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NHAN TUYP 15G

Kem bodi da

THANH PHAN: M&i gam chifa:  BAO QUAN: Nai khd mét,

Ketoconazol 2% (w/w) tranh anh sang, nhiét d dudi
T4 dudc vifa du 1g 30°C

CHI DINH, CACH DUNG, DANG BAQ CHE: Kem bbi da
CHONG CHI BINH VA CAC TIEU CHUAN: TCCS |
THONG TIN KHAC: Xin doc DOC KY HUONG DAN SUf

trong tif hubng dén sir dung.  DUNG TRUGC KHI DUNG
HAN DUNG: 24 thang ke tif  DE XA TAM TAY TRE EM
ngay san xuat. KHONG DUNG QUA LIEU
Han dung sau mé& nap:
30 ngay, ké tir ngay mé nép tuyp lan dau.

Ketoconazol 2%

KINGPHAR

Ketoconazol 27 (w/w)

Cq 56 san xudt:

CONG TY TNHH KINGPHAR GROUP
Dia chi: Thén Binh Ph, x3 Yén
Phi, huyén Yén My, tinh Hung
Yén, Viét Nam.

SPK/Visa No.:

S 16 SX/LOT:

NSX/MANFD:

HD/EXP:

N

TONG GIAM oG
TRAN NGHIA VINH
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NHAN TUYP 10G

THANH PHAN: Mi gam chifa: ~ BAO QUAN: Nai khd mat,

Ketoconazol 2% (w/w) tranh anh sang, nhiét do dudi
Té dudc vira du 1g 300C

CHI DINH, CACH DUNG DANG BAO CHE: Kem bdi da
CHONG CHi DINH VA CAC TIEU CHUAN: TCCS

THONG TIN KHAC: Xin doc poC KY HUONG DAN suf

trong t&f huting dan s dung. DYNG TRUOC KHI DUNG
HAN DUNG: 24 thing ktif  DE XA TAM TAY TRE EM
ngay san xuét. KHONG DUNG QUA LIEU
Han diing sau mé nép:

30 ngay, ké tir ngay mé nép tuyp lan dau.

<o bor da Ketoconazol 21

KINGPHAR

Ketoconazol 27 (w/w)

Cd sd san xudt:

CONG TY TNHH KINGPHAR GROUP
Dia chi: Thon Binh Phu, xa Yén
Phu, huyén Yén My, tinh Hung
Yén, Viét Nam.

SDK/Visa No.:

SG 16 SX/LOT:

NSX/MANFD:

HD/EXP:

I

'rc")’_NG GIAM BOC
TRAN NGHIA VINH
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NHAN TUYP 20G

GMP-WHO

THANH PHAN: M3i gam chifa:  BAO QUAN: Noi khd mét,

Ketoconazol 2% (w/w) tranh &nh sang, nhiét do dudi
Té dugc vira it 1g 300C

CHI DINH, CACH DUNG DANG BAO CHE: Kem béi da
CHUNG CcHi DINH VA CAC TIEU CHUAN: TCCS

THONG TIN KHAC: Xin doc PoC KY HUGONG DAN sU

trong td hudng dan st dung. DUNG TRUOC KHI DUNG
HAN DUNG: 24 théng ké tif DE XA TAM TAY TRE EM

ngay san xudt. KHONG DUNG QUA LIEU
Han dung sau mé nap:

30 ngay, ké tir ngay mé nép tuyp lan dau.

Ko bor da Ketoconazal 2
KINGPHAR

Ketoconazol 27 (w/w)

Cd 56 san xudt:

CONG TY TNHH KINGPHAR GROUP
Dia chi: Thén Binh Pha, x& Yén
Phu, huyén Yén My, tinh Hung
Yén, Viét Nam.

