RXTHU(")'C KE DON

TO HUONG DAN SU DUNG THUOC
Vién nén

PEXIFEN

Thudc nay chi ding theo don thudc
Dé xa tam tay tré em
Poc ki huéng din sir dung truwée khi ding
Thong bao ngay cho bac s§ hoic dugc sy nhimg tic dung khong mong mudn khi sir dung thude

1. THANH PHAN CONG THU'C THUOC

MBbi vién nén chira:

Thanh phan dwoc chit:

Piroxicam beta-cyclodextrin

tuong duong véi Piroxicam ............. 20 mg

Thanh phan td dwoc:

Cellulose vi tinh thé M101, croscarmellose natri, natri lauryl sulfat, magnesi stearat.

2. DANG BAO CHE 7
Vién nén dai, mau vang, mot mat c6 dap logo - ", mt kia c6 dap gach ngang.

3. CHIPINH

Trude khi ké don piroxicam betacyclodextrin, bac sy s¢ danh gia gitra loi ich cua viéc dung
thudc nay cho bénh nhén véi nguy co phat trién cdc tac dung phu. Bac sy co thé can kiém tra va
cho ho biét nhitng khoang thoi gian ho cin duoc kiém tra do phai ding piroxicam
betacyclodextrin.

Piroxicam betacyclodextrin 13 thudc chéng viém giam dau, ding lam thuyén giam mét s triéu
chimg do viém xuong - khép (bénh hu khép: Bénh thodi héa khop), viém khép dang thip va
viém cot song dinh khép (thdp khép & cot séng), nhu sung, cing, d6 va dau khép. Piroxicam
betacyclodextrin khong chita dugc viém khop va chi gitp d& bénh nhan ching nao ho con dang
ding thudc.

Béc sy chi ké piroxicam betacyclodextrin cho bénh nhan khi khong thuyén giam day du nhitng
triéu chimg véi nhitng thudc chdng viém khong steroid khac (NSAIDs).

4. CACH DUNG, LIEU DUNG

Luon dung piroxicam chinh xac theo 15i din do ctia bac s§. Ban can xin ¥ kién bac sy hodc dugc
sy néu thay khong chéc chan.

Bac sy sé kiém tra thuong xuyén, dé xem ban d dung liéu tdi uu piroxicam chua.

Bac sy s& diéu chinh cach dung thudc 1am sao dung liéu thap nhat ma kiém soat triéu chimg
dugc t6t nhat. Ban khong dugc thay d6i lidu dung trong bat ky trudng hop nao néu khong co ¥
kién cta bac s.

Nguoi 1on va nguoi cao tudi:

Liéu t6i da mdi ngay 1a 20 mg piroxicam, dung mot lan duy nhét trong ngay.

Véi ngudi trén 70 tudi, thi bac sy co thé cho dung lidu hang ngay thip hon va rat ngan liéu trinh
diéu tri.

Bac sy co thé ké don piroxicam cung mot thudc khac dé bao vé da day - rudt, tranh céc tac dung
phu c6 thé c6. Khong duoc ting lidu dung.

Néu cam thiy thudc nay khoéng c6 hiéu qua 1am, can ludn ludn hoi ¥ kién bac s3.

Néu ban quén khong ding piroxicam:

Can dung cang som cang t6t khi ban nhé lai, nhung néu gan lan dung thudc tiép theo, thi khong
dugc dung lidu thuéc ma ban da quén. Ban cir dung lidu tiép theo vao ding gid quy dinh.
Khéng bao gio dwoc ding gap doi liéu.
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5. CHONG CHI PINH

KHONG DUQC DUNG piroxicam betacyclodextrin khi gip cac truong hop sau:

- Bidi tng (qua man cam) véi piroxicam hodc véi cac thanh phén cua PEXIFEN.

- Trude da cé loét da day hodc rudt, chdy mau hodc thing 6ng ti€u hoa.

- Hién dang bi loét, chdy mdu hodc thung da day hodc rudt.

- DPang c6 hodc da co tién str roi loan ti€u hoéa (viém da day hodc rudt) dan t6i rdi loan chay
mau nhu viém loét dai trang, bénh Crohn’s, ung thu 6ng tiéu hoda, viém tai thira (viém hoac
nhiém khuén tai trong dai trang).

- Khi dang dung NSAIDs khéc, bao gf)m thudc e ché chon loc COX-2 va acid acetylsalicylic
(1a chit c6 trong thanh phan nhiéu che pham ding giam dau va ha sdt), can nhé 1a nhiéu
NSAIDs c6 thé mua duoc ma khong can don ké.

