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THANH PHAN:

M@i vién nén bao phim chira:
Indomethadin...cciiismmmmmminn 25mg
Ta dugc vd. 1 vién

CHI BINH - CACH DUNG - CHONG CHI
PINH VA CAC THONG TIN KHAC: Xem
trong t& huéng dan st dyng thubc kém
theo.

TIEU CHUAN AP DUNG: DEVN V

BAO QUAN: Noi kho, nhiét d6 dudi 30°C.
OE XA TAM TAY TRE EM.
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Hop 10 vi x 30 vién nén bao phim

Rx Thudc ké don

INDOMETHACIN
25mg

Co 56 san xuét
g—) CONG TY CP DUQ'C PHAM HA TAY
HATAPHAR 16 din phd 56 4 - La Khé - Ha Boéng - TP. Ha Nai

INDOMETHACIN
25mg

COMPOSITION:
Each film coated tablet contains:
Indomethacin......

Excipients q.s f.... ....1 tablet

INDICATIONS ADMINISTRATION -
CONTRAINDICATIONS AND  OTHER
INFORMATION: See the package insert
inside.

SPECIFICATIONS:

Vietnamese pharmacopoeia v

STORAGE: Store in a dry place, below 30°C.
KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE.

Box of 10 blisters x 30 film coated tablets

Ry Prescription drug

INDOMETHACIN
25mg

Manufactured by:
g-li HATAY PHARMACEUTICAL J.5.C

HATAPHAR Population Groups Nod - La Khe - Ha Dang - Ha Nol City




HUONG DAN SU DUNG THUOC
Rx

1. Tén thubc: INDOMETHACIN 25mg
2. Cac diu hiéu luu y va khuyén cdo khi dung thuéc:
“Thube nay chi diang theo don thudc”
“Pé xa tAm tay tré em”
“Doc k¥ hudéng dan sir dung truée khi dung” = CO PHA]
3. Thanh phan cong thire thude: Mdi vién nén bao phim chura: i\t DUOg PHAM /*
Thanh phan dugc chét: Indomethacin 25mg "'f:{f“-\ HA TAY /\\
Thanh phan ta dugc: Lactose, tinh bét san, crospovidon, gelatin, natri lau;;)l{ul}{at,.wc?;zesz
stearat, opadry white, sunset yellow, chocolate brown.
4. Dang bao ché: Vién nén bao phim.
M0 ta: Vién nén hinh tru, bao phim mau nau, thanh va canh vién lanh lan.
5. Chi dinh:
Bénh khop do viém: Viém khép dang thap, thoai hoa
hoa khép hong, rox loan co xwong cip tinh, bénh gout ¢
Viém, dau, phu né sau phau thuat.
Diéu tri dau va céac triéu chung lién quan ctia dau bung kiinh nguyén phat.
6. Cach dung, liéu duang:
*Cdch dung: Thubc duge dung dudng uong Dé giam thiéu cac tac dung khéng mong muén
ctia thude trén dudng tiéu hoa nén udng thude ngay sau bita in hodc cung thuc an.
* Liéu dimg: Liéu lugng nén dugc didu chinh theo dép Umg cta ting bénh nhan. Nén bit
dau diéu tri véi lidu thap. tang dan lén tuy theo kha nang dap tng.
Ngueoi lon:
+ Trong truéng hop man tinh, bat dau diéu tri véi lleu luong thép, tang dan khi can thiét va
dung tlep trong mot thoi gian thich hop (trong mot s6 truong hop. lén dén 1 thang) s& cho
két qua tét nhat véi tac dung khéng mong muén it nhat. Liéu khuyén céo hang ngay 1a 50
dén 200 mg/ngay chia lam nhiéu lan.
+ Bénh gout cap: 150mg dén 200mg mdi ngay, chia lam nhiéu 1an cho dén khi céc ddu hiéu
va triéu chimg giam dan.
+ Dau bung kinh: C6 thé dung t6i 75 mg/ngay. khi bat dau co that hoic chdy méu va tiép
tuc dung dén khi hét triéu chung.
Nguoi cao tuéi: Can thén trong vi cac phan tng bét loi thuong xay ra hon voi nguoi cao
tudi.
Tré em: Liéu lugng & tré em chua dugc thiét 1ap.
T Chong chi dinh:
Man cam véi indomethacin hozc bat ky thanh phan nao cua thuoc.
Tién str loét da day - ta trang hoac loét da day - ta trang tién trién.
Tién sir ton thuong da day — rudt.
Bénh nhén bi polyp mii ket hop voi phu mach.
Nguoi bi hen cap tinh, ndi may day hodc viém miii do diéu tri bang aspirin hodc cac thude
chéng viém khong steroid khac.
An toan sir dung cho tré em chua duge thiét Iap nén khong dung cho tré em.
Phu nit ¢6 thai va cho con bu khéng nén dung.
8. Canh bio va than trong khi dung thude:
- Nguy co huyet khéi tim mach:
Cac thude chéng viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than,
c6 thé lam ting nguy co xuét hién bién cb huyét khéi tim mach, bao 26m ca nhdi mau co
tim va dot quy, c6 thé dan dén tor vong. Nguy co nay c6 thé xuat hién sém trong vai tuan