SPK/Visa No.:

S6 16 SX/LOT:

NSX/MANFD:

HD/EXP:

I
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/'Lﬂ!\’ ST R
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NHAN HOP 1 TUYP 15G

THANH PHAN: M3i gam chifa:
Ketoconazol 2% (w/w)
T4 durde vira di 1g

nEsz an c:zm nxozm CcHi
DINH VA CAC ﬂ:Ozm TIN KHAC: Xin
doc trong tiy huding dan sif %_6.
HAN DUNG: 24 thang ke tif ngdy san
xudt,

BAO QUAN: Nai khé mét, tranh dnh
sang, nhigt do dudi 30°C

BONG mo_ Hap 1 tuyp 150

DANG w>o CHE: Kem bdi da

TIEU CHUAN: TCCS

POCKY _._Gozm DAN SU DUNG
._._u.a._dn KHI DUNG
E XA TAM TAY TRE EM

KHONG DUNG QUA LIEU

Cd sd san xuat:

CONG TY TNHH KINGPHAR GROUP

Dia chi: Thén Binh Phi, xa Yén Phi,
huyén Yén M§, tinh Hung Yén, Viét Nam,
SPK/Visa No.:

S6 16 SX/LOT:

NSX/MANFD:

HD/EXP:

Bl

GMP-WHO

Kem bdi da

Hop 1 tuyp 159

_asngms_ 2

X_ZO_uI>m

Ketoconazol 2% (w/w)

 UVHJONIM
%7 10ZeU030}3),

INGREDIENTS: Each gram contains:
Ketoconazol 2% (w/w)
Excipients g.5. 19

INDICATIONS, USAGE,
CONTRAINDICATIONS AND OTHER
INFORMATION: Please read the
leaflet.

SHELF LIFE: 24 months from date of

manufacture.

STORAGE; Store in a cool, dry place, away
from light, at temperatures under 30°C

PACKAGING: Box of 1 type of 159
DOSAGE FORM: Creams
SPECIFICATION: In-house

CAREFULLY READ THE INSTRUCTIONS

BEFORE USE

Manufacturer:
KINGPHAR GROUP COMPANY

LIMITED

Address: Binh Phu village, Yen
Phu commune, Yen My district,
Hung Yen province, Vietnam.

KEEP OUT OF THE REACH OF CHILDREN

DO NOT OVERDOSE

)

fom

% 102eu0d

Topical cream

Box of 1 tube of 159

Ketoconazol 2

KINGPHAR

Ketoconazol 27 (w/w)

-,
Y
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TONG GIAM BOC

TRAN NGHIA VINH
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NHAN HOP 1 TUYP 10G

THANH PHAN: M3i gam chifa:
Ketoconazol 2% (w/w)
Té dugc vira di 1g

BAO QUAN: Noi khd mét, trénh anh
sang, nhigt g dudi 30°C
PONG mo_ Hop L tuyp 10g

KHONG DUNG QUA LIEU

Cd sdf sén xudt:

CONG TY TNHH KINGPHAR GROUP
Dia chi: Thén Binh Phu, x& Yén Phi,

DANG w}D CHE: Kem boi da

CHi BINH, CACH DUNG, CHONG CHI TIEU CHUAN: TCCS huyén Yén M§, tinh Hung Yén, Viét Nam.
BINH VA CAC THONG TIN KHAC: Xin SBK/Visa No.:

doc trong ti hung dan st dung. BOC K¥ HUONG DAN SU DUNG Sa 16 SX/LOT:

HAN DUNG: 24 thang k& tif ngay san TRUOC KHI DUNG NSX/MANFD:

Xudt, DE XA TAM TAY TRE EM HD/EXP:

GMP-WHO

Kem bbi da

_Eos_ss_ 2%
'KINGPHAR

Ketoconazol 2% (w/w)

Hop 1 tuyp 109

HVHdONIM

INGREDIENTS: Each gram contains: STORAGE: Store in a cool, dry place, away Manufacturer:
Ketoconazol 2% (w/w) from light, at temperatures under 30°C KINGPHAR GROUP COMPANY
Excipients g.5. 19 PACKAGING: Box of 1 type of 109 LIMITED

Address: Binh Phu village, Yen
Phu commune, Yen My district,
Hung Yen province, Vietnam.

DOSAGE FORM: Creams
INDICATIONS, USAGE, SPECIFICATION: In-house
CONTRAINDICATIONS AND OTHER

INFORMATION: Please read the CAREFULLY READ THE INSTRUCTIONS

leaflet. BEFORE USE
SHELF LIFE: 24 months from date of KEEP OUT OF THE REACH OF CHILDREN
manufacture. DO NOT OVERDOSE

32 102eU030}a)]

.“.oc_lnw_ cream __ xmﬁo nc—.—mNQ—.No\c
~ KINGPHAR

Ketoconazol 27 (w/w)

Box of 1 tube of 109

-

o
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NHAN HOP 1 TUYP 20G

THANH PHAN: MGi gam chifa:
Ketoconazol 2% (w/w)
Ta dugc vira di 1g

CHI DINH, CACH DUNG, CHONG CHi
HINH VA CAC THONG TIN KHAC: Xin
dac trong t hudng dén sir dung.
HAN DUNG: 24 thing k& tif ngady san
xudt.

