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LECOGIS

"1 *Thoe nay chi ding theo don thude

" Poc kj hudng dén st dung trede khi ding
PE xa tam fay iré em

1. THANH PHAN CONG THUC THUOC.

M&bi 5ml siro ¢6 chia:

Thanh phin hogt chit: Betamethason.....................0,25mg
Dexclorpheniramin maleat... ... 2mg

Thanh phin td dwee: Saccarose, ethanol 96%, propylen glycol, acid citric anhydrous, natri citrat,
natri benzoat, mau sunset yellow, huong cam, nuée tinh khiét,

2. DANG BAO CHE
Siro thube.
M@ ti: Sito mau cam gin nhur trong sudt, khong ¢ ling cin, cd mii thom.

3. CHI DINH

LECOGIS duoc chi dinh trong cac truéng hop di tng nhw hen phé quan man, vidm phé quan di
{mg, viém miii di tng, viém da di img, viém da thén kinh, viém da tiép xtc, mé day cén st dung
dén lidu phap corticoid.

4. CACH DUNG, LIEU DUNG.

* Cdch ditng: Pudng ubng.

* Litu ding:

- Ngudvi lén vé tré em trén 12 tudi: 1 —2 mudng ca phé (5-10 ml) x 4 l4n/ ngay, sau bifa in va trudc
khi di ngi. Khong vuot qua 8 mudng/ ngay.

- Tré em tir 6 dén 12 tudi; Lidu khuyén cdo: ¥ mudng ca phé (2,5 mi) x 3 14n/ ngay. Khong vuot
qua 4 mudng/ ngay.

- Tré em 2- 6 tudi: Lidu ban dAu: % - ' (1,25 — 2,5 ml) mudng ca phé x 3 14n/ ngay. Khdng vuot
qué 2 mudng/ ngay.

* Liéu ding ctia tré em cin dua vio mirc do nghiém trong cia tinh trang bénh va dap Gng coa bénh
nhan thay vi theo tudi tic va cdn ning.

5. CHONG CHI PINH.

- Qua mén véi bt ky thanh phén cua thude.

- Bénh nhén dang ding thuoc irc ché MAOIs.
- Bénh nhin nhim ndm toan théin.

- Tré so sinh va tré sinh thiéu thang.

- Bénh nhan glaucom goc dong.
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- Bénh nhan bi tiéu lién quan dén rdi loan nidu dao tuyén tién liét.
- Bénh nhéan dang ding desmopressin acetate hydrate.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC.

Cén than trong khi sit sung thuée LECOGIS cho bénh nhén suy giam chirc ning tuyén giap, suy gan
héi vi tde dung cua corticosteroid dugc ting cudng & bénh nhin nay.

Réi loan tim thin co thé xudt hién khi didu tri bing corticosteroid. Tinh trang khong 6n dinh vé& cam
xt¢ hoiic khuynh huréng loan thin hign cé cé thé tré nén trdm trong hon khi ding corticosteroid.
Than trong trong cac trudng hop suy tim sung huyét, nhéi mau co tim méi méc, ting huyét ap, dai
thdo duomg, dong kinh, glaucom, thiéu ning tuyén gidp, suy gan, lodng xwong, loét da day, loan tim
than va suy than.

Betamethason c¢o thé lam ting nguy co thiy ddu va cé thé nhidm Herpes zoster & nhiing bénh nhan
khong co dép img mién dich ma tiép xic. Do do, ngudi bénh cén phai tranh tiép xic véi cac bénh
ndy.

Khéng dugc dung cac vaccin séng cho ngudi bénh dang dung Liéu phap corticosteroid lidu cao
dutmng toan than it nhit ca trong 3 thang sau didu tri,

Vi céic bién chimg khi diéu tri bing glucocorticoid phu thude vao liéu luong va thoi gian diéu tri,
nén mbi bénh nhén phai dua ra quyét dinh giita nguy co/ loi ich.

Betamethason c6 thé che ldp triéu chimg nhim khuin giy khé khin cho chin doan va diéu tri.
Bénh nhén lao tién trién hodic nghi lao tiém &n khéng dugc ding corticosteroid trix trudng hop ding
dé& bd tro cho diéu tri véi thube chong lao. Khi ding liéu phép corticosteroid kéo dai & nguoi bi
bénh lao tiém &n, cin phai theo dbi chit ché va phai ding kém thudc dw phong chong lao.

Str dung corticosteroid kéo dai ¢6 thé gdy ra duc thiy tinh thé (d5c biét & tré em), bénh glaucom véi
kha nang ghy ton thuong céc ddy than kinh thi gidc.

