HUONG DAN SU DUNG
Chi phiu thuit
Ching loai Monomax®

Mo ta

Monomax® 14 loai chi khau phau thuat don soi tu tiéu trong thot gian dai v trung dugc lam tur
poly(4-hydroxybutyrate) (CaHsOz2)n polymer. Monomax® dugc nhuém bang mau tim D&C sd
2 (chi s6 mau 60725), thuéc nhuém dugc FDA phe duyét cho chi khau don soi, san pham nay
cling 6 loai khéng mau (trong sudt). Monomax® dép tng tit ca cac yéu cau cia Duoc dién
Chau Au ciing nhu Duoc dién Hoa Ky ddi v6i chi khau don soi tong hop tu tiéu v6 tring, ngoai
trir mot sd it co dudng kinh qua 16n.

Chi dinh

Chi khau tu tiéu Monomax® dugc chi dinh sir dung dé khau md mém va/hodc

budc thit cia mé mém thong thuong, dac bi¢t khi can su hd tro vét thuong lau lanh, nhung
khong dung cho cac mé tim hodc than kinh, phu thuat vi phau, phiu thuat mt, ciing nhu st
dung & cac mo tiép xuc voi chét dich axit trong co thé.

Cach sir dung

Lya chon chi khau tuy theo mo can khau, thoi gian can thiét dé lanh vét thuong tir vat liéu
khau, kich c& vét thuong, tinh trang ctia bénh nhan va k¥ thuat khau cu thé.

Co ché hoat dong

Sau khi khau, Monomax® dan dan bi phan huy boi qua trinh thuy phan va thong qua cac qua
trinh enzyme. San pham phan hity cudi ciing cia soi chi, 4-hydroxybutyric acid, 1a mot chat
chuyén hoa ty nhién cta co thé con ngudi chu yéu dugc chuyén ddi thanh carbon dioxide va
nude. Qua trinh phan huy dan dén sy giam do bén strc cang cua vat liéu va cudi cung soi chi
tiéu biénhoan toan. Cac nghién ctru vé qua trinh khau cho thiy su suy giam do bén stic cang
ctia Monomax® nhu sau:

Duy tri d6 bén twong ddi
Théang p.op USP 2/0, 3/0 USP 1,0
1 ~90 % ~90 %
3 ~60 % ~70 %
5 <25 % ~60 %
7 0% ~50 %

Monomax® ty tiéu hoan toan chu yéu trong khoang tir 13 thang dén hon 36 thang, tuy thudc
vao kich cd cua vat liéu khau va tinh trang tudi mau cia mo dugc khau chi. Tiép sau qua trinh
khau va ty tiéu, Monomax® gay ra phan mg viém nhe & vi tri khau, dic trung cho phan ng
ndi sinh déi véi di vat.
Chong chi dinh
Chéng chi dinh sir dung Monomax® cho cac mo can hd tro 1au dai, mo khong chiu dugc stic
cing hodc dé khau cac mé cdy tong hop nhu doan mach ghép va van tim. Khong duoc sir dung
khau Monomax® cho nhiing nguoi c¢6 kha ning khong dung nap vat liéu poly(4-
hydroxybutyrate).
Luwu y / cac bién phap phong ngira
e Monomax® chua duoc thir nghiém trong mo than kinh hoac trong mo tim mach, ciling
chwa dugc danh gia cho phau thuat mét. Khong nén st dung chi khau & cac mé tiép xac
vé6i chét dich axit trong co thé (vi du nhu da day), vi su tiép xuc nay c6 thé dan dén su
phan hity nhanh chéng ctia chi khiu Monomax®.
e Ngudi dung can thong thao cac ki thuat khau phau thuat ddi vé6i loai chi khau don soi



tur tiéu trude khi stt dung Monomax®.

e Cic vét thuong bi nhiém ban hodc viém nhidm phai duoc xir 1y sau thuc hanh phiu
thuat phu hop.

e Nguoi ding phai can nhic toi nguy co niit vét thuong c6 thé thay dbi phu thudc vao
khu vyc khau va loai chi dugc stir dung.

