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. HUONG DAN SU DUNG THUOC

Rx Thudc nay chi dung theo don thudc

. NADY-METHYL 4
NADY-METHYL 16

Cic dau hi¢u lvu y va khuyén cio khi dung thudc:
Doc ky hudng dan sir dung trueée khi ding.
Dé xa tam tay tré em.

THANH PHAN, HAM LUOQNG CUA THUOC:
NADY-METHYL 4

- 2 - ¢
Thanh phan hoat chét:
Methylprednisolon 4 mg
3 Thanh phan t4 dugc. Cellulose vi tinh thé 102, natri starch glycolat, magnesi stearat,

povidon K30, colloidal silicon dioxyd, tinh bt ngd.

NADY-METHYL 16

Thanh phén hoat chit:

Methylprednisolon 16 mg

Thanh phén t4 duge: Cellulose vi tinh thé 102, natri starch glycolat, magnesi stearat,
povidon K30, colloidal silicon dioxyd, tinh bot ngo6.

] DANG BAO CHE:
NADY-METHYL 4: Vién nén, hinh tron, mau tring.
N NADY-METHYL 16: Vién nén, hinh oval, mau tring.
CHI DINH:
- NADY-METHYL duoc chi dinh cho céc tinh trang hoat dong glucocorticoid cin nhur-

Réi loan néi tiét:
Suy thuong than nguyén phat va thi phat
1 Tang san thugng than bim sinh
Réi logn thip khép:
L Viém khép dang thép
Viém khép mén tinh
Viém c4t song dinh khép
Bénh vé da/ viém déng mach
Lupus ban do h¢ théng
- Viém da co hoc toan than (viém da co)
Sét thdp khép véi viem tim ning

) Viém déng mach t€ bao khéng 16/ dau da co do thap khép
Bénh da liéu !

| Pemphigus vulgaris
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Bénh di ung
Viém miii di img theo mua va lau ndm
Phén (mg qua min thubc
Bénh huyét thanh
Viém da tiép xiic
Hen phé quan
Bénh vé mdit
Viém mang bd dao trude (viém méng miit)
Viém mang bd dao sau
Viém than kinh thi gidc
Bénh duong hé hap
U hat phoi
Lao t6i wu hodc phd bién (véi héa tri liéu chdng lao thich hop)
Tén thuong phdi va viém phéi do hit phai ‘
Réi loan huyé! hoc
Ban xuét huyét giam tiéu cAu vo cin
Thiéu mau tan huyét (tw mién)
Bénh ung thu
Bénh bach ciu (cép tinh va bach huyét)
U lympho ac tinh
Bénh dwong rudt
Viém dai trang
Bénh Crohn
Chi dinh khac
Lao miang nio (véi hoa tri liéu chong lao thich hop )
Cay ghép
LIEU DUNG, CACH DUNG:
Liéu ding:
Nguwoi lon
Liéu ding hing ngay binh thudmg tir 4 mg - 360 mg mdi ngay, tiy thudc vao tinh trang cua
bénh nhan.
Liéu ding thp nhét c6 thé theo chi dinh ciia béc si, udng trong 1 lan, chia liéu trong ca
ngdy, hoac ubng mdi ngay lic 8 gior sang.
Bénh nhdn cao tudi
Diéu tri cho bénh nhén cao tudi, dic biét néu sir dung lau dai, nén gip bac si thudmg xuyén
hon, do anh huéng nghiém trong cua cac tic dung phu thuong gip ¢ ngudi cao tudi, dac biét
1a lodng xuong, tidu dudmg, ting huyét p, dé bi nhiém tring va méng da.
Tré em va thanh thiéu nién
Corticostcroid cé thé anh huomg dén sy phét trién & tré em, vi viy didu tri & lidu thdp nhét
trong thoi gian ngén nhat.
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r Khuyeén cdo vé liéu dung;

