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Rx:Thubc nay chi diing theo don thuéc

BIROMONOL

(Ca;risoprodol 350 mg)
Dé xa tam tay tré em
Doc ky hwdng dan sir dung trude khi diing

1. THANH PHAN, HAM LUQNG CUA THUOC

MB3i 1 vién nén bao phim chta :

Thanh phdn hoat chdt: Carisoprodol 350 mg.

Thanh _phan td _dwoc: Tinh bot ngd, cellulose vi tinh thé, magnesi stearat, natri
croscarmellose, povidone K30, hydroxypropyl methycellulose, titan dioxid, polyethylene
glycol 6000, talc.

2. DANG BAO CHE

Vién nén bao phim.

M ta:vién nén bao phim mau tring, canh va thanh vién lanh lan.

3. PAC TINH DUQC LUC HQOC

Nhém dwge ly: Thudc gidn co -

Ma ATC: M03BA02

Co ché giam triéu chimg khé chiu va dau cép tinh do bénh co xuong cua carisoprodol van
chua xéc dinh. _

Céac nghién ctru trén dong vat cho thay carisoprodol gdy gisin co bing cich (rc ché sy din
truyén ddy than kinh & hé luéi ctia ndo va tly sdng.

4. PAC TINH DUQC PONG HQOC

Hip thu

Sinh kha dung tuyét dbi cua carisoprodol chua dugc x4c dinh. Thoi gian trung binh dé dat
nong do dinh trong huyét twong (T max) cua carisoprodol khoang 1,5-2 gi¢. Str dung
carisoprodol trong bita dn chira chit béo khong anh hudng dén duogc dong hoc nén c6 thé
duoc dung carisoprodol véi thire an.

Phdn b6

Carisoprodol phan bb nhanh vao hé thin kinh trung wong.

Chuyén héa

Carisoprodol dugc chuyén héa chinh thong qua CYP2C19 & gan d tao thanh meprobamat.

Enzym nay thé hién tinh da hinh di truyén (xem trudng hop bénh nhan c6 CYP2€C19 giam
hoat tinh).

Thai trie

Carisoprodol dugc thai trir qua than va 1 phan khong qua than véi thoi an-thai khoang 2
gio. Thoi gian ban thai clia meprobamat khoang 10 gid.

Gidi tinh: Dép tmg ctia carisoprodol & nit gidi cao hon so véi nam gidi.

Bénh nhén c6 CYP2C19 giam hoat tinh: nén sir dung than trong & nhitng bénh nhan nay.

5. CHI PINH

Biromonol duoc chi dinh dé giam tinh trang dau co xuong cap tinh & nguoi [én.

Chi nén sur dung carisoprodol trong thoi gian ngan (t6i 2 hodc 3 tuan) vi hiéu qua khi sur dung
kéo dai chua duoc thiét 1ap va dau co xuong cép tinh chi dién ra trong thoi gian ngén.

6. LIEU DUNG VA CACH DUNG

Chi str dung d6i véi ngudi lon.

Liéu ding: 1 vién/ 1an x 4 1an/ ngay.

Thoi gian diéu tri t8i da 2- 3 tuan.

Cdch dung ;

Nubt ca vién thude véi nuéce, 3 14n trong ngay va 1 lan truéce khi di ngu.

7. CHONG CHI PINH

Qué mén véi bat cir thanh phin nao ca thubc.

O nhiing bénh nhén ¢6 tién sir réi loan chuyén hoa Porphyria cép tinh hodc phan ung qua
man véi mot carbamat nhu meprobamat.




8. CANH BAO VA THAN TRONG KHI DUNG THUOC

An than

Carisoprodol gy an thin va c6 thé lam giam kha ning nhén thirc va / hodc van dong dé c6
thé 14i xe, van hanh may moéc.

C6 thé hiép ddng tac dung giita tic dung an than cua carisoprodol va céc yeu tb e ché than
kinh trung wong khac (nhu ruou, benzodiazepin, thudc phién, thudc chong trim cam ba
vong). Vi vdy, can than trong véi bénh nhan dang dung rugu va/hodc cac chit wc ché than
kinh trung uvong. Khong nén str dung ddng thoi carisoprodol va meprobamat.

Lam dung, phu thujc va ngu'ng s dung

Lam dung carisoprodol gay nguy co qua lleu c6 thé dan dén tir vong, suy than kinh trung
uong, suy ho hép, ha huyét ap, co giat va rbi loan khac (xem Qua lidu).

Mot so truong hop lam dung va phu thude carisoprodol da dugc bao cao khi bénh nhén sir
dung kéo dai va cé tién st lam dung ma tuy. Tri€u chiing cai nghién da dugc bao cao khi sur
dung kéo dai carisoprodol va dimg dot ngot. Triéu ching cai nghién bao gdbm mét ngu, nén
mua, dau bung, nhue dau, run, co giat co, mat didu hoa, 4o gidc, rdi loan tdm than. Mot trong
nhu'ng chat chuyén héa cua carisoprodol cling c6 thé gay phu thudc.

