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SOLFLOXIN

DE XA TAM TAY CUA TRE EM
BOC KV HUONG DAN SU DUNG TRUGC KHI DUNG
THUOC NAY CHI DUNG THEO DON THUOC

1. Thanh phiin céng thire thufie:

M0&i chai 50 ml chira:

Thanh phiin hogt chit: l‘amm:dm .20 mg
Thanh phin ta duge: vir di I chai: L-aspariu: acid, natri clorid, natri hydroxyd, nude dé pha thubc tiem.

2. Dang bio ché

Dung djch ti€m truyén.

Dung dich trong, khing méu,

3. Chidjnh:

Thude Selfloxin duoe chi dinh trong cac truémg hop sau diy

- Pidu trj ngdn han loét t trang thé hogt dong. Hiu hét benh nhan trueng thanh Knh trong vong 4 tudn; hiém khi st dung
famotiding voi lidu lugng diy di trong thai gian dai hon 6 dén 8 tudn. Cac nghién ciu chua dénh gid an todn cia famotidin trong
dién trj loét td tréng thé hoat déng khiing bién chimg trong thai gian hon § tudin,

- Pidu trj duy tri cho bénh nhan loét t4 tring thé hoat ddng & ligu gidm sau khi lanh vét loft. Thar gian didu tri khéng kéo dai qua
mgt nam,

- Diéu trj ngfin han loét da day lanh tinh thé hoat dgng. Hau hét bénh nhén truéng thanh lanh trong vong 6 tuiin. Ciic nghién ciru
chiwa déuh gid sy an toan hofie higu qua cia famotidin trong loét da day lanh tinh khng hién chimg trong thoi gian hon 8 tudin.

- Didu 1rj ngin han bénh trao nguge da day - thye quan (GERD). Fametidin ciing duge chi dinh trong didu trj ngﬁu Tran viém thire
guan do GERD bao gdm bj an mon hodc loét thire quin duge chiin dodn bing ndi soi

- Bénh 1y tang bai tiét & mm-n'g; i héa (nhu hdi chitng Zollinger — Ellison, da u tayén ndi tiét).

4. Litu dimng vi cdch diing:
* Crich ding: San phiim la dung dich dang trrong di duge p]wL hop vai dung dich NaCl 0.9% as tmyen trong khodng thoi gian 13

— 30 phat. Dung dich da phéi hop nay chi sir dyung da truyén cimg cde dung ey vo trimg,

San phém phai duoc kiém tra biing mét vé kich thuée tiéu phan va sy bién doi mau sfic trwde khi sir dung.

* Lidu dimng:

Famotidin ding duéng tinh mach cho ngudi bénh & trong bénh vién trong trudmg hop téng tié1 acid bénh Iy hoge loét 4 Irang dai
diing hodc newdi benh khiong ubng duge cho dén khi cd thé didu tr] bing dudng uéng

- Lidu khuyén céio & bénh nhan trudng thanh 12 20 meg, truyén tinh mach céch 12 gid/lén

- Liéu hriomg va ché d¢ didu trj bﬁng dudmg tinh mach & bénh nhéin bj trio nguge da diy - thue quéan (GERD) chua duge thiét lap.
- Liéu diing cho bénh nhi dwdi 1 néi bj irdo ngwpe da day - thiee quan (GERD):

Viée sir dyung durdng tinh mgeh famotidin & bénh nhi dudi 1 tudi bi GERD chua duge nghién citu ddy du.

- Lidu dimng cho ivé tir ] dén 16 tudi:

0,25 mg/kg. truyén tinh mach trong 15 - 30 phit, cich 12 gidr mt In, 16 tong lidu 16i da hing nghy 40 mg.

- Digu chinh lidu 6 ngudi suy thén mire do trung binl hode ndng:

Vai nguai suy thin mie df trung binh (hé¢ so thanh thai creatinin dudi 30 mi/phat) hoge suy thin mie do ndng (hé sb thanh thai
creatinin dudi 10 ml/phit), lidu famotidin c6 thé giam xudng con mot nira so voi liéu thomg thrdng hogic khodng céch dimg thude
phii kéo dai t6i 36 - 48 gios ty theo dép (mg ldm sing cla ngudi bénh.

Dira trén viéc so sanh cdc thong s6 dugc déng hoc ciia famotidin & ngudi 16n vi bgnh nhi, viée digu chinh lidu & b&nh nhi bj suy
thin vira hofic ning nén durgc xem xét.

