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g U carcimote vai cde bidy hién €ua hoi chung carcinold, kDot u san xuat peptide van
mach 1ot (ViPamas), U 9 bao alpha ddo tuy ([Glucagonomas) U 1# bao tét gastrin/Hol
huna Zolingerd lison (Gastrinamas) U e bao Ut insulin cda dao tuy (Insulinamas), dé

Kidin sodt it trana ha duong huy$t trude phdu thudt va trong didu tri duy tri, U té bao
wet véu 1 gidl phong harmon ting trudng GRF (GRFamMas) Pidu trf cho bénh nhin ¢d
Khat U than kmh 1ol tet tén xa o ngudn gac trang trang hode khang o vi tri khéi v
nouvén phat LITU LUONG VA CACH DUNG: Lidu ding: Nhém déi tugng chung:
andostatin LAR ehi dung theo dudmg tiam siu vao eomang, Vi tri tiém nhde lai nén thay
A6 gio comang AL va phal Senh te eye; Nén bit dau didu tr) bang 20 mg Sandostatin
LAR mord tudnddn trang 3 thang, O cde benh nhan duge didu tri bang Sandostatin tiém
dutt da co thé bat ddu dieu tri bang Sandostatin LAR sau ngay dung lidu cudi
sandostatin tém dudi da. Higu ehinh lidu tidp theo dua trén ndng dd harmon tang
tudng (GH) huydt thanh, ndng do yéu té tang tridng tuong insulin/somatomedin €
AGE 1) va cde triou chumg Lam sang, Vot cac benh nhan ma trong vong 3 thang disu trf nay,
cae ridu chung Kam sang va eac chi s6 hda sinh (GH: IGF 1) khéng duge kiém sodt hoan
todn (ndng Ao GH van trén 2.5 microgram/L), €6 the tang lidu lén 30 mg mél 4 tudn. Sau
§ Uhang, neu gia e GHIGE | va/hode cae trigu chung khong duge kiém soat hoan toan &
e lidu 30 mg, ¢o the tang lidu 18n 40 mg mdi 4 tudn, Vai cde bénh nhn cd ndng do GH
lién tue duat mue | micragam/d, ndng dé IGF | huyét thanh trd vé muc binh thuédng, va
vot ede hénh nhan co hdu het dau higu/ tridu echung to eue ¢o thé hai phue duoe da bién
mat sau 3 thang digu tf & mue lidu 20 mg, ¢é the dung 10 mg Sandostatin LAR, 4 tudn lap
lai mot @, Tuy nhign, can kidm sodt chdt néng do GH va IGF | huyét thanh va cic ddu
higu tridu ehumg lam sang khi sudung mue lidu thap Sandostatin LAR. Vét bénh nhan su
dung Iiéu Sandostatin on dinh, nén kidm tra ndng dd GH va IGF 1 6 thaing moét lan. Khéi
ungi tide da day - rudt - tuy: Didu trf cho bdnh nhan ¢d cde hdi chung lién quan dén khoiu
than kinh no! 1t da day < ruat - tuy: Nén bt ddu didu tr) bang 20 mg Sandostatin LAR, lap
lal mdi 4 tudn/ldn, Benh nhan dang didu tr vai Sandostatin tiém dudi da nén duy t &
mue lidu o higu quad do trong vong 2 tudn sau khi tigm mal Sandostatin LAR déu tién, Voi
benh nhin co trigu chung va cde chi $6 hoa sinh duge kidm sodt tot sau 3 thang didu tr,
