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Mau nhan hop, vi: Hop 1 thi x 10 vi (nhém-PVC) x 10 vién
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Rx - Thudd néy chl dung tligb don thube
1. Tén thube: APOSOMA +
2. Cac déu inéu luu y va khiiyen cio khi ding thube:

“Pé xa tam M{cua tré em”

“Poc ky huéng dan str dung trude khi ding”

“Thong bao cho bac s§ hodc duge sy nhitng tdc dung khong mong mudn gip phai khi sir
dung thude”
3. Thanh phén cong thire thude: Mdi vién nén chira:
" Thanh phan dwoc chit | Ham lugng
Carisoprodol 350 mg
Téa duge vira du 1 vién
Thanh phin ti dwge: Crospovidon, natri croscarmellose, lactose, povidon K30, colloidal
silicon dioxid, magnesi stearat.
4. Dang bao ché: Vién nén (Vién nén hinh try, mau triing hay tring ng, mat vién nhén,
thanh canh vién lanh 1an).
5. Chi dinh: Giam dau va sy kho chju cta tinh trang dau co xuong khép cép tinh, tinh trang
co thit co nhe, dau, cimg co & ngudi 16n.
6. Cach diing va liéu dung:
Sir dung thudc théng thuong s& dugce két hop voi viée nghi ngoi, vat Iy tri liéu va mot s6
phuong phap diéu trj khac. Thubc nén duge sir dung trong thoi gian ngin (t6i da ba tuan).
Ngudi lon: Udng 1 vién /lan x 3 1an/ngay va trude khi di ngu.
Tré em: Hiéu qua, an toan va duge dong hoc cua carisoprodol chua duge xédc dinh & bénh
nhan du6i 16 tudi.
Nguoi cao tudi: Hiéu qua, an toan va duge dong hoc cuia carisoprodol chua duge xac dinh &
bénh nhan trén 65 tudi.
Bénh nhin suy than, suy gan: Théan trong khi dung.
Bénh nhin ¢6 enzym CYP2C19 kém hoat dong: Cén cin nhic giam lidu carisoprodol.
7. Chéng chi dinh:
Man cam véi bt ctr thanh phén nao cia thude.
Bénh nhan ¢6 tién sir rbi loan dau co lién tuc hodc phan Umg qua man vGi carbamat nhu
meprobamat.
Bénh nhén c6 tién st rdi loan chuyén hoa porphyrin cép tinh.
8. Canh bdo va thin trong khi diung thube:
Té dwoe: Bénh nhan mic céc rdi loan di truyén hiém gip vé dung nap galactose, chimg thiéu
hut lactase Lapp hodc rdi loan hap thu glucose-galactose khong nén dung thude nay.
An thin: Thube c6 dic tinh an thin, bénh nhin phai duge canh bdo vé viée thye hién cic
cong viéc doi hoi sy tinh tao (vi du, van hanh may moc hodc lai xe). Tac dung an thin cé
thé dugc tang curong khi duge sir dung cing véi cac thudc trc ché thin kinh trung uong hodc
ethanol khac (vi du: ruou, thude benzodiazepin, opioids, tricyclic, thude chéng trim cam).
Lam dung va lé thugc thuée: Lam dung carisoprodol ¢6 nguy co qué liéu 6 thé dan dén tir
vong, trc ché than kinh trung wong va ho hép. ha huyét ap, co gidt va cac rdi loan khac. Cac
truomg hgp lam dung va 1€ thude carisoprodol sau khi luu hanh trén thi truong da dugce bao
cao & nhitng bénh nhéan sir dung kéo dai va co tién sir lam dung thude. Céc triéu chimg 18
thuoce da duge bao cao sau khi ngirng carisoprodol dt ngdt sau khi sir dung kéo dai. Cace
triéu chimg 1& thudc dugc bao cao bao gdm mét ngu, nén mira, dau quan bung, nhirc dau,
run, co gidt co, mét diéu hoa, a0 gidc va rdi loan tam than. Pé giam nguy co lam dung
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Ldl‘IS()pl‘UdOl hay danh gla nguy co lam dung trude khi ké don. Ké don v6i thoi gian diéu tri
t6i da 3 tudn, hru giir ho so ké don, theo ddi céc ddu hiéu lam dung va qua liéu, dong thoi
gido duc bénh nhén va gia dinh ho vé viéc lam dung

Déng kinh: Da c6 bao cdo dua ra trén thi trudng vé céc con dong kinh & nhfmg bénh nhén
su dung u,arlsoprodol Hau hét cac tI'Ll‘OTlg hop da xay ra trong trudng hop uong qua liéu
nhiéu loai thude (bao gom lam dung thube, ma tiy, rugu).

