https://trungtamthuoc.com/ <8[93

BUY Ik
CUC QUAN LY DUQC
PA PHE DUYET

Lén dé“:.-f‘.ng-:fn.gu-..ff.i

sucyosiupaJsdiAyia [8°L - "W'1]

uondaliul NIH0434d

Rx Thusc ban theo don 10 lo bat déng kho pha tiém/hép

B0C K¥ HLING DAN SiF DUNG TRUGTE KHI DUNG s e .

BE WA TAU TAY TRE EW - - KEEP OUT OF REACH OF CHILDREN i
[Thanh phin] M lo chira: PREFORIN I t [Composition] Each vial contains-
oo Lo Y njecuon o e S, .
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Rx - Thubc ké don Té huéng dan s dung

PREFORIN Injection

THANH PHAN

Methyl prednisolone sodium succinate 53.0 mg tuong duong 40 mg of Methyl prednisolone

DANG BAQ CHE

Bt ddng khd pha tiém

QUY CACH BONG GOI

Hép 10 lo

DUQC LY VA CO CHE TAC DUNG

Methyl prednisclone la mot corticosteroid, dan xuét 6-alpha-methyl cla prednisolone, ¢6 tac dung chdng

viém, chong di (rng va trc ché mién dich rd rét.

Do methyl héa prednisolone, tac dung corticoid chuyén héa muédi da duoc loai trir, vi vay co rat it nguy

co gilr Na*, va gay phi. Tac dung chdng viém cla Methyl prednisolone ting 20% so v&i tac dung cla e
prednisolone; 4mg Methyl prednisolone c6 hiéu lwc bang 20mg hydrocortison,

Chirng viém, bat ky thudc bénh ¢an nao déu dugc dic trung béi sw thoat mach va thdm cla cac bach
cau vao mod (vi tri) bi viém. Céc corticosteroid trc ché cac hién twong nay. Corticosteroid ding dwdng
toan than lam téng sb lwong cac bach clu trung tinh va gidm s6 lwgng cac té bao lympho, bach cau wa
eosin, bach cau don nhan trong mau ngoai bién. Bach céu trung tinh tang 1a do sy tang huy dong cac
bach cau trung tinh tir dw tri¥ & tly xweng ra, do nira d&i cla ching trong mau lwu théng dugc kéo dai
va do sy thoat mach va thdm nhiém vao vj tri viém bi gidm di. C6 16 nguyén nhan cudi cling nay la mot
trong nhi*ng co ché chinh vé tac dung chdng viém clia corticosteroid. Viéc gidm sé lwgng cac té bao
lympho, cac bach ciu wa eosin va cac bach ciu don nhan trong mau lwu thong 1a két qua cla su
chuyén van clia ching tlr mach mau vao mé dang lympho.

Corticosteroid con (¢ ché chirc ndng clia cac té bao lymphd va clia cac dai thye bao clia md. Khé néng
dap ng cla ching véi cac khang nguyén va cac chat gay gian phan bi giam. Tac dung cda
corticosteroid 1&n cac dai thuc bao dic biét rd rét, [am han ché kha nang thire bao ctia chiing, han ché
kha nang diét vi sinh vat va han ché viéc san sinh interferon - gama, interleukin - 1, chat gay sét, cac
men collagenase va elastase, yéu t& gay hoai tr chd sung va chat hoat héa plasminogen.

Corticosteroid tac dung |&n té bao lympho |1am gidm san sinh interleukin - 2.

Ngoai tac dung trén chirc ning clia bach cu, corticosteroid con tac déng dén phan (rng viém bang
cach lam gidm tong hop prostaglandin do hoat hda phospholipase A,. Corticosteroid 1am ting ndng do
mot sé phospholipid mang ¢6 tac dung (¢ ché sy tdng hop prostaglandin. Corticostercid cling lam tang
ndng dé lipocortin, 1a protein gay gidam tinh kha dung cta phospholipid, co chat clia phospholipase A,.
Cudi cung, corticosteroid 1am giam sy xuat hién cyclooxygenase & nhirng té bao viém, do 46 1am gidm
lweng enzym d& san sinh prostaglandin.

Corticosteroid 1am gidm tinh thdm mao mach do trc ché hoat tinh cQa kinin va cac ngi ddc tb vi khuén va
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do lam giam lwgng histamin gidi phong béi bach céu wa base.
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Tac dung trc ché mién dich clia corticosteroid phin 1én do nhirng tac dung néu trén. Nhing lidu Ién
thude cé thé lam giam san sinh khang thé, con lidu trung binh khdng ¢ tac dung nay (vi dy, 16 mg/ngay
methylprednisolon).