- Khi dang dung thudc chéng dong, nhu warfarin dé ngan ngira cuc mau dong.

- Khi trude do6 bi phan tng di ing nghiém trong vai piroxicam, véi cdc NSAIDs khac va cic
thubc khéc, dic biét 1a cdc phan (mg nghiém trong ngoai da (khong tinh dén d6 nghiém trong)
nhu ban do da dang, viém da tréc vdy (d6 manh ¢ da va da bi 16t trng méang), cdc phan Ung
mun - bong nudc (hdi chimg Stevens-Johnson), 14 truong hop da phong, c¢6 méu, bi x6i mon
hodc c6 vo cing, va hoai tu biéu bi nhiém doc, 12 bénh bi gidp va bi 1ot & phén trén cling cua
da.

- Khi da c¢6 triéu ching hen, viém mdii, polyp mili, phu mach va phat ban trong khi dung acid
acetylsalicylic hodc cac NSAIDs khéc.

- Khi dang mang thai hoac nghi ¢6 thai.

- Khi dang thoi ky cho con bii.

- Duéi 18 tubi.

- Khi c6 bénh gan ndng.

- Khi c6 bénh than nghiém trong.

- Khi c6 bénh tim vira hodc nghiém trong.

- Khi bi ting huyét 4p nghiém trong.

- Khi ¢6 rdi loan huyét hoc nghi€m trong.

- Khi c6 tang chay mdu (dé dan t6i chay mau ludn).

Néu gdp cac trudng hop dd néu & trén, khong duoc ding piroxicam betacyclodextrin. Bdo cio

ngay lap tirc véi bac sy.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Nguy co huyét khoi, tim mach

Cic thubc chéng viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan than, c6
thé lam tang nguy co xuat hién bién c6 huyét khoi tim mach, bao gém ca nh01 mau co tim va dot
quy, c6 thé dan dén tir vong. Nguy co nay co thé xuat hién som trong vai tudn dau ding thudc va
c6 thé tang 1én theo thoi gian diing thudc. Nguy co huyét khéi tim mach duoc ghi nhan chi yéu
& lidu cao.

Bic sy can danh gia dinh ky su xuét hién cua cdc bién cé tim mach, ngay ca khi bénh nhan
khong c6 céc triéu ching tim mach trude do. Bénh nhan can dugc canh béo vé céc triéu ching
ctia bién c6 tim mach nghiém trong va can tham kham bac sy ngay khi xuat hién cic triéu ching
nay.

Pé giam thiéu nguy co xuét hién bién cb bt 1gi, can sir dung piroxicam & lidu hang ngay thap
nhat c6 hiéu qua trong thoi gian ngan nhit c6 thé.

Céan than trong dac biét vdi piroxicam betacyclodextrin va ludn bdo cdo bac sy trudc khi dung
piroxicam betacyclodextrin: Giéng nhu v6i moi thuc chong viém khong steroid (NSAIDs),
piroxicam betacyclodextrin c6 thé gdy cdc phan tng nghiém trong ¢ da day va rudt, nhu dau,
chay mau va loét.

Can ngung dung piroxicam ngay 1ap tirc va gip bic sy néu c6 dau da day hodc bat ky dau hiéu
nao vé chdy mau ¢ da day hodc rudt, nhu phan den hoac chay mau khi dai tién hodc ndn ra mau.
Can ngimg ding piroxicam betacyclodextrin ngay 1ap tirc va gip béac sy néu c¢6 phan tmg di tmg,
nhu phat ban da, phu mat, thd kho khe hoac kho thé.
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Néu ngudi bénh trén 70 tudi, bac sy c¢6 thé rit ngan dén muc téi thiéu lidu trinh diéu tri va phai
gap g& ho thuong xuyén trong thoi gian ho dung piroxicam betacyclodextrin.

Néu nguoi bénh trén 70 tudi hodc khi dang dung cac thudc khac nhu corticoid hoic mot sb
thude chong trAm cam goi la thubc e ché su tai thu hoi chon loc serotonin (SSRI), hoac acid
acetylsalicylic dé ngin ngira cuc mau dong, thi bac sy c6 thé ké thém cho ho mot thudc ding
cung piroxicam betacyclodextrin dé bao vé da day va rudt.

Khong nén dung thudc nay cho nguoi bénh trén 80 tudi.

