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MAU TO HUONG DAN SU DUNG THUOC

BIGEMAX 1g

Thube tiém dong khé b

Thinh phin:
M6 Io thudc déng khi chura:
Gemeitabin hydrochlonid twong img Gemcitabin ... ... . ig
Ta duge (Manitol, Natri acetat trihydrat, NaOH Eroy i E P 1o

Dang bio ché: Thudc tidm dong khs
Quy cich ddng géi: Hop 1 lo
Durge lye hge: Y

Gemeitabin cé tén qude té chung Ii 2-deoxy-2, 2-diffuorocytidine monohydrochloride (dong
phin beta) ding trong diu trj ung thu

Gemitabin (dFAC) duge chuyén hoa trong té bio béi enzym nucleoside kinase thinh
diphosphat (dFdCDP) va triphosphate (dFACTP) nucl hoat tinh. Tae dung ddo té bdo cia
gemeitabin 1 do dFACDP va dFACTP e ché qua trinh tdng hop ADN. Trude hét, dFACDP e
ché men ribonucleotide reductase, la men duy nhét xc the cdc phén img tao ra deoxynucleoside
triphosphate dé téng hop ADN. Ut ché men ndy sé lam giam néng 48 deoxynucleoside noi
chung, ddc bigt I3 ndng di dCTP. Thir hai la, dFICTP canh tranh véi dCTP dé gin vio ADN,
Tueng tir, mét luong nho gemcitabin ciing c6 thé gin vio ARN. Nhur viy, gidm ndng d6 ngi bao
ciia dCTP khién cho viée gin dFICTP vi ADN di dang hon, Thuc chét ADN polymerase epsilon
khang the loai bo gemcitabin va sia lai chuli ADN dang phit trién. Sau khi gemeitabin gin vio
ADN, | nucleotid nita gin thém vao chubi ADN dang phat trién. Sau khi hn thém nucleotid nay,
syt téng hop ADN thire syt bi trc ché hoan toan. Sau khi gin vio ADN, gemcitabin thie diy qua
trinh hily diét té bio theo churong trinh dinh trudc, duwe goi la "apoptosis”

Durge dijng hoc: ;

Duge ding hoc cia gemeitabin d& ducre aghién ciru rén 353 bénh nhin, gom 121 nir va 232
nam tui tir 29 dén 79, Trong s céc bénh nhan ndy, khodng 45% bj ung thu phdi khéng phai té
bio nhd va 35% bi ung thy tyy. Khi ding gemcitabin, lidu tir 500-2592 mg/m’, truyén trong 0,4
dén 1,2 git, cac chi sé duoe déng hoe ghi nhin dugc nhu sau.

- Néing 49 dinh trong huyét tuong (dat diwe khodng 5 phit sau khi truyén xong): 3,2 - 45,5
mg/ml. Thé tich phiin bd ciia khoang chinh: 12,4 Um’ d8i véi nir va 17,5 U’ dbi véi nam (ty 1
khic biét gilta ngudi nay va ngudi khc 13 91,9%), Thé tich phén bo cia khoang ngoai vi: 47,4
U, chi s6 ndy khéng thay ddi theo gid tinh. D3 gin kit protein huyét tuomg; khang dang ké.

- DG thanh thii toan than; tir 29,2 VgioVm’ dén 92,21/git/m’ ity theo tudi va gidh tinh (1y 1§ khac
biét gilra ngudi nay va nguodi khac la 52,2%). DG thanh thai ¢ ni thip hom & nam khoang 25%
Miic it duoe thii nhanh, nhung d6 thanh this & nam 1in nix hinh nhu gidm dan theo twdi Véi lity
dé nghi 1.000 mg/n?, truyén trong 30 phit di d6 thanh thii ¢o thip nhung cling khong edn giam
liéu (ca nam 1an niy). Thai trir qua dwimg tidu: Dudi 10% thude dwge thar trir & dang khéng thay
d6i. D3 thanh thai & thn: 2-7 Vigie/m2.

