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MAU DANG KY HOP THUOC MICORMEYER CREAM

(HOP 1 TUYP X 10G KEM BOI DA)
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Micormeyer cream

Miconazol nitrat
Hydrocortison (dudi dang Hydrocortison acetat) 1% (ki)

HQP 1 TUYP X 10G KEM BOI DA

THUOC DUNG NGOAI

2% (kLA

TIEU CHUAN: TCCS

THANH PHAN: M3i 1gkem chia:
Miconazol nitrat

DE XA TAM TAY CUA TRE EM.

Hydrocortison (dudi dgng Hydrocortison acetat) 1% (kUkl)
CHIBINH, CACH DUNG, CHONG CHIBINH VA CAC THONG
TIN KHAC: Xem trong 18 hudng d8n s dyng thuéic kém theo.
BAO QUAN: Noikho, nhigt 60 khong qua 30°C, trénh nh séng.

BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
THUGC NAY CHi DUNG THEO BON THUGC.

5416 5X:
Ngay SX:
Han ding:

2% (kUki)

Co 56 san xual:
CONG TY LIEN DOANH MEYER-BPC
S66A3 qubc K 60, P. Phi Tén, thanh phd Bén Tre, tinh Bén Tre, Viét Nam

MAU BANG KY NHAN THUOC MICORMEYER CREAM

(TUYP 10G KEM BOI DA)

T? 18: phéng to 150%

" (=]

THANHPHAN: M6 1gkem chia: BAO QUAN: Noikns, nhidt &9 khing qud 30°C, brnhdnhsdng. &

"‘"""m','”"‘;m _ muui?m; BE XA TAM TAY CUA TRE EM. °

CHIBINH, CACHDUNG, cﬂﬁua CHIBINH VA CAC THONG mgﬁm m:g:::g:g:ﬁ;:l DUNG: £
TIN KHAC: Xem trong 13 hudng d&n st dyng thudc kam theo. » =)

b5

Cd sd sdn xudt: w

CONG TY LIEN DOANH MEYER-BPC =

S6 8A3 quéc 1§ B0, P. Phi Tan, thanh phé Bén Tre, tinh Bén Tre, Viét Nam »

@ Micormeyer cream

! Miconazol nitrat 2% ()
Hydrocartison (didi dang Hydrocortison acetat) 1% (kU/H)

SBK: TIEU CHUAN: TCCS
TUYP 10G KEM BOI DA

THUGC DUNG NGOAI
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(HOP 1 TUYP X 15G KEM BOI DA)
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SPK: TIEU CHUAN: TCCS
HOP 1 TUYP X 15G KEM BOI DA

THANH PHAN: M&i 1g kem chia:

Miconazol nitrat 2% (KI/K) 8616 SX:
Hydrocortison (dudi dang Hydrocortison acetat) 1% (kVki) Noly Sx:
CHIBINH, CACH DUNG, CHONG CHI BINH VA CAC THONG Hepdiing:
TINKHAC: Xem trong t hudng d&n st dyng thuSc kém theo.
BAO QUAN: Noi kha, nhiét d khdng qua 30°C, tranh dnh séng.
DE XA TAM TAY CUA TRE EM, Co sd san xuit:

CONG TY LIEN DOANH MEYER-BPC
séeAaqudcloao.EPhﬂTm.mnnmbBénTre,inh Bén Tre, Viét Nam

BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG.
THUGC NAY CHI DUNG THEO BON THUGC.
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DS. Huynh Thign Nghia

(TUYP 15G KEM BOI DA)
Ti lé: phéng to 150%

MAU PANG KY NHAN THUOC MICORMEYER CREAM

THANH PHAN: M8i 19 kem chifa:
Miconazol nitrat 2% (ki)
Hydrocortison (dudi dang Hydrocortison acetat) 1% (ki/kl)

BAOQUAN: Noi kho, nhiét 4 khang qué 30°C, trénh dnh séng.
BE XA TAM TAY CUA TRE EM.
BOC KV HUGNG DAN SU DYNG TRUGC KHI DUNG.

