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THANH PHAN/ COMPOSITION:
M3i vidn nén chia Methylprednisoion 4 mg, Td dugc viia dll 1 vign
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Each tablet contains A 4my. E q.5 1 tablet 2
CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC VE BEy
SAN PHAM: Xin doc to hudng d3n sif dung ge8
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER = g
INFORMATION: Please refer to the package insert e = U
BAO QUAN: DS nol kht rdo, trdnh dnh sdng, nhigt b khong qud 30°C - E 2
STORAGE: Store at the temperature not more than 30°C, in a dry piace, protect from light
KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE. [
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GLOMED PHARMACEUTICAL COMPANY, Ltd.
35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, Thuan An, Binh Duong e
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Methyiprednisolon 4 mg
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NHAN HOP GLOMEDROL 4
Kich thuéc:  (Hop 10 vix 10 vién)
Dai : 78mm

Rong:  42mm / AN AN X
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Ry Prescription only

GLOIMEDROL 4

Methyipredmsolone 4 mg

S@ 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date

il
Box of 10 blisters of 10 tablets

i COMPOSITION: Each tablet contains Methylprednisolone 4 mg.
Excipients g.s. 1 tablet.

INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND
OTHER INFORMATION: Please refer to the package insert.
STORAGE: Store at the temperature not more than 30°C, in a dry
place, protect from light.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Ltd.

35 Tu Do Boulevard, Vietnam - Singapore Il mmmll”
Industrial Park, Thuan An, Binh Duong.
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THANH PHAN: MBi vién nén chila Methylprednisolon 4 mg. ——
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GHI DINH, LIEU LUGNG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc ti huong din sir dyng.
BAO QUAN: Dé nai khd rdo, tranh anh sdng, nhiét dg khang qua 30°C.
DE XA TAM TAY CUA TRE EM.
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HUONG DAN SU DUNG THUOC CHO CAN BOY TE

GLOMEDROL

Methylprednisolon
Vién nén
THUOC BAN THEO DON.
m’: XA TAM TAY CUA TRE EM.
C KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
N U CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC SI NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.
1- Thanh phin
M3i vién nén chira:

Hoat chat:
GLOMEDROL 4: Methylprednisolon 4 mg.
GLOMEDEOL 16: Methylprednisolon 16 mg.

Td duge: Lactose monohydrat, tinh bt ngd, natri starch glycolat, sucralose, calci stearat, silic dioxyd thé keo.
2- Duge lyc hoe va duge djng hoe

Dugc lye hoc

Nhém duge ly: Thude chéng viém glucocorticoid

Mi ATC: DO7TAAO1

Methylprednisolon 12 mdt glucocorticoid, din xut 6 - alpha - methyl ciia prednisolon, ¢6 tac dung chéng viém, chéng dj ing va trc ché
mién dich.

Glucocorticoid hoat dong chi yéu béng céch gin va hoat hoa cac thy thé glucocorticoid ndi bao. Céc thy thé glucocorticoid dugc hoat
héa gén 1én viing promoter ctia DNA (viing ndy c6 thé hoat héa hodc irc ché qua trinh phién ma) va hoat héa cac yéu té phién ma lam
{rc ché gene thong qua qué trinh de-acetyl héa cua histone.

Corticosteroid anh huéng dén thén, cin biing nudc va céc chit dign giai va chuyén hoa carbohydrat, lipid, protein, co xuong, hé théng
tim mach, hé théng mién djch, hé théng than kinh va ni tiét. Corticosteroid ciing rit quan trong trong viéc duy tri chirc nang khi bj
stress.

Dugce djng hgc

Hip thu:

Methylprednisolon dugc hép thu nhanh chong va hoan toan sau khi uéng véi ndng do dinh trong huyét tuong dat dugc trong 2 gid.
Sinh kha dyng tuy§t d6i khodng 80%.

Phin bé:

Methylprednisolon doc phan bb rong khip cdc md, qua hang rdo mau ndo, va bai tiét vao sira me. Thé tich phén b 1a khoang 1,4 Vkg.
Céc protein huyét trong gin véi methylprednisolon & ngudi 13 khoang 77%

Chuyén héa:

Methylprednisolon gén lén protein huyét tuong va dugc chuyén héa chinh & gan thanh chét chu WON tinh, nhung n6
ciing dugc chuyén héa & thén va cac chﬁl chuyén héa dugc bai tiét trong nudc tiéu.

Thai trir:

Thoi gian ban khoang 3 gitr. Methylprednisolon qua dugc nhau thai.

