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LPD Title: Methylprednisolone acetate

LPD Date:August 30, 2016
Country: Vietnam

Reference: CDS Version 12.0 Reference CDS date: 10 August, 2016 -
DEPO-MEDROL

e, T

CANH BAO DAC BIET:

Thude nay chi diung theo don ciia bic s§.

Poc ki hwdng din sir dung trude khi ding.

Néu cin thém thong tin xin héi y kién bac s§.

Thong bao cho bac s§ nhirng tic dung khéng mong muén gip phai khi sir dung thude.
Khéng diing qua4 liéu chi dinh.

Khong sit dung thudc da qua han dung.

Pé xa tAm tay tré em.

1.

TEN SAN PHAM:
DEPO-MEDROL.
THANH PHAN PINH LUQNG VA PINH TiNH

Methylprednisolon acetat 40mg/mL

DANG BAO CHE
Hén dich tiém.

PAC TiNH LAM SANG

Chi dinh diéu tri

Chi s dung corticoid dé diéu tri triéu chimg, trir cac truomg hop rdi loan ndi tiét dung
corticoid dé diéu tri thay thé.

A. Tiém bip

Methylprednisolon acetat (DEPO—MEDROLTM) khong thich hop d diéu tri cac trudng
hop cap tinh nguy hiém t6i tinh mang. Khi can ¢6 tac dung hormon nhanh va cudng do
t6i da, thi c6 chi dinh tiém tinh mach loai methylprednisolon natri succinat (SOLU-
MEDROL™).

Khi khong dung dugc dudng ubng va ham luong, dang bao ché va duong dung cia
thudc nay phi hop dé diéu tri, thi tiém bip DEPO- MEDROL™ duoc chi dinh nhu sau:

Chong viém

1. Réi loan thép khop

Diéu tri bd tro duy tri (lam giam dau, li€u phap vén dong, vat Iy tri liéu...) va diéu tri bd
tro ngén ngay (dé gitip bénh nhan kiém soat giai doan cdp tinh hodc dot kich phat)
trong:

e Viém khép vay nén.

e Viém cot song dinh khép

<@
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Déi véi cac chi dinh dudi day, néu cé thé nén uu tién tiém tai cho:

2.

Viém xuong khép sau chén thuong

Viém mang hoat dich trong viém xwong khdp.

Viém khop dang thap ké ca viém khép dang thip & thiéu nién (mot s6 truomg hop
chon loc 6 thé dung lidu thap duy tri).

Viém bao hoat dich cdp va ban cap.

Viém mom 16i ciu xwong.

Viém bao gin cip khdng dic hiéu.

Viém khdp cép tinh do gut.

Bénh hé thdng tao keo

Trong dot kich phat hodc diéu tri duy tri trong cac trudng hop chon loc nhur:

3

4.

. Bénh vé da

Lupus ban d6 hé thong
Viém da co toan than (viém da co).
Viém tim cdp do thap.

Bénh Pemphigus (bénh bong nude ty mién trén da va niém mac).
Hdng ban da dang thé niang (hoi chimg Stevens-Johnson).

Viém da troc vay.

U sui dang ném.

Viém da bong nudc dang Herpes (thuoc lua chon hang dau la sulfon va diéu tri bing
cac glucocorticoid tac dung toan than dé bo tro).

Tinh trang di (rng

Dung dé kiém soat céc tinh trang di ing nang hogc kho chira khi da that bai vé&i céc cach
diéu tri théng thuong nhu:

UI

Hen phé quan.

Viém da tiép xuc.

Viém da di img.

Bénh huyét thanh.

Viém miii di ing theo mua hodc quanh nam.

Céc phan tmg qua min vai thude.

Phan (ng may day khi truyén thudc.

Phi thanh quan cdp khong nhiém khudn (thube lra chon hang dau 1a epinephrin)

. Cac bénh vé& miit

Cac qua trinh viém va di i'ng man tinh va cép tinh nghiém trong & mat nhu:

6.

Nhiém trung glac mac do Herpes zoster & mit.
Viém méng mét, viém mbng mét-thé mi.
Viém mang mach-vdng mac.

Viém mang mach nho khuéch tan phia sau.
Viém thén kinh thi giéc.

Bénh tiéu hoa

Dé gilip bénh nhén qua khoi con nguy kich ciia bénh trong:

A oFVEN (O,
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Viém loét dai trang (diéu tri toan than)
Bénh Crohn (diéu tri toan than).

7. Tinh trang phu

Pé giup bai niéu hodc giam protein niéu trong hoi chimg than hu ma khéng kem
theo uré huyet thudc typ tu phat hodc do Lupus ban do.

8. Bénh ho hip

Bénh Sarcoid c6 tri¢u ching.

Ngo doc berylu

Trong lao phdi lan téa hodc bung phat cAp tinh khi dung ddng thoi véi héa tri liéu
khang lao thich hop.

Hai chimg Loeffler khong thé kiém soat duoc bing cac phuong phép khéc.

Viém phdi hit.

Diéu tri cdc roi loan vé mau va ung thu

N

Be
[ ]

Réi loan vé mau

Thiéu mau tan mau méc phai (tw mién)

Giam tiéu cau thtr phat & nguoi 16n.

Chtmg giam nguyén hong cdu (thiéu méau hdng cau)
Thiéu mau giam san bam sinh (dong hdng cdu).
Cac bénh ung thw

diéu tri glam nhe trong:

Bénh bach cau va u lympho bao

Bénh bach ciu cip & tré em

Roi loan noi tiét

Suy vo thuong théin nguyen phét hodc thir phat.

Suy vo thuong thén cép tinh (hydrocortison hoac cortison 1a thubc duge chon lya.
Céc chat ddng ding loai tdng hop co thé dung cling v&i mineralcorticoid khi can
thiét, dbi vdi tré so sinh, viéc bd sung mineralcorticoid dong vai trd quan trong).
Téang san tuyén thugng than bam sinh.

Tang calci mau lién quan dén ung thu.

Viém tuyén giap khong sinh mu.

Cac chi dinh khac

B.

Lao mang ndo c¢6 tic nghén khoang dudi nhén hodc doa tic khi dung dong thoi hoa
tri liéu khang lao thich hgp.
Hé than kinh: dot kich phét c4p tinh cla bénh da xo cing.

Pé tiém vao hoat dich, quanh khdp, vao céac tii hoac md mém (xem muyc “Canh bio
va thin trong dic biét khi sir dung”)

DEPO- MEDROL™ dugc chi dinh didu tri bd trg khi dung thoi gian ngén (dé giap bénh
nhan kiém soat giai doan cép tinh hoac dot kich phat), trong:

-

r
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¢ Viém mang hoat dich trong viém xuong khép.
e Viém khop dang thap.

e Viém bao hoat dich c4p va ban cép.

Viém khdp cép tinh do gut.

Viém mom 16i cau xuong.

Viém bao gan cap khong dic hiéu.

Viém xuong khép sau chéan thuong.

C. Dé tiém vao trong vét thuong
Chi dinh DEPO- MEDROL™ dé tiém vao vét thuong trong cac truong hop sau:
Seo 16i, cac ton thuong khu trii phi dai, tham nhiém, viém cua:
Céc bénh lichen phing, mang vay nén

U hat

Lichen don man tinh (viém da than kinh),

Lupus ban d6 hinh dia.

Rung téc.

Con ¢6 thé dung DEPO-MEDROL™ trong céc khdi u nang hoic gan co.

4.2 Liéu ding va phwong phap sir dung
Vi c6 thé xay ra twong ky vt Iy, khong nén pha lodng hodc trén 13n methylprednisolon
acetat v6i dung dich khac. Cén kiém tra hon dich tiém bing mit thuong trude khi tiém
vao bét ctr luc nao ¢o thé quan sat dugce xem cé tiéu phan la hay ¢6 ddi mau hay khéng.

A. Tiém bép dé dat tac dung toan thén
Liéu tiém bap s& thay d6i tuy theo bénh dang duoc diéu tri. Khi mubn ¢6 tac dung kéo
dai, c¢6 thé tinh toan liéu hang tudn bang cach nhan liéu uéng hang ngay véi 7 va tiém
bip 1 lan duy nhat.