Pé glam nguy co lam dung, can danh gia nguy co trude khi k€ don. Sau khi ké don, gidi han
thoi gian diéu tri trong ba tuan, luu gilr hd so theo toa cén thén, theo doi cac d4u hiéu cua sy
lam dung va qua liéu, va huéng din bénh nhan, gia dinh v& tinh trang lam dung; lwu giit
thong tin va xir ly.

Dong kinh

D3 ¢ béo cao xudt hién con dong kinh khi sir dung carisoprodol. Hau hét cac trudong hop xay
ra la do qua lidu thudc, ddng thoi ¢é sir dung ma tiy va ruou.

St dung cho tré em:

Hiéu qua, an toan va duoc dong hoc cua carisoprodol cho bénh nhén nhi dudi 16 tudi chua
duoc thiét 1ap.

St dung cho bénh nhén cao tudi:

Hidu qua, an toan va dugc dong hoc ciia carisoprodol cho bénh nhan trén 65 tudi chwa dugc
thiét 1ap.

St dung cho bénh nhdn suy thin:

Duogc dong hoc va an toan cua carisoprodol trén bénh nhan suy than chua duoc thiét lap. Can
luu y khi str dung cho bénh nhén suy giam chirc néng than do carisoprodol dugc dao thai qua
than. C6 thé loai bo carisoprodol bang thim tach mau va thdm tach mang bung.
St dung cho bénh nhan suy gan:
Dugc dong hoc va an toan cua carisoprodol trén bénh nhan suy gan chua thiét 1ap. Cén
lru y khi sir dung cho bénh nhén suy giam chic ning gan do carisoprodol duoc chuyén héa &
gan. \

St dung cho bénh nhian co CYP2C19 suy giim hoat tinh:

Bénh nhén c6 CYPC219 suy giam hoat tinh s& phoi nhidm v&i carisoprodol nhiéu hon. Do
d6, can hwu y khi st dung carisoprodol trén cac bénh nhén nay.

9. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Phu ni¥ co thai

Chuwa c6 diy du dir lidu vé viée sir dung carisoprodol trong thoi ky mang thai. Céc nghién ctru
trén dong vét cho thdy carisoprodol di qua nhau thai va gdy ra nhitng anh huéng bét loi trén
su phat trién ctia thai va sy sdng s6t sau sinh.

Tdc dong gdy qudi thai: Cac nghién ctru trén dong vat chwa danh gia ddy do.tac dung giy
quai thai ctia carisoprodol. Trong nghién ctru sinh san & chudt, chudt dugc diéu tri voi
meprobamat va thé cho thdy khong gy tang ti 1& di t4t bAm sinh. Cac nghién ciru hau
marketing v&i dbi tugng mang thai sir dung meprobamat cho thdy khong du béng chimg dé
chimg minh meprobamat lam tang nguy co di dang_ bam sinh sau khi phoi nhiém trong 3
thang dau cta thai ky. Céac nghién ciru chéo chi ra ring c6 gia ting nguy co céc loai di tat
khéng nhét quan.

Tac dong ngoai tir cung: Trong cac nghién ciru trén dong vét, carisoprodol lam giam trong
luong thai nhi, ting c4n sau sinh va ti 1¢ séng sau sinh & lidu gép 1-1,5 1an. Chudt mang thai
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tiép xtc v6i meprobamat cho thiy chudt con sinh ra thay ddi hanh vi cho t6i khi truéng
thanh. Déi voi tré em khi me mang thai st dung meprobamat, 1 nghién ciru khong phat hién
thdy nhitng anh huéng bét loi dbi v6i su phat trién tri tué hodc phat trién hanh vi, hodc chi sb
IQ.

Do @6, chi sir dung Biromonol cho phu nit mang thai chi khi loi ich 16n hon nguy co.

Khong c6 thong tin vé anh hudng cia carisoprodol déi véi me va thai nhi trong thoi ky
chuyén da.

Phu ni¥ cho con bu:

Dir li€u han ché cho théy carisoprodol xuét hién trong sira va c6 thé dat ndng do gip 2-4 1an
ndng do trong huyét tuong. 1 béo céo cho thdy tré so sinh xut hién 4-6% lidu me st dung
hang ngay va khong cé téc dung khong mong mudn. Tuy nhién, ngudi me trong bdo cdo it
sita va dua tré c6 sir dung thém sira bot. Trong nghién ctru & chudt, ti 1¢ sbéng sot va trong
lugng lic cai sita ciia chudt cdi giam. Diéu nay cho thiy viéc sir dung carlsoprodol c6 thé dan
dén giam hodc it hidu qua dinh dudng ctia tré so sinh (do an thin) va/hodc giam lugng sita.
Cén than trong khi sir dung carisoprodol cho phu nit cho con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Carisoprodol gay an thin va c6 thé 1am giam kha ning nhéan thirc va/hodc van d6ng nén can
khuyén cdo bénh nhan khong 1ai xe va van hanh may moc.