6 the gldm lidu xudng 10 mg Sandostatin LAR, 4 tudn [ip lai mét lan. Vai bénh nhin chi
lidm soat mot phin tridu chumg sau 3 thang didu tr), lidu Sandostatin cé thé tang lén 30
mg mdi 4 tudn. Trong nhimg ngay ¢o tang bidu hign cde hél chimg lign quan dén khél u
da day - ot = wy khi dang diéu tr| bing Sandostatin LAR, nén diing thém Sandostatin
dubmg tem dudi da & muc lidgu da duge si dung trude khi didu tr bing Sandostatin LAR,
HIgn tueang nay xuldt hidn ehi yéu trong hat thang diu cho dén khi dat dén ndng dé diéu
bl cua octreotide. Dieu tri cho bénh nhan cd khél u thdn kinh ndi tiét tién xa co nguan géc
trung trang hoae khong ré vi tr khéi u nguyén phat: Ligu Sandostatin LAR duge khuyén cdo
\a 30 mg dung md) 4 tudn. Didu trl bAng Sandastatin LAR nén duge duy trl dé kiém sodt
Khél u ké cd khi khéng 6 bidu hign tién trién, CHONG CHl DINH: Qua min véi
octreotide hode bt et thanh phin nao cua thude. CANH BAO VA THAN TRONG: Cic
cdnh bao chung: Do khdi u tuyén yén bal tiét GH ¢d thé phat trién lan rdng gdy ra cac bidn
chung nghiém trong (nhis gidm thi luc) nén ean theo déi chat bénh nhan. Néu xudt hién
cae dau higu khol u lan rdng, nén st dung cac liéu phap diéu trj thay thé khic. Trén bénh
nhan nu bl benh to cue, thude co thé phue hol khi nang sinh sdn do tac dung diéu tri lam
gldm néng dé hormon ting truéing va dua ndng do yéu to tang trudng tuong tu insulin-1
(IGF-1) trd vé binh thuéng. Phu nir trong dé tudi sinh sdn nén duge tu van si dung cac
thude tranh thal thich hop trong qua trinh didu tri bing octreotide (xem mue PHUNU €O
THAL CHO CON BU VA KHA NANG SINH SAN). Nén theo déi chue nang tuyén glap trén bénh
nhan didu tr kéo dai vol octreatide, Cie bién <6 lién quan dén tim mach: Cic truong
hop nhip cham da duge ghl nhan (tan sudt: hidm gap). Cé thé cdn hidu chinh ligu mot s6
thude nhu chen beta, te ché kénh canxi hode cdc thude kigm sodt can bing thé dich va
didn gidl, Tal mat vi cde bidn cé lidn quan: Sy xult hign s6i mat da dugc ghl nhan trén
15 - 30% banh nhan dung Sandostatin tiém dudi da dal ngay, Tan sudt xudt hién sél mat
trong quan thé nal chung (tu 40 dén 60 tudl) vao khodng 5 - 20%, S dung kéo dai
Sandostatin LAR trén bénh nhan bi bénh to cuc hode ¢d khdl u da day - ruét - tuy cho
thily didu tr bAng Sandostatin LAR khong lam ting ty 1& hinh thanh séi mit so val diéu ti
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bing Sandestatin tidm dudi da. Tuy nhién, khuyén cdo siéu dm (Ui mat trvde d

