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Thanh phan: M6i tuyp 10g chia

Clotrimazol.. .100mg
Betamethason d|proplunat........5.4mg
Gentamicin sulfat..... 10mg (hoat lyc)
Dang bao ché: Kem héi ngedi da.

Béo quén: Trong hdp kin, nai khd mat,
nhigt d6 dugi 30°C.

Composition: Each tube 10g contains:
Clatrimazole...........ccooooon., 100MQ
Betamethasone dipropionate........6.4mg
Gentamicin sulfate.......... 10mg (potency)
Dosage form: Cream for topical use only.
Storage: In a tight container, dry and cool
place. below 30°C
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H)mg(hoat lue)
inh & cdc thdng

Chi dinh, cdch ding, ching chi dinh & cdc thang
tin khdc: Xin doc trong i hudng din sif dung.
Bong gdi: 10gftuyp/hip.

D€ xa tdm lay tré em

Boc ki hidng dan sit dyng trude khi ding

San xudt tai CTY TNHH PHIL INTER PHARMA

25, dufing 58 8, KCN Vigt Nam-Singapore.
Thudn An, Binh Dudng

Indications, administration, contra-indication

and other information: See insert paper.
Package: 10g/tube/box

Keep out of reach of children
Reach insert paper carefully before use
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PINROTA

Doc ky htro‘ng din sir dung truéc khi ding.

Dé xa tam tay tré em.

Thong bdo ngay cho bdc si hodc duwgc si nhitng tic dung khong mong muén gap phai khi
sir dung thubc.

Thudc nay chi dung theo don cua bdc si.

THONG TIN CHO BENH NHAN

Thanh phin, ham lwong
Madi tuyp 10g kem chira:

Hoat chit:
Betamethason dipropionat..........c.ccccevviiviiiiinens 6,4 mg
Getitamiein sullat . ommmmmunasns 10 mg (hoat luc)
CLOINAZL. cssmunssummvsmsmmmssssmmemsmsarens 100 mg

Td dwgc: Chlorocresol, cetostearyl alcohol, vaselin, parafin long, polyoxyl 25 cetostearyl
ether, propylen glycol, natri dihydro phosphat, methylparaben, propylparaben, nu¢c tinh
khiét.

M ta sin phim ,

Thuoc dang kem mau trang, min.

Quy cich dong goi

Hop chtra 1 tuyp 10 g.

Thube dung cho bénh gi?

PINROTA duoc chi dinh diéu tri cac bénh ngoai da ddp tmg véi corticosteroid khi co bién
ching nhiém khuin do vi khudn (nhay cam véi gentamicin) va ndm (nhay cam véi

clotrimazol) hay khi ¢6 nghi ngd nhiém khudn. Kem thich hop dung cho bénh cham uot
(oozing eczema).

Nén ding thudc nay nhw thé nao va liéu lugng?

Thoa mét 16p mong PINROTA bao phu toan by bé mit ving da bi bénh va ving da xung
quanh 2 lan/ngdy, vao budi sing va t6i. Nén dung thube déu din dé dat duoc hiéu qua diéu tri.
Thoi gian diéu tri phu thudoc mirc do lan réng hodc khu tra ctua bénh va dép Umg cua bénh
nhan. Tuy nhién, nén xem xét lai chdn doan néu khong dat duoc cai thién 1am sang sau 3 dén
4 tudn diéu tri.

Khi niao khong nén dung thudc nay?
Bénh nhén qua man véi bt ky thanh phin nao cua thude hodc véi cae thube corticosteroid

khac hodc nhom imidazol.

Tac dyng khong mong mudn
Rat hiém co bao cdo vé cac tac dung ngoai y khi dung PINROTA, bao gbm ddi mau da, giam

sic hong cau, bong rat, ban do, tiét dich ri va ngua.
Trong s6 khoang 1000 bénh nhan sir dung clotrimazol tai chd dé didu tri cac bénh vé da, 95%
bénh nhan dung nap tai chd rét tt. Cac tac dung phu bao gdm cam giac nhirc nhdi, phong rop,
bong da, phu né, may day va kich ung da.
Piéu tri v6i gentamicin cé gy kich (mg thoang qua (ban do va ngira) va thuong khong can
ngung thudc.
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Céc tac dung ngoai y tai chd sau day di duoc bao céo khi dung corticosteroid tai chd, nhit 1a
khi bing kin: Bong rat, ngira, kich trng, khé da, viém nang 16ng, ram 16ng, ndi ban dang trimg
ca, nhuoc sic to, viém da quanh miéng, viém da di img do tiép xtc, 16t da, nhiém khuan thu
phat, teo da, ndi van da va bénh hat ké.