ILiéu hrong trung binh va 16n cia corticosteroid c6 thé gy ting huyét ap, giit mudi va nudc, va ting
‘bai tiét kali. Nhirng tac dung ndy it Xy ra voi cac din xudt tdng hop trir khi duoc sir dung véi lidu
lwomg 1ém. Cé thé cén nhéic viéc han ché mudi trong ché @b 4n udng va ting cuong bd sung kali. Tit
ca cic corticosteroid déu 1am ting dao thai calci.

Céinh bio lién quan dén ti duoc:

Propylen glycol

Thubc nay ¢6 chita 500 mg propylen glycol trong mdi Sml siro.

Néu tré em dudi 5 tudi, hoi y kién béc si hosic duoc si trwde khi cho tré dung thude nay, nhét 14 khi
tré dwge cho dung cac thude khac cé chira propylen glycol hay alcol.

Néu bénh nhén dang mang thai hay cho con bu, khong ding thude nay trir khi cé khuyén cdo cia
béc si. Bac si diu trj co thé phai thyc hién mot sd xét nghiém trong thoi gian bénh nhéan dimg thude
nay.

Néu bénh nhén c6 bénh gan hoic than, khong ding thube nay trir khi c6 khuyén céo ciia bic si. Béc
s di&u tri c6 thé phai thue hién mot s6 xét nghiém trong thoi gian bénh nhin ding thudc nay.
Ethanol

Thube ndy c6 chira mdt lugng nhé ethanol (alcol), duéi 100 mg trong mdi Sml siro.

Luong ethanol nho trong thudc s& khong gy ra bét ky tic dung déng chi ¥ ndo.
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7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU,

Thot ky mang thai:

Do chua xac dinh duoc tinh an toan cua thude nén chi sit dung LECOGIS cho phy nit ¢é thai khi
cén nhiic loi ich diéu tri I6n hon nguy co tiém 4n cla me va thai nhi,

Thoi ky cho con bu:

Nén ngimg cho con bit khi sir dung thubc.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC.
Khuyén cao khéng nén l4i xe va vén hanh may mdc khi sir dung thude do thude cé thé giy chong
mat, ngu ga, ngu gat.

9. TUONG TAC, TUONG KY CUA THUOC.
Betamethason

Str dung ddng thdi v6i phenobarbital, phenytoin, rifampin holic ephedrin ¢ thé 1am ting chuyén
héa corticosteroid, lam giam tdc dung diéu tri.

Bénh nhin ding ddng thdi estrogen nén duoc quan sit xem cd tic dung qud mic cia
corticosteroid,

Sir dung dong thoi corticosteroid véi thude lgi tidu [am gidm kali huyét c6 thé lam ting ha kali
mau.

Sir dung déng thoi corticosteroid vdi glycosid tim ¢6 thé 1am ting kha ning loan nhip tim hoic
nhiém doc digitalis lién quan dén ha kali huyét.

Corticosteroid cé thé [am tang mét kali do amphotericin B. O tit ca bénh nhén ding bt ky két
hop didu tri thude nao trong sé nay, can theo doi chit chd ndng do kali trong huyét fuong,

St dyng dét}g thoi corticos‘fer?id vsiri thude c@éng dong loai coumarin c6 thé lam ting hoiic giam
tac dung chong dong, cé the can diéu chinh liéu hrong.

Téc dung phdi hop cia thube chéng viém khdng corticosteroid hoidc ruou voi glucocorticoid c¢6
thé lam ting sy xudt hién hodc mirc dé nghidm trong ciia loét dudng tidu hoa.

Corticosteroid c6 thé lam gidm ndng do salicylat trong mau. Acid acetylsalicylic nén dugc st
dung than trong khi két hop vdi corticosteroid trong bénh giam prothrombin mau.

Thubc didu tri tiéu dudng udng hoc insullin: Corticoteroid c6 thé 1am giam tac dung cta thude
va ché phdm insullin,

Diéu trj glucocorticoid ddng thoi co thé (e ché dép (g véi somatotropin.

Dexclorpheniramin maleat

Thudc tre ché monoamine oxidase (MAOIs) va céc thudc ¢d tic dung khang cholinergic kéo dai
v tiing curdmg tac dung ciia thude khang histamin; ha huyét 4p nghiém trong c6 thé xay ra.

Sir dung ddng thoi véi rirgu, thude chdng trim cidm ba vong, thude an than hodic cc thude e ché
hé thin kinh trung uong khéc cd thé lam ting tdc dung an thén cuia dexclorpheniramin.

Téc dung ctia thude chéng dong mau (warfarin) dudng uéng co thé bi vic ché bai thude khang
histamin.
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10. TAC DUNG KHONG MONG MUON,

Béc st nén dugce canh bao vé kha niing xay ra bt ky tac dung phy ndo lién quan dén viée sir dung
corticosteroid va thude khang histamin, déc biét la loai an than.