thang mét lin trang thot gian didu trj voi Sandostatin LAR, Néu xudt hien soimat. 1
khong ¢o triéu chung; didu tri tridu chung soi mat nén dugc tién hanh val liéu pt

tan $6i st dung acid mt hodc bang phau thuat. Chuyén hoa glucose: Sandostaty

6 thé anh hudng dén qua trinh diéu hoa glucose do thudc tc ché horman tang tru
gidi phang glucagon va insulin. Dung nap glucose sau bifa an c6 thé bj suy gidm. Nhu d
duge ght nhan trén cac bénh nhan diéu tri bing Sandostatin tiém dudi da, trong mot :
trung hop, st dung thudce kéo dai co the gay ra tinh trang ting duting huyét marn tink
Ha duting huyét cung dugc ghi nhan. Trén bénh nhan déng théi mic dai thao dudng tyg
| Sandostatin LAR cé thé anh huang dén diéu hoa glucose va nhu cau insulin ¢d the giam
xudng, Trén bénh nhan khang bi dai thao duéing va dai thao duang typ Il con bao ton
mat phan diy trd insulin, Sandostatin dutmg tiém dudi da co thé gay tang ghicose huyét
sau bira an. Do d6 nén theo dol murc dd dung nap glucose va didu tri dai thao dutng. Trén
bénh nhan u té bao tidt insulin dao tyy, octreatide ¢ thé lam tang muic d0o va kéo dai tinh
trang ha dutmg huyét do tac dung uc ché bai tiét hormon tang trudng GH va glucagon
tuong déi manh han insulin va thai gian ue ché insulin ngdn hon. Cac bénh nhan nay cin
duge theo doi chat, Dinh duéng: Octreatide cd thé lim thay dof hap thu chat béo tis thiic
an trén mot sé banh nhan, Gidm néng dé vitamin B12 va két qua bét thuong cia nghiém
phap Schilling da duge ghi nhan trén mot so bénh nhan diéu tri bing octrectide Theo
6l néng dé vitamin B12 trong théi gian diéu tri bing Sandostatin LAR dugc khuyén cao
trén bénh nhan co tién sar thiéu hyt vitamin 812, TUONG TAC THUOC: C6 thé can didu
chinh lidu khi dung chung Sandostatin LAR véi cac thude nhu chan beta, chan kénh
canxi, hodc cdc tdc nhan kiém sodt sy cdn bang nudc va dién gldi hoac insulin va cac
thudc chdng dal thao duang (xem phdn CANH BAO VA THAN TRONG). Octreotide da duoc
ghi nhin lam gidm hép thu ciclosporin tai rudt va lam cham hép thu cimetidine. Dung
déng theil octreatide va bromacriptine lam téng sinh kha dung cua bromocriptine Cac
dt lidu duge cong bo con han ché cho thay cdc dan chit somatostatin <o thé lam gidm
dé thanh thai théng qua chuyén héa clia cac thuée chuyén héa qua enzym cytochrom
P450, ¢6 thé do gidm néng do hormon ting trudng. Do khéng loai tru kha nang
octreatide c6 dnh hudng tuang ty, nén than trong khi st dung cdc thube chuyén hoa chi
yéu qua CYP3A4 va ca chi 56 diéu trf hep (nhu quinidine, terfenadine). PHU NU €O THAI,
CHO CON BU VA €O KHA NANG SINH SAN: Phu nil ¢ thai: Chua c6 cdc nghién cuu
ddy du va dugc kiém sodt tét trén phu nif ¢6 thai. Chi nén st dung Sandostatin cho phu
nil ¢o thai trong nhing truding hop bt budc ¢é chi dinh. Phu nif cho con ba: Chua biét
18 trén ngudl octreatide co bal tiét qua sira me hay khéng. Bénh nhan khang nén cho con
b trong glai doan diéu trj bing Sandostatin. Phu nir ¢6 kha ndng sinh san: Chua 10
octreotide c6 anh hudng dén kha nang sinh sdn cia ngudi hay khong. ANH HUONG
TREN KHA NANG LAI XE VA VAN HANH MAY MOC; Chua o cac dt ligu vé anh hudng
cua Sandostatin LAR trén kha ndng lai xe va van hanh may moc. PHAN UNG BAT LOK:
Phdn ung bét lgi ctia thude duge liét ké theo phan loai hé théng co quan MedDRA. Vai
mdl loai hé thdng ca quan, cac phan ung bat loi dugc sdp xép theo tan suat xuat hién, tan
sudt thuong gap nhat xép trudc tién. Trang méi nhém tdn sudt, cac phan dng bat loj duoc
sdp xép theo muc dé nghiém trong gidm dén. Hon niia, phan loai tuong Ung cua mos
phan ing bt lgi cla thude con dya trén quy udc sau (CIOS Ill): rit thuong gap (= 1710
thudng gadp (= 17100, < 1/10); it gdp (= 171,000, < 1/100); hiém gap (= 1/10.000
1/1,000), rdt hiém gdp (< 1/10,000). Rat thuang gép: tiéu chay, dau bung, budn non, tao
ban, ddy hai, dau ddu, s6i mat, tang duang huyét, phan Ung tal vi tri tiém. Thuong gap

181 loan tidu héa, ndn, chudng bung, phan ma, phan 1ng, déi mau phan, xay xam, suy
gidp, réi loan chiic ndng tuyén giap (nhu giam TSH, gidm T4 toan phan. giam T4 tu do
viém il mét, bun mét, tang bilirubin mau, ha duéng huyét, kém dung nap glucose, chan
an, suy nhuge, ting transaminase mau, ngua, phit ban, rung toc, khé tha, nhip cham. it
gap: mdt nudc, nhip nhanh. €0 $& SAN XUAT: Dung méi pha hén dich tiém: Abbott
Biologicals B.V. Veersweg 12, 8121AA Olst, Ha Lan. Bot pha hén dich tiém: Sandoz GmbH
(nha mdy Schaftenau), Blochemiestrasse 10, 6336 Langkampfen, Ao. Déng goi thu cap:
Novartis Pharma Stein AG, Schaffhauserstrasse, 4332 Stein, Thuy Si. NHA PHAN PHO1
Cong Ty €6 Phdn Dugc Liéu Trung Uong 2, 24 Nguyén Thi Nghia, Quan 1, TP HCM. 56
ding ky: VN-20047-16, VN-20048-16
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