- Théri gian bén hiy: tir 42 dén 94 phist, tiy theo tudi va gidi tinh, Vi thoi bidu ding thudc di 4&
nghi, gemcitabin hiu nhu dwge thii trir hon todn trong vong 5-11 gier ké tir lic bt ddu truyén.
Khi dang 1 tudn 1 ldn, gemeitabine khéng tieh tu trong cor thé,

- Gemeitabin duge chuyén hoa nhanh chong tai gan, thin, mau va cée mé khie do men cytidine
deaminase Chuyén hoa né béo cia gemitabin tao ra gemeitabin mono, di, v triphosphate
(dFACMP, dFACDP, dFACTP) trong do dFACDP va dFACTP duwe xem I c6 hoat tinh, Céc sin
phim cua chuyén héa ndi bao nay khang tim thy trong huyét twong hay nuie tiéu

San phim chuyén hoa ban diu 2'-deoxy-2', 2 difluoroudine (dFdU) khéng 6 hoat tinh va tim
thily trong huyét twong va nutre tidu,

Chi djnh:

- Ung thur phét khéng phai t& bao nho.

- Ung thur tyy dang tuyén. Ung thir tuy Khang vai 5-FU.

- Ung thyr bing quang, ung thir vii

- Bénh nhin ding gemeitabin ¢4 thé c6 cai thign trén lam sing, hode wng i 18 song hode ca hai

- Tac dung diéu tri khac: Gemeitabin ciing cé tic dung trong carcinome phéi té bao nhé thé tién
trién, tuyén tién liét, budng timg, vi, Co mdt 55 dip img voi thude trong diéu trj ung thur bang
quang va than tién trién.

Liéu lwgng vi céch ding:

* Lidu dimg:

- Ung thur phdi khng phii 1€ bao nho: Nguoi Ién: Tidu dé nghi cia gemeitabin 14 1,000 mg/m’
truyén tinh mach trong 30 phit. Lap lai lidu ndy mdi tuin 1 1én trong 3 tudn lién tip, tiép theo do
ngimg | tudn, Sau d6 1ap lai chu ky 4 twdn nay. Gidm lidu thude dua vio mirc 46 dée tinh xdy ra
trén bénh nhin,

Ngoi ra, 06 co thé duge ding tnde khi ding cisplatin. Hai phc db d3 duge si dung:
gemeitabine 1,25 g/m’ vio ngdy | v 8 cia mit chu ky 21 ngay, hodic gemcitabine 1 g/m? vao
nhing ngay 1, 8 vi 15 cia mdt chu ky 28 ngay.

- Ung thur tuy: Newsn lom: lidu dé nghi céia gemeitabin [a 1.000 mg/m? truyén tinh mach trong 30
phit. Lap lai liéu ndy méi tuin 1 Iin trong 7 tuin, sau dé ngung | tudn Diing tiép lidu ndy mdi
tuéin 1 1n trong 3 tudn, réi ngng 1 tudn Cir nhir thé lap lai chu ky 4 win nay Gidm lidu thude
dua vao mirc d§ dic tinh xay ra trén bénh nhan,

- Ung thu bing quang; gemeitabine duoc ding truge khi ding cisplatin, Lidy khuyén cdo cia
gemcitabine 14 1 g/m® vio cde ngay 1, 8, va 15 cia mt chu ky 28 ngay.

- Ung thir vix: gemeitabine thirimg duge ding sau khi mét taxane (paclitaxel, Docetaxel). Mt lidu
cua gemeitabine 1,25 g/m’ duge dua ra vio ngay 1 va 8 ciia mt chu ki 21 ngay.

Trwge mdi liéu ding nén theo doi s6 lugng tiéu cdu, bach ciu va bach cdu hat. Khi c6 bidy
hign cia dge tinh trén ma, néu ¢in thiét c6 th gidm lidu hodc ngung ding thude

Neén kiém tra dinh ky chirc ning gan va thin cho bénh nhan ding gemcitabin, gém
transaminase va creatinine huyét thanh.

Gemeitabin duge dung nap tét trong khi truyén, chi vi truimg hop co phan img tai no tidm
truyén, khéng cd cie bdo cdo vé truemg hap hoai tir noi tiém truyén. Gemeitabin ding dé ding
cho bénh nhén ngoai tri.

Bénh nhin lém wéi: Gemeitabin dung nap tt & bénh nhan trén 65 tudi Khiing ¢o biing chimg
cho thay cdn phai diéu chinh liu cho bénh nhan l6m tudi, mac di tudi tic dnh hudng dén dé thanh
théi v théri gian ban hity cia gemeitabin

Suy gan va thin: cdn thin khi ding gemcitabin cho bénh nhin suy gidm chirc nng gan hoge
thin. Chua c6 nghién ciu trén bénh nhin suy gan hode suy thin ning,

Tré em: Gemcitabin chua duye nghién et & tré em.