Néu ban dang hodc da c6 van dé gi vé sir dung thudc hodc c6 di tng hodc néu chua chic chin c6
phai ding piroxicam betacyclodextrin hay khong, hiy xin y kién béc sy trudc khi ding thudc.
Phai chic chin 12 ban di thong tin cho bac sy tit ca cdc thudc ban dang dung, ké ca thudc ban
mua khong c6 don ké.

Nhing thubc nhur piroxicam betacyclodextrin c6 thé 1am ting nguy co con dau tim (nhbi mau co
tim) hodc dot quy. Bét ky nguy co nao cling ¢o nhiéu kha nang xay ra hon khi dung lidu cao va
dleu tri kéo dai. Khong duge dung vuot lidu khuyén cdo hodc kéo dai liéu trinh dleu tri.

Néu ban c6 van dé vé tim, hodc di c6 dot quy hodc cam thdy c6 nguy co vé cc van dé d6 (vi du
da co tang huyét dp, tiéu duong hodc ham lugng cholesterol cao hodc nghién thudc 14), thi can
xin ¥ kién cia béc sy hodc dugc sy. Ciing nhu cac NSAIDs khac, piroxicam betacyclodextrin
cling 1am giam két tap tiéu cau va kéo dai thoi gian dong méau; Diéu nay can tinh dén khi lam
test huyet hoc va doi hoi canh gidc khi dung piroxicam betacyclodextrin cung véi cac thudc trc
ché két tap tiéu cau. Can than trong néu c6 tién sir ting huyét dp va/ hodc bénh tim, vi da gap
nudc va phu khi dung cac NSAIDs.

bac biét can than trong néu cé bénh tim mach, cao huyét ap, suy gidm chuc nidng gan hodc than,
tudi mau kém ¢ than, dang c6 hodc da c6 hu hai vé huyét hoc, va khi ban dung thudc 1oi niéu.
Néu bi hen do twong tac thudc véi chuyén héa acid arachidonic, thi ¢6 thé gip con co thit phé
quan va cudi ciing 12 chodng va céc phan tng di ing khéc.

Vi ¢6 gdp mot sb thay doi vé mit trong thoi gian ding NSAIDs, nén can dinh ky kiém tra nhin
khoa trong thoi gian diéu tri 1au dai.

Ciing nhu vai cdc thudc khéc c6 tdc dung tuong tw, mot s bénh nhan co tang ure-nitrogen-mau
(BUN viét tit ciia blood urea nitrogen) nhung khong vuot qud ndng do nao d6 khi dung thudce
kéo dai; Néu ngung thuoc thi c4c gid tri BUN lai tr¢ lai muc co ban.

Neu ban bi tiéu duong, can kiém tra mau thudng xuyén.

Rét hiém gip cdc phan tng di Ung nghiém trong khi ding NSA1Ds (dic biét cdc phan tmng
nghiém trong ngoai da), (xem muc “tic dung khéng mong mudn”™).

Trong trudng hop dat ké hoach c6 thai, néu ban c¢6 van dé vé kha ning sinh san hodc khi
dang lam test thai nghén, ban cin thao ludn voéi biac sy vé cich dung piroxicam
betacyclodextrin.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Lu6n ludn hoi ¥ kién bac sy hodc duoc sy trude khi ding bat ky thude nao.

Néu ban mang thai hodc nghi c6 thai, cin bdo cdo bdc s¥, vi piroxicam betacyclodextrin khong
duoc chi dinh cho ban. Néu ban dat ké hoach c6 thai, néu ban c6 van dé vé kha nang sinh san
hodc khi ban dang lam test vé sinh san, thi vin can thong bdo cho béc sy, vi piroxicam
betacyclodextrin khong duoc chi dinh cho ban.

Khong ding piroxicam betacyclodextrin néu ban dang trong thdi ky cho con bi. Xin hoi béc sy,
s& c6 thé ban phai ngimg cho con b dé diing sita ngoai.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khi gip chodng vang hodc mét moi bat thuong, can dic biét can than khi li xe hodc van hanh
may maoc.

9. TUONG TAC, TUONG KY CUA THUOC

Hay bdo cdo véi bac sy khi ban dang dung hodc vira méi ding tudn trude cic loai thude cé thé
tuong tac voi nhau. Bac sy c¢6 thé han ché cach ding piroxicam hodc céc thude khéc, hodc c6 thé
can thay doi thudc. Dic biét quan trong, can luu ¥ cac truong hop sau day:
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- Khi dang dung aspirin hodc thudc chéng viém khong steroid khac dé giam dau.

