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1. Thiinh phén céng thirc thude:
Thanh phén hoat chét: Betamethasonc 0,05% (w/w)
(dudi dang Betamethasone dipropionate 0,064% (w/w))
Clotrimazole 1,0% (w/w)

Thanh phin t4 duge: Polyoxyl 40 hydrogenated Castor, PEG 6000, alcohol stearyl, glyceryl stearat, propylen glycol, methyl
paraben, titan dioxid, tinh du hoa héng, tinh ddu hoa ngoc lan, nuéc tinh khiét.

2. Dang bao chi:

Kem boi ngodi da.

Kem mijn mau tring due, ddng nhét, ¢6 mui djc biét.

3. Chi dinh:

Pibu tri tai chd ngdn han trong cde nhifm wing nim da do Trichophyton rubrum; Tmentagrophytes; Fpidermophyfon
floccusim va Microsporum canis, nhiém ndm Candida do Candida albicans.

4. Litu lwgng va cich dimg:

Lidu diing:

Nudi 16n va tré em trén 12 tudi: Boi tai chd hai lin mi ngdy trong hai tufn (lang ben, ném da va nim candida) hogc trong bén
tudn (ndm da chén).

Tré em: Kem MAXGEL NEW khong duge khuyén céo cho tré em dudi 12 tudi.

C#ch ding: Chi diing (gi ¢hd.

5. Chéng chi djnh:

MAXGEL NEW chéng chi dinh & nhimg bénh nhén c6 tidn sir nhay cam véi bt ki thanh phin ndo ena thule hozic vdi cde cor-
ticosteroid hofic imidazol khac.

Néu kich ting hotic nhay cém phat trién khi sir dung kem MAXGEL NEW, nén ngimg diéu tri vé tién hanh liéu phép thich hop.
MAXGEL NEW chéng chi dinh trong bénh dé mgt (bénh rosacea), myn trimng c4, viém da quanh miéng, phat ban tiép xtic va
nhifm vi khufn hoiic nhigm virus,

6. Cinh bdo va thin trong Khi dang thube:

Doe tinh tai ché va toan than thudng gip dic biét 14 sau khi sir dung lién tyc trong thoi gian dai trén nhitng ving da bi tdn
thirong réng va & nhitng chd ubn cong. Néu sir dung cho mit, cée ligu trinh chi nén gidi han trong 5 ngdy.

MAXGEL NEW KHONG NEN DUNG VOI BANG KiN.

Corticosteroid tai ch c6 thé nguy hiém ddi véi bgnh vy nén vi mdt s6 Iy do bao gom tai phét sau khi phét trién kha niing dung
nap, nguy co bénh vay nén mun ma toan thin, djc tinh tai chd va toan thin do suy gidm chirc ning hing rao ctia da.

Bt ki tac dung phu nao duge béo cdo sau khi sir dung corticosteroid toan than, bao gbm (rc ché tuyén thuong thn, biéu hién
ciia hji chitng Cushing, ting dirémg huyét va diing nigu ciing cd thé xay ra véi steroid tai chd, dic bigt & tré so sinh va tré em.
MAXGEL NEW khong ding cho mit.

Réi loan thi gide co thé dvgc béo cdo khi sir dung corticosteroid todn than va tai chd (bao gdm trong miii va trang mét). Néu
bénh nhén cb cac trigu chimg nhu nhin me hofic céc rdi loan thj giac khac, nén duge chuyén dén béc sT nhan khoa dé danh gia
c4e nguyén nhén cd thé giy ra 16i loan thi gific, cd thé bao gdm dyc thiy tinh thé, ting nhin ap hoic cdc bénh hiém giip nhu
bénh hiic vong mac trung tim thanh djch (CSCR) da dugc bao céo sau khi sit dyng corticosteroid toan théan va tai ché.

Tré em

« Nén tranh didu trf [ién tyc 14u dai & tht ca tré em khong phéan biét tudi tac.

» Khong nén sir dung MAXGEL NEW vi bing keo cé nhén,
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« Chua xéc dinh duge tinh an toan va hi¢u qua cla kem MAXGEL NEW & tre em dudi 12 tudi. i
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« Néu sir dung cho tré em, cic ligu trinh nén duge gidi han trong 5 ngay. // 302
Ut ché trye thuong thén - ha dbi - tuyén yén, hoi ching Cushing va ting huyét &p noi so di dirge bao céo/ig dré ﬁ*ﬂj’ﬂﬁcﬁl

costeroid tai chd. Biéu hicn ciia G ché tuyén thugng thén &tré em bao gdm chim phat trién tuyén tinh, chf{m ang f’?ﬂ’ mﬁ‘ﬁp
cortisol trong huyét twong thip va khdng dép tmg v6i kich thich ACTH. Biéu hi¢n cia tang dp ndi so bamgﬁ ca t‘hbﬁp P)/%
dau ddu va phu gal thi hai bén, \\3 o loll

vét thuong hé hodc céc viing da b vy hoiic bj t6n thuong 16n (ching han nhu bong).

