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o3 cong v meNG DAN SU DUNG THUOC

Rx - Thuoc nay ch1 dung’thgh} don thude
1. Tén thude: APOSOMA -
2. Cac dau hléu luuy va kﬂuyen cdo khi dung thubc:

“Pé xa thm tay cua; trc em”

“Doc ky hudng dan str dung trude khi dung”

“Thong bao cho bac s§ hodc dugc s§ nhitng tac dung khong mong mudn gip phai khi sir
dung thude”
3. Thanh phén céng thire thude: Mdi vién nén chura:

Thanh ph?m dwoc chat Ham lwong
Carisoprodol 350 mg
Ta dugce vira da 1 vién

Thanh phan ta duge: Crospovidon, natri croscarmellose, lactose, povidon K30, colloidal
silicon dioxid, magnesi stearat.

4. Dang bao ché: Vién nén (Vién nén hinh try, mau tring hay tring nga, mat vién nhan,
thanh canh vién lanh 1an).

5. Chi dinh: Giam dau va sy kho chiu cta tinh trang dau co xuong khép cép tinh, tinh trang
co thit co nhe, dau, cirng co & ngudi 16m.

6. Cach dung va liéu dung:

Str dung thude thong thuong s& duge két hop voi viéc nghi ngoi, vat 1y tri liéu va mot s6
phuong phap didu trj khac. Thudc nén duoc sir dung trong thoi gian ngin (t6i da ba tuan).
Ngudi 16n: Udng 1 vién /1an x 3 1an/ngay va trude khi di ngu.

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

Nguoi cao tudi: Hiéu qua, an toan va dugc dong hoc cua carisoprodol chua duge xac dinh &
bénh nhén trén 65 tudi.

Bénh nhan suy thén, suy gan: Thén trong khi dung.

Bénh nhin ¢6 enzym CYP2C19 kém hoat dong: Cén can nhéc giam lidu carisoprodol.

7. Chdng chi dinh:

Min cam véi bt cir thanh phén nao cta thude.

Bénh nhan c6 tién sir rdi loan dau co lién tuc hodc phan ing qua man voi carbamat nhu
meprobamat.

Bénh nhén c6 tién st roi loan chuyén hoa porphyrin cép tinh.

8. Canh bdo va thin trong khi dung thudc:

Té dwoc: Bénh nhan méc cac rdi loan di truyén hiém gip vé dung nap galactose, chimg thiéu
hut lactase Lapp hodc rbi loan hap thu glucose-galactose khong nén dung thube nay.

