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Thuée kem GIDAUM
Lidocain 3% - Hydrocortisone 0,5%

[Kh uys'lo:
Boc ky budmg dan st dyung trude khi ding
Dé xa tam tay tré em

Théng béao ngay cho béc sT hodc duge s§ nhing tdc dyng khdng mong mudn
gip phai khi sir dung thudc
Rx Thudc nay chi dung theo don thube

1. Thanh phin
Mdi g thude kem ¢d chira:

Lidocain Hydrochloride ......oovoiiinniiiniiiiinin 30,0 mg
Hydrocortisone ACelat. . .....cooovvvreianiineniinniaiie i 5,0 mg
T4 dugc:

Emulsifying wax, vaselin, cetyl alcol, alcol cetostearyl, polyoxyethylen stearate,
dimethicon, butylated hydroxyanisole, glycerin, polyoxyl 40 hydrogenated
castor oil, propylenglycol, nipagin, nude tinh khiét.

2, Dang bao ché:. ) X
Kem mau tréng dén tréing nga, ddng nhit, cé dd mém thich hgp, duge déng trong tuyp

nhom kin.

3. Chi djnh:

Thube kem Gidaum duoc chi dinh st dung &€ khang viém va giam dau gy ra boi
bénh ngita, ngira do cham. trity xuée, bong nhe, vét cdn triing cén, cam gidc dau, dau
nhirc va khé chiu do ngita hdu mén, ngira viing dm hd, bénh tri, nirt hu mén va cac
tinh trang tuong ty trén da va niém mac & nguoi 1on (i 18 tudi tror 18n).

4, Liéu ding va ciach dung:

Nguedi Iom (18 tudi tro lén).

Boi sin pham Ién ving da b anh huéng bai lin m3i ngay hoc theo chi dln cia bac s,
Néu nhu khéng ¢ dap (g véi tinh trang bénh hoic tinh trang bénh khdng thuyén giam
khi d4 13p lai qua trinh diéu trf hodic tinh trang tr& nén t& hon, ngling st dung va tim kiém
16i kbuyén cia béc si.

Tré em (duwdi 18 tuoi).

Swr an toan va hiéu qua & tré em chua duge thiét lap.

Bénh nhin suy gaw/ suy ihin:

Chura ¢6 dit lidu cy thé. Tuy nhién, sir dung thén trong & cac déi twong bénh nhén nay.
C6 thé didu chinh lidu luong hode tuan theo chi dinh cda bac si diéu ti,
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5. Chéng chi dinh:

Khong sir dung san phém cho nhiing bénh nhan c6 lich sir qua man v&i bit cir thanh
phin nao ciia thube hodic ¢6 phéan tng bét loi véi lidocain hodc cac thudc gy (& dang
amid khac (thudmg khéng cé phan tng chéo giita thube gy 1@ dang amid voi thude
gy mé loai este gbe cain khac). ,

Néu kich ung qué mic va tinh trang xau di xay ra dang ké, ngung st dung va tim
kifm 1o khuyén cta béc st. Cin thén trong khi sit dung sén phim lidocain bdi ngoai
da déi voi nhitg bénh nhan bj suy gidm chic ndng gan ciing nhir bénh nhén ¢6 tinh
trang strc khoe kém hodic b¢nh nhén cao tudi va bénh nhén bi bénh gan ning. Cén than
trong khi sir dung san pham ¢ nhitng bénh nhén dang sir dung thude ching loan nhip
Toai | boi vi ¢6 thé xay ra cdng huong the dung phy. San phdm nay chéng chi dinh cho
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bénh nhan nhifm lao hogc bénh nhan c6 nhiing ton thuong do nhiém nam, dfu mba,
thuy déu va nhidm virus herpes simplex. Chong chi dinh si dung coyticostcroid béi
ngoai da & nhitng bénh nhén cé tidn si qua man véi bat cir thanh phan nao cla ché
phim.

6. Canh bao v thin trong dac bigt khi sw dung:

Cinh bao:

Thube chi sir dung bdi ngoai da. Khong duge st dung cho nhan khoa.

Céng thirc lidocain béi ngodi da ¢o thé duge hip thu nhidu hon trén niém mac, ving
da bi trhy, viing da bi tén thwong hoac bj kich thich so voi ving da con nguyén ven.
San phim khong duoc nuét, bbi vdo miéng, phia trong miii v vao mét. Sén phim
khong duge st dung vao bén tronig tai. Batky trudmg hop nao khi lidocain thdm nhép
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corticosteroid manh hon d4 duge chirng minh dc tinh quai thai khi dung bdi ngoai da
trén nhitng dong vat thi nghiém. Khong ¢6 bing chimg ddy di va nhimg nghién ciru
duoc kidm soat tdt vé @de tinh gay quai thai khi sir dyng corticosteroid boi ngoai da &
phu nit ¢ thai. Do do, chi sir dung corticosteroid boi ngoai da cho phu ni ¢ thai khi
loi ich 16m hon nguy co ti€m an cho thai nhi. Nhimg thudc thude phén logi nay khong
nén duge st dung rong rdi trén nhitng bénh nhin mang thai, voéi sb lugng 16n hodc
trong thdi gian dai.

