R THUGC BAN THEO PON
D ¢

TO HUONG DAN SU DUNG THUOC
Vién nén
METILONE-4
Vién nén

METILONE

Thubc bén theo don
be xa tam tay tré em
Poc ky hwéng dan sir dung trwée khi diing

Thong bao ngay cho bac sy nhiing tac dung khong mong muén khi str dung thude
To thong tin sdn pham nay bao gom hwong dan sir dung cho thuoc co nhiéu ham luwgng khdc nhau.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1.

Thanh phén, ham lweng ciia thudc:

Mbi vién nén METILONE-4 chta:

Methylprednisolon ........................ 4 mg.

Ta duogc: Lactose monohydrat, povidon (kollidon 30), croscarmellose natri, magnesi
stearat, talc, silicon dioxyd.

Mbi vién nén METILONE chira:

Methylprednisolon ............ccecuveennnee. 16 mg

T4 duwoc: Lactose monohydrat, cellulose vi tinh thé M101, croscarmellose natri, povidon
(kollidon 30), magnesi stearat, talc, natri lauryl sulfat.

2. M6 ta san pham:

METILONE-4: Vién nén dai mau tréng, mot mdt c6 dap logo , mat kia c6 dap gach
ngang.

METILONE: Vién nén dai mau trrfmg, mot mat c6 dap logo @ mat kia c6 dap gach
ngang.

3. Quy cach dong goi:

METILONE-4 : Hop 10 vi x 10 vién.
METILONE  : Hop 2 vi x 14 vién/ Hop 10 vi x 10 vién.

4. Thubdc diung cho bénh gi?

San pham METILONE-4/ METILONE chira thanh phan chinh c6 tic dung dugc 1y Ia
methylprednisolon, thuéc nhém thubc goi 1a Steroid, tén day du 1a corticosteroid.
Corticosteroid duoc sinh ra tu nhién trong co thé ban va déng vai trd quan trong trong
nhiéu chirc ning cua co thé.

B6 sung thém corticosteroid cho co thé ban bang METILONE-4/ METILONE c6 thé ¢6 ich
khi co thé ban khong thé san xuit du corticosteroid do nhitng van dé trén tuyén thuong than
cua ban (vi du: Suy tuyén thuong than).

Corticosteroid cling c6 thé hd trg sau phau thuat (nhu ghép co quan), chan thuong hodc céc
tinh trang cang thang khac, bao gdm tinh trang viém hodc di ing anh hudng trén:

- Nao (viém mang ndo do lao).

- Rudt va da day (bénh Crohn va viém loét dai trang).

- Mau va mach mau (bénh bach Céu).

- Mit (viém day than kinh thi gidc, viém mang bd dao hodc viém mdng mat).

- Khdp (viém khop dang thap, sét thip khép).

- Phoi (hen phé quén, lao phoi).
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- Co (viém da co va viém da co).

- Da (eczema).

METILONE-4/ METILONE c6 thé duoc chi dinh dé diéu tri cdc tinh trang khéc ngoai cic
tinh trang trén.

Ban phai thong bao cho béc sy néu ban khong chic chin tai sao ban dugc cho ding thude
nay, néu ban khong cam thay kha hon hodc néu ban cam thay bénh nang thém.

5. Nén dung thudc nay nhu thé nao va liéu lwong?
Ludn ding thude chinh xac nhu hudéng din ciia bac sy hodc dugc sy. Néu ban chua 13, hiy
hoi lai cho chic chan.
Néu ban nhép vién vi bat ky 1y do gi, hidy thong bdo cho bic sy rang ban dang udng
methylprednisolon.
Nguwoi lon
Liéu thong thudng hang ngay 1a tir 4 mg dén 360 mg/ ngay, tuy thugc vao tinh trang cua
ban va bénh cua ban nang nhu thé ndo. Béc sy s& cho ban ding liéu thap nhit c6 thé.
Béc sy ciia ban c¢6 thé cho ban ding toan bo lidu hiang ngay cia ban trong 1 1dn hodc chia
nho liéu hang ngay hoic udng cich ngay vao lic 8 gid sng.
Nudt nguyén vién véi nudce. Khong duge nhai hodc 1am v vién.
Khong duoc dn budi chim hodc uong nude budi chiim khi udng methylprednisolon.
Néu ban dang ding methylprednisolon vi co thé ban khong thé ty san xudt corticosteroid,
bac sy cia ban c6 thé cling sé& mudn ban dung thém mot loai steroid khac dé gitp gilr can
bang dién giai.
Bic sy cta ban c6 thé cho ban ding liéu cao hon khi bat dau diéu tri dé c6 thé kiém sodt
tinh trang cua ban.
Néu béc sy hai long vé sy cai thién tinh trang cua ban, liéu cua ban s& duoc giam dan.
Thong thuong, liéu giam xudng khong qud 2 mg mdi 7 - 10 ngay.
Ngwoi cao tudi
Bic s§ ¢6 thé mudn kiém tra ban thuong xuyén hon dé kiém tra tac dung cta thube ddi véi
ban nhu thé nao.
Tré em va tré vi thanh nién
Corticosteroid c6 thé anh hudng dén sy ting trudng cua tré. Vi vy, bac sy s& cho con ban
ding liéu thap nhit c6 hiéu qua. Bac s§ ¢ thé bao ban cho con ban udng cach 1 ngay 1 lan.
Néu ban cé bat ky théc mdc nao, hay lién hé véi bdc sy hodc diege sy dé biét thém thong tin.

6. Khi nao khong nén dung thudc nay?

Khéng nén ding thudc nay néu ban:
Qud man véi methylprednisolon hodc qua man véi bat ky thanh phan nao cua thude.
Phan (mg qua man c6 thé - gdy phat ban trén da hodc do6 da, phu mét hoac moéi, kho tho.

- Nhiém khuan nang, tru soc nhiém khuan va lao mang no.

- Thuong ton da do virus, nAm hoac lao.

- Gan day hoic dang diing vic xin virus séng.

Khéng dung thudc néu ban gip phai bat ky truong hop nao & trén. Tham khao ¥ kién cia

béc sy néu ban chua chéc chan.

7. Tac dung khéng mong mudn
Nhu céc thude khac, METILONE-4/ METILONE c6 thé gy tic dung khong mong mudn,
nhung khong phai ai cling gap phai.
Trong mot so tinh trang, cdc thuéc nhie METILONE-4/ METILONE (steroid) khéng nén
ngung dot ngdt. Néu ban gdp phdi cdc triéu chimg dwdi ddy, hdy lién hé ngay véi trung
tam y té. Bdc sy sé sé quyét dinh viéc ban cé nén ngimg thudc hay khong:
Thirong gdp: (Anh hwong < 1 trong 10 ngieoi)
- Vét 1oét bi v& hodc chdy mdu, triu ching bao gém dau bung (dac biét néu dau lan ra sau

2/19 TOA104FBB



lung), chay mau tur ong hiu mon, dai tién phan den hodc dinh mdu va/ hoac ndn ra mau.

- Nhlem trung: Thudc nay cé thé che 14p hodc thay d6i cdc dau hiéu va triéu chimg cia
mot s6 nhidm tring hodc 1am giam sirc dé khdng ctia ban véi nhiém trung, gy kho khan
cho viéc chan doan nhiém trung trong giai doan sém. Triéu ching c6 thé bao gdm ting
than nhiét va cam thay khong khoe. Céc triéu chtng tién trién cta nhiém tring lao trudc
d6 o6 thé 1a ho ra mau hodc dau nguc. Methylprednisolon c6 thé khién ban bi cdc nhiém
trung nang.

Chua ro:

- Phan Ung di tmg: Ban da, phii mat, thd kho khe hodc khé tho. Tac dung nay hiém gip
nhung c6 thé nghiém trong.

- Viém tuy: Dau bung, dau lan ra sau lung, c6 thé kém nén, sdc va mat y thirc.

- Thuyén tic phéi (cdc cuc mau dong trong phdi), tridu chimg bao gdbm dau nguc kich liét
dot ngot, khé thd va ho ra mau.

- Tang ap lyc trong hop so ¢ tré em (u ndo gia), tri€u ching bao gém dau d4u kem non,
thiéu nang luong va budn ngu. Téc dung nay thuong xay ra sau khi ngung diéu tri.

- Viém tic tinh mach (cuc mau dong hoac huyét khdi trong tinh mach & chan). Triéu
chimg bao gém sung, d6 va gian tinh mach.

Thong bdo ngay cho bdc sy néu ban gap phdi cdc tdc dung khong mong muon dudi day,

hodc cdc tdc dung bat thuong khdc:

Thuong gap: (Anh huong < I trong 10 nguoi)

Mau, tim va tuan hoan:

- Tang huyét 4p, triéu chimg bao gém dau dau, cam thay khong khoe.