An than: Thube ¢6 ddc tinh an thin, bénh nhan phai dugc canh bao vé viéc thuc hién céac
cong viéc doi hoi su tinh tdo (vi dy, van hanh may moéc hodc 1ai xe). Tac dung an than co6
thé duge tang cudng khi duge sir dung cung voi cac thude tre ché than kinh trung wong hodc
ethanol khéc (vi du: ruou, thude benzodiazepin, opioids, tricyclic, thude chéng trim cam).
Lam dung va ¢ thugc thuée: Lam dung carisoprodol ¢6 nguy co qué liéu c6 thé din dén tir
vong, trc ché than kinh trung wong va ho hép, ha huyét ap, co giat va cac roi loan khac. Cac
truong hop lam dung va 1€ thudce carisoprodol sau khi liru hanh trén thi trudng da duge bao
c4o & nhitng bénh nhéan st dung kéo dai va cé tién st lam dung thude. Cac triéu ching 1&
thude da dugc bdo cdo sau khi nglrng carisoprodol dot ngdt sau khi sir dung kéo dai. Cac
tri¢u chung 1€ thudc duge bdo céo bao gém mat ngu, nén mua, dau quén bung, nhirc dau,
run, co gidt co, mét didu hoa, 4o gidc va réi loan tam than. Dé giam nguy co lam dung
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cansopmdol hdy danh gla nguy co lam dung trude khi ké don. K& don véi thoi glan diéu tri
tbi da 3 tudn, luu giit ho so ké don, theo dbi cac d4u hiéu lam dung va qua liéu, dong thoi
gido duc bénh nhén va gia dinh ho vé viéc lam dung
Dong kinh: DA c6 bao céo dua ra trén thi truong vé cac con dong kinh & nhung bénh nhan
sur dung Lansoprodol Hau hét cac truorng hop da xay ra trong truong hgp ubng qua lidu
nhiéu loai thubc (bao gdm lam dung thudc, ma tdy, ruqu).
Tre em: Hiu qua an toan va dugc dong hoc cua carisoprodol chua duge xéac dinh & bénh
nhén dudi 16 tudi.
Nguoi cao tuoi: Hiéu qua, an toan va dugc dong hoc cia carisoprodol chua duge xéac dinh
& bénh nhan trén 65 tudi.
Suy thdn: Tinh an toan va dugc dong hoc cua carisoprodol ¢ bénh nhﬁn suy thén chua dugc
danh gia. Vi carisoprodol dugc bai tiét qua than, nén than trong néu dung car1sopr0d01 cho
bénh nhan suy giam chirc ning than. Carisoprodol ¢ thé dugc thim tach bing thim phan
mau va thim phan phac mac.
Suy gan: Tinh an toan va dugc dong hoc cua carisoprodol & b¢nh nhén suy gan chua dugc
danh gia. Vi carisoprodol dugc chuyén hoa & gan nén can than trong néu ding carisoprodol
cho bénh nhén bi suy giam chirc ndng gan.
Bénh nhdn bi giam chirc nang cua CYP2C19: Néng d6 carisoprodol cao hon. Do d6, nén
than trong khi str dung carisoprodol cho nhitng bénh nhén nay.
Trdnh uong ruou va cde chdt vic ché than kinh trung wong khdce: Khuyén bénh nhén tranh
b ubng 6 con trong khi ding carisoprodol va kiém tra véi béc si truée khi ding cée thude
ite ché thin kinh trung wong khéc nhu thudc benzodiazepin, thude phién, thude chéng trim
cam ba vong, thudc khang histamin an than hodc thude an than khéc.
Thoi gian diéu tri: Carisoprodol chi nén dugce sir dung dé diéu trj ngén han, tu van cho bénh
nhan ring viée diéu tri bing carisoprodol nén dugc gidi han trong viéc sir dung cAp tinh (tbi
da 2 hodc 3 tudn) d& giam bét sy kho chiu cép tinh vé co xuong. Theo kinh nghiém sau khi
str dung trén voi carisoprodol, cac truong hop phu thude, ngirng st dung va lam dung kéo
dai da duoc bdo cdo. Néu cac tridu chimg co xuong van con, bénh nhan nén lién hé v6i co
50y té dé duge thim kham thém.
Phu nit cho con bii: Tu vin cho cac ba me dang cho con bu st dung carisoprodol dé theo
doi tré so sinh vé céc déu hiéu an thén.
9. Sir dung thude cho phu nit ¢6 thai va cho con bu:
- Sit dung thubdc cho phu nir ¢6 thai: Chua ¢6 nhimg nghién ciru day du vé carisoprodol &
phu nir ¢6 thai. Bac s§ ¢o thé can nhic sir dun g thube néu loi ich cta thude cé vé vuot qua
nhitrng nguy co con chua rd.
- Sir dung thudc cho phu nir dang cho con bu: Dit li¢u tir cac tai liéu da bao cao ring
carisoprodol va chét chuyén héa ciia né meprobamat c6 trong sita me. Khong c6 dir liéu vé
tac dung cua carisoprodol d6i voi tiét sira. Co mdt bao cao vé tac dung an than & tré so sinh
duge ngudi me ding carisoprodol cho con bi. Do khdng ¢6 bdo cdo nhit quéan vé céc tic