Chi dinh Li¢u ding ban diu dwgc dé nghi
F ~ Viém khép dang thip
1 nghiém trong - 12-16 mg
}' L vira phai nang 8-12mg
L vira phai ~ J4-8mg
Tré em - 4-8 mg -
Viém da co dia toan than 48 mg _
1 Lupus ban do h¢ théng 20- 100 mg
Sét thip khép clp 48 mg cho dén khi ESR binh thudmg trong
& . - ) mot tudn.
| Bénhdiimg  [12-40mg
] ien i i s s 2
Bénh nhén khoa 12-40 mg
1 Réi loan huyét hoc va bénh bach cu 16 - 100 mg
U lympho c tinh 16-100mg
- Viém dai trang 16 - 60 mg
Bénh Crohn _ _ 1én dén 48 mg/ngay trong céc dot cAp tinh. -
i Céy ghép néi tang 1én dén 3,6 mg/kg/ngay ¢
Tén thuong phéi va viém phdi do hit phai |32 - 48 mg vao cac ngay thay thé. l:
Viém dong mach té bao khdng 16/ dau da Simg 'J:
- co do thap khép :
Pemphigus Vulgaris 80 - 360 mg
T Céach dung:
Dung bing dudng udng.
% CHONG CHI DINH:

Nhiém khuén niing, trir séc nhim khuin va lao mang nio.
Qua mén véi methylprednisolon.

Thuong tén da do virus, nim hodc lao.

Dang ding vaccin virus séng.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

St dung thén trong trong nhitng ngudi bénh loang xuong, ngudi méi ndi thong mach mau,
- r6i loan tdm thin, loét da day, loct ta trang, dai thao dudng, ting huyét 4p, suy tim va tré
dang 1én. Suy gan, suy than, glocom, bénh tuyén giép, duc thiy tinh thé.

Do nguy co ¢6 ADR, phai sir dung thin trong methylprednisolon toan thin cho ngudi cao
tudi, véi lidu thip nhét va trong thoi gian ngéin nhét c6 thé duoc.

Suy tuyén thugng than cép c6 thé xay ra khi ngimg thubc dot ngdt sau thoi gian dai diéu tri
B | hodc khi ¢6 stress. )

Khi dung lidu cao, ¢6 thé anh hudng dén tac dung cua tiém chung vaccin.
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SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Sir dung thude cho phu nir ¢6 thai:
Dung kéo dai methylprednisolon toan thin cho ngudi me ¢6 thé dan dén giam nhe thé trong
cua tré so sinh. Noi chung, sir dung methylprednisolon & ngudi mang thai doi hoi phai can
nhéc loi ich c6 thé dat duoc so véi nhimng rii ro ¢ thé xay ra véi me va con.
Sir dung thuée cho phu nir cho con bi:
Thudc véo sita me nén ding thudc rit can than.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Anh huémg ctia corticosteroid 1én kha ning l4i xc va van hanh may moc chua duge danh gia
mdt cich cé hé théng. Céc tac dung khéng mong mudn, nhu choang vang, chong mat, roi
loan thi gidc va mét moi c6 thé xdy ra sau khi diéu tri béng corticosteroid. Néu bi anh hudng,
bénh nhan khong nén li xe hay vén hanh may méc.

TUONG TAC, TUONG KY CUA THUOC: .
Methylprednisolon 13 co chit cia enzym cytochrom P450 (CYP) va chi yéu duoc chuyén
héa bai enzym CYP3A4. CYP3A4 la enzym chinh cia hiu hét cac phin ho CYP trong gan
¢ ngudi trudng thanh. N6 xiic tac cho qué trinh 6 - hydroxyl héa steroid, giai doan I thiét
yéu trong buéc chuyén héa cho ca corticosteroid ndi sinh va tdng hop. Ciing c6 rét nhidu
cht khac ciing 1a co chit ciia CYP3A4, mét sb chit nay (ciing nhu cc thudc khac) 1am thay
ddi su chuyén héa glucocorticoid bing cich giy cam {mg (diéu hoa ting) hodc wrc ché
enzym CYP3A4.

Céc chit tic ché CYP3A4 - Nhimg thubc irc ché hoat tinh CYP3A4 nhin chung 1am giam d5
thanh thai cia gan va ting nong d cia cic thudc 13 co chit cia CYP3A4 nhu
methylprednisolon trong huyét tuong. Néu c6 chit tc ché CYP3A4, nén chuin lidu
methylprednisolon dé tranh bi ngé doc steroid.

