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NHAN HOP DERAFUL
Kich thuéc:  (Hop 2 vix 26 vién)

Dai: 125 mm
Rong: 70 mm -\
(ao: 25 mm R o )

X Prescription only

Dera fuI

Mephenesin 250 mg

V
S (.OMFDSITION Each film coated tablet contains Manufactured by: GLOMED PHARMACEUTICAL COMPANY, Ltd
/ Meph 250 mg. Excipients q.s. 1 tablet. 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park,
/ INDlCATIONS. DOSAGE, ADMINISTRATION, CONTRAINDICATIONS  Thuan An, Binh Duong,
AND OTHER INFORMATION: Please refer to the package insert.
KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET BEFORE USE. |
STORAGE: Store at the temperature not more than 30°C, in a dry
place, protect from light
! Rx Thuéc ban theo don
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THANH PHAN: M&| vién nén bao phim chita

LT 1T T | O — 250 mg. Ta duge vira dd 1 vién,
CHI BINH, LIEU LUONG, CACH DUNG, CHONG CHI BINH VA CAC
THONG TIN KHAC VE SAN PHAM: Xin doc té hudng din st dung.
DE XA TAM TAY CUA TRE EM.

DOC KY HUONG DAN 5Uf DUNG TRUGC KHI DUNG.

l BAO QUAN: B nol kho rdo, tranh anh sang, nhiét d8 khéng qué 30°C.

SBK/ Reg No.:

San xudt bak: CONG TY TNHH DUGC PHAM GLOMED
35 Bai L& Tu Do, KCN Vidt Nam - Singapore,
Thuan An, Binh Duong.

Ngay/é’thang /I ndm 2016

516 X / Batch No-
NSX / Mfg. Date:

HD / Exp. Date
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' HUONG DAN SU DUNG THUOC CHO CAN BO Y TE
DERAFUL®

Mephenesin
Vién nén bao phim

1- Thanh phin

M3i vién nén bao phim chira:

Hoat chdt: Mephenesin 250 mg.

Td dugc: Pregelatinized starch, povidon K30, natri starch glycolat, silic dioxyd thé keo, talc, cellulose vi tinh thé PH-101, |
magnesi stearat, opadry orange.

2- Dang bao ché: vién nén bao phim

3- Dugec lye hge va duge djng hoc

Duge lyc hoc

Nhém duge ly: thude gian co.

Mi ATC: M03BX06

Mephenesin 12 mét’thuéc lam gian co tac dong trung wong c6 thoi gian tic dong ngan. Thube dugc ding diéu tri cAc triéu
chimg dau do co that co.

Durge djng hoc

Sau khi ung, mephenesin dugc hp thu nhanh chong. Néng d¢ dinh trong huyét tuong dat dugc sau 1 gio. Thube chuyén
héa thanh dang khéng hoat tinh gdm acid - (o-tolyoxy) lactic va acid - (2-methyl-4-hydroxyphenoxy) lactic. Mephenesin
duge dao thai chi yéu qua nuéc tiéu. Du6i 2% dugc thai trir trong nude tiéu dudi dang khong déi. Thoi gian bén thai |
khoang % gid.

4- Quy cach déng goi

Hop 2 vi x 26 vién nén bao phim. -
Chai x 100 vién nén bao phim.
Chai x 200 vién nén bao phim.

5- Chi djnh
Piéu trj triéu chimg dau do co thit co trong cdc réi loan tur thé cot sdng nhu dau cb, veo cb, dau ung, dau thit lung, va | _——
cdc tinh trang co that khéc.

Diéu trj hd trg trong lidu phap phuc hdi chirc ning va vat 1y trj liéu.
6- Liéu ding va cdch ding

Duing dudng udng.

Ngudi 16m va tré em trén 15 tudi: Udng 6 - 12 vién, chia 3 14n/ ngay.
C6 thé udng lic d6i hoic no.

7- Chbng chi djnh

Qué mén véi cac thanh phén cua thudc.

R&i loan chuyén héa porphyrin

Phu nif ¢6 thai va cho con bu.

Tré em dudi 15 tudi

8- Luu y va thén trong

Khéng ding chung vai bét ky thudc khéc ¢ chira mephenesin.