Tré em: Hiéu qua, an toan va dugc dong hoc cua carisoprodol chua duge xéc dinh & bénh
nhan dudi 16 tudi.

Neguwoi cao tudi: Higu qua, an toan va duge dong hoc ciia carisoprodol chua duge xac dinh
& bénh nhan trén 65 tudi.

Suy than: Tinh an toan va dugc dong hgc cua carisoprodol ¢ bénh nhe“m suy thdn chua dugc
danh gia. Vi carisoprodol dugc bai tiét qua thin, nén thén trong néu ding canboprodol cho
bénh nhéin suy giam chirc nang thin. Carisoprodol c6 thé duoc thim téach bing thim phan
méu va tham phéan phac mac.

Suy gan: Tinh an todn va duge dong hoc ctia carisoprodol & bénh nhén suy gan chua duge
danh gia. Vi carisoprodol dugc chuyén hoa & gan nén can than trong néu ding carisoprodol
cho bénh nhan bi suy giam chirc nang gan.

Bénh nhan bi giam chitc nang cua CYP2CI9: Nong dé carisoprodol cao hon. Do d6, nén
thin trong khi str dung carisoprodol cho nhitng bénh nhan nay.

Trdnh uong regu va cde chdt tre ché than kinh trung wong khdc: Khuyén bénh nhén tranh
dd ubng co cdn trong khi dung carisoprodol va kiém tra véi béc s trude khi ding céc thude
{tc ché than kinh trung wong khéac nhu thuée benzodiazepin, thude phién, thude chong trim
cam ba vong, thudc khéng histamin an than hodc thude an thin khéc.

Thoi gian diéu tri: Carisoprodol chi nén duge sir dung dé diéu tri ngéin han, tr vén cho bénh
nhan ring viée diéu tri bing carisoprodol nén dugc gidi han trong viée sir dung cép tinh (161
da 2 hoac 3 tuidn) dé giam b6t sy kho chiu cép tinh vé co xuong. Theo kinh nghiém sau khi
sir dung trén voi carisoprodol, cac trudng hgp phu thude, ngimg sir dung va lam dung kéo
dai da duoc bao cdo. Néu céc tridu chimng co xuong van con, bénh nhan nén lién hé véi co
s&r y té dé duge thim kham thém.

Phu nir cho con bi: Tu van cho cac ba me dang cho con b str dung carisoprodol dé theo
ddi tré so sinh vé cdc du higu an than.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bii:

- Sir dung thudce cho phu nir ¢6 thai: Chua c6 nhitng nghién ciru ddy du vé carisoprodol ¢
phu nit ¢6 thai. Bac s§ ¢6 thé cin nhic sir dung thude néu 1¢i ich ctia thude ¢6 vé vugt qua
nhirng nguy co con chura rd.

- Sir dung thubc cho phu nir dang cho con bi: Dir liéu tir céc tai liéu da bdo cao ring
carisoprodol va chét chuyén hoa ciia né meprobamat ¢6 trong sita me. Khong ¢6 dir liéu vé
tac dung cuia carisoprodol dbi voi tiét sira. C6 mdt bao cao vé tac dung an than & tré so sinh
duge nguoi me dung carisoprodol cho con bi. Do khong ¢6 béo cdo nhét quan vé cac tac
dung khong mong mudn & tré b me trong nhiéu thap ky str dung. nén cén nhéc cac lgi ich
clia viée cho con bt ciing véi nhu ciu 1dm sang cta nguoi me dbi voi carisoprodol va bat ky
tac dung phu tiém 4n nao ddi véi tré b me tir carisoprodol hodc tir tinh trang co ban cua me.
Theo doi 14m sang khi tré so sinh tiép xtic véi carisoprodol qua sira me.

10. Anh hwéng ciia thube 1én kha ning l4i xe, vin hanh may méc:

Do thube gay budn ngi va anh huéng 16i thin kinh trung wong, do d6 can than trong khi st
dung cho cac di tugng ldi xe va van hanh may mac.
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11. Twong tae, twong Ky, ciia thude:

Thudce ric ché than kinh trung wong

Téc dung an than cua camopmdol va cac chat (e ché than kinh trung wong khac (vi du:
ruou, thude benzodiazepin. thude phién, thude chong trAim cam ba vong) ¢6 thé giy hiép
dong tic dung. Do d6, nén than trong véi nhitng bénh nhén dung ddng thai nhiéu hon mét
trong nhirng thudc trc ché than kinh trung wong nay. Khong nén sir dung dong thoi
camnpmdol va meprobamat.