C6 thé xac dinh liéu cho ting cé thé tuy theo mirc do ning cla bénh va dap ung cla
bénh nhan.

V6i tré nho va tré em, can giam liéu, nhung liéu lugng s& bi chi ph01 bdi mic do tram
trong ctia bénh hon 12 béi su tudn thi nghiém ngit ty 1¢ chi dan theo tudi va thé trong.

Liéu phap hormon chi 1a bé trg, chir khong phai 1a sy thay thé cho liéu phap thudng
quy. Can phai giam lidu hoic ngimg tir tir khi da ding thude trong théi gian vugt quéa
vai ngdy. Mic dd nang, tién lugng va mic d§ kéo dai cia bénh va phan ing cta bénh
nhan véi tri lidu 13 nhitng yéu t& chu yéu trong x4c dinh lidu luong. Néu mot thoi ky
thuyén giam tu phat xay dén trong mét bénh man tinh thi nén ngirng didu tri. Cac xét
nghiém thuong quy trong phc‘mg thi nghiém, nhu thir nudce tiéu glucose-méu sau bita an
2 gm xac dinh huyét ap va thé trong, chup X-quang nguc can dugc thuc hién dinh ky
déu dan trong liéu phéap kéo dai. Chup X-quang dudng tiéu hod trén la viéc can lam &
bénh nhan cé tién sir loét hodc kho tiéu rd rét.
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Véi bénh nhan c6 hoi ching tuyen thuong than-sinh duc, can tiém bip 40 mg, c6 thé 2
tudn mot 1an 1a thich hop. Dé diéu tri duy tri cho bénh nhan viém khép dang thap, liéu
tiém bap hang tuén s& thay doi tir 40 dén 120 mg. Liéu thudong ding dbi v6i bénh nhan
c6 ton thuong da duge dung liéu phap corticoid toan than la 40 dén 120 mg
methylprednisolon acetat tiém bdp hang tuan, kéo dai 1-4 tudn. Trong viém da cdp tinh
nghlem trong do chit doc thuomg xuén, bénh co thé d& trong vong 8 12 gi¢r sau khi tiém
bip mot liéu 80-120mg. Trong viém da tiép xuc man tinh, ¢6 thé can pha: tiém ldp lai ¢
khoang cach 5-10 ngay. Trong viém da ting tiét ba nhon, lidu hang tudn 80 mg c6 thé
du dé kiém soat bénh.

Sau khi tiém bép 80-120 mg cho bénh nhén hen, bénh ¢ thé d& trong vong 6-48 gio va
hiéu luc nay kéo dai trong nhidu ngay t6i 2 tuan. Tuong ty, ¢ bénh nhin viém mili d1
mg (cam mao), mdt lidu tiém bip 80-120 mg co thé 1am giam nhe cac triéu chimg sd
miii trong vong 6 gid va hiéu luc nay s& kéo dai trong nhiéu ngay téi 3 tuan.

Néu c6 diu hiéu cua stress trong thoi gian dang dugce diéu tri, can tang liu. Neu can co
tac dung noi tiét nhanh v&i cudng dd cao nhat, ¢6 thé chi dinh tiém tinh mach
methylprednisolon natri succinat ¢6 do hoa tan cao.

B. Ding thudc tai chd dé c6 tac dung cuc bd

Khi sir dung liéu phép diéu tri véi DEPO- MEDROLT“ van can thiét phai ph01 hop véi
cac liéu phap thong thudng khac hay duge diung. Mic du phuong phap diéu trj nay sé
cai thién cac triéu chimg, nhung khong phai la mot bién phép chita khoi bénh va hormon
nay khong c6 tac dung trén nguyén nhan gy viém.

1. Viém khép dang thdp va viém xuong khép

Liéu dé tiém trong khép phu thude vao kich thude cia khép va mic do tram trong clia
bénh & timg ca thé bénh nhan.Trong céc trudong hop man tinh, c6 thé tiém nhéc lai cach
quéang trong tir 1 dén 5 tudn hoic hon, tuy theo mirc do thuyén giam cta bénh dat dugc
tlr miii tiém dau.

Cic lidu duge ding trong bang dudi day 1a chi dan chung:
Bing 1. Chi din chung vé liéu ding

Kich thuéc khép Vi du Pham vi liéu

To Khép gbi 20-80 mg
Mt c4 chén
Vai

Trung binh Khuyu tay 10-40 mg
Cb tay

Nho Xuong dot ban tay- ngon tay 4—-10mg

Gian dot ngoén
Xuong trc — don
Moém cung vai — don

Céch tién hanh:
Nén xem lai giai phau ctia khop 6 lién quan trude khi tien hanh tiém trong khop.

. >
5
-
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Pé dat tac dung chong viém day du, diéu quan trong la phai tiém vao trong khoang dich.
Dung cling k§ thuat vo khuan nhu dé choc éng sbng thét lung, mot kim tiém vo khuan
¢ 20-24 gauge (trén mdt bom ti€ém khd) dugce dua nhanh vao trong khoang hoat dich.
Gay té tiém ngam v6i procain la cach duogc chon lya. Hut thir vai giot dich khép dé
kiém tra kim di vao trong khoang khop. Vi tri tiém 601 véi mdi khép duoc xac dinh
bing vi tri & noi ma khoang hoat dich & murc ndng nhét va khéng ¢6 mach mau hay day
than kinh 16n. Vi kim tiém & dang chd, bé bom tiém hit ra va thay thé bing mot bom
tiém thir 2 chira mot lugng DEPO-MEDROL™ mong muén. Kéo éng bom 1én mot chut
dé hit hoat dich va dé chic chin rang kim van & trong khoang hoat dich. Sau khi tiém,
khép duge di chuyén nhe nhang vai ldn dé gitp tron 13n hoat dich vao dich treo. Vi tri
tiém duoc bang voi mot bang vo khuén nho.

Nhimg vj tri thich hop dé tiém trong khép 1a cac khép gdi, mét ca chén, ¢b tay, khuyu
tay, vai, dbt ngon va hang. Vi viéc dua kim vao khdp hang la twong dbi khé khin, do
vdy can than trong dé tranh dung vao moi mach mau Ion gan dé. Céc khép khong thich
hop cho viéc tiém 1a cac khép khong cham téi duge vé mit giai phau, nhu cac khdp cot
song va cac khép nhu khép xuong cing-chdu ma khoéng chira khoang hoat dich. Céc
that bai trong diéu tri phan Ién la két qua cua that bai trong viéc dua kim vao khoang
khop S& co it hodc khong 6 hi¢u qua néu tiém vao md bao quanh. Néu gip that bai khi
céc mili tiém duoc xac dinh chéc chin 1a da vao khoang hoat dich, dugc xac dinh bing
cach hat dich khop, khi d6 13p di lap lai cac mili tiém thuong khong mang lai lgi ich.
Liéu phap dung thudc tai chd khong 1am thay ddi qua trinh co ban cua bénh va bat ki luc
nao c6 thé duoc, nén sir dung liéu phap toan dién, bao gom vt ly tri liéu va hiéu chinh
chinh hinh.

Sau khi tién hanh liéu phap tiém trong khép corticosteroid, can thén trong dé tranh vén
dong qua mirc ddi véi nhirng khép da dat duge hiéu qua didu tri triéu chimg. Su bat can
trong van dé ndy c6 thé lam ting sy phd hay khép va lam mit di ¥ nghia didu tri coa
steroid.

Khoéng nén tiém nhitng khép khong on dinh. Trong mét sé trudmg hop, tiém trong khép
lap lai c6 thé din dén su khong 6n dinh ctia khép. Nén chup X-Quang sau khi tiém dé
phat hién nhing ton thuong khép.

Néu giy té tai chd duoc tién hanh trude khi tiém methylprednisolon acetat, can doc k§y
huéng dan sir dung thude gdy té va tuan thu tit ca cac canh bao.