Phu nir cho con hu
o) nguoi, lidocain bai tiét vao sita me. Y nghia lam sang ciia quan sét ndy vin chwa 3.

CAn thén trong khi sit dung tidocain cho phu nit dang cho con bu.

8. Anh hwing trén kha ning l4i xe va vén hanh may moéc

Chua c6 nghién ciru vé& anh hudéng cia thudc 18n kha ning 14i xe va vén hanh méy
méc.

Hiy can than khi 14i xe hodc vén hanh may moc cho dén khi bénh nhan biét thudc kem

Gidaum anh hudng nhy thé nio.

9. Tlr(mg tdc véi cdc thuoc khdc va cic dang tu‘o’ng tac khde:

Chwa c6 nghién ciru nao vé tyong téc thuéc duoe tién hanh. Mic du thong thuémg kha
niing hép thu cia lidocain tir da thip, ¢in thén trong khi sir dung thudc kem véi bénh
nhén sir dung thudc chdng loan nhip tim.

Cén thin trong ¢ benh nhén dang ding thanh phim chira steroid khde dang bdi ngoai
da va/ holic dumg udng vi kha niing ting cuang téc dung phu hodc ting hap thu toan
than. Nén tu van bai béc st diéu tri & cdc truong hop nhu trén.

Khéng sir dung bét ky sén pham nao khac trén cung mdt vung da véi sdn pham thubc
kem ndy ma khong hoi y kién bac s hoéc chuyen gla y té.

Huéng dén st dung ndy khéng mé ta het tit moi twong tac co thé xay ra. Cung cp
cho bac sT danh sich tit ¢ cac loai thude, thao dugc, thubc khéng ké don hodc thyc
phém chirc niing bd sung dinh dudng ma bénh nhan siv dung. Ciing cn phai noi véi
bac st néu bénh nhan hit thube, udng ruou bia hodic sir dung nhiing loai thuée kich

thich khac.

2512594,
10. T4c dung khéng mong mudn: //'—\
Ngay sau khi boi hodc trong khi bdi thubc kem c6 thé cam thy dau nh6i hodic cam CONG T
gidc béng rat nhe thoang qua lai nhitng ving da hd, hofic bong tréc da nhe (da sang ¢S PHAI
hom), hogc ban do (do da). DUGC PHE

MEDBOLD
11. Qua lidu va xi tri: \-/

LSS

ft ¢6 kha niing xay ra sit dung qud ligu nhung khong thé logi tri trudmg hop sir dung
khong diing cach c6 thé gy ra ndng dd huyét thanh cao hon binh thudmg.

Céc dfu hidu nhiém dée toan hin tuong ty nhu cée triéu chung qué liéu lidocain nhu:
chong mit, ndn, lo mo, co giat, gidn d@mg tir, nhip tim chdm, rdi loan nhip tim va sbc
phan v&. Thém vac do, n,rorng tac thube 1ién quan dén ndng @b lidocain toan thin voi
cdc thude chen beta, thude e ché CYP3A4 (vi du din xufit imidazole, macrolides) va
céc thube chong logn nhip tim c6 thé gap phai khi qua lidu.

Khong ¢o thude thudc giai doe dac higu, diéu trj theo tridu chiing

Néu bénh nhéin nghi ngd dung qua lidn thube Gidaum, hiy lién hé v4i bénh vién gin

nhit dé dugc hd tro cip ciu ngay lép tic.

12. C4c diic tinh dugc hoe

12.1 Céc djc tinh duye lyc hoe
Hydrocorusone 14 mét steroid ¢6 tinh glucocorticoid vé tdc ddng khing viém. Lidocaine

1a chit gay 1 tai chd, co tac dung giam dau.
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Co ché tdc dung:

San pham tiét ra hoat chét lidocain gitip 1am &n dinh mang té bao th‘én kinh bing cich
ltc ché dong chay cua cc ion can cho qud trinh bit dAu va dén truyén cac xung dong,
do d6 ¢6 tic déng gy té cuc bd.

Hydrocortison acetate, thubc nhém cotticosteroid c6 tic dung lam giam viém, gidm
ngira do viém da.

