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Thanh phn: MBi tuyp chi Thude di ai 
Firxicam 1 0% Waly ™ bé xa tim ty ire em SDK Reg. No. : 
Chi dinh, cdch ding, chéng chi dinh va cdc thang tin Doc ky hwéng dan si dung trvéc khi ding LSX Lot No. : 

khdc: Xem trong t8 hudng dan sif dung thude km theo. S 

Bao quan: Trong bao bi kin, & noi khd, tranh anh TY TAH Dug PHAM SHINFOOWA DAEWOO NSX Mfg. Date: & 

Ang, nhiét d6 duéi 30 °C. . 
Tsu chads: BP $6 19, Butng 9A, KCN Bién Ha Il, P. An Binh, HD Exp. Date: 
Quy cdch déng gdi: HGp 1 tuyp 20 9 TP. Bi8n Hda, Tinh Béng Nai, Vit Nam. 
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Composition: Each tube contains For topical use only 

Piroxicam 1.0% (w/v) Keep out of the reach of children 

Indications, usage, contraindications and others: See = Read the package insert carefully before use 

package insert Manufacturer: 
Storage: In a tight container, at dry place, protected . Ba rcod e 

from light, temperature below 30°C. SHINPDONG DAEWOO PHARMA GO., LTD. 
Specification: BP No. 13, Street 9A, Blen Hoa Il 1Z, An Binh Ward, 

Pack size: Box of 1 tube 20 g Bien Hoa City, Dong Nai Province, Viet Nam. 
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Composition: Each tube contains: For topical use only 
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Storage: In a tight container, at dry placa, protected from | Manufacturer: 
light, temperature below 30°C. SHINPOONG DAEWOO PHARMA GO., LTD. 
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- Thuéc ding ngoai 

- Doc ky hung dan sir dung truréc khi ding. 

- Dé xa tam tay tré em. 

THANH PHAN 

Méi tuyp chtra: 

- Hoat chat: Piroxicam 1,0% (w/w) 

- Ta duo’c: Carbomer 940, Hydroxypropyl cellulose (H), Propylene glycol, Noncrystallizing sorbitol 

solution, Triethanolamine, L-Menthol, Benzyl alcohol, Polysorbate 20, Camphor, Ethanol 96%, Nudéc 

tinh khiét. 

DANG BAO CHE 

Gel mau vang trong, mui thom dé chiu, déng trong tuyp, nap kin. 

CHi DINH 

Dau va viém trong truéng hop thap khép va chan thuong & khép, co, gan va day chang. 

LIEU LUONG VA CACH DUNG 

Béi mat Iwong viva du lén vung bi dau cia khép, co’, gan va day chang. Xoa déu tlr tr cho dén khi hap 

thu hoan toan. Lap lai 2 — 3 [An/ngay. 

CHONG CHi BINH 

- Qua mn véi piroxicam hodc vi bat ky thanh phan nao cla thudc. 

- C6 ti€m nang xay ra quad man chéo véi aspirin va cdc thudc khang vidm khdng steroid (NSAID) khac. 

Khéng nén dung thudc nay cho ngudi bénh tivng bi hen suyén, polyp mii, pht than kinh mach hoac 

ndi mé day do aspirin hodc céc NSAIDs khac. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

- Cac phan Ung trén da de doa tinh mang (hdi cheng Stevens-Johnson (SJS) va hoai tr thuong bi nhiém 

déc (TEN)) d& duoc bdo cdo khi dung piroxicam dudng udng. Cac phan Ung nay khéng xuat hién déi 

véi piroxicam dung tai ché, nhuing khéng thé loai try nhtng nguy co’ nay. 

= Nén khuyén cdo ngudi bénh vé cdc tri€éu chtrng va dau hiéu can theo ddi chat ché cia cdc phan 

eng trén da. Nguy co’ xay ra SJS hoac TEN cao nhat la trong vong 1 tuan sau diéu tri. 

= Néu cdc dau hiéu va tri€u ching cia SJS hodc TEN xuat hién (nhu phat ban tién trién thuong di 

kém nhi?ng nét phong hoac tén thuong niém mac), nén ngung piroxicam. 

= Viéc diéu tri SJS va TEN s€ cho két qua tét khi dwo’c chan doan sém va ngung ngay cdc thudc bi 

nghi ng&. Ngung thudc sé'm thudng di kém vdi tién luong tét. 

