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RUGAM 200mg

Tiaprofenic acid 200 mg

1. Thanh phin cong thire thube:

Mdi vién chira:

Thanh phan duge chit: TIaprofenic acid ..........ccoeiiieiismmssesisessssssasssans 200,0 mg.
Thanh phéan ta duge: Laciose monohydrat, tinh bot ngé, polyvinyl pyrrolidon (PVP) K30,
natri lauryl sulfat, colloidal silicon dioxyd (Aerosil), magnesi stearat, natri starch glveolat.
2. Dang bao ché: Vién nén.

3. Chi dinh: )

Viém khap dang thip, viém xuong khap, viém ¢ot song dinh khép, dau cot song that lung, hdi ching
co xuong khép nhu viém bao hoat dich khop, tinh trang nhiém tring cac mé mém khéc, bong gan,
viém sau phau thudt, dau va cic ton thuong mé mém khéc.

4. Liéu lwgng va cich ding:

Liéu ding:

Nguoi lon:

600 mg mdi ngay, chia thianh nhiéu lan,

300 mg x 2 lin/ngay

Hodc 200 mg x 3 lan/ngay.

Ngiroi cao (1oi:

Trong T.l'l.l'Ul‘lE hcrp suy than, suy tim hogc suy gan, liéu cia SORUGAM 200mg nén duy tri & muic thip
nhét c6 tha. Lidu d& nghi trong trudng hop nay 14 200 mg x 2 lin/ngay.

Tré em

Khong c6 di dir liéu dé khuyén nghi st dung SORU GAM 200mg ¢ tré em.

Tuy nhién, tic dung khong mong mudn ¢6 thé duge giam thiéu bang cach sir dung liéu thip nhat co
hi¢u qua trong thoi gian ngin nhit co thé dé kiém sodt tricu chimg.

Cdch ding:

Thude duge ding bang dudng udng, nén nudt nguyén vién va tbt nhét 1a dung trong hodc sau bita an.
5. Chdéng chi dinh:

Chdng chi dinh ding SORUGAM 200mg néu:

- Qua man vai hoat chat hodc bat ky thanh phén ta duge nao cua thude.

- Loét da day ta trang tién trién hodc tién sir loét/xuét huyét da day.

- Tién str xudt huyét/thing dudng tiéu hoa lién quan dén viéc diéu tri bang NSAIDs trude do.

- Pang méc céc bénh 1y vé bang quang va tuyén tién liét.

- Tién st tai phat cac bénh ly duomg tiét niéu.

- Chéng chi dinh st dung NSAIDs & bénh nhdn ¢6 cac phin (mg qua man (hen suyen viém mili,
phit mach hodc ndi mé day) khi dap @mg véi ibuprofen, aspirin hoae cic thude chdng viém khang
steroid khac.

- Ba thang cudi cta thai ky.

- Suy tim nang, suy gan va suy than.
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6. Canh bao va than trong:
Tac dung khong mong mudn ¢o thé duge giam thiéu bang cach su dyng licu thap nhit ¢o hi¢u qua
trong thoi gian ngz"m nhat ¢o thé dé kiém sodt tri¢u chimg. Bénh nhin duoc dicu tri hfmg NSAIDs lau
dai nén trai qua sur giam sat y té déu dan dé duoe theo doi cde bién ¢d ¢o hai.
Tranh sur dung d(:mg thoi SORUGAM 200mg véi NSAIDs bao pom ca ciac thude tre ché chon loc trén
COX-2.
Tiaprofenic acid nén duge sur dung than trong trong cac truong hop sau:

- Bénh nhin suy than man tinh (dic biét can theo doi ¢in thin chire niang thin).

- Bénh nhan tang huyét ép va/hoge suy lim,

- Ngudi cao tudi vi lam ting tdn sudt cac phan (mg ¢o hai véi NSAIDs, dac biét la nguy co chay

méu va thung duong tiéu hoa ¢é thé dan dén tir vong.