Mubi nu6e va dién giai:

- Phu va ting huyét 4 ap, do tang gitr mudi va nudc trong co thé.

- Chuot rit va co that co, do mat kali trong co thé. Mot s hiém truong hop c6 thé dan dén
suy tim sung huyét (khi tim khong thé bom mau thich hop).

Miat:

- Tén thuong than kinh thi gidc hodc duc thity tinh thé (biéu thi bang suy giam thi luc).

Hormon va chuyén héa:

- Cham ting trudng O tré so sinh, tré em va tré vi thanh nién, c¢6 thé vinh vién.

- Mat hinh tron hodc mat trang (Cushing).

Co va xuong:

- Yéu co hoic teo co.

Thén kinh:

- Steroid bao gdm methylprednisolon c6 thé gy ra cdc van dé nghiém trong vé tim than,
thuong gap & ca nguoi 16n va tré em:

+ Cam thay chdn nan, bao gdm ¥ nghi tu sat.

+ Cam giac cao (hung cam) hodc tam trang di 1én va di xudng.

+ Cam thdy lo lang, c6 van dé trong gidc ngu, suy nghi khé khin hodc 1d 1an va mét tri
nho.

+ Cam thdy, nhin thiy hodc nghe thdy nhitng thir khong ton tai. C6 nhirng suy nghi ky la
va dang so, thay ddi cach hanh dong hoac c6 cam gidc mgt minh.

Da:

- Mun trimg c4, vét thuong khé lanh, moéng da.

Chura ré tan sudt:

Mau, tim va tudn hoan:

- Cédc van dé vé sy bom mau cta tim (suy tim), triéu chung bao gé)m sung mét cé chan,
khé thd va hoi hop (cam nhan duge nhip tim) hodc tim dap bat thuong, mach bat thuong,
qua nhanh hodc cham.

- Tang s6 luong té bao bach cau.

- Huyét 4p thap.

Tiéu hoa:
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Buon non hoac non.

Khé tiéu.

Pay hoi.

Dau bung.

Tiéu chay.

Loét, viem hodc ndm trong thuc quan, gdy cam gidc kho chiu khi nudt.
Nac kéo dai, dic biét 1a khi ubng liéu cao.

Mit:

Glaucom (tang ap lyc bén trong mat, gdy dau mét va nhtre dau).

Phil ddy than kinh thi gidc (phu gai thi, biéu thi bang rdi loan thi gidc).

Mong phan trong phia trudc mét (gidc mac) hoac phan trang ctia mat (cing mac).
Lam ndng thém tinh trang nhiém ndm hodc virus ¢ mat.

Nhan cau nho ra (101 mat).

Mo mét hodc thi luc bi bép méo (bénh mang mach - vong mac).

Gan - mat:

Tang céc enzym gan.

Hormon va chuyén hoéa:

Kinh nguyét khong déu hoic vo kinh ¢ phu nit.

Tang moc 16ng trén co thé va khu6n mat & phu nit (ram 16ng).

Tang cam gidc ngon miéng va tang can.

Gay dai thao duong hodc 1am néng thém tinh trang bénh dai thao duong hién cd.

Diéu tri kéo dai c6 thé gy giam ndéng d6 mot s6 hormon, gay ha huyét 4p va chéng mat.
Téc dyng nay co6 thé kéo dai trong nhiéu thang.

Luong mot s chat (enzym), duoc goi 1a alanin transaminase, aspartat transaminase va
phosphatase kiém, gitp cho vi€c tieu hoa cac thudc va cdc chat khac trong co thé ban, ¢6
thé tang 1én sau khi diéu tri vdi corticosteroid. Sy thay ddi nay thudng nhé va trd lai mirc
binh thudng sau khi thuc di duoc giai phéng ty nhién tir co thé ban. Ban s& khong thay
bét ky triéu chimg nao néu diéu nay xay ra, nhung co thé thiy khi xét nghiém mau.

Sy tich liy m6é m& & cdc bd phan khu trd cta co thé, voi cdc biéu hién khac nhau nhu
dau lung hoic yéu 6t (do u m& ngoai mang ctng).

Mién dich:

Tang nhay cam véi nhiém triing, che 1ap triéu chimg nhiém triing hodc lam thay doi cic
phan ung binh thudng trong cac xét nghi¢ém trén da, nhu doi vdi bénh lao.

Co va xuong:

Xuong gion (dé v).

V& xuong hodc gay xuong.

Xuong x0p do tuin hoan mau kém gy dau hong.
Pau khép hoic cdc van dé vé khép.

Rich day ching co gy dau va/ hodc sung.

Pau co, chudt riit hoic co thit co.

Than klnh

Cdu gat.
Bit tinh.
Chéng mat, cam thiy chéng mat hodc quay cudng.
Pau déu.

Da:

Ran da.

Bam tim.

D6 md hoi.

Ngura da.

Phat ban hoac do da.
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Phat ban (sung do, ngua).

Gian mach mdu nhé trén bé mit da (tinh mach mang nhén do).

bdm vong, ndt kim dAm mau do, tim hodc nau.

Cic vét nau/ do/ tim ting 1én trén da hodc trong miéng (sarcom Kaposi).

Mach mau: Tang dong mau.

Cdc tdc dung khdc:

Cam thay khong khoe.

Cam thay mét moi.

Thubc c6 thé gdy ra cdc tdc dung khéng mong muon khdc hodc cdc tdc dung khong mong
muén tré nén nghiém trong hon, théng bédo ngay cho béc sy.

8. Nén tranh ding nhirng thudc hoic thwe phidm gi khi dang sir dung thudc nay?
Thong bdo cho bac sy hodc dugc sy cua ban vé tat ca cdc loai thudc ma ban dang st dung
hoic sir dung gan ddy, bao gdm ca cic thudc ké don hoic khong ké don, cac vitamin hodc
thude tir dugc liéu.
Thong bdo cho bdc sy hodc duoc s néu ban dang sir dung cdc thudc sau:

Acetazolamid - dugc st dung dé diéu tri glaucom va dong kinh.

Aminoglutethimid hodc Cyclophosphamid - dwgc sir dung dé diéu tri ung thu.

Thudc chdng déng mau - nhu acenocoumarol, phenindion va warfarin.

Khéng cholinesterases - dugc st dung dé diéu tri bénh nhuge co nhu distigmin va
neostigmin.

Khang khuan (nhu isoniazid, erythromycin, clarithromycin va troleandomycin).

Thudc diéu tri dai thao dudng.

Aprepitant hodc fosaprepitant - duoc sir dung dé ngan ngira budn nén va nén.

Aspirin va thudc chong viém khong steroid (con goi 1a NSAID) nhu ibuprofen, ding dé
diéu tri dau nhe dén vira.

Barbiturat, carbamezipin, phenytoin va primidon - duoc sir dung dé diéu tri dong kinh.
Carbenoxolon va cimetidin - diéu tri chimg ¢ néng va khé tiéu do acid.

Ciclosporin - dugc sir dung dé chita cdc bénh nhu viém khdp dang thap ning, bénh vay
nén ning hodc sau ghép tiy hoic ghép co quan.

Digoxin - diing cho suy tim v/ hodc nhip tim bat thuong.

Diltiazem hozc mibefradil - duoc sir dung cho céc van dé vé tim hodc ting huyét ap.
Ethinylestridiol va norethisteron - thudc tranh thai dudng udng.

Indinavir hodc ritonavir - dugc su dung dé diéu tri nhiém HIV.

Ketoconazol hodc itraconazol - dugc stir dung dé diéu tri nhiém nam.

Pancuronium hodc vecuronium - hodc cdc loai thudc khac duoc goi 1a chat phong bé
than kinh - co, dugc sir dung trong mot s6 loai phau thut.

Chat 1am giam kali - nhu thudc loi tiéu, amphotericin B, xanthenes hodc chu vén beta 2
(vi du cdc loai thude dung dé diéu tri hen phe quan).

Rifampicin va rifabutin - thuc khang sinh dung dé diéu tri bénh lao (TB).

Tacrolimus - dugc sir dung sau ghép co quan dé chong thai ghép.

Vac xin - thong bdo cho bac sy hodc diéu dudng cua ban néu ban gan day da co, hoac
sdp c6 bat ky 1an tiém chung nao. Ban khong duoc ding c¢6 véc xin 'sdng' trong khi sir
dung thudc nay. Vic xin khéc c6 thé it c6 tic dung.

Néu ban gdp bat ky truong hop nao 6 trén (hodc ban khéng chdc chdn), hdy thdo ludn voi
bdc sy trudc khi uong METILONE-4/ METILONE.