12.2 Cac dic tinh dwge ddng hoc

Lidocain st dung bbi ngoai da ¢6 thé duoc hip thy vao niém mac, tbe d6 va mirc dd
hép thy phy thudc vao vi trf bdi thude, thdr gian tiép xtc, ndng do va tong lidu. Nei
chung, toc 40 hép thu cia cac thude gdy 1€ cuc bd khi sir dung bbi ngoai da xdy ra
nhanh, chi sau tbc do hap thu thude khi trong khi quan. Lidocain cfing duoc hép thy
té1 trong dudng tiéu hoa, nhung luong chét ban dau khong bién déi xudt hién trong
tudn hoan mau it do sy bién dbi sinh hoc & gan. Lidocain duge chuyén héa nhanh &
gan, cac chét chuyén héa va lugng hoat chét ban diu duge dio thai qua thin. Chuyén
héa bao gdm qua trinh oxy hoa khir amin cla nhom N-alkyl (N-dealkylation),
hydroxyl hoa vong, sy phan téch lién két amid va phan (mg lién hop. Su khit amin clia
nhém N-alkyl (N-dealkylation), con dudmg chinh cia qué trinh bién dbi sinh hoc, tao
ra cdc chit chuyén héa monoethylglycinexylidide va glycinexylidide. Céc tac dung
duge 1y / ddc tinh cia nhing chit chuyén héa nay tuong tu nhung hoat tinh ft manh
hon so v6i hoat chét lidocain, Khoang 90% lidocain dugce bai tié( dudi dang cée chét
chuyén héa khac nhau va it hon 10% duge bai tiét dudi dang hoat chét chua chuyén
héa. Chét chuyén hoa chinh trong nuéc tidu 1a lién hop cia 4-hydroxy-2 va 6-
dimethylaniline. Lién két voi huyét twong cla lidocain phu thube vao ndng @9 thude
v phin lidocain lién két nay tang 1&n khi ndng 6 thudc ting. O ndng 49 tir 1 dén 4g
dang tr do trén mdi mL, 60 dén 80% lidocaine lién két v6i protein. Lién két cia
lidocain cling phu thudc vao nbng d6 glycoprotein acid alpha-1 trong huyét tuong.
Lidocain vugt qua hang riao mau nio va nhitng hang rao nhau thai c6 thé 1a do sy
khuéch tén thy dong.

Nhimg nghién ciru vé& chat chuyén hoa cua lidocain khi tiém nhanh 1 lidu tiém tinh
mach d4 chi ra rang thoi gian ban thai théng thudng tir 1,5 dén 2 giv. Béi v the o
chuyén héa nhanh chéng cia lidocaine, bat ky didu kién nao anh hudéng dén chirc
nang gan cd thé 1am thay di dong lyc hoc cta lidocain. Thoi gian ban thai c6 thé kéo
dai gép hai 1An hodc nhiéu hon & nhimng bénh nhén vbi loan chirc ning gan. R&i loan
chirc ning than khéng anh huong dén ddng lue hoc nhung c6 thé 1am ting qua trinh
tich liiy cdc chét chuyén héa. Nhimg yéu t5 nhwr nhiém toan, sir dyng cée chit kich
thich, chét tc ché thin kinh trung wong anh budng dén luong lidocain cin dé tao ra
anh huong toan than. Nhiing biéu hién cua phéan dng bét loi xudt hién nhiéu hon khi
ting ndng d6 1én hon 6g trén m&i mL trong huyé( twong tinh mach. O loai khi Rézut,
khi ndng do trong d6ng mach dat 18-21 g/mL d# duoe chimg minh 14 ngudng co gidt.
Mirc dd hép thy qua da ciia corticosteroid bdi ngoai da dugc xdc dinh boi nhiéu y%u t
bao gdm cdch bi, tinh toan ven cta hing rao bidu bi va viée sir dung bing gac.
Corticosteroid bdi ngoai da ¢6 thé dugc hdp thy trén da nguyén ven binh thudng.
Viém da va / hodic cdc bénh trén da khic lam téng su hap thy thubc qua da. Bang bd
kin lam téng d4ng k& sy hdp thy khi bdi thube corticosteroid ngodi da. Do dé, bing b6
c6 thé 12 mot liéu phép c6 gid trj trong didu trj viém da khang thude.

Sau khi hép thu qua da, corticosteroid dung béi ngoai da duge xit 1y thong qua cac
con duong duge ddng hoc tuwong ty nhu ding E:orticosleroid trén toan than.
Cotticosteroid lién két voi céc protein huyet twang & nhimg mic dd khéc nhau.
Corticosteroid dugc chuyén héa chit yéu qua gan va dugce dao thai qua thin. Mt vat
corticosteroid ding béi ngoal da va céac chét chuyén hoa clia ching ciing dugc bai tiét
vao mét.
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13. Quy csich déng gbi:

Hép 1 tuyp 10 gram kem, kém 1o huong dén sir dung.
Hép 1 tugp 15 gram kem, kém t& huéng dan sir dung.
Hop 1 tugp 30 gram kem, kém & hudng dén sir dung.

14. Bidu kién bso quiin, han ding & Tiéu chuén thinh phém:

Han ding; 36 thang ké tr ngay san Xuét .

*Khéng dimg thudc qud 30 ngdy k8 tir khi m& ndip st dung ldn dau

Didu kién bao quan: Noi kho thodng, nhiét d6 khong qua 30°C, tranh 4nh sang.
Tiéu chudn thanh pham: TCCS

15. Tén, dia chi vi logo ciia nha san xuit:
Co $6 sin xubt; CONG TY CO PHAN DUQC MEDIPHARCO
08 Nguy&n Truong T§, phudng Phude Vinh, thanh phd Hué, tinh Thira
Thién Hué
Co sé ding kj: CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, lu 10, toa nha The EverRich 1, sb 968 dutmg 3/2,
phumg 15, quin 11, TP, H6 Chi Minh
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