Trong mét sd trwéng hep, corticosteroid 1am chét cac té bao lympho - T. Nhirng té bao - T binh thwéng
trong mau ngoai bién coé tinh d& khang cao déi v6i tac dung gay chét té bao cla corticosteroid. Tuy
nhién, nhirng té bac lympho khéng binh thwéng, gdm ca mét sé t& bao ung thw, ¢ thé nhay cdm hon
nhiéu. Corticosteroid cd thé gay chét té bao theo chwong trinh (apoptosis) & nhirng lympho bao, cling
véi mét s chudi hién twong hoat hoa té bao lympho. Nhirng tac dung khang lympho bao nay dwoc khai
thac trong héa trj liéu bénh leukemia c&p thé lympho va bénh u hach bach huyét.

Corticosteroid c6 hiéu Iwc trong hen phé quan, chirng té vai tré clia viém trong sinh bénh hoc mi&n dich
cla bénh nay. Bao gi¢ cling phai bat dAu diéu tri véi thude kich thich beta. Trong nhirng con hen nidng
phdi ndm vién, can diéu tri tAn cong tiém corticosteroid la chl yéu. Tuy nhién nhitng nguei bénh hen
nay van can tiép tuc dung corticosteroid hit hodc uéng. Thwdng diéu tri nhirng con hen cép tinh it ning
hon bing nhitng dot ngén ubng corticosteroid. Sw (¢ ché chitc nang tuyén thwong than throng hét
trong vong 1 dén 2 tuan,

Trong digu trj bénh hen phé quan man tinh ndng ma nhi¥rng bién phap khac khéng co hiéu qua, c6 thé
phai st dung dai han corticosteroid v&i liéu thap nhat cd tac dung Gé cé thé clru sdng dwoc nguwdi bénh
v& can than trong khi di dinh nglrng thuébe.

Corticosteroid dwec diing rdng rai trong digu tri nhiéu chirng bénh thap khac nhau va la mét liéu phap
chinh trong diéu tri nhirng bénh nang hon nhw lupus ban dé hé théng va nhiéu réi loan viém mach nhw
viém quanh ddng mach nét, bénh u hat Wegener, va viém déng mach té bao khdng 16. Béi véi nhivng
r8i loan nang nay, lidu corticosteroid bt dAu phai di dé& lam gidm bénh nhanh chéng va dé gidm thiéu
cac thwong tdn mé, sau dé la giai doan clng cb v&i mét lidu duy nhat mdi ngay, va gidm dan tai lidu téi
thiéu co tac dung. Trong bénh viém khép dang thap, ding liéu bat dau twong d6éi thap. Trong dot cap
tinh, c6 thé ding lidu cao hon, sau d6 gidm dan nhanh. Cé thé didu tri ngudi ¢6 triéu ching chinh clia
bénh & mét hodc mot sé it khép bang cach tiém corticosteroid trong khép.

& tré em bi viém khép man tinh véi nhikng bién chirng de doa ddi sdng, ddi khi diing methylprednisolon
trong liéu phap tan céng. C6 thé tiém corticosteroid trong khép, nhw trong bénh clia ngudi 16N, nhung &
tré em nhirng dau hidu d3c trwng hdi chirng Cushing va chieng lodng xwong véi xep ddt séng va cham
Ion sé phat trién nhanh.

Corticosteroid c6 tac dung tot & mot sd ngwdi mac bénh viém loét dai trang man tinh, va bénh Crohn.
Cé thé dung methylprednisolon duwéi dang thut gilr trong bénh viém loét dai trang loét nhe, va dung
ubng trong nhikng dot cép tinh nang hon.

Corticosteroid 1a liéu phap hang d4u tri héi chirng than hiwe. Trong bénh viém cau than mang, ap dung
liu phap corticosteroid cach ngay trong 8 dén 10 tudn, sau d6 giam dan liéu trong 1 dén 2 thang.

Cé thé didu trji nhirng biéu hién cla dj (ng thai gian ngdn, nhwe sét cé khd, bénh huyét thanh, may day,
viém da tiép xuc, phan trng thude, ong d6t va phl than kinh - mach biing corticosteroid b sung cho liéu
phap chinh. @7/
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Trong thiéu mau tan mau mién dich, néu khéng chiva dwgc nguyén nhan chinh hodic néu cin can thiép
khan cAp, corticosteroid 13 liéu phap co ban. it khi chi dinh truydn mau vi ¢é thé gay bién ching ting tan
mau. Néu tinh trang bénh nguy hiém dén d&i sbéng, tiém tinh mach lidu cao methylprednisolon truwée khi
truyén mau va can theo ddi chit ché nguwoi bénh.

