MAU NHAN XIN DANG KY

Indomethacin

25 mg

PX 4 Vix 30 VIEN NEN BAQ FILM

Indomethacin

Thudc bin theo don 2 5 mg

Caong thie:
Indomethacin: 25mg
Ta dugc vira di 1 vién

CONG TY CO PHAN DUGUC PHAM NAM HA
415 Han Thuyén - Nam Dinh
MAMHA PHARMA Tel: 0350.3649408. Fax: 0350.3644650
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25 mg

Indomethacin

INTId OVE NN NTIA 0EX TA # )H
Bio quin: Noi kho, trinh dnh sing, DK:

nhiét do tir 15°C - 30°C SOk

Tiéu chudn dp dyng: TCCS So Lo SX:

DE XA TAM TAY TRE EM
DOC KY HUONG DAN SUDUNG
TRUGC KHI DUNG HD:

Ngiy SX:




25 mg /

Indemethacin

MAU NHAN XIN DANG K¥

[_E_ 10 Vi x 30 VIEN NEN BAO FILM
Indomethacin
Thudc bén theo don 25 mg

Ja) CONGTY €O PHAN DUGC PHAM NAM HA
415 Han Thuyén - Nam Dinh
MAMHA PHARMA Tel: 0350.3649408. Fax: 0350.3644650
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25 mg

Indemethacin

Cong thirc:
Indomethacin: 25 mg
Ta dugce vira da | vién

Bio quan: Noi kho, trinh dnh sing,

nhiét do tir 15°C - 30°C

Tiéu chudn dip dung: TCCS

DE XA TAM TAY TRE EM

POC KY HUONG DAN SUDUNG TRUGC KHI DUNG

SbK:




MAU NHAN XIN PANG KY
(Nhan hop 50 vi x 30 vién)
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CONG TY CO PHAN DUJC PHAM NAM HA
415 Han Thuyén - Nam Pinh
NAMHA PHARMA Tel: 0350.3649408. Fax: 0350.3644650

50 Vi x 30 VIEN NEN BAO FILM
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Y Cong thiic: {
Indomethacin: 25 mg
Té dugc vira dit 1 vién

Chi dinh, liéu diing, chéng chi dinh: Xem 1y
huéng dén sir dung trong hop thudc
Bio quén: Noi kho, trdnh dnh sdng, nhiét do 1}
15°C - 30°C

Tiéu chudin 4p dung: TCCS
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MAU NHAN VI XIN PANG KY

SPK:

30 VIEN NEN BAO FILM

Indomethacin |
25 mg |

Chi dinh, chéng chi dinh,
liéu ding: Xem t& huéng
din sir dung trong hép thudc.

CONG TY CO PHAN DUGC PHAM NAM HA

NAMHA PHARMA

SbK:

PHO TENG GIAM BOC
ThSDH: SOV
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TG HUGNG DAN SU DUNG THUOC A61 44

PE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

INDOMETHACIN

Indomethacin 25 mg

Ta dugc vira du 1 vién
Té dwoce gom: Lactose, PVP K30, Tinh bot ngo, Avicel, Sodium starch glyconat, Magnesi
stearat, Eudragit L 100, Tale, Titan dioxyd, PEG 6000, Sunset yellow lake, Sdt oxyd do,

Nuée, Con 95°.
Dang bao ché: Vién nén bao phim.
Quy céch déng goéi: Hop 4 vix 30 vién; hop 10 vi x 30 vién; hop 50 vi x 30 vién.

Dugc dong hoc:
Indomethacin dugc hap thu tét qua dudng tiéu hoa (90% liéu uong duoc hép thu trong
vong 4 gio, kha dung sinh hoc la 100%). Nono dd dinh trong huyét tuong phy thuge vao
lidu da udng va dat khoang 2 gio sau khi uong. Khi c6 thirc an thi hap thu thudc bj giam
nhe, nhung kha dung sinh hoc khong thay doi, tLlOt khong anh hudng toi hip thu thudc.
Vi liéu cheu tri thong thuong, indomethacin gén nhiéu voi plotem huyét tuong (99%)
Thude ngdm vao dich 6 khép, qua duge nhau thai, hang rao mau néo, co trong sita meg

Thanh phan:

nudc bot
Nura doi thai trir khoang 2,5 dén 11,2 gid, 60% liéu udng thai trir qua nude tiéu dudi dag

khong bién d6i hay da chuyén hoa, khoan 33% con lai thai qua phan. Thoi gian dao thag
thudc & tré so sinh dé non dai hon & nguoi I6n 10-20 lan.

