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Mau nhan
1) Mau hop tube 20g

Thanh Phan: M3i tuoe kem béi da chio:
Ketoconazol 2% (w/w)

Td dudc: Acid stearic, isopropyl myristat, cetfo stearyl alcol, veselin, ceteareth- 6,
celeareth- 25, butyl hydroxy toluen, ocid ethylenediominetetrocetic ( EDTA).
natr mefoblsuifat, natr hydroxyd, propylen glycol. nude tinh khiét,..via di 1 fujp

Chi dinh, cach ding, ching chi dinh va cac thdng tin khac:
Xem frong 14 hudng odin st dyng thudc kém theo

Tiéu chudn: TCCS

SBK:

Thudt diing ngoai
GMP -WHO

NasaCream K

Ketoconazol 2% (w/w)
Hop 1 tube 20g
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2) Mau trén tube 20g

Thanh Phan: M3 fube kem bl do chifa:
Ketoconazal 2% (w/w)

Té duge: Acid stearic, opropyl myfistat, ceto seand dicol, vaseln, cefearain- 6,
ceteareth- 25, butyl hydroxy foluen, ocid efhylenediominetetraacefic ( EDTA),
ot metabisufar, naf hydroxyd, prepylen glycol, nuc finh khih..vic o) Thfp
Chi dinh, Cach diing, Chng chi dinh va Céc thong tin khac:
Xem frong 19 hudng ddn s cung thudic kém iheo
Tiéu chuan: TCCS

SBK:

Han ding sau md nip: 30 ngay,

k& tit ngay md ndp tuyp lan dau

Casd 50 xudt:
CONG TY TNHH DUQC PHAM NASAKI
L& £8, 9 Cym céng nghiép da nghé Bong Tho. YG Bang The,
Huyén Yén Phong. 85 Nith

Ketoconazol 2% (w/w)
Tube 20g

(S8 16 SX, HD in chim trén mép tube)
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Mau nhan

1) Méu hop tube 10g

Thanh Phan: M tube kem b4 da chila:
Ketoconazol 2% (w/w)

Td duge: Acid stearic, lsopropyl myrstat, ceto stearyl alcol, voseln, cetearsth- &,
ceteareth- 25, butyl hydroxy foluen. ocid ethylenediaminelefroacetic ( EDTA).
natr metabisulfat, nafr hycroxyd, propylen glycol, nudc finh khigt...vila &l 1 tujp
Chi Bjnh, Cach ding, Chdng chi dinh va Céc théng tin khac:
Xem frong 13 huding ddin st dhing thubc kém theo

Tiéu chudn: TCCS

SBK:

Thudc diing ngoai
GMP-WHO

NasaCream K

Ketoconazol 2% (w/w)
Hép 1 tube 10g
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2) Mau trén tube 10g

Thanh Phan: i tube kem b do chilo:
Ketoconaol 2% (w/w)

Ta duge: Acd stearic, sopropidmyistot, cato stearyldical, vasedin, cefearath- ,
cetearefn- 25, buby hydrory toluen, odid efhylenediominstetraocetic (EDTA),
nairi metabisutot, natr hycraxyd, propylen glycol, audc finh khiét... W o) Itujp
Chi dinh, Cach ding, Chdng chi dinh va Cac thong tin khac:
Xem frong 10 hudng didin sil ding thudc kém theo
Tigu chuan: TCCS

SBK:

e CONG TY TNIMH DUGC PHA
Han ding sau md ndp: 30 ngay, LB, meé%"mggépbimumg#as&'ﬂ Tho,
ké tif ngay md nap tuyp lin dau Huyén Yén Prong. B4c Ninh

Thudc diing ngodi

Nasacream K \{(©

Ketoconazol 2% (w/w)
Tube 10g

(S616 SX, HD in chim trén mép tube)
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TO HUONG DAN SU DUNG THUOC

1. TEN THUOC: Nasacream K

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Pé xa tam tay tré em

Boc ky huéng ddn sir dung truée khi dung.

Khéng dung qua liéu chi dinh

Thudc ding ngodi

3. THANH PHAN CONG THU'C THUOC
Thanh phén duge chat: Ketoconazol 2% (w/w)
Thanh phan ta dugc: Acid stearic, ceto steartyl alcol, isopropyl myristate, vaselin, ceteareth-

hydroxyd, propylen glycol, BUGC tinh KRI€t... ... ... c..coeoee e o oo oo oo oo oo VIRG O Ituyp
4. DANG BAO CHE: Kem bbi da
M ta dang bao ché: Kem mau tring nga, ddng nhét, khong mui, khéng chay long & 37°C, khong dinh
vao da khi béi.
5. CHI PINH:

Tai cho:

Dung ngoai da dé didu tri cic bénh nhiém tring da do nim da nhu: ndm toan than, ndm ban chan do

Ttrichophyton spp, Microsporon spp va Epidermophyton spp. Kem Nasacream K cling dugc chi dinh
dé diéu tri ndm Candida & da (bao gdm viém &m ho), lang ben
(bénh ndm loang) va viém da tiét ba do Malassezia (trude day goi la Pityrosporum spp).