e Khau Monomax® tai mé tudi mau it co thé 1am cham qua trinh tu tiéu. Viéc sir dung
Monomax® c6 thé khéng dugc khuyén céo cho cac bénh nhan mic bénh hoic ¢é tinh
trang da biét hodc 1 rang lam cham qua trinh hdi phyc vét thuong.

e Vi Monomax® 1a vat liéu khau tu tiéu nén bac sy phau thuat nén xem x¢ét viée sir dung
cac loai chi khau khong tu tiéu hd tro trong viéc dong cac vét thuong dai, gidn hoic
chung, hodc néu can khau ho trg thém. Trong mot s truong hop ap dung (vi du nhu
trong chinh hinh), ¢ thé can str dung phuong phap cb dinh hd tro bén ngoai bén canh
viéc str dung chi phau thuat Monomax®.

e Vit lidu tho duoc tiép xiic véi tetracycline hydrochloride va kanamycin sulphate trong
qué trinh san xuat. Cac budc vo trung sau d6 s& loai bo cac khang sinh nay khoi polymer
P4HB.

e Monomax® dugc sir dung véi cac k¥ thuat khau phau thuat va that nit tiéu chudn, thuc
hién b1 bac si ph?lu thuat c6 kinh nghi¢m véi thu thuat ph?lu thuat tuong ung. Phai than
trong dé dinh vi cac nat that chuin xé4c va thit nat da chit. Can it nhat 4 nat thit vudng
va nat thit det dugc dat dtng vi tri.

e Khi thao tac véi chi khadu Monomax®, phai dic biét than trong dé tranh cac hu hong
nhu dut hodc xodn soi don do cac dung cu nhu kep forcep hay kep kim.

e Phii than trong trdnh 1am hu hong kim khi sir dung chi phau thuat. Luon giit kim trong
khoang tir 1/3 dén 1/2 ciia doan tinh tir dau gin chi dén mii kim, khong duoc giit phan
dudi kim noi gin chi vao kim. Giir phan miii kim c6 thé khién giam hiéu qua thao tac
va gy ra giy kim. Giit kim & phan gan v6i dau gin chi c6 thé kim cong hoic giy. Can
tranh thay doi hinh dang kim vi c6 thé gy mat do bén va luc khang cta kim dan dén
kim bi cong va gay.

e Phai than trong khi thao tac v6i kim phau thuat dé tranh nguy co vo y bi kim dam. Tiéu
huy kim sau khi str dung trong cac hdp chira chuyén dung.

e Khong duoc tai sir dung: Nguy co nhiém tring cho bénh nhan va/hoic ngudi su dung
va sy suy giam chirc ning ciia san phdm gay ra do tai sir dung. Nguy co chan thuong,
bi bénh hoic tir vong do nhiém ban va/hoic suy giam chirc ning cta san pham.

Tac dung phu

Nhu moi loai chi khac, viéc tiép xuc kéo dai véi dung dich mudi nhu nude tiéu va mat co thé
dan t6i soi than. Cac tac dung phu sau ciing c6 thé c6 lién quan dén viéce str dung san pham nay:
kich tng cuc bd tam thoi, phan tng di vat viém thoang qua, ting kha ning nhiém khuén, nit
vét thuong, mo hat, cimg mé (khau dudi da).

Tiét trung

Chi khau Monomax® dugc tiét tring bang khi ethylene oxide. Khong tai tiét tring san pham.
Trong truong hop vo hop chi khau bi hu hong hoac mé ra trude khi stir dung, ti€u huy chi khau
khong dam bao.

Bio quén

Béo quan & nhiét do phong. Tranh tiép xtic v6i nhiét d6 quéa cao hodc qua thip trong thoi gian
dai. Khong sir dung san pham d3 hét han.

Danh muc sin phim

Chi khau Monomax® c6 sin loai khéng mau (trong sudt) va mau tim nhudém véi D & C No. 2.
Céc san phdm Monomax bao gdm céc chi khau soi don va cac vong chi khau cé kich thudce
vong chi va d6 dai cat trude kha da dang, duoc gin v6i kim bang thép khong ri gdm nhiéu loai



va kich ¢& khac nhau. Dé biét thém thong tin vé san pham chi khau va céc loai kim, vui 1ong
xem danh muc ctia B. Braun "Chi khau phau thuat, Manh va va dung cu phau thuéat sinh hoc".
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