3- Chi dinh

Methylprednisolon duge chi dinh diéu trj: -
Roi loan ndi tiét:

- Suy vo thugng thin nguyén phit va thir phét.
- Ting san tuyén thugng thin bim sinh.

Réi loan thip khop: _
- Viém khép dang thép. 5
- Viém kliép man tinh & thanh nién. -
- Viém cot sdng dinh khép

Bénh collagen/viém dong mach -
- Lupus ban do hé théng.

- Viém da co toan thén.

- Sbt thép khop voi viém mang tim nghiém trong.

- Viém dong mach t& bao khéng 18/ dau da co do thip khép

Bénh vé da: Bénh pemphigut thong thudmg.

Réi loan dj tmg:

- Viém mii dj img theo thi tiét va man tinh nghiém trong.

- Phan {mg qué min thuc.

- Bénh huyét thanh.

- Viém da dj img tiép xuc.

- Hen phé quan.

Bénh vé mét

- Truéc Khi bj viém mang mach nho (viém méng mét, viém méng mét — thé mi).
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- Sau khi bj viém mang mach nho.

- Viém day thin kinh mét.

Bénh vé dudng hé hip

- Bénh sarcoid phdi.

- Bénh lao cfp hogc lan téa (ding ddng thi véi liéu phap héa tr lidu khéng lao thich hop).
- Viém phdi hit

R6i loan huyét hoc

- Ban xuit huyét giam tiéu cdu ty phat.

- Bgnh thiéu méau do tan huyét (tw mién djch).

Bénh ung thu:

- Bénh bach cdu (cdp tinh va bach huyét).

- U lympho 4c tinh.

Bénh lién quan dén da day-rudt:

- Viém loét rujt két.

- Viém dudng rudt.

Céc chi djnh khéc:

- Lao mang ndo (ding ddng thdi véi li¢u phép hoa tri liéu khéng lao thich hop).

- Chy ghép tang.

4- Liéu dung va céch dung

Liéu biit ddu: 6 — 40 mg methylprednisolon mdi ngay, sau d6 giam lidu tir tir dé duy tri tac dyng didu trj mong muén.

Khong ngimg thudc dt ngdt sau thoi gian dai sir dung lidu cao, khi giam lidu phai giam tir tir.

Mirc liéu diéu trj ban ddu c6 thé khac nhau phy thuc vao tiah trang ciia bénh nhan dang dugc didu tri. Lidu ndy dugc duy tri cho dén
khi hiéu qua 1am sang dat duge nhu mong mudn, thudmg thi khoang 3 — 7 ngdy trong trudng hop diéu trj bénh thip khép (ngoai trir
trudng hop thip khép viém mang tim cép tinh), dj tmg gdy anh huéng dén da hojic dudmg hd h?;: va bénh v& mét. Néu dép (mg didu tri
khdng dat dugc nhu mong mudn trong 7 ngay, cin xem xét lai chén dodn ban diu. Ngay sau khi hi¢u qué 1am sang dat duge nhu mong
mudn, cin phai giam liéu ding hing ngay tir tir, hogc ngumg didu trj ddi voi treong hop bénh cdp tinh (nhur hen suyén, viém da vy
nén, viém mét cip tinh), ddi v6i truomg hop bénh man tinh phai duy tri & lidu thép nhét c6 hiéu qua didu trj (nhu viém khép dang thép,
lupus ban do h¢ thong, hen phé quan, viém da dj img). Djc biét véi trudng hop bénh man tinh va viém khép dang thép, diéu quan trong
I3 phai giam liéu dung tir ban déu dén mirc lidu duy tri dé dat duge vé mit 1am sing thich hop. Trong khoang tir 7 — 10 ngay khong nén
giam qué 2 mg. Trong bénh viém khép dang thép, lidu didu trj bing steroid nén duy tri & mirc thép nhit c6 thé.

Trong li¢u phép diéu trj cdch ngdy, yéu clu corticoid hing ngay tbi thiéu dugc ting 1én glp déi va dugc chi dinh mét lidu duy nhét vao
lic 8 gitr sang céch ngdy. Yéu cdu liéu tiy thudc vao tinh trang diéu trj va dép (mg cia bénh nhan.

Bénh nhin I6m tudi: Khi diéu trj cho bénh nhan 16m tudi, dic biét néu didu tri trong thdsi gian dai, cAn c6 ké hoach v& viéc chju nhimg
hu qua nghiém trong hon trong nhirng téc dung phy thudmg giip cia corticoid & ngudi gid, dic biét 1a bénh lodng xwong, tiéu dudmg,
cao huyét &p, nhay cam dén nhiém tring va 1am mong da..