Betamethason:

Cac phéan tmg c6 hai dbi véi thanh phén nay, gidng nhu cac phan img dugc bo cdo vai cac
corticosteroid khéc, ¢o lién quan dén liéu lugng va thoi gian diéu tri. Mot lugng nhé corticosteroid
trong su két hop lam cho ty 1¢ tic dung phu it xay ra hon. Cac phan tng c6 hai déi véi
corticosteroid co thé bao gom:

Thuomg gdp (ADR > 1/100)

- Chuyén héa: mét kali, giir natri, gift nudc

- Hé noi tiét: Kinh nguyét khong déu, phat trién hdi chimg dang Cushing, trc ché tang trudng cia
thai trong tir cung va ciia tré nhé, gidm dung nap glucose, bd 16 dai thdo dudng tiém 4n, ting nhu
céu insullin hosic thude ha glucose huyét & ngudi dai théo dudmg.

- Hé co xuong: Yéu co, mét khéi lwong co, lofing xuong, teo da va dudi da, ap xe dudi.

It gap (171000 < ADR < 1/100)

- Tém thin: Hung phén, thay ddi tim trang, trhm cam ngéing, mét nga.

- Mit: Glaucom, dyc thuy tinh thé,

- Hé tiéu héa: Loét da day va c6 thé sau do bi thing va chay mau, viém tuy, truéng bung, viém loét
thyc quéan.

Hiém gip (ADR < 1/1000)

- Da: Cham lanh vét thuong, teo da, méng manh; dém xudt huyét va ddm do; ban d6 mat; ting tiét
m6 héi; phan img bi irc ché doi véi cac xét nghiém da; cac phan (g nhu viém da dj ng, ndi may
day, phu mach.

- Thén kinh: Co giat; ting 4p lwc noi so voi phu gai thi (pseudotumor cerebri) thudng sau khi didu
tri; chong mit; dau diu.

- Khic: Céc phan (mg dang phan v& hodic qué min va giam huyét 4p hoic tuong tu sbc.
Dexclorpheniramin maleat:

Thwong gap (ADR > 1/100)

- Hé thin kinh: Uc ché hé than kinh trung wong: ngit nhe dén ngu sdu, mét moi, chéng mit, mét
phdi hop tac dong (@6 khi kich thich nghich 1y, diic biét & tré nhd, dung lidu cao & ngudi cao tudi
hay tré em).

- Nhirc dau, r6i loan tim thin — vin dong.

- Téc dung khang muscarin: khé miéng, dom déc, nhin mo, bi tiéu tién, tao bon, tdng {rao nguoc da
day.

It gap (11000 < ADR < 1/100)

- Hé tiéu hoa: Budn ndn, non, tiéu chdy, dau vung thugng vi.

- Tim: Dénh tréng ngye, loan nhip tim.

- Da: Phat ban, phan tmg min cam (co thit phé quan, phit mach va sdc phan vé)

Hiém gdp (ADR < 1/1000)
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- Huyét hoc: Mit bach cau hat, giam bach cau, thiéu mau huyét tan, giam tidu ciu.

- Cac ADR khéc: Co gidt, va md héi, dau co, di cam, tic dung ngoai thap, roi loan giﬁc ngu, trAm
cam, 10 1dn, 1 tai, ha huyét ap, rung toc.

Théng bde cho bic 5T nhitng téc dung khéng mong muidn gap phai khi si dung thudc.

11. QUA LIEU VA CACH XU TRI

LECOGIS 1a mt san pham két hgp va do d6 phai xem xét kha ning ddc hai ciia timg thanh phin
ctia n6. Doc tinh tir mot liéu lweng qua cao cia thudc chii yéu 12 do thanh phén

dexclorpheniramin. Liéu gdy chét nguoi wde tinh ciia dexclorpheniramin maleat 13 2,5-5 mg/kg.
Tri¢u chitng ‘

Phén {mg qua lidu véi thude khang histamin thong thudmg cd thé thay ddi tir suy nhwroc hé thén kinh
trung wong (an thin, ngung thé, giam tinh tdo, tim t4i, loan nhip tim, truy tim mach) dén kich thich
(mét ngy, 4o gidc, run, co gidt), nghiém trong hon 14 tir vong. Céc ddu hiéu va triéu chimg khac cé
thé bao gdm chéng mit, 1 tai, mdt didu hda, m& mat va ha huyét ap. O tré em, tridu chimg kich
thich chiém wu thé, ciing nhu cdc dau hiéu va triéu chimg gidng atropin (khd miéng, ¢é dinh, gidin
ddng tir, d6 birng, s6t va cdc triéu chimg tiéu héa). C6 thé xay ra do gide, mat phdi hop va co giét
kiéu truong hre. O ngudi lém, mdt chu ky bao gdm tram cam véi budn ngu va hon mé, va giai doan
hung phéin déin dén co gifit, sau d6 14 trdm cam c6 thé xay ra.