9. Can lam gi khi mét 1in quén khong dung thudc?
Néu ban quén khong dung 1 liéu, cho t6i lidu ti€p theo va uong nhu binh thuong. Khong
uong mat lieu dé bu vao liéu da quén nhung nhé thong bdo cho béc sy hoac dugc sy diéu
da xay ra.
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10.

11.

12.

13.

14.

Ngirng thudc/ giam lieu METILONE-4/ METILONE

Tiép tuc st dung thudc cho dén khi bic sy bao ban ngimg. Khong duoc tu y ngimg thudc.

Luon lam theo chi dan ctia bac s§.

Ban khong dugc ngung methylprednisolon dot ngdt, dac biét 1a néu ban:

- Pia dung trén 6 mg methylprednisolon/ ngay trong hon 3 tuan.

- Duing lidu cao methylprednisolon (> 32 mg/ ngay) ké cé khi chi diing trong 3 tudn hoic it
hon.

- Pi duge diéu tri mot dot véi corticosteroid dang vién nén hodc dang ti€ém trong nam
trude.

- D 6 van dé vé tuyén thuong than (suy tuyén thugng than) trudc khi ban bat dau diéu tri.

- Ubng cdc lidu lap lai vao budi tdi.

Ban s& can ngung udng methylprednisolon tir tur de tranh céc triéu ching ngung thuoc

Nhimng tri¢u chimg nay c6 thé bao gom ngira da, s0t, dau co va khép, chay miii nudc, mat

dinh, chan an, budn noén, nén, dau dau, mét moi, troc da va sut can.

Thong béo ngay cho bic sy néu cdc triéu ching tro lai hodc ning hon khi giam liéu

methylprednisolon.

Néu ban c6 thic mic gi khi sir dung thudc ndy, hdy lién hé véi bac sy hodc dugc sy.

Cin bio quén thudc nay nhw thé nao?

Giit thudc trong bao bi gdc cia nha san xuét, day kin.

Pé thudc noi kho rdo, tranh 4anh sang, nhiét d6 khong qud 30°C, va ngoai tim vdi cia tré
em.

Khong str dung thubc sau ngay hét han in trén bao bi (hop va vi thudc).

Nhing dau hiéu va triéu ching khi ding thudc qua licu
Diing thudc chinh xac nhu hudng dan cua bac sy. Neu ban dung qua liéu hodc tré em nudt
phai thudc, lién hé ngay véi béc sy va trung tim y té gan nht.

Can phai lam gi khi dung thudc qua liéu khuyén cio?

Ngung dung thudc va lién lac ngay véi béc sy hodc trung tim y té gan nhat. Khong ty l4i xe
dén bénh vién, hiy nho ai d6 dua ban di hodc goi ngay cho xe cép clru. Mang theo vién
thudc cling v6i bao bi dé bac s§ biét ban di udng thude gi va 6 bién phéap xu 1y kip thoi.

Nhiing diéu cin than trong khi diung thudc nay

Trude khi ding thuéc nay, théng bdo cho bdc sy néu ban dang cé cdc vin dé vé sirc khoe

sau day:

Béc sy ctia ban c6 thé phai theo doi ban chéat ché hon, thay ddi lidu dung hoac cho ban mot

thudc khic.

- Bénh thity déu, soi, zona. Néu ban nghi rang ban ting tiép xic v6i ngudi bi thiy dau, soi
hodc zona va ban chua tung bi bénh nay hoac ban khong chic chin minh da tung bi hay
chua.

- Nhiém giun (nhu giun luon).

- Trim cam nang hoac hung trAm cam (rdi loan ludng cuc), bao gém da tung bi trAm cam
trude day khi udng cic thude steroid nhu METILONE-4/ METILONE, hodc c6 tién st
gia dinh méc phai tinh trang nay.

- bai thdo duong (hoac c6 tién st gia dinh bi dai thao duong).

- Ngat va co giat.

- Glaucom (tang ap luc trong mat) hodc c6 tién sir gia dinh bi glaucom, hoac néu ban bi
duc thiy tinh thé.

- Nhiém tring ndm hodc virus (nhu herpes).

- Gan day bi con dau tim.

- C6 van dé vé tim, bao gém suy tim.

- Tang huyét 4p.
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- Suy gidp (tuyén gidp hoat dong kém).

- Co6 bénh vé gan hodc than.

- Sarcom Kaposi (mdt loai ung thu da).

- Cdc van dé vé co (dau hodc yéu co) da timg xay ra khi udng céc thudc steroid nhu
METILONE-4/ METILONE.

- Nhuogc co (mot tinh trang khién co yéu va mét moi).

- Loang xuong.

- U té bao wa crom (mot khéi u hiém gip & cdc mo tuyén thugng than. Tuyén thuong than
nam & phia trén than).

- Ap xe da.

- Loét da day hoac cac véan dé nghiém trong khdac trén da day va rudt.

- Viém tic tinh mach - vin d& ¢ tinh mach do huyét khéi (cuc méau dong trong tinh mach)
dan dén viém tinh mach (do, sung va gian tinh mach).

- Bénh lao hoic néu ban da tung bi bénh lao trudc day.

- Bénh Cushing (tinh trang do thira hormon cortisol trong co thé).

- Nio bi ton thuong do chan thuong.

- Cang thing bt thuong.

Néu ban diéu tri bang thudc kéo dai

Néu ban dang duoc diéu trj dai thao duong, tang huyét 4p hodc tich nudc (phi), thong béo

cho béc sy ctia ban vi c6 thé can diéu chinh lidu dung cua nhitng thude diéu tri cdc tinh

trang nay.

Trude khi phau thudt: Thong bdo cho bac sy, nha sy hodc ngudi gdy mé rang ban dang

ubng methylprednisolon.

Xét nghiém: Néu ban dugc yéu cau phai 1am mot sd xét nghiém, thong bdo cho bic sy hodc

diéu dudng rang ban dang udng methylprednisolon. Thudc nay cé thé anh hudng dén két

qua ctia mot sd xét nghiém.

Cdc van dé vé tam than khi uong METILONE-4/ METILONE:

Cic van dé vé tam than c6 thé xay ra khi udng cac steroid nhu METILONE-4/ METILONE:

- Céc van dé nay c6 thé nghiém trong.

- Thoéng thudng bt du trong vong vai ngay dén vai tuan sau khi bt dau dung thude.

- Thuong xdy ra hon khi dung lidu cao.

- Hau hét s& khoi khi giam lidu hodc ngung diéu tri voi corticosteroid. Tuy nhién, néu cdc
van dé nay xay ra, chang c6 thé can diéu tri.

Thong bdo cho béc s§ néu ban (hodc bat ky ai ding thuéc) 6 céc dau hiéu cua cic van dé

vé tam than. Pic biét la néu ban bi chan nan hodc ¢6 thé c6 y nghi tu sat. Trong mot vai

truong hop hiém, cic van dé vé tim than xdy ra khi giam liéu hoic ngung diéu tri.

Néu ban gdp phdi cdc truong hop trén (hodc néu ban khong chéc chan), hay thdo ludn voi

bdc sy ciia ban trudc khi ding thudc.

Vién nén METILONE-4/ METILONE c6 chtra lactose. Thong bdo cho béc sy diéu tri néu

ban di timg duogc bic sy bao rang ban khong c6 kha ning dung nap mét loai dudng nio.

Phu nir mang thai hodc cho con bu

Phuy nir mang thai

Néu ban dang mang thai hodc nghi rang minh dang mang thai hodc ¢6 y dinh mang thai,

tham khao 161 khuyén cua bac sy truée khi dung thudc vi thubc nay c6 thé lam cham su

phét trién ctia con ban.

Da co6 truong hop bi duc thuy tinh thé & tré sinh ra tir me d3 diéu tri vdi corticosteroid kéo

dai trong thoi ky mang thai.

Phu nir cho con bu

Tham khao y kién cta bic sy néu ban dang trong thdi ky cho con bd vi mét lugng nho

corticosteroid c6 thé vao duoc sita me.

Anh_hwéng doi véi cong viéc (nguoi van hanh mdy méc, dang ldi tau xe, nguoi lam viéc

trén cao va cac trueong hop khdc):
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Céc tac dung khong mong muon nhu chong mat, hoa mat, roi loan thi luc va mét méi cé
thé gdp phai sau khi dung corticosteroid. Ban khong nén 1di xe va van hanh may méc néu bi
anh hudng.

15. Khi nio cin tham vén bac sy, dwoc s§?
Can lién lac ngay vdi béc sy hodc trung tdm y té gan nhét khi diing thudc qu4 liéu chi dinh.
Thong thudng, bao gid ciing phai hoi ¥ kién béac sy hodc duogc sy trude lic ding bt ky
thudc nao khi mang thai hodc cho con bi.
Thong bio ngay cho bac sy hodc duge sy nhimng tic dung khéng mong mudn gip phai khi
str dung thudc.
Néu can thém thong tin xin hoi ¥ kién bac sy hodc duoc sy.

