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HUONG DAN SU DUNG THUOC

R*KOMACTO

Carisoprodol

o Thubc nay chi dimg theo don thudc

o Doc ki hudng dan sic dung truée khi dimg

o Dé xa tam tay tré em

o Théng bdo ngay cho bdc st hodc dieoe sT nhitng tde dung khong mong muén gap phdi khi
s dung thube

1. THANH PHAN:
Mbi Vién nén KOMACTO chita:

")

Thanh phan hoat ehit: Carisoprodol e 350-me
Thanh phin t4 dwec: Microcrystalline cellulose M101, croscarmellose sodium, hydroxypropyl
cellulose, microcrystalline cellulose M102, colloidal anhydrous silica, magnesi stearat.

2. DANG BAO CHE: Vién nén.
M@ ti: Vién nén tron, mau tring hodic gan tréng, hai mit tron, canh va thanh vién lanh 13n.

3. CHI PINH:
'~ KOMACTO duge chi dinh dé giam tinh trang dau co xuong khép cép tinh & nguai lon.
Lseu y: Chi nén ding thude trong thoi gian ngén (i da 2 - 3 tudn), vi hiéu qua chwa duge chimg
minh khi dimg kéo dai va cdc tinh trang dau co xuong cép tinh thuong chi dién ra trong théi gian
ngan.

4. LIEU DUNG VA CACH DUNG:

Liéu khuyén cdo cia KOMACTO 1a 350 mg/lan; ba ldn mot ngay va trude khi di ngi.

Thoi gian sir dung thude duoc khuyén nghi 14 thi da 2 - 3 tuan.

CHONG CHI PINH:

= Qué min v6i Carisoprodol hay bat ky thanh phan nao cta thube. :
C6 tién sir r6i loan chuyén héa porphyrin cip tinh hodc phan (mg qué man véi carbamate nhu

EJ'I

meprobamate.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

An thin
Carisoprodol ¢é dic tinh an thin (trong cac thir nghiém vé dau théit lung, 13% - 17% bénh nhén
ding carisoprodol ¢6 tac dung an than so véi 6% bénh nhan dung gia dugc) va ¢6 thé lam suy giam
tinh thin vi/hodc thé chét can thiét dé thyc hién cac nhiém vu nguy hiém tiém 4n nhu lai xe hodc
vén hanh may moc. Pa co bao cao vé tai nan xe lién quan dén viée sir dung carisoprodol.
Cin than trong v6i nhiing bénh nhin ding ddng thoi carisoprodol véi cac chét tre ché than kinh
trung wong khéc (nhu: rrou, benzodiazepine, opioid, thudc chéng trdm cam ba vong) vi tic dung an
thin cla céc thudc e ché than kinh trung wong nay c6 thé ting lén.
Lam dung, phu thudc va ngirng sir dung
Carisoprodol da timg bi lam dung va st dung sai myc dich. Lam dung carisoprodol géy nguy co
qué lidu, ¢6 thé dan dén tir vong, trc ché than kinh trung wong va hd hap, ha huyét 4p, co giat va cac
rdi loan khic (xem muc Qud liéu va cdch xi tri).
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Bénh nhén c¢6 nguy co lam dung carisoprodol cao cé thé bao gdbm nhimg ngudi sir dung
carisoprodol kéo dai, c6 tién st lam dung thuéc hodc nhimg ngudi sir dung carisoprodol két hop
v6&i ce loai thude bi lam dung khéc.

Céc triéu chimg cai thuc di duge bdo cdo sau khi ngimg carisoprodol dgt ngdt sau thoi gian sur
dung kéo dai. Céc tri¢u chimg cal thude dugce bao cdo bao gém: mAt ngi, non, dau quén bung, dau
dAu, run, co gidt co, mét didu hoa vén dong, 40 gidc va rdi loan tAm than. Mot trong nhitng chét
chuyén héa cta carisoprodol 14 meprobamate cting c6 thé gy ra su phu thudc.