11. TUONG TAC, TUONG KY CUA THUOC

H¢ thong than kinh trung wong .

C6 thé hiép ddng tac dung an than cua carisoprodol va cac yéu té tric ché than kinh trung
uong khdc (nhu rugu, benzodiazepin, thudc phién, thudc chong trdm cam ba vong). Vi vay,
can than trong v6i bénh nhan dang dung rugu va/hodic cac chit tre ché than kinh trung uong.
Khéng nén sir dung ddng thoi carisoprodol va meprobamat (mét chit chuyén hoa cua
carisoprodol (xem Than trong)).

Uc ché va gdy cam vmg CYP2C19

Carisoprodol duoc chuyen hoa ¢ gan boi CYP2C19 dé tao thanh meprobamat. Do d6, ding
dong thoi cansoprodol vOi cac thuée e ché CYP2C19 nhu omeprazol hodc fluvoxamin cé
thé dén dén ting rui ro vé carisoprodol va giam dap {mg cua meprobamat. Dung dong thoi
carisoprodol véi thubc gdy cam tmg CYP2C19 nhu rifampin c6 thé giam nguy hai cua
carisoprodol va ting dép mg ctia meprobamat. Aspirin & liéu thip ciing cho thay hiéu tng
cam umg trén CYP2CI19.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Mot sb tac dung khong mong mudn c6 thé xdy ra:

Tim mach: Nhip tim nhanh, ha huyét ap tu thé dung, va do6 bumg mat (x
Hé than kinh trung wong: Buon ngu, chong mat, hoa mit, mét diéu hoa)
chiu, nhirc dau, phan g trAm cam, ngit, mét ngu, va co git (xem Qua 11‘u)

Tiéu héa: Budn nén, nén, va khé chiu ving thuong vi.

Huyét hoc: Giam bach cau, giam toan bd huyét cau.

Bao cdo ngay cho bac si ngay khi ¢6 bat ky tac dung khong mong muén.

13. QUA LIEU VA CACH XU TRi

Triéu chirng:

Qué liu cua carisoprodol thuong gy ra trdm cam.

Céc triéu chimg da dugc béo cdo vé qué lidu carisoprodol: chét, hon mé, suy hd hap, ha huyét
ap, co gidt, mé sang, 4o giac, loan truong luc co, rung giat nhan cdu, mét mo, gian dong tir,
sang khodi, co bap mét phdi hop, cimg co va / hodc dau diu

Hoi chimg serotonin da dugc béo céo khi nhiém doc carisoprodol.

Trong s6 cac trudng hop qué liéu, nhiéu truong hop qua lidu carisoprodol do lam dung thude,
ma tuy va rugu. Nhitng anh hudng cua qua liéu carisoprodol c6 thé ting 1én khi ¢6 kém thém
céc yéu tb gy trim cam khac (nhu ruou, benzodiazepin, thubc phién, thuc chdng trdm cam
ba vong), ngay ca khi carlsoprodol da duoc sir dung & liéu luong khuyén cdo.

Xir tri:

Khi qu4 liéu, dwua bénh nhén t6i co s& y té gan nhat.

Diéu tri qué lidu: diéu tri hd tro tuy thudc vao cac tri€u ching lam sang.
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Khoéng nén gy non vi nhiing nguy co lién quan dén than kinh trung uong va suy ho hap.

H& trg tudn hoan bang céc thudc tiém truyén hodic van mach néu cén thiét.

Diéu trj co gidt bing cac thudc benzodiazepin duong tinh mach va cac con dong kinh bing
phenobarbltal

Cén nhic viéc ndi soi khi quan va hd trg hd trg ho hip khi chirc ning phan xa bao vé duong
hé hip bi tén  thuong trong trudng hop trAm cam ning.

Str dung thudc tiy x6 trong céc truong hop ngd doc nang. Can nhic sir dung than hoat tinh
cho bénh nhan ding qué liéu 16n c6 biéu hién sém va khong c6 cac biéu hién trAm cam.

14. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Khong cé.

15. QUY CACH PONG GOI

Hop 05 vi x 10 vién.

16. BAO QUAN .

Béo quan trong bao bi kin, tranh 4m, tranh 4nh sang, & nhiét d6 dudi 30°C.
17. HAN DUNG

36 thang ké tir ngay san Xuét

18. TIEU CHUAN CHAT LUQNG:TCCS

19. TEN, PIA CHI, BIEU TUQNG (NEU CO) CUA CO SO S
Cong ty cb phan du’o’c pham Me Dl Su

TUQ.CUC TRUGNG - ‘
PT RUONG PHONG LE MINH HOAN