* Cidch ding:

- Chi ding Natri Clorid 0,9% khéng ¢6 chit bio quin dé
Miic du khdng nhén thiy tinh trong ky cia thudc, o
thude khac. Do khi ning héa tan cia gemcitabi
Tranh pha thude & néng 43 1ém hon 40 mg/mi vi cd¥hé
- Dé pha thude, thém it nhét 14 5 ml Natri Chlodd#,9¢
Chlorid 0,9% vao lo | g, Liic dé hoa tan thude,

Ly

- Luong thude da duge pha thich hop nhy trén co thé dé pha loding thém nita bing dung dich Natri
Chloride 0,9%. Nén gilt dung dich gemcitabin da pha & nhiét d9 phong (15 - 30°C) va nén diing
trong vong 24 gid. B di phan thuée khong sir dung, Khong nén gitr lanh dung dich gemeitabin
di pha vi thudc cé thé bj két tinh, Nén quan sit cic thude tnade khi ding dé phat hign cdc phin 1
nthd trong thude hoje sw thay déi mau sic cia thude,

* Twong ky: Gemeitabin hydrochlorid twong ky vat |y v aciclovir natri, amphotericin B,
cefoperazon Natri, cefotaxim Natri, furosemid, ganciclovir Natri, i ip v cil in Natri,
i Natri, methy dnisolon Natri mezlocillin Natri, mitomyein,
piperacillin Natri, piperacillin Natni v tazobactam, prochlorperazine edisilat.

Chéng chi djnh:

- Bénh nhdn qua min véi Gemcitabin

Thin trgng: )

- Nién theo dai sat bénh nhin ding gemcitabin, Cén co cie phucong tién xét nghiém cdn lim sing
48 theo d5i tinh trang bénh nhiin. C4 thé cin phai diéu tri céc bénh nhan 6 biu hién tic dung
ddc ciia thude

Tuwomg tic thude:

- Trong mét nghién ciru cia 14 bénh nhin bi ung thir phéi, viée sir dung caa paclitaxel trwdge
gemeitabine gdy ra su suy gidm hé thanh thai, thé tich phén bd, vi lam bién dbi duwe dong hoe
ciia gemcitabin. Diéu niy din dén ndng dd trong huyét tuong cia gemeitabin hoi cao hon so voi
néng 46 mong mudn. Tuy nhién, khing co méi quan hé r5 ring gifta sy thay ddi duoe déng hoe
vat dfe tinh vi co ¥ nghfa 1dm sang cia trong tic nay

- Mt thir nghiém diéu tra phac dd hoa tri lidu sira déi, trong do gemcitabin da duoc thay thé cho
etoposid dd phai nging lai vi dée tinh phdi bit ngo. Day duge cor 14 do sy két hop cua
gemcitabine va bleomycin, dnh huémg bét lon r5 rang trong cée nghién oiru khac sir dung phéi
hop nay.

- Chua xa¢ dinh dugc ché d9 diéu trj téi wu dé sir dung Gemcitabin an toan khi bénh nhan cin két
hop Gemeitabin voi xa tr

- Xét nghiém cin lim sing: Thin trong khi khéi du diéu tn cho cée binh nhan bi suy by xuong.
Gibng nbu céc thudo diu tri ung thur khac khi 4p dung phuong phap hoa trj ligu phéi hop hoic
lién tuc nén vy tam dén khi ning suy 1y ting din. Nén theo d&1 s luong tiéu cdu, bach ciu va
bach cdu hat trnde méi lidu gemcitabin Nén ngumg thudc hodic thay déi cach didu trj khi phat
hién suy tiy do thude. S8 luong té bao mau ngoai vi od thé tiép te giam sau khi da ngimg thudc.
Sir dyng cho phy nir c6 thai vi cho con bi:

Tranh dimg gemcitabin cho phy nit co thai hodc cho con bi vi cé thé gy dc cho NOW

tré bi me.
Téc dfng cin thude khi lai xe vi viin hinh may:

Gemeitabin d3 due bio cio la gay chimg ngd ga, tir nhe dén trung binh, khéng nén lai xe,