Khong diing chung véi cac thudc gdy sung huyét va tréanh tiép xtc voi vét thuong bj nhié
Nhimg ngudi bénh c6 tién sir dj img, hen phé quan, phéan (g dj img v6i thude, dic biét di
Ngudi ¢6 bénh & dudmg hd hép, yéu co, c6 tién sir nghién thudc, suy chirc nang gan thén,
Str dung ddng thoi véi rugu va céac thude trc ché TKTW c6 thé 1am céc ADR c6 lién quan dén thubc ting thém.

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

Thaoi ky mang thai:

Chura c6 du dir liéu dang tin cdy dé danh gia vé kha ning géy di tit cho thai nhi khi ding mephenesin trong thoi ky mang
thai, vi vdy khong nén dung thuéc nay cho phy nir dang mang thai.

Thai ky cho con bu:

Khong diing mephenesin trong thoi ky cho con bu.

Anh huéng ciia thubc dén kha ning didu khién tau xe v vin hanh may méc:

Do thudc c6 thé gdy mét méi va lam giam kha nang phéi hop cac dong tac cho nén ngudi bénh sir dung mephenesin
khong dugc l4i xe va didu khién may méc.
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9- Tuwong tic ciia thude véi cic thube khdc va céc dang tuong tic khac:
Ruou va céc thude (e ché than kinh trung wong c6 thé 1am ting tac dung clia mephenesin 1&n than kinh trung uong.

| 10-Téc dyng khéng mong mudn (ADR)

C6 thé co nhitg tadc dung khéng mong mudn nhw co gidt, run rﬁy, co cung bung, budn nén, toat md héi.
Triéu chimg nay thudng xay ra ¢ nhirng ngudi bénh phai dung thudc kéo dai.

Thuodng gép, ADR > 1/100:

Mét moi, budn ngi, ué oai, khé tha, yéu co, mit didu hoa van dong.

it gap, 1/1000<ADR<1/100:
Dau khép, dau ngudi, budn nén, byc tic, ia chay, tio bon, ndi min. Mot vai truong hop dic biét khac bj mét cam gie

ngon miéng, ndn mira, do gidc kich dong va cé thé cé séc phan vé.
' Hiém gip, ADR< 1/1000:
- Phén img dj img: séc phan vé rét han hiru xay ra.
| Ngii ga, phat ban.

| nhung phai luén sin sang cap ciru séc phan vé.

Huéng din cich xir tri ADR:
Tac dung khéng mong mudn ciia mephenesin thuong xay ra nhanh va it trAm trong, dé d6 bién phap xir tri ADR chu yéu
la giam liéu thudc hogic ngirng thudc, diéu tri triéu chimg va hd trg ting cudong dé phuc hdi sirc khoe. Tuy rit hiém xay ra,

Ngung str dung va hoi y kién bdc sTnéu c6 cdc dau hi¢u méi bdt thuwong xay ra.
Thong béo cho béc si nhirng téc dung khong mong mudn gip phai khi ding thube

11-Qua liéu va xir tri

Triéu chimg: Giam truong lyc co, ha huyét ap, rdi loan thi gidc, ngi ga, mit phbi hop dong tac, do giac, liét ho hdp va
hoén mé.

Qua lidu gdy co gidt & tré em va c6 thé gdy xic dong manh hoac 1d 1dn & ngudi gia.

Diéu tri: Trong tét ca cac truomg hop qua lidu, ngudi bénh can dugc theo ddi cin than vé hd hip, mach va huyét ap.

Néu ngudi bénh con tinh téo can xir li ngay bing céch gdy non, rira da day va diéu trj cac triéu chimg hoac chuyén ngudi
bénh dén co s& diéu trj c6 du didu kién vé héi sirc cap clru.

Tién hanh rira da day ngay ciing véi nhitng chi dinh diéu tri hd trg chung, dam bao
diéu tri trc ché hé thén kinh trung wong béng cach lya chon cac thude diéu trj thich hop.
Truong hop ngudi bénh da mét y thirc, 1am hé hip nhan tao va chuyén ngudi bénh dén| co s& chuyén khoa.
12- Piéu kién bdo quin: D& noi kho rdo, tranh 4nh sing, nhiét d¢ khong qua 30°C.

yén dich. Ciing c6 thé

| 13- Han ding: 36 thang ké tir ngdy san xuft.
14- Tén, dja chi ciia c& s& sin xut:

CONG TY TNHH DUQC PHAM GLOMED
Dia chi: $6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, thj xa Thudn An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095

15- Ngay xem xét sira dbi, cip nhat lai ndi dung hwéng din sir dung thube: 1/11/2016




Thudc bén theo don.