2. Viém thi

Chuan bi viing xung quanh vi tri tiém theo nguyén tic vd khudn va tao mot nét phong &
vi tri tiém v6i dung dich procain hydrochlorid 1%. Mot kim tiém c& 20-24 gauge lip
vao mdt bom tiém kho duge dua vao trong tui va dich duoc hat ra. Gitr kim tai chd va
thay bom tiém hiit bing mot bom tiém nhé chira lidu thube mudn c6. Sau khi tiém, rut
kim ra va bang vai mét bang nhé.

3. Nhiing bénh khéc: hach, viém gan, viém mom 16i ciu xuong

Pé diéu tri cac bénh nhu viém gan hodc viém bao gin, cin thin trong tién hanh sat
khuén thich hop trén bé mat da trude khi ti€m dich treo vao trong bao gan thay vi vao
trong chat cla gan. Co thé dé Sl ndn cac day ching khi dudi ra. Khi diéu tri cac bénh
nhu viém mém 16i ciu xuong, can than trong phac ra khu vuc cé su nhay cam dau 16n
nhét, sau d6 dich treo duoc tiém thadm nhiém vao khu vuc nay. Déi véi cac hach va bao
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gén, can tiém dich treo truc tiép vao trong nang. Trong nhiéu truong hop, mot mii tiém
gdy giam rd rét kich thudce cia u nang, ¢6 khi con co thé 1am bién mat u.

Liéu diéu tri cac tridu chimg khac nhau caa cac td chirc c6 céu tric gan hodc tii da dugc
liet ké & trén s& thay dbi v6i bénh dang dugc dleu tri; lidu thay déi tir 4mg dén 30mg.
Trong cac bénh tai phat hodc man tinh, co thé can phai 4p dung céc lidu tiém lap lai.

Cén tuén thi cac bién phép than trong vo khudn thuong diing cho méi lan tiém.

4. Céc lidu tiém dé c6 tac dung tai chd trong cac bénh vé da

Sau khi lam sach v&i mot chit sat khuan thich hop nhu con 70%, tiém 20 — 60 mg vao
noi tén thuong. C6 thé can phai chia thanh cac lidu thay doi tir 20mg dén 40mg bang
cdc mii tiém cuc bo lap lai trong truomg hop cac ton thuong lon. Cén théan trong dé
tranh tiém lugng thude gy nén tinh trang da tai nhot, vi diéu nay c6 thé dan tdi sy troc
da nho. Thuong phai st dung 1 dén 4 mii tiém, khoang cach gitra cac 14n tiém thay doi
tuy thudc vao loai ton thuong dang duoc didu tri va thoi gian cén thiét dé cai thién triéu
chimg sau miii tiém dau tién.

Huéng dan sir dung:

Cac thude dung theo dudng tiém nén dugc kiém tra bang mét thudong dé tim xem c6 cin
va c¢6 d6i mau hay khong trude khi dung. Can tuan thu chat ché ki thuat tiét tring dé
tranh nhidm trung do diéu tri. Thubc khéng thich hop véi dudng tiém tinh mach hay
tiém noi tiy va khong duge sir dung nhu lo da lidu, sau khi dung di liéu lugng can thiét,

nén loai b hdn dich con du.

Huéng dan str dung bom tiém

Lic ki dé c6 duoc mdt hdn dich ddng nhat.

1. M@ nip bén trén

2. Lép kim tiét tring vao vi tri

3. Mé nép bao vé kim ra. Liic niy bom tiém da sin sang dé sir dung.
Sau khi tiém, bo bom tiém.Khong dugc dung lai bom da sir dung.

4.3 Chéng chi dinh

Chdng chi dinh methylprednisolonacetat trong cac truong hop sau:
» Bénh nhén COl’lhle nam toan than.
« Bénh nhan qua man v&i methylprednisolon hodc bit ky thanh phan nao trong cdng
thirc.
« Dung theo dudng tiém ndi tay.
« Dung theo dudng tiém ngoai mang cimg.
- Dung theo dudng tiém tinh mach.
Chéng chi dinh dung vac-xin song hoic vac xin sdng, giam ddc lyc & nhitng bénh nhén
dang dung cac lidu corticosteroid {rc ché mién dich.

4.4 Canh bao va thin trong dic biét khi sir dung

Cong thirce MGPC (Myristyl-gamma-picolinium clorid)
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San phim nay khong phu hop dé sir dung da lidu. Sau khi tiém liéu mong mudn, bt ky
lugng con lai nao cling can dugc loai bo.

Str dung da lidu methylprednisolonacetat tir lo don doi hoi chu y dic biét dé tranh nhiém
ban. Mic du ban dau duoc vo trung, bat ky viée sir dung da lidu nao tir cac lo cling c6 thé
din dén nhidm bén trir khi tuan thi nghiém ngat k¥ thuat vo trung. Cha y dic biét, nhu la
stir dung bom tiém va kim tiém v triung dung mot lan 1a can thiét.

D ring céc tinh thé steroid thuong than trong ha bi ngan chdn phan ng viém, su Xuat
hién cta ching co thé gay ra su tan rd cia céc thanh phan té bao va nhing thay d6i héa ly
& céc chét cin ban ciia mé lién két. Hé qua 1a c6 nhimng thay doi & da va/hogc duéi da xay
ra khong thuong xuyén cé thé hinh thanh vét 16m & da tai chd tiém. Mirc do xay ra phan
ang ndy s& khac nhau tuy thudc vao lugng steroid thugng than dugce tiém. Su tai tao
thudng hoan tat trong vong vai thang hodc sau khi tit ca cac tinh thé cta steroid thugng
than di dugc hap thu.

Dé giam thiéu ty 1€ teo da va teo dudi da, phai chii y khong vuot qua cac liéu tiém duoc
khuyen nghi. Can tiém lam nhiéu miii v&i luong nho vao chd thuong tén bat ky khi nao co
thé. Ky thudt tiém véo hoat dich v tiém bép can bao gém cac bién phép phong ngira tiém
hodc rd ri vao ha bi. Can tranh tiém vao co delta vi ty 1& teo duéi da cao.

Khong nén dua methylprednisolonacetat vao co thé qua bat ky dudng nao ngoai nhitng
dudng da dugce liét ké & muc 4.1 Chi dinh dleu tri. Piéu quan trong la trong khi tiém
methylpredmsolonacetat can st dung k¥ thuat can thiét va thuc hién cdn than dé dam bao
tiém thude ding vi tri.

Céc bién ¢d y & nghiém trong di dwoc béo cdo lién quan dén cac duong tiém vao ndi tiy
/ngoai mang cirmg (xem muc 4.8 Tac dung khong mong mudn). Phai thuc hién céc bién
phap thich hop d tranh tiém vao mach mau.

Canh bao va luu v chung

Tiém corticosteroid vao bao hoat dich c6 thé gay ra cic phan Gng toan than ciing nhu tai
cho.

Cén kiém tra cén than khi xuat hién dich & bat ky khép nao dé loai trlr qua trinh nhiém
khuén.

Miic do dau tang rd rét kém theo sung tai chd, han ché vén dong khorp, st va khé chiu 1a

dau hiéu goi y viém khép do nh:em tring. Néu bién chimg nay xuat hién va chin doan
nhidm tring dwoc x4c nhan, cin tién hanh diéu tri bing khang sinh phi hop.

Can tranh tiém steroid tai chd vao khép bi nhiém trang trude do.
Khdng nén tiém corticosteroid vao cac khép khong on dinh.
Cén thuc hién k§ thuat vo khuén dé ngan ngira nhiém tring hodc nhiém bén.

Téc d6 hip thu qua dudng tiém bép s& cham hon.

Téc dung trc ché mién dich/ting nguy co nhiém khuén

Corticosteroid ¢é thé lam ting nguy co nhiém khuén, che ldp mot s ddu hiéu nhiém
khuén va mot s6 nhiém khuan méi c6 thé xay ra khi dang dung corticosteroid. C6 thé c6
hién tugng giam sirc dé khang va mat kha ning khu tr(i nhiém khuan tai ché khi st dung



LPD Title: Methylprednisolone acetate

LPD Date:August 30, 2016
Country: Vietnam
Reference: CDS Version 12.0 Reference CDS date: 10 August, 2016

corticosteroid. Nhiém vi sinh vét gay bénh bao gom nhiém virus, vi khuén, ndm, don bao
hodc giun san & bat ky vi tri ndo cia co thé co thé lién quan tgi viéc st dung
cortlcostermd ding neng ré hodc ph01 hop v6i cac thude e ché mién dich khac ma cé tac
déng t6i mién dich té bao, hoic mién dich thé dich hodc t6i chirc nang clia bach cau trung
tinh. Nhimng nhiém khudn nay c6 thé nhe, nhu.mg cling ¢6 thé nghiém trong va c6 khi gay
tir vong. Khi tang liéu corticosteroid, ty 1& méc cac bién ching nhiém khuan ciing ting
1én.

