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[Compaosition] Each capsule contains,
Etodelac
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Pracautions, Side-affects]

Flease see the insert paper

KO S M I N Capsule

200mg

[Quality spacification] USP 32 Visa No
[Storage] Lot No
Stare in hermetic containers at room Mfg Date
temperature below 30T

Exp Date
For more infarmation see the inser paper
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2. Intermediate label :

KOSMIN ;-

Etodolag ———-——— 200mg
Visa Ne (SEK)

Lot No (5814 §X)

Mg Data(NSX)

Exp. Dala(HD)
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Etodolac ——-——- 200mg
Visa No {SBK)

Lot No (S84 5X)

Mig Date(NSX)

Exp. Data{HD]

g_“ e o 7o oA

KOSMIN -

Visa No.(SEK)
Lot No (S414 SX)
Mig. Cata(NSX)
Exp Data{HD}
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KOSMIN -.:

Etodolac «—emsmem- 200mg
\Visa No (SEK)

Lol Na (3414 8X)

Mg Data{NSX)

Exp Date(HD)
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Etodolag ——----=--- 200mg
ins No (SEK)

Lot Ho.(S4 14 §X)

Mg Dala(NSX)

Exp Dela(HD)
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KOSMIN .-z

Etodolac —-emeeem- ~ 200mg
Visa No.{SEK)

Let Ne (5844 5X)

Mig. Date(NSX}

Exp Data(HD)
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KOSMIN s

Etodolac 200mg

Viza No (SEK)
Lot No (S8 14 8%}
Mg Cate(NSX]
Exp DatalHO]
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KOSMIN o~

Elodolac —-—-— 200mg
Visa No.(SEK)

Lot Na {86 14 SX)

g Date(NSX)

Exp Date(HD)
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KOSMIN .

Elodolac 200mg
Viza Mo (SBK)

Lat Mo (5814 8X)

Mg Date(NSX) -

Exp. Date(HD)
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KOSMIN ~-

Etodolac 200mg
Visa No [SEK)
Lot No.{S4 18 X}

Mig Date(NSX)
Exp. Data{HD}
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KOSMIN -

Etodolag ————-—— 200mg
Visa No {SBK)

Lot No (S 16 S}

Mig. Data(NSX)

Eap Data(HD)
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KOSMIN .

Etodolag —-———— 200mg
Visa No (SEK)

Lot Mo (3516 8X]

Mg Data(NSX]

Exp. Data(HD)
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KOSMIN ;...

Etadolac 200mg
Visa No (SBK)

Lat ba (S614 8X)

Mg Data{NSX)

Exp Data(HD)
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KOSMIN ;i

Etodolac 200mg

Visa No (SOK)
Lt No (56 168X}
Mig Data(hsXx)
Exp Data{HD)
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KOSMIN ;-

Etodolac —————- 200mg
Viga No (SBK)

Lot Mo {5818 8X)

Mg Data(NSX]

Exp Date{HD}
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KOSMIN ..

200mg

Visa No (SBK)
Lot No (541 8X)
Mg Dala{NSX]
Exp Data{HD)]
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KOSMIN ...z

Etodolag ~-———— 200mg
Visa No {SBK)

Lot No (5418 8X)

Mg Date(NSX]

Exp Data(HD]
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KOSMIN sz

Etodelac 200mg
Visa No (SBK)

Lot No (36 14 5X)

Mg Date(NSX)

Exp Dala{HD)
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KOSMIN -

Etodolac 200mg
Visa No (SBK)

Lot Mo (S618 5X)

Mig Dala(NSX)

Exp Date{HD)
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Etod0lac ——m—-e-mems 200mg
Visa Na (SBK)
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Mig Dala(NSX)

Exp Date(HD)
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R.: Thudc ké dom

Doc ky hwéng dan sir dung trieée khi ding.

Nen can thém théng tin, xin hoi y kién bdc si hodc dugec si.

KOSMIN Cap.

Tén thude: KOSMIN

Thénh phin:

M3i vién chira 200 mg Etodolac

Ta duoc: Lactose, Corn Starch, Talc, Ascorbic acid, Stevioside.
Dang bio ché: Vién nang cing

Quy cich déng gbi: Hop 10 vi x 10 vién..