- Cde bénh ly ting tidt dich vi (nhie hoi chimg Zollinger — Ellison, da u fityén ngi tidt)

Liéu famotidin thay dbi tiiy theo thé trang ciia b&nh nhén. Lifu khuyén cfo cho ngudi 1on la 20 mg, ding dudng tinh mach, cich

12 gi | ln. Tuy nhién, & mot s& ngudi benh cdin liéu khoi diu cao hon. Sau dé diéu chinh lidu theo yéu cdu vi dép (mg clia ngudi
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bénh, Lidu ubng 18n t6i 160 mg cich 6 gier mét lin da duge ding cho mt 56 ngudi 16n mic Hai chimg Zollinger-Ellison ndng

- S ¢ i ciic thude khéng acid: Thube khang acid dudng udng 6 thé diing dbng thoi néu cin. 8227152
irdung dﬁ.ng thii ede thude khang aci g acid dudng uong g ding ‘I ;——J\;\

5, Chong chi djnh: :

M3n cam véi famotidin, cic thube déi khang thy thé histamin H2 khéc hoge vai bat ky thanh phan ndo cia

6. Canh bio vi thin trong khi dimg thuiic:
- Giidm triéu chirng khi ding famotidin khong c6 nghia logi trir dwoc khéi u dc tinh & da day.

- Diing thén trong, ditu chinh lidu hofic khodng céch gifra cic liéu dang & bénh nhén suy thin mic df vira h
tée dung khing mong muén trén hé thiin kinh trung wong & cde bénh nhin niy.

- Pidu tri bing cic thudic fre ché bai tiét acid dg day c6 thé lam ting nguy co viém phéi méc phéi & cdng déng,

Canh béo lién quan dén (@ duoe sir dung:

Cin thin trong khi dimg cho bénh nhn cin nhiéu hon 2 don vi lidwogay trong thii gian dai hofie nhimg bénh nhin dang theo ché
dé an it mudi (Na).

7. Sir dung thute cho phy nir eb thai vi cho con hi:

Thivi Iy mang thai

\ Famotidin qua dirgic nhau thai. Khong ¢6 ¢fe nghién clr dAy dit va duoe kiém sodt 16t khi ding famotidin trong thi ki mang thai,
vi viiy chi duge ding cho ngudi mang thai khi that cin thiét.

Thii ki cho con b .

Famotidin bai tiét qua sita me. Vi ¢ khi niing gl céc tac dung khong mong mudn nghiém trong cho tré, nguoi me phai quyét dinh
ngiing cho con bii trong thdi ky dung thude, hoe ngimg ding thude, tiy theo tAm quan trong eta thube dbi véi ngudi me.

8. Anh hrrémg ciia thude 18n kha niing Iii xe, vin hanh miy méc:

Bénh nhén cin thin trong khi l4i xe, viin hinh may méc vi thude c6 tae dyng phy 1én thén kinh trung vong gy dau déu, chéng mit,
hofic ¢6 thé gy co gidt todn than, réi loan 1A thén nhu do gige, 1 1o, kich dang, trint cam, lo fu, di cadm, mét ngit, ngi ga,

9. Tweng tde, twong ky, eda thube:

Twong téc thube

- Thire &n vé thube khdng acid:

Thirc &n 1am tang nhe va thude khang acid lam gidm nhe sinh kha dung cua famotidin, nhung céc tic dung ndy khong dnh hudng
quan trong dén tac dung lam sang. Famotidin c6 thé ding déng thoi voi thue khng acid. Tuy nhién, gidng ninr cée thubc doi
khéng thy thé histamin H2 khéc, tic dung cia famotidin trén pH da day c6 thé anh hiréng t6i hp thu cia mét sb thude khéc.

- Tac dung dén su thanh thai thude & gan:

Khic v6i cimetidin va ranitidin, famotidin khéng Gc ¢hé chuyén hoa thude qua hé enzym cytochrom P450 & gan ciia céc thubc
warfarin, theophylin, phenytoin, diazepam va procainamid. Famotidin eting khéng téc djng dén chuyén hoa, do thanh thai va nia
dsi coa aminopyrin hay ant Ep}rin. Tranh ding ding thivi famotidin véi delavirdin, erlotinib, mesalamin.

- Famotidin ¢6 thé lam tang tac dung va déc tinh ciia saquinavir.