- Bénh nhén co tién st suy gan.
Roi loan hé hap:
Can than trong khi st dung cho bénh nhin dang méc hodc ¢6 tién sir hen phé quan vi NSAIDs di dugc
bdo cio gdy ra con co that phé quan ¢ nhirg bénh nhan nay.
;3 mprnlcum acid ¢6 thé gitt muoi va nuge giy phu. Khi bat ddu diéu tri, cdn theo doi luong nudc tidu
va chire ning thin o bénh nhén c6 tién str tang huyét ap, suy tim, xo gan hoac hdi chimg thin hir va o
bénh nhan ddn;, ding thude loi tiéu.
Cac bdo cdo da ghi nhéan lai céc triéu chimg dudng tiét niéu va viém bang quang khi sir dung
tiaprofenic acid va cidc NSAIDs khdc. Bdo céo ve viém bang quang cua tiaprofenic acid ¢6 khuynh
hudng cao hon so véi cac NSAIDs khac. Khi bit ddu co cac triéu chimg duomg tiét niéu, néu lle tue
diéu tri véi co thé gdy ra viém bang quang va lam tinh trang nay tro nén nghi¢m trong hon. Néu céc
triéu chimg dudmg tiét niéu xay ra thuong xuyén, khin cap, kho titu, ticu dém hogc llcu mau, phai
ngtmg st dung tiaprofenic acid ngay 1ap tirc va thue hién tong phén tich va ciy nude tiéu va bat bude
phai duoc diéu tri dé phuc héi hoan toan.
Trude khi bat diu diéu tri bing tiaprofenic acid, bénh nhin nén duoc yéu cau thong bio cho béac si
didu trj vé cac triéu chimg dudmg tiét niéu, ngay ca khi bac si da co kinh nghiém véi cdc triéu chimg
nay tir tién sir cua bénh nhan. Bénh nhan nén duge canh béo vé sy xuat hién cua céc triéu chimg dudmg
tiét niéu c6 thé goi y viém bang quang va néu diéu do xay ra thi nén ngung thude va tim dén su can
thiép y té.
Xudt huyét tiéu héa, loét va thing:
Xuét huyét tiéu hoa, sur loét hodc thiing ¢6 thé din dén tir vong, di duoe bao cao vai tit ca NSAIDs tai
bét ky thoi diém nao trong qué trinh diéu tri, ¢6 hoidic khong cd triéu chimg kém theo hoiic tién st cdc
bénh dudng ticu héa nghiém trong trude do.
Nguy co xudt huyét tiéu hoa, loét hodc thung cao hon khi tang licu NSAIDs, & nhimg bénh nhdn co
tién su loét, & ngum cao tudi. Truong hop nay nén bit diu diéu tri & liéu thdp nhit c6 thé va can nhic
didu trj két hop vai cac chét béo vé dudng tiéu héa nhu (misoprostol hodc thube e ché bom proton)
va ca nhimg bénh nhén dang dung dong thoi voi aspirin liéu thap, hodc cde loai thude khac ¢ kha
ning lam tang nguy co trén dudng tiéu hoa.
Cén than trong khi sir ~dung dong thoi voi cac thude lam tang nguy co loét hoac chay méau nhu
corticosteroid dlr(m;, uong, Lhuoc chong déng nhu warfarin, thude rc ché tai hap thu ¢6 chon loc
serotonin, thudc chéng két tip tiéu ciu nhur aspirin, hoic nicorandil.
Ngung didu tri voi SORUGAM 200mg khi xay ra loét hoac xuét huyét duong tiéu hoa.
Than trong khi str dung NSAIDs trén bénh nhin co tién sir cac bénh ly dudng tiéu hoa (viém loét dai
trang, hoi chimg Crohn) vi ¢6 thé lam tinh trang do trs nén trdm trong hon.
Da liéu: _
Cac phan (g nghiém trong trén da c6 thé giy tir vong bao gbm viém da troc viy, hoi chimg stevens-
johnson (SJS), hdi chimg heai tir da nhiém doc (TEN) di duoce bao cao hiém khi lién quan dén viée sir
dung NSAIDs. Bénh nhan ¢6 nguy co xuat hién cic phin ung nay cao nhét trong giai doan sém cua
qud trinh diéu tri. phan 16n céc trudng hop 1a trong théng dAu tién diéu tri. Khong nén tiép tuc sir dung
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SORUGAM 200mg sau lan déu sir dung xudt hién phat ban da, t6n thuong niém mac hoiic bat ky diu

hiéu man cam nao khac.

