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SOLU-MEDROL®

Rx

CANH BAO PAC BIET:

Thudc niy chi dung theo don ctia bac sy.

Poc ki hwéng din st dung truée khi dung.

Khong diung qua lidu chi dinh.

Thong bdo cho béc s§ nhitng tic dung khong mong mudn gip phai khi si dung thude.
Néu cin thém thong tin, xin héi y kién béc si.

Khong sit dung thudc d3 qua han ding.

Pé xa tim tay tré em.

1. TEN SAN PHAM:
SOLU-MEDROL®

2. THANH PHAN PINH LUQNG VA BPINH TiNH
Hoat chit: Methylprednisolon Natri Succinat

Methylprednisolon Natri Succinat dugc chi dinh tiém/ truyn tinh mach hoic tiém bap
dudi dang:

Hé théng Act-0-Vial (Lo lidu don):

40 mg/mlL chira methylprednisolon natri succinat tuong duong véi 65,4 mg
methylprednisolon hemisuccinat va twong dwong véi 40 mg methylprednisolon.

Lo kém dung méi:

Lo 500 mg/ 7,8 mL chia methylprednisolon natri succinat twong dwong v6i 500 mg
methylprednisolon.

3. DANG BAO CHE,
Bot dong kho pha tiém.

4.  DPAC TINH LAM SANG
4.1. Chi dinh diéu trj
Methylprednisolon natri succinat dugc chi dinh trong céc trudng hop sau:

Ro6i loan ndi tiet:

- Suy vo thuong than cép tinh (c6 thé cAn phai bd sung mineralcorticoid).
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- Sbc thir phét do suy vo thugng thin, hodc sdc khong dap tng véi liéu phap didu tri quy
udc ¢ nhing bénh nhin dang c¢6 suy vé thuong thén (khi hoat tinh mineralcorticoid
khong tot nhu mong doi).

- Ding truée phiu thuat, hogic khi c6 chén thwong nghiém trong hodc bénh ning, & bénh

nhan da biét c6 suy vo thuong thin hodc khi nghi ngd thiéu hut du trit hormon vé thugng
than.

- Ting san tuyén thuong thin bam sinh.
- Viém tuyén giap khong sinh mu.
- Tang calci méu lién quan dén ung thur.

Réi loan thip khép (diéu tri bd tro ngén han d kiém soét giai doan cép tinh hodc dot
kich phat):

- Viém xuong khép sau chén thuong

- Viém mang hoat dich trong viém xuong khép

- Viém khép dang thip, ké ca viém khop dang thép & thiéu nién
- Viém bao hoat dich cip va ban cép

- Viém mém 15i cAu xuong

- Viém bao gin cip khong dic hiéu

- Viém khép cp tinh do ghit

- Viém khép vay nén

- Viém cdt sbng dinh khép.

Bénh hé théng tao keo va bénh phirc hop mién dich (trong dot kich phét hodc didu tri
duy tri trong céc trudng hop chon loc)

- Lupus ban do hé théng (va viém than lupus)

- Viém tim cép do thép

- Viém da co toan than (viém da co)

- Viém da dong mach nut

- Hoi chimg Goodpasture.

Bénh vé da:

- Bénh Pemphigus (bénh bong nudc tu mién trén da vA niém mac)
- Hdng ban da dang thé nang (h6i chimg Stevens-Johnson)
- Viém da tréc vay

- Vay nén thé ning

- Viém da bong nuéc dang Herpes

- Viém da tang tiét bd nhon thé ning

- U sti dang nam.
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Tinh trang di ing (ding d kiém soét c4c tinh trang di img ndng hodc khé chita khi da
that bai véi céc céach di€u tri thong thuong):

- Hen phé quan

- Viém da tiép xtic

- Viémdadi tng

- Bénh huyét thanh

- Viém mili di img theo mua hodc quanh ndm
- Céc phan tmg qué min véi thude

- Phéan Gmg may day khi truyén thudc

- Phu thanh quén cép khéng nhiém khuén.

Céc bénh v& mit (cic qua trinh viém va di tng man tinh va cip tinh nghiém trong &
mat):

- Nhiém tring gidc mac do Herpes zoster

- Viém mbng mét, viém mdng mét — thé mi

- Viém mang mach- vong mac (V4 —
- Viém mang mach nho khuéch t4n phia sau va viém mang mach

- Viém thin kinh thi gidc

- Nhén viém giao cam

- Viém tién phong

- Viém két mac di tmg

- Viém loét k&t mac do di tmg

- Viém gidc mac.

Bénh tiéu héa (gitp dua bénh nhin qua khéi con nguy kich ctia bénh)
- Viém loét dai trang

- Viém doan rudt non.

Bénh ho hip:

- Bénh sarcoid c6 tri¢u chimg

- Ngb doc berylii

- Trong lao phdi lan tda hodc bing phat cAp tinh (khi ding ddng théi héa tri liéu khéng
lao thich hop)

- Hoi chimg Loeffler khong thé kidm so4t duoc bing cac phuong phap khac
- Viém phdi hit

- Viém phdi tir trung binh t6i nghiém trong do Preumocystis jiroveci & bénh nhan

AIDS (nhu diéu tri bd trg khi ding trong 72 gidy dAu tién cua liéu phap khoi dau
chéng Preumocystis)
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4.2.

- Céc dot kich phat ctia bénh phéi tic nghén mén tinh (COPD).

Roi loan vé mau:

- Thi€u m4u tan m&u mac phai (tur mien)

- Xuét huyét giam tidu cAu vo cian & ngudi 16m (chi tiém tinh mach, chéng chi dinh tiém
bép)

- Giam tiéu cAu thir phat & ngudi 16n
- Chimg giam nguyén héng ciu (thiéu mau hdng ciu)
- Thiéu m4u giam san bdm sinh (dong hdng ciu).

Cic bénh ung thw (didu trj tam thoi):

- Bénh bach ciu va u lymphd & ngudi 16n
- Bénh bach cAu clp & tré em

- D& cai thién chét lwvong séng cho bénh nhan ung thu giai doan cudi.

Tinh trang phiu:

D& gitip bai nidu hoic giam protein niéu trong hoi chimg thdn hu ma khdng kém theo uré-
huyét thudc typ tw phéat hodc do lupus ban do.

Hé thin kinh:
- Phu nfo tir khdi u nguyén phét hoc di can, hodc do phAu thuét hozic xa tri.
- Dot kich phat cép tinh cua bénh da xo cimg.

- Chén thuong tiy sbng cép tinh. Can bét dAu didu tri trong vong 8 gid tir khi bét du ton
thuong.

Cac chi dinh khac:

- Lao mang ndo co tic nghdn khoang duéi nhén hodc dea téc khi ding ddng thoi hoa tri
liéu khang lao thich hop.

- Bénh giun xo4n lién quan dén than kinh hozc co tim.

- CAy ghép noi tang.

- Nigin ngira budn non va ndn khi ding hoa tri liéu chéng ung thur.
Liéu ding va phwong phap s dung

Methylprednisolon natri succinat c6 thé tiém hogc truyen tinh mach hoic tiém bap.
Phuong phap duge uu tién lua chon cho cAp ciru ban dAu 12 tiém tinh mach. Xem  bang 1
v& c4c liéu luong khuyén céo. Co thé giam liéu cho tré so sinh va tré em, nhung cén chon
lya dua vao mirc d6 nghiém trong clia bénh va dép tmg ctia bé¢nh nhin hon la dwa vao

tu01 va thé trong ctia bénh nhan. Lidu luong cho tré em khong nén thip hon 0,5 mg/kg
mdi 24 gid.

Bing I: Liéu khuyén cdo d6i véi methylprednisolon natri succinat
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Chi dinh

Liéu ding

Didu tri bd trg cho cic
trudong hop de doa tinh
mang

Tiém tinh mach 30 mg/kg trong thoi glan it nhat 30
phut. Co thé nhic lai liéu nay 4-6 gid mbi 14n cho t&i 48
gio.

R&i loan thap khép khong
dap tmg v6i phéc dd didu tri

chuén (hodc trong giai doan
kich phét)

Tiém tinh mach trong it nhit 30 phat. Co thé lap lai ché
d6 1idu nay néu khong c6 cai thién sau 1 tudn didu tri,
ho#c do tinh trang cia bénh nhan yéu cu:

1 g/ 1 ngay, trong 1-4 ngay, hodc
1 g/ 1 thang, trong 6 thang

Lupus ban dé hé thong
khong dép tmg v6i phac @6
didu tri chuén (hoic trong
giai doan kich phat)

Tiém tinh mach 1 g/1 ngay trong 3 ngay trong it nhét 30
phat. C6 thé lap lai ché @ liéu nay néu khong c6 cai

thién sau 1 tudn didu tri, hodc do tinh trang ctia bénh
nhan yéu cau.

Da xo clng khong dap tng
v6i phac dd didu tri chuén
(ho#c trong giai doan kich
phat)

Tiém tinh mach 1g/1 ngay, trong 3 hogc 5 ngay trong
thoi gian it nhét 30 phut. C6 the ldp lai ché d6 lidu nay
néu khong c6 cai thién sau 1 tudn didu tri, hodc do tinh
trang ctia bénh nhan yéu ciu.

Trang thdi pht nhu viém
cau than hoic viém than do
lupus khong dap tmg véi
phac dd didu tri chuén (ho3c
trong giai doan kich phat)

Tiém tinh mach trong thoi gian it nhit 30 phat. C6 the
1ap lai ché d6 1idu nay néu khdng c6 cai thién sau 1 tun
diéu tri, hodc do tinh trang ctia bénh nhén yéu cau

30 mg/kg cach nhét, dung trong 4 ngay hoac

1 g/ ngay trong 3,5 hodc 7 ngay.

Ung thu giai doan cudi (dé
cai thién chét luong cudc
sdng)

Tiém tinh mach 125 mg/ ngay trong toi da 8 tuAn

Ngén nglra buon ndn va ndn
do hoéa tri liéu vé& ung thu

Hoéa tri liéu giy nén nhe va trung binh:

Tiém tinh mach 250 mg trong it nhdt 5 phat vao 1 gid
truée héa tri liéu. Nhic lai liéu methylprednisolon khi
b4t d4u hoa tri 1idu va vao ltc ngimg dung héa tri liu.
Cfing c6 thé ph01 hop véi din xuét clo ctia phenothiazin
khi ding lidu dAu tién ctia methylprednisolon @8 tang
hiéu luc chéng nén.

Hoéa tri liéu giy nén nghiém trong:

Tiém tinh mach 250 mg trong it nhit 5 phut, phéi hop
véi 1idu thich hop metoclopramid hodc 1 butyrophenon
1 gid truéc héa tri liéu, sau do phic lai lidu
methylprednisolon lic khoi d3u hoa tri lidu va vao ltc
ngimg hoa tri ligu.