Khong sir dung duong tiém trong bao hoat dich, tii hoat dich hodc trong gan dé dat duoc
tac dung tai chd khi c6 xuit hién nhiém khuan cép.

Bénh nhén dang sir dung thude (e ché mién dich dé bi nhiém khuan hon nhitng ngudi
khoe manh khac. Vi du & tré em hay nguoi 16n chua co mién dich dang dung
corticosteroid, khi mac thﬁy dﬁu va sdi co thé bi nang hon va tham chi tir vong.

Chéng chi dinh dung vic-xin song hodc véic-xin song da glam doc luc O bénh nhan dang
ding cac liéu corticosteroid (rc ché mi&n dich. Vic-xin chét hodc vac—xm bat hoat c6 thé
dugc tiém cho bénh nhdn dang dung lidu corticosteroid trc ché mién dich; tuy nhién, dap
g ctia bénh nhéan voi cac loaivic-xin nay c6 thé giam di. Co thé chi dinh tiém chiing cho
bénh nhan dang ding cac lidu corticosteroid khong gay trc ché mién dich.

Str dung corticosteroid trong bénh lao hoat dong can gidi han chi trong céc trudng hop lao
phdi lan toa hodc thé bing phat cap tinh ma trong dé corticosteroid duge ding dé kiém
soét bénh phdi hop vai phic d6 khang lao thich hop.

Néu corticostermd duge chi dinh ¢ ngudi bénh lao tiém tang hoac phan Ung véi
tuberculin, can theo ddi chat chg, vi bénh ¢b thé tai phat. Néu dung corticosteroid dai
ngay, bénh nhén cin duoc diéu tri du phong bing cic thude khang lao.

U SarcomKaposi (Kaposi’s sarcoma) di dugc bdo cdo & nhitng bénh nhan diéu tri bang
corticosteroid. Ngimg st dung corticosteroid co thé s& thuyén giam tri¢u chimg trén lam
sang.

Vai trd cia cc corticosteroid trong séc nhiém khuan van dang dugce tranh ludn, céc
nghién ciru gan day cho thdy c6 ca tac dung co lgi ciing nhu céc anh hudng bat loi. Gan
day, viéc ding corticosteroid bd sung da cho thay le‘l co loi cho bénh nhan dugc xac dinh
1a sbc nhidm khuédn va cé suy giam chirc nang tuyén thu’(mg than. Tuy nhién, khong nén
sir dung thuo‘ng xuyen liéu phap nay trong séc nhiém khudn. Mot tong quan hé théng da
két luan rang diéu tri caccorticosteroid lidu cao trong thoi glan ngin khong mang lai tac
dung Tuy nhién, cac phén tich gop va tdng quan da cho thay sir dung corticosteroid lidu
thdp trong khoang thoi gian dai hon (5-11 ngay) ¢6 thé lam giam ty 1é tir vong, nhat 1a &
bénh nhan bj sbc nhiém khuén phai dung thudc co mach.

Tac dung trén hé mién dich
C6 thé xay ra cac phan (mg di img. Vi mét s6 hiém céc truong hop di tmg trén da va phan
tng phan vé di xdy ra & bénh nhin ding corticosteroid, nén can c6 nhitng bién phap
phong ngu’a thich hop truéc khi ding corticosteroid, dac bigt khi bénh nhén c6 tién sir di
(g vai bat ky loai thudc nao.
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Tac dung trén ndi tiét
Bénh nhan dang sir dung corticosteroid ma phai chiu nhitng céng thang bat thuong, canchi
dinh dung corticosteroid tac dung nhanh v&i liéu cao hon trude, trong va sau khi bi stress.

Str dung corticosteroid & liéu co tac dung dugc 1y trong thdi gian kéo dai co thé dan dén
e ché truc dudi ddi-tuyén yén-tuyén thugng than (HPA) (suy vo thugng than thir phat).
Mirc d3 va thoi gian suy vo thuong than thir phat khac nhau giita cdc bénh nhan va phuy
thudc vao lidu, tin sudt, thoi diém dung thuéc va khoang thdi gian didu tri
bangglucocorticoid. Co thé giam thiéu tac dung nay bang liéu phéap diéu tri cach nhat.

Ngoai ra, suy thugng than cip con dan dén tr vong néu dimg glucocorticoid dét ngdt.

Do dé, c6 thé giam thiéu nguy co suy vo thuong thén thir phat do thube bing céch _giam
lidu tir tir. Kiéu suy vo thuong thén nay ¢d thé ton tai nhiéu thang sau khi ngimg didu tri;
do do, trong thdi gian ndy, néu xay ra bat ky trudng hop stress nao, nén bit dau sir dung
lai liéu phap hormon.

“Hoi chimg cai thudc” steroid, khéng lién quan dén tinh trang suy vo thuong than, 6 thé
gap sau khi nglrng d6t ngét glucocorticoid. Hoi ching nay gom cac triéu chirng nhu: chan
an, budn nén, ndn, hon mé, dau ddu, sét, dau khép, bong da, dau co, giam cén va/hodc ha
huyét ap. Nhimg anh huong nay dugc cho 1a do sy thay ddi dot ngdt ndng do
glucocorticoid hon 14 do nong dé corticosteroid thap.

Vi glucocorticoid ¢ thé gdy ra hodc lam ning thém hoi chimg Cushing, nén tranh sir
dung glucocorticoid trén nhitng bénh nhan Cushing.

Tac dung cua corticosteroid ting 1én trén nhitngbénh nhén thiéu nang tuyén giap.

Téac dung trén chuyén hoa va dinh dudng

Céc corticosteroid, bao gom methylpredmsolon co the lam ting dudng huyet lam néng
hon tinh trang tiéu dudng sin cé, va c6 thé din dén tiéu dudng trén nhirng di tugng st
dung corticosteroid kéo dai.

Téac dung trén tim thin

Céc x40 tron vé tdm than c6 thé xudt hién khi st dung corticosteroid, tir sang khoai, mat
ngu, thay d6i tAm trang, tinh khi that thudng va trdim cam ning cho dén nhng biéu hién
tam than thuc su. Ngoai ra, su bat 6n cam xtc hodc khuynh huéng tim thdn c6 thé ning
hon do corticosteroid.

Kha nang gap cac tac dung khéng mong mudn nghiém trong vé tam than c6 thé xay ra khi
dung steroid theo duong toan than. Cac triéu ching thudng xut hi¢n trong mot vai ngay
hodc vai tuan tir khi bat dau diéu tri. Hau hét céac triéu chimg mét di sau khi giam hodc
ding corticosteroid, méc du co thé can phai diéu tri dac biét.

Céc tac dung vé tdm than da duoc bao céo khi nglmg corticosteroid; tuy nhién chua blet
rd tan suat. Bénh nhan/ngudi cham séc nén luu y néu cac triéu ching tdm than tién trién &
bénh nhén, ddc bi¢t néu nghi ngd bénh nhan bi tram cam hay c6 y dinh tu t. Bénh
nhin/ngudi chdm sé¢ nén duge canh bao vé céc rdi loan tim than c6 thé xuat hién trong
khi diéu tri hodc ngay sau khi giam lidu/ngimg dung steroid toan than.

A M
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Téac dung trén hé than kinh
Nén thén trong khi dung corticosteroid trén nhitng bénh nhéan dong kinh.

Nén than trong khi diing corticosteroid trén nhitng bénh nhan nhuge co ning (Xem thém
vé bénh co trong muc Tac dung trén hé co xwong).