Nén tranh ding nhitng thudc hodc thwe phim gi khi dang si dung thube nay?

Chua c6 béo céo.

Cin lam gi khi mgt lin quén khong dung thude?
Ding lidu da quén ngay khi nhd. Néu gan dén gio dung lidu ké tiép, bo qua liu quén va dung
thudc theo lidu khuyén cdo ké tiép. Khong dung liéu gap déi dé bu cho liéu da quén.

Cin bio quin thudc nay nhu thé nao?
Trong hop kin, noi khé mat, nhiét do dudi 30°C.

Nhitng d4u hiéu va triéu ching khi dung thude qua liéu

Triéu chirng

St dung corticosteroid tai chd qua muc hodc kéo dai c6 thé 1am trc ché chic nang tuyén yén-
thuong than, gdy suy thugng than thi phat va xuét hién céac biéu hién ting tiét tuyén thuong
than, bao gém bénh Cushing.

Thoa clotrimazol duoc danh ddu '*C vao ving da lanh hodc da bénh sau d6 bang kin trong 6
gitr da khong thé dinh luong duogc chét phong xa trong huyét thanh cua cac dbi turong dung
thudc (thdp hon giéi han phat hién 0,001 mcg/ml), hau nhu khéng c6 qua liéu khi dung
clotrimazol tai chd.

Sir dung qua mdt liéu duy nhit gentamicin hau nhu khong biéu hién triéu ching. St dung
gentamicin tai chd qua nhiéu hay kéo dai c6 thé lam nang thém tén thuong do su phat trién
ctia cac vi khuan khong nhay cam.

CAn phai 1am gi khi dung thudc qu4 liéu khuyén cdo?

Xur tri

Nén diéu tri triéu chimg thich hop. Cac tridu ching ting tiét tuyén thuong than cép thuong
héi phuc. Diéu tri mét can bang dién giai néu can thiét. Trong truong hop ngd doc man tinh,
nén ngung corticosteroid mot cach tir tur.

Néu xudt hién ting sinh qua mirc cac vi khuan khong nhay cam, ngung str dung PINROTA va
ap dung phuong phap diéu tri thich hop.

Nhirng diéu c?m’ thin trong khi dung thude nay

Khéng dung thude nay cho mat.

Néu tinh trang kich tmg hodc man cam tién trién khi stt dung PINROTA, nén ngung thude va
thay thé bang phwong phép diéu trj thich hop.

Bit ky tac dung ngoai y nao dugc ghl nhén sau khi str dung corticosteroid toan théan, ké ca tc
ché tuyén thuong than, ciing ¢6 thé xay ra voi corticosteroid dung tai chd, ddc biét & nhil nhi
va tré em.

Da ghi nhén di tmg chéo trong nhém aminoglycosid.

Hép thu toan than cuia cac corticosteroid hay gentamicin dung tai chd s& tang néu diéu tri trén
dién rong hodc biang kin ving boi thubc, nhét 1a khi sir dung kéo dai hodc da bi ton thuong.
Nén tranh bdi gentamicin 1én vét thuong hd hay ving da bi tén thuong. Trong trudng hop
ndy, c6 thé xudt hién cac tdc dung khong mong mudn gidng nhu khi dung gentamicin toan
than. Nén than trong khi sir dung thudc trong nhimg truong hop nhu trén, dac bi¢t & nhil Ti
va treé em. -,
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Str dung kéo dai khang sinh tai chd c6 thé gay ting sinh qua mirc vi khuan khéng nhay cam.
Néu didu nay xdy ra hodic xuit hién kich tmg. nhay cam hodc boi nhiém khi st dung
PINROTA nén ngung thubc va thay thé bang phuong phap diéu tri thich hop.

Sir dung cho tré em: So véi ngudi trudng thanh, tré em nhay cam hon voi corticosteroid tai
chd gay tc ché truc ha ddi tuyén yén tuyén thuong than (HPA) va véi tac dung cua
corticosteroid ngoai sinh do kha nang hép thu 16n hon vi ty 1é dién tich bé mit co thé/ thé
trong lom.