= Néu ngudi bénh da bi SJS hoac TEN do piroxicam thi khéng nén dung lai piroxicam nia. 

- Trdnh bdi thudc vao mat va niém mac. Khong bdi thuéc vao vung da cé vét thuong hé, bi cdc banh 

ngoai da hoac bi nhiém trung. 

- Cdc NSAID, bao gém ca piroxicam, cé thé gay vidém than ké, hdi ching than hu va suy than. D4 cd 

bdo cdo vé cdc tinh trang trén déi véi piroxicam dung tai ché du méi quan hé nhan qua chua duoc 

xac dinh. Do dé, khéng thé loai triv kha nang xay ra cdc bién cé nay khi st? dung piroxicam dang dung 

tai chd.
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- Thudc nay cha propylen glycol va cé thé gay kich Ung da. Néu xay ra kich ng da tai ché thi nén 

ngung thudc va ap dung cac bién phap xt? ly phu hop néu can. 

SU’ DUNG THUOC O' PHU NU’ CO THAI VA CHO CON BU 

Kha nang sinh san 

Viéc st? dung cac NSAID, bao gdm piroxicam, cé thé lam cham hoac ngan can su vo nang budng tring, 

lam mat kha nang sinh san nhung cé hdi phuc & mét vai phu n@. Can nhac viéc ngung dung cdc NSAID, 

ké ca piroxicam dung tai ché & ngudi nt khé mang thai hodc dang diéu tri vd sinh. 

Trong thai ky 

- Chua cd nghién cttu vé viéc str dung piroxicam dung tai ché cho phu nt mang thai. Cac nghién cru 

trén déng vat cho thay cé déc tinh trén sinh san déi véi cdc dang diing duong uéng, nhung chua ré 

mdi lién quan véi dung tai ché & phu n& cé thai. Dé phong ngiva, nén tranh sv’ dung piroxicam dung 

tai ché cho phu nf mang thai. 

- Su Uc ché sinh téng hop prostaglandin cé thé tac déng xau lén thai ky. Dé liu tly cdc nghién ctru 

dich té hoc cho thay cé su gia tang nguy co’ say thai sau khi ding cdc thudc tc ché sinh téng hop 

prostaglandin trong giai doan sém cta thai ky. O déng vat, cdc chat Uc ché sinh téng hop 

prostaglandin lam tang nguy co’ mat phéi thai truéc va sau cay ghép. Do dé, khéng khuyén cdo dung 

thudc nay trong thai ky. 

Khi cho con bu 

Khéng khuyén cdo dung thuéc nay khi dang cho con bu vi chuwa xac dinh dug tinh an toan trén lam 

sang. 

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC 

Khéng anh huéng. 

TU'O'NG TAC THUOC 

Chua ro. 

TAC DUNG KHONG MONG MUON 

Su hap thu vao tuan hoan chung cua piroxicam gel 0,5% rat thap. Gidng nhu cdc NSAID dung tai ché 

khac, cdc phan tng toan than it khi xay ra. Cac phan tng kich teng tai ché viva dén nhe, ban dé, ngtra, 

va viém da cé thé xay ra tai vung da bi bdi thudc. 

- Da day-rudt: buén nén, khé tiéu, dau bung va viém da day da duoc bao cdo. 

- Rdi loan hd hap, léng nguc va trung that: Da cd vai bdo cdo vé co that phé quan va khé thé. 

- R6iloan trén da va mé dui da: hdi ching Stevens-Johnson va hoai tt? thuong bi nhiém déc da duoc 

bdo cdo nhung rat hiém. 

- Viém da tiép xc, eczema va cdc phan tng trén da do nhay cam anh sang cling duoc bao cdo trong 

qua trinh luwu hanh. 

Théng bdo ngay cho bac si hodc duo’ si nhitng tac dung kh6ng mong muén gap phai khi sw dung 

thu6éc, ké cd cdc tac dung phu khéng duet liét ké trong to’ hudéng dan nay. 

QUA LIEU VA XU TRI 

Qua liéu gan nhw khéng xay ra & dang béi ngoai da. 

DU'OC LU'C HOC 

Phan nhom dug ly: Thudéc khang viém khéng steroid (NSAID). 