Pé xa tAm tay ciia tré em.

Poc k§ hwéng din sir dung trwée khi dung.

Néu cin thém thong tin xin héi y kién béc si.

Th('i‘ng bdo ngay cho béc si nhirng tic dung khong mong mudn gip phai khi sir dung
thuoc.

2- Thanh phin cia thube
M&i vién nén bao phim chira:
Hoat chit: Mephenesin 250 mg.
T4 dugc: Pregelatinized starch, povidon K30, natri starch glycolat, silic dioxyd thé keo, talc,
cellulose vi tinh thé PH-101, magnesi stearat, Opadry orange.
3- M ti san phim:
Deraful cé dang vién nén bao phim tron, mau cam, hai mat tron.
4- Quy cich dong géi:
Hop 2 vi, vi 26 vién nén bao phim.
Chai x 100 vién nén bao phim.
Chai x 200 vién nén bao phim.
5- Thudc ding cho bénh gi ?
Diéu trj triéu chimg dau do co thét co trong céc rdi loan tu thé cot soéng nhu dau ¢, veo cd,
dau lung, dau thit lung, va cac tinh trang co that khéc.
Diéu tri hd trg trong liéu phap phuc hdi chirc nang va vat ly trj liéu.
6- Nén dung thudc nay nhw thé nao va liéu lwgng ?
Dung dudng udng.
Nguoi 16n va tré em trén 15 tudi: Uéng 6 - 12 vién, chia 3 1an/ ngay.
C6 thé udng luc do6i hoic no.
7- Khi nao khéng nén dung thudc nay ?
Quéa mAn vdi cac thanh phén cta thude.
Réi loan chuyén héa porphyrin.
Phu nir ¢6 thai va cho con bu.
Tré em dudi 15 tudi.
8- T4c dung khong mong mudn (ADR)
C6 thé c6 nhimg tac dung khong mong muén nhu co giat, run
toat m héi.
Triéu chimg nay thudng xay ra & nhimg ngudi bénh phai dung ubc kéo dai.
Thuong gép, ADR > 1/100:
Mét méi, budn ngu, ué oai, kho tha, yéu co, mat diéu hoa van dong.
it gap, 1/1000<ADR<1/100:
Pau khép, dau ngudi, budn ndn, buc tirc, ia chay, tdo bon, ndi man. Mot V?‘li trucrmg hop dac
biét khac bi mét cam gidc ngon miéng, ndn mira, 4o giac kich dong va c6 thé c6 sdc phan vé.

ctirng bung, budn ndn,




https://trungtamthuoc.com/

Hiém gap, ADR< 1/1000:
Phan tmg dj (mg: séc phan vé rat han hiru xay ra.
Ngu ga, phat ban.
Huéng din cich xir tri ADR:
Tac dung khéng mong mubn ciia mephenesin thuong xay ra nhanh va it trdm trong, do dé
bién phép xir tri ADR chu yéu 1a giam liéu thudc hodc ngimg thude, diéu tri triéu chimg va hd
tro ting cudng dé phuc hdi sirc khoe. Tuy rit hiém xay ra, nhung phai ludn sin sang cép ciru
soc phan vé.
Ngung sir dung va héi y kién bac si néu c6 cdc dau hiéu méi bat thwong xay ra.
Thong bio cho bic si nhirng tic dung khéng mong mudn gip phai khi ding thudc.

9- Nén tranh dung nhirng thude hodc thye phém gi khi dang dung thube nay ?
Ruou va céc thude tre ché thin kinh trung wong c6 thé 1am ting tic dung ctia mephenesin 1én
than kinh trung wong.