- Khi dang dung cac corticoid, la nhiing thudc diéu tri nhitng trudng hop khac nhau, nhu di ing
va mat cin bang hormon;

- Khi dang dung thubc chong (dong mau, nhu warfarin dé ngan ngura cuc mau dong;

- Khi dang ding mot sé thudc chdng tram cam, goi 1a thudc (e ché tdi thu hdi serotonin c6
chon loc (SSRI);

- Khi dang dung mét sb thudc, nhu acid acetylsalicylic dé dy phong két tap tiéu cau;

- Khi dang dung thudc loi niéu, thudc tc ché enzym chuyén dang angiotensin (ACEI) va thudc
d6i khang angiotensin II, dung trong tang huyét dp hodc céc bénh tim;

- Khi dang dung lithium dé diéu tri tram cam;

- Khi dang diing thudc quinolon khang khuén, diing trong nhiém khuén;
Khi dang dung phuong tién ngura thai trong tir cung.

Kh1 gip bat ky truong hop nao ké trén, thong bdo cho béc sy ngay 1ap tirc.

Dung piroxicam betacyclodextrin voi thirc dn va dd udng

Khong dugc udng ruou trong sudt thoi ky didu tri voi piroxicam betacyclodextrin.

Twong ky: Khong 4p dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Nguy co huyet khéi tim mach (xem thém phan 6. CANH BAO VA THAN TRONG KHI

DUNG THUOC)

Ciing nhu tit ca cic thude, piroxicam betacyclodextrin ciing c6 thé gy tic dung khong mong

mubn, mic dit khong phai ai ciing gap.

Piroxicam betacyclodextrin dung nap t6t hon nguyén piroxicam tai dng tiéu héa; Trén thuc té,

lam sao giam thoi gian tiép xiic cta hoat chat v6i dudng tiéu héa thi s& lam giam nguy co kich

tmg do tiép xiic tryc tiép.

Ban cin ngirng ding piroxicam betacyclodextrin ngay lap tirc va gip bac sy, néu gip cac

tinh hudng sau dy:

- Néu gap rop da, do da, phét ban, loét ¢ noi nao do trong co thé (vi du ¢ da, mi¢ng, mét, moi
hodc 1udi), hodc bat ky d4u hiéu nao khéc vé phéan ng di tng, nhu phat ban da, sung mat moi
ludi, c6 thé gay khé thé hodc thé kho khe.

- Néu da hodc long tring ctia mét bi nhuém vang (vang da).

- Néu ¢6 diu hiéu chay méu da day hodc rudt, nhu phan den hodc cé mau, hoac ndén ra mau.

Cic tic dung khong mong mudn lién quan dén sir dung piroxicam betacyclodextrin s& duoc néu

dudi day:

Hay gip nhat:

Loét 6ng tidu héa, chay mdu tiéu hoa.

Budn ndn, ndn, tiéu chay, ddy hoi, tao bon, acid da day, dau bung, viém loét miéng, bénh viém

rudt (viém dai trang va bénh Crohn).

Sung mit c4 chan, chan, ban chén (tich nudc).

Tang huyét p.

Bénh tim (kh6 thd va mét moi).

It gap hon:

Con dau tim (“nh6i mau co tim”).

Dot quy.

Chan an.

M¢ét moi.

Thiéu m4u.

Da giop, do va phat ban, loét & bat ky vling nao cua co thé (vi du da, miéng, mét, moi, ludi),

hodc bat ky dau hiéu nao khic vé phan tng di ing, nhu phét ban da, sung mit méi ludi, thd kho

khe.

Da mit hodc méit nhuém mau vang (vang da).

Tang cac thong sb binh thuong vé chirc ning gan.

Viém tyy tang.
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Bénh than cép tinh, mdu & nude tiéu, kho dai.

Tang nitrogen khong protein trong mau (tang nitrogen-mau).
Sung mit c4 chan, chan, ban chan (tich liy nudc).

Tang huyét ép.

Chay mau mii.

Nhirc dau.

Budn ngu.

Diéc hodc U tai.

Choéng mat.

R6i loan thi giéc.

Khé 6.

Hu hai mau va bach huyét.

Viém da day.

Hiém gip:

Tham tim trong nguoi.

Hu hai céc thong s glucose-mdu (ha va ting glucose-mau).
D6 md hoi.

Thay dbi thé trang.

Mit ngi.

Tram cam.

Sung, gidp hodc phét ban da.

Da nhay cam véi anh sang.

Kho miéng.

Trang thai kich thich.