diéu khién may moe,
The dyng khéng mong mudn:
- Mau: Vi gemeitabin gy ire ché ity xwong, nén co thé giy thiéu mau, giam bach cdu, tidu céu.
Tiy xuong thutmg bi ire ché tir nhe dén trung binh, biéu hién 13 trén sb lugmg bach cdu hat,
Chimg tang tidu cdu ciing thigng duoc bio céo.
- Dubmg tiéu hoa: Bét thutmg vé men transaminase cia gan xiy ra & 2/3 bénh nhan, nhimg
thutmg nhe, khéng tién trién, va hiém khi phai ngimg thube. Tuy vay, nén cn than khi ding
gemcitabin cho bénh nhiin suy gan.
- Budn non, ndn xay ra trén 1/3 bénh nhan. Khodng 20% bénh nhén c6 tic dung phy niy cin diéu
tri, hiém khi phi giéi han lidu ding, va rit d& diu tri biing cac thude chéng nén.
- Théin: Protein nigu va huyét ni¢u nhe xdy ra trong khodng 1/2 s bénh nhan, nhung higm khi co
y nghia trén lém sing, thubmg khong kém theo thay déi creatinine huyét thanh hay BUN Tuy
nhién, Vi trutmg hop suy thin khéng 1 cin nguyén da duge bio cio, do db, cin thin khi ding
gemitabin cho bénh nhan bi suy gidm chirc ning thin
- Di img: Néi ban xéy ra trong khodng 25% bénh nhdn, ban kém ngira xay ra trong khoing 10%
bénh nhén. Ban thuong nhe, khéng cdn han ché liéu ding, co dap ing voi diéu tn tai chd. Trée
vity da, ndi mun e, loét hiém khi duoe béo cho
- Chua dén 1% bénh nhn bi co thit phé quin sau khi truyén gemeitabin. Co thit phé quan
thudmg nhe va thodng qua, c6 thé cin diu tri bing thude tim. Khéng nén dung gemeitabin cho
bénh nhin nhay cam vei thube. Khoang 10% bénh nhan bi khé they trong vong vii gio sau khi
ding gemcitabin. Kho thé thuémg nhe, ngin han, hiém khi phai gioi han liéu ding, thuimg
khoi khong cin diéu tri dic hidu Co ché cira chimg kho thé ndy chua duoc bidt v su lign quan
vén gemcitabin ciing khéng rd rang,
- Cac tic dung phy khac: Trigu chimg gidng nhu cam duge bdo céo trong khoang 20% bénh
nhin, thutmg nhe, ngan han, hiém khi phii gidi han liu ding trong dé 1,5% bénh nhan co trigu
chimg nang. S6t. nhue déu, dau lung, & lanh, dau co, suy nhuoe, chan &n 4 nhimg trigu chimg
phd bién nhit. Ho, viem mai, ké ca dé ma héi, mét ngd cling thuomg droe bio cdo. Sdt, suy
nhuge eling thwimg xéy ra rigng 1¢, Co ché cla dde tinh ndy chua 13 Cic béo cao cho thity
paracetamol c6 thé lam gidm tridu chimg. Phi/phi ngoai bién duoe bao céa trong khoang 30%
bénh nhan. Vai trutmg hop phi mat d duoe bio edo. Phit phéi hiém thdy (1%) Phiv/phi ngoai
bign thuimg nhe dén trung bink, it khi phéi gicn han lidu, dd1 khi gy dau, thutrng hdi phyc sau
khi ngimg thude. Co ché ciim dde tinh ndy chua o, Trigu chimg nay khang kém theo bit cir diu
higu nio ciia suy tim, suy gan hay suy thin
- Céie tic dung phu sau ddy ciing thuimg duge bio edo: Nhéi mau oo tim, suy tim
loan nhip da dugc béo cio trong cdc nghién ciny, nhung khang o6 bing chu
gemeitabin gdy ra die tinh trén tim,

Théng bdo cho Bdc si nhimg tdc dung khang mong mudn gip phii khi siv
Qui lidu vit cdich xir tri;

Khong c6 thube gidi dde 4 diéu trj qua lidu gemeitabin, Dée tinh cia thude el |
nhan duge khi ding timg liéu dén 5,7 g truyén tinh mach trong 30 phit mdi 2 tuﬁu.
qud liéu, nén theo dai sd luong 1€ bao mau caa benh nhin. Ap dung céc bién ph
cho bénh nhén khi cén thiét,

Han diing: 36 thang ké tir ngdy san xudt.

Bio quén: Lo kin, noi khé, nhiét 43 15 - 30°C
Dé xa tdm tay ciia tré em

Boc kf hunmg ddn sir dung treve ki ching
Néu cdn thém thong tin xin hoi y kidn Bac st
Thude ndy chi dimg theo dem ciia Bdc 57

Sdn xudt tqi:
CONG TY CO PHAN DUQC PHAM BIDIPHAR 1
498 Nguyén Thai Hoc — Tp Quy Nhom - Bink Binh - Viét Nam

Tel: 056,3846040_tFge Y L,__
dng 05 nam 2012
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