Tén thuong tuy sdng cip
tinh

Didu tri nén bit diu trong vong 8 gid sau khi ton
thwomng
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V6i bénh nhén bat dau diéu trj trong vong 3 gid sau khi
tbn thuong: Ti€m tinh mach 30 mg/kg trong thoi gian 15
phut roi nghi 45 phut sau do truyen tinh mach lién tuc
véi lidu 5,4 mg/kg/gidy trong 23 gid.

V6i bénh nhén khéi déu diéu tri trong vong 3-8 gid sau
Khi tbn thuong: tiém tinh mach 30 mg/kg trong thoi gian

15 phut roi nghi 45 phut sau do truyen tinh mach lién
tuc v6i lidu 5,4 mg/kg/gid, trong 47 gid.

Cn danh riéng mdt dudng tinh mach d& bom truyén.

Viém phdi do Preumocystis | Li€u trinh dieu tri nén bat dau trong vong 72 giv
jiroveci & bénh nhan AIDS | trong didu tri khoi diu chdng Preumocystis.

Mot ché dd c6 thé thuc hién 12 tiém tinh mach 40 mg 6-
12 gio mbi 1An cho dén tbi da 12 21 ngay hodc cho dén
khi k&t thic qua trinh didu tri Preumocystis.

Do c¢6 tang tdc d6 hoat héa lai bénh lao & bénh nhan
AIDS, can suy xét nén st dung céc thubc chéng lao mdi
khi ding cortlcostermd cho céc dbi tugng c6 nguy co
cao nay. Cling can theo ddi bénh nhén vé kha ning méc
céc nhidm khudn tiém tang khéc.

Cac dq,t kich phat ctia bénh | P4 nghién ciru 2 ché do lidu:
phoi tac ngh®n man tioh )\ per g1k mach 0,5 mg/ kg 6 gio m3i 14n, ding trong 72
(COPD) gidy, hodc

Tiém tinh mach 125 mg 6 gio mdi 1an, ding trong 72
gio, rdi chuyen sang dang corticosteroid udng va véi

heu giam dan. Thng thoi gian didu tri nén it nhét 13 2
tuln.

Diéu tri hd trg cho céc chi Lidu khoi dau c6 thé thay ddi tir 10 mg téi 500 mg tiém
dinh khac tinh mach, tuy thudc vao diéu kién 14m sang. C6 thé can
&én 1idu cao hon @8 diéu tri ngan ngay cac tinh trang cép
tinh va nghiém trong. Cac lidu khoi dau 1én t61 250 mg
can tiém tinh mach trong thoi gian it nhit 5 phit, con
néu dimg lidu cao hon thi tiém trong thoi gian it nhét 1a
30 pht. Cac lidu tiép theo ¢ thé tiém bép hoic tinh
mach theo céc khoang cach tly theo dép Umg cla bénh
nhan va theo tinh trang l4m sang.

P& tranh c4c vAn d& khi phéi hop thubc va bao dam d6 dn dinh ctia thubc, nén tiém
methylpredmsolon natri succinat & nhing vi tri riéng biét v6i vi trf tiém céc thube khéc
néu dugc. C6 thé tiém theo cac kidu: bom thubc dudng tinh mach, qua budng tiém

(chamber) hoic ding dung dich tiém tinh mach theo k¥ thuét ‘piggy-back’ (Xem phin
6.6 Luu y dic biét khi si dung va cdc thao tic khac).
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LUU Y:\ Mdt sb ché phdm ctia methylprednisolon natri succinat ¢6 chira alcol benzylic
(xem phén 4.4 Canh bdo va thin trong dic biét khi st dung, Ding & tré em).

4.3 Chéng chi dinh

Chdng chi dinh methylprednisolon natri succinat trong nhing truong hop sau:

- Bénh nhén c6 nhifm nim toan than.

- Bénh nhén qué min véi methylprednisolon natri succinat va céc thanh phin khéc trong
ché phim.

- Diing theo dudmg ndi tiy.

- Diing theo dudmg ngodi mang clng.

Chéng chi dinh ding véc-xin séng hogc véc-xin sbng, giam ddc lyc & nhimg bénh nhén
dang ding cac lidu corticosteroid e ché mién dich .

4.4 Canh béo va thin trong dic biét khi st dung
Tac dung wc ché mién dich/ ting nguy co nhiém khuin

Corticosteroid c6 thé 1am ting nguy co nhi®m khuén, che 1ép mét s8 diu hidu nhidm
Kkhudn va mot s6 nhidm khudn méi c6 thé xay ra khi dang ding corticosteroid. C6 thé c6
hién tugng giam sitc dé khing va mAt kha ning khu tr nhiém khuén tai chd khi st dung
corticosteroid. Nhifm vi sinh vét gdy bénh bao gdm: nhiém virus, vi khudn, ndm, don bao
hodc giun san & bat ki vi trf ndo cla co thé c6 thé lién quan t6i viée st dung
corticosteroid dung riéng 1& hodc phéi hop véi cac thudc e ché mién dich khic ma c6 tac
d6ng t6i mién dich t& bao hodic mién dich thé dich hodc t6i chirc ning cta bach cAu trung
tinh. Nhimg nhiém khun ndy c6 thé nhe, nhung ciing c6 thé nghiém trong va c6 khi gy
tir vong. Khi ting lidu corticosteroid, ty 1& mic cac bién chimg nhiém khuén cling ting
1én.

Bénh nhin dang st dung thubc (e ché mién dich d& bi nhi€m khuén hon nhimg ngudi
khoe manh khic. Vi dy & tré em hay ngudi 16n chua c6 mién dich dang ding
corticosteroid khi méc thiy d4u va sai c¢6 thé bi ning hon va thdm chi tir vong.

Chéng chi dinh ding véc-xin sdng hoic vic-xin sbng da giam doc lyc & bénh nhén dang
dimg céc lidu corticosteroid trc ché mién dich. C6 thé ding véc-xin chét hodic vic-xin bit
hoat cho bénh nhén dang dung lidu corticosteroid ttc ché mién dich; tuy nhién, d4p ‘mg
ciia bénh nhain véi cac loai véc-xin nay c6 thé giam di. C6 thé chi dinh tiém ching cho
bénh nhin dang dung céac liéu corticosteroid khong géy e ché mién dich.

St dung corticosteroid trong bénh lao hoat dong can gi6i han chi trong cac trudong hop
lao phdi lan téa hodc thé bung phét cdp tinh ma trong d6 corticosteroid duge dung s
kidm soat bénh phdi hop v6i phac d6 khang lao thich hop.

Néu corticosteroid dugc chi dinh & ngudi bér)h lao tidm tang ho#c phan tng véi
tuberculin, cin theo d&i chit ch& vi bénh c6 the tai phat. Néu ding corticosteroid dai
ngay, bénh nhan can dugc diéu tri dy phong bang cac thudc khang lao.

U Sarcom Kaposi (Kaposi’s sarcoma) da dugc béo cdo ¢ nhiing bénh nhan didu tri bing
corticosteroid. Nging st dung corticosteroid ¢6 thé s& thuyén giam triéu chimg trén 1am
sang.

Vai trd ciia cée corticosteroid trong sc nhifm khudn vin con dang dwoc tranh luén, cic
nghién ctru gin day cho thiy ¢6 ca tac dung c6 1¢i cling nhu céc &nh hudng bét loi. Gan
day, viéc dung corticosteroid bd sung d cho thdy 14 c6 lgi cho bénh nhén dugc x4c dinh
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12 sbc nhi®fm khuin va c6 suy giam chirc ning tuyen thuong than. Tuy nhién, khong nén
sit dung thuong Xuyén ligu phép nay trong sdc nhidm khuén. Mét tong quan hé théng da
két luan ring didu tri cic corticosteroid lidu cao trong thoi gian ngdn khéng mang lai tac
dung. Tuy nhién, cic phén tich gdp va mot tbng quan d4 cho thAy st dung corticosteroid

lidu thép trong khoéang théi gian dai hon (5 — 11 ngay) c6 thé lam giam ti 18 tir vong, nhét
13 & bénh nhan bi sbc nhidm khun phai ding thudc co mach.

Téc dung trén hé mién dich
C6 thé xay ra céc phan tmg dj tmg. Vi mdt sb hiém céc truomg hop di g trén da va phan
{mg phan v& d4 x4y ra & bénh nhan dung corticosteroid, nén can cd nhitng bién phap

phong ngira thich hop truée khi ding corticosteroid, ddc biét khi bénh nhén c6 tién sr di
tmg véi bat ki loai thubc nao.

Tac dung trén noi tiét

Bénh nhéin dang st dung corticosteroid ma pha1 chiu nhing cing thing bit thudng, can

chi dinh dung corticosteroid tic dyng nhanh véi lidu cao hon trude, trong va sau khi bi
stress.

St dung corticosteroid & heu 6 tac dung dugc 1y trong thoi gian kéo dai c6 thé dan t6i
{rc ché truc dudi ddi - tuyén yén - thuong than (HPA) (suy vo thuong thén thir phat). Mt
do va thdi gian suy vo thuong than thir phéat khac nhau glu'a c4c bénh nhén va phu thudc
vao lidu, tAn suat thoi didm ding thubc va khodang thoi gian diéu tri bang glucocorticoid.
C6 thé giam thidu tac dung nay bing liéu phap diéu tri cach nhat.

Ngoadi ra, suy vo thugng than cép con din @én tir vong néu dimg glucocorticoid dot ngot.

Do d6, c¢6 thd giam thiéu nguy co suy vo thuong thén thtr phat do thubc bang cach _glam
lidu tir tir. Kiéu suy vo thuong thén nay c6 thé tdn tai nhidu thang sau khi ngimg didu tri,

do d6 trong thoi gian ndy, néu xay ra bét ky truomg hop stress ndo, nén bét ddu str dung
lai liéu phép hormon.

“Hoi ching cai thudc” steroid, khong lién quan dén tinh trang suy vo thuong than, c6 thé
gap sau khi ngimg d¢t ngdt glucocorticoid. Hdi chimg nay gém céc triéu ching nhu: chan
in, budn ndn, ndn, hon mé, dau dau, sbt, dau khép, bong da, dau co, gidm cén va/hodc ha

huyét ap. Nhimg anh hudng nay duge cho 1a do thay d8i dot ngdt ndng @ glucocorticoid
hon 14 do ndng d§ corticosteroid thép.

Vi glucocorticoid cd thé giy ra hodc 1am ning thém hdi chimg Cushing, nén tranh st
dung glucocorticoid trén nhiing bénh nhin Cushing.