Ut ché truc HPA, hoi chirng Cushing, chim ting trudng, cham tang can, va tang ap luc ndi so
da duoc bao céo & tré em dung corticosteroid tai chd. Nhirng biéu hién ctia suy thuong thin ¢
tré em bao gébm ndng do cortisol trong huyét tuong thip va khong dap tmg véi kich thich
ACTH. Céc biéu hién cua ting ap luc ndi so bao gdm phong thép, nhirc dau va phu gai thi hai
bén.

Anh huomg 1én kha nang ldi xe va van hanh mdy mée: Chua ghi nhan dugc béo céo phan Gng
bét loi nao vé anh huong cua thube 1én kha ning van hanh may méc, ldi tau xe, ngudi lam
viéc trén cao va cac truong hop khac.

Theoi kp mang thai: Vi chua xéac dinh tinh an toan cua corticosteroid dung tai chd & phu nit c6
thai do d6 chi nén sir dung thude trong thoi ky mang thai khi loi ich vuot trdi nguy co déi voi
thai. Khong nén bbdi thude trén dién rong voi sb luong 1én hodc sir dung kéo dai trong thoi ky
mang thai.

Thoi kp cho con bii: Do chua biét lidu dung corticosteroid tai chd c6 thé gy hap thu toan
than du dé bai tiét mot luong co thé dinh lwong dugce trong slra mg hay khong do d6 can quyet
dinh ngung dung thudc hodc ngung cho con by, ¢6 can nhic dén tdm quan trong cia thude doi
véi ngudi me.

Khi naio cin tham vén bdc si, dwgc si?

Khi xay ra phan tmg di irng do dung thudc.

Khi diing thudc qua liéu chi dinh.

Phu ni¥ ¢6 thai va cho con bu.

* Néu can thém théng tin xin héi y kién bdc st hogc duoc si.

Han dung cua thube

36 thang ké tir ngay san Xuat.

*Khéng ding thuéc qud han sit dung.

Tén, dia chi cia co so' san xuit

CONG TY TNHH PHIL INTER PHARMA

S6 25, BPuong s6 8, KCN Viét Nam - Singapore, Thuan An, Binh Duong.

Ngay xem xét sira doi, cAp nhat: ................

THONG TIN DANH CHO CAN BO Y TE

DUQC LUC HQC

Nhém duege Iy: Ché phim phéi hop chét khing khuén va corticosteroid bdi ngoai da.

Ma ATC: DO1A C20.

PINROTA la mdt ché phdm két hop tac dung khang viém kéo dai, chéng ngtra va co mach
ciia betamethason dipropionat voi tac dung khang nam phd rong cta clotrimazol va tac dung

khang khuan phd rong cla gentamicin sulfat. Clotrimazol tac dong 1én mang té bao nim va
\
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gay thiéu hut céc chat can thiét cho té bao. Gentamicin cé hiéu qua diéu tri tai chd cao trong
nhiém khuan da tién phét va thi phat.

Betamethason 12 mét corticosteroid tdng hop, ¢6 tac dung glucocorticoid rat manh, kém theo
tac dung chuyén héa mudi nuéc khong dang ké. 0,75 mg betamethason co tac dung chéng
viém tuong duong voi khoang 5 mg prenisolon. Betamethason c6 tac dung chéng viém,
chong thap khép, chong di tng, va lidu cao c6 tic dung e ché mién dich. Thudc dung duong
udng, tiém, tiém tai chd, hit hogic boi dé tri nhiéu bénh can chi dinh dung corticosteroid. Do it
c6 tac dung trén chuyén héa mudi nudce, nén betamethason rat phu hop trong nhitng truong
hop bénh ly ma gilt nude la bat loi.