6. LIEU DUNG VA CACH DUNG:

* Ngudi 16n: Ketoconazol dugc sir dung cho ngudi 16n:

-Ném candida ¢ da, nAm da corporis, nAm da dau, lang ben (bénh lang ben):

Thoa kem 1-2 1an/ngay 1&n noi bi ndm va ving da xung quanh. Thoi gian diéu tri théng thudng: Lang
ben 2-4 tudn, nhiém tring ndm men 2-3 tudn, ndm da 3-4 tuan, nim da chén 4-6 tuin.

- Viém da tiét ba:

Thoa kem 1-2 1an/ngay 1én noi bj ndm va vung da xung quanh. Thoi gian diéu trj ban dau théng
thuong 2-4 tuan. Piéu tri duy tri c6 thé duge ap dung khong lién tuc (mdi tudn 1 lan).

Diéu tri nén dugc tiép tuc cho dén mot vai ngdy sau khi tit ca céc triéu chimg bién mét. Chuén doén
nén dugc xem xét lai néu khéng ghi nhén cai thién 14m sang nao sau 4 tudn diéu tri. Céc bién phép
chung vé& vé sinh va cic ngudn 1ay nhidm phai dugc kiém soét tét vi viem da tiét ba 13 mot tinh trang
man tinh va kha niing tai phat 12 rét cao.

*Tré em:

Tinh an toan va higu qua clia kem Nasacream K ¢ tré em (17 tudi tr xuéng) chua dugc xac dinh.

7. CHONG CHI PINH:
Kem Nasacream K chéng chi dinh & nhitng bénh nhan qua min véi ketoconazole hodc bat ky thanh
phan nao cua thube

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Tréanh dé Nasacream K tiép xtic v6i mét, néu didu ndy xay ra thi nén rira mét biing nuéc sach nhiéu
lan.

Néu dung dong thoi Nasacream K véi corticosteroid tai chd, dé ngan ngira tac dung trd lai sau khi
ngimg diéu trj kéo dai véi corticosteroid tai chd thi nén tip tuc thoa corticosteroid tai chd thém vao
bubi sing va thoa Nasacream K vao budi tdi. Sau d6 gidm dén va ngimg hin liéu phép corticosteroid
tai chd sau 2-3 tuan.

Cénh bao ta dwoc:

-Nasacream K c6 thanh phén ta dugc 1a:
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- Propylene glycol c6 thé gay kich trng da. Vi vay, khong thoa trén vét thuong hé hay trén dién rong &
ving da khong lanh 13n hoic bi tén thwong (nhu bong) ma khéng héi y kién ctia bac si hay duge s
trude khi sir dung.

- Ceto steartyl alcol: C6 thé giy cac phan tmg tai chd trén da (nhu viém da tiép xc).

9. SU DUNG CHO NGU'OI MANG THAI VA CHO CON BU

Khong 6 nghién ctru ddy di va 6 kiém soét & phu nir mang thai hodc cho con bu. Dit ligu vé mot sb it
cac truong hop mang thai bi phoi nhiém cho thiy khéng cé tac dung phu ctia ketoconazole tai chd dbi
v0i thai ky hodc strc khoe cuia thai nhi / tré so sinh. Céc nghién ciru trén dong vat di cho thdy dgc tinh
sinh san & lidu khéng lién quan dén viéc sir dung ketoconazole tai chd.

Néng d¢ ketoconazole trong huyét tuong khong thé phat hién dugc sau khi thoa Nasacream K 1én da
clia ngudi khong mang thai. Khong 6 rii ro nao duge biét dén lién quan dén viéc sir dung

Nasacream K trong thoi ky mang thai ho#ic cho con bu. 5 TY
Chua c6 du thong tin nghién clru trén phu nir c6 thai va cho con bu. HH,
Khong phat hién thay ndng do ketoconazole trong huyét tuong sau khi dung kem Nasacream K 1&n da pPHAM
clia phu nir mang thai. Chua xac dinh nhiing nguy co c6 lién quan dén viéc sir dung kem Nasacream 3AKI
K cho phu nif ¢6 thai va cho con bu.
10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 4G-T. 3>
Chua c6 bang ching vé anh hudng cta thube 18n kha nang lai xe, van hanh may moéc

11. TUONG TAC, TUONG KY CUA THUOC

Tuong tac: Khong cé nghién cliru tUO‘ng tac nao dugc thuc hign

Tuong ky: Do khong c¢6 céc nghién ctru vé tinh twong ky ctia thude, khéng tron 13n thudc nay véi céc

thude khac

12. TAC DUNG KHONG MONG MUON (ADR)

Dir liéu nghién ctru 1dm sang:

Tinh an toan ctia thuéc Nasacream K duoc dénh gid & 1079 d6i twong nghién ciru trong 30 nghién clru

14m sang, str dung thubc Nasacream K tai chd trén da.