Mac du cic thir nghiém lam sang ¢6 dbi ching da cho thay corticosteroid ¢6 tac dung lam
giam nhanh mirc do trAm trong cap tinh trong dot cap clia bénh da xo cing, nhung nhimg
thur nghlem do6 khong ching to dugc ring corticosteroid ¢6 anh hudng den ket qua didu tri
cudi ciing hodc dién bién tu nhién ctia bénh. Céc nghién ctru cho thay rang cin dung liéu
corticosteroid tuong ddi cao méi c6 tic dung déang ké. (xem muc 4.2 Liéu ding va
phwong phap sir dung).

Pi ¢6 cac bao cdo vé hién tuong tich m& ngoai mang cimg & nhirng bénh nhan ding
corticosteroid, dién hinh 1a khi sir dung lieu cao kéo dai.

Tac dung trén mit

Dung corticosteroid kéo dai 6 thé lam duc thuy tinh thé dudi bao sau va duc thuy tinh thé
& trung tdm (ddc bi¢ to tré em), 16i mat hodc ting 4p luc ndi nhin, c6 thé dan den bénh
tang nhan 4p di kém ton thuong than kinh thi gidc. C6 thé ting nguy co nhiém nim va
virus thir phat trén mét & bénh nhan str dung glucocorticoid.

Cin ding than trong corticosteroid & bénh nhan nhidm Herpes simplex & matvi c6 thé gay
thiing giac mac.

Liéu phap corticosteroid da tirng dugc xac dinh ¢6 lién quan dén bénh hic vong mac trung
tam thanh dich, mdt chimg bénh c6 thé din dén bong vong mac.

Tac dung trén tim

Téc dung khong mong mudn ctia glucocorticoid trén hé tim mach nhu 16i loan lipid mau
va ting huyét ap, c6 thé khién cac bénh nhén da c6 s&n céc nguy co vé tim mach phai chiu
thém céc anh hudng tim mach khac néu ding lidu cao va kéo dai. Vi vy, corticosteroid
nén dugc dung thin trong & nhitng bénh nhan nay, cin theo ddi sy thay doi cia céc yéu to
nguy co va theo ddi chirc nang tim thém néu cén thiét.

Nén than trong khi ding cac corticosteroid toan théan, va chi dung khi thue su can thiét,
trong nhirng trudng hop suy tim sung huyét.

Téc dung trén mach

Huyét khoi, bao gdm thuyén tic huyet khéi tinh mach, di dugc bao cio xay ra khi ding
corticosteroid. Do do, corticosteroid can duge s dung than trong & bénh nhan dang bi
hodc c6 thé cé nguy co bi cac rbi loan vé huyét khoi.

Corticosteroid cin duoc st dung than trong & bénh nhan bj tang huyét ap.
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Tac dung lén ong tiéu hoa
Liéu cao cua corticosteroid c6 thé gdy viém tuy cap.

Khéng ¢ quan diém théng nhét nao vé viéc chinh corticosteroid gy nén tinh trang loét
dudng tiéu hoa trong qua trinh didu tri hay khong; tuy nhién, dung glucocorticoid c6 the
che 1ap nhirng triéu ching cia loét duong tiéu hoa, gdy nén tinh trang thing hodc xuat
huyét tiéu héa ma khong kem dau don rd rét. Liéu phap glucocorticoid ¢d thé che gidu
viém mang bung hodc cac dAu hiéu hodc triéu chimg khac lién quan dén rdi loan dudng
tiéu héa nhu thung, tic nghén hodc viém tuy. Nguy co bi loét duong tiéu hoa tang 1én khi
két hop véi cac thudc chdng viém khéng steroid (NSAID).

Thén trong khi dung corticosteroid trong viém loét dai trang khong déc hiéu néu c6 doa
thung, ap xe hay nhlem khuan sinh mua khéc. Ciing can than trong trong cac truong hop
viém tai thira, c6 chd ndi rudt non mm dang bi hodc ¢o tién sir bi loét duong tiéu hoa khi
str dung steroid lam liéu phap truc tlep hodc b tro.

Tac dung lén gan mit

R&i loan gan mat da dugc bao céo ¢o thé tai phét sau khi ngung diéu tri. Do d6 viéc giam
sat thich hop la can thiét.

Pa c6 béo cdo vé bénh co cép tinh khi sir dung corticosteroid lidu cao, thudng xay ra &
bénh nhan bi cac rdi loan dan truyén than kinh co (vi du nhuge co nang), hay trén bénh
nhén dang dung céac thuoc khang cholinergic nhu thue (rc ché than kinh co (vi du nhu
pancuromum) Bénh co cép tinh nay lan rong, c6 thé lién quan dén cac co mit, co ho hap
va cd thé din dén liét chi. Tinh trang tang creatinin kinase co the Xay ra. Pé c6 tién trién
vé mit lam sang hay hdi phuc, can ding thudc trong vong vai tudn dén vai nam.

Tac dung trén hé co xwong

Loang xuong la tac dung khong mong mudn phd bién nhung it dugc phét hién khi dung
glucocorticoid liéu cao va kéo dai.

Roi loan thén va tiet niéu

Nén thén trong khi dung corticosteroidtrén nhitng bénh nhén suy than.

Nghién ciru
Lleu trung binh hodic cao cua hydrocortison hodc cortison c6 thé gy tang huyet ap, gitr
mudi va nuéce va tang thai trir kali. Nhiing tac dung nay it gap hon véi cac dan xuét tong

hop trir khi dung lleu cao. Ché d6 an han ché mudi va bd sung kali c6 thé can thiét. Tét ca
cac corticosteroid déu lam tang thai trir calci.

Chin thwong, ngd ddc va cic bién ching do phiu thuit

Corticosteroid diing toan than khdng dugc chi dinh va do d6 khong nén dung dé diéu tri
chén | thuong so ndo; Mot nghién clru da trung tdm cho thiy tang ti 1¢ tir vong tai thoi diém
2 tudn va 6 thang sau chan thuong & nhitlng bénh nhén dung methylpredmsolon natri
succinat so véi nhitng bénh nhén ding gia duge. Mdi quan hé nhan qua vdi viée diéu tri
bang methylprednisolon natri succinat chua dugc thiét 1ap.
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Canh bao khac

Do céc bién ching khi ding glucocorticoid phu thude vao lidu luong va thoi gian diéu tri,
can can nhac loi ich/nguy co trén timg bénh nhén ve lieu lugng va thoi gian di€u tri theo
liéu hang ngay hay dung cach nhat.

Can than trong khi sir dung aspirin va cac thudc chdng viém khong steroid phdi hop véi
corticosteroid.

Bénh u té bao va créom cé thé gay tir vong dd duge bao cdo sau khi st dung corticosteroid
toan than. V&i bénh nhan nghi ngd hodc da xac dinh la mac bénh u té bao wa crdom, chi
nén sur dung corticosteroid sau khi da tién hanh danh gia lgi ich/nguy co pht hgp.

Ché phim nay c6 chira natri. Nong dd natri it hon 1 mmol/1 ml hdn dich tiém, nén cé thé
coi nhu "khéng cé natri"

Dung & tré em

Cén theo di chit ché su ting trudng va phat trién cia tré so sinh va tré em khi duogc sir
dung corticosteroid kéo dai. Cham ting trudng c6 thé gip trén tré em s dung
glucocorticoid kéo dai, hang ngay, véi lieu chia nho va viéc sir dung liéu phap nay nén
han ché, chi nén dung véi cac chi dinh khan cap nhat.

Tré so sinh va tré em sir dung corticosteroid kéo dai c¢6 nguy co dic biét vé tang ap luc
noi so.

Li€u cao corticosteroid c6 thé gdy viém tuy ¢ tré em.

4.5 Twong tac vai cac thude khac va cic dang twong tac khac

Methylprednisolon 14 co chit ctia enzym cytochrom P450 (CYP) va chi yéu duge chuyén
héa bai enzym CYP3A4. CYP3A4 1a enzym chinh cta hau hét cic phan ho CYP trong
gan cua ngudi trudng thanh. N6 xuc tac cho qua trinh 6f - hydroxyl hoa steroid, giai doan

| thlet yéu trong qua trinh chuyén héa cho ca corticosteroid ndi sinh va téng hop. Ciing c6
rat nhiéu chit khac ciing 1a co chit cia CYP3A4, mét sd chét nay (cling nhu cac thube
khac) lam thay di su chuyén hoa glucocorticoid bang cach gdy cam tng (diéu hoa ting)
hoic (rc ché enzym CYP3A4 (Bing 2).

