thé gay kich ng da.

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

Phu nik cé thai: |
Tinh an toan cta ciclopirox dung tai chd chua duoc xac dinh. Sir dung thude khi mang
thai hodc nguoi ¢ kha nang mang thai phai cén nhiic gitta loi ich va nguy co ctia thudce
dbi voi nguoi me va phdi hodc thai nhi.

Nghién ctru phat trién bao thai sau ding thude dudng udng dugc thyc hién & chuot

. nhét, nhd, tho va khi. Ciclopirox olamin va ciclopirox dugc dung duong ubng cho céc
dbi tuong nay trong sudt thoi ky phat trién co quan clia bao thai. Khong ghi nhén thiy
bat ky doc tinh nao hay gdy quai thai ¢ lidu ciclopirox 77, 125, 80 va 38.5 mg/kg/ngay
tuong (mg trén chudt nhat, chudt nhd, tho va khi (xdp xi 11,37, 51 va 24 lan liéu t0i da
khuyén cdo cho ngudi tinh theo dién tich bé mat co thé). ‘
Céac nghién ciru phat trién da bao thai duge thuc hién ¢ chudt nhd va thoé st dung
ciclopirox olamin hoa tan trong PEG 400. Ciclopirox olamin dugc boi tai chd trong
sudt thoi ky hinh thanh céc co quan cua bao thai. Khong ghi nhan bét ky doc tinh hay
gdy quai thai ¢ lidu cao Ciclopirox 92 mg/kg/ngay va 77 mg/kg/ngdy trén chudt nho va

tho tuong Ung (x&p xi 27 va 49 lidu t6i da khuyén cdo cho nguoi tinh theo ty [¢ dién

200
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[tich b& mat co thé).

Phuy nit cho con bi: g -
Khong rd thube co thai trir qua sita me hay khong. ;
nén than trong khi dung thudc & phu nit cho con bu. AL -3
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong anh hudng lén kha nang 1ai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC

Chua thiy co6 bao céo.

TAC DUNG KHONG MONG MUON CUA THUOC

C6 thé gap cac tac dung khong mong mudn bao gdm: bong, kich img da. ban do. nglra
va phl né quan st thiy & 1 s6 bénh nhan (1-4%)

* Thong bdo ngay cho Bdc si cdc tic dung khong mong mudn gdp phai khi sit dung
thubc.

QUA LIEU VA CACH XU TRi

Thube dimng tai chd khong géy doc. Déi khi co thé gdy kich tmg da do thudc.

DUQC LUC HOC

Nhom téc dung duge ly: thude chéng ndm diing tai chd

Mia ATC: DO1AE14

Ciclopirox la mot dan xuét pyridon, va la thude khang ndm tong hop co hoat ph rong.

Ciclopirox c6 tac dung diét ndm va bao ti nam. Tac dung nay lién quan dén rc che hap

thu (leucin) va ngan chén tich 1y cac chét nén trong t& bao ¢d vai tro quan trong trong
chuyén hoa va phat trién té bao nAm, bao gdm cé sy e ché dong ion canxi va kali vao
t& bao ndm. Ciclopirox tao phirc hop chelat voi cation da hoa tri (Fe*", A7) va {rc ché
1 s& men hoat dong phu thude kim loai, cac men nay tham gia vao ho hép té bao nam.
Ciclopirox tich tu trong té bao va gén, dai khi khong hdi phuc, v6i nhiéu to chire khac
nhau nhu ludi ndi chét, ribosom, ty thé va thanh té bao. Ciclopirox thim nhap vao da
qua lép biéu bi, nang 16ng va tuyén nhon.

So v6i cac thude chdng ndm khac, ciclopirox ¢o c4u tric hoa hoc khac b1et hoat pho
rdng, tdc dung khang viém manh hon va tham nhép tot hon vao 16p keratin. Pho tac

dung rong cua thubc gdm nAm da, ndm men, ndm mbc va nim hon hop.

Thém vao dé, ciclopirox tac dung 1€n vi khuén Gram duong, Gram 4m va uc ché
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Mycoplasma, Trichomonas, Chlamydia khéng phu thude pH.

[ 22 TRACH i 1 HAN\
DUQC DPONG HQC :;C& g ;% Dl:“ o '
Ciclopirox thdm nhép vao toc, nang 16ng thong qua 16p biéu bi va tuyéﬁb: R %
Mot phin ciclopirox con luu lai & 16p mang sirng cua biéu bi. e ;,it_j/yf

Nghién ctu v& tinh thdm cho thay 0,8-1,6% ciclopirox 6 thé tim thay & 16p mang
simg 1,5 dén 6 gio sau khi boi thude.

Nong d6 Ciclopirox ¢ da cao hon 10 dén 15 14n nong dd trc ché tbi thiéu su phat trién
ctia nAm. Ciclopirox va céc chét chuyén hoa dugc thai trir nhanh qua than Sau khi boi
tai ch, phan 1¢n liéu hép thu s& dao thai qua than trong vong & dén 12 glo Hai ngay
sau khi bdi thude, chi 0,01% lidu duoc phat hién trong nudc tiéu.

DAU HIEU LUU Y VA KHUYEN CAO

. Thubce nay chi ding theo don thube

Khong nén dung thuoe qué han (¢ ghi ro trén nhén) hay khi ¢6 su nghi ngo ve chat

lugng thudc.

Néu cin thém thong tin, hay hoiy kién Bac si hoac Duoc si.

QuUY CACH PONG GOI: Hop | tuyp nhom 15 g/20g/30g, kém t& hudng dan st
dung thudc.

PIEU KIEN BAO QUAN

Noi kho mét. nhiét do khong qua 30°C, tranh 4nh ning.

HAN DUNG: 36 thang ké tir ngay san XUAL,

TIfU CHUAN CHAT LUQNG: TCCS.

CO SO SAN XUAT:

CONG TY TNHH DUQC PHAM NASAKI
Pia chi: Lo E8, E9 Cum cong nghiép da nghé Dong Tho, xd Dong Tho, |

. huyén Yén Phong, tinh Bac Ninh, Viét Nam. j