Mt liéu betamethason qua mitc du kién s& khong gdy ra cdc triéu chitng cp tinh. Ngoai triy &
nhimg lidu hrong khéc nghiét nhét, viée ding qué nhiéu glucocorticosteroid trong mot vai ngay
kkhéng c6é kha ning tao ra két qua cé hai, ngoai trir nhitng bénh nhan ¢6 nguy co dic biét do cac tinh
trang co ban hotic diing ddng thei cdc thude ¢ kha ning tuong tac bit loi vdi betamethason.

Cach xu tri:

Vi khéng c6 thude gidi doc dic hiéu khi ding qua lidu thude khang histamin nén didu tri qua lidu 1
diéu tri triéu chimg va chim séc hd tro.

- Gidim sir hdp thu:

+ Géy non (nén dung siro Ipecac).

+ Rita da day (dung dich dang truong hodc nudc mudi 0,45%): néu khong non trong vong 3 gidr sau
khi udng.

- 1dng hi¢u qua logi bo:

+ Trong mdt sb truong hop, thude nhudn trang dang mudi (magnesi hydroxid) duge sir dung.

- Diéu fri cu thé:

+ Thube co mach duoc diung @ ha huyét 4p, nhung nén ding epinephrin dé ha huyét 4p hon niva.

+ Thé oxy va dich truyén tinh mach.

+ Cn thin trong vi sir dung céc chét kich thich trung wong ¢ thé gay co giat,

12. PAC TINH DUQC LUC HQC.

Ma ATC: RO6ABS52

Nhom dwge ly: Dexclorpheniramin, dang két hop

LECOGIS 14 thude két hop giita betamethason va dexclorpheniramin maleat. N6 cho phép giam
lidu corticoid ma van thu dugc hiéu qua tuong tu khi chi ding riéng coticoid véi liéu cao.
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Co ché tic dyng:

Betamethason 14 mét corticosteroid tong hop, ¢6 tac dung glucocorticoid rdt manh, 0,75 mg
betamethason ¢ tac dyng chéng viém furong duong khoang 5 mg prednisolon. Betamethason cé tac
dung chéng viém, chong thip khop va chéng di tmg.

Dexclorpheniramin maleat 1a mdt thude khang histamin thong qua viéc trc ché canh tranh véi nhitng
the dyung dugc 1y ciia histamin (tire 14 chét ddi khang véi histamin thu thé F1)

13. PAC TINH DUQC PONG HQC,
Betamerthason
Héip thu: Betamethason dé dugc hép thu qua duomg tiéu héa.

Phén bé: Betamethason phén bé nhanh chong vao tit ca cac md trong co thé, Thude qua nhau thai
v ¢6 thé bai xudit vao sita me voi lugng nho.

Chuyén héa: Trong tuin hoan, betamethason lién két rng rai v6i céc protein huyét trong, chu véu
1 globulin ¢on véi albumin thi it hon. Thuée chii yéu chuyén héa & gan.

Thai triz: Betamethason thai trir chii y&u qua thin. Thoi gian ban thai thai cia betamethason khoang

48 gidy.

Dexclorpheniramin maleat ﬁ
Hép thu: Sinh kha dung khoang 25-50% do bi chuyén hoa dang ké khi qua gan 14n d4u. .
Phén bé: Dexclorpheramin maleat chuyén hoa nhanh va nhidu, Thubce dat nong do 5i da trong mau/

sau 2 - 6 gio.

Chuyén héa: Thube duoe chuyén héa chi yéu & gan. Hiéu lyc t8i da dat duoc sau khi ubng thudc 6
gio. Thoi gian tac dong tir 4 - 8 gis. Ty I¢ gén véi protein huyét tuong 13 72%.

Thai rrie: Thude chi yéu duwoc dio thai qua than va ty thudc vao pH nudc tidu, 34%
dexclorpheniramin duoc bai tiét duéi dang khang dbi va 22% dudi dang chét chuyén héa loai gic
methyl. Thoi gian ban thai khoang 14 - 25 gio.

14. QUY CACH PONG GOL
Hop 1 chai 30 ml
Hop 1 chai 60 ml

15. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC.
- Diéu ki¢n bio qudn: Noi khd thoéng, tranh anh sang, nhiét d6 dudi 30°C.

- Han diing: 36 thang ké tir ngay san xult.

- Tiéu chudn chiit lwgng: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT.

Co s6 san xudt: CONG TY CO PHAN DUQC ENLIE,

Dja chi: PDudng NA6, khu cong nghiép My Phudce 2, phudng My Phude, thi x3 Bén Cat, tinh Binh
Duong.

Dién thogi: 0274.3553326 Fax: 0274.3559899