Cdc chat tre ché CYP3A44 — Nhimg thudc e ché hoat tinh CYP3A4 nhin chung 1am giam
do thanh thai ciia gan va ting nong dd cua cac thudc 1a co chét cia CYP3A4 nhu
methylprednisolon trong huyét twong. Néu cé cac chit (rc ché CYP3A4, nén chudn lidu
methylprednisolon dé tranh bi ngd ddc steroid (Bang 2).

Cdc chat cam temg CYP344 — Nhimg thude gdy cam tmg CYP3A4 nhin chung lam ting do
thanh thai ctia gan, din t&i 1am giam ndng dd cac thude 14 co chét cia CYP3A4. C6 thé
cdn phai ting liéu methylprednisolon khi ding ciing cac thudc nay dé dat duge két qua
diéu tri nhu mong mudn (Béng 2).

Cdc chat la co chat ciia CYP344 — Khi ¢6 mat mot co chit khac cia CYP3A4, qua trinh
thanh thai qua gan cua methylprednisolon c6 thé bi anh huong, do d6 can diéu chinh
tuong ung lleu dung cua methylprednisolon. C6 thé cac tac dung khong mong mubdn khi
dung riéng mdi thudc s& d& xay ra hon khi diing dong thdi cac thube véi nhau (Bang 2).

Nhitng thuoc khéng co hiéu img qua trung gian CYP344 - Céac tuong tac va anh hudng
khac xdy ra véi methylprednisolon dugce trinh bay trong Bang 2.

F N
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Bang 2. Nhirng twong tac/anh hwdéng quan trong cia cac thube hoic hoat chat véi
methylprednisolon
Phin loai thudc Twong tic/ anh hwéng
- THUOC hoic
HOATCHAT
Khéng sinh Chat trc ché CYP3A4.
-ISONIAZID Ngoai ra, methylprednisolon c6 kha ning ting toc do

acetyl hoa va dg thanh thai cia isoniazid.
Khang sinh, thudc khéng lao | Chét cam tmg CYP3A4.

-RIFAMPIN
Thude chong dong(dangudng) | Tac dung ctiia methylprednisolon trén thube chéng dong
dudng udng c6 thé thay dbi tity trudng hop. Pa ¢ nhidu
bao cdo vé viéc tang cling nhu giam tac dung cua thude
chéng dong khi diing chung véi corticosteroid. Chinh vi
vay, phai kiém tra céc chi s dong mau dé duy tri tac dung
chdng déng mong mudn.

Thudc chdng co giat Chét cam (mg CYP3A4 (v la co chat).
- CARBAMAZEPIN
Thudc chdng co giat Chat cam (mg CYP3A4.
- PHENOBARBITAL
- PHENYTOIN
Thuoc khang cholinergic Céc corticosteroid c¢6 thé 1am anh huong dén tac dung

- CHEN THANKINH CO | ciia c4c thuée khang cholinergic

1.P4 c6 bao cdo vé bénh co cép tinh khi sir dung liéu cao
cac corticosteroid dong thoi véi cac thude khang
cholinergic (nhu 1a cac thubc chen than kinh co) (Xem
phin 4.4 Cinh bio va thin trong dic biét khi sir
dung, Hé co xwong dé c6 thém thong tin).

2. Pi ¢6 bdo cao vé tinh dbi khang trén tac dung e ché
than kinh co clia pancuronium va vecuronium trén bénh
nhan diing corticosteroid. Tuong tac nay cé thé xay ra

v tht ca cac chit chen than kinh co ¢6 tinh canh tranh.

Thudc khang Céc steroid co thé lam giam tac dung cla cac thudc
cholinesterase khang cholinesterase dung trong di€u tri bénh nhugc co.
Thudc diéu tritiéu duong Vi corticosteroid c6 thé 1am ting nong do glucose mau

nén co the phai diéu chinh liéu dung ctia thude dicu tri
tiéu duong.

Thubdc chéng ndn Chat treché CYP3A4 (va la co chét).
- APREPITANT
- FOSAPREPITANT

Thudc khang ndm Chét trc ché CYP3A4 (va la co chét).
- ITRACONAZOL

-KETOCONAZOL

// /IZ_C\‘-\\
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Phin loai thudc
- THUOC hojc
HOATCHAT

Twong tic/ Anh hwong

Thude khang virus .
- CAC THUOC UC CHE
HIV - PROTEASE

Chét (rcché CYP3A4 (va Ia co chat).

1) Céc chét tic ché protease nhu Indinavir va ritonavir ¢6
thé lam tdng nong d¢ corticosteroid trong huyét tuong.

2) Corticosteroid ¢ thé cam tng qué trinh chuyén héa
clia cac thuoc e ché HIV - protease dan dén giam nong
d6 cua cac thudc nay trong huyét tuong.

Thudc trc ché aromatase -

Aminoglutethimid gdy trc ché tuyén thuong than, c6 thé

AMINOGLUTETHIMID lam trdm trong thém céc thay ddi vé noi tiét do dung
glucocorticoid kéo dai.
Thudc chen kénh Calci Chét trc ché CYP3A4 (va la co chat).
- DILTIAZEM
Thudc tranh thai (dang udng) | Chét trc ché CYP3A4 (va la co chat).
-ETHINYLESTRADIOL/
NORETHINDRON
-NUGC EP BUGI Chat {rc ché CYP3A4.
Thudc (rc ch mién dich Chét trc ché CYP3A4 (va la co chat).
- CYCLOSPORIN

1/Khi diing ddng thoi cyclosporin véi methylprednisolon
thi xuat hién su (e ché chuyén hoa 1dn nhau, va c6 thé
lam tang nong dé trong huyét twong cua 1 trong 2 thuoc
hoic ca 2 thude; vi vly, cdc tac dung khong mong mudn
khi dung riéng mdi thudc c6 thé s& dé xay ra hon khi
diing ddng thoi.

2/ i c6 bao cdo vé hién tugng co giat khi ding dong
thoi methylprednisolon va cyclosporin

Thudc Gc ché mién dich
- CYCLOPHOSPHAMID
- TACROLIMUS

Co chit cua CYP3A4.

Thudc khang sinh ho
macrolid -
CLARITHROMYCIN
-ERYTHROMYCIN

Chat rc ché CYP3A4 (va la co chat).

Thudc khang sinh ho
macrolid -
TROLEANDOMYCIN

Chét Grc ché CYP3A4.

NSAID (thudc chong viém
khéng steroid)
- ASPIRIN
(acid acetylsalicylic) liéu
cao

1/ Ty 1& xuat huyét va loét dudng tiéu héa c6 thé tang khi
dung methylprednisolon cung v6i cac thuéec NSAID.

2/ Methylprednisolon c6 thé lam ting do thanh thai cua
aspirin liéu cao, c6 thé din dn giam ndng do salicylat
trong huyét thanh. Dimg diéu tri bing methylprednisolon
c6 thé dan dén ting lugng salicylat trong huyét thanh,

Cac thudc 1am ting thai kali

didu nay c6 thé din dén tang nguy co ngd doc salicylat.
Khi duing corticosteroid cung véi cac thuoc lam ting thai

&
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Phin logi thudc Twong tic/ anh hwomg
- THUOC hojic
HOATCHAT

kali (vi du thudc 1¢i tiéu), nén theo déi chat ché hién
tuwong ha kali mau & bénh nhan. Viéc dung chung
corticosteroid véi amphotericin B, cac xanthin hay thubc
chu vén beta2 cling lam tang nguy co ha kali mau.

4.6 Anh hwong trén kha nang sinh san, phu nir ¢6 thai va cho con bi

Kha ning sinh san

Céc nghién ciru trén dong vét d4 cho thay 1a corticosteroid 1am suy gidm kha ning sinh
san (xem phan 5.3 Dir liéu an toan tién lim sang).