BAO QUAN: Noi khd mdt, tranh 4o KHONG DUNG QUA LIEU

sang, nhigt d§ dudi 30°C Cd sdf san xudt:

DONG GOI: Hop 1 tuyp 20g CONG TY TNHH KINGPHAR GROUP

DANG BAO CHE: Kem bdi da Dia chi: Thén Binh Phi, xa Yén Ph,

TIEU CHUAN: TCCS huyén Yén M§, tinh Hung Yén, Viét Nam.
SPK/Visa No.:

DOC KY HUONG DAN SU DUNG S6 1o SX/LOT:

TRUGC KHI DUNG NSX/MANFD:

DE XA TAM TAY TRE EM HD/EXP:

GMP-WHO

Kem bdi da

Hop 1 tuyp 20g

(etoconazol 2%
 KINGPHAR

Ketoconazol 27 (w/w)

- HVHJONIM
AL IOZBUQ:JQ:I;)I_

INGREDIENTS: Each gram contains:
Ketoconazol 2% (w/w)
Excipients g.5. 19

INDICATIONS, USAGE,
CONTRAINDICATIONS AND OTHER
INFORMATION: Please read the

STORAGE: Store in a cool, dry place, away Manufacturer:

from light, at temperatures under 30°C KINGPHAR GROUP COMPANY

PACKAGING: Box of 1 type of 20g LIMITED

DOSAGE FORM: Creams Address: Binh Phu village, Yen

SPECIFICATION: In-house Phu commune, Yen My district,
Hung Yen province, Vietnam.

CAREFULLY READ THE INSTRUCTIONS

Topical cream

JVYHJONIN
2 1072030

Box of 1 tube of 209

leaflet. BEFORE USE

SHELF LIFE: 24 months from date of KEEP OUT OF THE REACH OF CHILDREN

manufacture. DO NOT OVERDOSE
GMP-WHO

oconazol 27
KINGPHAR

Ketoconazol 2% (wiw)

_,__ _Amﬁ

qm..zo GIAM DBC
TRAN NGHIA VINH
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TO HUONG DAN SU DUNG THUOC

1. TEN THUOC: Ketoconazol 2% Kingphar
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Dé xa tam tay tré em
Poc kj huéng dan s dung trieéce khi ding.
Khéng dimg qua liéu chi dinh
Thubc ding ngoai
3. THANH PHAN CONG THU'C THUOC
Coéng thirc cho 1 don vi dong goi nho nhét: 01 tuyp 10g; 15g; 20g:
Thanh phan hoat chit: Ketoconazol 2% (w/w)
Thanh phan ta dugc: Acid stearic, ceto stearyl alcol, isopropyl myristate, sorbitan monooleat
(Span 80), cetyl alcohol, dau paraffin, natri benzoate, natri metabisulfite, propylen glycol,
polysorbat 80 (tween 80), nudc tinh khict.
4. DANG BAO CHE: Kem béi da
M5 ta dang bao ché: Kem mau trang, dong nhét, khéng mui, khéng chay léng & 37°C.
5. CHI PINH:

Diing dé boi tai chd trong diéu tri cdc bénh nhiém tring da liéu nhu: nhiém nam than,
nhidm nim da ddi, nhidm ném tay va ndm ban chén do Trichophyton spp, Microsporon spp va
Epidermophyton spp... Thubc ciing dugc chi dinh dé diéu tri nAm Candida & da (bao gbm ca
viém a4m hd), lang ben (bénh lang ben) va viém da tiét ba do Malassezia (trude day goi 1a
Pityrosporum spp).

6. LIEU DUNG VA CACH DUNG:
Liéu dung:

* Nguoi 16n: Ketoconazol duge sir dung cho ngudi lon:

- Bénh nam Candida & da, nim than, nAm da dui, nhiém nam tay va ndm ban chin, lang ben:
Thoa kem 1-2 1dn/ngay 1én viing nhiém ném va ving da cn ké.

Thoi gian didu tri thong thuong: Lang ben 2-3 tuan, nhiém ndm men 2-3 tudn, nhim nim ben
2-4 tudn, nhiém nam than 3-4 tuan, nhiém nam ban chan 4-6 tuan.