cot séng dinh khép, thoai
va dau lung.



déu dung thubc va ¢ thé tang 1€n theo thoi gian dung thude. Nguy co huyét khéi tim mach
dugc ghi nhén chu yéu & lidu cao.

Béc sy can dénh gia dinh ky su xuat hién cua c4c bién cb tim mach, ngay, Ak %é@sman
khéng ¢6 cac triéu chimg tim mach truéc do. Bénh nhan can dugc ca,r(h‘*ba@ w;: Ac\é\s\ _\ €u
chimg cua bién ¢b tim mach nghiém trong va can tham kham bac sy ngjzgf khl\xuqt .}1161\;@' c
triéu chtrng nay. l x\ DUOC PHAM /4
Pé giam thidu nguy co xuat hién blen cb bt loi, can st dung thuéc &' 11@1.1 h@nomgi}y
nhat ¢6 hiéu qua trong thoi gian ngan nhét c6 thé. \ Py

- Tranh dung indomethacin cho nguoi bénh cao tudi vi ngudi cao tudi thuéﬁ%eéﬁﬁ@uy co
chay méu dudng tiéu hoa hay cac rdi loan than kinh trung wong (nhtc dau, la lan ao giac).
- Str dung than trong & bénh nhén suy giam chtre nang thén, r6i loan chay méu, rbi loan tim
than, dong kinh hoic Parkinson, vi thuoc c6 thé 1am cho bénh nang thém.

- Indomethacin trc che két tap tidu clu va kéo dai thoi gian chdy mau. Nguoi bénh ¢ r01
loan vé déng mau can droc theo dai chat ché. Bénh nhan sir dung indomethacin 14u dai cin
danh gia cong thirc méau thuong Xuyen.

- Khi str dung indomethacin c6 the lam ting huyét ap hogc lam nang thém bénh tang huyét
ap, lam tang nguy co cac bién cd tim mach do huyet khéi dong mach. Do vdy nhitng bénh
nhén cé bénh tim mach hoic co veu tb nguy co mac bénh tim mach nén din iéu thap nhét
¢6 hiéu qua va trong thoi gian ngén nhat. 0
- Thubc c6 thé gay rdi loan da day — rudt nén ubng thude cung vo ¢ an, sira hodc cac
thude khang acid. Truong hop xuat huyét tiéu hoa hoic loét X4y ra c n ngung thudc.

- Indomethacin c¢6 thé che ]ap céc tridu chimg nhiém khuan, vi véy, diéu tri khang sinh nén
duoc bat dau ngay khi c6 ddu hiéu nhiém khuén.

- Réi loan thi gidc c6 thé xay ra khi didu tri v6i indomethacin, nén kham mét dinh ky néu
thoi gian dung thude kéo dai.

- Indomethacin ¢6 thé lam giam luu lugng méu qua than. Do vay, khi sir dung thude nay
cho nguoi tang huyet ap, suy tim, bénh vé than, dai thdo duong, benh gan, ddc bi¢t la nguoi
bénh dang dung thubc loi tiéu can phai dugc theo doi can than dé phat hién som cac dau
hiéu & nuéce, phu. Khi d6 bénh nhan can duge ngung thude dé phuc héi lai trang thai trude
khi diéu tri.

- Cén theo dai chat ché kali huyét vi nguy co tang kali do indomethacin cé thé Xay ra &
nhitng bénh nhéan c6 chirc ning than binh thudng.

- Thén trong khi dung thuée cho bénh nhan méic hodc ¢6 tién sir trude d6 cia bénh hen phé
quan do thudc co thé gay co thit phé quan & bénh nhan nay.