16. Han dung ciia thudc: 36 thiang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1.

PAC TINH DUQC LUC HOC:

Nhém dwgre Iy: Thude glucocorticoid tong hop.

Ma ATC: HO2ABO4.

Methylprednisolon 1a mot glucocorticoid tong hop, din xuit 6-alpha-methyl cua
prednisolon. Thube cha yéu dugc dung dé chéng viém, hodc rc ché mién dich. Thudc
thudng duoc dung dudi dang este hoa hodc khong este hoa dé diéu tri nhimg bénh ma
corticosteroid co chi dinh.

Do methyl héa prednisolon, thuéc methylprednisolon chi c6 tac dung mineralocorticoid tdi
thiéu (chuyén hoa mudi rat it), khong phu hop dé diéu tri don doc suy tuyén thuong than,
Néu ding methylprednisolon trong truong hop nay, pha1 dung thém mdt mineralocorticoid.
Methylprednisolon c6 tac dung chdng viém, e ché mién dich va chéng té bao ting sinh.
Téc dung chong viém la do methylpredmsolon lam giam san xuét, giai phong va hoat tinh
clia cac chat trung gian chong viém (nhu histamin, prostaglandin, leucotrien...), do d6 lam
giam cac biéu hién ban dau ctia qué trinh viém.

Methylprednisolon tic .ché céc bach ciu dén bam dinh vao céc thanh mach bi ton thuong va
di tra ¢ cac vung bi ton ‘thuong, lam giam tinh thim & ving do, nhu vy lam cac té bao
bach cau dén it vung bi tén thuong. Tac dung ndy lam giam thoat mach, sung, phu, dau.
Dbac tinh tc che mién dich lam giam dap tmg d6i v6i cac phan Gmg cham va tirc thi (typ 11
va typ IV). Diéu nay 1a do tc ché tac dung doc ctia phic hop khang nguyén - khang thé gay
viém mach di img & da. Bang wc ché tac dung ctia lymphokin, t& bao dich va dai thuc bao,
corticosteroid dd lam giam cac phan Ung viém da tiép xtGic do di tng. Ngoai ra,
corticosteroid con ngin can cac lympho bao T va cac dai thuc bao nhay cam téi cac té bao
dich. Tac dung chdng té bao ting sinh lam giam mo ting san dic trung cta bénh vay nén.

2. PAC TINH DUQC PONG HOC:

Hap thu:

Sinh kha dung xap xi 80%. Nong d6 huyét twong dat mic t6i da 1 - 2 gid sau khi diing
thudc duong uong, thoi gian tic dung kéo dai khoang 30 - 36 gio.

Phan b

Methylprednisolon gan két nhiéu véi protein huyét tuong.

Thé tich phan bd: Khoang 1,4 L/ k.

Chuyén héa:

Methylprednisolon chuyén héa chu yéu & gan. Nhu cic co chit CYP3A4,
methylprednisolon c6 thé cling 14 mot co chat cua protein van chuyén ABC (ATP- -binding
cassette) P-glycoprotein, anh huéng dén su phan bd trong mo va twong tac voi cc thude
khéc.

Thai tru:

Cic chét chuyén hoa duoc bai tiét qua nudc ticu. Thoi gian ban thai xap xi 3 gid, giam ddi
v6i1 nguoi béo phi.

Tong thanh thai ciia methylprednisolon khoang 5 - 6 mL/ gid.

3. CHI PINH:

Methylprednisolon dugc chi dinh cho cdc tinh trang doi hdi tdc dung glucocorticoid nhu:
- Réi loan noi tiét:
Suy tuyén thuong than nguyén phat va thir phat.
Tang san tuyén thuong than bam sinh.
- Thép khép:
Viém khép dang thap.
Viém khép man tinh thiéu nién.
Viém cot séng dinh khép.
- Bénh collagen/ viém dong mach:
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Lupus ban do hé thong.
Viém da co toan than (viém da co).
S6t thap khép kem viém tim nang.
Viém dong mach té bao khong 16/ dau da co do thap khép.
- Bénh da liéu:
Pemphigus thé thong thuong.
- Di tng:
Viém miii di itng ndng theo mua va lau nam.
Phan tng qua man do thudc.
Bénh huyét thanh.
Viém da tiép xdc do di ing.
Hen phé quan.
- Bénh nhan khoa:
Viém mang bd dao (viém mdng mat, viem méng mit - thé mi)
Viém mang b dao sau.
Viém day than kinh thi gidc.
- Bénh duong ho hip:
Sarcoid phoi.
Lao cép tinh hodc lan téa (voi héa tri liu khang lao thich hop).
Hit phai dich da day.
- Réi loan huyét hoc:
Ban xuét huyét giam tiéu cau ty phat (ITP).
Thiéu mdu tdn huyet (tw mién).
- Bénh ung thu:
Bénh bach cau (thé cép tinh va thé lympho).
U lympho 4c tinh.
- Bénh duong tiéu hoa:
Viém loét dai trang.
Bénh Crohn.
- Cé4c tinh trang khéc:
Viém mang nao do lao (vdi héa tri liéu khang lao thich hop).
Ghép co quan.

4. LIEU DUNG - CACH DUNG:
Cach dung:
Cac khuyen céo dudi ddy dua ra lidu khoi dau hang ngay va dugc dung lam huong dan cho
diéu tri. Tong liéu trung binh hang ngay dugc khuyén cdo c¢6 the dugc uong trong mot lan
hodc chia lam nhleu 1an (ngoai trir liéu phdp cich nhat: Tang gip d6i liéu t6i thiu c6 hiéu
qua hang ngay va udng cich ngay lic 8 gio sang).
Cdc tac dung khong mong muon c6 thé duoc giam bang cédch st dung liéu thip nhit c6
hiéu qua trong thoi gian ngan nhat.
Muc liéu (e ché khoi dau c6 thé khic nhau tuy thudc vao tinh trang dang dugc diéu tri.
Liéu nay duoc tiép tuc cho dén khi dat dugc dap Ung 1am sang mong mudn, thudng 1a sau 3
- 7 ngay d6i véi bénh thap khép (trir viém tim thap khop cap), di tng anh huong dén da
hoac duong ho hap va bénh nhin khoa. Néu khong thé dat duoc dap mg mong mudn trong
7 ngay, can tién hanh danh gia lai dé xdc nhan chan doan ban dau. Ngay sau khi dat duoc
dap tng lam sang mong muon, nén giam dan liéu hang ngay dé ngung diéu tri dbi véi cdc
tinh trang cap tinh (nhu hen phe quan theo mua, viém da tréc vay, viém cap tinh & mat)
hodc giam dan liéu hang ngay dén liéu duy tri thap nhat c6 hiéu qua dbi vé6i cdc bénh man
tinh (nhu viém khép dang thap, lupus ban dé hé thong, hen phe quan, viém da co dia). DPbi
voi nhiing tinh trang man tinh, déc biét 1a viém khop dang thap, giam lidu khoi dau dén licu
duy tri can duoc thyc hién khi thich hop trén 1am sang. Giam liéu khong nén qud 2 mg sau
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mdi 7 - 10 ngay. Trong viém khép dang thap, diéu tri duy tri bang steroid nén & mic thap
nhét c6 thé.

Khi dung liéu phap methylprednisolon udng l4au dai, phai can nhéc phac d6 ubng cich nhat.
Sau liéu phéap diéu tri 1au dai, phai ngimg methylprednisolon dan dan.

Trong liéu phap céch nhat, lidu corticoid tbi thiéu hang ngay dugc tang 1én gap do6i va udng
céch ngay 1 1an duy nhat liic 8 gio. Lidu diing phu thudc vao tinh trang dugc diéu tri va dap
ung cua bénh nhan.

Ngwoi cao tudi:

Diéu tri cho bénh nhan 1a nguoi cao tudi, dic biét 1a trong thoi gian dai, can luu y nhing
héu qua nghiém trong hon do tac dung khong mong mudn thuong gap cua corticoid trén
nguoi cao tudi, dac biét khi bi lodng xwong, dai thio dudng, cao huyét 4p, nhay cam voi
nhiém triing va da méng.

Tré em:

Liéu diing cho tré em phai dwa vao mirc d6 ning cta bénh va dap tng cta bénh nhan hon 1a
dua vao liéu chi dinh theo tudi, can nang hodc di¢n tich bé mat da. Dung lidu tdi thiéu c6
hiéu qua trong thoi gian ngan nhat. Dung liéu phép cich nhat véi lidu don néu c6 thé.