Chi dinh:

Etodolac dung diéu tri khang viém va giam dau do viém xwong va viém khdp, ké ca dau
phan mém sau chan thuong nhu viém gan, viém quanh khép. Etodolac ciing ding giam dau
cap trwong hop dau nhe dén dau vira, dau bung kinh. J%
Liéu ding va cich sir dung: 7

Giam dau: 200 — 400mg x 2 - 3 lan/ngay (mdi 6 dén 8 tiéng/ldn). Liéu tdi da 1000mg/ngay.
Viém xuong - viém khop:
Liéu khoi ddu dé giam dau: 300 mg x 2 — 3 1an, hay 400mg x 2 14n, hay 500mg x 2 lan/ngay

Liéu thdp hon 600mg/ngay c6 thé dung giam dau lau dai.
Choéng chi dinh:

- Bénh nhan c6 tién stir man cam véi Etodolac hay bat ctr thanh phan nao cua thudc.

Bénh nhan c¢6 man cam chéo véi aspirin va cac thude khang viém khong steroide khac.
Bénh nhan timg c6 diu hiéu hen, polip mai, pht mach hay ndi mé day sau khi dung
aspirin va cac thude khang viém khong steroide khac.
- Bénh nhan loét da day-ta trang tién trién.

Bénh nhan suy gan nang.
- Bénh nhan suy than nang khoéng dugc thdm tach mau.

- Bénh nhan dau sau phau thuat dat Sng thong mach vanh.
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Thén trong:
1) Khéng dung qué lidu chi dinh.
2) Su dung thubc céan than dbi vai nhiing bénh nhan sau (nén hoi y kién bac si hoac duoc si
trude khi sir dung thube):
- Bénh nhan suy than
Bénh nhan bi gitr nudce
- Bénh nhan cao huyét ap
- Bénh nhan suy tim
- Nguoi cao tudi
Tic dung phu:
Tac dung phu thudng gip cia Etodolac la trén hé tiéu hoa. Doi khi gay kho tiéu, budn non.
non, dau bung, tao bon, dfly hoi, tiéu chay, ¢ hoi, viém thyc quan, loét da day ta trang, Xuét
huyét tidu hoa tidm an hay A at. Cac. dau hiéu nhu phan mau den, suy nhuoe, chong mat tu thé
cho biét c6 xuat huyét ndi. Ban do, suy than, 0 tai va nhay cam véi anh sang cé thé xay ra.
Thong bdo ngay cho bdc sy khi gip phii cdc tdc dung khéng mong muén ciia thuéc. 2

" 5 i £ .
l'wong tiac voi thude khae:

1) Thuée ché'ng dong mdu: O liéu didu tri, cac thude cl1611g déng (heparin, dan xuat
dicumarol) lam ting nguy co gdy xuat huyét néu dung dong thoi voi Etodolac.

2) Cyclosporine, digoxin, lithium and methotrexate: twong tu nhu céc thube khang viém
khong steroid khéc, Etodolac c6 tac dong 1én prostaglandins & than nén co thé lam giam
thai trir dn dén tang ndng do va ting doc tinh cua cac thude trén.

3) Thuéc loi tiéu: Etodolac lam giam dap tmg vai cac thude loi tiéu.

4) Uc ché ACE: Khi ding ddng thoi Etodolac va thude te ché angiotensin s& lam tang nguy
co suy than.

5) Thubc khang acid: Dung démg thoi voi cae thube khang acid khong lam chdm hép thu
Etodolac. Tuy nhién cac thude khang acid 1am giam ndng do t6i da cua Etodolac trong
mau khoan 15% dén 20% nhung khong anh huong thoi gian dat ndng do tdi da.

St dung cho phu nir ¢6 thai va cho con ba:

Khong dung Kosmin cho phu nir ¢é thai va cho con bu.

e = A “ - v . ~ . - -
Anh hwong dén kha ning ldi xe va vin hanh mav moc:
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Pic tinh duoce lue hoe:

KOSMIN la khang viém khéng steroid c6 tac dung khang viém, giam dau, va ha sét. Gidng
nhur cc thube khang viém khong steroid khéc, co ché tac dong ctia KOSMIN chua hoan toan
duoc xac dinh, tuy nhién o thé lién quan dén su we ché téng hgp prostaglandin.