Diéu tri bénh sarcoid bing corticosteroid. Do nguy co méc bénh lao thir phat, ngwdi bénh c6 bidu hién
méc lao phai dwoc diéu trj dy phong chdng lao.

Durge dong hoc

Kha dung sinh hge x4p xi 80%. Néng do huyét twong dat mirc t6i da 1 - 2 gi& sau khi dung thuéc. Thei
gian tac dung sinh hoc (¢ ché tuyén yén) khodng 1% ngay, c6 thé coi la tac dung ngan.
Methylprednisclon dwgc chuyén hoa trong gan, giéng nhuw chuyén héa ctia hydrocortison, va cac chét
chuyén hoa dwoc bai tiét qua nwdc tidu. Niva ddi xap xi 3 gio.

CHI DINH

Methylprednisolon dwgrc chi dinh trong liéu phap khéng dac hiéu cin dén tac dung chéng viém va giam
mién dich cla corticosteroid déi véi: Viém khép dang thap, lupus ban d6 hé thdng, mot sé thé viém
mach; viém déng mach thai dwong va viém quanh déng mach nét, bénh sarcoid, hen phé quén, viém
loét dai trang man, thiéu mau tan mau, gidm bach céu hat, va nhitng bénh dj (rng ning gém ca phan vé;
trong digu trj ung thw, nhw bénh leukemia cép tinh, u lymphd, ung thw va va ung thw tuyén tién ligt.
Methylprednisolon ¢an 6 chi dinh trong didu tri hoi chirng than huw nguyén phat.

LIEU LIFQNG VA CACH DUNG

Liéu diing

Xac dinh lidu lrgng theo tirng cé nhan. Liéu bat d4u la: 6 - 40 mg methylprednisolon méi ngay. Liéu can
thiét d& duy tri tac dung didu tri mong muén th&p hon lidu can thiét @é dat tac dung ban d4u, va phai xac
dinh lidu thap nhét co thé dat tdc dung ¢in ¢6 bang cach gidm lidu dan tirng bude cho téi khi thay cac
dau hidu hodc triéu chirng bénh tang I&n.

Khi cAn ding nhirng liéu Ion trong théi gian dai, ap dung liéu phap dung thudc cach ngay sau khi d3
kiém soat dwee tién trinh cha bénh, 58 it ADR hon vi ¢é thi gian phuc héi gitra mai lidu.

Trong liéu phap cach ngay, dung moét liéu duy nhat methylprednisolon ctr 2 ngay mét lan, vao budi sang
theo nhip thoi gian ti&t tw nhién corticosteroid.

Didu tri con hen ndng dbi véi ngudi bénh ndi tri: BAu tién, tiém tinh mach methylprednisolon 60 - 120
mg/lan, ctv 6 gir tiém mét Jan; sau khi d3 khdi con hen cép tinh, ding liéu ubng hang ngay 32 - 48 mg.
Sau d6 giam dan liéu va co thé ngieng dlng thude trong vong 10 ngay dén 2 tuan, ké tir khi bat dau didu
trj bang corticosteroid.

Con hen cép tinh: Methylprednisolon 32 dén 48 mg mdi ngay, trong 5 ngay, sau 86 ¢o thé didu trj bd
sung vé&i lidu thAp hon trong mot tuan. Khi khdi con cép tinh, methylprednisolon dwgc gidm dan nhanh.
Nhiing bénh thdp ndng (xem muc Dugc ly va co ché téc dung): Lac ddu, thudng dung
methylprednisolon 0,8 mg/kg/ngay chia thanh liéu nhé, sau dé didu tri cing cé dung mét lidu duy nhéat
hang ngay, tiép theo & gidm dan téi lidu téi thiéu c6 tac dung.