dung khong mong mudn & tré bi me trong nhiéu thap k¥ str dung, nén can nhéc cac lgi ich
ctia viée cho con bii ciing véi nhu ciu 1Am sang clia ngudi me dbi voi carisoprodol va bat ky
tac dung phuy tiém an nao ddi vai tré bu me tir carisoprodol hodc tir tinh trang co ban clia me.
Theo ddi 14m sang khi tré so sinh tiép xtic véi carisoprodol qua sira me.
10. Anh huéng cia thudc 1én kha ning lii xe, vin hanh may méc:
Do thude gay budn ngu va anh huong t6i than kinh trung wong, do d6 can than trong khi sir
dung cho cac dbi tugng lai xe va van hanh may méc.
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11. Twong tic, twong Ky ciia thude:
Thudc ik ché than kinh trung wong
Tac dung an thin cia carlsoprodol va céc chéat uc ché thin kinh trung wong khac (vi du:
ruou, thube benzodiazepin, thudc phién, thudc chéng trAim cam ba vong) ¢ thé gay hiép
dong tac dung. Do d6, nén than trong véi nhitng bénh nhén dung dbng thoi nhiéu hon mot
trong nhitng thubc re ché than kinh trung wong nay. Khong nén st dung dong thoi
carisoprodol va meprobamat.
Chdt tkc ché va cam g CYP2C19
Carisoprodol duge chuyén héa & gan bgi CYP2C19 dé tao thanh meprobamat. St dung dong
thoi cac chét tre ché CYP2C19, chiang han nhu omeprazol hodc fluvoxamin, véi carisoprodol
¢6 thé dan dén tang phoi nhiém carisoprodol va giam phoi nhiém meprobamat.
Str dung dong thoi cac chat gay cam ung CYP2C19, ching han nhu rifampin hogc St. John's
Wort, vai carisoprodol ¢6 thé din dén giam phoi nhiém carisoprodol va tang phoi nhiém
meprobamat
Aspirin liéu thap cung cho thiy tac dung cam ing ddi vm CYP2C19. Téc dong dugc Iy day
di cua nhirng thay d6i phoi nhiém tiém 4n nay xét vé mat hidu qua hodc d an toan cia
carisoprodol van chua dugc biét.
Tuong ky: Do chua cé nghién clru diy du vé trong ky cua thude, nén khong tron thude ding
voi cac thude khéc.
12. T4c dung khong mong muén ciia thuée (ADR):
Rat thuong gap > 10 %:
Hé than kinh trung wong: Budn ngt (17 %)
Thuong gdp 1 % dén 10 %:
Hé than kinh trung vong: Chong mat (7 %), dau dau (3 %)
Cac ADR sau day da duogc bao cdo trong qué trinh st dung carisoprodol sau phé duyét.
(chua udc tinh duge tan sudt)
Tim mach: Nhip tim nhanh, ha huyét ap tu thé va do burng mat.
Hé than kinh trung wong: Budn ngi, chong mit, chong mat, mét thing bang, run, kich
dong, kho chiu, nhirc dAu, phan tmng tram cam, ngat, mat ngl va co giat.
Tiéu hoa: Budn ndn, nén va khé chiu viing thugng vi.
Huyét hoe: Giam bach chu, giam toan thé huyét cau.
Huwdng din cdch xit tri ADR
Ngung sir dung thude. Véi cac phan tng bat lgi nhe, thuong chi cin ngimg thudc. Trudong
hgp man cam ning hodc phéan tng dj Ung, can tién hanh diéu tri hd tro (giit thodng khi va
duing epinephrin, thé oxy, dung khang histamin, corticoid...).
13. Qua liéu va xik tri:
Triéu chitng qud lieu:
Qua liéu carlsoprodol thuong géy uc ché than kinh trung wong. Tit vong, hon mé, suy h6
hap, ha huyét ap, co giat, mé sang, 4o glac phan tng loan truwong lyc, rung glat nhén cau,
md& mat, gidn dong ti, hlmg phén, mit phdi hop co, climg khép va/hoic nhire déau da duoc
bao c4o khi dung qué liéu carisoprodol. HQI chirng serotonin da dugc bao cdo véi ngd doc
LdrlSOpI‘OdOI Nhiéu truo*ng hop ding qua liéu carisoprodol da xay ra trong truong hop dung
qua lidu nhiéu loai thude (bao gdbm ca thude lam dung, ma tiy va rugu). Anh huéng cia viéc
dung qua lidu carlsoprodol va céc thude trc ché than kinh trung wong khéc (vi du: rugu,
thudc benzodiazepin, thude phién, thudc chéng trim cam ba Vong) ¢6 thé tang thém ngay ca
khi mét trong céc loai thude da duge dung voi lidu lugng khuyen cf0. Qua lidu carisoprodol
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do tai nan va khong do tai nan gay tir vong da dugc bao céo khi ding don doc hodc két hop
v6i thube e ché than kinh trung wong.
Xur tri:
Khi gip phai nhirng du hiéu va triéu ching qua lidu cin phai ngimg thude ngay va dén co
