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HUONG DAN SU DUNG THUOC
13/ chi dung theo don thube
AROSODOL

dung thude”
3. Thanh phin céng thire thude: Mdi vién nén chira:

| Thanh phin dugce chat Ham luong
Carisoprodol 250 mg
Ta duge vira da 1 vién

Thanh phé“m ta dwge: Crospovidon, natri croscarmellose, lactose monohydrat, povidon
K30, colloidal silicon dioxid, magnesi stearat.

4. Dang bao ché: Vién nén (Vién nén hinh try, mau tring dén ngd vang, mit vién nhin,
thanh canh vién lanh ldn).

5. Chi dinh: Chi dinh d¢ lam giam khoé chiu lién quan dén céc tinh trang dau co xuwong cp
tinh & nguoi 16n.

6. Cich dung va liéu dung:

Sir dung thude thong thudng s& duge két hop voi viée nghi ngoi, vat ly tri liéu va mot sd
phuong phéap diéu tri khic. Thude nén duge sir dung trong thoi gian ngén (t6i da ba tuan).
Ngudi lon: Udng 1 vién /Ian x 3 lan/ngay va 1 1an trude khi di ng.

C6 thé udng ciing hay xa bita n.

7. Chong chi dinh:

Man c&dm véi bat ¢t thanh phén nao cta thuée.

Bénh nhan c6 tién str bénh porphyria cip tinh hodc phan (ng qua mén véi carbamat nhu
meprobamat.

8. Cinh bso va than trong khi diing thude:

An than:

Carisoprodel ¢6 déc tinh an than, ¢ thé lam anh huéng dén kha nang nhan thirc va/hodc vén
dong nhu 1ai xe hoac van hanh may maoc.

Tée dyung an than ¢6 thé duoc tang cuong khi duoc sir dung ciing véi céc thudc tre ché than
kinh trung wong khac (vi du: rugu, benzodiazepin, opioids, thube chong trAm cam ba vong).
Nén cAn thn trong véi nhimg bénh nhan dung nhiéu hon mét trong cc thudc e ché thin
kinh trung wong trén dong thoi.

Lam dung thubc, phu thugc thuoe va cai thuoc:

Carisoprodol da c6 bi lam dung, phu thudc, str dung sai muc dich.

[.am dung Carisoprodol ¢6 nguy co ding qué liéu ¢6 thé din dén i vong, suy nhuge than
kinh trung wong va ho hip, ha huyét ap, co giat va cac rdi loan khac.

Céc truong hop lam dung va phy thudc carisoprodol sau khi dua ra thi truong da duoc bao
cdo & nhitng bénh nhan st dung kéo dai va c6 tién sir lam dyng thude. Céc triéu ching cai
thude da duoc bao cdo sau khi ngimg dot ngét carisoprodol sau thoi gian sir dung kéo dai
bao gbm mat ngi, ndén mira, dau bung, nhirc dau, run rdy, co git co, mét diéu hoa, 4o gidc
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vi loan than. Meprobamat (mot chat dugc kiém soat), ciing c6 thé gay ra tinh trang phu
thuoc.

Pé giam nguy co lam dung carisoprodol, hdy danh gia nguy co lam dung trude khi ké don.
Sau khi ké don, hay gidi han thoi gian diéu trj trong 3 tufin @& giam bét tinh trang kho chiu
cap tinh vé co xuong, luu gitt hd so ké don cin than, theo doi cac ddu hiéu lam dung va qua
liéu, va huéng dan bénh nhan va gia dinh ho vé tinh trang lam dung, cach bao quan va xit ly
ding cach.

Déng kinh:

Pi ¢6 béo cdo dua ra trén thi truong vé cic con dong kinh ¢ nhing bénh nhén sit dung
carisoprodol. Hau hét cdc truong hop da xay ra trong truong hop udng qua liéu nhidu loai
thude (bao gom lam dung thude, ma tiy va ruou).

Bénh nhan méc cic rdi loan di truyén hiém edp vé dung nap galactose, ching thiéu hut
lactase Lapp hodc réi loan hap thu glucose- galactose khong nén dung thudc nay.

Tre em: Hiu qua, an toan va dugc dong hoc cia carisoprodol chua duge xac dinh & bénh
nhan dudi 16 tudi.

Nguroi cao wéi: Hiéu qua, an toan va duoc dong hoc cua carisoprodol chua duoe xac dinh
& bénh nhan trén 65 tudi.