Cic chét cam img CYP3A4 - Nhimg thubc giy cim tmg CYP3A4 nhin chung 1am ting 45
thanh thai ciia gan, din t6i lam giam ndng dd ciia céc thude 12 co chét ciia CYP3A4. Co thé
cén phai ting liéu methylprednisolon khi diing ciing céc thubc nay dé dat duoc két qua didu
tri nhu mong mubn.

Cic chit 12 co chit cia CYP3A4 - Néu ¢6 cac chét 1a co chit ciia CYP3A4, qu trinh thanh
thai qua gan clia methylprednisolon c6 thé bi anh huéng, do d6 cin c6 sy diéu chinh tuong
{mg lidu ding ctia methylprednisolon. C6 thé cic phan img c6 hai khi ding riéng mdi thude
clia mot trong hai thudc s& d& xay ra hon khi ding dong thai.

Nhirng thudc khéng c6 hiéu img qua trung gian CYP3A4 - Céc tuong tac va anh hudng khac
xay ra voi methylprednisolon dugc trinh bay trong bang 1.

Bang 1 bao gdm nhimg tuong tic thubc phd bién hodc quan trong vé mat 1am sang véi
methylprednisolon.
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HUONG DAN SU DUNG THUOC

Bing 1: Nhirng twong tic/dnh hwéng quan trong cia cic thude hoiic hoat chit véi

methylprednisolon.

Phin loai thudc - Thube
hoic hoat chat

Twong tic/ Anh hudng

Khang khuan Chat trc ché CYP3A4. Ngoai ra, methylprednisolon ¢6 tha
- ISONIAZID lam ting tdc do acetyl hoa va d¢ thanh thai isoniazid.

Khéng sinh, Thuoc khang lao | Chat cam tmg CYP3A4.

- RIFAMPICIN

Thudc chéng dong (dang
udng)

Téc dung cia methylprednisolon trén thude chong dc‘m?
dudmg udng bién déi. Da ¢6 nhidu bao cdo vé viee ting hay
giam tic dung cua thube chéng dong khi diung chung véi
corticosteroid. Chinh vi vay, phai kiém tra cdc chi s dong
méu dé duy tri téc dung mong muén cia thuée chdng déng.

Thudc chéng co gidt

Chét cam (mg CYP3A4 (va 1a cor chal),

- CARBAMAZEPIN

Thubdc chéng co giat Chét cam img CYP3AA4. .

- PHENOBARBITAL

- PHENYTOIN

Thubc khéng cholinergic Céc corticoid c6 thé lam anh huéng dén tic dung cua cac
- CHEN THAN KINH CO | thubc khang cholinergic

1. Da c6 béo céo vé bénh co cép tinh khi sir dung lidu cao
cdc corticosteroid voi céc thube khang cholinergic nhir
cac thude chen thén kinh co.

2. Da c6 bdo cho vé tinh dbi khang vé tac dung e ché
thén kinh co ctia pancuronium va vecuronium trén bénh
nhén ding corticostteroid. Twong tac nay c6 thé xay ra
véi tht ca céc chit chen thin kinh co c6 tinh canh tranh.

Thuoc ¢ ché ezym
cholinesterase

Steroid c6 the lIam giam cac tac dung ciia thude e cha ezym
cholinesterase ding trong diéu tri chirng nhuoc co.

Thudc chong tiéu dudng

Vi corticosteroid ¢6 thé lam tang nong do glucose trong
mdu, can di¢u chinh licu luong thudc chong tiéu duong.

Thude chdng non

Uc ché CYP3A4 (va Ia co chat).

- APREPITANT
- FOSAPREPITANT
Thube khang nim Uc ché CYP3A4 (va 1a co chat).
- ITRACONAZOL
- KETOCONAZOL ol
Thudc rc ché aromatase Ut ché thuong than gay ra do aminoglutethimid ¢6 the 1am
- AMINOGLUTETHIMID | trdm trong thém nhimg thay déi vé ndi tiét phét sinh tir lidu
phép glucocorticoid kéo dai.
Thude chen kénh Calci Ut ché CYP3A4 (va Ia co chat),
- DILTIAZEM
Thubc trénh thai (dang ung) | Uc ché CYP3A4 (va 1a co chét).
- ETHINYLESTRADIOL/
NORETHINDRON

Nuéce ép budi

Uc ché CYP3A4.

