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CHAl 100 VIEN NEN BAD PHIM

Iburhum 400 100v_DEG1_V1
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Ibuprofen
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1. THANH PHAN CONG 'ﬁi‘ﬁc THUOC: Mdi vién nén bao phim chira:
Haat chat: TOUpialB. ... cooumvinsss v s soaasss i & 400 mg
Td dirpe: Natri starch glycolat, tinh bdt ngd, silic oxyd dang keo khan, povidon K30, talc, acid

stearic, croscarmellose natri, opadry 11 white, ponceau 4R lake, sunset yellow lake.
2. DANG BAO CHE: Vién nén bao phim
3. QUY CACH BDONG GOI:
- Hop 10 vi x 10 vién nén bao phim.
- Chai 100 vién nén bao phim.
4.DUQC LUC HOC
Nhom dugce Iy Thude khang viém khong steroid.
Ma ATC: MOTALO!
- Tbuprofen 1a thudc khing viém khong steroid, ddn xudt tir acid propionic. Giéng nhu cac thube
khang viém khong steroid khéc, ibuprofen c6 tic dung giam dau, ha sét va chéng viém. C6 téc
dung trc ché prostaglandin synthetase va do d6 ngan tao ra prostaglandin, thromboxan va céac

san pham khéc ciia cyclooxygenase. Thuprofen ciing ire ché téng hop prostacyclin & than va co
thé gdy nguy co t nude do lam giam dong méu t&i than. Can phai dé y dén diéu nay déi véi
cAc ngudi bénh bi suy than, suy tim, suy gan va cdc bénh ¢6 réi loan vé thé tich huyét tuong.

- Tac dung khang viém cua ibuprofen xuat hién sau hai ngay diéu tri. Ibuprofen c6 tac dung ha
sbt manh hon aspirin, nhung kém indomethacin. Thude c6 tic dung chéng viém tdt va ¢6 téc
dung giam dau tét trong diéu tri viém khép dang lhaip thiéu nién.

5.DUQC DONG IIQC SR

Ibuprofen hép thu t6t & dng tiéu hoa. Nong do téi da cia thude trong huyét twong dat dugc sau

khi udng tir 1 dén 2 gio. Thudc gan rat nhi¢u véi protein huyét trong (tir 90 dén 99%). Thoi gian

ban thai cua thude khoang 2 gio. Ibuprofen dao thai rét nhanh qua nudc tiéu (1% dudi dang
khéng d6i, 14% dudi dang lién hop).

6. CHI DINH
- Ha sét.
- Giam dau va chéng viém tir nhe dén vira trong céc truong hop sau: Thng kinh, nhire dau, dau
ring.
7. CACH DUNG, LIEU DUNG

Cich ding: Ding dudng udng.

Liéu dung:

Khuyén cdo sir dung dang bao ché ¢é ham lugng phtt hop voi cée lidu dung 200 mg (vi du:

ibuprofen 200 mg).

Negwoi lon:

—  Liéu uong théng thuong dé giam dau: 1200 — 1800 mg/ngdy, chia 1am nhiéu liéu nho, tuy
liéu duy tri 600 — 1200 mg/ngay di ¢d hiéu qua. Néu cin, lidu ¢6 thé tang 1én. litu i da
khuyén cdo 1a 2400 mg/ngay hodc 3200 mg/ngay. Nguoi bénh bi viém khép dang thap
thudmg phai ding ibuprofen liéu cao hon so véi ngudi bi thoai héa xwong — khép.
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https://trungtamtpisoe: 6o Yo giam sér 1a 200 — 400 me, cich nhau 4 — 6 gio/lan, cho t6i thi da 1a 1200
mg/ngay.

—  Liéu théng thuong trong dau bung kinh 12 200 mg mdi 4 — 6 gid, can ding ngay khi bi dau

va tang 1én 400 mg mdi 4 — 6 gid néu can thiét nhung khéng qua 1200 mg/ngay.
Tré em: )

Giam dau va hg sot: ‘ ' i ' ‘

Tré 12 — 18 tudi: Khoi dau 200 mg, dén 400 mg x 3 — 4 lan/ngay. 161 da 2400 mg/ngay. Lic¢u

duy tri la 600 — 1200 mg.

8. CHONG CHI PINH ) ,

- Bénh nhdn man cam (qua man) voi ibuprofen, aspirin hay cac thudc khang viém khong steroid
khac.

- Bénh nhén bj loét da day 14 trang dang tién trién, suy gan niang va suy thin ning.

- Phu nit ¢6 thai hodc dang cho con bu.

- Két hop véi aspirin hay véi cac thube chéng viém khong steroid khac (hen, viém miii, ndi may
day sau khi diing aspirin); v6i thude khang déng dudmg udng, heparin, thudc ha duomg huyét
nhém sulfonylurea, mubi lithi, ticlodipin.

- Noudi bénh bi hen hay bi co thit phé quan, réi loan chay mau, bénh tim mach, suy tim sung
huyet bi giam khdi lvong tudn hoan do thuée loi tiéu hoic bi suy thén, hay dang duoc diéu trl e

bang thude :.homT ddng coumarin.
- Nguoi bi bénh tao keo (¢ nguy co viém mang nio vo khuén).

9.LUUY VA THAN TRONG , , Uza(

- St dung & nhitng nguoi ¢o6 tudi: Liéu lugng theo tudi khong anh huong dén duge dong hoce cua2, v )

Iburhum 400.