Viém khop dang thap: Lidu bat dau la 4 dén 6 mg methylprednisolon méi ngay. Trong dot cép tinh, dung
liéu cao hon: 16 dén 32 mg/ngay, sau do gidm dan nhanh. {%i/
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Mat khac c6 thé diéu trj ngudi cé triéu chirng chl yéu clia bénh & mét hodc vai khép bing cach tiem
trong khép methylprednisolon acetat 10 dén 80 mg, tiiy theo kich thwéc chia khép. Phai thwe hién tiém
trong khép véi ki thuat vé khudn nghiém ngét, va chéng chi dinh tiém trong khép néu cé biéu hién
nhiém khuan & khép hodc xung quang khép.
Viém khép man tinh & tré em vé&i nhiing bién chimg de doa tinh mang: D6i khi ding methylprednisolon
trong liéu phap tan céng, véi liéu 10 dén 30 mg/kg/dot (thwéng dung 3 1an).
Héi chimg thdan hw nguyén phéat: Bt dau, dung nhitng liéu methylprednisolon hang ngay 0,8 dén 1,6
mg/kg trong 6 tudn, sau d6 giam dan lidu trong 6 dén 8 tuan.
Di ung néng, dién bién trong thoi gian ngdn: Tiém tinh mach methylprednisolon 125 mg, ctr 6 gio tiém
mot 1an.
Thiéu méu tan méu do mién dich: Ubng methylprednisolon mdi ngay 64 mg, hoac tiém tinh mach 1000
mg/ngay, trong 3 ngay. Phai diéu tri bing methylprednisolon it nhét trong 6 - 8 tun.
Trudc khi truyén méu cho nguoi bénh cé thiéu méau tan méu: Tiém tinh mach methylprednisolon 1000
mg dé dy phong bién chirng ting tan mau.
Bénh sarcoid: Methylprednisolon 0,8 mg/kg/ngay, dé lam thuyén gidm bénh. Dung liéu duy tri thap, 8
mg/ngay.
Cach dang
- Dung dich tiém bap hodc tiém tinh mach: Pha thuéc trong 1-3 ml nwéc cét pha tiém.
- Dung dich tiém truyén: Pha thubéc véi mét lwgng cén thiét Dextrose 5% trong nuwdc, dung dich
Isotonic saline hodc dung dich Dextrose 5% trong Dung dich Isotonic saline.
CHONG CHI BINH
Nhiém khun nang, trir s6¢ nhiém khun va laoc mang nao.
Qua man v&i methylprednisolon.
Thwong tén da do virus, ndm hodc lao.
Dang dung vaccin virus séng
THAN TRONG
- Sl dung than trong & nhitng ngwdi bénh loang xwong, ngudi maéi ndi théng mach mau, réi loan
tam than, loét da day, loét ta trang, dai thao dwdng, ting huyét ap, suy tim va tré dang I6n.
- Do nguy co ¢6 nhirng tac dung khéng mong mudn, phai st dung than trong corticosteroid toan
than cho nguwdi cao tudi, voi lidu thap nhét va trong thai gian ngin nhét cé thé duoc.
- Suy tuyén thwong than cap cé thé xay ra khi ngirng thudc dot ngdt sau thdi gian dai diéu tri hodc
khi c6 stress.
- Khi diing lidu cao, cé thé anh hwéng dén tac dung cta tiém chiing vaccin.
PHU N(r cO THAI VA CHO CON BU
- Duing kéo dai corticosteroid toan than cho ngudi me c6 thé dan dén gidm nhe thé trong cua tré
so sinh. N6i chung, st dung corticosteroid & ngwdi mang thai doi héi phai can nhic loi ich cé
thé dat dwoc so voi nhirng rdi ro ¢é thé xdy ra véi me va con. ?»
- Khéng chéng chi dinh corticoid dbi véi nguéri cho con bu.
ANH HU'ONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC
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Anh huéng cla corticosteroid trén kha nang lai xe hodc st dung may moc chwa dugc danh gia mot
cach hé théng. Tac dung khéng mong muédn, ching han nhu hoa mét chéng mat, réi loan thj giac, va
mét méi 14 c6 thé sau khi diéu trj bing corticosteroid. Néu bi anh hudng, bénh nhan khong nén lai xe
hay van hanh may moc.

TAC DUNG KHONG MONG MUON

Nhitng tac dung khéng mong muédn thudng xdy ra nhiéu nhat khi dung methylprednisolon liéu cac va
dai ngay.

Methylprednisolon trc ché tdng hop prostaglandin va nhw vay lam mét tac dung cda prostaglandin trén
dudng tidu héa, gém trc ché tiét acid da day va bao vé niém mac da day. Nhiéu ADR cb lién quan dén
tac dung nay cua corticosteroid.

Thuong gép, ADR > 1/100

Than kinh trung wong: Mt ngd, than kinh dé bj kich déng.

Tiéu héa: Tang ngon miéng, khé tiéu.

Da: R&m léng.

Ngi tiét va chuyén héa: Bai thao dwéng.

Than kinh co va xwong: Pau khép.

Mét: Buc thiy tinh thé, gldcém.

Hé hap: Chay mau cam.

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

Than kinh trung wong: Chéng mat, con co giat, loan tdm thdn, u gia & ndo, nhirc dau, thay dbi tam
trang, mé sang, ao giac, sang khoai.

Tim mach: Phu, téng huyét ap.