Mang thai , . )
Nghién ciru trén dong vat cho thay corticosteroid khi dung liéu cao cho me sé& co6 thé giy
di dang cho thai. Tuy nhién, corticosteroid duong nhu khong gdy ra di tat bim sinh khi
dung cho phu nir ¢6 thai. Do nhirng nghién ciru smh san thoa dang trén nguoi chua dugc
tién hanh véi methylpredmsolone acetat, dugc pham ndy chi nén dugc sir dung trong thai
ky sau khi danh gié can than gifra loi ich va rui ro cho me va thai nhi.

Mot vai corticosteroid qua duge hang rao nhau thai. Mot nghién clru dang hdi ctru cho
thdy c6 tang ty 18 tré so sinh thiéu cén sinh ra tir nhitng ngudi me ding corticosteroid. O
ngudi, nguy co sinh con nhe can dudng nhu lién quan dén lidu ding va c6 thé duge giam
thiéu bing cach cho dung lidu corticosteroid thép.

Tré so sinh cua nhitng ba me¢ da dung liéu corticosteroid dang ké trong qua trinh mang
thai phai duoc theo ddi va danh gla can than vé cac ddu hiéu suy giam chirc nang tuyén
thuong than, mic du hiém gip cac truong hop suy vo thuong thin & tré so sinh bi phoi
nhiém v&i corticosteroid trong tir cung.

Puc thay tinh thé da duge quan sat thdy & nhirng tré so sinh ma me sir dung corticosteroid
kéo dai trong qua trinh mang thai.

Chua biét tac dung ctia corticosteroid t&i qua trinh chuyén da va sinh con.

Thoi kv cho con bu

Corticosteroid dugc bai tiét qua sita me.

Corticosteroid bai tiét qua sira me c6 thé rc ché sy ting trudng va anh hudong dén viée san
xut glucocorticoid ndi sinh & tré so sinh b me. Dugc pham nay chi nén dugc sir dung
trong thdri ky cho con b sau khi dénh gia can than giita loi ich va riii ro cho me va tré so
sinh.

4.7 Anh hwdong lén kha ning ldi xe va vin hanh may méc
Chua danh gia dugc mot cach co hé théng vé anh hudng cua cac corticosteroid tdi kha
nang lai xe va van hanh may méc. Céc tac dung khéng mong mudn, nhu hoa mét, chéng
mit, rdi loan thi gidc va mét méi c6 thé gip sau khi diéu tri bing corticosteroid. Néu bi
anh huong, bénh nhan nén dimg l4i xe hoic van hanh may moc.
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4.8  Tac dung khéng mong mudn

Céc tac dung khong mong mudn duéi diy di duoc béo céo véi cac dudng dung bj chéng
chi dinh sau: N&i tiry /Ngoai mang cimg: Viém mang nhén, rdi loan chirc ning dudng tiéu
héa/rdi loan chirc nang bang quang, dau dau, viém mang nio, liét nhe hai chi duéi/liét hai
chan, déng kinh, rdi loan cam giac. Khong rd tan suat xuat hién cta cac tac dung khong

mong muon nay.

Bang 3. Bang cac tic dung khong mong mudn

Phan loai theo hé co quan

(MedDRA — Medical
Dictionary for Regulatory
Activities. v. 18.0)

Cac tac dung khong mong mudn ciia thude

(Khong ré tin suit)

Nhiém khuén va nhiém ky
sinh trung

Nhiém khuan co hoi; Nhiém khuan; Viém phdc mac; Nhiém
khuan tai vi tri tiém.

Ré&i loan mau va hé bach
huyet

Tang bach cau

R6i loan hé mién dich

Phan {mg qua man véi thudc; Phan ang phan vé; Phan tng dang
phan vé

Roi loan ndi tiét

Hoi chimg dang Cushing; Ching suy giam chirc ning tuyén yén;
Héi chirng cai thudcsteroid

R&i loan chuyén hoa va
dinh dudng

Nhi&m toan chuyén héa; gitr natri; giit nude; Giam kiém chuyén
hoéa do ha kali mau; R6i loan m& mau; Giam dung nap glucose;
Téang nhu ciu sir dung insulin (hogc cac thudc ha dudng huyét
dang udng & bénh nhén tiéu dudng); Chimg tich m&; Tang cam
gidc thém an (c6 thé dan dén tang can)

Roi loan tdm than

R&i loan cam xuc (bao gdm tam trang trAm udt, tim trang phén
khich; cam xuc khoéng 6n dinh, phu thude thude, ¥ dinh tu tir);
R&i loan hanh vi (bao gdm hung cam, hoang tudng hé thong, 40
giac, tim than phén liét); R6i loan tam thén; Thay dbi tinh céch;
Trang thai It 1an; Lo au; Thay ddi tam tinh that thuong; Hanh vi
bat thuong; Mét ngi; Cau git

R&i loan hé than kinh

Chimg tich m& ngoai mang cimg; Tang 4p luc ndi so (kem phu
gai thi [tang ap lyc ndi so lanh tinh]); Co gidt;Mat tri nhé; Roi
loan nhan thirc; Chong mat; Pau dau

Ro6i loan mat

Bénh hic vong mac; Mut; Bénh duc thiy tinh thé; Bénh tang
nhan &p; LOi mat

R&i loan tai va tai trong

Chéng mat

R6i loan tim

Suy tim sung huyét (& bénh nhan nhay cam)
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R&i loan mach mau Huyét khéi; Tang huyét ap; Ha huyét 4p

R&i loan hé hip, 16ng nguc | Tac mach phdi; Néc cut
va trung that

Réi loan tiéu hoa Loét dudng tiéu hod (c6 thé thing do loét dudmg tidu hod va xut
huyét do loét dudng tiéu hoa); Thing rudt; Xuit huyét da day;
Viém tuy; Viém thuc quan gay loét; Viém thuc quan; Trudng
bung; Pau bung; Tiéu chay; Kho tiéu; Budn non.

R&i loan da va mé dudi da | Phu mach; Chimg ram 16ng; Dém xudt huyét; BAm mau; Teo da;
Ban do; Tang tiét mo hoi; Da noi van; Phat ban; Ngira; Noi
mayday; Noi mun; Tang sdc to da; Matsdc td da

R6i loan ,hé co xuong va Yéu co; Pau co; Bénh co; Teo co; Lodng xuong; Hoai tir xwong;
mo lién keét Gay xuong do bénh ly; Bénh khdép do than kinh; Pau khép;
Chdm tang truong

Réi loan hé sinh san va | Kinh nguyét khong déu
tuyeén v

Céc rdi loan chung va tinh | Ap xe vo tring; Khé lanh vét thuong; Phi ngoai bién; Mét moi;
trang tai cho tiém Dé kich ing; Phan (g tai cho tiém.

Anh hudng dén cac xét | Ting nhin ap; Giam dung nap carbohydrat, Giam kali mau;
nghiém Tang calci trong nude tiéu; Tang enzyme alanin
aminotransferase; Tang enzym aspartat aminotransferase; Tang
photphatase kiém méu; Tang uré mau; Giam phan (ng khi xét
nghi¢ém trén da*

Chén thuong, ngd doc va | Giy xuong cot séng do chén ép; Dt gén
bién chimg do thu thuét

* Trudmg hop mu hiém gip lién quan dén trj liéu trong thuong tén quanh mit va dau
Khéng phai [a mét thudt ngtr uu tién (PT) cua MedDRA ) )

# Viém mang bung cé thé la dau hiéu hoic triéu chimg chinh cta rdi loan tiéu héa nhu thing, tac hodc viém tuy (xem

phin 4.4 Canh bzo va thiin trong dic biét khi sir dung).

49  Qualiéu
Chua gép céc hoi ching 1am sang vé qua liéu cdp tinh cia methylprednisolon acetat.
Bao céo vé doc tinh cdp va/hodc tir vong sau khi qua liu corticosteroid rat hiém. Trong
truong hop qua lieu, khong cd thude giai doc dac hiéu; ma chi diéu tri ho tro va dieu tri
triéu ching.

Methylprednisolon ¢6 thé thdm tach dugc.