Tac dung ctia corticosteroid ting 1én trén nhftng bénh nhan thiéu nang tuyén giap.
Tic dung trén chuyén héa va dinh dudng

Céc corticosteroid, bao gom methylprednisolon, ¢4 the lam ting dudng huyet lam ning

hon tinh trang tiéu dudng sin cb, va c6 thé din dén tiu dudmg trén nhig ddi tuong st
dung corticosteroid kéo dai.

Téac dung trén tim thin

Céc x40 tron v& tAm thin c6 thé xuét hién khi ding corticosteroid, tir sang khodi, mét
ngu, thay d6i tAm trang, tinh khi that thudng va trdm cam ning cho dén nhing bleu hién

tam thin thuc sw. Ngoai ra, su bt & dn cam xtc hogc khuynh huéng tam than c6 thé ning
hon do corticosteroid.

Page 8 of 21



LPD : Solu-Medrol
LPD date: 29 Aug, 2017

Country :

Vietnam

Reference CDS:10.0 Reference CDS date: 26 September, 2014  Reference Belgium SPC date: dug, 2012

Kha ning gip céc tic dung khong mong mudn nghiém trong vé tam thn c6 thé xay ra
khi dimg steroid theo duong toan thén. Cac triéu chu’ng thuomg xuht hién trong mot vai
ngay hodc vai tudn tir khi bat ddu didu tri. Hau hét c4c triéu chimg mét di sau khi giam
hodc dimg corticosteroid, méc du ¢é thé cén phai didu tri dic biét. Cac tac dung ve tam
thin d3 duoc bio cdo khi nging cortlcostermd tuy nhién chua blet 5 tAn sudt. Bénh
nhan/ ngudi cham séc nén luvu y neu céc tridu ching tAm than tién trién & bénh nhan, dic
biét néu nghi ngd bénh nhan bi tram cam hay c¢6 ¥ dinh ty tir. Bénh nhén/ nguoi cham soc
nén duoc canh béo vé nhimg 161 loan tAm thin c6 thé xudt hién trong khi diéu tri hodc
ngay sau khi giam lidw/ ngimg dimg steroid toan thén.

T4c dung trén hé thin kinh
Nén than trong khi dimg corticosteroid trén nhimg bénh nhén dong kinh.

Nén thén trong khi dung corticosteroid trén nhitng bénh nhin nhuge co ning (Xem thém
vé bénh co trong phan T4c dung trén hé co xwong).

Mic du céc thir nghiém lam sang c6 d6i chimg da cho thdy corticosteroid c¢6 tac dung
giam nhanh mac do trAm trong cp tinh trong dot cép cta bénh da xo cimg , nhung
nhiing thir nghlem d6 khong chimg to duge rang corticosteroid ¢6 dnh hudng dén ket qua
didu tri cudi cing hodc dién bién ty nhién cta bénh. Céc nghién ciru cho thiy ring can
ding lidu corticosteroid tuong &b cao méi 6 tac dung déng ké.

Céc bién ¢b y khoa ning da duge béo céo 1a ¢ lién quan dén dudng ding ndi tiy /ngoai
mang cing (xem phin 4.8 Tac dung khong mong muén).

P4 ¢6 cac bdo céo vé hién tuong tich m& ngoai mang cimg & nhimg bénh nhén ding
corticosteroid, dién hinh 1 khi sir dung liéu cao kéo dai.

T4c dung trén mit

Can dimg thin trong corticosteroid ¢ bénh nhén nhiém Herpes simplex & mét vi c6 thé
giy thiing gidc mac.

Ding corticosteroid kéo dai c6 thé 1am duc thiy tinh thé dudi bao sau va dyc thay tinh
thé & trung tAm (dic biét o tré em), 151 mét hodc tang ap luc ndi nhén, cd thé dan den
bénh ting nhan &p di kém t8n thuong thin kinh thi gide. C6 thé ting nguy co nhiém ném
va virus tht phat trén mét & bénh nhan st dung glucocorticoid.

Liéu phép corticosteroid d3 timg duge xac dinh c6 lién quan dn bénh hic véng mac
trung tAm thanh dich, mdt chimg bénh c6 thé d4n dén bong vong mac.

Téc dung trén tim

Téc dung khéng mong mudn caa glucocorticoid trén he tim mach, nhu 181 loan lipid mau
va ting huyét 4p, c6 thé khién cac bénh nhén d4 ¢6 sdn nguy co vé tim mach phai chiu
thém céc anh hudng tim mach khéc, néu dimg lidu cao va kéo dai. Vi véy, corticosteroid
nén dugc ding thén trong & nhitng bénh nhén nay, cin theo ddi s thay ddi ctia cac yeu tb
nguy co va theo déi chirc nang tim thém néu cin thiét. Céc bién chimg trong diu tri bing
corticosteroid c6 thé giam khi s& dung liéu phap didu tri cach nhat va dimg liéu thép.

Sau khi tiém nhanh céc lidu cao methylpredmsolon natri succinat (hon 0,5 gam trong thoi
gian dudi 10 phit), d4 c6 bao céo vé roi loan nhip tim v&/ hogc truy mach va/hodc ngung
tim. Chém nhip tim d& dwgc bdo cdo trong hodc sau khi dung lidu cao methylpredmsolon
natri succinat, va c6 thé khéng lién quan téi téc @b va thoi gian tiém truyén.
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Nén than trong khi ding céc corticosteroid toan thén, va chi dung khi thyc sy cén thiét,
trong trudng hop suy tim sung huyét.

Tac dung trén mach

Huyét khéi, bao gdm thuyén téc huyet khdi tinh mach, d3 duoc bdo cdo xay ra khi ding
corticosteroid. Do do, cort1coster01d can duge st dung than trong & bénh nhan dang bi
hoic ¢6 thé c6 nguy co bi cac rdi loan vé huyet khéi.

Cén dung than trong corticosteroid ¢ nhiing bénh nhén cao huyét ap.
T4c dung Ién dng tiéu héa

Khéng c6 quan diém théng nhét nao vé& viéc chinh corticoteroid géy nén tinh trang loét
dudmg ti€u héa trong qué trinh didu tri hay khong, tuy nhién, ding glucocorticoid cé the
che lap nhing triéu chimg ctia loét dudng tiéu hoéa, gy nén tinh trang thing hodc xuét
huyet tiéu hoa ma khong kém dau dén 3 rét. Nguy co bi loét dudng tiéu hoa ting 1én khi
két hop véi cac thudc chéng viém khong steroid (NSAID).

Thén trong khi ding corticosteroid trong viém loét dai trang khong déc hi¢u néu c6 doa
thing, 4p-xe hay nhidm khudn sinh mi khac; viém tdi thira, ¢6 chd ndi rudt non méi,
dang bi hay c6 tién str bi loét dudmg tidu hoa.

Tac dung 1én gan mat

Liéu cao corticosteroid c6 thé giy viém tuy cap. ‘|4
Téac dung trén hé co xwong

P4 c6 bio cdo vé bénh co cép tinh khi sir dung corticosteroid liéu cao, thudng xay ra &
bénh nhén bi céc rbi loan din truyén than kinh co (vi du nhugc co ngng) hay trén bénh
nhin dang dung céc thuoc khang cholinergic nhu thudc trc ché than kinh co (v du
pancuronium). Bénh co cép tinh nay lan rong, c¢6 thé lién quan dén céc co mat co hd hap

va co thé dan t6i 1iét chi. Tinh trang tang creatinin kinase co the xay ra. Dé c6 tién trién
v& mit 1am sang hay hdi phuc, can ding thudc trong vong vai tudn dén vai nam.

Lodng xuong 1a tac dung khong mong mubn phd bién, nhung it dwgc phat hién khi ding
glucocorticoid liéu cao va kéo dai.

Réi loan than va tiét ni¢u:

Nén thén trong khi diing corticosteroid trén nhiing bénh nhén suy thin

Nghién ciu

L1eu trung binh hodc cao cta hydrocortison hogc cortison c6 thé gay ting huyet ap, gifr

mudi va nudc va tang thai trlr kali. Nhimg tac dyng nay it gap hon v6i céc dan xuét tong

hop trir khi ding lidu cao. Ché d@ #n han ché mudi va bd sung kali c6 th8 cén thiét. Tat ca
céc corticosteroid déu 1am ting thai trir calei.

Chén thwong, ngd doc va cic bién ching phiu thuit

Corticosteroid diing todn than khong duoc chi dinh, va do d6 khong nén ding a8 didu tri
chén thuong so néo. Mot nghién ctru da trung tdm cho thdy tang ti 18 tir vong tai thoi
diém 2 tudn va 6 thang sau chin thuong & nhitng bénh nhan ding methylpredmsolon
natri succinat so v&i nhitng bénh nhén dung gia dugc. M&i quan hé nhén qua véi viéc
didu tri bing methylprednisolon natri succinat chwa duge thiét 1ap.
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Canh bao khac

Do cac bién ching khi ding glucocorticoid phu thude vao 1iéu lwong va thoi glan didu tri,
cAn cn nhéc loi ich/ nguy co trén timg bénh nhén vé lidu luong va thoi gian diéu tri theo
liéu hang ngay hay dung cich nhat.

Neén ding lidu thip nhét c6 hidu qua cua corticosteroid @ kiém so4t tinh hinh diéu trj va
khi c6 thé giam lidu, nén gidm tir tir.

Cén thén trong khi str dung aspirin va céc thubc chéng viém khoéng steroid phdi hop véi
corticosteroid.

Bénh u t& bao ua crém cb thé gay tir vong d4 duoc bdo céo sau khi s dung corticosteroid
toan than. V6i bénh nhén nghi ngd hofc dé xac dinh 132 méc bénh u t& bao wa crom, chi
nén sir dung corticosteroid sau khi da tién hanh danh gia loi ich/ nguy co pht hop.

Dung & tré em

Alcol benzylic ding de bao quéan thudc c6 lién quan téi céc tac dyng khéng mong mudn
nghiém trong, bao gdm “hdi chimg tho gAp” va tir vong & bénh nhan nhi. Mic d lidu
diu tri binh thudng cta san phidm nay thuémg chira lwong alcol benzylic thip hon dang
ke so véi lidu béo céo co lién quan t6i “hdi chimg the gp”, nhumg luong alcol benzylic
tb1 thidu gay ddc ciing chua duge biét. Nguy co ngd ddc alcol benzylic phy thudc vao lidu

dung va kha ning khir doc chét nay clia gan. Tré sinh non va sinh nhe cn c6 nhidu kha
ning bi nhiém ddc hon.

Cén theo ddi chit ch& su ting trudng va phat trién cta tré so sinh va tré em st dung

corticosteroid kéo dai.