CHIBINH, CACH DUNG, CHONG CHIBINH VA CACTHONG  1Hu6c NAY CHI DUNG THEO BON THUGC.
TIN KHAC: Xem trong t6 hitdng din s dyng thudic kém theo.
Co sd san xuét:

CONG TY LIEN DOANH MEYER-BPC
S6 6A3 quc 16 60, P. Phi Tan, thanh phé Bén Tre, tinh Bén Tre, Viét Nam

Sdlo SXiHan dung
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Micormeyer cream

Miconazol nitrat 2% (ki)
Hydrocortison {dwddi dang Hydrocortison acetar) 1% (ki/kl)

SBK: TIEU CHUAN: TCCS
TUYP 15G KEM BOI DA

THUOC DUNG NGOAI
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MAU DPANG KY TO HUONG DAN SU DUNG THUOC
MICORMEYER CREAM

Rx- Thude nay chi ding theo don thube
MICORMEYER CREAM

Dé xa tim tay tré em
Doc ki hwéng din sir dung trurée khi ding
Thubdc ding ngoai

Thanh phau cdng thiee thube: Moi 1g kem chira:

- Thanh phan diege chat:
Miconazol nitrat 2% (k1/kl)
Hydrocortison 1% (k1/k1)
(dudi dang hydrocortison acetat)

- Thanh phdn td dwoc:

Methylparaben, Propylparaben, Liquid parafin,

Cetyl stearyl alcohol, Labrafil M 1944 CS,
Tefose 63, DL-Alpha-Tocopherol, Propylen
glycol, Dinatri hydrophosphat, Nuéc RO.
Dang bao ché:

- Kem béi da.

- M6 ta dang bao ché: Kem mém min, dong
nhét, mau trang duc.

Chi dinh:

- Diéu tri cac triéu chimg viém do nam da (nhur
chan cua vén dong vién) va ham ké do Candida.

- Diéu tri nhiém ndm da do céc vi khuan nhay
cam v&i miconazol nhur Demratophytes nim men
(loai Candida) va nhiéu vi khudn Gram duong
khac (bao gom Staphylococcus va Streptococcus).

Cich ditng, lidu ding:
* Cdch diing: Dung ngoai da.
* Liéu dimg:
Thoa kem Ién wving da bi ton thuwong
2 lan/ngay Xoa kem nhe¢ nhang vao da cho den khi
kem thdm hoan toan. Thoi gian diéu tri tbi da
7 ngay.
Nguwdoi gia: )
Thube c6 thé 1am mong da & ngudi 1én tudi, do
d6 nén sir dung han ché corticosteroid va trong thasi
gian ngén.

Chéng chi dinh:

- Bénh nhin man cam véi miconazol, cac din
xuat imidazol khac, hydrocortison hodc bét cir
thanh phén t& duoc nao ciia thude.

- Nhiém triing lao hay virus trén da hodc do vi
khuan gram am gdy ra.

- Micormeyer cream chéng chi dinh trong cac
trrdng hop sau:

+ Da bi ran nirt.
+ Boi thude trén dién tich da rong.

+ Dung keéo dai trén 7 ngay.

+ Diéu tri mun rop va mun trlmg ca.

+ Sur dung thubc trén mat, mit va niém
mac.

+ Dung diéu trj cho tré em duéi 10 tudi, trir
khi ¢6 chi dinh cua bac si.

+ Diéu tri bénh hic lao, ving hau mén sinh
duc, céc tinh trang nhiém tring thir phat, trir khi c6
chi dinh cua bac si.

Cinh bdo va thin trong khi diing thudc:

- Than trong khi ding Micormeyer cream doi
vGi bénh nhén dang dung thude chong déng méu
duong uong, céan phai theo ddi can thén hiéu qua
cia thude chdng déng mau.

- Céc phan {mg qua man ning, bao gdm phan
vé va phi mach, dd dwgc bdo céo khi diéu tri voi
Micormeyer cream hodc cac miconazol khéc (xem
muyc Tdc dung khong mong muon ciia lhuoc) Nén
ngung diéu tri thudc, néu phan tmg qua man hoic
kich irng xuét hién.

- Trénh khéng cho kem tiép xtic v6i niém mac
clia mit.

- Réi loan thi gidc c6 thé xay ra khi sir dung
corticosteroid toan than va tai cho Néu bénh nhan
¢6 triéu chimg mo mat hodc réi loan thi giac, nén
huéng din bénh nhan dén bac si nhan khoa dé
danh gia cac nguyén nhan c6 thé gay ra nhu dyc
thity tinh thé, tang nhan ap hodc bénh hiém gdp hic
vong mac trung tam thanh dich (CSCR).