Thubc tic ché mién dich
- CYCLOSPORIN

Uc ché CYP3A4 (va la co chit).
1. Khi dung dong thoi cyclosporin v&i methylprednisolon
thi xuat hién su (rc ché chuyén héa 14n nhau; vi vdy, cic

phan tmg ¢ hai khi dung riéng mdi thudc cia mét
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trong hai thudc s& dé xay ra hon.
2. Da c6 bao céo vé hién tugng co gidt xay ra khi dung
dong thoi methylprednisolon va cyclosporin.

Thube rc ché mién dich Co chit cia CYP3A4. ]

- CYCLOSPORIN

- TACROLIMUS

Thuoc khing sinh  ho | Uc chd CYP3A4 (va Ia co chit).

macrolid

- CLARITHROMYCIN

- ERYTHROMYCIN

Thuéc khang sinh ho | Uc chd CYP3A4.

macrolid

- TROLEANDOMYCIN

NSAID (thuoc khang viém [ 1. Ty Ié chay mau va loét da day c6 thé ting khi dung

khong steroid) methylprednisolon cing véi cac thubc NSAID.

- ASPIRIN 2. Methylprednisolon c6 thé lam ting d6 thanh thai cua
(acetylsalicylic) liéu cao aspirin liéu cao, din dén _giam nong dd salicylat huyct

thanh. Ngimg diéu tri bing methylprednisolon c6 thé
lam ting nong do salicylat trong huyét thanh, din dén
tang nguy co ngd doc salicylat.

Thudc 1am giam kali Khi sir dung corticosteroid dong thoi vai cac loai thude lam
giam kali (nhir 1a thudc loi tiéu thiazid hodc thudc loi tiéu
quai), bcnhnhancanduoctheodmclﬁtché suxuallncn
cta chimg ha kali huyét. Nguy co ha kali huyét ciing ting
khi sir dung déng thdi corticosteroid véi amphotericin B,
cic xanhthen hozic thudc chii vén beta 2.

Thudc khang virus Uc ché CYP3A4 (v 14 co chat)

- Céc thudc tic ché HIV it Cacchatucchepmtcascnhulalndmamvantomwr
c6 thé lam ting ndng dd corticosteroid trong huyét
tuong.

2. Cac corticosteroid c6 thé lam ting su chuyén hoa cua

cac thubc irc ché HIV-protease dan t6i ting ndng d
trong huyét tuong.
TAC DUNG KHONG MONG MUON CUA THUOC:
ADR thudng xay ra nhiéu nhét khi ding liéu cao va dai ngay.
Methylprednisolon wc ché tdng hqp prostaglandin va nhu viy lim mét tic dung cua
prostaglandin trén dudng tiéu héa, gém tic ché tiét acid da day va bao vé niém mac da day.
Nhiéu ADR c6 lién quan dén tic dung nay ctia glucocorticoid.
Thueong gap, ADR > 1/100
TKTW: Mt ngti, than kinh dé bj kich dong.
Tiéu héa: Tang ngon miéng, khoé tiéu.
Da: Ram I6ng.
Noi tiét va chuyén héa: Déi thio dudng.
Thén kinh - co va xwong: Dau khép.
Mit: Dyc thiy tinh thé, glocom.
Hb hép: Chay méu cam.

- B )o-

l

i L TR i i ol sl I I '1 T e s eE



rwﬁps://trungtamthuoc.com/ i 719

HUONG DAN SU DUNG THUOC

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

TKTW: Chéng mat, con co gidt, loan thin kinh, u gia & no, nhirc diu, thay ddi tdm trang,
mé sang, do giac, sang khodi.

Tim mach: Phu, ting huyét 4p.

Da: Tring c4, teo da, thAm tim, ting sic t& mo.