Cham ting trudng c6 thé gip trén tré em st dung glucocomcmd kéo dai, hang ngay, véi
lidu chia nho va viée str dung liéu phap ndy nén han ché, chi nén ding véi céc chi dinh

khan cAp nhét. Lidu phap glucocorticoid diung céch nhét co thé tranh va gidm thiéu tac
dung khéng mong muon nay.

Tré so sinh va tré em st dung corticosteroid kéo dai ¢ nguy co ddc biét ve ting ap luc
ndi so.

Liéu cao corticosteroid ¢6 thé gy viém tuy & tr€ em.

4.5 Twong tac véi cac thudc khéc va cac dang twong tic khac

Methylprednisolon 1a co chét ctia enzym cytochrom P450 (CYP) va chi yéu duoc chuyén
hoa boi enzym CYP3A4. CYP3A4 13 enzym chinh ctia hdu hét cac phan ho CYP trong
gan cla nguorl trudmg thanh. N6 xtc tc cho qué trinh 6f - hydroxyl héa steroid, giai
doan 1 thlet yeu trong qua trinh chuyén héa cho ca corticosteroid ndi sinh va tbng hop.
Ciing co6 rat nhidu chit khéac cfing 14 co chét ciia CYP3A4, mdt s& chét nay (cling nhu cic

thudc khéc) 1am thay dbi s chuyén héa glucocorticoid béng céch giy cam tmg (diéu hoa
ting) hodc tic ché enzym CYP3A4.

Cdc chét tre ché CYP344 — Nhimg thubc e ché hoat tinh CYP3A4 nhin chung 1am gidm
do thanh thai clia gan va ting ndng dd cta céc thubdc 13 co chit cia CYP3A4 nhu

methylprednisolon trong huyét twong. Néu ¢6 cac chit e ché CYP3A4, nén chudn Lidu
methylprednisolon & tranh bj ngd doc steroid.

Céc chdt cam vmg CYP3A4 — Nhung thuoc gly cam tmg CYP3A4 nhin chung lam téng
d6 thanh thai cta gan, din téi lam gidm ndng d6 céc thudc 13 co chét cia CYP3A4. C6
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thé cAn phéi ting lidu methylpredmsolon khi dung clng céac thubc nay dé dat dugc két
qua didu tri nhu mong muon.

Céc chét 1a co chédt ciia CYP3A44 — Khi c6 mit mot co chit khac cla CYP3A4, qua trinh
thanh thai qua gan cla methylprednisolon ¢d thé bi anh huong, do d6 cin diéu chinh
tuong Umg heu ding cua methylpredmsolon C6 thé céc tac dung khong mong mudn khi
ding riéng mdi thudc s& d& xay ra hon khi ding ddng thoi céc thudc v6i nhau.

Nhitng thubc khong cé higu vmg qua trung gian CYP344 — Céc tuong tic va anh hudng
khac x4y ra v6i methylprednisolon duge trinh bay trong bang 2.

Béng 2 bao gdm nhimg tuong tac thudc phd bién hodc quan trong v& mit 1am sang véi
methylpredmsolon

Bang 2: Nhitng twong tac/ anh hwomg quan trong cuia cic thudc hodc hoat chiit véi
methylprednisolon.

Phén loai thude — Twong tac/ Anh hwong

Thudc hoiic hoat chit ] ,

Khéng sinh Chat e che CYP3A4. Ngoai ra, methylprednisolon c6 kha
_ ISONIAZID ning tang tdc @b acetyl hoa va d9 thanh thai ctia isoniazid.
Khing sinh, Thubc | Chatcam tmg CYP3A4

khang lao

- RIFAMPIN

Thudc chéng ddng | Tac dung cta methylpredmsolon trén thudc chdng dong
(dang ubng) dudng udng c6 thé thay d@bi tiy truong hop. Pa ¢6 nhiéu
bao céo vé viée ting ciing nhu glam tac dung cta thube
chéng dong khi dimg chung véi corticosteroid. Chinh vi

vay, phai kiém tra cac chi s0 d6ng méu dé duy tri tic dung
chéng d6ng mong mubn.

Thudc chong co gidt Chét cam tng CYP3A4 (valaco chét)

- CARBAMAZEPIN

Thubc chéng co giat Chét cam tmg CYP3A4

- PHENOBARBITAL

- PHENYTOIN

Thudc khéng Céc cor,ticosteroid ¢6 thd lam anh huong dén tic dung cta
cholinergic c4c thudc khang cholinergic

- CHEN THAN KINH 1. D3 ¢6 bio céo v& bénh co cp tinh khi sir dung lidu cao
CO chc corticosteroid ddng thdi véi céc thudc khang

cholinergic, nhu la céc thubc chen thin kinh co (Xem phin
4.4 Canh bao va thin trong dic biét khi s dung, H¢ co
xuong d€ ¢6 thém thdng tin).

2. Pi c6 bdo cao vé tinh dbi khéng trén tac dung Grc ché
thin kinh co cia pancuronium va vecuronium trén bénh
nhan ding corticosteroid. Tuong tic nay cd thé xay ra véi
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Phin loai thude — Twong tic/ Anh hwéng
Thubc hoic hoat chit

tat ca cac chit chen than kinh co ¢6 tinh canh tranh.
Thubc khang Céc steroid c6 thé 1am gidm tac dung clia cac thudc khang
cholinesterase cholinesterase dung trong diéu tri bénh nhugc co.
Thudc didu trj tiéu Vi corticosteroid co thé 1am tang ndng do glucose mau nén
duodng ¢ thé phai diéu chinh lidu ding cla thude didu tri tidu

dudng

Thudc chdng noén
- APREPITANT
- FOSAPREPITANT

Chét @c ché CYP3A4 (va 14 co chit)

Thudc khéng ndm
- ITRACONAZOL
- KETOCONAZOL

Chét trc ché CYP3A4 (v 14 co chét)

Thu6c khang virus

- Céc thudc e che HIV
-protease

Chét Gic ché CYP3A4 (va 14 co chat)
1) Cac chét e ché protease nhu Indinavir va ritonavir c6

thé lam ting ndng dd corticosteroid trong huyét tuong.

2) Cort1coster01d c6 thé cam fmg qua trinh chuyen hoa cta
céc thubc e ché HIV protease din d&n giam ndéng dd cua
céc thube nay trong huyét tuong.

Thuoc e ché

Ammoglutethmnd gdy tc ché tuyen thuorng than, ¢6 thé

Aromatase lam trAm trong thém céc thay d4i v& noi tiét do dimg
- AMINOGLUTETHIM glucocorticoid kéo dai

ID
Thudc chen kénh Calci Chét tic ch® CYP3A4 (va 14 co chat) ;;
- DILTIAZEM

Tbuéc tranh thai (dang
udng)
ETHINYLESTRADIOL/
NORETHINDRON

Chét (e ché CYP3A4 (v 1a co chit)

Nude ép budi

Chét Grc ché CYP3A4

Thude e ché mién dich

- CYCLOSPORIN

Chat tic chd CYP3A4 (va 14 co chat)

1/ Khi dung ddng thol cyclosporin v6i methylprednisolon
thi xuat hién su e ché chuyen ho4 13n nhau, va c6 thé lam
ting nong d5 trong huyét trong cta 1 trong 2 thuoc hodc ca
2 thudc; vi véy, céc tac dung khong mong mudn khi ding
riéng mdi thubc c6 thé s& d& xay ra hon khi ding ddng thoi.

2/ P4 ¢6 bao céo v& hién tuong co giat khi dung d6ng thoi
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Phén loai thude — Twong tic/ Anh hwéng
Thudc hoic hoat chit

methylprednisolon va cyclosporin

Thubc tc ché midn dich | Co chét ctia CYP3A4

- CYCLOPHOSPHAMI

D

- TACROLIMUS

Thubc khang sinh ho | Chéittic ché CYP3A4 (valaco chét)

macrolid

- CLARITHROMYCIN

- ERYTHROMYCIN

Thubc khing sinh ho

macrolid Chét e ché CYP3A4

-TROLEANDOMYCIN

NSAID (thubc chéng | 1/ Ty 1¢ xuét huyét va loét duong tiéu héa c6 thé tang khi

viém khong steroid) ding methylprednisolon cling véi céc thubc NSAID.

- ASPIRIN (acid | 2/ Methylpredmsolon c¢6 thé lam tang d¢ thanh thai cta
acetylsalicylic) li€u | aspirin lidu cao, c6 thd din dén giam ndng d6 salicylat
cao trong huyet thanh. Dimg diéu tri bang methylpredmsolon

c6 thé dan dén ting lwong salicylat trong huyét thanh, didu
nay c6 thé din ¢én ting nguy co ngd doc salicylat.

Céc thudc lam ting thai | Khi ding cort1coster01d cling voi cac thude 1am ting thai
kali kali (vi du thudc loi tidu), nén theo dbi chit ché hién twong
ha kali mau & bénh nhan. Vige dung chung corticosteroid
véi amphotericin B, céc xanthen hay thubc chen beta 2
cling lam ting nguy co ha kali mau.

Tuwong ky:
Pé tranh vAn @8 khi phdi hop thubc va bao dam tinh 6n dinh cta thudc,

methylpredmsolon natri succinat dugc khuyén cédo nén ding duong tinh mach riéng 1€ -

véi cac thudc hodic cac chit khac ding dudng tinh mach. Céc thube khong tuong hop vé
mit vat Iy v6i methylprednisolon natri succinat trong dung dich bao gom, nhung khong
gi6i han &: allopurinol natri, doxapram hydroclond tigecyclin, diltiazem hydroclorid,
calci gluconat, vecuronium bromid, rocuronium bromid, cisatracurium besylat,
glycopyrrolat, propofol. (Xem phin 6.2 Twong ky, d8 biét thém thong tin).

4.6 Anh hwong trén kha ning sinh sén, phu nir ¢6 thai va cho con bu
Khai ning sinh sin

Céc nghién ctu trén dfng vat da cho thay 12 corticosteroid lam suy giam kha ning sinh
san (xem phén 5.3 Dit liéu an toan tién 14m sang).
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Mang thai

Nghién ctru trén dong vét cho thdy corticosteroid khi ding lidu cao cho me c6 thé gy di
dang cho thai. Tuy nhién, corticosteroid ¢ vé nhw khong gy di tat bAm sinh khi ding
cho phu nit ¢6 thai. Mic du cd céc két qua nhu vay, nhung vi nhimg nghién ctu trén
ngudi khong thé loai trir kha ning rti ro, nén chi ding methylprednisolon natri succinat
trong thai ki khi thét su cAn thiét.

