https://trungtamthuoc.com/ 55 (OISR

CHIi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
" CONG TY CO PHAN DUQC PHAM MEDBOLIDE Boc lap - Ty do - Hanh phic

...........................
------------------------------

0viE  MAU HOP 3 vi x 10 vién

IC QUAN LY DUQC

o Vién nén TESAFU

PHE DUYET

[ o ] SENENENNEEEEEEEEREEEREEER

| Lan <';::u......2...2..._.0.[?.‘...?.[]. .......... L_ .

T i /

= |
CénJ thire CHI DINH, LIEU DUNG - CACH DUNG
Rupatadin .................... 10 mg CHONG CHI D|NH VA CAC THONG TIN KHAC:
Duéi dang Rupatadin fumarat Xin doc trong t&d hudng dan s dung
Té dudgc yd1vibnnen | Ti0 Wie
Siaeo sty Noi khoé rdo, tranh anh sang, nhiét dé

) G—— khéng qua 30°C

XS AebN
XS QI S

:Bunp uey

TESAFU

Rupatadin 10 mg (dang fumarat)

§09L :Bunp de ugnyo ngiy

Wuip 42 Nay onb Bunp BUOLY uaU USIA O} X 1A g dOH

Bw g} uipejedny

nJusal

Bw o1 uipeledny

njusal

Ti1é 100%




https://trungtamthuoc.com/

@ Y TE TP HO CHi MINH Céng Héa X& Hoi Chli Nghia Viét Nam
CONG TY CO PHAN DUGC PHAM MEDBOLIDE Péc Iap - T do - Hanh phic

------------------------

----------------------------

MAU Vi: 10 vién
Vién nén TESAFU

LA AR R R R R RN ERRNNRRDRND.]

F:T‘r CP DP ME DISUN

TESAFU

Rupatadin 10mg
Dudi dang Rupatadin fumarat

CTY CP DP ME DI SUN

TESAFU

Rupatadin 10 mg
Durét dang Rupatadin fumarat

CTY CP DP ME DI SUN

TESAFU

Rupatadin 10 mg
Dudi dang Rupsiadin fumarat

CTY CP DP ME DI SUN

TESAFU

Rupatadin 10mg
Dudi dang Rupatadin fumarat

CTY CP DP ME DI SUN

TESAFU

Rupatadin 10mg
Duréni dang Rupatadin fumarat)

CTY CP DP ME DI SUN

TESAFU

Rupatadin 10

5818 SX: HD

\ 8

Ti 1é 100%

GIAM POC

B NMink. Chank



https://trungtamthuoc.com/

fat

MAU TO HUONG DAN SU DUNG THUOC

Viénm nén TESA'FU
Tiéu chuan: tiéu chuan co so

THANH PHAN: Cong thirc cho 1 vién nén:

Rupatadm (du6r dang rupatadin Fmarat) ..o noiiasiisesisssmrnissmpessssasisesissivosssstiissinss 10 mg
TR IC oo nessrommmm ey g Db RS o i S RIS KR T s s S v.d 1 vién
(lactose monohydrat, tinh bot mi, povidon K30, magnesi stearat, natri starch glycolat, mau do
st oxid, mau v ang st oxid)

DUQC LUC HOQC

- Rupatadin la mot thuoc, khang histamin thé hé thir hai, c6 hoat tinh déi khang chon lgc thu thé
H1 ngoai vi. Mot s6 chét chuyén hoa ciia né (desloratadin va cdc chat chuycn hoa hydroxyl)
van giit lai hoat tinh khéng histamin va dong gop vao hiéu qua tong thé cua thude.

- Cac nghién ctru in vitro véi rupatadin ¢ nong dd cao cho thiy o su e c,he qua trinh thoat hat
cta cac té bao mast gdy ra boi céc kich thich mlen dich va khong mlen dich cling nhu giai
phong céc cytokin ma dic biét 1a TNF, trong cdc té bao mast va bach cdu don nhin & nguoi.
Su lién quan lam sang cua cdc dir lidu thue nghiém quan sat duoc van can duoc xac nhan.

DUQC PONG HOC

Hap thu va phén bo:

- Rupatadin dugc hdp thu nhanh sau khi uon;, VOT toay khoang 0 75 me Cirix trung binh la 2,6
ng/ml sau khi udng liéu duy nhat 10 mg va 4,6 ng/ml sau khi uon;: licu duy nhét 20 mg. Duoc
dong hoc cua rupatadin tuyén tinh trong khoang licu tir 10 dén 40 mg. Sau khi ding liéu 10
mg, ngay mot lan tr ong 7 ngay, C,.y trung binh la 3,8 ng/ml. Thoi gian ban thai cua rupatadin
khoang 5.9 gio.

- Ti lé gan két voi protein huyét trong cua rupatadin khoang 98,5% - 99%.

- Khdng c6 dit ligu vé sinh kha dung tuyét doi cua rupatadin vi rupatadin khong duoc dang cho
nguoi bang dudng tinh mach.

- Thirc an khong c6 anh huong dang ké dén sy hap thu cua rupatadin.