Liéu dung:

Liéu khuyén cdo:

Bénh Liéu khéi dau khuyén cdo

Viém khép dang thap

Rét ning 12 - 16 mg

Nang 8-12mg

Trung binh 4 -8mg

Tré em 4-8mg
Viém da co toan than 48 mg
Lupus ban dé hé thong 20 - 100 mg

48 mg dén khi téc d6 lang mdu trd vé binh thudng

Sot thap khop cap tinh trong 1 tudn.

Di Uing 12 - 40 mg
L . Dén toi da 64 mg liéu don/ cich nhat dén t6i da 100
Hen phé quan me
Bénh nhan khoa 12 - 40 mg
Ri loan huyét hoc, bénh bach cau | 16 - 100 mg
Lympho 4c tinh 16 - 100 mg
Viém loét dai trang 16 - 60 mg
Bénh Crohn Dén tdi da 48 mg/ ngay trong dot cap
Ghép co quan Dén t6i da 3,6 mg/ kg/ ngay
Sarcoid phoi 32 - 48 mg dung cich nhat
Viém dong mach té bao khong 16/ 64 mg
dau da co do viém khdp
Pemphigus thé thong thuong 80 - 360 mg

5. CHONG CHI PINH:
Qua man v6i methylprednisolon hodc qua man vé&i bat ky thanh phan nao cta thude.
Nhiém khuén ngng, trir soc nhiém khuan va lao mang no.
Thuong ton da do virus, nam hoac lao.
Pang ding vic xin virus song.

6. CANH BAO VA THAN TRONG KHI SU DUNG THUOC:
Tdc dung irc ché mién dich/ Ting nhay cam véi nhiém tring
Corticoid ¢6 thé 1am tang nhay cam véi nhiém tring, c6 thé che diu mot sé dau hiéu cua
nhiém tring va nhidm tring méi ¢ thé xut hién khi dung thudc. Uc ché dap tmg viém va
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chirc nang mién dich lam ting nhay cam v&i nhiém tring do ndm, virus va vi khuan va mtrc
d6 nghiém trong cua ching. Biéu hién 1am sang c6 thé thuong khong dién hinh va co thé
dat dén giai doan tién trién trude khi duge phét hién.

Nguoi dang dung cac thube ¢ ché hé mién dich nhay cam hon véi nhiém trung so véi
nguoi binh thuong. Nhu bénh soi va thity dau, co thé nghiém trong hon hodc tham chi gy
tir vong & tré em hodc ngudi 1én khong c6 mién dich dang dung corticosteroid.

Thiy dau 1a mot moi lo ngai nghiém trong vi bénh thudng nhe nay co thé gy tir vong &
bénh nhan suy gidm mlen dich. Bénh nhéan (hoac cha me cua tré) chua ting bi thuy déu nén
dugc khuyén tranh tiép xuc vo1 nguoi bi thuy déu hoac Herpes zoster va néu bi phoi nhiém,
ho can dugc chim soc y té ngay. Can ching ngira thy dong véi khang thé varicella/ zoster
(VZIG) cho bénh nhan khéng c6 mién dich dang sir dung hodc da str dung corticosid trong
vong 3 thang. Néu c6 chan doan bi thuy ddu, bénh nhan can dugc chim soc chuyén khoa va
diéu tri khan cip. Khong nén ngung corticosteroid va co thé can tang lidu,

Tranh phoi nhiém bénh s6i. Khuyén cdo bénh nhan tim kiém hd tro y t& ngay néu bi phoi
nhidm. C6 thé can diéu tri du phong bang khang thé tiém bép thong thuong.

Corticosteroid ciing nén duoc sir dung rét than trong ¢ nhitng bénh nhan nhidm hoic nghi
ngd nhiém ky sinh tring nhu Strongyloides (giun luon), c6 thé gay ting nhidm va lan toa
Strongyloides Vo1 sy di chuyén 4u trung lan rong, thuong kém theo viém rudt ning va
nhiém trung huyét gram dm c6 the gay tur vong.

Chéng chi dinh dung véc xin song hodc véc xin sdng giam doc lyc ¢ bénh nhan dang dung
corticosteroid & lidu wrc ché mién dich. Cac dap ung khang thé v6i cac khang sinh khac c6
thé bi giam bot.

Str dung corticoid & bénh nhan bi lao thé hoat dong nén dugc han ché ¢ nhiing trudng hop
lao cdp tinh hodc lan toa, trong d6 corticosteroid duoc dung phdi hop vdi mot phac do
khang lao thich hgp. Néu corticosteroid dugc chi dinh cho bénh nhan lao tiém an hoic c6
phan tng tuberculin, can theo ddi chit ché vi co thé tai kich hoat bénh. Can diéu trj dy
phong khi diing corticosteroid kéo dai trén nhiing d6i tuong nay.

Pi ¢ bao cao sarcom kaposi xay ra ¢ nhitng bénh nhan diéu tri v6i corticosteroid. Ngung
corticosteroid c6 thé lam thuyén giam bénh trén 1am sang.

Vai trd clia corticoid trong soc nhiém tring van dang gy tranh cai, ca tac dung c6 loi va co
hai dé duoc bao cdo trong nhirng nghién ctru ban dau. Bo sung corticosteroid dugc cho la
c¢6 loi & nhitng bénh nhan soc¢ nhiém trung bi suy tuyén thuong than. Tuy nhién, khong
khuyén céo str dung thudng quy trong soc nhlem trung. Cac nghién ctru cho thay khong
nén dung corticoid liéu cao trong thoi gian ngan. Tuy nhién st dung cortiocosteroid liéu
thip trong thoi gian dai (5 - 11 ngay) c6 thé 1am giam ty 16 tir vong.

H¢ mién dich

Do c6 thé xay ra (hiém gip) di Gmg trén da va phan tng phan vé&/ séc phan vé khi ding
corticosteroid, can thuc hién cac bién phap phong ngira thich hop trude khi sir dung, dic
biét 1a & nhitng bénh nhén co tién sir di ung véi bat ctr thude nao.

Tdc dung trén ngi tiét

O nhirng bénh nhan diéu tri bang corticosteroid bi cing thing bat thuong, chi dinh tang lidu
corticosteroid tac dung nhanh trudc, trong va sau tinh trang cang thang

Khi diéu tri kéo dai, teo vo thuong than co thé xay ra va ton tai nhiéu thang sau khi ngung
diéu trj. Bénh nhan ding corticosteroid toan than cao hon lidu sinh Iy (khoang 6 mg
methylprednisolon) trong hon 3 tuan khong nén ngimg thube dot ngot. Viéc giam liéu phu
thudc phan 16n vao viéc bénh co thé tai phat hay khong khi giam lidu corticosteroid toan
than. Can danh gi4 tinh trang bénh trén 1am sang trong qua trinh ngung thudc. Néu bénh
khong co kha nang tai phat khi ngung corticosteroid toan than, nhung khong chéc chin vé
viéc e ché HPA (truc dudi doi - tuyén yén - thuong thén), lidu corticosteroid co thé duoc
giam nhanh dén liéu sinh ly. Khi dat t6i liéu methylprednisolon 6 mg/ ngdy, viéc giam liéu
nén duoc hién chdm hon dé phuc hdi truc HPA.

Ngung dot ngdt corticosteroid toan than, sau khi da dung lién tuc < 3 tuan, chi khi xac dinh
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bénh khong c6 kha nang tai phat. Ngung dot ngét sau khi dung lidu 1én dén 32 mg/ ngay

methylprednisolon trong 3 tuan khong thé giy trc ché truc HPA trén 1am sang trong da sO

bénh nhéan. Trén nhitng d6i tugng sau ddy, nén ngung thudc tir tir ca khi diéu trj < 3 tuan:

- badung nhiéu dot 1ap lai corticosteroid toan than, déc biét 1a khi dung trén 3 tun.

- Duing mot dot ngan han trong vong 1 nim sau khi ngung diéu tri kéo dai (nhiéu thang
hodc nhiéu nim).

- C6 nguy co bi suy vo thuong than ngoai viée diéu tri bang corticosteroid ngoai sinh.
Ngoai ra, suy thuong than cip tinh c6 thé gy tir vong néu ngung dot ngdt glucocorticoid.

- Diing corticosteroid toan than véi lidu hang ngay trén 32 mg methylprednisolon.

- Bénh nhén diing thudc vao budi tbi 1ap lai nhiéu lan.

Khi bi suy thuong than do thude, ¢ thé giam tiét mineralocorticoid, do d6 nén dung dong

thoi mudi va/ hodc mot mineralocorticoid.