Mdt vai corticosteroid qua duge hang rdo nhau thai. Mot nghién ciu dang hdi ctu cho
thy c6 ting ty 1& tré so sinh thiéu c4n sinh ra tlr nhitng ngudi me ding corticosteroid. Tré
so sinh cta nhitng ba me da ding lidu corticosteroid dang k& trong qué trinh mang thai
phai duge theo ddi va danh gia cAn than vé& cac déu hiéu suy gidm chuc ning tuyén
thuong thin, méc du hiém giip céc trudng hop suy vo thuong than & tré so sinh bi phoi
nhiém véi corticosteroid trong tir cung.

Chua biét tc dung ctia corticosteroid véi qué trinh chuyén da va sinh con.

Duc thuy tinh thé duge quan sat thdy & nhimg tré so sinh ma me st dung corticosteroid
kéo dai trong qud trinh mang thai.

Alcol benzylic ¢6 thé di qua nhau thai (xem phin 4.4 Canh b4o va thin trong dic biét
khi st dung) :

Thoi ki cho con ba

Corticosteroid bai tiét dugc qua sita me.

Corticosteroid bai tiét qua sita me c6 thé e ché sy tang trudng va anh hudng dén san
xut glucocorticoid ndi sinh & tré so sinh bt me. Do chua c6 nghién ctu day du trén

ngudi, chi nén dung corticosteroid cho ngudi me dang nudi con bu khi loi ich mang lai
cho me vuot trdi so v&i nguy co c6 thé gip doi véi con.

>

o

4.7 Anh hudng lén kha niing 14i xe va vin hanh miy méc

Chua danh gid dugc mdt cach co hé théng vé& anh hudng cta cac corticosteroid téi kha
n#ng 141 xe va vin hanh may méc. Céc téc dyng khong mong mubn nhu hoa mat, chéng
mat, rdi loan thi gidc va mét mdi c6 the gip sau khi dicu tri bang corticosteroid. Néu bi
anh hudng, bénh nhan nén dimg 141 xe hodc vén hanh may moc.

4.8 Tic dung khong mong mudn

Céc tac dung khong mong mubn dudi ddy di dugce béo cdo voi céc dudmg ding bi chéng
chi dinh sau: Noi tiy /Ngoai mang cimg: Viém mang nhén, roi loan chirc ning dudng
tiéu hoa/rdi loan chirc ning bang quang, dau d4u, viém mang nio, liét nhe hai chi
duéi/liét hai chén, co giat, rdi loan cam gidc. Khong 18 tAn sudt xudt hién cla céc tic
dung khong mong mubn nay.

Bang 3. Bang céc tic dung khong mong mudn

Nhidm tring va nhidm ky | Nhi2m tring co hoi; Nhiém tring
sinh tring
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Bing 3. Bang céc tac dung khong mong mudn

R0i loan méau va h& bach
huyet

Tang bach cdu

R&i loan hé mién dich

Phén g qua min vé6i thudc (bao gdm phén tmg phén vé va
phén tng dang phéan v§).

RO1 loan ndi tiét

Hoi chimg dang Cushing; Chimg suy giam chirc ndng tuyén
yén; Hoi chimg cai thudc steroid.

RAi loan chuyén hoa va
dinh dudng

Chimg tich m&; Gifr natri; Gift nuéc; Giam kiém chuyén
hoa do ha kali mau ; R01 loan m& méu; Giam dung nap
glucose; Tang nhu cau str dung insulin (hodc cac thudc ha
dudng huyét dang ubng & bénh nhin tidu dudmg); Cén bang
nito &m (do di hod dam); Tang uré mau; Ting cam giac
thém an (¢6 thé din dén tang cén)

R61i loan tAm than

Réi loan cam xtc (bao gdm tim trang trAm uét, tim trang
phén khich, cam xtic khdng 6 6n dinh, phu thudce thubc, ¥
dinh ty tir); RSi loan hanh vi (bao gdm hung cam, hoang
tudng hé thong, 4o gidc, tdm thin phén het) R&i loan tAm
thin; Thay ddi tinh c4ch; Trang thai 1o 14n; Lo 4u; Thay adi
tam tinh thit thudng; Hanh vi bét thudmg, Mt ngti; DE kich
dong.

R6i loan hé than kinh

Chirng tich m& ngoai mang cimg; Téang ap luc ndi so (kem
phu gai thi [tang ap Iuc ndi so lanh tinh]); Co giét, MAt tri
nh&; Rbi loan nhin thire; Chéng mit; Pau dau

R6i loan mat

Bénh hic véng mac trung tAm thanh dich; Bénh duc thiy
tinh thd; Bénh ting nhan 4p; Ldi mét

R4 loan tai va tai trong

Chéng mit

Ro1i loan tim

Suy tim sung huyét (& bénh nhan nhay cam); R&i loan nhip
tim

Ro6i loan mach mau

Huyét khéi; Tang huyét 4p; Ha huyét ap.

R&i loan ho hép, 16ng nguc
va trung that

Téac mach phoi; Nac cut
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Bang 3. Bang cac tic dung khong mong mudn

R6i loan tiéu hoa

Loét dudng tiéu hoa (c6 thé thimg do loét dudmg t1eu hoa va
xuét huyét do loét dudmg tiéu hod); Thimg rudt; Xuét huyét
da day; Viém tuy; Viém mang bung; Viém thuc quan gay
loét; Viém thue quan; Trudng bung; Pau bung; Tiéu chay;
Kho tiéu; Budn nén.

R6i loan da va md dudi da

Phit mach; Phit ngoai vi; Ching ram 16ng; Dom xuét huyet
Bam méau; Teo da; Sung huyét; Tang tiét md héi; Da noi
vin; Phat ban; Ngira; N&i may day; N&i mun; Mét sic t6 da.

R61 loan hé co xuong va
md lién két

Yéu co; Pau co; Bénh co; Teo co; Lofng Xuong; Hoai tir

xuong; Gay xuong do bénh 1y; Bénh khép do than kinh;
Pau khép; Chdm téng truong

Roi loan hé sinh s&n va
tuyén vi

Kinh nguyét khong déu

Céc rdi loan chung va tinh
trang tai cho tiém

Khé 1anh vét thuong; Mét méi; Khé chiu; Phan Gng tai chd
tiém

Anh hudng dén céc xét Ting calci niéu; Ha kali mau; Giam dung nap carbohydrat;
nghiém Ting nhan 4p; Tang enzym Alanin aminotransferase; Tang

enzym Aspartat aminotransferase ;Tang phosphatase kiém
mau; Giam phén tmg khi xét nghiém trén da*

Chén thwong, ngd ddc va
bién chimg do thu thuit

Gay xuong cot sbng do chén ép; Pt gin

* Khong phai 12 mdt Thuat ngit wu tién (PT) clia MedDRA

4.9 Qua liéu

5. CAC PAC TINH DUGC LY

Chua gép cac hdi chimg 1am sang vé qua 1idu cAp tinh véi corticosteroid. Béo céo vé ddc
tinh cdp va/hodc tir _vong sau khi qua lidu corticosteroid rAt hiém. Trong truong hop qua
1idu, khong cb thube giéi doc dic hiéu ma chi &idu tri b8 tro va didu tri tridu ching.
Methylprednisolon c¢6 thé thim tach dugc.

5.1 Cac dic tinh dwoe lye hoc

Methylprednisolon la steroid chéng viém c6 higu luc chéng viém 16n hon prednisolon va
cling it gy gift nude va natri hon prednisolon.
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Methylprednisolon natri succinat c6 cing tac dung chuyen héa va chéng viém nhu
methylpredmsolon Khi ding duong ti€m va véi lugng dbng mol, thi ca 2 chét nay déu
teong duong v& hoat tinh sinh hoc. Tiém luc tuong d6i khi so sénh methylpredmsolon
natri succinat voi hydrocortison natri succinat v& tac dung 1am gidm lugng bach clu &
toan sau khi cling tiém tinh mach, 12 it nhét 4/1. Dleu nay cling trung khép voi tiém luc
tuong d6i khi so sanh hai ché phim nay theo dudng ubng.

5.2 Cac dic tinh dwge dong hoc

Pic tinh duoc ddng hoc ctia methylprednisolon tuyén tinh, khéng phy thudc vao dudng
dung.

Hép thu:

Sau khi tiém bép 40 mg methylprednisolon natri succinat cho 14 nguoi tinh nguyén nam
truong thanh khoe manh, nong d6 dinh trung binh 1a 454 nanogam/mL dat duorc sau 1
git. Pén gidy thit 12, thiy ndng d6 methylprednisolon trong huyét trong giam xudng 31,9
nanogam/ mL. Sau khi tiém 18 glo khong con tim thiy methylpredmsolon Dua vao dién
tich dud6i dudng cong (AUC), bidu hién cta tdng luong thube dugce hép thu, thi tiém bép
methylprednisolon natri succinat tuong dwong véi cling 1idu tiém tinh mach.

Nhimg két qua ctia modt nghién ctru da ching minh ring ester natri succinat cia
methylprednisolon dugc chuyén d6i nhanh va manh thanh methylprednisolon c¢6 hoat tinh
sau khi dung theo moi duong ding. Mirc d6 hip thu ctia methylprednisolon ty do sau khi
tiém tmh mach va tiém bép 14 trong duong va 16n hon 13 rét so véi mirc do hép thu sau
khi ubng methylpredmsolon dang dung dich va dang vién nén. Vi lugng
methylprednisolon dugc hép thu sau khi tiém bép va tiém tinh mach 1a twong duong, du
da ¢6 lugng 16m horn clia ester hemisuccinat vao dugc tudn hoan chung sau khi tiém tinh
mach, c6 thé cho ring ester d& dugc chuyén hoéa trong md sau khi tiém bép va sau d6
duoc hip thu dudi dang methylprednisolon tur do.

Phan bd:

Methylpredmsolon dugce phan b rong rii vao cic mé, qua hang rdo mau ndo, va ba1 tiét

qua slta me. Thé tich phan bd b1eu kién cta thudc 13 khoang 1,4 L/kg. Kha ning gin vé&i
protein huyét trong & ngudi 1a xép xi 77%.

Chuyén hoéa:

O ngudri, methylprednisolon duge chuyén héa & gan thanh céc chit chuyén héa khdng
hoat tinh: hiu hét thanh  20c-hydroxymethylprednisolon — va  208-
hydroxymethylprednisolon.

Chuyén héa & gan cha yéu théng qua CYP3A4 (D& biét danh sich cac tuong tic thubc
dua trén chuyén hoa trung gian qua CYP3A4, xem phin 4.5 Twong tic véi cdc thube
khdc va ciac dang twong tac khic).

Methylpredmsolon cling nhu nhiéu co chét ciia CYP3A4, ciing c¢6 thé 14 mdt co chét ctia
protem van chuyen p-glycoprotein gin ATP (ATP-bmdlng cassette, ABC) , anh hudng
dn sy phan b trong md va tuong tac voi céc thude khéc.
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5.3

6.2.