Bénh nhén nhi: Nhin chung, liéu diing cho bénh nhén nhi nén can ctr vao sy dép (g l4m sang va theo sy huéng din ciia béac sy. Nén
diéu trj voi gi6i han liéu thdp nhét trong thdi gian ngén. Néu c6 thé, nén didu trj v6i lidu duy nhét cach ngay.

C6 thé giam thiéu nhimg tic dung khdng mong muén bing cich dung lidu ti thiéu trong thoi gian ngfn.
Cac khuyén céo vé liéu du6i ddy 1a liéu d& nghj ding hang ngdy khi m&i bt diu didu tri. Téng lidu trung
ngdy c6 thé chia nhiéu 1in hodic ding 1 1dn duy nhét (ngoai trir li¢u phédp diu trj cach ngay khi lidu hang ngay
dugo tang gdp doi va ding céch ngay vio lic 8 gi sing).

n cdo ding hang
1 thi€u c6 higu qua

Chi dinh Liéu khéi ddu ding hing ngiy
Viém khop dang thip
& Nang 12-16 mg
- Trung binh §-12mg
- Nhe 4-8mg
- Tréem 4-8mg
Viém da co toan thin 48 mg
Lupus ban do hé théng 20— 100 mg
Sét thip khop cip 48 mg duy tri khoang 1 tuin cho dén khi ESR binh thuémg
Bénh dj img 12 -40 mg
Hen phé quan 64 mg mot lidu duy nhét dung céch ngay c6 thé ting lidu tdi da 100 mg.
Bénh vé mét 12-40 mg
R&i logn huyét hoc va bénh bach cu 16 — 100 mg
U lympho éc tinh 16 — 100 mg
Viém loét rugt két 16 — 60 mg
Viém dudmg rudt Dung dén 48 mg/ngdy trong giai doan cfp tinh
Chy ghép co quan ding 3,6 mg/kg/ngay
Bénh sarcoid 32 — 48 mg ding cich ngay
ie té bao khéng 18/ dau da co do
e m—
Bénh pemphigut théng thudmg 80 —360 mg

‘.4 { \eadn
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5- Chéng chi djnh

Qué min v6i methylprednisolon.

Nhiém khuén ning, trir séc nhiém khuén va lao mang néo.

Thuong tén da do virus, ndm hoic lao.

Dang ding vaccin virus sbng.

6- Luu ¥ va thin trong

Sir dung thin trong & nhimg ngudi bénh lodng xwong, rdi loan tim than, loét da day, loét t4 trang, dai théo duong, tang huyét 4p, suy
tim va tré dang l6n.

Suy tuyén thuong than cdp c6 thé xay ra khi ngimg thudc dot ngot sau thdi gian dai didu trj hogc khi c6 stress.

Nén thén trong khi dung corticosteroid & bénh nhén suy thin,

Khi diing lidu cao, c6 thé anh huéng dén tic dung cua tiém chiing vaccin.

Td duge lactose: GLOMEDROL c6 chira lactose. Bénh nhén c6 vén dé vé di truyén khong dung nap galactose hojc thiéu enzym
lactase, hodc b¢nh nhén kém dung nap glucose-galactose khéng nén sir dung thudc.

Nguwdi cao tuéi: Nhimg tic dung khong mudn thong thudmg khi sir dung corticosteroid hé théng c6 thé nghiém trong hon khi sir dung &
ngudi cao tudi, dic biét lodng xuong, ting huyét 4p, ha kali huyét, tiéu dudmg, min cim dén nhidm khuin va lam mong da. Do d6, phai
str dung thn trong corticosteroid toan thén cho ngudi cao tudi, ding lidu thip nhét va trong thdi gian ngén nhét c6 thé dugc.

Bénh nhan nhi: Corticosteroid 1a nguyén nhan lam chim sy ting truéng & phdi thai, tré em va tré vi thanh nién. Sy ting tnréng va phat
trién & tré em va tré vj thanh nién khi diéu trj biing corticorteroid kéo dai nén duge theo ddi cin thén. Ding thube vé6i lidu tbi thiéu va
trong thoi gian ngén nhét c6 thé. D& ngéin chan ti da sy it ché truc dudi ddi - tuyén yén - tuyén thugng than va ting trudng chdm, néu
c6 thé nén diéu trj véi liéu duy nhét dung cach ngay.