Clotrimazol 1a mét thube chbng nam téng hop thudc nhém imidazol phé rong duoc dung didu
trj tai chd cac truong hop bénh nam trén da. Co ché tac dung cua clotrimazol 1a lién két vai
cac phosphollpld trong mang té bao nam lam thay ddi tinh thdm ctia mang, gy mét céc chit
thiét yéu ndi bao dan den tiéu huy té bao ndm. In vitro, clotrimazol cé tac dung kim ham va
diét ndm, tuy theo ndng do, véi cac chung Trychophyton rubrum, Trichophyton
mentagrophytes, Epidermophyton floccosum, Microsporum canis va céac loai Candida.
Gentamicin sulfat 1a mot khang sinh thudc nhom aminoglycosid cé tac dung diét khudn qua
{rc ché qua trinh sinh téng hop protein cua vi khuan. Gentamicin dat hiéu qua cao khi ding tai
chd dé didu tri cac nhidm trang da tién phéat hodc thw phat. Cac vi khuén nhay cam véi
gentamicin bao gbm céac chang Staphylococcus aureus (tu cdu coagulase dwong tinh,
coagulase 4m tinh va mot vai ching san xuat penicillinase) va céac vi khuan gram 4m nhu
Pseudomonas aeruginosa, Aerobacter aerogenes, Escherichia coli, Proteus vulgaris va
Kebsiella pneumoniae.

DUQC PONG HQC

Betamethason d& duoc hap thu khi dung tai chd. Khi bdi, dic biét néu bang kin hodc khi da bi
réch hodc khi thut truc trang, ¢6 thé c6 mot lugng betamethason dugce hap thu vao hé tuan
hoan.

Clotrimazol va gentamicin rét it duoc hép thu khi ding & dang ché pham boi trén da.

CHI PINH

PINROTA duogc chi dinh diéu tri cic bénh ngoai da dép tmg vai corticosteroid khi c6 bién
chimg nhiém khuin do vi khudn (nhay cam vOl gentamicin) va nim (nhay cam véi
clotrimazol) hay khi c6 nghi ngd nhiém khuan. Kem thich hop dung cho bénh cham ud6t
(oozing eczema).

LIEU DUNG VA CACH DUNG

Thoa mdt 16p mong PINROTA bao phu toan b bé mat ving da bi bénh va ving da xung
quanh 2 lé’infngéy, vao budi sang va toi. Nén dung thube déu din dé dat dugc hidu qua diéu tri.
Thoi gian diéu tri phu thuge mic do lan rong, hodc khu tri ctua bénh va dap Gmg cuia bénh
nhan. Tuy nhién, nén xem xét lai chan doan néu khong dat duoc cai thién 1am sang sau 3 dén
4 tuan diéu tri.

CHONG CHIi BINH
Bénh nhén qua min véi bat ky thanh phdn nao ctia thudc hodc véi cac thue corticosteroid

khéac hodc nhém imidazol.

THAN TRONG

Khong ding thude nay cho mat.
Néu tinh trang kich g hodc man cam tién trién khi sir dung PINROTA, nén ngung thubc va
thay thé bing phuong phap diéu tri thich hop.

Bit ky tac dung ngoai y nao dugc glu nhén sau khi sir dung corticosteroid toan thén, ké ca uc
ché tuyen thugng than, cling co thé xay ra voi corticosteroid dung tai chd, dic biét & nhii ngn
va tré em.
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Pa ghi nhén di ing chéo trong nhém aminoglycosid.

Hap thu toan than cua cac corticosteroid hay gentamicin dung tai chd s& ting néu diéu tri trén
dién rong hodc bang kin ving boi thude, nhat 1a khi sir dung kéo dai hoic da bi tén thuong.
Nén tranh bdi gentamwm lén vét thuong ho hay vung da bi tén thuong. Trong trudong hop
nay, ¢6 thé xuit hién céc tac dung khong mong mudn giéng nhu khi ding gentamicin toan
than. Nén than trong khi sir dung thude trong nhitng trudng hop nhu trén, dic biét & nhil nhi
va tré em.

St dung kéo dai khang sinh tai chd co thé gay tang sinh qua mirc vi khuan khéng nhay cam.
Néu diéu nay xay ra hodc xuét hién kich Gng, nhay cam hodc bdi nhiém khi st dung
PINROTA nén ngung thudc va thay thé bing phuong phap diéu trj thich hop.

Str dung cho tré em: So voi ngudi trudng thanh, tré em nhay cam hon véi corticosteroid tai
chd gy wc ché truc ha ddi tuyén yén tuyén thuong than (HPA) va véi tic dung cla
corticosteroid ngoai sinh do kha nang hfip thu 1én hon vi ty 1€ dién tich bé mit co thé/ thé
trong lon.

