TG HUGNG DAN SU DUNG THUGC CHO CANBO Y TE

RX THUGC BAN THEO DON

DOSIDIOLC

Nefopam hydroclorid 30 myg

e Dockyhuéngdansidung truéckhidung.

o Péxatamtaytréem.

e Thong bao ngay cho bac si hoac dugc si nhitng tac dung khong
mong mudn gap phaikhisidung thuéc.

THANH PHAN:

Méi vién nang cting chira:

-Nefopam hydroclorid 30mg
-Tadugc: Lactose, Microcrystallin cellulose PH101, Povidon K30, Natri starch
glycolat, Magnesi stearat, Colloidal silicon dioxid A200, Nang cting gelatin
(s60).

DANG BAO CHE: Vién nang cting.

QUY CACHPONG GOI:

Hop 1vix 15vién, hop2vix 15vién, hép 10vix 15 vién.

DUGCLUCHOC:

Nhém dugcly: Thudc gidm dau khéng opioid.

Ma ATC: N02BGO6.

Nefopam la mét thudc gidam dau manh va nhanh chéng tac dung, né dugc
xem la mot thudc gidam dau khéng opioid ¢6 tac dung trén than kinh trung
uong, mac du co ché nay chua rd rang. Nefopam da dugc ching minh la
khéng gay ticchéhé hap.

DUGCHONGHOC:

Nefopam dugc hdp thu qua dudng tiéu hda. Néng do dinh trong huyét
tuong xudt hién khodng 1 - 3 gid sau khi uéng. Khoang 73 % gan két véi
protein huyét tuong. Thai gian ban thai khoang 4 git. N6 dugc chuyén héa
rong réi va dugc bai tiét chtyéu qua nudc tiéu. [t han 5 % liéu dung dugc bai
tiét khong thay déi trong nudc tiéu. Khodng 8 % liéu dung dugc dao thai
quaphan.

CHIDINH:

Giam dau trong cac trudng hgp con dau cdp tinh va man tinh gom: Pau sau
phau thuat, dau rang, dau co-xuang, dau do chéan thuang cap tinh va dau
doungthu.

LIEUDUNG VA CACHDUNG:

Cachdung:Dung udng.

Liéudung:

- Ngudi I6n: 30 - 90 mg/lan x 3 1an/ngay hodc 1-3 vién/lan x 3 1an/ngay tuy
theo dap tng. Liéu khdi dau khuyén cao la 2 vién/lan x 31an/ngay.

-Bénh nhan cao tudi va bénh nhan suy than giai doan cudi c6 thé gidm liéu:
Liéu khaidaukhéng qua 1viénx31an/ngay.

-Tinh an toan va hiéu qua cla thudc & tré em dudi 12 tudi chua dugc thiét
1ap.Khéng khuyén céoliéu dung cho bénh nhan dudi 12 tudi.

CHONG CHIDINH:

-Qua man vai bat ky thanh phan nao ctia thude.

-Khéng dung cho tré em dudi 12 tudi.

-Bénh nhan cé tién st réiloan co giat, bénh nhan dang diéu tri nhéi mau co
tim.

-Bénh nhan uéng thudc tic ché MAO.

-Phuntcéthai.

THANTRONG KHIDUNGTHUGC:

-Strdung thuéc than trong & ngusi cao tudi.

-Bénhnhan bénhtang nhan ap, suy gan, suy than.

- Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thi€u hut enzym
Lapp lactase hodc kém hap thu glucose-galactose khéng nén diing thudc
nay.
Phunircé thaivacho conbu:
- Thoi ky mang thai: Khong cé bang chiing vé sy an toan thuéc trong thai ky
thai nghén. Tranh duing thuéc trong thai ky mang thai, tri khi c6 chi dinh
cliabacsi.
- Thoiky cho con bu: Khéng thay téc dung phu G tré sa sinh bu sitame ma me
¢6 st dung nefopam va dugc cho la thich hgp st dung cho phu nircho con
bu. Nong d6 nefopam trong sita me tuong duong véi néng dé trong huyét
tuang; tinh trén trong lugng co thé, tré em bu stta me nhan dugc liéu it hon
hodcbang 3 %liéu ctiame.
Anh huéng ctia thudc déi v6i cong viéc (ngusi van hanh may méc,
danglai tau xe, ngudilam viéctrén cao va cac truong hop khac):
Thudc c6 thé gay nhiic dau va chéng mét. Can than trong khi lai xe va van
hanh mdy méchodclamviéctrén cao.
TUGNG TAC CUA THUGC V61 CAC THUGC KHAC VA CAC LOAI TUGNG
TACKHAC:
-Thu6c chdng tram cdm ba vong, thudce tic ché MAO
- Cho két qua duang tinh gia véi cac xét nghiém benzodiazepines va opioids
&bénh nhan dung thudc.
TACDUNG KHONG MONG MUGN (ADR):
Céc tac dung phu xay ra véi nefopam bao gém réi loan tiéu hda nhu buén
nén vanén, dé mé héi, buén ngt, mat ngu, bitiéu, chong mat, ha huyét ap,
run, di cdm, danh tréng nguic, dau 6c quay cudng, bon chén, 14 1dan, mat ma,
nhtic dau, khé miéng, ngat, phtt mach va nhip tim nhanh. Ao giac, co giat
dugc bdo céo trong mét vai trudng hgp, nudc tiéu tam thai déi sang mau
héng.
QUALIEUVA CACHXUTRI:
Triéu ching vabiéu hiénkhisitdung thudc qua liéu:
- Nefopam doc tinh dugc thé hién bai cac triéu chiing than kinh (co giat, a0
giac, kich dong) va phan tng tim mach (nhip tim nhanh véi luu thong
hyperdynamic).
Cachxtrtriqualiéu
Bién phap hé trgloai bd nhanh chong thudc: Riia da day hodc gay nén béng
siroipeca. U8ng than hoat tinh c6 thé gitip ngan ngtia sy hdp thu. Co giat va
30 gidc nén dugc kiém soét (vi du nhu véi diazepam tiém tinh mach hodc
tiém tryctrang). Chen beta-adrenergic c6 thé dugc sirdung trong viéc kiém
soat cacbién chiing tim mach.
PIEU KIEN BAO QUAN: Nai kho, nhiét d6 dudi 30°C, tranh anh séng.
HANDUNG CUATHUGC: 36 thang ké tirngay sén xuat.
CO SG SAN XUAT:
CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Bia chi: S6 66, Qudc 16 30, Phudng My Phu, Thanh phé Cao
Lanh, TinhDéngThéap
DOMESCO Dién thoai: 0277. 3851950

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN SU
DUNGTHUOC: 19/9/2017.

TG HUGNG DAN SU DUNG THUOC CHO BENH NHAN

RX THUGCBANTHEO DON

DOSIDIOLC

Nefopam hydroclorid 30 myg

e Docky huéng dan sitdung trugckhidung.

e Péxatamtaytréem.

© Thudcnay chidung theo don ciia bacsi.

o Thong bao ngay cho bac sihoac dugcsinhiing tacdung khong mong
mudn gap phaikhistrdung thuéc.

o Hay giitlai t& huéng dan strdung; ban c6 thé can phai doclai.

© Thudc nay chi dugc ké don cho ban. Khéng dua thudc cho ngudi khacvi
thuéc nay c6 thé khong tét cho ho ngay ¢ khi ho ¢6 triéu chiing giéng
nhu cta ban.

THANH PHAN, HAM LUONG CUATHUOC:

Méivién nang cting chiia:

- Nefopam hydroclorid 30mg

-Taduogc: Lactose, Microcrystallin cellulose PH101, Povidon K30, Natri starch

glycolat, Magnesi stearat, Colloidal silicon dioxid A200, Nang cting gelatin

(s60).