Suy giam kha nang sinh san o phu nir:

Viée sir dung SORUGAM 200mg ¢6 thé gy suy giam kha ning sinh san & nir va khong duge khuyén

cdo st dung & déi tugng dang ¢6 v dinh mang thai. O nhimg déi tuong gap khé khin trong viée mang

thai hodc dang duge kiém tra vé tinh trang vo sinh, nén xem Xét ngung sur dung thude.

Co nguy co di img chéo giira aspirin va NSAIDs bao gbm ca tiaprofenic acid. Phan (mg gia di (mg nay

¢6 thé bao L_um Phat ban, noi mé day va pha mach hode cac bicu hi¢n nghi¢m trong hon (vi du: Pha

thanh quan co thit phé quan va wm,) Nguy co gia di img cao hon o nhimg bénh nhan viém xoang tai

phat, viém mii xoang hodc ndi m¢ day man tinh. Bénh nhan hen suy¢n ¢6 nguy co gip cic phan ng

nguy hiém. Do do, tiaprofenic acid khong dugce dang cho bénh nhin ¢6 lién str hen.

Do NSAIDs ¢6 kha nang can thi¢p vao chirc nang ti¢u cau, can thin trong str dung & bénh nhén bi xudt

huyét nio va chay mau noi lang.

Suy tim mach, than va gan:

NSAIDs ¢6 thé lam giam tong hop prostaglandin vé sém dan dén suy than. Dic biét la & nhitng bénh

nhin bi suy giam chire nang than, suy tim, roi loan chirc nang gan, ding thude loi tiéu va ngudi cao

tudi. Can theo dai chire ning thin ¢ nhitg bénh nhan nay.

O nhitng bénh nhén duoc diéu tri bfmg: tenofovir disoproxil fumarat va c6 céc yc,u t6 nguy co gy r6i

loan chirc ning than, khi khoi dau didu tri & Iu:u cao hodic sir dung nhiéu loai thude chdng viém khong

steroid (NSAIDs) cic truomg hop suy than cap sau do da duoc ghi nhan, vi vy chirc nang thian cin

duoc theo doi day du khi str dung tenofovir disoproxil fumarat ciing véi NSAIDs.

Anh hueong trén tim mach va mach méu néo:

Cén theo d&i va tir van thich hop cho bénh nhin c6 tién sir ting huyét ap va/hoiic suy tim & mire do

nhe dén trung binh vi gitr nude va gy phu da duoce bio cdo la lién quan dén tri liéu bang NSAIDs.

Diéu tri ban}, tiaprofenic acid cin phai dugc cin nhic thét than trong & bénh nhan ting huyét ap chua

duge kiém soat, suy tim, bénh tim thiéu mau cuc bg, bénh dong mach ngoai hlen va/hoae bénh mach

méu ndo, ciing nhu trude khi bit diu didu tri dai han & nhimg bénh nhan ¢6 yéu t6 nguy co méc bénh

tim mach (tang huyt_t ap, tang lipid mau, dai thao duong, hit thudc).

Nguy co huye! khoi tim mach:

Cic thube chong viém khong steroid (NSAIDs), khong phai aspirin, ding dudng toan than, ¢6 thé lam

tang nguy co xudt hién bién ¢6 huyt_l klml tim mach, bao gom ca nhdi mau co tim va dot quy, €0 thé

din dén tir vong. N;:uy co ndy ¢6 thé xudt hién som trong vai tufin diu ding lhunc va c6 thé ting Ién

theo thoi gian dung thude. Nguy co huyét khéi tim mach duge ghi nhan chu yéu ¢ lidu cao. Béc si can

danh gia dinh ky su xufit hién cla cée bién ¢d tim mach, ngay ca khi bénh nhén khong co cac tri¢u

chimg tim mach trude do. Bénh nhan can duge canh bdo vé céc tridu chL'rn}:, ctia bién ¢d tim mach

nghiém trong va can tham kham bac si ngay khi xudt hién céc triéu chimg nay. Dé giam: thiéu nguy co

xuat hién bién ¢& bét loi, cin sir dung SORUGAM 200mg @ liéu hang ngay thdp nhit c6 hiéu qua

trong thoi gian ngin nhit co thé.