Ho1 chimg ngung thudc do steroid (duong nhu khong lién quan dén suy vo thuong than)

ciing c6 thé xay ra sau khi ngung glucocorticoid dot ngot. Triéu ching gém: Chan an, budn

nén, non, hon mé, dau dau, sot, dau khoép, bong da, dau co, gidm can, va/ hodc ha huyet ap.

Anh huéng nay duoc cho 1a do thay doi dot ngdt ndong do glucocorticoid hon 13 do nong do

corticosteroid thap.

Glucocorticoid co thé gy ra hodc lam niang thém hoi ching Cushing, do d6, tranh dung

glucocorticoid ¢ bénh nhan Cushing.

Than trong va theo ddi thudng xuyén khi can nhic sir dung corticosteroid toan than & bénh

nhan suy gidp.

Réi loan chuyén héa va dinh dwong

Céc corticosteroid, bao gom methylprednisolon, c6 thé lam ting glucose huyét, lam tram

trong thém bénh dai thao dudng hién co, gay dai thao duong khi diéu trj kéo dai.

Than trong va theo doi thuong xuyén khi dung corticosteroid toan than & bénh nhan dai

thao duong (hodc co tién st gia dinh bi dai thdo dudng).

Tdc dung trén tam thin

Str dung steroid toan than c6 thé gay tic dung khong mong mudn nghiém trong trén tim

than. Triéu ching thuong xuat hién trong vong vai ngay hodc vai tuan dau diéu tri. Nguy

co ¢6 thé cao hon khi dung liéu cao/ phoi nhiém toan than, tuy nhién khong thé dy doan

duoc sy khoi phat, loai, mic d§ nghi€ém trong hodc thoi gian kéo dai cia anh huong dya

vao liéu. Hau hét déu hoi phuc sau khi giam liéu hodc ngung diéu tri, tuy nhién thé can tién

hanh cac bién phap diéu tri dic hiéu.

Khuyén céo bénh nhan/ nguoi nha lién hé véi trung tim y té hodc bac sy néu xuét hién cac

triéu chimg tdm than dang lo ngai, dic biét la khi nghi ngo xuat hién tim trang chan nan

hodc y nghi ty sat. Nén canh giac véi cac rdi loan tam than c6 thé xay ra trong khi hodc sau

khi giam liéu/ ngung liéu steroid toan than.

Than trong khi dung corticosteroid toan than khi bénh nhan/ nguoi nha dang bi hodc co tién

str 10i loan c6 anh hudng nghiém trong, bao gém tram cam hodc hung - trAm cam va réi

loan tAm than do steroid trude do.

Tdc dung trén hé than kinh

Than trong va thuong xuyén theo doi khi dung corticosteroid toan than cho bénh nhan dong

kinh va nhuoc co nang.

D3 c6 bao cdo u md ngoai mang cimg & bénh nhan dung corticosteroid, thudng véi liéu cao

kéo dai.

Tdc dung trén mit

Than trong va theo doi thuong xuyén khi sir dung corticosteroid toan than ¢ nhirng bénh

nhan glaucom (hodc c6 tién st gia dinh bi glaucom) va herpes simplex & mit do nguy co

thung giac mac.

Str dung kéo dai glucocorticoid c6 thé gy duc thuy tinh thé dudi bao sau va duc thuy tinh

thé hat nhan (dac biét 1a & tré em), 16i mat hodc tang nhan ap, co thé dan dén bénh glaucom

kém ton thuwong than kinh thi giac.
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Nguy co nhiém tring nim va virus thir cip & mét co thé ting 1én & khi dung glucocorticoid.
Pi ¢ bao cio corticosteroid gdy bénh mang mach - véng mac, c6 thé din dén bong vong
mac.

Cic bién cé trén tim

Corticosteroid co thé gdy cac tac dung khong mong mudn trén hé tim mach, nhu rdi loan
lipid huyét va tang huyet ap (yéu tb nguy co bién ¢ trén tim). Than trong va tang theo doi
trén tim mach néu can, dic biét khi diéu tri kéo dai. Piéu trj liéu thip va cach nhat co thé
lam giam nguy co gip phai cac bién chimg khi diéu tri véi corticosteroid.

Than trong va chi dung corticosteroid toan than khi that su can thiét & bénh nhan suy tim
sung huyét.

Thén trong va theo doi thuong xuyén khi dung corticosteroid toan than & bénh nhan bi nhoi
méu co tim gan day (d4 c6 béo co v tim).

Thén trong khi dung cac thudc c6 tac dung trén tim nhu digoxin vi steroid ¢ thé gay rdi
loan dién giai/ mat kali.

Tac dung trén mach mau

Than trong va theo doi thuong xuyén khi dung corticosteroid toan than & bénh nhan: Tang
huyét ap, c6 nguy co bi viém tinh mach huyét khdi.

Huyét khdi bao gdbm huyét khdi tinh mach dd dwoc bao céo véi corticosteroid. Than trong
khi diing corticosteroid cho bénh nhan c6/cé thé co nguy co rdi loan huyét khéi tic mach.
Tac dung trén dwong tiéu hoa

Liéu cao corticosteroid c6 thé gay viém tuy cip.

Théan trong va theo doi thuong xuyén khi dung corticosteroid toan than & bénh nhan: Loét
da day - t4 trang, méi ndi rudt non, dp xe hodc nhiém tring sinh mu khac, viém loét dai
trang, viém tui thura.

Liéu phap glucocorticoid c6 thé che 1ap viém phiic mac hodc cac dau hiéu hoic triéu chimg
khac lién quan réi loan dudng tiéu héa nhu thung, tic hodc viém tuy. Dung phdi hop véi
NSAIDs c6 thé 1am ting nguy co viém loét dudng tiéu hoa.

Tdac dung trén gan - mat

Thén trong va theo doi thuong xuyén khi dung corticosteroid toan than ¢ bénh nhan suy
gan hodc xo gan. Hiém khi co cac rdi loan gan mat duoc bao cdo, da sb cac truong hop hoi
phuc sau khi ngung diéu tri. Do d6, can theo di thich hop.

Tdac dung trén co - xwong - khop

Di c6 béo cdo bénh co cap tinh khi ding liéu cao corticosteroid, thuong xay ra & nhiing
bénh nhan c6 r6i loan din truyén than kinh co (nhu nhuogc co), hodc & nhitng bénh nhan
dang dung dong thoi voi cac thude khang cholinergic nhu céc thude chen than kinh co (vi
du: pancuronium). Bénh co cép tinh nay c6 thé bao gdm cic co mit va dudng hé hip, co
thé din dén liét tr chi. Tang creatinin kinase c6 thé xay ra. Viéc phuc hoi hay cai thién cac
tinh trang nay trén 1am sang sau khi ngung diéu tri c¢6 thé kéo dai dén hang tuin hoic hang
nam.

Than trong va theo doi thuong xuyén khi dung corticosteroid toan than & nhirng bénh nhan
bi loang xuong (dac biét 1a phu nit sau man kinh).

Thén - tiét niéu

Than trong va theo doi thuong xuyén khi dung corticosteroid toan than & nhirng bénh nhan
suy than.

Chén thwong, ngé dpc va bién chirng do cdch ding

Corticosteroid toan than khong duoc chi dinh, do d6 khong nén dung dé diéu tri cho bénh
nhan bi chin thuong so ndo. Mot nghién ctru cho thiy ty 1é tir vong ting tai thoi diém 2
tudn va 6 thang sau chin thuong & bénh nhan st dung natri methylprednisolon succinat so
v6i gia duge. Mdi lién hé nhan qua chua duogc thiét 1ap.

Khdc

Céc tac dung khong mong mudn cé thé duogc giam bang cach dung lidu thip nhit c6 hiéu
qué trong thoi gian ngin nhét, va bang cach dung 1 1an hang ngay vao budi sang hodc bat
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ky khi nao thich hop hodc udng 1 1an cach nhat vao budi sang. Thudng xuyén danh gia lai
dé chinh liéu theo tinh trang bénh.

Diéu tri d@)ng thoi véi cac thude e ché CYP3A, ké ca cac ché phém chtra cobicistat, co thé
lam ting nguy co gip phai cc tic dung khong mong mudn toan than. Tranh phdi hop trir
khi loi ich diéu tri vuot troi so véi nguy co gip phai cac tic dung khéng mong muébn do
corticosteroid toan than, trong truong hop nay, bénh nhan can duge theo doi can than cac
tac dung khong mong mudn do corticosteroid toan than.

Than trong khi dung aspirin va cac NSAID phdi hop corticosteroid.

Con u té bao wa crom, c6 thé gay tir vong, di duoc bao cao khi ding corticosteroid toan
than. Chi dung corticosteroid cho bénh nhan nghi ngd hodc da xéc dinh biu té bao wa crom
sau khi da danh gia nguy co/ loi ich hop 1y.