- Famotidin cé thé lam gidgm tac dyng cia th ude chéug ndm (dan xudt azol), atazanavir, cefpodoxim, cefuroxim, dasatinib,
delavirdin, erlotinib, fosamprenavir, indinavir, cac mudi sat, mesalamin, nelfnavir,

- Tuong téc thude - thire an: Han ché diing thite &n va db uéng chira nhém xanthin. Tranh diing nrgu (c6 thé gly kich img nigm
mac da diy).

Trong ki:

Do khéng c6 cae nghién ci vé tinh twong ky cha thude, khang trén 1n thube ndy véi ce thube khac.

10. T4e dung khdng mong mudn cia thude:

Famotidin thudmg dung nap 16t, khong anh hudng dén chuyén hoa thude, rat it anh huong dén ndng dd prolactin huyét thanh va
khéng ¢6 tac dung khdng androgen. Tuy nhién, néu dimg liéu cao gép ddi trong thai gian vai thing co thé gay tang prolaclin méu
va cing vii. Dfic bigt & tré em du6i 1 tudi, tri¢u chimg kich dong va ndn xiy ra vai tan xuit cao, c6 thé 18n 161 14%.

ADR khi diing dubng udng thuéme tirong tyr nhur khi ding dirémg tinh mach.

Thuedng gdp, ADR > 1/100]
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- Thén kinh trung wong: Dau dau, chong mit.

- Tigu héa: Tho bon, tiéu chay. -

it gap, 1/1 000 < ADR = 1/100

- Todn thén: Sbt, mét mdi, suy nhuge.

- Tim mach: Loan nhip, bléc nhi - thét, danh tréng ngue, tang huyét ap.
- Tiéu héa: Enzym gan bit thudmg, budn nén, non, chin an, khé chiu trong bung, ¢ nong, ddy hoi, o hoi, kho %
- Phan tmg qua min: Sde pham vé, phit mach, phit mit, phit mit, may day, phét ban, sung huyét két mae. @

- Co xuong: Dau co xuong bao ghm chuft rat, dau khdp.
~“Thén kinh: Co gidt todn thn, réi loan tam thin nhwr o gide, 1 lin, kich dong, trim cam, lo Au, dj cam, mit ng, ngii g Nguy co
gip ADR trén thin kinh tnmg wong co thé 16n hon & bénh nhén suy thin,

- Thin: Tang niter uré - méu hoge nong da creatinin huyét thanh, protein niéu.

- Gan: Vang da & mdt, tang bilirubin todn phéin trong huyét thanh. Thay déi ndng ¢0 protein va cholesterol huyét thanh.

- Ha hép: Co thit phé quén, viém phdi ke, viém phéi méc phdi & cong dong.

- Da: Ryng tée, tring ca, ngira, khd da, do img, kich tng nhe tpi v tri tigm.

- Gife quan: U 1ai, rdi loan vi gidc.

Hiém gdip, ADR < 1/1 000 ]

- Méu: Giam bach ciu hat, giam toan thé huyét cdu, gidm bach chu, giam tidu ciu.

- Da: Hoai tir biéu bi nhiém doc, hdi chimg Stevens-Johnson.

- Ni tibt: Ligt duong, chimg vii to & din dng, suy giam tinh dye.

Tuy nhién, trong cic nghién ciru ¢d kiém sodt, 1y 1& ADR ndy & nhimg ngudi bénh ding famotidin khdng 16n hon nhing ngudi

diing placebo.
THONG BAO NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

11, Quét lidu vi efich xir trf:
Khong c6 kinh nghiém v& qu lidu ¢fp cia famotidin, Cac biéu hién khi gap qua lidu twong tyr nhur cde ADR thudng gip trong lam

sang.

& ngudi bénh tang tiét dich vi bénh Iy da ubng 16i 800 mg famotidin/ngdy ciing chua thiy xdy ra cic bidu hign ngd dée ning,

Didu tri: Bi¢n phap thong thwimg 14 loai trir thubc chira hip thu khoi dudmg tiéu hoa va theo ddi 1am sng. Diéu trj trigu ching va
hd trg.