7. Sii- dyng thudic cho phy nit ¢6 thaiva cho con bi:

Phy nir c6 thai:

Khong ¢6 dly di biing ching v& sy an toan trong thai ky. Clotrimazole khang cho thiy tac dyng gy quéi thai & dong vit
nhung gay doc cho ngudi &lidu udng cao.

Diing corticosteroid tai chd cho dong vt ¢6 thai c6 thé ghy ra cée bét thuong v& phat trién ciia bao thai bao gdm hé ham &ch va
cham phat trién trong tir cung. Do dé, cé thé cé mét nguy co rht nho cée tic dong nhu vay & thai nhi. Vi viy, chi nén sir dyng
MAXGEL NEW trong thdi ky mang thai néu loi ich mang lai cho thai nhi cao hon nguy co tiém An va khéng sir dung véi
lrgng 16n hojic trong thdi gian dai.

Phu nit cho con bl

Chua biét ciic thanh ph?m cila MAXGEL NEW c6 dugc bai tiét qua stia me hay khong, do dé chn thin trong khi diéu trj cho
phu nir cho con bi.

8. Anh hwong cua thube 1én khi niing 14i xe vi viin hanh may mée:

MAXGEL NEW khong anh hirdng 1€n kha néing 14i xe va vin hanh mdy mdc,

9, Twong tie thude:

Chua ¢6 twrong téc ndo dige biét dén.

10, T4e dung khong mong mudn ciia thube:

Cic tdc dyng khong mong muén duge bao cdo dbi véi MAXGEL NEW bao gdm: bong rét va chim chich, phét ban sén, phi
né, di cidm va nhifm triing thir phat,

Céc phan img duogc bio cdo vdi clotrimazole bao gbm ban do, chim chich, phfmg 1op, bong tréc da, phit n&, ngira, ndi may day
vé kich g da néi chung.

Céc phan img véi betamethasone dipropionate bao pbm: bong rét, ngira, kich tmg, khd da, viém nang long, ting sic 16, ndi myn
tritng c4, tang sic té, giam shc t, viém da quanh migng, viém da tiép xic dj tmg, da sin sii, nhiém tring thir phat, teo da, rom
siy ran da, don mao mach, m& mét va nhay cam,

@ tré em diing corticosteroid tai chd, trc ché truc thugng thin - ha dbi - tuyén yén, hoi chimg Cushing va tang huyét ap nfi so
da duge bio cdo.

THONG BAO NGAY CHO BAC ST NHOUNG TAC DUNG KHONG MONG MUON GAP PHAT KHI SU DUNG THUOC,
11, Qué lidu va cdch xi tri:

Qud litu ¢ép tinh MAXGEL NEW béng dudng boi tai chd kho xay ra va s¢ khong dn dén tinh trang dc doa tinh mang; tuy
nhién corticosteroid bdi tai chd c6 thé dwoc hip fhu voi lwong di dé tao ra tic dung toan than.

Céc tée dung déc hai khé c6 thé xdy ra sau khi vo tinh ubng phai MAXGEL NEW. Céc déu higu nhidm doe xudt hién sau khi
vo tinh nut phai cin duge didu trj tricu chirng.

12, Cfie diic tinh dwoe hwe hoc:

MAaATC: DO7BCO1

MAXGEL NEW chira betamethasone dipropionate, mat glicocorticoid thé hign cic dic tinh chung ctia corticosteroid, va
clotrimazole 12 mdt chét chéng ndm imidazole.

Corticosteroid tai ch® c6 higu qua trong didu trj mot loat bénh da lidu vi tic dung chdng viém, chéng naira vi co mach ctia nd.

Clotrimazole 1a mot chéit ching ném phd rdng c6 hoat tinh chéng lai Trichomonas, Staphylococei va Bacteroides.
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13. Chc diic tinh duwge dgng hoe:

MAXGEL NEW duoe ding dé didu tri cde tinh trang da va dugc ding tai ¢hd, Do do, 6 rét it duge dong hoc lién quan dén
sinh kha dung tai vi tri tac dung.

Clotrimazole thim qua 16p biéu bl sau khi dung tai ché nhung hip thu toan than rit it (néu ¢6).

Mitc d hip thu qua da ctia corticosteroid tai chd duge xac dinh bai nhidu yéu t6 bao gdm phuong tign, tinh todn ven cia da va
vige sir dyng bang dinh.

Corticosteroid tgi chd dugc hiip thu toan than lign két véi protein huyét trong, duge chuyén hoa & gan va bai tiét qua than. Mot
sb corticosteroid va cac chit chuyén héa ciia ching ciing dugc bai tiét qua mat.

14.Quy cich dong goi:

Hop 1 tuyp x tuyp 5 g.

Hop 1 tuyp x tuyp 10 g

Hop 1 tuyp x tuyp 15 g.

15. Diéu kién bio quin, han ding, titu chufin chit lwgng cia thue:

Ditu ki¢n biio quin: Bdo quan noi khd rdo, nhiét dé dudi 30°C, tranh 4nh sing,

Han diing: 36 thing ké tir ngay san xuét.

Tiéu chufin chit lwgng: TCCS

16. Tén va dja chi co' s& sin xudt:
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