- Str dung indomethacin c6 thé lam giam kha nang sinh san nir, khéng khuyén cdo dung &
phu nir gap kho khan trong viéc thu thai.

- Tranh su dung dong thoi 2 hodc nhiéu hon cac thude chéng viém khong steroid.

- Thanh phan ctia thube c6 chira lactose, do dé nhitng bénh nhan mac cac rbi loan di truyén
hiém gap vé dung nap galactose, chimg thiéu hut lactase Lapp hoac réi loan hap thu glucose-
galactose khong nén dung thudc nay.

- Thubc ¢6 chira sunset yellow, chocolate brown c6 thé gdy ra cac phan tng di ung.

9. St dung thudc cho phu nit c6 thai va cho con bi:

* Thoi ky mang thai:

Thudc chi nén st dung trong 3 thang dau va 3 thang gitra cla thai ky khi loi ich diéu tri vuot
trdi so voi nguy co.

Trong 3 thang cubi cta thai k¥, cac thude khac thudc nhom nay gy déng G 6ng dong mach
som, h¢ van 3 14, tang huyet ap dong mach phdi, hé éng dong mach sau sinh, thodi hoa co
tim, rdi loan chire nang tiéu cau co thé gy chay méu, chay méu néi so, rdi loan chirc nang
thdn hoac ton thuong va suy than & thai nhi. Nén khong khuyén céo st dung thude trong 3
thang cudi ctia thai ky.
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* Thoi ky cho con bu: Indomethacin tiét qua sira me¢. Khong nén dung trong th01 ky cho
con bu.

11. Twong tac, tu0'ng Ky cia thuoc:
* Twong tdc ciia thudc: %
Indomethacin lién két manh vdi protein nén canh tranh lién két prm‘wu;ac thubc
khdc. Khong nén ding indomethacin phéi hop vii:

- Thude chéng dong theo duong ubng va heparin: Nguy co gy xuat huyét nang.

- Aspirin: Lam gidm ndng dé indomethacin trong huyét twong va lam tdng nguy co, muc do
ton thuong da day - rudt.

- Diflunisal: Lam tang ndng d6 indomethacin trong huyét tuong, giam thanh thai & thén, ¢
thé gdy chay méu & duong tiéu hoa dan dén tir vong.

- Lithi: Indomethacin lam tang néng do lithi trong huyet thanh dén muc gay doc. Néu bude
phai ding ddng thoi, cin kiém tra thuong xuyén nong do lithi trong mau va theo doi chat
ché bénh nhén dé phat hién kip thoi dau hiéu ngd doc lithi. Piéu chinh liéu lithjfrong va sau
khi diéu tri bang indomethacin.

- Glycosid tim (digoxin): Indomethacin c6 thé lam ting ndng d6 digox
va kéo dai thoi gian ban thai cua digoxin.

- Ticlopidin: Dung ddng thoi v6i indomethacin 1am tang tac dung itrc ché két tap tiéu cau
din dén ting nguy co chay mau.

- Methotrexat: Indomethacin lam giam thai trir methotrexat nén lam tang doc tinh cua
methotrexat.

- Thube khang virus (ritonavir): Nguy co ngd déc indomethacin, tranh str dung dong thoi.

- Phenylbutazon: Indomethacin lam ndng tinh trang suy than do phenylbutazon.

- Corticosteroid: Khi phéi hop voi indomethacin gdy gia tang nguy co loét da day hoac xudt
huyét.

- Phenylpropanolamin: Khi ph01 hop v6i indomethacin gdy tang huy ét ap nghiém trong.

- Penicilin, nafcilin: Khi ding dong thoi v6i indomethacin c6 thé gay suy thén cap.

- Zidovudin: Khi phdi hop véi indomethacin gia ting nguy co doc tinh huyét hoc.

* Phéi theo doi chdt ché nguwdéi bénh khi ding phoi hop indomethacin véi cdc thube sau:
- Cyclosporin: Gia tang nguy co doc tinh trén than. Khi ding phéi hop can thudong xuyén
theo doi chirc nang than.

- Ding dong thoi indomethacin v&i thude dbi khang thu the angiotensin II lam giam hiéu
qué ctia cac thude nay trén huyet ap. Nguy co suy than cép tinh c6 thé tang 1én & mot sé
bénh nhén ¢6 chue nang than bi ton thuong.