- Khi r6i loan thi gidc xay ra trong thoi gian diéu tri, phai di kham mat.

- Bénh nhéan c¢6 tién st loét da day ta trang, thodt vi hoanh, XUuat hu_vét tiéu hoa phai dugc theo

dai can than trong thoi gian didu tri. Khoi ddu diéu tri. theo dai thé tich nude tiéu va chiic nang

than & bénh nhan suy tim, xo gan, than hu, suy thin man tinh, hodc bénh nhan dang diéu tri
bing thude loi tiéu.

Nguy co huyét khéi tim mach:

Céc thude chbng viém khéng steroid (NSAIDs), khong phai aspirin, dung duong toan thén, cd S
thé lam ting nguy co xuat hién bién ¢d huyét khéi tim mach, bao gém ca 111101 mau co tim vadot e
quy, c6 thé din dén tir vong. Nguy co nay co thé xuat hién sém trong vai tudn dau ding thude v
¢6 thé tang 1én theo thoi gian ding thude. Nguy co huyét khéi tim mach duoc ghi nhan chi yéu
& liéu cao.

Bic si can danh gia dinh ky su xuét hién cta cdc bién c¢b tim mach, ngay ca khi bénh nhén
khéng ¢ cac triéu chimg tim mach trude dé. Bénh nhén cin duge canh bao vé cée triéu chimg
ctia bién ¢b tim mach nghiém trong va can tham kham béc s7 ngay khi xuit hién céc triéu chitng
nély

Dé giam thiéu nguy co xut hién hlcn cb bat loi, cin sir dung Thurhum 400 & liéu hang ngay thip
nhét ¢¢ hiéu qua trong thoi gian ngén nhat ¢6 th ,

Thube nay co chira: Ponceau 4R lake va sunset yellow lake, ¢o thé gdy phan Gmg di tng.

Thoi ky mang thai va cho con ba: Chdng chi dinh.

Anh hwing cia thude ddi voi cong viée: Khong nén lai xe, vin hanh may mée, 1am viée trén
cao va cdce cdng viée khéc khi ¢6 tri¢u chimg nhu chéng mat, buodn ngu, mét moi va rdi loan thi
giac.

10. TUONG TAC THUOC
- Iburhum 400 va cac thuoc khang viém khong steroid khac lam tang tac dung ngoai y ctia cac
khang sinh nhém quinolon 1én hé than kinh trung uong va c6 thé din dén co giat.
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h;[’_[pS:/ / trungtamg&%q@ﬂ}!}cyd lam ting sy hép thu ban dAu cta Tburhum 400, nhumg néu nhém hydroxyd
cung ¢o mat thi khong co tac dung nay.
_ Vi cée thube khang viém khéng steroid khéc: Phéi hgp thube [am ting nguy co loét da day té
trang.
- Methotrexat: Phéi hop thube lam tang doc tinh huyét hoe ctia methotrexat.
- Digoxin: Phéi hop thube c6 thé lam tdng néng d¢ digoxin huyét twong.
11. TAC DUNG KHONG MONG MUON ‘
Nguy co huyét khéi tim mach (xem thém phén Luu ¥ va than trong).
- Thueong gap, ADR > 1/100
Sbt, méi mét, chudng bung, buén nén, ndn, nhirc ddu, hoa mit chong mit, bon chdn, mén
ngtra, ngoai ban.
- It gap, 171000 < ADR < 1/100
Phan tng di Gng (dac biét co that phé quan & ngudi bénh bi hen). viém miii, néi may day, dau
bung, chay méu da day - rudt, 1am loét da day tién trién, lo mo. mit ngd, U tai, réi loan thi giac,
thinh luc giam, thoi gian chdy mau kéo dai.
- Hiém gdp, ADR < 1/1000
Phu, n6i ban, hoi chimg Stevens - Johnson, rung toc, {ram cam, viém mang nao vo khuén, nhin
mé, rdi loan nhin mau, giam thi luc do ngd doc thude, gidm bach cau, giam tidu cdu, giam
bach cdu trung tinh, ting bach ciu ua eosin, giam bach cau hat, thiéu mau, r6i loan co bop i
mat, cdc thir nghiém tham do chitc nang gan bit thudng. nhidm ddc gan, viém bang quang, dai
ra mau, suy than cip, viém than k&, hoi ching thin hu.

12. QUA LIEU VA CACH XU TRi
Triéu chimg: Budn non, nén, dau da day, budn ngi. phin den hodc mau do, thd nong, ngal hodac
hon mé. \’a \
Xt tri: Thuong 12 diu tri tridu chung va hd tro. Néu dd udng qua liéu thi can ap duﬁ% ‘n‘h\mg
blen phap sau day nham tang dao thai va bat hoat thude: Rira da day, gay noén va Im/{]e;'_ﬁ cho

uéng than hoat hay thude tdy mudi. Néu niang: tham tach mau hodc truyén mau.

? P

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO <
Khing dung qua li¢u chi dinh \AA

14. PIEU KIEN BAO QUAN: O nhiét d6 dudi 30°C, noi khd réo, tranh anh séng. 3

15. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuit. Khang dung thudc khi qua!han

dung. Ly

L

16. TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:

FPharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV
84 27. Pudmg 3A, Khu Cong Nghiép Bién Hoa 11, Phudng An Binh, Tp. Bién Hoa, Tinh Dong Nai.
DT: (0251) 3992999 Fax: (0751) 38 5088
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