Bénh Lupus ban do hé thong (SLE) va bénh mé lién két hon hop:

O nhimg bénh nhan bi Lupus ban do hé théng (SLE) va bénh mé lién két hén hop co thé lam ting

nguy co viém mang nio vo khuan.

Ta diroc:

San phdm cé chira ta duoc lactose monohydrat. Bénh nhin ¢6 vén dé di truyén hiém gip vé khong

dung nap galactose, thiéu hut tng sb lactase hoic kém hép thu glucose-galactose khong nén dung san

phdm nay.

7. Sir dung thube cho phu nir ¢é thai va cho con bi

Str dung thuéc cho phu nit ¢o thai:

Céc di tat bam sinh da duoc bdo cio ¢6 lién quan dén str dung NSAIDs & nam, tuy nhién tan sut xay

ra thdp va khong tuan theo nhiing kiéu hinh rd rang. Tiaprofenic acid c6 thé qua duge nhau thai. Mac

dii cac nghién ctru trén dong vét khong tiét 16 bang chimng giy quai thai nhung khong thé gia dinh tinh
T
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an toan cua tiaprofenic acid trén phu nir ¢o thai va cho con bu. (iifmg vai nhimg NSAIDs khac.
SORUGAM 200mg khong nén sir dung trong 6 thang diu cua thai ky hodac dau dé trir khi lgi ich cho
bénh nhan vt troi hon so vai nguy co trén thai nhi.
Dudi su anh huong cua NSAIDs trén hé lhnng tim mach cta thai nhi (giy dong dng dong mach) da
biét, chdng chi dinh sir dung & 3 thang cudi thai ky, khai phat chuyén da sé bi cham lai va kéo dai thoi
gian chuyén da cling vai tang xu huéng chiy mau & ca me va con.
Ste dung thuoe cho phu nit cho con bii:

Theo nghién ctru lugng SORUGAM 200mg trong sita me la rat nho, khoang 0.2 % ltcu dung va dudmg
nhu khong ¢6 v nghia duoce 1y. Cho con b hodce diéu tri cho me nén duge dimg khi can thiét.
8. Anh hwing cia thude 1én khi ning lai xe, vin hanh miy moe
Thude 6 thé gay ra nhitng tic dung khong mong mudn nhur chong mat, budn ngt, mét mai va rdi loan
thi gidc ¢o thé xay ra sau khi sir dung NSAIDs. Do d6 nén than trong khi lai xe hodc van hanh may
moc.
9. Twong tic, twong ky cia thude )
Heparin, thuée ha diong hnyi:f va thuoce loi ticu:
SORUGAM 200mg c6 ty 1€ lién két cao voi protein, khong nén ding dong théi véi cde thube ciing ¢6
kha nang lién két cao véi protein nhu heparin. Diéu chinh liéu ¢6 thé ein thiét vai cac thude ha duong
huyét, phenytoin va thude loi tiéu. Vi cic thude ha duang huyét duomg uﬁng su e ché chuyén hoa
nhom sulphonylurea, kéo dai thoi gian ban huy va ting nguy co ha dudmg huyét da duge bio cho.
Thube ¢ fmnq dong mdu va drmm két tap tieu cau;
Sir dung NSAIDs cting véi thude chdng déng mau duge xem la khong an toan vi lam ting nguy co
chay mau.

- Heparin.

- Thubc khang vitamin K (warfarin).

- Thude tre ché két tip tiéu cau (ticlopidin, clopidogrel).

- Thubc e ché 1hr0mbm (ner dabigatran).

- Thude e ché true tiép yéu té Xa (nhu apixaban, rivaroxaban, edoxaban).