Bénh nhdn suy thdn: Tinh an toan va duge dong hoc cia carisoprodol & nhitng bénh nhén
suy than chura duge danh gia. Vi carisoprodol duge dao théi qua thin, nén cén théin trong
néu ding carisoprodol cho nhitng bénh nhan suy than. Carisoprodol ¢6 thé thdm phan bing
phuong phéap thim phén méu va thim phan phic mac.

Bénh nhdn suy gan: Tinh an toan va dugc dong hoc cta carisoprodol ¢ nhitng bénh nhan
suy gan chua duge dénh gid. Vi carisoprodol dugc chuyén héa & gan, nén cén than trong
néu ding carisoprodol cho nhirng bénh nhén suy gan.

Bénh nhdn co CYP2C19 kem hoat dong: Nhitng bénh nhén ¢6 CYP2C19 kém hoat déng
giam c6 nbéng do carisoprodol cao hon. Do d6, cin thin trong khi ding carisoprodol cho
nhimg bénh nhan nay.

9. Sir dung thude cho phu nir c6 thai va cho con bu:

- Sir dung thude cho phu nir c6 thai:

Dir liéu trong str dung carisoprodol trong thai ky chwra xac dinh duoc nguy co lién quan dén
thudc cua cdc khuyét tit bim sinh lém, say thai hodc cac bat loi khac & me hoic thai nhi. Dit
lidu vé meprobamat, chét chuyén hoa chinh ctia carisoprodol, ciing khdng cho thdy méi lién
hé nhét quén giira viéc me sir dung meprobamat va nguy co gia tang cic khuyét tat bam sinh
I6m.

- Sir dung thube cho phu nir dang cho con bii:

Dir liéu da Long bé carisoprodol va chét chu}en hoéa meprobamal cd trong sira me. Khong
¢6 dir liéu nao vc tac dung cua carlsopmdol dbi vai viée san xuit sira.

Co bao cao vé tinh trang an thdn & tré so sinh duwoc bu sita me boi mot ba me dung
carisoprodol. Vi khong cé bdo cdo nhat quan nén xem xét lgi ich vé phat trién va strc khoe
clia viée cho con bu can duge véi nhu cau 14m sang ctia ngudi me ddi vai carisoprodol va
bit ky tac dung phu tiém dn nao d6i véi tré so sinh b sita me do catisoprodol hoiic do tinh
trang bénh ly tiém 4n cia me.

Tré so sinh tiép xuc vdi carisoprodol thong qua sira me cin duge theo doi dé xem c6 bj an
than khong.

10. Anh huwéng cia thude 1én kha nang 1i xe, vin hanh may mée:
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Do thude gdy budn ngi va anh huéng téi than kinh trung wong, do dé can thén trong khi sir
dung cho cac déi tugng 14i xe va van hanh may mac.

11. Twong tic, twong Ky cia thubc:

Thudc ike ché than kinh trung wong

Tac dung an than cia cansoprodo] va céc thude ire ché than kinh trung uong khéc (vi du nhur
rugu. benzodiazepin, thude phién, thude chéng trim cam ba vong) c6 thé ¢6 tinh cong hop.
Do dé, can than trong v6i nhitng bénh nhén ding nhiéu hon mét trong céc thude tre ché thin
kinh trung wong nay cung luac.

Khong khuyén cao st dung dong thoi carisoprodol va meprobamat, mot chét chuyén hoa
cua carisoprodol.

Thudc tic ché va thuoe gdy cam img CYP2C19

Carisoprodol duge chuyén hoa & gan bdi CYP2C19 thanh meprobamat.

Diing dong thoi thude trc ché CYP2C19, ching han nhu omeprazol hoic fluvoxamin, v6i
carisoprodol ¢6 thé 1am ting ndng do carisoprodol va giam phoi nhiém meprobamat.

Ding dong thoi cic chat gay cam tmg CYP2C19, ching han nhu rifampin hodc St.John’s
Wort, v6i carisoprodol ¢6 thé din dén giam ndng do carisoprodol va tdng phoi nhiém voi
meprobamat.

Aspirin liéu thap ciing cho thiy tic dung gay cdm tng trén CYP2C19.

Tic dong duge Iy ddy du ciia nhimg thay dbi tiém dn nay vé mat phoi nhidm, hiéu quéa hodc
tinh an toan cta carisoprodol vén chua duoc biét.

