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FOR EXTERNAL USE ONLY
Keep out of the reach of children.

Read fully the instruction before use.

W Composition: Each gram cream contains:
Miconazole nitrat 29 (wiw)
qs 1g
M Indications. Cont Usage. And t

Please read enclosed leaflet.
W Specifications: Manufacturer’s.
M Storage: In cool dry place, not more than 30°C, protect from light.

EUTICALJS.C
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MICOGINAL

Miconazol nitrat 2% (kl/kl)

HOP 1 TUYP THUGC KEM BOI AM DAO

GMP - WHO

2%

SHL8 SXBatchAP:
HD/Bxp.date

W Thanh phén: Méi 1g kem chifa:
1 nitrat. 2% (kI/kI)
Ta dugc vifadi 1g

M Chi dinh, Cach dung - Lidu diing, Chéng chi djnh. Cic théng
tin khdc: Xin doc trong t& hudng dan sir dung.

M Tiéu chudin: TCCS.

® BAo quan; Unctkhé mat nhigt 4o khong qué 30°C, trdnh dnh sdng.

THUGC DUNG NGOAI

DE xa tim tay clatré em.
Bocky huéng din st dung truée khidiing.

SDK/REG.N:

{' Co'stisin xust: CONG TY €6 PHAN DUGC PHAM VCP
mmr Thach L1~ Thanh Xuan - S6c San - R3 Noi
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MICOGINAL 2%

Miconazole nitrate 2% (w/w)

BOX OF 1 TUBE VAGINAL CREAM

GMP - WHO
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MICOGINAL 2%

Miconazol nitrat 2% (ki/kl)
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Thanh phén: M&i 1g kem chira: Composition: Each gram cream contains:
Miconazol nitrat. 2% (kI/kl)  Miconazole nitrate. 2% (w/w)
Ta duge vira da 1g Excipients q.s 1g

Chi djnh. Chdng chidinh. Cdch dung - Liéuding.  Indications. Contra- Indications. Usage. And other
Cécthdng tin khdc: Xin doc trong to hudng dan si¢ information : Please read enclosed leaflet.

dung.

D& xa tdm tay clia tré em, Keep out of the reach of children.

BPocky hudng dan sif dung truée khi ding. Read carefully the instruction before use.
THUGC DUNG NGOAI FOR EXTERNAL USE ONLY
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MICOGINAL 2%
Doc kff huwéng dan siv dung trwde khi diing
Dé xa tim tay tré em
Théng bdo ngay cho bdc si hofic dwec st nhitng tic dung khong mong mudn gdp phdi
trong qud trinh s dung thudc.

1. THANH PHAN, HAM LUQNG: 1g MICOGINAL 2% c6 chta:
Thanh phin dugc chit: Miconazol Nitrat 2% (kI/k1)
Thanh phé"m tadugcviradu: 1,0 g
(Polyoxy Stearat, Stearyl alcol, Cetyl alcol, Isopropyl Myristat, Dau Parafin, Macrogol
cetostearyl ether, Kali sorbat, Dinatri edetat, Butylated hydroxyanisol, Diethylen glycol
monoethyl ether, Propylen glycol, Nudc tinh khiét).
2. MO TA SAN PHAM
Dang bao ché: Kem
Kem mau tring, thd chit mém min ddng nhét.
3. CHi PINH, LIEU DUNG — CACH DUNG & CHONG CHI PINH
3.1. Chi dinh.
Thudc duge sit dung tai chd dé diéu trj nhiém nim candida 4m h¢ - m dao va boi nhiém do
vi khuén gram duong.
3.2. Céch ding - liéu dung
Cach dung:
Ding cho am dgo:
Ld'y kem vao dung cy:
Rira tay trude khi sir dung thudc.
Thao ndp ra khoi éng tuyp, xuyén thiing mang kim loai dAu tuyp.
Thao dung cu dua thubc gbém pit-tong va dAu phun ra khoi boc.
Vin dau phun cia dung cu dua thudc vao khép voi déu dng tuyp.
Bop dng tuyp dong thoi kéo nhe nhang va tir tr pit-tong bén trong dau phun cho t6i lugng
da.
Thédo dung cu dua thudc va nép 6ng tuyp lai.
Puea kem vao dm dao:
Nim ngira xudng v6i déu gbi hoi gép, hai chdn m& rong. Nhe nhang, tir tir dua dung cu vao
4m dao cang xa cang t6t. Mot tay gitt, mot tay déy pit-tong hét c& dé kem cang vao sdu 4m
dao cang tét.
Théo dung cu ra va rira sach bang xa phong d& dung cho lan tiép theo.
C6 thé st dung bing vé sinh d8 bao vé quan 4o clia ban, nhim phong tranh vigc thubc co thé
chay ra trong thoi gian st dung san pham.
Bbi thude vao mdi tdi trude khi di ngu.
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Diing cho dm h¢ va viing da xung quanh:

B6i mot 16p kem méng 1én 4m h va ving da xung quanh. Rira sach tay trudc va sau khi boi
thube.

Liéu diing:

Nguoi Iom (tir 18 tubi tré Ién):

Thube duge st dung trong am dao mdi ngdy mot l4n trude khi di ngy, trong 7 ngay, mdi 14n
sir dung mot lwgng da dinh (khodng 5g kem). Péi véi viem am ho, ding tai chd ngay 2 ldn
theo chi din cta béc si. Tiép tyc qué trinh didu tri da lidu trinh ngay ca khi céc triéu chimg
ngita va khi hu da hét hogc bit ddu c6 kinh nguyét.

Tré em( duci 18 fudi): Su an toan va hiéu qua cta kem & tré em va thanh thiéu nién chua
duge nghién ciru. Vi vdy, khong nén st dung cho tré em va thanh thiéu nién dudi 18 tudi.
3.3.CHONG CHI PINH

Khong sir dung cho cac trudng hop min cdm véi Miconazol, Miconazol Nitrat, cic dén xudt
imidazol khéc hodic v6i bit ky thanh phan t4 duge nao trong cong thirc.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC

Kem khong duge tiép xtic véi niém mac mit.

Céc phéan ting qua mén nghiém trong, bao gbm sbc phan vé va phit mach di duoc béo céo
trong qu4 trinh sit dung kem va céc cong thirc Miconazol khéc. Néu c6 bat ky ddu higu vé
phén tng qua man hay kich thich ndo xay ra nén ngirng sir dung thudc.

Liéu phép thich hop ciing duge chi dinh khi ban tinh ciing bj nhiém bénh.

Kem 4m dao khong 1am & da hay quén 4o.

Viéc st dung ddng thoi bao cao su latex hogc mang ngén dm dao cling vdi cac ché phdm
chéng nhidm tring 4m dao c6 thé 1am gidm higu qua cta cac bién phdp tranh thai nay. Do
d6, kem 4m dao khong nén dugc st dung ddng thoi véi bao cao su latex va mang ngin dm
dao latex.

Ta duoc:

Butylated hydroxyanisole: Co thé gy ra cic phéan Umg tai chd trén da (vi du nhu viém da
tiép xac), hoic kich tng mét va mang nhay.

Stearyl alcol: C6 thé gy phan tng tai chd trén da (nhu viém da tiép xtc).

Propylen glycol: Co thé gy kich tng da.

5. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phuy nit ¢6 thai:

O dong vat, Miconazol Nitrat cho thdy khong c6 tac dung gdy quai thai nhung gy ddc cho
thai khi ding liéu cao. Chi mdt lugng nhd Miconazol Nitrat dwgc hdp thu sau khi dung tai
chd. Tuy nhién, ciing nhu cac imidazol khac, Miconazol Nitrat nén duge sit dung thén trong
khi mang thai.