Diéu trj corticosteroid kéo dai & tré em va tré vj thanh nién c6 nguy co dic biét vé ting &p lyrc ndi so.

Sir dung lidu cao corticosteroid c6 thé gy viém tuy & tré em.

Sir dyng trén phy ni¥ ¢6 thai: Ding kéo dai corticosteroid toan than cho ngudi me c6 thé diin dén giam nhe thé trong cia tré so sinh,
N6i cahung, sir dyng corticosteroid & ngudi mang thai doi hoi phai cin nhéc loi ich c6 thé dat dugc so véi nhimg rili ro c6 thé xay ra véi
me va con.

Sir dyng trén phy ni¥ cho con bi: Khong chéng chi dinh corticosteroid dbi véi ngudi cho con bi.

Anh huing Ién khi niing li xe va vin hinh miy mée: Corticosteroid c6 thé gdy chong mit, nhire dau, 4o giéc, khong diing thudc
khi dang lai xe hojc vin hanh mdy moéc.

7- Twong tc ciia thude v6i cdc thue khic va cic dang twong tic khic

Methg]prcdnisolon Ia chét gly cam img enzym cytochrom P450, va I co chét ciia enzym P450 3A, do d6 thudc nay tac dong dén
chuyén héa cua ciclosporin, erythromycin, phenobarbital, phenytoin, carbamazepin, ketoconazol, rifampicin.

Phenytoin, phenobarbital, rifampin va céc thuc loi tiéu gidm kali huyét c6 thé lam giam hi¢u lyc ciia methylprednisolon.

Thudc khdng acid: Diing ddng thoi c6 thé 1am giam hép thu corticosteroid.

Thuéc diéu tri bénh dai thdo duong: Corticosteroid c6 thé 1am ting glucose huyét. Cin didu chinh lidu didu trj dai théo dudmg khi ding
diéu trj ddng thoi.

Thuéc khdng cholinergic: Corticosteroid c6 thé anh huémg dén tac dung ciia thuc khéng cholinergic. Bé
céo khi dung ddng thoi corticosteroid lidu cao véi thude khang cholinergic nhu thubc chen than kinh co.
Mifepristone: Téc dung cia corticosteroid c6 thé giam trong 3 — 4 ngdy sau khi diing mifepristone.
NSAIDs: Diing dong thi c6 thé 1am ting nguy co xuit huyét va loét dudmg tiéu héa.

Thubc kich thich thin kinh giao cim: Nguy co giam kali huyét ting khi dung ddng thoi corticosteroid lidu cao véi thubc kich thich thin
kinh giao cam nhu salbutamol, salmeterol, terbutaline hogc formoterol.

8- Téc dung khéng mong mubn

Téc dung khéng mong mudn thudmg xay ra nhét khi diing methylprednisolon liéu cao va dai ngay.

Methylprednisolon trc ché tdng hop prostaglandin va nhu viy lam mét tac dung ciia prostaglandin trén dudng tiéu hoa, gdm e ché tiét
acid da day va bao vé niém mac da day. Nhiéu ADR c6 lién quan dén téc dung ndy cua glucocorticoid.

vé co da duge béo

Thuong gap, ADR > 1/100 It gap, 1/1000 < ADR < 1/100

Thin kinh trung wong Mit ngu, thin kinh d& bj kich dong Chéng mit, loan tdm than, nhirc diu, do gidc

Tiéu héa Dau byng, khé titu ;,l{::; ’d:ai gr::ly;ub;on ndn, ndn, chudng bung, viém loét thyc

Da Rém long Trimg c4, teo da, thim tim, ting séc t§ mé
Hoi chitg Cushing, suy tuyén yén, chm 16n, khong

Noi tiét va chuyén héa | Dai thio dudmg dung nap glucose, giam kali huyét, nhiém kiém, vo kinh,
gifr natri va nudc, ting glucose huyét

Thén kinh co va xuong Pau khép Yéu co, loding xuong, gﬁy Xuong

Miit Dyc thily tinh thé, glécém -

H6 hip Chay méau cam -

Tim mach - Phu, tang huyét 4p

Khic - Phén {mg qua méin

Ngung sir dung va héi kién bac st néu: Xuit hién céc trigu chimg méi bit thuong hay céc tac dung khéng mong mubn kéo dai hoic
tré nén ning hon. :

Théng bio cho bic si nhitng tic dung khong mong mudn gip phii khi sir dyng thude.