Dé giam nguy co lam dung carisoprodol, nén dénh gid nguy co lam dung truée khi ké don. Sau khi
ké dom, gi6i han thi gian didu trj trong 3 tuln, luu gitt hd so ké don cdn than, theo doi céc dau hiéu
lam dyng va qua lidu, dong thoi gido duc bénh nhén va gia dinh ho vé viéc lam dung ciing nhwr cach
béo quan va tiéu hiy thue ding cich.

Co giat

DA ¢6 bao cao vé co gidt o nhimg bénh nhan dung carisoprodol. Hau hét cac truong hop nay di xdy
ra & bénh nhan st dung qua liéu nhiéu loai thudc (bao gdm céc thude gay nghién, ma tay bat hop
phép va ruou).

Tré em

Hiéu qua, do an toan va duge dong hoc cua carisoprodol chua duge xac dinh & bénh nhan dudi 16
tudi tudi.

Ngudi cao tudi

Hiéu qua, d an toan va dugc ddng hoc cla carisoprodol chua dugc xac dinh & bénh nhén trén 65
tudi chua duge.

Suy thin

Tinh an toan va dugc dong hoc cua carisoprodol & bénh nhan suy thdn chua duge danh gia. Vi
carisoprodol duoc dao thai qua thdn, nén than trong néu dung carisoprodol cho bénh nhén suy than.
Carisoprodol ¢6 thé duoc loai bé bing thdm phan méau va tham phén phic mac.

Suy gan

Tinh an toan va duge ddng hoc cia carisoprodol ¢ bénh nhan suy gan chua dugc dénh'gié. Vi
carisoprodol dugc chuyén héa & gan nén can than trong néu ding carisoprodol cho bénh nhan suy
gan.

Bénh nhén bi gidm hoat djng ciia CYP2C19

Bénh nhan bi giam hoat déng ciia CYP2C19 ¢6 nong @6 carisoprodol cao hon. Vi vy, nén than
trong khi dung carisoprodol cho nhitng bénh nhan nay.

. SUDUNG THUOC CHO PHU NU' CO THAT VA CHO CON BU:

Phu nir cé thai

Dit liéu vé viée str dung carisoprodol trong théi k¥ mang thai trong nhiéu thap ky da khéng cho
thAy nguy co di tit bdm sinh nghiém trong, say thai hodc cdc két qua bét loi khac cho me hoac thai
nhi lién quan dén thude. Dir liéu vé meprobamate, chét chuyén hoa chinh ctia carisoprodol, ciing
khdng cho thiy méi lién hé nhét quan giita vide sir dung meprobamate & ngudi me va ting nguy co
di tat bam sinh nghiém trong.

Trong mdt nghién clru vé kha niing sinh san & dong vit dd duoc cong bd, nhimg con chudt mang
thai duge cho ding carisoprodol bing duomg udng gp 2,6 va 4,1 lan liéu t5i da dugc khuyén nghi
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cho nguoi, tir théi ky mang thai dén thot ky cai stra. nhan thdy trong luong thai nhi, sw ting can va
sdng s6t sau sinh giam.

Nguy co ude tinh vé di tat bdm sinh nghiém trong va say thai 1a khong rd. TAt ca cac trudong hop
mang thai déu ¢6 nguy co di tat bdm sinh, say thai hoic cac két qua bét loi khéc.

Phu nir cho con ba

Dit lidu tir cdc tai liéu d3 xudt ban béo céo ring carisoprodol va chit chuyén héa cia no,
meprobamate, ¢6 trong sita me. Khéng cé dir liéu vé tic dung ctia carisoprodol d6i véi kha ning
tiét stta. C6 mdt bdo céo vé tac dung an than & tré so sinh khi ngudi me dung carisoprodol lic cho
con bi.

Do khong ¢6 bao cdo théng nhit vé cic tac dung phu & tré b me trong nhiéu thép k¥ st dung, nén
cAn nhic gifta loi fch ctia viéc cho con bt véi nhu cdu ding thudc clia ngudi me va bat ky tac dung

phu tiém an nao doi voi tré bi me. Tré so sinh tiép xuc vdi carisoprodol qua sita me nén duge theo

d5i vé tac dung an than.