Chuyén héa va thai trir:

Khoang 34,6% li¢u ['C]- -rupatadin duoc thu héi trong nude tiéu va 60,9% trong phén sau 7
ngdy. Rupatadin dugc Lhuyu] hoa trudc hé thong kha 1on khi dung bing ducmg uong lumuc,
hoat chit ¢ dang khong doi duoc tim thay trong phin va nudc tiéu la khong
0 nghia rupatadin dugc chuyén hoa _gan nhu hoan toan. Cic nghién ctru tre y/chat trong
onb nghiém cho thay rupatadin chu yéu duoc chuyén hoa boi cytochrom P450(CYP 3A4).

* Poi twong dic biét: \

Ngueoi cao tudi:

Nghién ctru trén ngudi tinh nguyén khoe manh cho thfw cac gia trt AUC va C, cua rupatadin
cao hon o nguoi cao tudi so voi ngudi tre. Day co 1€ 1a do sy suy giam kha nang chuyén hoa
qua gan lan dau o ngudi gia. Nhitng khéc biét nay khong phat hién & cac chét chuvcn hoa cua
rupatadin. Thoi gian ban thai trung binh cua rupatadin o ngudi gia va nguoi tre tuoi lan luot la
8,7 gior va 5.9 gio. Vi cac két qua nay khong c6 ¥ nghia lam sang, ¢6 thé khong can diéu chinh
liéu khi str dung liéu 10 mg & nguoi gia.

CHI PINH
Piéu tri triéu chimg viém miii di tmg va mé day, nga & nguoi 16n va thanh thiéu nién trén 12
tuoi.

CHONG CHI PINH

- Qué man véi rupatadin hodc bat ky thanh phin nao cua thude.

- Bénh nhan suy giam chtrc nang than hoac gan.

LIEU DUNG VA CACH DUNG

Liéu dung:

33320k,
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- Nguoi 1én va thanh thiéu nién trén 12 tudi: Liéu khuyén cdo 1a 10 mg (mdt vién) mdi ngay
mot lan.

- Nguoi cao tuoi: Su dung than trong trén bénh nhén cao tudi.

- Tre em: Vién nén rupatadin 10 mg khong dugc khuyén cao dung cho tré¢ em dudi 12 tudi. O
tré tir 6 dén 11 tudi, khuyén cdo nén dung dang dung dich udng rupatadin 1 mg/ml.

- Bénh nhén suy thin hodc suy gan: Vi chua c6 dir liéu nghién ctru trén 1dm sang ¢ bénh nhan bj
suy giam chirc ndng thin hodc gan, viéc si dung vién nén rupatadin 10 mg khong duoc
khuyén cdo trén nhimg bénh nhan nay.

Cach dung: rupatadin c6 thé dugc ding trong hay ngoai btra an. Khong uéng rupatadin chung voi

nude buoi (xem thém phan tuong tac thudc).

THAN TRONG

- Két qua nghién ciru cho thay rupatadin véi liéu gip 10 lan liéu diéu tri khong gay anh huong
trén dién tam do. Tuy nhién rupatadin nén dugc su dung than trong ¢ bénh nhan ¢6 kéo dai
khoang QT, bénh nhan c6 ha kali mau, bénh nhan co tinh trang tién loan nhip vi du nhu nhip
tim chdm c6 ¥ nghia lam sang, thiéu mau co tim cép tinh.

- Sir dung than trong ¢ bénh nhén 1on tudi (65 tudi tro 1én).

- Tranh phéi hop rupatadin véi cic chit te ché manh CYP3A4. Thin trong khi phéi hop
rupatadin vgi céc chat trc ché trung binh CYP3A4.

- Vién nén TESAFU ¢ chira lactose monohydrat, bénh nhan khong dung nap galactose do di
truyen thiéu lactase hodc kém hap thu glucose-galactose khong nén ding thude nay.

PHU NU MANG THAI
Dir liéu vé viée sur dung rupatadin trén phu nt mang thai con han ché. Nghién ciru trén dong
vit khong cho thay tac hai truc tiép hodc gian ti¢p lién quan dén viéc mang thai, su phat trién
phoi/ bao thai, sinh dé hodc phat trién sau sinh. Tuy nhién, khong nén sir dung ¢ phu nit mang
thai trir khi lgi ich cho me lon hon nguy co cho thai nhi.

PHU NU'CHO CON BU
Chua c6 nghién ciu veé sy bai tiét qua stra me cua rupatadin trén nguoi. Rupatadin dugc bai
tiét trong sira dong vat. sz cin nhic giira lgi ich cta viée cho con b va loi ich cua viée diéu
tri cho nguoi me dé quyét dinh cho tré ngung bu hodc ngung/ tranh sir dung rupatadin.

TAC DUNG KHONG MONG MUON (ADR)

Céc phan tmg phu thuong gap nhat cua rupatadin trong cac nghién ctru lam sang co kiém soat la

budn ngu (9,5%), nhirc dau (6, 9%) va met moi (3,2%). Pa s6 cac phan tng bat loi quan sat thiy

trong cac thir nghiém lam sang déu & mic do nhe dén trung binh va thuong khong doi1 hoi phai
ngung diéu tri.