- Do thubc c6 chira corticosteroid, nén than
trong khi boi thude trén dién tich da rong hodc vét
thuong dugc bang kin ké ca viée dung ta 16t cho tré
nhé. Tranh béi thude 1én mit.

- Tranh diéu trj corticosteroid tai chd lién tuc
trong thoi gian dai vi ¢6 thé xay ra tinh trang irc
ché tuyén thugng than ngay ca khi khong bang kin
vung duogc béi thude.

Sit dung thuédc cho phu ni co thai va cho con bii:

- Phu ni¥ ¢6 thai: Dit liéu 1am sang vé viéc sir
dung Micormeyer cream trong thai ky con han
ché. Corticosteroid c6 thé di qua nhau thai va co
thé anh hudng dén thai nhi. Céc corticoid tac dung
tai chd khi duge sir dung trén cac dong vat co thai
c6 thé gay ra nhig bat thudng vé sir phat trién cia
thai nhi. Sy lién quan giira két qua thuc nghiém
trén dong vat nay va thuc t€ trén nguol chuwa dugc
thiét lap. TSt nhét 1a khong nén st dung
Micormeyer cream trong thoi ky mang thai.

- Phu nir cho con bu: Khong 6 nghién ciru day
di va co kiém soat vé viéc sir dung Micormeyer
cream trong thoi ky cho con bu. Ciing chwa biét
viéc str dung Micormeyer cream tai ché co thé dan
dén hap thu toan than di dé thudc di vao sira me &
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ngudi hay khong. Than trong khi sir dung thude
nay trong thoi gian cho con bi.

Anh huing cia thude Ién khd ndng ldi xe, vin
hanh mdy mdc:

Khéng ¢ dir liéu vé anh hwéng cua thude 1én
kha néng 14i xe, van hanh may méc.

Tuwong rdc, tu'cmg Ky, ciia thudc:

- Miconazol trc ché sy chuyen hoéa cua nhirng
thudc duge chuyen hoa bai hé thong men CYP3A4
va CYP2C9. Do s hap thu vao co thé han ché sau
khi béi tai chd, cac twong tac 1am sang co lién quan
1a hiém gap. Tuy nhién, than trong & nhu'ng bénh
nhan ding thuéc chéng déng dmtmg uong nhu
warfarin va theo déi hi¢u qua cua thuéc chéng
dong mau 1a can thiét.

- Miconazol 1a mét chat irc ché CYP3A4 ¢6 the
lam giam chuyén hoa hydrocortison. Do do, nong
d6 hydrocortison trong huyét thanh s& cao hon khi
sir dung Micormeyer cream so vdi cac thudc dung
tai chd chi chira hydrocortlson
* Twong ky, cua thube: Do khong c6 cic nghién
clru vé tinh tuong ky cua thudc, khéng tron 1an
thudc nay véi cac thude khéc.

Tdc dung khong mong muén cia thudc:

Tinh an toan cua Micormeyer cream di dugc
danh gid trén 480 bénh nhén tham gia 13 thir
nghi¢m 1dm sang (sau thir nghiém mu déi va bay
thir nghiém nhan mo). Cac nghién ciru nay duge
thyc hién trén nhimg bénh nhan tir 1 thang den
95 tudi bi nhiém trung da do ndm da hodc nam
candida gdy ra, dic biét 1a cac triéu chirng viém.

Trong 3 phan img phu dwgc xac dinh tir 13 thir
nghiém lam sang khi dl‘mg Micormeyer cream,
kich img da dwgc béo céo trong 1 thir nghi¢m 14m
sang goém bénh nhan tir 17 dén 84 tudi, cam giac
nong rat da trong 2 thir nghi¢ém 14m sang bao gom
bénh nhan tir 13 dén 84 tudi va kho chiu trong
1 thir nghiém 14m sang trén tré so sinh tir 1 dén
34 thang.

M¢t phan g phu (nhu khé chiu) dd duge bao
c4o & 3 trong s6 13 thir nghiém 1am sang dwoc néu
& trén khi diéu tri bang Micormeyer cream cho
63 bénh nhén nhi (1 thang dén 14 tudi). Tan suét
kho chiu la phd bién (3,2%).

Trong 1 thir nghiém 1dm sang & tré so sinh (tir
1 dén 34 thang) tat ca cac phan img khé chiu xay
ra 12 bi viém da do ta 16t. Tan sudt va mirc do
nghiém trong cua cac phan tng phu khac & bénh
nhi twong ty nhw ngudi lon.