10- Cin lam gi khi mjt lin quén ding thube
Nén ding liéu da bo sot ngay khi nhé ra. Tuy nhién, néu gin dén thoi gian ubng lidu ké tiép,
bo qua lidu da quén va udng lidu ké tiép vao gidr thuong 18. Khong ubng liéu gip doi dé ba

- cho liéu bo sét. .
11- Cin béo quan thudc nay nhwr thé nao ‘
Pé noi kho rdo, tranh anh séng, nhiét 49 khong qua 30°C. ‘
12- Nhitng d4u hi¢u va tri¢u chirng khi ding thudc qua li¢u )
Triéu ching: Giam truong luc co, ha huyét 4p, rdi loan thi gi4c, ngl ga, mét phdi hop dong S
tac, 40 gidc, liét ho hip va hon mé. /
Qua lidu gdy co gidt & tré em va c6 thé gdy xtic dong manh hogc 14 14n & ngudi gia.
13- Cin 1am gi khi dung thudc qua liéu khuyén cdo
Diéu tri: Trong tt ca cac trudng hop qua liéu, ngudi bénh cin duge theo ddi can than vé ho =
hép, mach va huyét ap. 3
Néu ngudi bénh con tinh tdo can xir li ngay bfm‘g cach gay non, a d}ié":u tri céc {ACCH?:
triéu chimg ho#ic chuyén ngudi bénh dén co s¢ dieu tri ¢6 du dicu Ki 0i strc cap ciru. DUGH
Tién hanh rira da day ngay cing véi nhitng chi dinh diéu trj hd trg chung, dam béo khong khi, _GL(
i truyén dich. Ciing c6 thé diéu trj uc ché hé than kinh trung wong bang cach lya chon cac %
thudc diéu tri thich hop. =
Trudng hop ngudi bénh da mét ¥ thirc, lam ho hép nhén tao va chuyén ngudi bénh dén co s&
chuyén khoa.

14- Nhirng ditu cin thin trong khi ding thude nay ?
Khéng dung chung véi bat ky thudc khéc c6 chira mephenesin.
Khong ding chung véi cac thudc gay sung huyét va tranh tiép xtc v6i vét thuong bj nhiém
tring va mang nhay.
Nhimg ngudi bénh c6 tidn st dj tmg, hen phé quan, phan tmg dj (mg véi thude, dac biét di
g véi aspirin.
Ngudi cé bénh & dudmg hd hép, yéu co, c6 tién sir nghién thudc, suy chirc ning gan thn.
Str dung ddng thoi véi rugu va céc thudc trc ché TKTW c6 thé 1am cac ADR c6 lién quan dén
thudc tang thém.
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Sir dung cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai:
Chua ¢6 du dir liéu déng tin cdy dé danh gia vé kha nang gay dj tat cho thai nhi khi ding
mephenesin trong thoi ky mang thai, vi vdy khong nén dung thudc nay cho phy nir dang
mang thai.
Thoi ky cho con bu:
Khong ding mephenesin trong thoi ky cho con b.
Anh hwéng ciia thube dén khé niing diéu khién tau xe va vin hanh m4y méc:
Do thudc c6 thé gy mét moi va lam gidm kha ning phdi hop cac dong téc cho nén ngudi
bénh sir dung mephenesin khong dugce 14i xe va diéu khién may moéc.
15- Khi nio cin tham vén béc si ?
Nén tham vén bac si trong nhing truong hop sau:
Khi thubc khong dat dugc hidu qua trj liéu nhu mong mudn trong qua trinh diéu tri.
Khi xuét hién céc phan tmg di tmg hodc triéu chimg méi bt thudng ngay ca khi thuéce duoc
sir dung véi liéu khuyén céo.
b Néu cin thém théng tin xin héi y kién béc si hodc duge si.
16- Han diing: 36 thang ké tir ngdy san xuat.
17- Nha sén xuét/chi sé hiru gidy phép ding ky sin phim
CONG TY TNHH DUQC PHAM GL
Dia chi: S6 35 Pai Lo Tu Do, KCN Viét Nam — Singapore, thi
xd Thudn An, tinh Binh Duong.
18- Ngay xem xét sira abi, cap nhit lai ni dung hwéng din sir dung thude: 01/11/2016

TUQ.CYC TRUONG
P.TRUGNG PHONG

Gé Mink .yﬁmag