Tan s6 cua cac phan tmg phu dugc phéin chia nhu sau: thuong gap (= 1/100 dén <1/10), | >

1/1000 dén <1/100).

Cac phan img ¢6 hai dugc bdo cdo ¢ nhitng bénh nhan str dung rupatadin 10 mg:

Nhiém tring va nhiém ky sinh trung:

- frg gap: Viém hong, viém mi
Roi logn chuyén hoa va dinh duong:
- It gap: Tang cam giac them an
Réi loan hé than kinh:
- Thuong gap: Budn ngu, dau dau, chong mit
- It gap: Mt tap trung

Réi logn hé hé hap, viing nguc va trung that:

- | gap: Chay mau cam, kho miii, ho, kho hong, dau hong

Roi loan tiéu héa:

- Thuong gip: Khd mi¢ng

- It gap: Budn nén, dau bung trén, tiéu chay, roi loan tiéu hoa, non, dau bung, tao bon
Réi loan da va mé dudi da:

- It gap: Phat ban
Réi loan co xuong khop va cac mé lién két:
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- It gap: Pau lung, dau khaop, dau co

Roi loan chung va tai ché:

- Thuong gip: Mét moi, suy nhuoc

- It gdp: Khat nudc, kho chiu, sot

Anh huong trén két qua xét nghiém:

- [t gap: Tang creatin phosphokinase mau, tang Alanine aminotransferase, ting Aspartat
aminotransferase, két qua bat thudng khi klem tra chirc ndng gan, ting can

Théng bio cho bac si cac tac dung khong mong muén gap phdai khi diing thuoc
TUONG TAC THUOC

Twong tac voi ketoconazol hoac erythromycin: Viéc dung don;, thoi rupatadin 20 mg va
ketoconazol hodc erythromycin lam ting nong dd cua rupatadin 1an luot 1a 10 lan va khoang 2
- 3 lan. Nhimng thay d6i nay khong gay anh huong trén khoang QT hodc gia tang cac phan (mg
bét lgi so voi khi dung riéng ré timg loai thudc. Tuy nhién, nén than trong khi sir dung chung
rupatadin véi cac thude nay va cic chit trc ché isozyme CYP3A4 khic.

Twong tac voi bwoi: Su dung Rupatadin cing véi nuwée budi lam tang 3,5 1in nong do cua
rupatadin. Khong nén dung Rupatadin cung véi nudce buoi.

Twong tac voi riwgu: Sau khi udng rugu, udng mét lieu 10 mg rupatadin giy ra hiéu tmg cin
bién trong mot s6 bai kiém tra tim thdn van déng mic du khéng co su khic biét dang ké so vi
chi uéng ruou. Liéu 20 mg gia tang cdc tac hai cua rugu.

Twong tac véi thuoc ire ché than kinh tr ung wong: Cling nhu cic khang histamin khac, tuong
tac cua mpatadm voi cic thude tre ché than kinh trung wong khong thé loai trir.

Twong tac voi statin: Tang Creatin phosphokinase khong triéu chimg da duge béo cio trong
mot vai thu nghiém 1am sang cua rupatadin. Nguy co tuong tac voi cac statin (mot so cling
duge chuyén hoa boi CYP3A4) la khong rd. Do do, nén thin trong khi dung chung rupatadin
V(i cdc statin.

TAC DUNG BOI VOI KHA NANG LAI XE VA VAN HANH MAY MOC

Rupatadin lidu 10 mg khong co anh huong trén kha nang lai xe va van hanh may moc. Tuy
nhién, cin than trong trudce khi ldi xe hay st dung may moc cho dén khi biét rd cac phan tng
cua bénh nhan khi sir dung rupatadin.

QUA LIEU VA XU TRi

Chua co truong hop qua licu ndo dugc bdo céo. Trong mot nghién ciru vé tinh ar
rupatadin, khi dung llw 100 mg/ ngay trong 6 ngay thube van dung nap tot. Phai
thuong gip nhit la budn ngu. Néu khong may nuot phai mot luong thudc 16n, can dié
ching cung vai tién hanh cdc bién phap hd tro can thiét.

toan cua

TRINH BAY: Hop 3 vi x 10 vién, kém 1 t& huéng dén sir dung

HAN DUNG: 36 thang ké tir ngay san xudt

BAO QUAN: Noi kho mat, tranh anh sang, nhi¢t do dudi 30°C
- NGAY XEM XET SUA DOI, CAP NHAT NOI DUNG:

Dé xa tam tay tré em
Doc ky hwong dan siv dung truée khi diing
Néu can thém thong tin xin héi y kién ciia bic si hodgc dwgc si
Khong diing thuéc qud han hodc kém phim chit

7 San Xudt tai:
CONG TY CO PHAN DU'(_):C PHAM ME DI SUN
521, An Lgi, Hoa Lgi, Bén Cat, Binh Duong

Phin phoi boi:

’ CONG TY CO PHAN DUQC PHAM MEDBOLIDE
Phong 09, lau 10, toa nha The EverRich 1, s6 968, duong 3/2, phuong 15, quén 11, TP. HCM
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