Tiong ky: Do chua cé nghién ciru ddy du vé tuong ky ciia thube, nén khong tron thude ding
véi cde thude khac.

12. Tac dung khong mong mudn ciia thudc (ADR):
‘NhﬁngtécdungkhﬁngInﬁngrnuéncéthéxéyra

Rit thwong gap > 10 %:

Hé than kinh trung uong: Bubdn ngu (13 % dén 17 %)

Thirong gap 1 % dén 10 %:

Hé than kinh trung uong: Chéng mit (7 % dén 8 %), dau diu (3 % dén 5 %)

Cac ADR dirge bao cdo sau khi dva ra thi triong

HE tim mach: Nhip tim nhanh, ha huyét ap tu thé va do bimg mit
HummkmhmmgmmgBmmngummgnmtmmdmﬂmamnkwh&mgkkwmudw
MuMHnm@Uwumnnytmﬂngwawgmt

Hé tieu hoa: Buonnon,noqvakhochulvqughuqnng

Hé huyét hoc: Giam bach cdu, giam toan thé té bao mau.

Huéng din cdch xir tri ADR

Thong bdo cho béc sy hodc duge sy nhimng tac dung khong mong mudn gap phai khi sir dung
thude. Véi cac phan tng bat lgi nhe, thuong chi can ngimg thude. Truong hop min cam
ning hoac phan tmg di g, cén tién hanh diéu tri hd tro (giix thoang khi va dung epinephrin,
thd oxy. dung khéng histamin, corticoid...).

13. Qua liéu va xir tri:

Triéu chirng qua ! iéu:

Qua liéu cua carisoprodol thuong tre ché than kinh trung uong. Triéu chimg: Tr vong, hon
mé, suy hé hap, ha huyét ap. co giét meé séng, ao giéc loan truong luc co, rung giat nhan
cu, md mit, gidn dong tir, hung phén, rbi loan co bip, cimg co, dau diu da duge bao céo
v6i qua liéu carisoprodol.

Ho1 chirg serotonin da duoc bao cao khi ngd doc carisoprodol.
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Nhiéu trudng hop qué lidu carisoprodol @ xdy ra khi ubng ciing nhiéu loai thude (bao gdm
lam dung thudc, st dung ma tay, rugu).

Téc dung ctia qué lidu carisoprodol va céc thude te ché thin kinh trung uong khac khac (vi
du: rgu, benzodiazepin, thude phién, thuée chéng trim cdm ba vong) c6 thé cong hudng
ngay ca khi mot trong céc loai thude da duge ding theo lidu khuyén cdo. Pa c6 bdo cdo vé
céc trudng hgp tir vong do qué lidu carisoprodol do tai nan va khoéng do tai nan khi dung
riéng 1¢ hodc két hop v6i thude e ché than kinh trung wong.

Xt tri:

Cén ap dung cac bién phap duy tri su séng co ban theo biéu hién 1am sang cia qua lidu
carisoprodol. Khéng nén gy nén vi nguy co tre ché hé than kinh trung wong va hd hip, va
hit phai sau do.

Can hd tro tudn hoan bang cach truyén dich va thude lam co mach néu cn.

Co giat nén duoc diéu tri bing thubc benzodiazepin tiém tinh mach va c6 thé diéu tri co giat
tai phat bang phenobarbital.

Trong truong hop suy gidam hé than kinh trung wong nghiém trong, phin xa bao vé dudmg
tho co thé bi suy yéu va cdn cin nhic dit ndi khi quan dé bao vé duong thé va hd tro hd hép.
Dé didu trj ngd doc nghiém trong, nén cén nhic s dung than hoat tinh trong bénh vién déi
v6i nhitng bénh nhan dung qua lidu 16n, dén khdm sém va khong biéu hién suy giam hé thin
kinh trung vong va c6 thé bao vé duong tho.

14. Pic tinh dwgc lyce hoc:

Ma ATC: MO3BAO2

Nhém duoe 1y: Thude gidn co

Carisoprodol la thudc irc ché thin kinh trung wong ¢6 dic tinh gidn co va lam thw gidn co
xuong. NO tao ra sur gidn co bfmg cach ngén chan hoat dong din truyén dién va lam suy yéu
sy truyén dan no-ron than kinh trong tay song dan t6i lam giam hinh thanh hé luéi & nao.
15. Dic tinh dwoe dong hoc:

Hép thu:

Kha dung sinh hoc tuyét déi ciia carisoprodol chwa duge xac dinh. Thoi gian trung binh dé
dat nong do dinh trong huyét tuong (Tmax) cua carisoprodol la khoang 1.5 dén 2 2i0.