- Indomethacin c6 thé 1am giam tac dung loi tleu va ha huyét ap cua thiazid va furosemid.

- Diing ddng thoi indomethacin va thube loi tiéu gitt kali ¢6 thé 1am tang kali huyét.

- Desmopressin: Indomethacin lam tang tac dung cia desmopressin.

- Thudc gian co: Indomethacin lam tang nguy co ngd doc baclofen do giam ty 1€ bai tiét.

- Probenecid: C6 thé 1am cho ndng do indomethacin ting gap déi néu ding déng thoi.

- Thudc khéng acid ¢6 thé lam giam kich ng rudt boi indomethacin nhung lai ¢6 thé lam
giam nong d6 indomethacin trong huyét thanh.

- Néu dung indomethacin, dap tng ctia co thé véi mién dich bang vic xin séng c6 thé xay
ra nang hon.

* Twong ky ciia thudc: Do khong c6 cac nghién citu vé tinh tuong ky cta thude, khong tron
14n thube nay voi cac thude khac.

12. Tac dung khong mong muén cita thude:

Nguy co huyét khdi tim mach (xem thém phan Canh bdo va Thin trong)

trong huyét thanh




- Thuwong gap, 1/100 < ADR < 1/10:
Toan than: Nhire dau, chéng mit, mét ngu.
Tiéu hoa: Non, budn nén, dau vung thuong vi, ia chay. tdo bon.

Than kinh: Trim cam, dau dau dic biét 1a dau nhidu vé budi sang kem/ftl';eﬁ
1én, n6n, budn nén, run ray, co giat, chong mit. fesf

={ ¢©0 “‘*AN
- Ir gdp, 1/1000 < ADR < 1/100: el o UJC PHAM
Toan than: Kém an, ngét. \e\_HA TRy
Thinh gidc: Gidm sirc nghe. N
N 20ng -1

Mau: Giam bach cau, ban xuét huyét, giam tiéu cau, déng mau noi mach rairae-thicu mau
thir phat do chdy mau dai dang bén trong, thiéu méu tan huyét, trc ché sinh tuy xuong, thiéu
mau khong tai tao.

Tuén hoan: Loan nhip tim, suy tim.

Tiéu hoa: Loét nhiéu 6 & da day. ta trang, thing da day, chay mau dudng tiéu héa, chay méau
6 cac tui thira hodc & khéi u néu cé, viém ruot, hep rudt, viém loét miéng.

Théan: Giam chic nang thén, suy than.

Da: Tu méau dudi da, chdm xuét huyét, mang xuét huyét, ban do, ngira, d6 md hoi.

Chuyen héa: Phu, & nuée.

Thén kinh: Loan cam, bénh than kinh ngoai bién. Ly

Tiét niéu - sinh duc: Déi ra méau, chady mau 4m dao, chimg to vi & dan ng.

- Hiém gdp, 1/10000 < ADR < 1/1000:

Toan than: May day, viém mii, hen, choang phan v¢, phu, sdc.

Thi gidc: Nhin mo, thay déi & gidc mac, nhiém doc & vOng mac.

Thinh gi4c: Réi loan thinh giac, diéc.

Maéu: Thiéu mau thiéu san, thiéu mau tan mau. giam bach cau hat.

Tuan hoan: Tang huyét ap, ha huyét ap.

Tiéu hoa: Loét da day, rudt, hep dan t6i tac rudt, thung dai trang sigma.

Thén kinh: Dau h mat hay quanh hé mit, dong kinh, Parkinson, co giat, loan than.

Da: Viém da, hong ban da dang, hoi chiung Stevens-Johnson, hoai tir biéu bi nhiém doc.
Gan: Viém gan, vang da, tang men gan.

Chuyé én héa: Tang duong huyet dudng niéu, tang kali huyét.

Tiét niéu — sinh duc: Protein ni€u, viém thén k&, héi ching thén hu.

Xuong khop: Lam thay d6i tde do pha huy sun.

- Hudng dan cdch xir tri ADR:

Giam thiéu ADR dudng tiéu hoa bang cach udng thude ngay sau bita an, khi co thic an hoac
ubng vai chat khang acid.

Bénh nhén c6 nguy co loét da day cén nhéc phéi hop voi misoprostol hodc thude chen bom
proton.

Dinh ky kiém tra phan vé biéu hién chay mau dai dang bén trong & ngudi dang didu tri
indomethacin dai ngay.