Ma ATC: MO2AA07 

Piroxicam la mét thudc khang viém khéng steroid duoc ding trong diéu tri cdc tinh trang vim. Mac 

du chua biét duoc chinh xac co’ ché tac dung cua thudéc, piroxicam gay Uc ché sy’ sinh téng hop va su’ 

giai phéng prostaglandin bang cach trc ché thuan nghich enzym cyclo-oxygenase. Di? ligu mdi vé tac 
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dung khang viém va giam dau cua piroxicam gel vdi chat dan cua né va indometacin 1% gel & chudt va 

lon guinea d4 du trinh bay. St dung & cdc mau déng vat dé gidm dau va viém, piroxicam gel cé hiéu 

qua tuong duong véi piroxicam dung dudng udng va indometacin 1% gel va hi€u qua hon dang ké so 

voi chat dan cia nd. 

DUOC DONG HOC 

Trong mét nghién clu & ngudi vé kiém tra sinh thiét da sau khi dung piroxicam gel cho két luan 

piroxicam tham nhanh qua Idp strng vao Iép biéu bi/ha bi sau khi dung dang gel vdi ndng dé trong 

huyét tuong & mUrc thap. 

Mét nghién cru ri€ng biét 6 ngudi da cheng minh ndng dé trung binh cua piroxicam gel trong huyét 

tuong la khoang 5% trong s6 nhitng ngudi duoc quan sat sau khi dung liéu tuong duong véi 

piroxicam duong udng hoac tiém bap. O nhitng ngudi kde manh hodc bénh nhan ding mét liéu 

uéng duy nhat, duoc déng hoc cua piroxicam la tuyén tinh, voi néng dé téi da trong huyét tuong 

thudng dat duoc trong khoang 2 gid, nhhung diéu nay cé thé dao déng tr 1 — 6 gid & nhing ngudi 

khac nhau. Téc dé thanh thai cham, khoang 45 gid, nhung thdi gian ban huy cé thé dao d6ng tlv 30 

— 60 gid. Sau khi lap lai li@u 20 mg mdi ngay, ndng dé @ trang thai dn dinh thuong dat duoc trong 7 

— 12 ngay; véi néng dé dinh trong huyét tuong dao déng tl 4,5 — 2,2 mg/L. 

O ngudi, piroxicam x4m nhap vao dich khdp cla bénh nhan bi vidm khép dang thdp, vim xuong 

khép va viém mang hoat dich, trong dé néng dé trung binh la khoang 40% trong huyét tuong; diéu 

nay cling cé thé dug’c cht’ng minh trong céc mé hoat dich. Nong dé piroxicam trong stva me 1a 

khoang 1% trong huyét tuong cla me tai cng mét thdi diém. Nhin chung, piroxicam lién két 99% 

vi protein huyét tuong. Duo’c déng hoc cua thudc dudng nhu khéng lién quan dén tudi va chtc 

nang than chicé anh huéng han ché dén viéc thai try thuéc, nhung néng dé trong huyét tuong lai 

tang & bénh nhan bi réi loan chtrc nang gan nang. 

Piroxicam duc thai try nho bién déi sinh hoc & gan. Con dung chinh la hydroxyl héa, véi cdc san 

phaém thu duoc dug bai tit mat minh hoac dudi dang glucuronide trong nuéc tiéu va phan. Cac 

chat chuyén héa cla piroxicam cé it hoadc khéng cé hoat tinh khang viém & déng vat. Khoang 10% 

ligu uéng dug bai tiét dudi dang khong d6i trong 10 ngay. 

QUY CACH DONG GOI: Hép 1 tuyp x 20 g. Hdp 1 tuyp x 50 g. 

DIEU KIEN BAO QUAN: Trong bao bi kin, & noi khé, tranh anh sang, nhiét d6 dui 30 °C. 

HAN DUNG CUA THUOC: 36 thang ké tr ngay san xuat. 

TIEU CHUAN CHAT LU'ONG: BP 

NHA SAN XUAT: 

CONG TY TNHH DUOC PHAM SHINPOONG DAEWOO 

S6 13, Duong 9A, Khu céng nghiép Bién Hoa II, Phudng An Binh, Thanh phé Bién Hoa, Tinh 

Dong Nai, Viét Nam. 

DT: (028) 2225 0683 Fax: (028) 2225 0682 Email: shinpoong@spd.com.vn 
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