ANH HUONG CUA THUOC TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Carisoprodol cé thé gay budn ngti vd/hodc chong mit. Nén tranh ding carisoprodol trude khi tham
gia vao cdc hoat dong nguy hiém tiém 4n nhu 14i xe hodic vin hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

- Twong tic clia thude

10.

Thuéc irc ché than kinh trung wong
Tac dung an than clia carisoprodol va céc chét (rc ché than kinh trung wong khac (vi du: rugu, thube
benzodiazepine, opioid, thude chdng tram cam ba vong) cé thé tang Ién khi ding ddng théi. Do do,
nén than trong véi nhimg bénh nhan ding dong thoi nhing thude (e ché than kinh trung wong nay.
Khong khuyén cdo sit dung déng thoi carisoprodol va meprobamate, mot chat chuyén héa cia
carisoprodol.
Chat tec ché va cam tmg CYP2C19
Carisoprodol dugc chuyén héa & gan boi CYP2C19 dé tao thanh meprobamate. Str dung dong thoi
c4c chét e ché CYP2C19, ching han nhu omeprazole hodc fluvoxamine, véi carisoprodol c6 thé
dan dén ting mirc do tiép xic carisoprodol va giam mirc do tiép xtic meprobamate. Sir dung déng
thdi cac chdt gdy cam umg CYP2C19, ching han nhu rifampin hodc St. John's Wort, véi
carisoprodol c¢6 thé dan dén giam mire dd tiép xuc carisoprodol va ting miuc do tiép xuc
meprobamate. Aspirin lidu thép cling cho thay tac dung cam tmg d6i véi CYP2C19. Téc dong duoc
ly ddy di cla nhimg thay déi mire d6 tiép xtc nay vé& mat hiéu qua hoic d6 an toan cua
carisoprodol van chua duoge biét.
Tuwong ky ciia thude
Do khéng c6 cdc nghién ctru vé tinh trong ky cta thude, khéng trdn 1dn thube nay véi cic thude
khac.
TAC DUNG KHONG MONG MUON CUA THUOC (ADR):
Dit liéu duéi day duoc tong hop tir hai thi nghiém kéo dai mot tudn, mu déi, ngiu nhién, da trung
tAm, c6 d6i chimg v6i gia duoc, tién hanh trén 1387 bénh nhén truong thanh bj dau co that lung cdp
tinh. Trong nhimg nghién ciru nay, bénh nhan duge didu tri bing 250 mg carisoprodol, 350 mg
carisoprodol hodc gia dugc ba 1an mdt ngay va trude khi di ngl trong by ngay. Do tudi trung binh
1a khoang 41 tubi v&i 54% nit va 46% nam; 74% da tring, 16% da den, 9% chau A va 2% khéc.
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Khéng ¢6 truomg hop tir vong va khong ¢6 phan tmg bit loi nghiém trong trong hai thir nghiém nay.
C6 2,7%, 2% va 5,4% bénh nhan duoc didu tri bing gia dwoc, 250 mg carisoprodol va 350 mg
carisoprodol tuong tmg da nglmg sir dung do tac dung phu; va 0,5%, 0,5% va 1.8% bénh nhan dugc
diéu tri bang gia duge, 250 mg carisoprodol va 350 mg carisoprodol tuong tmg da ngimg sir dung
do phan tng c6 hai cua hé than kinh trung wong.

Céc tac dung phu duge bdo cdo véi tan suét 16n hon 2% va thudng xuyén hon so véi gia duge &

nhitng bénh nhén duge didu tri bing carisoprodol trong hai thir nghiém trén gom:

‘Thic dung phu Gia dwge (n = 560) Carisc?;r:ds?llsiSO mg Cariso(;:lr:(;??lg.‘;SI] mg
Budn ngi 31 (6%) 73 (13%) 47 (17%)
Choéng mat 11 (2%) 43 (8%) 19 (7%)

Pau du 11 (2%) 26 (5%) 9 (3%)

11.