Noi tict va chuyén héa: Héi chimg Cushing, rc ché truc tuyén yén - thuong than, chim 16m,
khong dung nap glucose, giam kali huyél, nhiém kiém, vo sinh, gilt natri va nudc, ting
glucose huyét.

Tiéu héa: Loét da day, budn non, nén, chudng bung, viém loét thuc quan, viém tuy.

Thén kinh - co va xuong: Yéu co, loang xuong, gy xuong.

Khéc: Phan ¢mg qui mén.

Huéng din cich xir tri ADR

Trong nhimg chi dinh cip, nén str dung methylprednisolon vai lidu thdp nhét va trong théi
gian ngan nhét c6 hiéu luc 14m sing. .

Sau diéu tri dai ngay vGi methylprednisolon, néu e ché truc ddi - tuyén yén - thugng thin
c6 kha nang xay ra, diéu cp bach 1a phai giam liéu methylprednisolon timg buéc mét, thay
vi ngimg d6t ngdt. Ding mét liéu duy nhét trong ngay gy it ADR hon nhimg liéu chia nho,
va li¢u phap céch ngay la bién phap t6t dé giam thiéu sy tre ché tuyén thuong than va nhimg
ADR khéc. Trong liéu phap cach ngay, ding mot lidu duy nhét ¢ hai ngdy mot lan, vao
budi sing.

Theo ddi va danh gié dinh ky nhimg thong sb vé lodng xuong, tao huyét, dung nap glucose,
nhimng tic dung trén mit va huyét ap.

Dy phong loét da day va ta trang bing cac thube khang thu thé H,-histamin khi ding liéu
cao methylprednisolon toan thén.

Tét ca ngudi bénh diéu trj dai han véi methylprednisolon cin ding bd sung calci dé du
phong loang xwong.
Nhimg ngudi c6 kha nang bj trc ché mi&n dich do methylprednisolon cin duoc cinh béo vé
kha nng d& bi nhiém khuin.
Nhitng ngudi bénh sip duge phiu thujt cé thé phai dung bd sung methylprednisolon vi dap
img binh thudng véi stress da bj giam sit do trc ché truc ddi - tuyén yén - thuong thén.

QUA LIEU VA CACH XU TRi:

Qua lieu:

Triéu ching: Biéu hién hai chimg Cushing (toan thén), yéu co (toan thén), va loang xuong
(toan than), tat ca xay ra khi sir dung glucocorticoid dai han.

Cich xir tri khi ding thudc qua lidu:

Khi sir dung liéu qué cao trong thoi gian dai, ting ning vo tuyén thugng than va e ché
tuyén thuong thén c6 thé xay ra. Trong nhimng trudng hop nay cin can nhic dé 6 quyét dinh
ding dén tam ngimg hodc ngimg hin viée dung glucocorticoid.

Khéng c6 thuoc giai doc dic higu, chi didu trj h§ tro va tricu chimg.
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THONG TIN VE DUQC LY, LAM SANG:

-v
Mia ATC: DO07AAO01
Loai thude: Thude glucocorticoid tong hop
-

Dic tinh duwge lue hoe:

Co ché tic dung:

Methylprednisolon 1la mét glucocorticoid tong hop, dan xuét 6-alpha-methyl cia
prednisolon. Thube cha yéu duge ding dé chbng viém, hoac 1rc ché mién dich. Thudc
thuong duge dung dudi dang este hoa hodc khoéng este hoa dé diéu tri nhimg bénh ma B
corticosteroid ¢6 chi dinh. =

Do methyl hoéa prednisolon, thudc methylprednisolon chi ¢é tic dung mineralocorticoid t6i —
thidu (chuyén héa mudi rit it), khong phi hop dé diéu tri don doc suy tuyén thuong than.
Néu ding methylprednisolon trong truomg hop nay, phai dung thém mdt mineralocorticoid.
Methylprednisolon c6 téc dung chdng viém, trc ché mién dich va chdng té bao ting sinh. Téc -
dung chbng viém la do methylprednisolon lam giam san xuit, giai phong va hoat tinh cia

cac chét trung gian chéng viém (nhu histamin, prestaglandin, leucotrien...), do d6 lam giam ——
céc biéu hién ban diu clia qué trinh viém.