Da: Trirng c4, teo da, thdm tim, ting séc té mé.

Noi tiét va chuyén hoa: Hoi chirng Cushing, trc ché truc tuyén yén - thueng than, cham I6n, khdng dung
nap glucose, giam kali huyét, nhi€ém kiém, vé kinh, gilr natri va nwéc, tng glucose huyét.

Tiéu hoa: Loét da day, budn nén, ndn, chudng bung, viém loét thire quan, viem tuy.

Than kinh - co va xwong: Yéu co, lodng xuong, gay xuong.

Khéc: Phdn &rng qua man.

HUGNG DAN X(F TRi ADR

- Trong nhi*ng chi dinh cép, nén s dung corticosteroid v&i lidu thdp nhét va trong thdi gian ngén
nhét ¢é hiéu e |Am sang.

- Sau diéu tri dai ngay v&i corticosteroid, néu e ché truc ddi - tuyén yén - thwgng than cb kha
nang xay ra, diéu cap bach la phai gidam liéu corticosteroid tirng bwéc mét, thay vi ngleng dot
ngot.

- Ap dung ché do didu tri tranh tac déng lién tuc cha nhikng liéu thude co tac dung dwec ly. Dung
mot liéu duy nhat trong ngay gay it ADR hon nhirng liéu chia nhd, va liéu phap cach ngay |a bién
phap tét 3& gidm thiéu sw rc ché tuyén thugng than va nhirng ADR khac. Trong liéu phap cach
ngay, diing mét lidu duy nhét clr hai ngay mét 1&n, vao budi sang. /-PV

-
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- Theo ddi va danh gia dinh ky nhirng théng sé vé& lodng xwong, tao huyét, dung nap glucose,
nhirng tac dung trén mat va huyét ap.

- D phong loét da day va ta trang béng cac thudc khang thy thé H2 - histamin khi ding lidu cao
methylprednisolon toan than.

- Tét ca ngudi bénh diéu tri dai han va&i corticosteroid cdn ding bd sung calci @& di phéng lodng
xwong.

- Nhitng ngwdi ¢d khd ndng bj e ché min dich do corticosteroid cdn dwec cdnh bao vé kha
n&ng dé& bj nhiém khuan.

- Nhi*ng nguwéi bénh sip dugc phiu thuat cé thé phai ding bd sung corticosteroid vi dap lrng
binh thuwdng véi stress da bi gidm sut do (¢ ché tryc doi - tuyén yén - thweng than.

TUONG TAC THUOC

- Methylprednisolon I& chét gay cdm (rng enzym cytochrom P450, va la co chét clia enzym P450
3A, do dd thubc nay tac ddong dén chuyén hda cla ciclosporin, erythromycin, phenobarbital,
phenytoin, carbamazepin, ketoconazol, rifampicin.

- Phenytoin, phenobarbital, rifampin va cac thudc loi tiéu gidm kali huyét cé thé lam giam hiéu lwe
cla methylprednisolon.

- Methylprednisolon cé thé gay ting glucose huyét, do dé can ding liéu insulin cao hon.

QUA LIEU VA X(? TRi

- Nhibng triéu chirng qua liéu gébm biéu hién hdi chirng Cushing (toan than), yéu co (loan than), va
loAng xwrong (toan than), tAt ca chi xay ra khi sl dung corticosteroid dai han.

- Khi str dung liéu qua cao trong thdi gian dai, tdng nang vé tuyén thwong than va trc ché tuyén
thirgng than cé thé xay ra. Trong nhirng trwdng hop nay can can nhic dé co quyét dinh dung
dan tam ngirng hoac ngirng han viéc ding corticosteroid.

DG ON BI|NH \
Sau khi pha, dung dich methylprednisolon natri succinate dwec bao quan t&i 48 gié & nhiét do 3[#,
tranh anh sang trwc tiép. :

BAO QUAN /-‘--.\
Bao quan trong bao ki Kin, tranh anh sang, duwéi 30°C s\

TIEU CHUAN (& §0
USP 37 (2 B

HAN DUNG ;
36 thang ké tir ngay sén xuat

TUQ. CuC TRUING
PTRUSNG PHONG

Thuéc nay chi ding theo dom cta béc sy. Dé xa tim véi tré em. _,'? f{%:)?- cf(fﬂg( t%ﬁ
Doc kj huomg dan str dung trwée khi ding. Néu can thém théng tin xin hoi y kién bac sy

San xuét béi:
MYUNGMOON PHARM. CO,,LTD
901-1, Sangshin-Ri, Hyangnam-Eup, Hwaseong-Si, Gyeonggi-Do, Han Quéc
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