Nhimg tic dung phu duge béo céo tir nhimg quén thé khong xéc dinh va khong thé wdc tan sudt:

¢ Tim mach: nhip tim nhanh, ha huyét ap tr thé va do bimg mit.

e H& than kinh trung vong: budn ngl, chodng vang, chong mit, mat diéu hoa, run, kich dong, kho
chiu, dau dau, trAm cam, nga‘it, mét ngl va co giat.

¢ Tiéu héa: budn ndn, ndn va khé chiu ving thuong vi.

e Huyét hoc: giam bach cdu, giam toan thé huyét cau.

QUA LIEU VA CACH XU TRi:

Qui4 litu

Qué lidu carisoprodol thudmg gy trc ché than kinh trung wong. Tt vong, hén mé, e ché hé hép, ha
huyét ap, co gidt, mé sang, 4o gidc, rdi loan trwong luc co, rung gidt nhin cdu, nhin mo, gidn dong
tir, umg phin, mit phdi hop co, ctmg khép varhodc dau dau da duge bao cdo khi ding qua lidu
carisoprodol. Hoi chirg serotonin da duge bdo cao voi ngd doc carisoprodol. Nhiéu trurong hop
ding qué liéu carisoprodol d xay ra kém theo qua liéu nhigu loai thudc khac. Téc dung phu khi
ding qua liéu carisoprodol va cic thudc e ché thin kinh trung wong khéc (vi du: ruou,
benzodiazepine, opioid, thudc chéng trAm cam ba vong) c6 thé ting thém ngay ca khi mot trong céc
loai thudc da duge dung voi liéu lvong khuyén cdo. Qué lidu ngau nhién va khong ngiu nhién gay
tir vong cuia carisoprodol da duoc bao cdo khi ding don 1é hodc két hop véi thude tic ché than kinh
trung wong.

Cach xir tri

Céc bién phép hé tro su séng co ban nén dugce thye hién tuy theo biéu hién 1am sang. Khéng nén
gy nén vi nguy co tc ché than kinh trung wong, e ché ho hdp va nguy co hit phai. 115 trg tudn
hoan nén durge thire hién bing cach truyén dich va thude vin mach néu cin. Cac con dong kinh nén
duge didu tri bang cac thude benzodiazepine tiém tinh mach, cic con dong kinh tai phat ¢6 thé
duoc diéu tri bang phenobarbital. Trong truémg hop G ché than kinh trung wong nghiém trong,
phan xa bao vé dudng thd c6 thé bi ton hai, nén cin nhic dit ndi khi quan dé bao vé dudomg thd va
hé tro hé hip.

Trong trudong hop nhiém ddc ning, than hoat tinh nén duoc can nhiic st dung ¢ nhilng bénh nhan
ding qué lidu véi lugng I6n dén bénh vién sém, khong c6 bidu hién tic ché than kinh trung wong va

¢6 thé bao vé dudng thd cia ho.
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12. CAC PAC TINH DUQC HQC:
Dwoe lwe hoe
Ma ATC: MO3BAO2
Nhém duwgre lj: thude gizn co tac dung trung wong.
Co ché tdc dung: co ché hoat dong ciia carisoprodol trong viéc 1am giam sy khé chiu lién quan dén
céc tinh trang dau co xwong cép tinh chua duge xac dinh rd rang,.
Cac tac dung duwgce luc hoc
Carisoprodol 1a thudc gidn co xwong téc dung lén trung wong, khong lam gidin co xuong trye tiép.
M@t chét chuyén héa cuia carisoprodol, meprobamate, c6 dic tinh gidi lo du va an thin. Mic 46 ma
céc dic tinh nay ctia meprobamate dong gop vao tinh an toan va hiéu qua cta carisoprodol van
chua duoc biét.
Dugc dong hoc

Hip thu
Dugc dong hoce cua carisoprodol va chét chuyén héa meprobamate ctia né da duoc nghién ciru
trong mot nghién ctu chéo trén 24 d6i tuong khoe manh (12 nam va 12 nit) da ding lidu don 250
mg va 350 mg carisoprodol. Mtre do tiép xuc cua carisoprodol va meprobamate ty 18 véi lidu) .
khodng lidu 250 mg dén 350 mg. Cmex clia meprobamate 1a 2,5 + 0,5 ug/ml (trung binh + SD)\SE
khi ding mot lidu duy nhét 350 mg carisoprodol, bang khoang 30% Cmax ctia meprobamate (khojv