Methylprednisolon irc ché cac bach ciu d& bam dinh vao céc thanh mach bi tén thuong va di

trél & céc vimg bj thn thwong, lim gidm tinh thim & ving d6, nhu viy Iam cic S baobach
céu dén it viing bi ton thuong. Tac dung nay lam giam thoat mach, sung, phii, dau.

Dic tinh tc ché mién dich lam giam dap img d6i véi cac phan img cham va tirc thi (typ 11 .
va typ IV). Diéu nay la do trc ché tic dung ddc cua phirc hop khang nguyén - khang thé gay -
viém mach di img & da. Béing irc ché tac dung cuia lymphokin, té bao dich va dai thuc bao,
corticosteroid d4 1am giam céc phan img viém da tiép xic do di img. Ngoai ra, corticosteroid _Y
con ngin can céc lympho bao T va céc dai thuc bao nhay cam 16i céc té bao dich. Tac dung

chéng té bao ting sinh 1am giam mé ting sin dic trung cia bénh vay nén. T
Dic tinh dwge dong hoc: i
Dugc dong hoc ciia methylprednisolon tuyén tinh, khong phu thudc vao dudng ding. ‘r
Hap thu: -
Methylprednisolon dwgc hip thu nhanh va dat ndng d6 dinh trong huyét twong khoang L
1,5 - 2,3 gio & moi lidu luong sau khi ubng & ngudi 16n khoe manh binh thudng. Sinh kha _r
dung tuyét d6i ciia methylprednisolon trén ngudi binh thuong, khée manh nhin chung cao

(82% - 89%) sau khi ubng. I
Phan bé:

Methylprednisolon phén b rong trong cdc mé, qua dwoc hang rio mau néo va tiét vao trong -
sita. Thé tich phan bé biéu kién ciia thudc 12 khoang 1,4 lit/kg. Methylprednisolon gén véi _'
protein huyét tuong ngudi véi ty 1€ khoang 77%. |
Chuyén héa: _'
(O ngudi, methylprednisolon dugc chuyén hoa & gan thanh céc chit chuyén héa bét hoat, cac

chit chuyén héa chi yéu la 20a-hydroxymethylprednisolon va 20B-hydroxy-a- <
methylprednisolon. Qué trinh chuyén héa & gan chu yéu qua enzym CYP3A4. ..'

- 85




-

ps://trungtamthuoc.com/ 9/9

3 HUONG DAN SU DUNG THUOC
Gibng nhu nhiéu loai co chit cua CYP3A4, methylprednisolon c6 thé 1a co chit cho
- p-glycoprotein, protein vén chuyén hinh hdp gin voi ATP (ABC), anh huéng dén su phén
b6 trong mé va tuong tc véi cac loai thube khic.
Thai tric:

Thoi gian ban thai trung binh ctia methylprednisolon vao khodng 1,8 - 5,2 gidy. Téc dé dao
hai tdng thé la khoang 5 - ¢ ml/phit/ke.

Khéng cin diéu chinh lidu & nguoi suy than. C6 thé thim tich mau dbi v
methylprednisolon.

- DON VI DONG GOINHO NHAT, QUY CACH DONG GOI:

Hop 3 vi x 10 vién.

Hop chai 100 vién.

HAN DUNG CUA THUOC:
L 36 thang ké tir ngay san xuét.

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG CUA THUOC:
i Bao quan: O nhiét do khéng qua 30°C, noi khé rdo, trnh anh sang.
Tiéu chuén chit luong: TCCS.

% TEN, DIA CHI CUA CO SO SAN XUAT:
CONG TY CO PHAN DUQC PHAM 2/9
@ 930 C4, dudng C, Khu cong nghiép Cat Lai, cum 2, Phudng Thanh My
1 Loi, Quén 2, TP. H Chi Minh. _
NADYPHAR DT: (028) 3742 2636 — (028) 3742 2637 FAX: 84.28.3742 2635
Ngay ey thang 47 _nim 2019
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