Dugre lue hoc:
Indomethacin la thuéc chdng viém khong steroid, dan xuat tir acid indolacetic. Giéng nhu

cac thube chong viém khong steroid khac, indomethacin c6 tac dung giam dau, ha sot
chdng viém va tc che két tap. tiéu cau. Co ché tac dung cua thudc con chua dugc biét hét,
nhung nguoi ta cho rang thude tac dung chu yéu qua tc ché pr ostaglandin synthetase va
do do ngan can tao prostaglandin, thromboxan va cdc san pham khic cua enzym
cyclooxygenase. Téc dung uc ché két tap tiéu cau mat di trong vong 24 gid sau khl ngung
thuéc va thoi gian chidy méu tré vé muc ban diu. Indomethacin tc ché tong hop
prostaglandin D, E'), va I, nen lam giam tudi mau than

Indomethacin 1a thudc ha sét (manh hon aspirin), giam dau (d3ic biét déi voi viem khcrp
man tinh thiéu nién) va chéng viém hitu hiéu. Cing giéng nhu cic thudc chdng viém
khong steroid khac, thuoc c6 thé gdy tac dung c6 hai ndng, vi vay phai dung ding cp:

dinh va thoi gian cang ngan cang tot.
Chi dinh: Céc bénh khép do viém nhu viém khép dang thap, viém cot séng dinh khcrlj,

cac chung hu khép. -
Chong chi dinh: Ngudi c6 tién sir man cam v6i indomethacin, aspirin va cac chit cljﬁf g
viém phi steroid khac

Loét da day ta trang, suy gan nang, xo gan, suy than ndng, suy tim

Nguoi mang thai hodc cho con bu

Than trong:

Tranh dung Indomethacin cho ngudi cao tudi vi c6 nguy co chiy mau duong ti€u hod va

céc rdi loan than kinh trung uong

-



Indomethacin ¢6 thé lam bénh ndng thém & ngudi réi loan tam than, bénh déng kinh,
Parkinson
Can theo ddi chat ché khi dung Indomethacin cho ngudi c6 réi loan vé dong mau, ting
huycl ap, suy tim, bénh vé than, dai thao duong, bénh gan, nguoi dang dung thudc loi
tiéu. ’ )
Indomethacin c6 thé gdy mét tap trung chti ¥, can than trong véi ngudi diéu khién may
moc, tau xe.

Tuwong tac thude:
Khono nén dung Indomethacin phdi hop véi thubc chdng dong theo duong udng, heparin,

aspirin, diflunisal, lithi, digoxin, ticlopidin, methotrexat

Theo ddi chat ché khi dung Indomethacin vdi cac thudc sau: Cyclosporin, probenecid,
thudc loi niéu, thudc chita tang huyét ap

Str dung cho phu nir ¢6 thai va cho con bi:

-Thoi ky mang thai: Chdng chi dinh tuyét d6i trong thoi ky mang thai

-Thoi ky cho con bt: Khéng nén dung Indomethacin trong thoi ky cho con bu.

Téac dung khong mong mudn:

Indomethacin thtrong gdy nhiéu tac dung khong mong mubn, dic biét la thoi gian chay
mau kéo dai (nguy co chdy mau 6 loét 6ng tiéu hoa) va ‘nguy co gay rdi loan chic ning
than (gay o nudc). Co thé gap nhtrc dtau, chong mat, mat ngti, buon nén, non, dalh 5,
thuong vi, ia chay, tdo bon, trdm cam. %
Ghi chu "Tlmng bdo cho bdc sy nhivng tic dung khéng mong muén gdp phai 13
dung th uoc" *: : o
Qua liéu va xur tri: HA
Thuong diéu tri triéu chimg va hd trg. Néu dd dung qua liéu, can 4p dung céc biér
sau nham tang dao thai va bat hoat thudc: Hit da day, ria da day, gdy non va loi tiéeho

ubng than hoat hay thudc nhuén trang. Truong hop nang phai xem xét dén cac bién phéap

khac nhu truyén méu, loc mau bing than nhan tao

Liéu dung:

Liéu thong thuong 1 vién/lan x 2-3 lan/ngay o
Liéu téi da 6-8 vién/ngay /._;f‘j?. -
Ubdng thudc xa bita &n véi nude soi dé ngudi, khéng nhai hay bé v& vién thuoc khi ung #

Han dung: 36 thang ké tir ngay san xuat. Néu thdy vién thudc bi mdc, bi 4m hodc cé hlgn o

: . i Y s Br i
tuong khac la thi phai bao cho nha san xuat biét. '})‘.“%
Bao quan: Dé noi kho, tranh énh séng, nhiét do tir 15°C — 30°C. C“o

)

Tiéu chuin ap dung: TCCS.
Thuoc nay chi dung theo don ciia bac sy.

i Nha sén*xué{lt va phéan ppéi :
CONG TY CO PHAN DUOC PHAM NAM HA
415-Han Thuyén—Nam Dinh
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