Thai trir:

Thoi gian ban thai trung binh ctua methylprednisolon tir 1,8 dén 5,2 gio. PO thanh thai
toan phan xAp xi 5-6 mL/phut/kg.

Cic dit liéu an toan tién 1am sing

Dua trén c4c nghién ctru quy uéc vé tinh an toan duge 1y va doc tinh cta 1idu 1ap lai,
khong nhén thiy c6 tic dung khong mong mudn ngoai du doén ndo. Pdc tinh quan sat

dugc trong cc nghién ctru lidu lip lai phit hop véi két qua du tinh do phoi nhiém lién tuc
v6i steroid ngoai sinh ctia vo thuong than.

Kha ning gy ung thu:

Céc nghién ctru dai han trén dong vét chua duge thuc hién dé danh gi4 kha ning gy ung
thur tiém tang.

Kha ning d6t bién gen:

Khong c6 bang chimg veé dot bién gen va nhiém sic thé tiém tang khi duge thit nghiém
trong mdt so it cdc nghién ctru thyce hién trén té€ bao vi khuan va dong vét c6 vi.

Déc tinh trén hé sinh san.

Corticosteroid d& dugce quan sat thy 1am gidm kha ning sinh san khi ding trén chudt
cong.

D3 ¢ quan sat cho thdy céc corticosteroid gy quéi thai & nhiéu loai khi dung lidu tuong
duong véi lidu & ngudi. Trong cac nghién ctru vé sinh san & dong vét, cic glucocorticoid

nhu methylprednisolon d& cho thdy gy di tat (h¢ ham é&ch, di tat xuong) va lam bao thai
cham phét trién trong ti cung.

CAC PAC TINH DUQGC HQC

Danh muc ta dwgce

Solu-Medrol 500 mg:

Bot pha tiém: Monobasic natri phosphat monohydrat, dibasic natri phosphat khan, natri
hydroxyd, nuée cit pha tiém

Lo dung méi: Alcol Benzylic, nuéc cét pha tiém.

Solu-Medrol 40 mg: Monobasic natri phosphat monohydrat, dibasic natri phosphat khan,
lactose, natri hydroxyd, alcol benzylic, nudc ct pha tiém.

Twong Ky,

Su twong hop va d6 én dinh khi tiém tinh mach dung dich methylprednisolon natri
succinat va khi trén 1an véi céc dung dich tiém tinh mach khac phu thudc vao pH cua
dung dich trdn 14n, ndng d9, thoi gian, nhiét do va kha ning hoa tan ctia
methylprednisolon. Nhu vy, 8 tranh céc van @ twong ky va do n dinh, néu c6 thé
dugce thi nén tiém dung dich methylprednisolon natri succinat riéng 1€, khong tron 14n véi
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c4c thudc khéc (xem phan 4.5 Twong tic véi cic thudc va cdc dang twong tic khac dé
biét thém thong tin).

6.3. Thoi han st dung
Solu-medrol 500 mg: 60 thang ké tir ngay san xuét voi san phdm chua pha ché.
Str dung dung dich d4 pha trong vong 48 gid sau khi tron 14n.
Solu-medrol 40 mg: 24 thang ké tir ngay san xut v6i san phAm chua pha ché.
Str dung dung dich da pha trong vong 48 gi¢y sau khi tron 14n.

6.4. Thin trong dic biét khi bdo quin
San phAm chua pha ché: Bao quan dudi 30°C.
S&n phdm d3 pha ché: Bao quan dung dich d4 pha & nhiét & phong c6 kiém soat
15°C-30°C. St dung dung dich d pha trong vong 48 gid sau khi tron 14n.

6.5  Tinh chét va dung lwong ciia bao bi déng géi
Solu-medrol 500 mg: Hop 1 lo thubc bdt pha tiém 500 mg + 1 19 dung mdi pha tiém
7,8 ml.

Solu-medrol 40 mg: Hop 1 19 Act-O-vial 1 mL (thtty tinh nhém I, nit: cao su butyl): (e
khoang chtra bt pha tiém 40mg + khoang chira dung méi pha ti€ém 1ml.
6.6  Luwuy dic biét khi sit dung va cdc thao tic khac

Chudn b céc dung dich

Dé chudn bi dung dich tiém tinh mach, trudc hét pha ché lai dung dich methylprednisolon

natri succinat nhu huéng din. C6 thé bit diu didu tri bing tiém tinh mach

methylprednisolon natri succinat trong thoi gian it nhit 5 phit (vi du véi céc lidu 1én t&i

250 mg) cho té1 it nhét 30 phut (vi du véi cac 1idu 250 mg hodic cao hon). Céc lidu tiép

theo ¢6 thé dwoc 14y va ding twong tu. Khi thdy can, c6 thé pha lodng d& ding bang cich

tron 14n véi cdc dung moi nhu dextrose 5% trong nudce, NaCl 0,9 %, dextrose 5% trong

NaCl 0,45 % hodc 0,9%. Dung dich sau khi pha s& bn dinh v& héa hoc va 1i hoc trong 48

gio.

Huebng dan sie dung lo Act-O-Vial- Lo 2 khoang

1. BO nép bao vé ra, vin quanh 1/ 4 nit pit tong va 4n d& ddy dung mdi vio khoang
dudi.

2. Léc nhe d c6 dung dich. St dung dung dich trong vong 48 gid.

3. Tiét khuén nip cha nit pittdng béng chét tiét khuin thich hop.

4. Pam kim tiém vao gifta nut pittdng cho dén khi trong thiy ddu kim. Dbc ngugc lo
thudc va rat hét thude.

Céc :rhuéc tiém can duoc kiém tra bing mét thudmg mbi khi c6 thé @& xem c6 vt la hoic

¢ d61 mau trude khi tiém hay khong.

Tiéu chuan: Nha san xuit.
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Nha sian xuét: Pfizer Manufacturing Belgium NV, Rijksweg 12, Puurs, 2870, Bi
¥ Nhan hiéu da dang ky

LPD Date: 22 December, 2015
Reference CDS Date: 26 September, 2014

TUQ. CUC TRUONG
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CuC QUAN LY DUQC Poc lap - Tw do - Hanh phic
S6: //LH}O/ QLD-bK Ha Noi, ngayo#{  thang ¢ ndm 2017
V/v thay dbi ndi dung t& huéng
dan st dung,

Kinh gti: Pfizer (Thailand) Ltd.
Dia chi:  Floor 36, 37 United Center Building, 323 Silom Road,
Silom, Bangrak, Bangkok 10500, Thailand

Ngay 23/05/2017, Cuc Quan 1y Dugc nhan dugc don dé nghi dé ngay
22/05/2017 va céc tai liéu c6 lién quan cua cong ty (sd tiép nhan 725/TDNN) vé
viée thay d6i ndi dung to hudng dan st dung d6i véi thude nude ngoai da duge
cap s6 dang ky luu hanh,

Can ¢ Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 ctia B Y té Quy
dinh viéc ding ky thudc, Théng tu s6 06/2016/TT-BYT ngay 08/03/2016 ctia Bo
Y té vé Quy dinh ghi nhan thudc,

Can ¢t bién ban thAm dinh hd so thay ddi/ bd sung, Cuc Quan Iy Duge ¢6
y kién nhu sau:

DPdng y dé cong ty duoc thay dbi ndi dung to hudéng din sir dung dbi véi
cac thude:

1. Solu - Medrol, s§ ding ky: VN-20330-17

2. Solu - Medrol, s6 ding ky: VN-20331-17

Bang so sanh ndi dung thay doi to huéng dén st dung dugc déng diu xéc
nhén cia Cuc Quan ly Dugc va dinh kém theo cong véan nay.

Ngoai ndi dung duogc thay ddi trén, tit ca cic ndi dung khac gitt nguyén
nhu hd so ding ky thude luu tai Cuc Quan 1y Duoc.

Céng ty ding ky, nha san xut phai chiu trach nhiém vé chét lugng d6i véi
thudc lvu hanh trén thi trudng, ndi dung ghi trén nhan thude, quy dinh vé s¢ hitu
trf tué lién quan dén nhan hiéu hang hoa cia thudc va c6 trach nhiém thong bao
su thay ddi nay dén céc co quan lién quan va khach hang.

Sau 03 thang ké tir ngay ky cbng van nay, cong ty khong duoc nhép khau
thudc trén v6i to hudng dan st dung cii ctia thube.

Cuc Quan 1y Duogc thong béo dé cong ty biét va thuc hién ding céc quy
dinh ctia Vigt Nam vé luu hanh thudc./.

Noi nhin: KT.CUC TRUONG
- Nhu trén; ~PHOCGUC TRUONG
-Luu: VT, BKT (V). o A '\;}-

yén Tét Pat



TD/BS ng2y ofzf thdng .9.... nam AL

TOM TAT CAC THAY POI TRONG TO HUONG DAN SU DUNG
CUA THUOC SOLU-MEDROL 40 mg (SPK: VN-20330-17) VA
SOLU-MEDROL 500MG (SPK: VN-20331-17)

DAI DIEN
TAl THANr{ PHO
HO CHI MINH

([heo Cun Yaft PLE -/-’l%éb /IQLD'DK) . ’ ~ . N -
TG HUONG DAN SU DUNG CU TG HUONG DAN SU DUNG MOI may
(phén loai b6 duoc gachngang) (Phéan thém vao/ thay déi dugc danh déu vang) doi
® ®
SOLU-MEDROL SOLU-MEDROL

Rx Rx

2. THANH PHAN PINH TiINH VA PINH LUQNG 2. THANH PHAN DPINH TINH VA PINH LUQNG fﬁp . nh@}

thong tin ve

40 mg/mL chira methylprednisolon natri succinat twong dwong | thanh  phan

40 mg/mL chira methylprednisolon natri succinat tuong duong
véi 65:4-me rech i i tone-dhaor
v&t 40 mg methylprednisolon.

v6i 40 mg methylprednisolon.

cta thubce ¢
ham luong
40mg

4. DAC TINH LAM SANG

4.1. Chi dinh diéu tri

Methylprednisolon natri succinat dugc chi dinh trong cac
truong hop sau:

R4i loan ndi tiét:

¥

- Suy vo thuong thén chp tinh (c6 thé cin phai bo sung
mineralcorticoid).

4. PAC TINH LAM SANG

4.1. Chi dinh diéu tri

Methylprednisolon natri succinat dugc chi dinh trong cac
truong hop sau:

R&i loan ndi tiét:

- Suy v6 thuong than nguyén phat hodc thir phat (c6 thé két
hop v&i mineralcorticoid khi can thiét) — Chi dinh nay chi 4p
dung cho Solu-medrol 40mg

- Suy vo thuong than cap tinh (c6 thd cin phai bo sung
mineralcorticoid).