Cac phan ung phu dugc bao cao dudi day ¢
ngudi 1én va tré em khi diéu trj bing Micormeyer
cream:

* Jt gdp, 1/1000 < ADR < 1/100:

- Réi loan da va mé dudi da: Kich (g da, cam
giac bong rat da, mé day, viém ngira.

- Cac 16i loan chung va tai noi didu tri: Cau gét.

* Chua rd tdn sudt (khong thé wéc tinh tiv di liéu
thir nghiém ldm sang hién c6):

- Réi loan h¢ thong mién dich: Phan tmg phan
V€, qua man.

- Réi loan thi glac Tam nhin mo.

- Réi loan da va mé dudi da: Phu mach, phat
ban, viém da tlep xuc, ban do6, viém da, giam sic
16 da, phan img chd diéu tri.e

Théng bdo ngay cho bdc st hodc duwgc st nhitng

phan ing cé hai gdp phai khi sir dung thudc
Qud liéu va cdch xik tri:

- Dung lau dai va qua mic cé thé dan dén kich
ing da, triéu chimg thudng bién mat sau khi ngung
diéu tri.

- Corticosteroid boi tai chd c6 thé drgc hép thu
véi 56 lwong di dé tao ra tac dung toan thén.

Bdc tinh dwoc luc hoc:

Nhém duge 1y: Imidazol va dan xuat triazol,
thuée phédi hop.

Ma ATC: DO1A C20.

- Miconazol nitrat ¢ tac dung khang nam dbi
véi cac loai nhu: Candida spp., Aspergillus spp.;
nam ludng hinh gém Cryptococcus neoformans,
Malassezia  spp. va  Torulopsis  glabrata...
Mlconazol nitrat cling c¢6 tic dung khang khusn
trén mot s6 tryc khuan gram dwong va cau khuén.

- Hydrocoruson la mdt steroid co tic dung
chong viém do lam giam thanh phan mach mau
cua phan {mg viém, {rc ché sir di chuyén cia bach
céu da nhéan va lam giam tinh thdm cua thanh mao
mach. Ngoai ra, hydrocortison ciing c6 tac dung
lam co mach.

Ddc tinh dugc dpng hoc:

- Hdp thu: Sau 4 ngay bbi thude, miconazol vin
con trong da. Khi miconazol nitrat dugc boi tai
chd, sy hap thu toan than bi han ché, véi sinh kha
dung dudi 1%. Trong 24 va 48 gio sau khi sir dung
co the do dugc nong dd cia miconazol va/hodc cac
chat chuyen héa ciia n trong huyét twong. Sau khi
boi thude, luo‘ng hydrocortison dugc hap thu
khoang 3% lidu dung.

- Phdn bo: Miconazol sau khi hip thu dugc gan
ket v6i protein huyét twong (88,2%) va te bao hong
cau (10, 6%). Hon 90% hydrocortison gin két voi
protein huyet turong.

- Chuyén héa va thai trir:

+ Trong thoi gian 4 ngay sau khi bdi thuée,
mét lurgng nhé miconazol hap thu dugc dao thai
chu yeu trong phan dudi dang khong doi va chit
chuyén hoa. M0t lugng nho thudc va chat chuyen
hoa khéng dbi cung dugc tim thdy trong nude tiéu.

+ Thoi gian ban thai cua hydrocortison 1a
khoang 100 phit. Qua trinh trao déi chat dién ra ¢
gan va cdc mo. Céc chat chuyén héa dwgc thai trir
qua mude tidu, chi yéu 1a glucuronid va 1 lugng rat
nho hydrocortison khong déi.
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Qui cdch dong goi: Tiéu chudn chit lwgng ciia thube: TCCS
-Hop 1 tuyp 10 g.

e o Sy Lt v o
-Hopltyp15g Tén, dia chi ciia co s¢ san xudt thuoc:

Piéu kién bdo quin cia thude: Béao quan thude /O\|
noi kho, nhiét d6 khong qua 30°C, tranh 4nh sang. . . MEvERmrC
CONG TY LIEN DOANH MEYER-BPC

Hgn ding cia thubc: 24 thang ké tir ngdy sin 4 6A3 quéc 16 60, phuong Phi Tan, thanh phé Bén Tre, tinh
Xuat, Bén Tre, Viét Nam

DS. Huynh Thién Nghia