Hu hai chirc nang bang quang.

Choéng.

Rung téc.

Hu hai moc méng tay méng chan.

Viém gan gay tir vong.

Rit hiém gip

Cic phan tmg & da c6 thé gy tir vong (Hoi ching Stevens-Johnson, hoai tir thugng bi nhiém
ddc) da dugc bdo cdo.

Thuoc cé thé gdy ra cdc tdc dung khong mong muon khdc, khuyén bénh nhan thong bdo cdc tdc
dung khong mong muon gdp phdi khi ding thudc.

11. QUA LIEU VA CACH XU TRi

Triéu ching: Cac triéu ching qua licu dang ké 14 dau dau, budn ngt, chéng mait va ngat.

Trong truong hop qué liéu, can phai diéu tri hd trg va didu tri triéu chung.

Maic du khong c6 nghién ctru nao dugc thuc hién cho dén nay, viéc tham tdch mdu 1a khong thé
loai bo piroxicam, do thudc lién két manh véi protein huyét twong.

12. PAC TINH DUQC LUC HQC

Nhém duwoe Iy: Thube chdng viém khong steroid va thude diéu tri viém khép.

Ma ATC: MO1ACOL1.

Piroxicam, thudc nhom dan chit N-etherocyclic-carboxyamide benzothiazin, 1a thudc dau tién
ctia nhom oxicam, mét phan nhom NSAIDs méi. Piroxicam c6 tac dung chdng viém, giam dau,
ha nhiét, twong ty nhu cac thudc chéng viém khong steroid khac. Cac nghién ctru trén dong vat
cho thay piroxicam anh hudng t6i su di chuyen cac té bao toi ving bi viém. Ciing gidng nhu cac
NSAIDs khac, piroxicam anh hudng téi sy tong hop prostaglandin thong qua tc ché cyclo-
oxygenase. Khac v6i indomethacin, piroxicam 12 mot chat @rc ché tong hop prostaglandin co6 hoi
phuc. Trong mot nghién ctru trén 8 bénh nhan viém khop dang thap tién trién, piroxicam (20
mg/ ngdy trong 15 ngay) lam giam dang ké chirc ning té bao bach cdu da nhan (PMN), su tao ra
anion peroxid trong mau ngoai vi va hoat dich, cling nhu nong d6 cuia PMN va PMN-elastase
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trong hoat dich. Su diéu bién hoat tinh cia PMN tao ra tic dung chéng viém cua piroxicam.
Piroxicam betacyclodextrin 1a mot dang ché phAm mdi cua piroxicam, trong d6 hoat chét chinh
duoc tao phtrc véi beta-cyclodextrin.

Beta-cyclodextrin 1a mét oligosaccharide vong, dan chit tao ra tir thuy phédn tinh bot thong
thuong bang enzym. Do dic diém cia cdu trac hoa hoc, beta-cyclodextrin co thé tao ra phirc
léng v6i nhiéu thube khac nhau, nhe vay co thé cai thién duoc mot sd dic tinh cta thube nhu do
hoa tan, d6 6n dinh va sinh kha dung. Piroxicam-beta- cyclodextrin tan rat tot trong nudc va hip
thu nhanh hon nhiéu so véi piroxicam khi dung duong uéng va dat truc trang.

Tang kha ning hoa tan s& gitp thuc nhanh chong dat duoc ndng do cao trong mau va nong do
dinh s€ dat dugc sém hon, trén 1am sang tac dung chong viém giam dau cua thudc s& xuét hién
so6m hon va c6 hiéu qua hon.

Ciing van nhu vé6i piroxicam, nira doi thai trir huyét twong kéo dai cta piroxicam
betacyclodextrin van duoc giir nguyén, vi vay ché pham van chi can ding mot 1an mdi ngay.

Vi dac tinh dugce lyc hoc va duge dong hoc phu hop, piroxicam betacyclodextrin thich hop dé
diéu tri nhitng bénh viém va/ hodc thap khép gay dau, anh hudng nhiéu dén toan trang va kha
nang thuc hién nhitng hoat dong thong thuong cia bénh nhan, va can thiét phai diéu tri tich cuc
va nhanh chéng.

Trong thir nghiém gay phi chan chudt bang carrageenin, piroxicam betacyclodextrin cé tic
dung chéng viém nhanh hon piroxicam; Trong nhiing gid' dau tién sau khi ding; Thyc té 1a
piroxicam betacyclodextrin hiéu qua hon piroxicam 2 - 3 1an ké ca dung dudng udng hay dudng
dat tryc trang.