Mic di sy hip thu [ han ché, kem am dao chi nén dugc sir dung trong ba thang diu cua
thai ky va theo chi dinh ciia Bac s, khi lgi ich tiém ning vuot xa nhitng rdi ro co thé xay ra.
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Phu nit cho con bii: Chua biét liéu stt dung Miconazol Nitrat tai chd c6 dugc bai tiét qua sita
me hay khong. Cén thén trong khi st dung kem &m dao hodc kem bdi tai chd trong thdi gian

cho con bu.
6. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Chura c6 bdo céo.

7. TUONG TAC, TUONG KI CUA THUOC:

Miconazol ding dudng toan than dwoc biét 1a c6 tac dyng e ché CYP3A4 / 2C9. Do tinh
sinh kha dung toan than han ché sau khi ding dudng am dao, cdc twong tac li€n quan dén
lam sang rat hiém khi x4y ra. O nhitng bénh nhin ding thudc chéng dong dudng ubng, nhu
warfarin, cin thin trong va phai theo ddi tic dung chéng déng méu. Tac dyng va tc dung
khong mong mudn cta cac thudc khéc duge chuyén héa béi CYP2CY (vi dy, thuée ha
dudng huyét dudng ubng va phenytoin) va ca CYP3A4 (vi dy, cdc chét trc ché men HMG-
CoA reductase nhu simvastatin va lovastatin va thudc chen kénh canxi nhu dihydropyridin
va verapamil) khi ding chung v6i Miconazol ¢6 thé ting 1én va cin than trong,

Nén tranh tiép xtic gitta mot s6 san phdm latex nhu mang ngin ngira thai hogc bao cao su va
kem 4m dao vi cac thanh phén clia kem c6 thé lam thing chiing,

8. TAC DUNG KHONG MONG MUON (ADR):

Céac nghién ctru tir thir nghiém 1am sang dé danh gié su an toan ciia thudc chita Miconazol
d4 dugc thuc hién trén cdc bénh nhén nit bi nhiém nim candida va céc triéu ching da dugc
x4c nhan vé mit vi sinh (vi du: ngira &m hd, noéng rat / kich ng), hodc c6 d4u hi¢u ban do
Am ho, pht, viém hodc viém am dao. Ngoai ra, cac tac dung khong mong mubn cta thude
sau khi da luu hanh trén thi trlrong cung di duoc thu thap. Céac két qua dugce bao céo trong
Bang dudi diy véi mire do tAn sudt xudt hién dugc quy dinh nhu sau:

R4t thuong gip (>1/10) .
Thuong gip (>1/100 dén <1/10)

it gap (=1/1000 dén <1/100)

Hiém giip (>1/10000 dén <1/1000)

Rét hiém giip (<1/10000)

Phén loai theo hé théng co thé/ cic 16p co' | Tac dung khéng mong muén
quan
Mie dé tan sudt xudt hién

Tir cac thit nghiém ldm sang ¢6 mu don

ROi loan vé da va mo duéi da

Thirong gdp Phat ban

It gap Phat ban ngura, nbi may day

Hé thong sinh sén va cdc roi loan ving vi

RAt thuss . Ngira bd phén sinh duc nit, cdm giac nong
at thuong ga 5 b oy
g &P rat Am dao, kho chju & &m ho
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Thwrong gdp Pau bung kinh