9- Qui lidu va xir tri

Triéu chimg: Nhimg triéu chimg qua liéu chi xéy ra khi sir dung glucocorticoid dai han gdm hdi chimg Cushing, yéu co, va loang
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xuong.

Xir tri: g::ng truomg hop qué lidu, chua c6 thude giai doc diic hidu; chu yéu 1a didu trj triéu chimg va hd trg. Methylprednisolon c6 thé
dugce tham tach.

10- Dang bao ché va déng géi

Hop 3 vi, vi 10 vién nén

Hop 10 vi, vi 10 vién nén

11- Bio quén: Dé noi kho réo, tranh 4nh séng, nhiét d¢ khong qua 30°C

12- Han ding: 36 théng ké tr ngay san xut.

13- Ngay xem xét siia ddi cdp nhit lgi ni dung huéng din siv dyng thude: 07/07/2016

San xudt boi: CONG TY TNHH DUQC P
Pia chi: S6 35 Pai L6 Ty Do, KCN Viét Nam — Singapore, d Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén sian phim
Tén generic hoic tén chung qudc té: Methylprednisolone
Tén biét dugc: GLOMEDROL

Thubc bén theo don

Dé xa tAm tay cua tré em

Doc k§ hwéng din sir dung trwée khi ding

Néu cin thém thdng tin xin héi y kién bic si.

Thong bdo ngay cho bic sy nhirng tic dung khong mong mudn gip phii khi sir dung thudc.
2- Thanh phin cia thudc

M3i vién nén chira:

Hoat chat:

GLOMEDROL 4: Methylprednisolon 4 mg.

GLOMEDROL 16: Methylprednisolon 16 mg.
Ta dugc: Lactose monohydrat, tinh bdt ngd, natri starch g sucralose, calci stearat, silic

dioxyd thé keo.
3- Mé ta sin phim
GLOMEDROL c6 dang vién nén ding dé uéng. (9
GLOMEDROL 4: Vién nén hinh Oval, mau tring, mét mét c6 khdc chit GLM, mdt mit c6 khiior |
gach ngang. \>
GLOMEDROL 16: Vién nén hinh Oval, mau tring, mdt mat c6 khic chir GLM, mdt mit tron.
4- Quy cich dong géi
Hop 3 vi nhom/PVC, vi 10 vién nén.
Hop 10 vi nhém/PVC, vi 10 vién nén.
5- Thudc dang cho bénh gi?
Methylprednisolon dugc chi dinh diéu tri:
Réi loan ndi tiét:
- Suy vo thugng thin nguyén phét va thir phat.
- Tang san tuyén thugng thin bim sinh.
R&i loan thap khép:
- Viém kh6p dang thép.
- Viém khép man tinh & thanh nién.
- Viém cot song dinh khép
Bénh collagen/viém dong mach
- Lupus ban do hé théng. k.
- Viém da co toan than.
- Sét thip khép véi viém mang tim nghiém trong.
- Viém dong mach té bao khéng 18/ dau da co do thap khép
Bénh vé da: Bénh pemphigut thong thuong.
R&i loan di tmg:
- Viém mii dj ung theo thoi tiét va man tinh nghiém trong.
- Phan tmg quéa min thudc.
- Bénh huyét thanh.
- Viém da dj img tiép xuc.
- Hen phé quan.
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Bénh vé mit

- Tru6ce khi bj viém mang mach nho (viém mbng mét, viém méng mét — thé mi).
- Sau khi bj viém mang mach nho.

- Viém day thin kinh mt.

- Bénh vé dudng ho hép

- Bénh sarcoid phoi.

- Bénh lao cip hoic lan toa (dung ddng thoi vé6i liéu phap héa tri liéu khang lao thich hop).
- Viém phdi hit

Réi loan huyét hoc

- Ban xuét huyét giam tiéu ciu tyr phat.

- Bénh thiéu mau do tan huyét (tw mi&n dich).

- Bénh ung thu:

- Bénh bach céu (c4p tinh va bach huyét).

- U lympho &c tinh.

Bénh lién quan dén da day-rudt:

- Viém loét rudt két.

- Viém duodng rudt.