B6 sung chi
dinh diéu tri
dbi voi
thude co
ham luong
40mg

4.3. Chéng chi dinh

4.3. Chéng chi dinh

B6 sung

T 4 4 - B



Chéng chi dinh methylprednisolon natri succinat trong nhing
truong hop sau:

- Bénh nhén cé nhlem ném toan than.

- Bénh nhén qua man véi methylpredmsolon natri succinat va
c4c thanh phén khéc trong ché pham.

Chdng chi dinh methylprednisolon natri succinat trong nhing
truong hop sau:

- Bénh nhén c6 nh1em nam toan than.

- Bénh nhén qua man véi methylprednisolon natri succinat va
céc thanh phin khic trong ché phdm. Ché phim
Methylprednisolon natri succinat 40mg c6 chta lactose
monohydrate dugc san xuét tir sita bo. Vi vdy, chong chi dinh
dung ¢ bénh nhan da biét hodc nghi ngd qua man véi sita bo
hodc céc thanh phan trong stta bo hodc cac san phdm tur sita
khac do cac san pham nay c6 thé chtra luong nho céc thanh
phan tir sita.

thong tin
theo to
thong tin san
pham toan
céu

4.4. Canh bao va thin trong dac biét khi st dung

Téac dung trén hé mién dich

T4c dung lén dng tiéu héa

4.4. Canh bao va thin trong dac biét khi sir dung
T4c dung trén hé mién dich

O céc bénh nhan ding ché pham methylprednisolon natri
succinat 40 mg trong qué trinh didu tri c4c tinh trang di tmg
cap tinh va trong trudong hop céc triéu chung nay trd nang hon
hodc phat sinh bat ky tridu chuno di tmg mdi nao, nén xem xét
kha nang bi phan Umg qua man v6i cac thanh phén trong sita
bod (xem muc 4.3 Chéng chi dinh). Néu phu hop, nén ngung
cho dung methylprednisolon natri succinat, va didu tri thich
hop cho tinh trang cta bénh nhan. Cac bién phap diéu tri thay
thé, bao gdm viéc ding cac ché pham corticosteroid khong
chira céc thanh phan tir stta bo, nén dugc xem xét dé kiém soat
di ung cép tinh, trong truong hop thich hop.

Tac dung 1én 0 ong tiéu héa
Liéu cao corticosteroid c6 thé gay viém tuy cap

. Tri liéu bang glucocorticoid 6 thé che dau viém phuc mac
hoac cc dAu hiéu hay triéu chimg khéc lién quan dén rdi loan

B6 sung
thong tin
theo to
thong tin san
pham toan
ciu

N
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T4c dung lén gan mat

Dung 6 tré em
. Nguy co ngd doc alcol benzylic phu thudc vao liéu ding va

kha nang khtr doc chét nay ctia gan .

6ng tiéu hoa nhu thung, tac rudt hodc viém tuy. ...

Tac dung Ién gan mit

Ton thuong gan do thube, nhu viém gan cip tinh, c6 thé xay ra
do truyén methylprednisolon qua duong tinh mach theo chu ky
(thuong véi lidu 1g/ngay). Thoi gian phat bénh viém gan céap
tinh ¢co thé la nhleu tudn hodc 1au hon. DA quan sat thay cac
bién cb nay bién mét sau khi ngung diéu tri.

Dung 0 tré em
. Nguy co ngd ddc alcol benzylic phu thude vao lidu dung va
kha nang khtr doc chét nay ctia gan va thén ..

4.5 Twong tac véi cac thudc khic va ciac dang twong tic | 4.5 Twong tic véi cac thudc khac va ciac dang twong tac | Sta 16i dich
khac khac thuat
Bano 2: Nhirng twong tac/ anh hwéng quan trong cua cac Ban0 2: Nhirng twong tdc/ anh hwéng quan trong ciia cac
thudc hodc hoat chit véi methylprednlsolon thudc hoic hoat chit véi methylprednlsolon
Phan loai thudc — thudc | Twong tac/ Anh hwéng Phin loai tl,1u0c _ thubc | Twong tic/ Anh hwéng
hoic hoat chat hoac hoat chit
C4c thudc lam tang thai kali Viéc  dung  chung Céc thudc lam ting thai kali Viéc dung chung
corticosteroid véi corticosteroid Vol
amphotericin B, cac xanthen amphotericin B, cac xanthin
hay thudc chen beta 2 cling hay thudc chen beta 2 cling
lam ting nguy co ha kali lam tdng nguy co ha kali
mau. mau.
4.6. Anh hwéng trén kha niing sinh san, phu ni ¢6 thai va | 4.6. Anh hwéng trén kha niing sinh sin, phu nir ¢6 thai va | - Stra 16i dich
cho con bu cho con bu thuét
- B4 sung

Mang thai

Mang thai




Nghién ctru trén dong vat cho thay corticosteroid khi dung li€u
cao cho me c¢6 thé gdy di dang cho thai. Tuy nhién,
corticosteroid cé vé nhu khong oay d1 tat bam smh khi dung
cho phu nit c6 thai. M '
nhitng nghién ctru trén nguoi
ro-nén-chi-dung methylpredmsolon natri succinat trong thal ki
Khi-that su-can-thiét:

Mot vai corticosteroid qua duoc hang rao nhau thai. Mot
nghién ctu dang hdi ctru cho thdy cé ting ty 1€ tré so sinh
thiéu can sinh ra tir nhiing nguodi me dung corticosteroid. Tre
so sinh cda nhiing ba me da dung liéu corticosteroid déng ke
trong qua trinh mang thai phai duoc theo ddi va danh gid can
than vé cac déu hiéu suy giam chirc nang tuyén thuong thén,

Thoi ki cho con bu

Chl nen dung

Nghién ctru trén dong vat cho thay corticosteroid khi dung liéu
cao cho me c6 thé giy di dang cho thai. Tuy nhién,
corticosteroid c¢6 vé nhu khong gay di tat bam sinh khi dung
cho phu nit ¢ thai. Do nhiing nghién ctru vé sinh san trén
nguoi chua duoc tién hanh day dt v6i methylprednisolon natri
succinat, nén thudc nay chi nén duoc dung trong khi mang thai
sau khi dd can nhéc than trong vé mit loi ich/ nguy co cho me
va thai nhi.

Mot vai corticosteroid qua duoc hang rao nhau thai. Mot
nghién ctu dang hdi cttu cho thdy c6 ting ty 1& tré so sinh
thiéu can sinh ra tir nhiing nguoi me ding corticosteroid. O
nguoi, nguy co tré sinh ra bi nhe can duong nhu lién quan dén
lidu ding va co thé duoc giam thicu bing cach dung lidu
corticosteroid thdp hon. Tré so sinh ctia nhitng ba me da dung
liéu corticosteroid déng ké trong qué trinh mang thai phai dugc
theo d&i va danh gia can than vé cac ddu hiéu suy giam chuc
nang tuyén thuong thén, ...

Thoi ki cho con bu

.. Ché pham nay chi nén dugc dung trong thoi ki cho con bu
sau khi dénh gia cén than vé loi ich-nguy co cho ngudi me va
tré so sinh.

thong tin
theo to thong
tin san pham
toan cau

4.8.T4c dung khong mong muon
Tac dung khong mong mudn va tin s6 dwoc ligt ké trong
mdi hé co quan

Phan loai theo | Tac dung khong mong muébn | TAn suét
hé co quan (%)

Nhiém tring | Nhiém tring co hoi Khong 16
vaphiemky  ypean, tring Khong 16

B6 sung
thong tin
theo to thong
tin san phim
toan cau
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sinh trung Viém phuc mac” Khong rd
Réi loan mau | Tang bach cau Khong rd
va hé bach
huyét
R6i loan hé Phan Gmg qua mén véi thude | Khong 16
mién dich Phan Gng phan vé Khong r6
Phan tng dang phan vé Khong 16
Rf)i loan no1 Hoi chirmg dang Cushing Khong 16
et Suy tuyén yén Khong 16
Hoi chimg ngimg thubc Khong r6
Steroid
R&i loan Nhiém toan chuyén héa Khong 16
chuyén héava [ : F——
dinh dutng [,fnatrl Khong rd
U dich Khong 1o
Giam kiém chuyén héa do ha | Khong 16
kali mau
Réi loan m& mau Khong rd
Giam dung nap glucose Khong rd
Téng nhu ciu insulin (hodc cac Khong 1o
thude ha duong huyét duong
uong & bénh nhéan dai thao
duong)
Chting tich m& Khong 1o
Tang cam giac them an (co thé | Khong 18




dan dén tang can)
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Réi loan tam R6i loan cé.rp xﬁg (bao gE‘)m Khong rd
than térr} trang trim uat, tam trang
phan khich, cam xuc khong 6n
dinh, phu thudc thuoc, ¢6 y
dinh tu tr)
R&i loan tAm than (bao gdm Khong ro
hung cam, hoang tudng, a0
gi4c, va tAm than phan liét)
R6i loan tAm than Khong 1o
Thay ddi tinh cach Khong r6
Trang thai 1t 1an Khong 16
Lo au Khong rd
Tinh khi that thuong Khong 18
Hanh vi bét thuong Khong 1o
MAt ngu Khong r6
Kho chiu Khong 1o
Réi loan hé Tich m& ngoai mang cing Khong 16
than kinh Tang ap luc ndi so (kém phu Khong 16
gai [tang ap luc nodi so lanh
72/,,, tinh])
Dong kinh Khong rd
Chutng hay quén Khong ro
R&i loan nhén thirc Khéng 16




>,
Chéng mat Khong 1o
Pau dau Khong rd
Réiloan mat | Hic vong mac Khong rd
Duc thuy tinh thé Khong 16
Tang nhan ap Khong r6
L6i mét Khong 1o
Réi loan tai va | Chong mit Khong 16
tai trong
R&i loan tim Suy tim sung huyét (& bénh Khong r6
nhén nhay cam)
Loan nhip tim Khong rd
Réi loan mach | Huyét khbi Khong rd
Cao huyét ap Khong r6
Ha huyét ap Khoéng 16
R,éi loan ho Nghén mach phéi Khong 16
‘}clréﬁ%gnﬁl%(‘z e Néc cut Khong rd
Réiloan tieu | Loét duong tiéu hod (c6 thé Khong 18
hoa thing do loét duong tiéu hoa
va xuét huyét do loét duong
7,;/,_ tiéu hod)
Thung rudt Khong rd
Xuét huyét da day Khong 16
Viém tuy Khong 16