12. Céc diie tinh duge lyc hge:

! - MaATC: AUZBAG3

‘ - Nhom téc dung dwoc ly: Déi khéng thy thé histamin H2

- Co ché téc dung

Famotidin trc ché cgnh tranh tic dung cia histamin tai thy thé H2 ¢ & bao thanh da diy, nén lam giam thé tich bai tiét va gidm
nfﬁllg do acid da day cd & didu kién co ban ban dém va ban ngdy, ciing nhir khi b kich thich do thic &n, do histamin hoje
pentagastrin. Hoat tinh dbi khéng histamin & thy thé H2 cia famatidin phuc héi chim, do thude téch chim khoi thu 1hé. So sanh
theo phan tir lugng, tac dung rc ché bai tiét acid da day do kich thich ciia famotidin manh gﬁp 20 - 150 I4n so véi cimetidin va 3 -
20 14n so véi ranitidin. Mie dd tc ché bai ié1 acid da day (dic biét vAo ban d&m hofic khi bj kich thich boi thic &n) ciia famotidin
lién quan fryc 1iép véi lidu luong va thai gian dimg thude. Tong thé tich dich acid da diy lam tidt gidm 55 - 65% sau khi ubng mot
lidu 20 mg hodc ding dudmg finh mach 10 - 20 mg, nhung gidm nhidu nhét khi ding duéng tinh mach 20 mg. Ubng mit lidu 40
mg vio budi tdi trc ché duge 161 95% bai tiét acid da day vio ban dém v 32% vio ban ngdy. Bai tiét acid & da dity trong 24 gid bi
tre ché khodng 70%.

Do lam giam thé tich dich bai tiét acid da day, famotidin gin tiép gy giam bai tiét pepsin (phy thuge liéu). Famotidin ¢6 thé bao
vé niém mac da day khi bj kich fmg bdi mdt sé thude nhu aspirin hofic ciic (hude chong viém khéng steroid khac.

Nong @ famotidin tir 128 - 1024 microgam/ml 14 cAn thiét dé (re ché sur tang trudng ciia mdt s6 chiing Helicobacter pylori.

13, Céie dfic tinh dwge djng hoe:
- Hap thu:
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Sau khi udng, famotidin duge hip thu khong hodn todn & dudmg Liéu héa, chuyén hoa bude diu it, sinh khi dung khoang 40 - 50%.
Thire fin ¢6 thé lam ting nhe va cic thudc khang acid ¢6 thé lam gidm nhe sinh khd dung clia famotidin, nhung khiing qﬁm'l -’Ifn'jﬂllg :
trong lam sing. Sau khi ung, néng 9 18i da trong huyét tuong dat dugre trong khoing 1- 4 gidy, Ut ché baii tiét acid thiy 16 trong
vong 1 gitr sau khi ding thude dubtng udng holic duong tinh mgeh. Sau khi ubng mt lidu 20 mg hofic 40 mg, thdi gian (e ché bai
it tir 10 dén 12 gid.

- Phén bé:

Khoang 15 - 20% famaotidin l’i-éu két véi protein huyét tuong.

- Clutyén hda:

Mt phfm nhd famotidin bj chuyén éa & gan thanh famotidin 8-oxid khong eon tac dung.

- Thii trie:

(3 ngudi 16n c6 chire néng thiin binh thutmg, nira dbi thai trir 13 2,5 - 4,0 gitr. O ngudi suy than 6 d thanh (héi creatinin < 10
m U'[)Il.l:l.l, nira dévi thai teir co thé om 20 gidy,

Thai trir chit yéu qua thin theo dudng loe qua cu thin va b tiét tich cye & dng thin. Khiodng 25 - 30% lidu ubng hoge 65 - 80%
lidu dua qua dutmg tinh mach duge bai tiét dudi dang khong chuyén hoa trong nudro tiéu trong ving 24 gitr. Famotidin cling tim
thily trong sira me.

14. Quy ciich dong goi:

Hép | chai x 30 ml

15, Didu kifn bito quin, han ding, titu chudin ehit lrgng cia thude:
Ditu kifn bde quin: Noi khd rbo, nhiét dg khang qud 30°C, tranh dnh séng.
Han dimg: 24 théng ké tir ngy sn xut. Sir dung ngay sau khi ma nip.
Ticu chudin chiit lugng ciia thube: TCCS

16, Tén, dia chi ciia co s& sin xudt thube:

ﬁ CONG TY CO PHAN S.P.M

5 P ;'%‘i W \\"W.Sl!!l‘l.COI’II N
L6 s8 51, Khu cang nghiép Tan Tgo, Budng sb 2, Phutmg Tén Tao A,

Qugn Binh Tan, TP Hd Chi Minh.
DT: (028) 37507496  Fax: (028) 38771010

TP Ho Chi Minh, ngay05thang08nam 2044
Pai di¢n hop.phép ciia co s& ding ky
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