Tir ngudn dii liéu sau khi thuoc lwu hanh trén thi tredng

Réi loan hé thong mién dich

Chira ré Qua man bao gébm soc phan v¢ va cic phén
wa ro "
rng phéan v¢

Roi loan vé da va mé dwdi da

Chura ro Phtt mach, ngira

Hé thong sinh sdn va cac roi loan viing vi

Chuwa ro Kich trng 4m dao, co co vung chiu

Mot loat cac phan ting bét loi di duge béo cdo trong cac thir nghiém 1dm sang, nhu: tiét dich
am dao, xuét huyét am dao, dau am dao, nhirc ddu, kho tiéu, nhiém tring dudng tiét niéu,
dau bung, hdng ban, sung va buén ndén. Tuy nhién, do thiét ké cta nhirng nghién ciru.ndy
nén khong thé két ludn mdt cach chinh xéc vé nguyén nhan gy ra ching.
9. ST’ DUNG QUA LIEU VA CACH XU TRI:
Trong trudong hop vo tinh nudt phai lugng 16n thube c6 thé xay ra cic triéu chirng nhw non
mira va tiéu chay. Trong trudong hop nay cin diéu tri triéu ching va hd trg.
10. PAC TINH DUQC LUC HQC
Nhom dwoc ly:
Thubc chéng nhidm triing va thubc st tring phy khoa khong két hop véi corticosteroid, dan
xuit imidazole.
Mi ATC : GOLAF04
MICOGINAL 2% la san phdm cé chira Miconazol-mdt imidazol tbng hop co tac dung
chéng nam thudc nhém azol. Miconazol c6 khang nang khing ndm manh mé&, dic biét véi
nim dang soi to v ndm men.
Miconazol diét t& bio ndm béng cach trc ché sinh téng hop ergosterol & ndm va lam thay
di thanh phan lipid cAu tao mang, din dén hoai tit t& bao ndm.
Miconazol ciing ¢6 tic dung khang mot sb truc khudn Gram duong va ciu khuén.
No6i chung, Miconazol gdy ra tac dung rat nhanh di véi triéu ching ngtra cling nhu mét
triéu ching khac thudng di kém voi nhi®ém ném dang soi to va ném men.
11. PAC TINH DUQC PONG HQC
Hép thu : Miconazol tdn tai trong 4m dao lén dén 72 gid sau mot lidu duy nhit. Hip thu
toan than ctia Miconazol sau khi tiém tinh mach rat han ché, voi sinh kha dung dat dugc chi
khodng tir 1 dén 2% sau khi tiém tinh mach & lidu 1200 mg. Nong dd Miconazol trong huyét
tuong c6 thé dugce phat hién trong vong 2 gio sau khi dung & mot s6 dbi trong, voi mirc tbi
da dat duge sau khi ding 12 dén 24 gio. Nong do trong huyét tuong giam chim sau do6 va
vin ¢6 thé do duge & hiu hét cac déi twgng sau 96 gio. Mot Lidu thi hai ding 48 gid sau do
cho ndng d6 thube trong huyét twong twong ty nhu lidu déu tién.
Phén bé : Miconazol sau khi hdp thu dugc lién két véi protein huyét tvong (88,2%) va hong
céu (10,6%).
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Chuyén héa va thii trir : Mot lugng nhé Miconazol sau khi hép thu dugc loai bo chu yéu
trong phin & ca dang con hoat tinh va dang da bi chuyén hoéa trong thoi gian 4 ngdy sau khi
sit dung thudc. Mot lugng nhd thudc con dang con hoat tinh va dang da bi chuyén héa ciing
xuét hién trong nuéc tidu. Thoi gian bén thai cta thude dao dong tir 15 dén 49 giy & hau hét
chc dbi twong va c6 kha ning phén anh ca sy hép thuy tir vi tri st dung va chuyén héa / thai
trir ctia thuée.
12. QUY CACH PONG GOI
Hop 1 tuyp 20g, 1 bd dung cu dua thubc vao 4m dao va to hudng dan sit dyng.
13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC
Bao quan: Noi khd mat, nhiét 46 khéng qua 30°C, tranh anh sang.
Han dung: 24 thang ké tir ngay san Xuét.
Han ding sau khi m& nip: 2 thang,
Tiéu chudn chét lugng: Tiéu chudn co sd.
14. TEN, PIA CHI CO SO SAN XUAT
CONG TY CO PHAN DUQC PHAM VCP
VCP Pharmaceutical Joint — Stock Company
Thach L&i - Thanh Xuan - S6¢ Son - Ha Noi
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