Néu phai sir dung dong thai, bénh nhin cin duge theo dai chiit ché.
Cde thuoc giam dau khdac bao gom thudc ke ché chon loe COX-2:
Str dung ddng théi SORUGAM 200mg véi cic NSAIDs khac (ké ca thude e ché chon loc
cyclooxygenase-2) va salicylat lidu cao nén tranh do ting nguy co tic dung khong mong mudn, dic
biét 1a rdi loan duong tiéu héa trén.
Corticosteroid.
Phéi that than trong khi dung SORUGAM 200mg voi corticosteroid do lam tang nguy co loét hoac
chay mau duong ticu hoa.
Nicorandil:
O nhiing bénh nhén sir dung dong thoi nicorandil va NSAIDs, c¢6 nguy co cao bi bién chimg ning nhu
loét, thing va xuit huyét duong tiéu hoa.
Glycosid tim va sulphonamid:
Cén thin trong khi ding SORUGAM 200mg vdi glycosid tim va sulphonamid. Véi glycosid tim,
NSAIDs cé thé lam tram trong thém suy tim, giam GFR va tang nong do glycosid tim trong huyét
tuong.
Methotrexat:
Sir dung déng thoi SORUGAM 200mg véi methotrexat lam giam thai trir methotrexat. Nén tréanh sir
dung v&i methotrexat liéu cao va sir dung than trong véi methotrexat liéu thap.
Tenofovir: .
Str dung tenofovir disoproxil fumarat va NSAIDs ¢6 thé lam ting nguy co suy thin.
Lithium:
Giam thai trir lithium. NSAIDs da duoe bdo céo 1a lam ting ndng do lithium trong huyét tuong vi vy
khuyén c4o theo doi ndng dé lithium & nhimg bénh nhén dang diéu tri bang SORUGAM 200mg.
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Mifepriston:

Khong nén sir dung aspirin va cic NSAIDs khac trong it nhat 8-12 ngay sau khi ding mifepriston vi
NSAIDs ¢o thé lam giam tac dung cta mifepriston.

Thuoc loi tiéu:

Phai cht v than trong khi ding SORUGAM 200mg vai thude loi tiéu, nd lam giam ca tic dung loi ticu
va ha huyét ap cua thude lgi tiéu va tang nguy co suy than vi/hodic ting kali méu. Thude lgi ticu co thé
lam ting nguy co doe than cua NSAIDs.

Tacrolimus:

Co thé tang nguy co ddc than khi dung NSAIDs véi tacrolimus.

Ziovudine:

Tang nguy co doc tinh trén huyét hoc khi ding NSAIDs véi zidovudine. Co bing chimg vé viée ting
nguy co mdc bénh tan mau va tu mau trong bénh hemophiliac HIV (+) khi diéu tri dong thoi
zidovudine va ibuprofen. _ )

Phai cha y thén trong khi ding SORUGAM 200mg vai thuoe tre cheé men chuyén va thude dbi khing
thu thé angiotensin II: Suy giam chirc ning thin, cé thé bao gom suy thin cip. o bénh nhén bi suy thin
(bénh nhan mat nude hodc bénh nhan cao tudi).

Kha nang twong tde phai dioe {ua‘: dén vai:

- Iluth khoi: Tang nguy co x cudit huyc

- Thube ha huyét dp (thude lgi tiéu, thude chen beta, thude (e ché men chuyén, thude dbi khang thu
thé angiotensin 11): Giam hoat tinh cua céc thude nay. Diéu nay nén duge ghi nhé & nhimg bénh nhén
mai hodic dang bi suy tim sung huyét va/hodc ting huyét ap.

Cdc chlt trc ché tdi hdp thu chon loc serotonin (SSRI):

Tang nguy co chay mau dudmg tiéu hoa.

Pentoxifyllin:

Tang nguy co chay mau.

Cliclosporin:

C6 thé tang nguy co doe trén than néu diing NSAIDs véi ciclosporin.