Tac dung giam dau ctia thudc theo duong udng duwoc danh gia trén chudt nhit bang thir nghiém
gy dau bang phenylquinone; 5 phut sau khi udng, da thu dugc 99% cia tic dung trc ché toi da
clia piroxicam betacyclodextrin va 78% cua piroxicam. Tac dung cua ca 2 thudc duy tri 6n dinh
trong khoang 2 gid sau khi udng.

Gia tri chi s6 dicu tri cua piroxicam betacyclodextrin va piroxicam dugc tinh bang cich so sanh
tac dung chéng viém, danh gia trén chudt cong bang thir nghiém gay phu chan chudt bang
carrageenin va tac dung gy kich ing da day, trén cung dong vt thi nghiém.

Piroxicam betacyclodextrin dung duong ubng c6 chi so didu tri cao hon 2,65 lan so voi
piroxicam dung duong uéng; Chi s6 diéu tri clia piroxicam betacyclodextrin dat tryc trang cao
hon 2,31 14n so véi piroxicam betacyclodextrin dung dudng udng.

Piroxicam betacyclodextrin dugc ching minh la it gay tac dung bat loi trén duong tiéu hoa cua
nguoi thong qua 3 thir nghiém 1am sang mu do1, c6 d6i chimg, danh gia sy mat mau qua phan
bang phuong phap danh ddu phong xa >'Cr hong cau. Trong cac nghién ctru ndy, thoi gian dung
thudc 14 28 ngay. Hai trong sd ba nghién ctru di cho thdy sy méat mau qua phan do ding
piroxicam betacyclodextrin it hon déng ké cho t6i két thiic 4 tuan diéu tri, nghién ctru con lai
cling cho thdy c6 xu huéng tuong tu.

Trong mot nghién ciru khac da tién hanh so sanh anh huong ddi véi da day cua piroxicam
betacyclodextrin, piroxicam thuong, indomethacin va gia duogc sau thoi gian dung 14 ngay; Su
khac biét trong nguy co dbi v6i da day (max GPD) ciing duoc danh gia. Piroxicam
betacyclodextrin gy ra nguy co dbi véi da day it hon _piroxicam hay indomethacin theo chi sO
nay va co6 moi lién quan tuong tng gitra max GPD va t6n thuong dénh gia bang noi soi.

Tom lai, piroxicam betacyclodextrin c6 chi s6 hoat tinh dugc luc so véi doc tinh trén duong ti€u
hoéa tot hon so voi piroxicam thuong.

13. PAC TINH DUQC PONG HQC

Sau khi uéng hodc dit truc trang piroxicam betacyclodextrin, chi c6 phan hoat tinh (piroxicam)
dugc hip thu chir khong phai ca phirc hop.

Nghién ctru trén ngudi tinh nguyén khoe manh cho thay ¢ lidu twong duong (20 mg piroxicam),
néng d6 tdi da piroxicam trong huyét twong dat duoc sém hon nhiéu khi dung piroxicam
betacyclodextrin (dung duong udng: Trong vong 30 - 60 phit, so sanh véi khoang 2 gio cua
piroxicam thuong; Dung duong dat truc trang: Trong vong 2 gio so voi 6 - 7 gio cua piroxicam
thuong).
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Céc thong sd thai trir, Ke va ti2 khong co khac biét so véi piroxicam thudng vi phirc hop véi
beta-cyclodextrin chi anh hudng téi dong hoc hip thu chir khong anh huéng dén thai tr.

Luong hoat chit dugc thai trir qua than trong 72 gio sau khi dung thudc cua ca ché pham
piroxicam betacyclodextrin va piroxicam thuong déu vao khoang 10% lidu dung.

Sau khi u6ng phuc hop, beta-cyclodextrin ¢ dang khong chuyen hoa khong duoc phat hién thay
trong huyét trong hay nudc tiéu. Beta-cyclodextrin duoc chuyén héa trong dai trang boi hé vi
khuan rudt thanh dextrins khong phan nhanh, maltose va glucose.

14. QUY CACH PONG GOI
Hop 2 vi x 14 vién.
Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan:

Git thudc trong bao bi gdc ciia nha san xuat, day kin.

Pé thude noi kho rao, tranh anh sang, nhiét do khong qua 30°C va ngoai tam véi cua tré em.
Han dung 36 thang ké tir ngly san xut.

Tiéu chuin chit lwgng: Ti€u chuin nha san xuét.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuadt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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