Céc chi dinh khéc: 2ol

- Li?O mang ndo (ding ddng thdi véi lidu phép héa trj liéu khang lao thich hgp). \‘gét

- Cay ghcp tang. (ACH Nt
6- Nén ding thudc nay nhw thé nio va lidu lwgng? oud
Liéu biit dau: 6 — 40 mg methylprednisolon mdi ngay, sau d6 giam lidqy A tir & duy tri tic dung dmﬁ L(
tri mong muon. ‘\-J_

Khéng ngimg thudc dot ngdt sau thoi gian dai sir dung lidu cad/khigiam liéu phai gidm tir tir.
Mirc lléu diéu tri ban dau c6 thé khac nhau phu thudc vao ti trang ctia bénh nhén dang dugc diéu
tri. Lidu ndy dugc duy tri cho dén khi hiu qua 1am sang \dat dwoc nhu mong muén, thuomg thi
khoang 3 — 7 ngay trong truong hop didu tri 'bénh thap khép (ngoa.l trir trudng hqp thap khop viém
mang tim cép tinh), di tmg gy anh huong dén da hoic dudng hd hép va bénh vé mit. Néu dap img
diéu tri khong dat dugc nhu mong mubn trong 7 ‘ngay, can xem xét lai chin doan ban dau. Ngay sau
khi hiéu qué lam sang dat dugc nhu mong mudn, can phai glém liéu ding hfmg ngéy tir tir, hoéc
ngung diéu trj d6i v6i trudong hop bénh cap tinh (nhu hen suyen, viém da véy nen, viém mit cip
tinh), d6i voi truorng hop bénh man tinh phai duy tri & lidu thip nhét c6 hiéu qua diéu tri (nhu viém
khép dang thap, lupus ban d6 h¢ thong hen phé quan, viém da di ung) Dic biét v6i truong hop bénh
man tinh va viém khorp dang thap, diéu quan trong 13 phai giam liéu dung tir ban d4u dén murc lidu*
duy tri dé dat dugc v& mit 1am sang thich hop. Trong khoang tir 7 — 10 ngay khong nén giam qua 2
mg. Trong bénh viém khép dang thap, lidu diéu trj bing steroid nén duy tri & mirc thap nht c6 thé. :
Trong liéu phap diéu tri cach ngay, yéu cdu corticoid hang ngay t6i thleu duoc ting 1én gip d6i va
dugc chi dinh mot lidu duy nhit vao lic 8 gid sang cach ngay. Yéu cau liéu tiy thudc vao tinh trang -
diéu trj va dép lmg cua bénh nhén. I
Bénh nhén 16n tudi: Khi didu tri cho bénh nhan 16n tudi, diic biét néu diéu trj trong thoi gian dai, cﬁn
6 ké hoach vé viéc chiu nhitng hiu qua nghiém trong hon trong nhing tac dung phu thucmg gép cia

| corticoid & ngudi gia, diic biét 1a bénh lodng xuong, tiéu dudng, cao huyét ap, nhay cam dén nhiém
triung va lam mong da..

Bénh nhén nhi: Nhin chung, liéu ding cho bénh nhén nhi nén cén cir vao sy dap ng lam sang va
theo su huomg din cua bac s§. Nén didu tri v6i gi6i han lidu thip nhét trong thoi gian ngin. Néu c6
thé, nén diéu trj véi liéu duy nhat cach ngay. .

Co thé giam thiéu nhimng tic dung khong mong mudn bing cach ding lidu ti thidu trong thoi gian
ngén

Céc khuyén céo vé lidu dudi day 14 liu dé nghl dung hz’mg ngay khi méi bit du diéu tri. Tong liu
trung binh khuyén cdo dung hang ngay c6 thé chia nhiéu lan hojc dung 1 lan duy nhét (ngoai trir liéu
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phap diéu trj cach ngay khi liéu hang ngay t6i thiéu c6 hiéu qua dugc ting gip déi va ding cach ngay
vao lic 8 gid sang).