MOTA SANPHAM:

Dang bao ché:Vién nang cling.

Hinh thirc: Vién nang ciing s6 0, ndp nang mau héng, than nang mau tréng,

bot thuéc bén trong mautrang.

QUY CACHDONG GOI:

Hop 1vix 15vién, hép 2 vix 15 vién, hop 10 vix 15 vién.

THUGC DUNG CHO BENH Gi?

Gidm dau trong cac trudng hgp con dau cdp tinh va man tinh gém: Pau sau

phau thuat, dau rdng, dau co-xuang, dau do chan thuang cép tinh va dau

doungthu. i i

NENDUNGTHUGC NAY NHU THE NAO VA LIEU LUONG?

Pudng dung: Dudng udng.

Cach dung: Dung uéng.

Liéudung:

Luén ludn phai dung thudc ding nhu bac si da chi dinh. Néu ban khéng

chdc da dung, hay hdi lai bac si. Tiép tuc s dung thudc theo dung chi dinh

clia bac singay ca khi ban cdm thdy t6t hon. Néu ban diing thudc qua sém,

ban c6 thé tai phat bénh. Hay bao céo vdi bac sinéu ban cdm thdy thudc co

tacdung qua manh hodckhong ddmanh.

- Ngudi [6n: 30 - 90 mg/lan x 3 1an/ngay hodc 1 - 3 vién/lan x 3 1an/ngay tuy

theo dap ting. Li€u kh&i dau khuyén caola 2 vién/lan x 3 1an/ngay.

-Bénh nhan cao tudi va bénh nhan suy than giai doan cudi cé thé giam liéu:

Liéukhdi dau khéng qua 1viénx3lan/ngay.

-Tinh an toan va hiéu qua cla thudc & tré em dudi 12 tudi chua dugc thiét

lap.Khong khuyen céoliéudung chobénhnhandugi12 tudi.

KHINAO KHONG NEN DUNG THUGC NAY?

Néu ban:

-Quaman vaibatky thanh phan nao ctia thuéc.

-Khéng duing cho tré em duéi 12 tudi.

-Bénh nhan c6 tién st rdiloan co giat, bénh nhan dang diéu tri nh6i mau co

tim.

-Bénh nhan udng thudc tic ché MAO.

-Phuntcéthai.

TACDUNGKHONG MONG MUON:

Ciing nhu cac thudc khac, DOSIDIOL 30 mg c6 thé gay ra cac tdc dung phuy,

mac du khéng phaibénh nhan nao ciing gép phai.

Thong béo ngay cho bac sihodc dugc sinhiing tac dung khéng mong muén

gdp phaikhi strdung thudc.

Néu tac dung khéng mong muén nao tré nén nghiém trong hodc néu ban

phat hién tac dung khéng mong mudn chua dugc dé cap trong t& hudng

dan nay, hay bao cdo cho bac sicuaban biét.

Cactacdung phu xay ra véi nefopam bao gém r6iloan tiéu hdéa nhu budn nén
va nén, d6 mé héi, budn ngl, mat ngu, bi tiéu, chéng mat, ha huye't &p, run, di
cam, danh tréng nguc, dau 6c quay cuéng, bon chon 1G 1an, mat mg, nhic
dau, kho m|eng, ngat, phu mach va nh|p tim nhanh. Ao giac, co giat dugc bao
cao trong mot vai trudng hop, nuéce tiéu tam thai d6i sang mau héng.
NENTRANHDUNG NHUNG THUGC HOACTHUC PHAM GI KHIDANG SU
DUNGTHUOC NAY?

Thuc pham: Thiic an va d6 udng khong cé anh huéng dén tac dung ctia thudc.
Dung cacthudckhac:

-Théng tin véibacsidanh sach tat ca cacthuécmaban dang sirdung.
-Thudc chéng tram cdm ba vong, thudc tc ché MAO

- Cho két qua duang tinh gia véi cac xét nghiém benzodiazepines va opioids
&bénhnhan dung thuéc.