Tré em

Corticoid c6 thé gy cham phat trién cho phéi thai, tré nho va tré vi thanh nién. Nén theo
ddi can than ting trudng va phat trién & tré em khi ding corticosteroid kéo dai. Sir dung
lidu thip nhat trong thoi gian ngan nhat c6 thé. Pé giam wc ché HPA va cham ting truong,
nén ding cach nhat véi lidu duy nhét néu c6 thé.

Tré so sinh va tré em dang diéu tri corticosteroid kéo dai c6 nguy co ting ap luc ndi so cao.
Liéu cao corticoid c6 thé gdy viém tuy & tré em.

Ngwoi cao tudi

Tac dung khong mong muén thuong gdp cua corticosteroid toan thén co thé kém véi céc
hau qua nghiém trong hon 6 ngudi cao tudi, ddc biét 1a lodng Xuong, tang huyét ap, ha kali
huyét, dai thao duong, nhay cam véi nhiém tring va moéng da. Can theo ddi 1am sang chit
ché& dé tranh cac phan tng c6 thé gay tir vong cho bénh nhan.

Canh bao ta dwoc

METILONE-4/ METILONE c6 chira lactose. Bénh nhan bi bénh di truyén hiém gap kém
dung nap galactose, thiéu hut Lapp lactase hodc rdi loan hip thu glucose-galactose khong
nén st dung.

Pé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Phu nit mang thai

Methylprednisolon c¢6 thé qua duogc nhau thai. O ngudi, nguy co sinh tré bi nhe cin c6 thé
lién quan dén lidu va c6 thé duoc giam thiéu bang cdch diing corticosteroid lidu thap.

Diing methylprednisolon ¢ dong vit mang thai c6 thé gdy ra bt thuong trong su phat trién
ctia thai nhi bao gdm hd ham éch, ting truong chdm trong tir cung va tac dong dén su ting
truong va phat trién cua ndo bd. Khong c6 bang chimg cho thay corticosteroid 1am ting ty
1¢ di tat bam sinh & nguoi. Tuy nhién, khi dung trong thoi gian dai hodc lap lai trong thoi
gian mang thai, corticosteroid c6 thé lam ting nguy co chim ting trudng trong tu cung. 0
tré so sinh phoi nhiém corticosteroid trudc khi sinh, c6 thé bi giam chirc ning tuyén thuong
than, nhung thuong ty khoi va hiém khi ¢6 ¥ nghia 1am sang. Can theo ddi can than va
danh gia cac dau hiéu suy tuyen thuong thén sau khi sinh.

Do chua c6 nghién ctru ddy du vé sinh san & nguoi va methylprednisolon, chi nén dung
corticosteroid trong thai ky sau khi da danh gia can than loi ich/ nguy co dbi véi me, phoi
thai, thai va dtra tré. Tuy nhién, néu that su can thiét, phu nit mang thai binh thudng c6 thé
dugc diéu tri voi corticosteroid nhu khi khong mang thai.

Da c6 bao cdo duc thuy tinh thé & tré em dugc sinh khi me dung corticosteroid kéo dai
trong thoi gian mang thai.

Phu nir cho con bu

Corticosteroid dugc bai tiét moét lwong nhé vao sita me. Tuy nhién, véi liéu
methylprednisolon 1én dén 40 mg/ ngay khong co kha nang gay ra tac dung toan than cho
tré so sinh. Tre so sinh ¢6 me dung lidu cao hon liéu trén c6 thé gay trc ché tuyén thuong
than. Do cac nghién ciru day dii vé sinh san trén nguoi ciia glucocorticoid chua dyoc thyc
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hién, chi nén sir dung thude nay & phu nit cho con bu sau khi dénh gié loi ich vuot trdi so
véi nguy co.

Kha nang sinh sdan

Corticosteroid gay suy giam khd nang sinh san trong cac nghién ctru trén dong vat.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Anh huéng cta corticosteroid dbi véi kha niang 1ai xe va van hanh may moc chua dugc
danh gia mot cach c6 hé thong. Céc tic dung khong mong mubn nhu chong mat, hoa mat,
r6i loan thi gidc va mét moi co thé gdp phai khi diéu tri v6i corticosteroid. Néu bi anh
hudng, bénh nhan khong nén 14i xe hodc van hanh may mdc.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG

TAC KHAC:

Twong tac qua trung gian CYP3A4:

Methylprednisolon 12 mot co chét va chuyén héa chit yéu boi CYP3A4. CYP3A4 1a enzym

chinh cua phan ho CYP phong phd nhit trong gan nguol truéng thanh. N6 xuc tac 6f-

hydroxyl hoa cac steroid, budc chuyén héa phase I chu y€u cho ca corticosteroid ndi sinh
va tong hop. Nhiéu hop chit khac ciing 13 co chit cia CYP3A4, mot vai chét trong s6 d6

(cling nhu céc thube kahcs) c6 thé thay d6i chuyén héa glucocorticoid bang céch cam {mg

(tang hoat tinh) hodc trc ché CYP3A4.

Cam tng CYP3A4 lam tang thanh thai va lam giam nbng d6 huyét twong cua

methylprednisolon, nén c6 thé can tang liéu methylprednisolon dé dat duoc dap ing.

Uc ché CYP3A4: Giam thanh thai, va 1am tiang nong do huyét twong nén c6 thé can chinh

liéu methylprednisolon dé tranh doc tinh.

Co chat ctia CYP3A4: Anh huong dén thanh thai, c6 thé can phai diéu chinh lidu. Tan suét

tac dung khéng mong mudn c6 thé ting khi ding chung.

- Chat cam timg CYP3A4: Thudc khang sinh, khang lao nhu rifampin, rifabutin; Thudc
chéng co giat nhu phenobarbital, phenytoin, primidon.

- Chdt cam iing CYP3A44 (va co chat): Thube chdng co giat nhu carbamazepin.

- Chat trc ché CYP3A4: Khang khuan nhoém macrolid (troleandomycin), nuéc buéi chiim,
thudc chen calci (mibefradil), thubc ddi khdng thu thé histamin H» (cimetidin), chét
khang khuén (isoniazid).

Methylprednisolon c6 thé 1am tang toc do acetyl hoa va d¢ thanh thai cua isoniazid.

- Chat ttc ché CYP3A4 (va co chat): Thude chéng non (aprepitant, fosaprepitant), khang
nam (itraconazol, ketoconazol), chen kénh calci (diltiazem), thudc tranh thai duong udng
(ethinylestradiol/ norethindron), thudc trc ché mién dich (cilosporin), khang khuan nhém
macrolid (clarithromycin, erythromycin), thudc chdng virus (thudc tc ché HIV-protease).
Ciclosprin va methylprednisolon trc ché chuyen héa 1an nhau lam tang ndéng do trong
huyét trong cua mot trong hai hodc ca hai thudc trén. Do d6, tan suét céc tic dung khong
mong mudn c6 thé ting 1én.

Cic thudc tc ché protease nhu indinavir va ritonavir c6 thé 1am ting ndng do trong huyét
tuong cua cac corticosteroid.

Corticosteroid c6 thé gy ra sy chuyén héa cua cdc thude e ché HIV-protease 1am giam
ndng do trong huyét twong cia ching.

- Co chat CYP3A4: Thubc trc ché mién dich (cyclophosphamid, tacrolimus).

Twong tic khong qua trung gian CYP3A4

Thudc khdng viém khéng steroid (NSAID), aspirin (acid acetylsalicylic) liéu cao:

Ting nguy co viém loét va xuit huyét duong tiéu héa khi ding chung NSAID va

methylprednisolon.

Methylprednisolon c6 thé 1am ting do thanh thai cua aspirin liéu cao, dan dén giam nong

do salicylat huyét thanh. Ngimg diéu tri bang methylprednisolon c6 thé 1am ting ndng do
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salicylat huyét thanh, ting nguy co ngd doc salicylat.

Thuoc khdng cholinergic, thudc phong bé than kinh - co:

Pi c6 bao cdo bénh co cip tinh khi dung phdi hop liéu cao corticosteroid véi thude khang
cholinergic nhu thudc phong bé than kinh - co.

Di ¢6 bao cao d6i khang tic dung phong bé than kinh - co clia pancuronium va vecuronium
& bénh nhan dang sir dung corticosteroid. Twong tac nay ciing c6 thé xdy ra vdi tat ca céc
thudc canh tranh phong bé than kinh - co.

Thudc khdng cholinesterase:

Steroid c6 thé lam ting tac dung khang cholinesterase trong bénh nhuoc co.

Thubc diéu tri ddi thdo dwong:

Corticosteroid ¢ thé 1am ting lugng dudng trong mau. C6 thé can diéu chinh lidu cua cic
thudc dicu trj déi thio dudng.