Tac dung tic ché ket tap tiéu cau s& hét sau khi nging thude 24 gio.

Ngtng st thube néu xay ra chay mau duong tiéu hoa, phan tng nang ¢ gan, than kinh, dau
dau dai dang mic du da giam liéu.

13. Qua liéu va cach xir tri:

- Triéu clirng qud li¢u: Cac triéu ching bao gdm dau ddu, budn non, non, dau thuong vi,
xudt huyét tiéu hoa, it khi tiéu chay, mat phuong hudng, kich thich, hon me, budn ngu,
chéng mit, u tai, ngit xiu, thinh thoang co gidt. Trong trudong hop ngd doc cap tinh c6 thé
co ton thuong gan, than.

- Cdch xit tri: Thuong diéu tri triéu chig va hd tro. Ap dung cac bién phap nham ting dao
thai va bat hoat thude: Hut da day, rira da day, gay nén va loi tiéu, cho udng than hoat hay
thudc nhuén trang. T rudng hop ning phai xem xét dén cac bién phép khac nhu truyén mau,
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loc mau bang thén nhan tao. Theo ddi chic nang gan, than chat ché 1t/;hh\§t %g&oqs@
uong heu c6 kha nang gy doc. Vi tac dung phu gay loét da day va xuatr‘;lauy et*ga)q,i\a chg
nén can theo ddi bénh nhan vai ngay tiép theo. \*\ DUOC PHAM  /y
14. Dic tinh duge lye hoe: \’J ‘\rill TAY /
Indomethacin la thude chéng viém khong steroid, dan Xudt tir acid mdolaﬁétm;goté@\ ng
giam dau, ha sét, chbng viém va tic che két tap tiéu cdu. Co ché tac dung cta thudccon chua
dugc biét hét. Thude tac dong chii yéu qua trc ché enzym prostaglandin synthetase va do d6
ngan can tao prostaolandm thromboxan va cdc san pham khéc cua enzym cyclooxygenase.
Tac dung uc che két tap tiéu cau mét di trong vong 24 gi¢ sau khi ngimg thude va thoi gian
chay mau tré vé murc ban dau. Indomethacin trc ché téng hop prostaglandin D3, E», 1> nén
lam giam tuéi mau than.
15. Pac tinh dwoe dong hoc:
+ Hiép thu: Indomethacin duoc hép thu t6t & ong tiéu hoa. 90% lidu uong vao duoc hép thu
trong vong 4 gi0, sinh kha dung la 100%. Nong d¢ dinh trong huyet tuong phu thuge vao
liéu da udng va dat khoang 2 gi¢ sau khi udng. Khi ¢6 thue an thi hap thu thuoc bi gidm nhe
nhung sinh kha dung khong thay dbi. Tubi khong anh huéng dén hap thu thude.
+ Phdn bo Hon 90% indomethacin dugc gin véi protein huyét tuong. Thube duge phan bd
vao dich  khép, qua dugc nhau thai, hang rao mau ndo, co trong sira me va trong nude bot.
+ Chuyén héa: Indomethacin duoc chuyén hoa & gan, chi yéu la methyl hoa, acetyl héa,
ngoai ra ¢6 glucuronid héa va tuan hoan gan rudt. \g\/
+ Thdi trir: Thoi gian ban thai khoang 3 — 11 gi&. 60% liéu udng thai trir qua nudce tiéu dudi
dang khong d6i hay da chuyén hoa, khoang 33% thai trir qua phan.
16. Quy cach déng géi: Hop 10 vi x 30 vién nén bao phim, kém theo t& huéng dan st dung
thude bén trong hop.
17. Piéu ki¢n bao quan, han ding, tiéu chuin chit lugng cia thude:
Bao quan: Noi kho. nhiét do dudi 30°C.
Han dung: 24 thang ké tir ngay san xuét. Khéng duge ding thude da qua han dang.
Tiéu chuén chét luong: DDVN V.
18. Tén, dia chi clia co sO' sdn xuit thude.
Tén co s6 sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Bia chi: T6 dan phd sb 4 - LaKhé - Ha Doéng - TP. Ha Néi
PT: 024.33522203 FAX: 024.33522203
DT: 024.33824685 FAX: 024.33829054
Hotline: 024.33 522525

TUQ.CUC TRUGNG
P.TRUONG PHONG
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