Chat tkc ché va cam u'ng CYP2CI9

C ‘lrlsoprndol duoc chuyén hoa & gan béi CYP2C 19 dé tao thanh meprobamat. St dung déng
thoi cac chat (re ché CYP2C 19, ching han nhur omeprazol hodc fluvoxamin, véi carisoprodol
¢6 thé dan dén tang phoi nhiém carisoprodol va gidm phoi nhiém meprobamat.

Str dung dong thai cac chit gdy cam ing CYP2C19, chﬁng han nhu rifampin hodc St. John's
Worl. vai carisoprodol ¢6 thé ddn dén giam phoi nhiém carisoprodol va tﬁng phoi nhiém
meprobamat.

Aspirin liéu thap cung cho théy tac dung cam g dbi véfl CYP2C19. Téc ddng duge ly diy
du cua nhirng thay dbi phoi nhiém tiém an nay xét vé miat hidu qua hoic d an toan cia
carisoprodol vén chua dugce biét.

Tuong ky: Do chua c6 nghién ciru diy du vé tuong ky cia thube, nén khong trén thude ding
véi cace thube khéc.

12. T4c dung khéng mong muén ciia thuée (ADR):

Rt thuong gdp > 10 %:

Hé than kinh trung wong: Budn ngu (17 %)

Thuong gap 1 % dén 10 %:

Hé than kinh trung wong: Chong mit (7 %), dau dau (3 %)

Cac ADR sau day da duge béo céo trong qué trinh sir dung carisoprodol sau phé duyét.
(chua ude tinh duge tén suét)

Tim mach: Nhip tim nhanh, ha huyét 4p tu thé va do bimng mat.

Hé than kinh trung wong: Budn ngu, chéng mat, chong mit, mit thing bing, run, kich
dong, kho chiu, nhic déu, phan ng tram cam, ngét, mat ngti va co giat.

Tiéu hoa: Budn ndn, noén va khé chiu ving thugng vi.

Huyét hoe: Giam bach céu, gidm toan thé huyét céu.

Huwéng din cdch xir tri ADR

N gung st dung thube. Véi céc phan g biit lgi nhf;, thuong chi can ngimg thudc. Truong
hop man cam niing hodc phéan g dj Gng, cAn tién hanh diéu tri hd tro (gifr thodng khi va
dung epinephrin, thé oxy. dung khang histamin, corticoid...).

13. Qui liéu va xi tri:

Triéu chung qua liéu:

Qua liéu carlsoprodol thuong géy trc ché than kinh trung wong. Tir vong, hoén mé, suy 110
hap. h@ huyét ap, co giat, mé sang, ao glac, phan &g loan truong lyre, rung glﬁt nhén ciu,
md mit. gian dbng tir, hung phén, mat phéi hgp co, ctrng khép vahoiic nhire dau da dugc
bao cdo khi ding qua liéu carisoprodol. H(‘;‘J: chimg serotonin da dugc bao cdo véi ngd doc
Ldl'lbOpi’UdOl Nhiéu truong hop dung qué liéu carisoprodol da xay ra trong truong hop ding
qué liéu nhiéu loai thude (bao gdm ca thude lam dung, ma tay va rugu). Anh huong cia viée
ding qué liéu carisoprodol va cac thudc ttc ché thin kinh trung wong khac (vi du: rugu,
thude benzodiazepin, thude phién, thudc chéng trdm cam ba vong) ¢6 thé tang thém ngay ca
khi mot trong cac loai thube da duoc dung véi liéu luong khuyén cdo. Qua liéu carisoprodol
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do tai nan va khong do tai nan gay tir vong da duoc béo céo khi dung don doc hodc két hop
vGi thude tre ché than kinh trung wong.
Xk tri:
Khi gap phai nhimg d4u higu va tridu chimg qué lidu cin phéi ngimg thudc ngay va dén co
s&'y té gin nhét, theo ddi va diéu trj tri¢u ching.
Céc bién phap hd trg sy séng co ban nén duge thue hién theo chi dinh cia biéu hién lam
sang ctia qua lidu carisoprodol. Khong nén gdy non vi nguy co tre ché than kinh trung wong
va hé hip. H3 tro tudn hoan nén dugce thyc hién bing truyén thé tich va thude van mach néu
can. Céc con déng kinh nén duge diéu tri bing céc thubc benzodiazepin tiém tinh mach va
cie con dong kinh tai phat co thé duge didu tri bing phenobarbital. Trong trudng hop (e ché
thén kinh trung wong nghiém trong, phan xa bao vé duong thd ¢ thé bi tén hai va nén cin
nhiic dat ndi khi quan dé bao vé duong thé va hd trg hd hép.
Pé xir Iy trong trudng hop nhiém ddc ning, than hoat tinh nén dugc cin nhéc sir dung trong
bénh vién ¢ nhirng bénh nhin ding qua lidu lwgng 16n dén sém va khong c6 biéu hién trc
ché thin kinh trung wong va co thé bao vé dudng thé ciia ho.
14. Pac tinh dwge lre hoc:
Ma ATC: MO3BAO02
Nhom duge ly: Thude gidn co
Carisoprodol 14 thudc irc ché than kinh trung wong cé dic tinh gidn co va lam thr gidn co
xuong. No tao-ra sy gidn co bing cach ngan chin hoat déng din truyén dién va lam suy yéu
sir truyén dén no-ron thén kinh trong tity song dan t6i 1am giam hinh thanh hé lugi & nao.
Carisoprodol la thude gidn co xwong tac dong tap trung, khong lam gidn co xuong truc tiép.
Mot chit chuyén héa cua carisoprodol la meprobamat c6 dac tinh giai lo du va an than.
15. Dic tinh dwge dong hoc:
Hp thu: Sinh kha dung tuyét ddi ctia carisoprodol chwa dugc xdc dinh. Thoi gian trung binh
dé dat ndng do dinh trong huyét twrong (Tmax) cia carisoprodol 12 khoang 1,5 dén 2 gio.
Ding dong thoi mot bira dn giau chit béo véi carisoprodol (vién nén 350 mg) khéng anh
hudng dén duge dong hoc clia carisoprodol. Do dé, carisoprodol ¢6 thé duge ding ciing
hodc khong cuing thire an.
Phén bo: Thube qua nhau thai va vao sita me voi s6 luong dang ké. Lién két vdi protein
huyét twong dudi 70 Y.
Chuyén héa: Chuyén héa & gan chii yéu nhér cytochrom enzym CYP2C19 thanh chit chuyén
hoa hoat dong chinh 1a meprobamat.
Thai trir: Qua nudc tiéu (dudi dang chat chuyén héa). Thoi gian béan thai ctia carisoprodol
khoang 2 gid. Thoi gian ban hity ciia meprobamat 1a khoang 10 gid.
DPéi tiwgng ddc biét:
Gi6i tinh: Phoi nhiém carisoprodol ¢ nit gi¢i cao hon nam gidi (khoang 30-50% trén co s&
trong lugng). Mirc d§ phoi nhiém tong thé ciia meprobamat c6 thé so sanh dugc giira cic
d6i trgng nam va nir.
Bénh nhan suy giam enzym CYP2C19 co6 ty 1€ phoi nhiém véi carisoprodol ting gip 4 lan
va dong thai giam 50% mitc phoi nhiém véi meprobamat so voi ngudi enzym CYP2C19
binh thuong
Tré em: Duoc dong hoce cta carisoprodol chua dugce xéc dinh & bénh nhén dudi 16 tudi.
Nguoi cao tudi: Duge dong hoc cua carisoprodol chua dwge xac dinh ¢ b¢nh nhén trén 65
tudi.
Suy than: Tinh an toan va duge dong hoc ciia carisoprodol & bénh nhan suy thin chua dugc
danh gia. Vi carisoprodol dugc bai tiét qua than, nén than trong néu dung carisoprodol cho
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bénh nhén suy giam chirc ning than. Carisoprodol ¢6 thé duge thdm téch bing thim phén
méu va tham phén phic mac.

Suy gan: Tinh an toan va duge dong hoc cua carisoprodol ¢ bénh nhén suy gan chua dwgce
danh gia. Vi carisoprodol dugc chuyén hoa & gan nén can than trong néu ding carisoprodol
cho bénh nhéan bj suy giam chirc nang gan.

16. Qui cach déng goi:

Hép 1 tai x 10 vi (nhém-PVC) x 10 vién (Hp 100 vién).

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

17. Pidu kién bio quin, han ding, tiéu chufn chit lwgng ciia thube:

- Diéu kién bao quan: Noi khé, nhiét do dudi 30°C.

- Han diing: 24 thang tinh tir ngay san xut.

- Tiéu chufin chit lwgng: TCCS.

18. Tén va dia chi co sé san xuét:

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

Pia chi: TS 509, t ban dd s 01, Cum CN Hap Linh, Phuong Hap Linh, Thanh phd Bic
Ninh, Tinh Bic Ninh, Viét Nam.

S dién thoai: 0222.3720838  so fax: 0222.3720488.