- Viém da tiét ba:

Thoa kem 1-2 lan/ngdy 1én ving bi nhiém ndm va ving da c4n ké. Thoi gian diéu tri thong
thuong 2-4 tudn. Diéu tri duy tri ¢ thé duoc ap dung khéng lién tuc (moi tuan 1 lan).

Nén tiép tuc diéu tri thém vai ngay sau khi cdc tri¢u chung bién mét. Nén xem lai chan dodn
néu khong ghi nhin céi thién vé 1dm sang sau 4 tuin didu tri. Can tuan thi cdc bién phép chung
v& vé sinh dé kiém soét nguén 14y nhi€m hodc téi nhiém.

Viém da tiét b 13 tinh trang man tinh va rit d& tai phat
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* Tre em:

Tinh an toan va hiéu qua cua thude & tré em (17 tudi trd xudng) chua duoc xac dinh.

Cach dung:

Duing tai chd ngoai da. Khéng dung thudc sau khi mé nap tuyp qua 30 ngay.

7. CHONG CHi PINH:

Chéng chi dinh & nhitng bénh nhén qui mén vdi ketoconazol hogc bét ky thanh phan nao cia
thuoc.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Trénh @é thubce tiép xtc véi mit, néu diéu niy xdy ra thi nén rira mét bng nude sach nhiéu lan.
Néu ding ddng thoi thude niy véi corticosteroid tai chd, dé ngin ngira tac dung tré lai sau khi
ngimg diéu tri kéo dai véi corticosteroid tai chd thi nén tiép tuc thoa corticosteroid tai chd thém
vao budi sang va thoa thudc vao budi téi. Sau d6 giam dan va ngimg han liéu phap
corticosteroid tai chd sau 2-3 tuén.

Canh bao ta dugc

- Thubc chira propylen glycol: propylene glycol c¢6 thé gay kich tmg da. Khéng dung thude nay
& tré so sinh dudi 4 tudn tudi cé vét thuong hé hay trén dién rong cua da khong lanh 13n hodc
bi tén thwong (nhu bong) ma khong hoi y kién bac si hodc duge si.

- Thudc ¢6 chira cetyl alcohol, cetyl steryl alcohol: Cé thé gy cac phan mg tai chd trén da
(nhu viém da tiép xc).

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU

Khoéng c6 nghién ciru day du va c6 kiém soat & phu nit mang thai hogc cho con bu. Dir li¢u vé
mét sé it céc trudmg hop mang thai bi phoi nhiém cho thdy khong c6 tac dung phu cua
ketoconazol tai chd ddi véi thai ky hodc sirc khoe cua thai nhi / tré so sinh. Cac nghién clru trén
dong vat da cho thay ddc tinh sinh san & lidu khong lién quan dén viée st dung ketoconazol tai
chd.

Nong d6 ketoconazol trong huyét twong khong thé phat hién duoc sau khi thoa thubc kem 1én
da ctia ngudi khéng mang thai. Khong c6 rii ro nao dugc biét dén lién quan dén viéc sir dung
thudc trong thoi ky mang thai hoac cho con bu.

Chua c6 du théng tin nghién ctru trén phu nif c6 thai va cho con bi. Khong thdy ketoconazol
trong huyét tuong sau khi ding thuéc & da ciia phu nit mang thai. Chua xéac dinh nhitng nguy
co ¢o lién quan dén viéc sir dung thudc cho phu nit cé thai va cho con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chura c6 bing chiing vé anh huong cua thudc 1én kha ning lai xe, van hanh may moéc

11. TUONG TAC, TUONG KY CUA THUOC

Tuong tac: chua co dit licu

Qp:'
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Tuong ky: Do khéng c6 cic nghién ciru vé tinh twrong ky cua thude, khéng tron lan thude nay
v6i céc thude khéc

12. TAC DUNG KHONG MONG MUON (ADR)

D6 an toan ctia thude duge danh gia & 1079 ddi tugng nghién ctru trong 30 nghién ciru 14m
sang, sir dung thudc tai chd trén da.

Duya trén dir 1i€u an toan téng hop tir cac thir nghiém l1am sang nay, cac phan mg c6 hai duge
bao cdo phé bién nhit (ty 1& méc > 1%), phan g c6 hai 1a 0%, ngira tai ché 2%, bong da cam
giac 1,9% va ban d6 tai chd béi thude 14 1%.