Chi dinh Li¢u khéi diu diung hang ngay

Viém kh6p dang thip

- Néng _ 12 - 16 mg

- Trung binh 8§—12mg

- Nhe 4 -8 mg

- Tré em 4 —8 mg

Viém da co toan than 48 mg

Lupus ban dé hé théng 20 — 100 mg

St thip khép cp 48 mg duy tri khoang 1 tudn cho dén khi ESR binh
thuong

Bénh di img 12 —40 mg

Hen phé quén 161: lﬁ%lrggtlléf(:)u nclhgly nhét ding cach ngay c6 thé ting

Bénh vé miit 12 —40 mg

Réi loan huyét hoc va bénh bach cau 16 — 100 mg

U lympho é4c tinh 16 — 100 mg 57

Viém loét rudt két 16 — 60 mg 1

Viém duong rudt Diing dén 48 mg/ngay trong giai doan cip tinh MH

Céy ghép co quan Dung 3,6 mg/kg/ngay i

Bénh sarcoid 32 — 48 mg dung cach ngay M

Viém dong mach té bao khong 16/ dau da ([

co do th%pgkhgp ; 64 mg —

Bénh pemphigut thong thudong 80 -360 mg_

7- Khi nao khong nén ding thubc nay?
Qué mén vé6i methylprednisolon.
Nhiém khuén ning, trir séc nhiém khuén va lao mang nio.
Thuong tdn da do virus, nAm hoic lao.
Pang ding vaccin virus sdng.
8- Tac dung khong mong muén _
Téac dung khong mong mudn thirdng xay ra nhit khi ding methylprednisolon lidu cao va dai ﬁ\;gj/
Methylprednisolon tc che tdng hop prostaglandin va nhu vay lam mét tac dung cta prostaglfdl .

trén dudng tiéu hoa, gdbm trc ché tiét acid da day va bao vé niém mac da day. Nhiéu ADR cé/lién

quan dén tic dung ndy ctia glucocorticoid.

. Thirong gdp, ADR > 1/100 It gdp, 1/1000 < ADR < 1/100

Than kinh trung Mat ngu, than kinh dé bj kich | Chéng mit, loan tim than, nhirc dau, o P

uong dong giac . 'S
Ty i Loét da day, budn ndn, ndén, chudng bung, |.

Tiéu héa Pau bung, kho tiéu viém loét gluc quan, viém tuy EOVDE, | e

Da Rém 16ng Trimg cé, teo da, thim tim, ting séc td md

Hoi chirng Cushing, suy tuyen yén, cham

16m, khong dung nap glucose giam kali

Nbi tiét va chuyén

héa Bai thao dwong huyét, nhiém kiém, vo kinh, git natri va
nudc, ting glucose huyét

Than keink corva Pau khop - Yéu co, loAng xuong, giy xuong

Xuong

Mit Duc thuy tinh thé, glocom -
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Ho hap Chay mau cam . '
Tim mach - Phu, ting huyét ap
Khéc - Phan (g qui man

Ngung sir dung va héi kién bac s néu: Xudt hién cac tri¢u chimg méi bat thudng hay céc tic dung

khong mong mudn kéo dai hodc tré nén nang hon.

Théng bio cho béc si nhitng tic dung khong mong muon gip phai khi sir dung thuoc.

9- Nén tranh ding nhimg thudc hodc thye phim gi khi dang dung thubc nay?
Methylprednisolon 13 chit giy cam tng enzym cytochrom P450, va 1a co chit ciia enzym P450
3A, do d6 thubc nay tac dong dén chuyén héa coa ciclosporin, erythromycin, phenobarbital,
phenytoin, carbamazepin, ketoconazol, rifampicin.

Phenytoin, phenobarbital, rifampin va céc thudc loi tiéu giam kali huyét c6 thé lam giam hiéu luc
cua methylprednisolon.

Thubc khdng acid: Dung ddng thoi ¢6 thé 1am giam hép thu corticosteroid.

Thubc diéu tri bénh ddi thdo dwong: Corticosteroid ¢ thé 1am ting glucose huyét. Can didu chinh
lidu diéu trj d4i thdo duong khi ding diéu tri ddng thoi.

Thudc khdng cholinergic: Corticosteroid c6 thé anh huong dén tac dung cua thubc khéng
cholinergic. Bénh 1y c¢dp vé co da duge béo cdo khi diung dong thdi corticosteroid lidu cao véi
thuc khang cholinergic nhu thudc chen thin kinh co. N
Mifepristone: Tac dung cua corticosteroid co thé glam trong 3 — 4 ngay sau khi ding mifepristone. :
NSAIDs: Ding ddng thoi ¢6 thé 1am ting nguy co xudt huyét va loét dudng tiéu héa. ’H
Thubc kich thich than kinh giao cam: Nguy co giam kali huyét ting khi ding ddng thoiy
corticosteroid lidu cao véi thudc kich thich thin kinh giao cam nhu salbutamol, salmeterol,
terbutaline hodc formoterol. ;

10- Can lam gi khi mt lin quén ding thube?

=

Nén ding lidu da bo s6t ngay khi nhé ra. Tuy nhién, néu gin dén thoi gian udng lidu ké tiép, bo
qua lidu da quén va uéng liéu ké tiép vao giv thuong 1&. Khong udng lidu glp ddi dé bu cho lidu bo
sot.

11- Cin bdo quin thudc niay nhw thé nio?

D& noi khé rdo, tranh anh sang, nhiét 49 khong qua 30°C.