Uc ché truc HPA, hoi ching Cushing, chdm tang truong, cham tang cén, va tang ap luc ndi so
da duoc béo cdo & tré em ding corticosteroid tai chd. Nhitng biéu hién cua suy thuong than &
tré em bao gdm ndng dd cortisol trong huyét twong thap va khong dép tmg véi kich thich
ACTH. Céc biéu hién cua tang ap luc ndi so bao gdm phdng thép, nhire dau va phu gai thi hai
bén.

Anh huong lén kha nang ldi xe va van hanh mday méc: Chua ghi nhan duge bdo céo phan tmg
bat loi nao vé anh huong cia thude 1én kha nang van hanh may moc, 1ai tau xe, ngudi lam
viéc trén cao va cac truong hop khac.

Thoi ky mang thai: Vi chua xac dinh tinh an toan cta corticosteroid dung tai chd & phu nit ¢6
thai do d6 chi nén sir dung thude trong thoi ky mang thai khi loi ich vuot trdi nguy co ddi voi
thai. Khong nén bbi thude trén dién rong voi sé luong 16n hodc sir dung kéo dai trong thoi ky
mang thai.

Thoi kp cho con bii: Do chua biét lidu dung corticosteroid tai chd c6 thé gy hép thu toan
than du dé bai tiét mot luong c6 thé dinh lugng dugce trong sita me hay khong do d6 can quyét
dinh ngung dung thudc hodc ngung cho con by, cé can nhac dén tdm quan trong cua thude ddi
vO1 ngudl me.

TUONG TAC THUOC
Chua co6 bao cdo.

TAC DUNG KHONG MONG MUON
Rat hiém co béo cdo vé cac tac dung ngoai y khi dung PINROTA, bao gbm ddi mau da, giam

sdc hdng cau, bong rat, ban do, tiét dich ri va ngira.

Trong sb khoang 1000 bénh nhan sir dung clotrimazol tai chd dé didu tri cac bénh vé da, 95%
bénh nhan dung nap tai chd rét tét. Cac tac dung phu bao gdm cam gidc nhuc nhdi, phong rop,
bong da, phu né, may day va kich tmg da.

Didu tri voi gentamicin c6 gdy kich tmg thoang qua (ban d6 va ngtra) va thuong khong can
ngung thude.

Céc tac dung ngoai y tai chd sau day da dugc bdo cdo khi dung corticosteroid tai chd, nhét la
khi bang l(m Bfmg rat, ngtra, kich ing, kho da, viém nang lﬁng* ram 16ng, ndi ban dang trimg
c4, nhuoe sic to viém da quanh miéng, viém da dj ung do tiép xuc, 10t da, nhiém khuan tl‘lu
phét, teo da, néi van da va bénh hat ké. (-\}
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QUA LIEU VA CACH XU TRIi

Triéu chirng

Str dung corticosteroid tai chd qua mirc hodc kéo dai co thé 1am trc ché chic nang tuyen yén-
thugng than gdy suy thuong than thir phat va xuét hién cac biéu hién tang tiét tuyén thuong
than, bao gom bénh Cushing.

Thoa clotrimazol dugc danh ddu *C vao ving da lanh hodc da bénh sau d6 bang kin trong 6
gitr da khong thé dinh luong duoc chét phong xa trong huyét thanh cua céc dbi twong dung
thudc (thédp hon gi6i han phat hién 0,001 mcg/ml), hdu nhu khéng c6 qua liéu khi ding
clotrimazol tai chd.

St dung qua mdt lidu duy nhit gentamicin hdu nhu khong biéu hién triéu ching. St dung
gentamicin tai chd qua nhiéu hay kéo dai c6 thé 1am nang thém ton thuong do sy phat trién
ctia céc vi khudn khong nhay cam.

Xik tri

Nén diéu trj triéu chimg thich hop. Céc triéu ching ting tiét tuyén thuong than cép thuong
héi phuc. Piéu trj mit can bang dién giai néu can thiét. Trong trudng hop ngd doc man tinh,
nén ngung corticosteroid magt cach tir tur.

Néu xuit hién ting sinh qua mirc cac vi khuan khong nhay cam, ngung str dung PINROTA \{r
ap dung phuong phap diéu tri thich hop. (\)

TE.

L
%
|
|
r
N
Yc 5 3

s P
)

TUQ.CUC TRUC}NG
p TRUONG PHONG

4é M inty His g

6/6