Dit liéu 14m sang va nghién ctru sau tiép thi dua ra thi trrong dwoc ghi nhén sau khi sir dung
thudc, cdc tin sudt dugc hién thi theo quy udc sau:

Rét thuong gip  (ADR > 1/10)

Thuong gip (1/100 < ADR < 1/10)

It gap (1/1000 < ADR < 1/100)

Hiém gap (1/1000 < ADR < 1/10000)

Rét hiém gap (ADR < 1/10000)

Phan loai theo Phan g trai ngugc

hé théng co Loai tan sudt

quan Thuong gip It gap Khong rd
(1/100 < ADR < 1/10) (1/1000 < ADR < 1/100) tan sudt

Roi loan hé Main cam

thong mién dich

Roiloandava | Cam gidc bong rat da Phat ban May day
mo duéi da Viém da tiép xiic
Khé da
Réi loan da
Troc da, bong da
Céc 10i loan Ban do tai chd Ban d6 tai chd
tbng quéat va tai | Ngira tai chd Kich ting tai chd
chd sir dung Ting nhay cam tai chd
thude Ngira tai chd

Mun mu tai chd

Phan ting tai chd

Théng bdo ngay cho bdc st hodc dugc si nhitng phan umg co hai gap phai khi sir dung thuoc
13. QUA LIEU VA CACH XU TRi ADR
- Béi qué nhidu c6 thé din dén ban do, phii né va cam giac néng rat, nhitmg biéu hién nay sé

bién mét khi ngung diéu tri.
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- Trudmg hop vo tinh nudt phai: Thue hién cdc bién phap hd tro va triéu ching nén dugce thuc
hién, nhim tranh hit phai. Khéng thuc hién cac bién phap gay non, 61 hodc rira da day.
14.DUQC LUC HQC
Mai ATC: DO1ACO8
Nhém dugc ly: Thudc chéng ndm dung tai chd, din xuit imidazol va triazol
Ketoconazol, mdt dan xudt cia imidazole dioxolane téng hop, c6 hoat tinh khang nim manh
d6i vé6i cac loai ndm da nhu 1a Trichophyton spp., Epidermophyton floccosum va Microsporum
spp. va dbi v6i ndm men, bao gém Malassezia spp. va Candida spp. Tac dung dic biét o rét
d6i v&i Malassezia spp.
M6t nghién ciru trén 250 bénh nhén da chi ra ring viée sir dung kem ketoconazol 2% hai 1in
mdi ngdy trong 7 ngdy so v6i kem clotrimazole 1% trong 4 tudn & c hai ban chan da chimg
minh hiéu qua ¢ nhitng bénh nhan bi nédm chan (nidm da chén cta vin dong vién) c6 biéu hién
tdn thwong giita cdc ngdn chan. Tiéu chi v& hiéu qua 14 xét nghiém KOH trén kinh hién vi 4m
tinh sau 4 tudn. Diéu tri bang ketoconazol 2% cho thdy hiéu qua twong duong véi diéu tri bang
clotrimazole 1% trong 4 tudn. Khong c6 biang chimg tai phat sau khi diéu tri bang kem.
ketoconazol sau 8 tuan.
15. DUQC PONG HQC
Khoéng phat hién dugc n@mg d6 ketoconazol trong huyét twong sau khi dung thudc tai chd cho
nguoi 16n trén da. Trong mét nghién clru ¢ tré so sinh bi viém da tiét ba (n”9) trong dé co
khoang 40g kem 1a duoc bdi hang ngay trén 40% dién tich bé mit co thé, ndng d6 ketoconazol
trong huyét twong dugc phat hién & 5 tré so sinh, dao dong tir 32 dén 133ng/mL. ‘
16. QUY CACH PONG GOI
Hop 1 tuyp nhwa 10g; 15g; 20g, kém t& huéng din sir dung. !
17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA J'p
THUOC
Piéu kién bao quén: Noi kho mét, tranh 4nh sdng, nhiét d6 dudi 30°C.
Tiéu chuén ap dung: TCCS.
Han ding: 24 théng, ké tir ngay san xuét. Han dung sau khi mé nép tuyp: 30 ngay, ké tir ngay

m& nip tuyp lan dau.
18.CO SO SAN XUAT
Sén xuit trén ddy chuyén dat tiéu chuin GMP-WHO tai :

TRAN NGHiA VINH