Dya trén dif liéu an toan téng hop tir céc thir r nghiém lam sang nay, cdc phan u‘ng c6 hai dugce bao céo

phd bién nhét (ty 18 méc =1 %), ngira tai chd 2 %, cim giac bbng rat 1,9 % va ban do tai chd boi thude
lal%

Dir liéu 1am sang va nghién ciru sau tiép thi dua ra thi truong dugce ghi nhédn sau khi sir dung kem
Nasacream K, cac tan suit dugc hién thi theo quy udc sau:

3}/
/4

K&

Rét thudng giip =1/10
Thuong gip >1/100 dén <1/10
ft gap >1/1.000 dén <1/100
Hiém gip >1/10.000 dén <1/1000
Rét hiém giip < 1/10.000, bao gdm nhitng bio cdo riéng lé.
Phan loai theo hé Phan g cd hai
théng co quan Loai tan sb
Thudng gip it gap Chua 16
=1/100 dén <1/10 =1/1.000 dén <1/100

R6i loan hé Mén cdm
thdng mién dich
Roi loan dava | Cam gidc bong rat da Phét ban May day
mo dudi da Viém da tiép xtc

Kho da

Réi loan da

Tréc da, bong da
Céc r6i loan tng | Ban do tai chd Ban d6 tai chd
quét va tai chd sir | Ngira tai chd Kich img tai chd
dung thudc Tang nhay cam tai cho
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Ngira tai chd
Mun m tai chd
Phan Ung tai chd
Thong bao ngay cho bac st hodc dwoc sT nhitng phan teng cé hai gap phai khi sic dung thuéc

13. QUA LIEU VA CACH XU’ TRi ADR

- Bbi qué nhiéu c6 thé dan dén ban do, phu né va cam gi4c néng rat, nhitng biéu hién nay s& bién mét
khi ngung diéu tri.

- Truong hop v6 tinh nudt phai: Thuc hién céc bién phap hd tro va triéu chimg nén dwoc thuc hién,
nhim tranh hit phai. Khong thyc hién cc bién phap gy non, 6i hodc rira da day.

14.DUQC LUC HOQC
Nhém duge 1y: Thudce chéng ndm ding tai chd din xuat imidazole va triazole

Ma ATC: DO1ACO08
Ketoconazol, mot din xuat ctia imidazole dioxolane tong hop, c6 hoat tinh khang nim manh chéng lai
dermatophytes nhw 13 Trichophyton spp, Epidermophyton spp, Microsporum spp, va nam men nhu 1a
Candida spp va Malassezia spp. (Pztyrosporum spp).

Mot nghién ciru trén 250 bénh nhan da chi ra rang thoa kem ketoconazole 2% trong 7 ngay so véi
Clotrimazole 1% béi kem trong 4 tuan cho ca hai ban chin da chirng minh hiéu qua 6 nhimg bénh nhan
bi ndm da ban chan ¢6 bidu hién tén thuong giira cdc ngén chan. Tiéu chi chinh vé hi¢u qua la xét
nghiém KOH trén kinh hién vi 4m tinh sau 4 tuan Piéu tri Ketoconazol 2% cho thay hiéu qua tuong
duong véi diéu trj clotrimazole 1% trong 4 tudn. Khong cé bang chimg vé viéc tai phat sau khi diéu tri
bing kem ketoconazole lic 8 tuin.

15. DUQC PONG HOC

Khong phat hién duoc nong do Ketoconazole trong huyét tuong sau khi dung thu6c Nasacream K tai
chd trén da ngudi 16n. Trong mot nghién ciru & tré so sinh bi viém da tiét ba (n=19) trong d6 c6 khoang
40 g kem Nasacream K 1a dugc 4p dung hang ngay trén 40% dién tich bé miit co thé, nong do
ketoconazole trong huyét tuong duoc phat hién ¢ 5 tré so sinh, dao dong tir 32 dén 133mg / ml.
Dit liéu an toan tién lam sang

Dir liéu nghién ctru tién 1am sang 0 nguoi chi dugc quan sit thay & mirc phoi nhiém khi dugc ding
vuot qua mire t6i da & nguoi va két qua cho thdy khéng c6 rii ro déc biét nao cho con nguoi dya trén
cac két qua nghién ciru.

16. QUY CACH PONG GOI

Hop 1 tuyp 10g, 20g, tuyp nh6m, kém t& hudng dan str dung.

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

Diéu ki¢n bdo quin: Noi kho mat, tranh 4nh sang, nhiét do dudi 30°C.

Tiéu chuin 4p dung: TCCS.

Han dung: 36 thang, ké tir ngdy san xuét.

Han dung sau mé& nap 30 ngay, ké tir ' ngay mo nép tuyp lan dau

18. TEN PIA CHI CO SO SAN XUAT
Sén xuit trén ddy chuyén dat tiéu chuin GMP-WHO tai :

CONG TY TNHH DUGC PHAM NASAKI

Dia chi: L6 E8, E9 Cum c6ng nghiép da nghé Déng Tho, xi Dong Tho, huyén Yén Phong, tinh
Biéc Ninh, Viét Nam.
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