Khdang sinh quinolon: )

Dit liéu trén dong vat chi ra ring NSAIDs ¢6 thé lam tang nguy co co gidt ¢6 lién quan dén khang sinh
nhém quinolon. Bénh nhan ding NSAIDs va quinolon ¢6 thé ting nguy co tién trién con co giat.
Aminoglycosid hode probenecid:

Cén than trong khi sir dung SORUGAM 200mg véi aminoglycosid hoiic probenecid. Aminoglycosid
¢6 thé tuong tic vai NSAIDs, lam giam chic nang thin ¢ nhitng ngudi nhay cam, giam thai trir
aminoglycosid lam tang ndng do trong huyét tuomg. Viée giam chuyén hoa va thai trir NSAIDs ciing
v6i cic chét chuyén hoa da duoc quan sat khi ding chung véi probenecid.

10. Tic dung khéng mong mudn ciia thude (ADR):

Rit throng gdp: ADR >10/100

Tiéu hoa: Pau bung trén.

Thuong gap: 10/100 > ADR > 1/100

Tiéu hoa: Budn ndn, non, khoé tiéu, tiéu chay.

Hé mién dich: Phan tmg di g khang dic hiéu, co that phé quan, khé tho.

Thén kinh: Hoa mét, chong mat.

Nhiém tring va nhjém ky sinh trung: Viém bang quang.

Khéng ré tan suit ADR

Ti€u hoa: Phén den, non ra mau, chén an, khoé ti€u, o nong, day hoi, tdo bon, viém da day, viém tuy
céip, viém dai trang va hdi chimg Crohn.

Da va té chire dudi da: Phat ban, viém ngua, ndi mé day, ban xuat huyét, rung toc, ban do va cac bénh
da ¢6 bong nuée (hdi ching Stevens-Johnson hodc hdi ching hoai tir da nhiém ddc), phan (mg nhay
cam voi anh sang, phi mach.
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Hé mién dich: Phan tmg qua man da duoc bao cdo sau khi dicu tri l*u"mg NSAIDs, soc phan v, hen
suyén, dic biét & nhimg déi twong di tmg vai aspirin va NSAIDs khic.

Mau va hé bach huyél: Giam tiéu cau, thiéu mau do chay mau ¢o thé xay ra.

Tai: U tai va buon ng.

Than kinh: Nhirc diu.

Than va dudmg tiét niéu: Dau bang quang, kho tiéu, tiéu budt, tiéu ra mau ¢6 thé xay ra.

Chuyén hoa: Gitr mudi va nude.

Gan: Viém gan, ving da.

Xét nghiém: Thoi gian chay mau kéo dai, chire nang gan bat thuong.

Cic tie dung khong mong muon khic da dupc bio cio véi NSAIDs nhung khong cu thé voi
SORUGAM 200mg: ‘

Hé_lhfm kinh: Viém day thin kinh thi gidc.

Mat: R6i loan thi gide.

Co xuong va md lién két: Di cam.

Tam than: Trim cam, nham lan, ao giac.

Toan thin: Mé&t moi, kho chiu.

Mau va hé bach huyét: Giam bach ciu trung tinh, mat bach ciu hat, thiéu médu bit san, thiéu mau tan
huyét.

Théan kinh: Bdo cdo vé viém mang nio vé khudn (ddc biét & nhitng bénh nhén bi réi loan hé tu mién,
nhu Lupus ban do hé thnng bénh md lién két hdn hop), vai céc triéu chimg nhu cimg ¢, nhire diu,
budn nén, ndn, s6t hoje mat phuong hudng.

Mach médu va tim: Phi, ting huyét dp va suy tim, di dugce bao cao lién quan dén diéu trj bang
NSAIDs.

Nguy co huyét khéi tim mach (xem thém phfm “*Canh bdo va than trong™).

11. Qui lidu va cich xir tri:

Diéu tri hd tro va didu tri tri¢u chimg duoc chi dinh khi ding qua liéu SORUGAM 200mg.