s¢'y té gan nhét, theo ddi va diéu tri triéu chimg.
Céc bién phap hd trg sy séng co ban nén duge thyc hién theo chi dinh cia biéu hién 1am
sang cua qué liéu carisoprodol. Khong nén gy non vi nguy co {rc ché thén kinh trung wong
va ho hép. HO tro tudn hoan nén duge thue hién béng truyén thé tich va thude van mach néu
can. Cac con dong kinh nén dugc diéu tri bang cac thudc benzodiazepin tiém tinh mach va
cac con dong kinh tai phat c6 thé duge diéu trj bing phenobarbital. Trong truomg hop trc ché
than kinh trung wong nghiém trong, phan xa bao vé duong thd c6 thé bi tén hai va nén cén
nhic dat ndi khi quan dé bao vé duong thé va hd trg hd hap.
Pé xir ly trong trudng hop nhiém doc ning, than hoat tinh nén dugc can nhic sir dung trong
bénh vién & nhirng bénh nhan ding qua lidu lugng 1én dén sém va khong c6 biéu hién Ge
ché than kinh trung wong va cd thé bao vé dudng thé cua ho.
14. Pic tinh dwoge lye hoc:
Mia ATC: MO3BAO02
Nhom duge 1y: Thude gidn co
Carisoprodol 1a thudc irc ché than kinh trung wong cé dic tinh gidn co va lam thu gidn co
xuong. No tao-ra sy gidn co bing cach ngin chin hoat dong dan truyén dién va lam suy yéu
su truyén dén no-ron thin kinh trong tiy song dan t6i lam giam hinh thanh hé lu6i & ndo.
Carisoprodol 12 thude gidn co xwong tac dong tap trung, khong lam gidn co xwong truc tiép.
Mot chit chuyén hoa cua carisoprodol 1a meprobamat c6 déc tinh giai lo 4u va an than.
15. Pic tinh dwgc djng hoc:
Hdp thu: Sinh kha dung tuyét déi ctia carisoprodol chua duge xac dinh. Thoi gian trung binh
dé dat ndng do dinh trong huyét trong (Tmax) ctia carisoprodol 1a khoang 1,5 dén 2 gid.
Ding dong thdi mot bita dn giau chét béo véi carisoprodol (vién nén 350 mg) khong anh
hudng dén duge dong hoc cia carisoprodol. Do do, carisoprodol cé thé duge ding cing
hoac khong cung thire an.
Phén bé: Thude qua nhau thai va vao sita me véi s6 luong dang ké. Lién két véi protein
huyét trong dudi 70 %.
Chuyén héa: Chuyén héa & gan chi yéu nhdr cytochrom enzym CYP2C19 thanh chét chuyén
hoa hoat dong chinh la meprobamat.
Thai trir: Qua nudc tidu (dudi dang chit chuyén héa). Thoi gian ban thai cia carisoprodol
khoang 2 gio. Thoi gian ban hily ctia meprobamat 1a khoang 10 gio.
Péi tuong ddc biét:
Gi6i tinh: Phoi nhiém carisoprodol & nit gi¢i cao hon nam gigi (khoang 30-50% trén co s&
trong luong). Mirc do phoi nhidm tdng thé ciia meprobamat c¢6 thé so sanh dugc giita cac
d6i twong nam va nit.
Bénh nhan suy giam enzym CYP2C19 ¢6 ty 1¢ phoi nhiém v6i carisoprodol ting gap 4 1in
va dong thoi giam 50% mirc phoi nhiém voi meprobamat so v6i ngudi enzym CYP2C19
binh thuong
Tré em: Duge dong hoc cua carisoprodol chua duge xac dinh & bénh nhan dudi 16 tudi.
Nguoi cao tudi: Dugc dong hoc cta carisoprodol chua duge xé4c dinh & bénh nhéan trén 65
tuoi.
Suy than: Tinh an toan va dugc dong hoc ciia carisoprodol & bénh nhén suy than chua dugc
danh gia. Vi carisoprodol dugc bai tiét qua than, nén than trong néu dung carisoprodol cho
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bénh nhéan suy giam chirc ning thén. Carisoprodol c6 thé dugc tham tich bang thim phan
méu va thim phan phiic mac.
Suy gan: Tinh an toan va dugc dong hoc cia carisoprodol ¢ b¢nh nhén suy gan chua duge
danh gia. Vi carisoprodol dugc chuyén hoa & gan nén cén than trong néu dung carisoprodol
cho bénh nhéan bi suy gidm chirc nang gan.
16. Qui cach dong goi:
Hop 1 tdi x 10 vi (nhém-PVC) x 10 vién (Hop 100 vién).
Hop S vi (nhém-nhom) x 10 vién (Hp 50 vién).
17. Piéu kién bio quin, han dung, tiéu chuén chét lwgng ciia thude:
- Piéu kién bao quin: Noi kho, nhiét do dudi 30°C.
- Han dung: 24 thang tinh tir ngay san Xuat.
- Tiéu chuén chat lwgng: TCCS.
18. Tén va dia chi co s& sian Xuat:
CONG TY DUGC PHAM VA THUONG MAI PHUONG DONG (TNHH)
Dia chi: TS 509, t&r ban db sé 01, Cum CN Hap Linh, Phuomg Hap Linh, Thanh phé Béic
Ninh, Tinh Béc Ninh, Viét Nam.
S dién thoai: 0222.3720838  sd fax: 0222.3720488.