Pic tinh duoe dong hoe:

Hip thu

Etodolac hép thu tét va c6 sinh kha dung turong déi 1a 100% khi ding vién nang 200mg ciing
nhu 12 dung Etodolac dang dung dich. Theo cac nghién ciru cin bing khéi, tac dung trén toan
co thé ctia Etodolac dang vién nang hay dang vién nén la khoan 80% tré 1én. Sau khi udng,
Etodolac khong bi chuyén héa qua chuyén hoa 1an dau. Nong do tdi da cia thude trong méau
sau khi udng 1 liéu 200 dén 600mg l1a 14 = 4 g/mL va 37 + 9 g/mL, sau 80 + 30 phuat. Liéu
dung ti 1& thuan véi dién tich dudi duong cong biéu dién néng d6 thube trong mau theo thoi
gian cho dén lidu 600mg/12 gid. Nong do tbi da cua thude trong mau-ti 18 v&i lidu dung (licu
toi da 400mg/12 gio) ca trén tong lwong Etodolac va dang tu do trong mau. Tuy nhién véi
lifu 600mg thi ndng dd téi da chi cao hon so véi némg do toi da khi dung liéu binh thuong
khoan 20%. Thirc an khéng lam cham hép thu Etodolac nhung lam giam 50% ndng do toi da
ctia thude trong mau va lam cham dat dén ndng do tdi da khoan 1,4 dén 3,8 gio. i?
Phan b 4
Thé tich biéu kién trung binh phian b (Vd/F) cua Etodolac vao khoan 390mL/kg. 99%
Etodolac lién két v&i Protein huyét tuong, cht yéu la albumin. Phan thude tu do trong méu
dudi 1% va phu thude vao tong ndng dd Etodolac theo lidu st dung. Chua xéc dinh duoc
Etodolac ¢6 bai tiét qua sira me hay khong. Tuy nhién, duva theo nhimg tinh chét héa 1y thi rat
¢ nhiéu kha nang thude vao dugce sita me. Theo cac dir liéu can lam sang, dya vao nf")ng do
t6i da cia thude trong huyét tuong khi dung lidu diéu tri & ngudi cho thiy luong Etodolac tyr
do khéng bi anh huong boi acetaminophen, ibuprofen, indomethacin, naproxen, piroxicam.
chlorpropamide, glipizide, glyburide, phenytoin, vaprobenecid.

Chuyén héa

Etodolac chuyén héa chu yéu qua gan. Tuy nhién, vai trod chuyén biét cua hé cytochrome P450

trong chuyén hoa ciia Etodolac van chua xdc dinh rd. Rat nhidu chét chuyén hoa cua

Etodolac dugce tim thiy trong mau va nude tiéu. Mot so chdt chuyén hoa van chua xac dinh
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glucuronide, 10% chét chuyén hoéa dang hydroxylate. Khi ding thude 1au dai, dang chuyén
hoa hydroxylated-etodolac khong tich Iy trong mau & nguoi cé chirc nédng than binh thuong.
O nguoi suy thin, chua ¢ nghién ciu sy tich [0y hydroxylated-etodolac. hydroxylated-
etodolac tiép tuc chuyén hoa dudi dang glucoronate va dao thai mot phan qua than va mot
phén qua phan.

Pao thai

Thoi gian dao thai trung binh Etodolac sau khi udng 12 49 (+ 16) mL/gio/kg. khoan 1% dao
thai qua nuoc tiéu dang chua chuyén héa va 72% dudi dang da chuyén hoa: 13% etodolac
glucuronide, 5% dang etodolac hydroxylate (6-, 7-, and 8-OH), 20% dang hydroxylated
chuyén héa thém glucuronid, 33% dang chuyén héa chua xac dinh.

Mic du Etodolac chuyén héa chi yéu qua than, khong cin diéu chinh liéu & bénh nhén roi
loan chirc ning than nhe dén trung binh. Thoi gian ban thai Etodolac la 6,4 gio. O bénh nhén

suy than ning hay chay than nhén tao ciing khang can thiét didu chinh lidu Etodolac.

16% liéu ding Etodolac dao thai qua phan. J,,
Qui lidu: 4

Cac dau hidu qué liéu cap tinh cac thudc khang viém khong steroid thuong la hén mé, ngu.
budn ndn, nén, dau viing thuong vi, cac tridu chimg nay thuomg hdi phuc khi dung cac thude
diéu tri hd tro. Xuat huyét da day — rudt c6 thé xay ra. Hiém khi gap cao huyét ap, suy than cap.
suy hé hip va hon mé.

Duing céac bién phap diéu tri diéu tri triéu chimg va hd tro gidng nhu truong hop qua lidu cac
thude khang viém khong steroid. Khong ¢6 thude giai dgc dac hiéu.

BAO QUAN: Bao quan trong bao bi kin, nhiét d6 dudi 30°C.

HAN DUNG: 36 thang ké tir ngay san xut. Khéng dung qua han sir dung.
Dé xa tim tay tré em

Nha san xuat:

Fax: 82-51-263-«11?1\},‘? o=
Web site; www.L:i-ne:n__c:;b
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