Tac dong cua thire an: Dung ddng thoi bita an nhiéu chét béo vai carisoprodol khong c6 tac
ddng dén duge dong hoc ctia carisoprodol. Do do, carisoprodol ¢6 thé duge dung ciing hodic
khéng cung thire an.

Duge dong hoc cua carisoprodol va chét chuyén héa meprobamat clia né da duge nghién
ctru trong mot nghién ctu chéo trén 24 doi twong khoe manh (12 nam va 12 nit) da dung
licu don 250 mg va 350 mg carisoprodol:

‘ 250 mg carisoprodol | 350 mg carisoprodol
Carisoprodol
Ciax (ng/mL) L2405 1.8+ 1,0
AUCy (ng*gio/mL) 4,5+3,1 7.0+ 5,0
Tinax (gi0) 1,5+ 0,8 1,7+0,8
Tz (gi0) 1,7 0.5 2,0+0,5
Meprobamat
Ciax (ng/mL) 1,8 +0,3 2.5+ 0.5
AUCjn (pg*gid/mL) 32+ 6,2 46 + 9,0
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T (210) 3.6+ 1.7 45+19
| Tua (gio) 9.7+1,7 9,6+ 1,5
Phdin bo.

Thuée qua nhau thai va vao sita me. Lién két véi protein huyét twong dudi 70 %.

by huyén héa:

Carisoprodol chuyén héa chinh la qua gan boi enzym cytochrom CYP2C19 dé tao thanh
meprobamat. Enzym nay biéu hién tinh da hinh di truyén (xem xét & bénh nhan c6 CYP2C19
giam hoat tinh)

That trir:

Carisoprodol dugc thai trir qua thén va 1 phin khong qua thén véi thoi gian béan thai cudi
cung la khoang 2 gi¢. Thoi gian ban thai cia meprobamat Ia khoang 10 gio.

Béi twong bénh nhédn ddc biét: \?
Gidi tinh: Phoi nhiém carisoprodol & nit cao hon & nam (khoang 30-50% theo cin nang 55
diéu chinh). Phoi nhiém meprobamat néi chung la twong duong giita déi twong nit va nam6
Beénh nhdn c6 CYP2C19 giam hoat tinh: SOMA nén dugc sit dung thén trong & nhitng bé
nhan ¢6 CYP2C19 giam hoat tinh. C4c nghién ctru da cong bé chi ra rang nhitng bénh nh#
c6 CYP2C19 giam hoat tinh ¢6 mc phoi nhiém véi carisoprodol ting gip 4 1an va dong
thoi giam 50% mirc phoi nhi€m véi meprobamat so vdi nhimg ngudi ¢6 CYP2C19 binh
thuong. Ty 1& ngudi c6 c6 CYP2C19 kém & ngudi da tréing va nguoi My gbc Phi la khoang
3-5% va & nguoi chau A 1a khoang 15-20%.

Trée em: Duge ddng hoc cuia carisoprodol chua duge x4c dinh & bénh nhan dudi 16 tubi.
Ngueoi cao tuéi: Duoc dong hoc cua carisoprodol chua dugce xac dinh & bénh nhén trén 65
tudi.

16. Qui cach dong géi:

Hop 1 tai x 10 vi (nhdm-PVC) x 10 vién (Hop 100 vién).

Hop 5 vi (nhém-nhom) x 10 vién (Hop 50 vién).

17. Diéu kién bio quin, han dung, tiéu chuin chit lrong ciia thude:

- Piéu kién bio quan: Noi khd, nhiét do dusi 30°C.

- Han ding: 24 thang tinh tir ngdy san xut.

- Tiéu chuin chét lirgng: TCCS.

18. Tén va dia chi co sé san xuit:

CONG TY DUQC PHAM VA THUONG MAI PHUONG PONG (TNHH)

TS 509, t& ban d6 $6 01, Cum CN Hap Linh, Phuomg Hap Linh, Thanh phd Béc Ninh,

Tinh Béc Ninh, Viét Nam.

S dién thoai: 0222.3720838 s fax: 0222.3720488.