CANLAM GIKHIMOTLAN QUEN KHONG DUNGTHUGC?

Diéu quan trong la ban phai uéng thuéc dung liéu diing nhu bac sida chi dinh.
Néu ban quén uéng mét liéu dung, hdy udng ngay khi nha ra. Néu thai gian
gan véi lan dung thudc tiép theo, bd qua liéu da quén va hay ding liéu tlép
theo vao thai gian thudng é. Khong ding liéu gdp do6i dé buvao liéu da quén.
CANBAO QUANTHUOC NAY NHU THE NAO?

Baoquan thuoc naikho, nhiét d6 dudi30°C, tranh dnh sang.

NHUNG DAU HIEUVATRIEU CHUNGKHI DUNGTHUOC QUALIEU?

- Nefopam doc tinh duoc thé hién béi cac triéu chiing than kinh (co giat, 4o giac,
kich dong) va phan ting tim mach (nhip tim nhanh véi luu théng hyperdynamic).
CANPHAILAM Gi KHIDUNG THUOC QUA LIEU KHUYEN CAO?
Cachxirtriqualiéu

- Néu ban hay bat ky ai khac (nhu tré em) uéng qua nhiéu vién thudc, hay
gdp ngay bac sihodc téi khoa Hoi stic - Cap clru clia bénh vién gan nhat.

- XU tri qud liéu can xem xét dén kha nang qua liéu cta nhiéu loai thuéc,
tuong tac thuée va dugc dong hoc bt thudng & ngudi bénh.

Bién phap hé trgloai bd nhanh chéng thudc: Riia da day hodc gay nén béang
siroipeca. U8ng than hoat tinh c6 thé gitip ngan ngtia sy hdp thu. Co giat va
4o giac nén dugc kiém soat (vi du nhu véi diazepam tiém tinh mach hoac
tiém tryctrang). Chen beta-adrenergic c6 thé dugc strdung trong viéc kiém
soat cac bién chiing tim mach. i

NHUNGPIEU CANTHANTRONG KHIDUNGTHUGC NAY:

-Stdung thudc than trong & ngudi cao tuéi.

-Bénhnhanbénhtangnhan ap, suy gan, suy than.

- Néu ban khong dung nap véi mét s6 loai dudng, hay hoi bac si cda ban
trudc khistrdung.

Phunitcé thaivacho conbu:

Théng bao véibacsinéuban dang mang thai hay cho con bi.

- Thoi ky mang thai: Khong ¢ bang chimg vé sy an toan thudc trong thai ky
thai nghén. Trdnh duing thuéc trong thai ky mang thai, trir khi c6 chi dinh
clabécsi.

- Thoiky cho con bu:Khéng thay téc dung phu Gtré sa sinh bu sitame mame
c6 st dung nefopam va dugc cho la thich hgp st dung cho phu nircho con
bu. Nong d6 nefopam trong sita me tuong duong véi néng do trong huyét
tuong; tinh trén trong lugng co'thé, tré em bu sita me nhan dugc liéu it hon
hodc bang 3 % liéu ctame.

Anh huéng ctia thudc ddi véi cong viéc (ngudi van hanh may méc, dang
laitauxe, ngu’dl lamviéctrén cao va cactruéng hop khac):

Thuéc c6 thé gay nhiic dauva chéng mat. Can than trong khi lai xe va van
hanh may mochodc lam viéctrén cao.

KHINAO CANTHAM VAN BACSSi HOACDUGQCSI?

To huang dan st dung néu tém tét cac thong tin quan trong cta thuéc.
Néu canthém thong tin, xin héi y kién bacsihoac duogcsi.

HAN DUNG CUATHUOC 36thang k& tlrngay san xuat.

CO SG SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Bia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao
Lanh, TinhDéngThap

DOMESCO bién thoai: 0277. 3851950

NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUGNG DAN sU
DUNGTHUOC: 19/9/2017.
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