*

8 ug/ml) sau khi diing mét lidu duy nhét 400 mg meprobamate. ,:,
Céc théng sé dwoe ddng hoc ciia Carisoprodol va Meprobamate (Trung binh + SD, n ﬁ:@
Carisoprodol 250 mg Carisoprodol 350 mg =
Crnax (ng/ml) 1205 1,8+1,0
AUCinf (pg*h/ml) 45+3,1 7,0£5,0
Trmax (h) 1,5+ 0,8 1,7+0,8
Tin (h) 1,705 2,0+0,5
Meprobamate
Crmax (ng/ml) 1,8+ 0,3 252105
= AUCut (pg*h/ml) 12162 461 9.0
Tmax (h) 36+17 45+19
Tir (h) 9.7+ 1,7 9,6+1,5

Sinh kha dung tuyét ddi cia carisoprodol chua dugc xdc dinh. Thoi gian trung binh dé dat ndng do
dinh trong huyét twong (Tmax) ctia carisoprodol 12 khoang 1,5 dén 2 gid.

Anh huomg cia thire an: Ding dong thoi mot bira an giau chit béo véi carisoprodol (vién nén 350
mg) khdng anh huéng dén duge ddng hoc cua carisoprodol. Do @6, carisoprodol cé thé dugc ding
cung hodc khong cting véi thuc an.

Chuyén héa

Con dudng chuyén héa chinh cia carisoprodol 13 qua gan nh¢ enzyme cytochrome CYP2C19 dé
tao thanh meprobamate. Enzyme nay thé hién tinh da hinh di truyén (xem Bénh nhdn bi giam hoat
déng cua CYP2C19 bén duoi).

Thai tree

Carisoprodol duge thai trir qua thén va ngoai than vdi thoi gian ban thai cudi cung khodng 2 gid.
Thoi gian ban hiy ctia meprobamate 1a khoang 10 gio.
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Cac truong hop dic biét

13.

Gidi tinh

Mtc dd tiép xic cia carisoprodol & nit giéi cao hon nam gi6i (khoang 30 - 50% trén co s& diéu
chinh can nang). Mite db tiép xtic tdng thé cia meprobamate 1a twong duwong gitta nit va nam.

Bénh nhan bi giam hoat dong cua CYP2C19

Carisoprodol nén dugce st dung thén trong & nhitng bénh nhén bi gidm hoat dong cua CYP2C19.
Céc nghién ctru dd cong bd chi ra ring nhitng bénh nhén ndy ¢ mic tiép xuc véi carisoprodol ting
gép 4 lan va doéng thoi giam 50% mute tiép xue véi meprobamate so véi ngudi chuyén héa qua
CYP2C19 binh thudmg. Ty 1 nhitng bénh nhin nay & ngudi da tring va ngudi My gdc Phi 1a
khoang 3 - 5% va & nguoi chau A 1a khoang 15 - 20%.

QUY CACH DONG GOI:
Hop 2 vi (Alu — Alu) x 10 vién, kém 1 t& huéng dan sir dung.

14,

Hop 3 vi (Alu— Alu) x 10 vién, kém 1 t& huéng dan sir dung.

PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG:
Piéu kién bao quin: Noi kho réo, nhiét d6 khong qua 30°C, tranh anh sang.

Han ding: 36 thang ké tir ngay san xuét.
Tiéu chuin chit hrong: TCCS.

. TEN, PIA CHI CUA CO SO SAN XUAT VA CO SODANG KY:

Co 56 sin xuit: CONG TY CO PHAN DUQC PHAM PHONG PHU — CHI NHANH

Co so dang ky:

NHA MAY USARICHPHARM
L6 sb 12, dudng sb 8, khu cdng nghiép TAn Tao, Phuomg Tan Tao -As-qui
12594,
Binh Tén, TP. H6 Chi Minh. T e
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