Triéu chimg:

Cac triéu chimg bao gém dau dau, budn nén, non, dau ving thueng vi, chiy mau dudng tiéu héa, hiém
khi tiéu chay, mit phwong hudng, kich thich, hén mé, budn ngu, chéng mit, 0 tai, ngit xiu, thinh
thoang co gidt. Truong hop ngd doc nang c6 thé dan dén suy than cip va ton thuong gan.

Didu tri:

Diéu tri triéu chimg.

Trong vong 1 gid sau khi ding thude, cho ding than hoat tinh. Rira da day trong vong 1 gidr sau khi
udng thude qua lidu ¢6 khé nang de doa tinh mang & ngudi lon.

Dam bao lugng nude binh thuong. Theo doi chit ché chire nang than va gan.

Theo ddi bénh nhin it nhit 4 gior sau khi dimg lugng 16n chit ¢6 kha niing giy doc.

Co giat thuong xuyén hodac kéo dai nén dugce diéu tri bfmg diazepam tiém tinh mach. Cac bién phap
khic co thé duoe chi dinh tiy thude vio tinh trang 14m siang ctia bénh nhan.

12. Dac tinh duge lue hoe

Nhém duge ly: Thude chbng viém khong steroid, ma ATC: MO1AE11.

Tac dung cua tiaprofenic acid dbi voi sun khép da duoc nghién ctru trong céc thir nghiém in vitro va
nghién citu ex-vivo sir dung cac md hinh viém khop khac nhau trén dong vat. Céc thi nghiém ex-vivo
trén moi truong nudi cay t& bao sun & ngudi cling da duoc tién hanh. Trong céc thi nghiém nay
tiaprofenic acid & ndng do tuong duong voi lidu didu tri. da khoéng 1am giam qua trinh sinh téng hop
proteoglycan va khong lam thay ddi su tiét ra proteoglycan. Su phan hily cia proteoglycan bi (ic
ché. Nhirng két qua niy cho thiy tic dung trung tinh hodc c6 thé cé loi cua tiaprofenic acid dbi vai sun
khép trong diéu kién thir nghiém. Y nghia 1dm sang ctia nhitng phéat hién nay da duoc nghién ciru
trong mot nghién clru mir doi dai han, co dbi chimg trong do tiaprofenic acid khong lam tang dang ké
ty 1& suy giam khéng gian khép & bénh nhan bi viém khap goi.
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Diic tinh duge dong hoe
Nghlnn ciru liéu don: Diing duomg unmc (dat nong do 1di da 90 phit mat do X quang). Nong do trong
huyét tvong =0 & tai 24 gio, %= 1.5 dén 2 gio.
Thir nghiém ldp lai: duge thai trir nhanh chéng va khong ¢6 su tich liy sau khi lap lai lidu 600
mg/ngay, tinh trang on dinh sau ngay dau tién. Khong co su giam hap thu & bénh nhéan viém khop

dang th.lp dang dicu tri dai han. Khdng ¢6 bang chimg khace nhau vé duge dong hoe ¢ ngudi cao tudi.
Lién két vai protein: 97 — 98 %.

D¢ thanh thai: 6 lit/gio.

Thai trir: 60 % qua nude tiéu, phan con lai qua mat.

Chit L’"ILI}L.I] hoa: Co 2 chit chuyén hoa chinh va bai tiét ra nude tiéu khoang 10% va ¢6 hoat tinh

duge 1y thip. Hoat chit chinh duge bai xudt hiu nhu dudi dang acyl glucuronid.

14. Quy cich déng goi: Ep vi Alu —PVC/Alu —Alu, vi 10 vién, Hop 3 vi; 5 viz 10 vi; Chai nhua 50
vién; 100 vién va 200 vién

15. Diéu ki¢n bio qu.m Bio quan dudi 25°C. tranh anh séng,

16. Han ding ciia thude: 36 thang ké tir ngay san xudt,

17. Tiéu chuin chiit lwong cia Ihunc Tiéu chuin co so.

18: Tén, dia chi ciia co sd siin xuit: . o .

CONG TY CO PHAN DUQC & VAT TU Y TE BINH THUAN

192 Nguyén 161, P. Pha Trinh, TP. Phan Thiét, Tinh Binh Thudn, Viét Nam
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