Viém thuc quan gy loét Khong 1d

Viém thuc quan Khong rd

Chudng bung Khong 16

Dau bung Khong 1o

Tiéu chay Khong 16

Kho tiéu Khoéng 16

Budn non Khong 16

R&i loan gan Viém ganT Khong rd
mat

Réi loan da va | Phu mach Khong r6

Zic o dad Réam 16ng Khoéng 1o

DOm xuat huyét Khong rd

Bam mau Khoéng 1o

Teo da Khong rd

Sung huyét Khoéng 1o

Tang tiét mo hoi Khéng 16

Da ndi van Khong rd

Phét ban Khong 1o

W Ngira Khong 1o

May day Khong 16

Mun Khong 16

Giam séc t da Khong 1o




Réi loan co Yéu co Khong 16
Xm?ﬁ%nvi éctéc Dau co Khong rd
Bénh co Khong rd
Teo co Khoéng r6
Loang xuong Khong 1o
Hoai t&r xwong Khong rd
Gay xuong bénh ly Khong 16
Bénh khép do than kinh Khong rd
bau khép Khong rd
Cham tang trudng Khong 16
R&i loan hé Kinh nguyét khong déu Khong rd
sinh san va va
R&i loan chung Chém lanh vét thuong Khong r6
vé:r 6i‘loan i Phu ngoai bién Khoéng 16
cho dung
thudc MEét moi Khong r6
Khé chiu Khong 16
Phén g tai chd tiém Khong rd
Céc chi séqxét Tang nhan ap Khong 16
gihiém/kiém Giam dung nap carbohydrat Khong rd
Giam kali méau Khong 16
Téng calci trong nudc tiéu Khong 1o
Tang alanin aminotransferase | Khong ro




PG TR

Tang aspartat aminotransferase | Khong ro

Téang phosphatase kiém méu Khong 16
Téang ure mau Khong rd
Giam phéan ung véi cace xét Khong r6

nghiém trén da’

Céc bién Gay xuong cot séng do chén Khong rd
chimg do thu | ép

thudt, chan
thuong va ngd
doc

Dut gan Khong 1o

Céc tdc dung khong mong muén duéi diy dd dugc béo céo voi cac dudng
dung bi chéng chi dinh sau: Noi tay/Ngoai mang cung: Viém mang nhén,
r6i loan chitc nang dudng tiéu héa/réi loan chic nang bang quang, dau dau,
viém mang ndo, liét nhe hai chi du6i/liét hai chan, dong kinh, roi loan cam
giac. Khong rd tan suét xudt hién clia cac tac dung khong mong mubn nay.

* Khong phai 1a mot Thuat ngit uu tién (PT) cia MedDRA

t Viém gan da duoc bdo cdo khi tiém truyén thudc qua tinh mach (xem
phén 4.4 Canh bdo va than trong dac biét khi sir dung).
* Viém phuc mac c6 thé 1 dau hiéu hodc triéu chimg tiéu biéu chinh cua rbi

loan tiéu héa nhu thing rudt, tac rudt hodc viém tuy (xem phan 4.4 Canh
bao va than trong dic biét khi st dung).

5. CAC PAC TINH DUQC LY

5.3. Cac dir liéu an toan tién lam sang

Kha niang giy ung thu:

5. CAC PAC TINH DUQC LY
5.3. Cic dir liéu an toan tién 1Am sang

Kha ning gy ung thu:

Methylprednisolon chua duogc chinh thic danh gia trong céac
nghién ctru vé kha néng gdy ung thu trén dong vat gam nhim.
D4 thu duoc cac két qua khéc nhau v6i cac glucocorticoid khac
duge thir nghiém vé kha ning gy ung thu & chudt nhét va

B6 sung
thong tin
theo to thong
tin san phdm
toan cau

10




Kha nang dot blen ,qen

Déc tinh trén hé sinh sén: , L=
Corticosteroid d3 duoc quan sat thy 1am giam kha nang sinh
san khi dung trén chudt cong.

chudt céng. Tuy nhién, dit liu cong bd cho thdy mét sb
glucocorticoid lién quan bao gdm budesonid, prednisolon, va
triamcinolon acetonid c6 thé 1am tang ty 1é bi u tuyen va ung
thu bleu md té bao gan sau khi dung qua dudng udng trong
nude udng ctia chudt ccong duc. Cac tac dung hinh thanh khéi u
nay gap & cac lidu thap hon céc liéu 1am sang thuong dung tinh
theo mg/m?.

Kha ning d6t bién gen:

Methylprednisolon chua duoc danh gid chinh thirc vé kha ning
gdy dot bién gen. Tuy nhién, methylprednisolon sulfonat, c6
cau tric tuong tu nhu methylprednisolon, khong gay dot bién
gen bat ké c6 dugc kich hoat trao d6i chat hay khoéng &
Salmonella typhimurium tx 250 dén 2.000 pg/dia, hodc trong
thir nghiém dot bién gen té bao dong vat c6 vu sir dung té bao
budng trimg chudt dong Trung Qubc tir 2.000 den
10.000 pg/mL. Methylprednisolon suleptanat khong gay tong
hop ADN dot xuét trong t& bao gan chudt cong dau tién tir 5
dén 1.000 pg/mL. Hon nita, xem xét di liéu déa cong b6 cho
thdy prednisolon farnesylat (PNF), c6 chu truc tuong tu nhu
methylprednisolon, khong gdy dot bién gen bat ké c6 duoc
kich hoat trao d6i chat hay khong & cac chung Salmonella
typhimurium va Escherichia coli tu 312 dén 5.000 pg/dia.
Trong mot dong t& bao nguyén bao soi cta chudt dong Trung
Quéc, PNF lam ting nhe vé ty 1& sai hinh nhiém sic thé céu
tric v6i kich hoat trao dbi chat & ndng d cao nhét duge thir
nghiém la 1.500 ug/mL.

Doc tinh trén hé sinh sén:

Corticosteroid d& duoc quan sat thdy lam giam kha ning sinh
san khi dung trén chudt cbng. Chudt cbng duc duoc cho ding
corticosteron vdi cac lieu 0, 10, va 25 mg/kg/ngay qua dudng
tiém dudi da mot lan hang ngay trong 6 tudn va giao phéi véi

11
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. Trong céac nghién cltu vé sinh sin & dong vét, cac
glucocorticoid nhu methylprednisolon da cho thay-eay di tét
(h& ham éch, di tat xuong) va lam bao thai chdm phat trién
trong tr cung.

con cai khong dung thube. Liéu cao duoc giam xudng
20 mg/kg/ngay sau Ngay 15. Quan sét thdy giam sb nut giao
cAu, tinh trang nay cd thé la do giam trong lugng co quan phu.
Sé diém trimg l1am td va s6 bao thai s6ng giam.

. Trong céc nghién clru vé sinh san & dong wvat, cac
glucocorticoid nhu methylprednisolon da cho thdy lam tang ti
[é di tat (h¢ ham &ch, di tat Xuong), chét phoi thai (vi du tiéu
thai), va lam bao thai chdm phat trién trong ti cung.

6. CAC PAC TINH DUQC HOC 6. CAC PAC TINH DUQC HQC - Sta 1di
6.1. Danh muc ta dwgc 6.1. Danh muc ta dwoc chinh t&

- Bb sung
Solu-Medrol 40 mg: Monobasic natri phosphat monohydrat, | Solu-Medrol 40 mg: Monobasic natri phosphat monohydrat, | thong tin

dibasic natri phosphat khan, lactose, natri hydrexyd, alcol
benzylic, nude cat pha tiém.

6 3 Thoi han sit dung

Solu-medrol 500 mg: 60 thang ké tir ngay san xudt voi san
phadm chua pha ché.

St dung dung dich da pha trong vong 48 gio sau khi tron 14n.
Solu-medrol 40 mg: 24 thang k& tir ngay sin xuit véi san
phém chua pha ché.

Str dung dung dich d pha trong vong 48 gi¢ sau khi tron 1an.

6.4 Than trong dic biét khi bdo quan
San pham chua pha ché: Bao quan duéi 30°C.
San pham da pha che Bao quan dung dich da pha & nhiét do

] ] ] -()G ”QHG S ‘ l ‘ ] j l

%

dibasic natri phosphat khan, lactose, natri hydroxid, alcol
benzylic, nude cat pha tiém.

6 3 Thoi han sir dung
Solu-medrol 500 mg: 60 thang ké tir ngay san xuét véi san

phdm chwa pha ché.

St dung dung dich da pha trong vong 48 gid sau khi tron 14n.
Solu-medrol 40 mg: 24 thang ké tir ngay san xuét voi san pham
chua pha ché.

St dung dung dich d3 pha trong vong 24 gio sau khi tron 14n.

6.4 Than trong dic biét khi bao quan

San pham chua pha ché: Bao quan dudi 30°C.

San phim da pha ché: Bao quan dung dich d& pha ¢ nhiét do
dudi 25°C.

- Solu-medrol 500 mg: st dung dung dich da pha trong vong
48 gid sau khi tron 1an

= Solu-medrol 40 mg: st dung dung dich da pha trong vong 24

gid sau khi tron 13n

theo to thong
tin san pham
toan cau
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6.5 Tinh chit va dung lrong ciia bao bi déng goi
Solu medrol 40 mg: Hop 1 lo Act-O-vial 1 mL (thay—tinh
nhém-Lntt-eae-su-butyh: khoang chira bt pha tiém 40mg +

khoang chita dung mdi pha tiém 1ml.

6.6. Luu y dac biét khi sir dung va cac thao tac khac
Chudn bi cdc dung dich

Hudng dén st dung lo Act-O-Vial- Lo 2 khoang

LPD Date: 22 Decermber—2015 % —

6.5 Tinh chat va dung lrong ciia bao bi déng géi

Solu-medrol 40 mg: Hop 1 lo Act-O-vial 1 mL gbm: khoang
chtra bot pha tiém 40mg + khoang chtra dung mdi pha tiém
Iml.

6.6. Lwu y dic biét khi sir dung va cac thao tac khac
Chudn bi cdc dung dich

Hu"ang dén s dung lo Act-O-Vial- Lo 2 khoang
1. An nGt nhua trén ndp chai dé day dung moi vao
khoang dudi.

2. LAc nhe d co dung dich.

3. Théo bo miéng nhua tron ¢ gilta nép thubc, dé 16
phan mang ngén dé dam kim

4. Sat trung phan d4m kim bang chit tiét khuan thich
hop.

Luwu y: Phai hoan tit cic budc 1-4 trwée khi tiép

tuc.

5. Dém kim tiém tl}éng goc vao chinh gifta mang ngén
dén khi tréng thay dau kim.

6. Déc nguoc lo thube va rit 1y liéu thude.

7. Ngay hiéu chinh

LPD Date: 26 Apr, 2017
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Reference CDS Date: 26-September-26+4 Reference CDS Date: 07 Apr, 2017
Reference Belgium SPC date: Aug, 2012

Reference UK PIL date: Jan, 2017
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