Thubc khang dong duong uong:

Hiéu qua cia thudc khang dong nhém coumarin c6 thé ting 1én khi ding chung véi
corticosteroid. Theo dbi chat chd INR va thoi gian prothrombin cta bénh nhan dé tranh
xuét huyét ty phat.

Cdc thuoc gay ha kali huyét:

Khi dung corticosteroid vdi cac thudc gdy ha kali huyét (nhu loi tiéu), bénh nhan nén duoc
theo doi chat ch& sy tién trién cua tinh trang ha kali huyét. Nguy co ha kali huyet cling tang
1én khi dung dong thoi corticosteroid voi amphotericin B, xanthen hodc céc thude chu van
beta 2.

Thudc ke ché aromatase: Aminoglutethimid:

Aminoglutethimid - chét ¢ ché tuyén thuong than cé thé 1am ning thém nhimng bién dbi
noi tiét do diéu trj glucocorticoid kéo dai.

8. TAC DUNG KHONG MONG MUON:
ADR thuong xay ra nhiéu nhat khi dung liéu cao va dai ngay. Methylprednisolon trc ché
tong hop prostaglandin va nhu vay lam mat tac dung cta prostaglandin trén duong ti€u hoa,
gom tc ché tiét acid da day va bao vé niém mac da day. Nhiéu ADR c6 lién quan dén tic
dung nay cua glucocorticoid.
Thuong gap, 1/100 < ADR < 1/10
Nhiém trung va nhiém ky sinh tring: Nhiém trung (bao gém ting nhay cam va muc do
ning ctia nhiém trung véi che 1ap cac dau hiéu va triéu ching 1am sang).
Noi tiét: Hoi ching Cushing.
Chuyén hoa va dinh dudng: Gitr natri, giit nudc.
Tam than: Rbi loan tinh cam (bao gdm tam trang chan nan va phéan khich).
Mit: Puc thuy tinh thé duéi bao.
Mach mau: Tang huyét ap.
Tiéu hoa: Loét da day (kha ning loét da day - ta trang xuat huyét hodc thing).
Da va mé dudi da: Teo da, mun trung ca.
Co - xuong va md lién két: Yéu co, cham phat trién.
Toan than va noi sir dung: Suy giam kha nang tu chira lanh.
Xét nghiém: Giam kali huyét.
Chura ré tan sudt
Nhiém tring va nhiém ky sinh tring: Nhiém tring co hoi, tai phat lao tiém an, viém phiic
mac .
U lanh tinh, 4c tinh va khong x4c dinh (bao gdm ca nang va polyp): Sarcom Kaposi.
Huyét hoc: Tang bach cau.
Mién dich: Phan tmg qua min do thudc (bao gdm phan tmg qui man va phan Gng phan vé);
{rc ché cac phan tng xét nghiém trén da.
Noi tiét: Suy tuyén yén, hoi ching ngung steroid.
Chuyén héa va dinh dudng: Nhiém kiém ha kali huyét, nhidm toan chuyén hoa, giam dung
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nap glucose, tang nhu cau insulin hodc cac thude dai thdo dudng duong udng, ting su thém

an (co thé gy ting can), u md ngoai mang cung.

Tam than: Loan than (bao gom hung cam, ao tuong, ao giac, va tam than phan liét (lam

nang hon)), hanh vi tdm than, roi loan tinh cam (bao gom r6i loan cam xuc, 1é thudc vé tim

1y, ¥ nghi ty sét); R6i loan tam thén, thay ddi nhan cach; Tam trang lang lang; Lu lan; Hanh

vi bat thudng; Lo lang; Mat ng, Cau git.

Théan kinh: Co giat, tang ap luc ndi so (voi phu gai thi (tang ap luc ndi so lanh tinh));

Chung mét tri nhé, 101 loan nhén thirc; Chong mét, dau dau.

Mit: Glaucom, 15i mat, mong gidc mac, mong cing mac, bénh mang mach - vong mac.

Tai va mé 16: Hoa mat.

Tim: Suy tim sung huyét (6 bénh nhan nhay cam), v& co tim sau nhdi méau co tim.

Mach mau: Ha huyét ap, huyet khéi dong mach, cac blen cb huyét khoi.

HO6 hép, 10ng nguc va trung that: Thuyén tac phoi, nac.

Tiéu héa: Thing rudt, xuat huyet da day, viém tuy, viém lo¢t thuc quan, day bung, viém

thuc quan, dau bung, tidu chay, rdi loan tiéu hoa, budn non.

Gan - mat: Tang cac enzym gan (nhu ting alanin aminotransferase, aspartat

aminotransferase).

Da va m6 duéi da: Ban dé, phu mach, ngtra, may day, bAm mau, xuét huyét, phat ban, rAm

long, tang tiét mo hoi, ran da, gian mao mach dudi da.

Co - xuong - khép: Gdy xuong bénh 1y, hoai tir xuwong, teo co, bénh khdp do than kinh,

bénh co, dau khop, chimg nhuc gan.

H¢ sinh san va tuyén vi: Kinh nguyét khéng déu.

Toan than va noi st dyng: Mét moi, kho chiu, triéu chimg ngung thudc - giam heu
corticosteroid qua nhanh sau khi diéu trji kéo dai c6 thé din dén suy tuyén thuong than cap,

ha huyét ap va tir vong.

Xét nghiém: Ap luc ndi nhan ting, giam dung nap carbohydrat, ting phosphatase kiém

trong mau, tang calci ni¢u, tdng uré ni¢u.

Chan thuong, ngd doc va bién ching do cach dung: v& gan (dic biét 1a gan Achill), giy

xuong nén cot sdng.

" Viém phtic mac c6 thé 1a du hiéu hodc triéu ching biéu hién chinh cta rdi loan da day -

rudt nhu thing, tac hoic viém tuy.

Huwéng din cich xir tri ADR:

Trong nhimng chi dinh cip, nén sir dung methylprednisolon véi lidu thdp nhat va trong thoi

gian ngan nhat c6 hiéu lyc 1am sang.

Sau diéu tri dai ngay v6i methylprednisolon, néu trc ché HPA c6 kha ning xay ra, diéu cap

bach 1a phai giam lidu methylprednisolon timg budc mét, thay vi ngimg dot ngdt. Dung

mot lidu duy nhat trong ngay gay it ADR hon nhiing lidu chia nho, va liéu phap cach ngay

13 bién phap t6t dé giam thiéu su e ché tuyén thuong than va nhimg ADR khac. Trong liéu

phap cach ngay, dung mot lidu duy nhat ctr hai ngay mot 1an, vao budi sang. Theo ddi va

danh gia dinh ky nhitng thong sb vé lodng xuong, tao huyét, dung nap glucose, nhimng tic

dung trén mét va huyét ap.

Dy phong loét da day va ta trang bang cac thudc khang thu thé H,- histamin khi dung lidu

cao methylprednisolon toan than.

Tat ca nguoi bénh diéu tri dai han véi methylprednisolon can dung bd sung calci dé du

phong loang xuong.

Nhitng ngudi c6 kha ning bi trc ché mién dich do methylprednisolon can dugc canh bao vé

kha ning d& bi nhiém khuén.

Nhitng nguoi bénh sip duoc phiu thuat cé thé phai ding bo sung methylprednisolon vi dap

g binh thudng véi stress da bi giam siit do tic ché truc doi - tuyén yén - thuong than.

Thubc cé thé gdy ra cdc tac dung khéng mong muon khdc. Can theo doéi chdt ché va khuyén

cdo bénh nhén thong bdo cho bdc sy nhitng tic dung khéng mong muén gdp phdi khi siv

dung thudc.

18/19 TOA104FBB



9. QUA LIEU VA XU TRI:
Triéu chimg: Biéu hién hoi chimg Cushing (toan than), yéu co (toan than), va loing xuong
(toan than), tat ca chi xay ra khi str dung glucocorticoid dai han.
Khi sir dung lidu qué cao trong thoi gian dai, ting ning vo tuyen thuong than va uc che
tuyén thuong than c6 thé xay ra. Trong nhiing truong hop nay can can nhic dé c6 quyét
dinh ding dan tam ngimg hodc ngung han viéc diing glucocorticoid.
Diéu tri triéu chimg va diéu tri ho trg trong truong hop qua liéu methylprednisolon, khong
c6 thudc giai doc dac hidu. Methylprednisolon bi tham téch.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khong ding thudc qua lidu chi dinh.
Piéu kién bao quan: Noi khd rdo, tranh anh sang, nhiét do khong qua 30°C.
Han ding ciia thude: 36 thang ké tir ngay san xuat.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghi¢p My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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