12- Nhitng d4u hi¢u va tri¢u ching khi ding thudc qua liéu |
Nhimg tri¢u chimg qué liu chi xay ra khi sir dung glucocorticoid dai han gdm hoi chinﬁL ing,
yéu co, va lodng xuong.

13- Cin phai lam gi khi ding thudc qu4 liéu khuyén cdo?

Trong trudng hop qué lidu, chua c6 thube giai doc dic hidu; chu yéu 1a diéu trj triéu chimg va hd
trg. Methylprednisolon c6 thé dugc thim tach.

14- Nhirng didu cAn thin trong khi diing thudc nay?

Str dung thén trong & nhimg ngudi bénh lodng xuong, rbi loan tim than, loét da day, loét ta trang, a‘)
dai thdo duomg, tang huyét ap, suy tim va tré dang 16n. P
Suy tuyén thugng than cép c6 thé xay ra khi ngimg thudc dot ngdt sau thoi gian dai diéu tri hozic

khi co stress.

Nén than trong khi dung corticosteroid & bénh nhén suy than.

Khi ding liéu cao, c6 thé anh hudng dén tac dung cta tiém chung vaccin.

Té dueoe lactose: GLOMEDROL c6 chira lactose. Bénh nhan 6 vén dé vé di truyén khong dung
nap galactose hoic thiéu enzym lactase, hojc bénh nhan kém dung nap glucose-galactose khong
nén sir dung thudc.

£

"-'I)Q.— . J
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Nguoi cao tuéi: Nhimg tac dung khong mubn thong thudng khi sir dung corticosteroid hé thong c6
thé nghiém trong hon khi sir dung & ngudi cao tudi, dic biét lodng xuong, ting huyét ap, ha kali
huyét, tiéu duong, man cim dén nhim khuin va 1am mong da. Do d6, phai sir dung than tron
corticosteroid toan thin cho ngudi cao tudi, ding liéu thap nhat va trong thdi gian ngén nhét c6 thé
duoc.

Bénh nhan nhi: Corticosteroid 1a nguyén nhan lam chim sy tang truéng & phoi thai, tré em va tré
vi thanh nién. Sy ting truéng va phat trién & tré em va tré vi thanh nién khi diu trj bing
corticorteroid kéo dai nén dugc theo ddi cin than. Dung thubc véi lidu i thidu va trong thoi gian
ngn nhit c6 thé. P& ngin chin t6i da sy e ché truc dudi ddi - tuyén yén - tuyén thuong than va
tang trudng cham, néu c6 thé nén diéu tri véi lidu duy nhét dung céch ngay.

Piéu trj corticosteroid kéo dai & tré em va tré vi thanh nién c6 nguy co dic biét vé ting 4p luc noi
50.

Str dung liéu cao corticosteroid c6 thé gdy viém tuy O tré em.
Sir dung trén phu nir ¢é thai: Ding kéo dai corticosteroid toan than cho ngudi me c6 thé dan dén
giam nhe thé trong ctia tré so sinh. Néi chung, str dung corticosteroid & ngudi mang thai doi hoi
phai céan nhic 1¢i ich c¢6 thé dat duge so voi nhirng rii ro ¢ thé xdy ra véi me va con.
Sir dung trén phu nir cho con bi: Khong chdng chi dinh corticosteroid d6i véi ngudi cho con by
Anh huéng 1én kha ning l4i xe va vin hanh mdy méc: Corticosteroid c6 thé g\ay chéng mat,
nhire dau, ao giac. khong dung thudc khi dang 14i xe hodc van hanh may mée. =
15- Khi nio cin tham vin bic s§? fr r'
Nén tham vin béc si trong nhimg truong hop sau:
Khi thubc khong dat dugc hidu qua trj liéu nhu mong mudn trong qua trinh diéu'f)ﬁ\;b/
Khi xuét hién cac phan tng dj ing hoic triéu chimng méi bét thuong ngay ca khi udeAdugc sir
dung véi liu khuyén céo. [
Néu can thém théng tin xin héi y kién bdc sy hodc dwoc si. '
16- Han ding ciia thuoc
36 thang ké tir ngay san xuat.
17- Nha san xuét/chi s hitu gidy phép diing ky sin phim
~ CONG TY TNHH DUQC PHAM GLOMED
Dia chi: S6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, thj xa
Thuén An, tinh Binh Duong.
18-Ngay xem xét sira ddi, cAp nhat lai ndi dung hwémg din sir dung thude.
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