5 CAC PAC TINH DUQC LY HQOC

5.1 Cac dic tinh dwge luc hoe
Methylprednisolon & mét steroid chdng viém manh. N6 ¢6 higu luc chbng viém 1ém hon
prednisolon va cling it ¢6 xu huéng gdy giit mudi va nuéce hon prednisolon.

N\NZwz2 /3y
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Glucocorticoid ¢6 anh hudng manh dén qua trinh mién dich va gay viém, tinh chét nay

lién quan dén nhiéu chi dinh diéu tri ciia Methylprednisolon, bao gom diéu tri di rng. Tac

dung chéng di (mg bao gdm sy irc ché cta nhiéu cytokin nhu interleukin, GM-CSF, TNF-

a va cac yéu tb khac thuc day su di chuyén cua bach cau va su hinh thanh cta phan tng

viém do di irng va khong di img.

Nhiing tinh chit chng viém, trc ché mién dich nay bao gdm:

- Ngan chan cac phan tmg mién dich bao gdm: Giam s6 lugng té bao lympho va céc
hoat dong

- Ngan chin va tc ché qué trinh viém bao gdm: Uc ché san xudt va giai phéng cac
cytokin va chét trung gian gy viém khac, e ché sy gidn mach, huy dong bach cau
dén vi tri viém va cac qua trinh quan trong khac dbi véi phan tng viém.

Cic dic tinh dwge dong hoc

Hap thu:

Mdt nghién clru ndi bo trén tam tinh nguyén vién da xac dinh duoc dong hoc cta lidu don
40 mg DEPO- MEDROL™ tiém bép. Mirc ndng do dinh trung binh trong huyét tuong
tirng bénh nhan la 14,8 + 8,6 ng/mL, thoi gian dat ndng do dinh trung binh cia tirng bénh
nhan la 7,25 £ 1,04 gio, va dién tich dudi duong cong trung binh (AUC) la
1354,2 + 424,1 ng/mL x gio (Ngay 1-21).

Phén bé:

Methylprednisolon dugc phan b rong vao cac md, qua hang rao mau nao, va dugce bai
tiét qua sira me. Thé tich phan bd biéu kién cia thubc 1a khoang 1,4 L/kg. TV 1é lién két
protein huyét trong ctia methylprednisolon & ngudi la khoang 77%.

Chuyén hoéa:

& ngudi, methylprednisolon dugc chuyén héa & gan thanh cic chét chuyén héa khong
hoat tinh; nhirng chdt chu yéu la 20o- hydroxymethylprednisolon va 20p-
hydroxymethylprednisolon. Qua trinh chuyén hoéa trong gan xay ra chi yéu thong qua
CYP3A4 (Dé biét danh sach céc twong tac thudc dua trén chuyén hoa qua trung gian
CYP3A4, xem muc 4.5Twong tac véi cac thudc khac va cac dang twong tac khic).

Gibng nhu nhiéu loai co chat ctia CYP3A4, methylprednisolon cling ¢6 thé la mt co chat
cua protein van chuyén p-glycoprotein gan ATP (ATP-binding cassette, ABC), anh huong
dén su phan bd vao md va tuong tac véi cac loai thudc khac.

Thai tru:

Théi gian ban thai trung binh ctia methylprednisolon 1a tir 1,8 dén 5,2 gio.
Do thanh thai toan phan xap xi 5 -6 mL/phut/kg.

Dir liéu an toan tién lAm sang

Dua trén cac nghién ctru quy ude vé tinh an toan, dugc ly va doc tinh cua lidu lap lai,
khong nhén thiy co tic dung khéng mong mudn ngoai dy doan nao. Poc tinh quan sat
dugc trong cac nghién ciru lidu l3p lai phit hop véi két qua dy tinh do phoi nhiém lién tuc
véi steroid ngoai sinh cia vo thuong than.

Y 4
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6.2.

Kha ning gy ung thu:

Methylprednisolone chua dugc ddnh gid chinh thic trong nghién ciru vé kha ning gay
ung thu trén dong vit gim nham. ba dat dugc cac két qua khic nhau véi cac
glucocorticoid khac dugce thir nghiém vé kha nang gy ung thu trén chudt va chudt cono
Tuy nhién, dir liéu cong bd cho thdy mot vai glucocorticoid lién quan bao gom
budesonide, prednisolone, va triamcinolone acetonide c6 thé lam tang ty 1€ bi u tuyén va
ung thu biéu md té bao gan sau khi cho chudt cdng duc ding g qua duong udng trong nudc
ubng. Cac tac dung hinh thanh khdi u nay gap & céc lidu thdp hon liéu ldm sang thudng
dung tinh theo mg/m”.

Kha niing dot bién gen:

Methylprednisolone chua dugc danh gia chinh thirc vé doc tinh gen. Tuy nhién,
methy!predmsolone sulfonat, ¢6 cdu tric tuong tu nhu methylprednisolone, khong gay dot
bién gen bit ké c6 duoc kich hoat trao dbi chét hay khong ¢ Salmonella typhimurium tr
250 dén 2.000 pg/dia, hodc trong thir nghiém dot bién gen té bao dong vat co vi diing té
bao budng trimg chudt hamster Trung Qubc tir 2.000 den 10.000 pg/mL.
Methylpredmsolone suleptanat khong gay ra téng hgp DNA dot xut trong té bao gan
chudt cdng dau tién tir 5 dén 1.000 pg/mL. Hon nita, xem xét dir liéu cong bd cho thiy
prednisolone farnesylat (PNF), ¢6 cau triic tuong tu nhu methylprednisolone, khong gay
dot bién gen bat ké c6 duoc kich hoat trao dbi chat hay khong & cac chung Salmonella
typhimurium va Escherichia coli tir 312 dén 5.000 pg/dia. Trong mot dong té bao nguyén
bao soi cua chudt hamster Trung Quoc PNF lam tang nhe ty I¢ sai léch nhiém séc thé ciu
tric duoc kich hoat trao ddi chit & ndng do cao nhat duge thir nghiém 1a 1.500 pg/mL.

Pobc tinh trén hé sinh san:

Corticosteroid da duoc quan sat thdy lam giam kha ning sinh sian khi dung trén chudt
cbng. Chudt cong duc duge cho ding corticosterone vdi cac liéu 0, 10, va 25 mg/kg/ngay
qua dudng tiém dudi da mot lan hang ngay trong 6 tudn va giao phdi vdi con cai khong
ding thudc. Lleu cao duge giam xudng 20 mg/kol’ngay sau Ngay 15. Quan sat thay giam
sO nut giao cau day c6 thé 1a do co quan phy bi giam trong luong. Sé diém trimg lam to
va thai nhi séng giam.

D3 ¢6 quan sat cho thdy cac corticosteroid gy qual thai & nhiéu loai khi dung liéu twong

duong véi liéu & nguoi. Trong cac nghién ciru vé sinh san & dong vit, cic glucocorticoid
nhu methylprednisolon da cho thay lam ting ty 1¢ gdy di tit (h¢ ham &ch, di tat xuong),
chét phi thai — thai nhi (ttrc 12 bi tang tai hip thu), va lam bao thai cham phat trién trong
tir cung.

CAC PAC TINH DUQC HQC
Danh muc ta dwoe
Polyethylen glycol 3350, Natri clorid; Myristyl-Gamma-Picolinium clorid, Natri

hydroxyd, Acid hydrocloric, Nuéc cit pha tiém.

Twong ky,
Do ¢6 thé ¢6 tuong ky vét Iy, nén DEPO-MEDROL™ khéng dugc pha lodng hoic tron

v&i cac dung dich khac.

EVR | e
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6.3. Han dung
36 thang ké tir ngay san xuat

6.4. Than trong dac biét khi bio quin
Bao quan & nhiét dd khong qué 30°C.

6.5.  Tinh chit va dung lwgng ciia bao bi dong goi
Hop 1 lo ImL
Lo: Thuy tinh thuy phéan loai I
Nut: Cao su butyl

Tiéu chudn:Nha san xut
Nha san xuit: Pfizer Manufacturing Belgium NV, Rijksweg 12, Puurs, 2870, Bi

®Nhan hidu di dang ky
LPD Date: August 30, 2016
Reference CDS Date: August 10, 2016
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