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khi diing thudc:
Dé xa tam tay ciia tré em
Doc kj hudng din sir dung trwde khi ding
Thubc chi dugc diing theo don thubc
Néu cin thém théng tin, xin hoi y kién ciia bdc si
Khong dung khi thube di hét han sir dung, vién thudc b va, bién mau...

3. Thanh phin cong thire thude:

Thanh phén duge chit: Pentoxifylin 100 mg

Thanh phén ta dugc: Lactose monohydrat 200 mesh, Avicel PH 101, Amidon, natri starch glycolat,
povidon K30, natri lauryl sulfat, talc, magnesi stearat, Opadry 03A18373 white, Acryl-EZE Clear
93F19255 vira du 1 vién.

4. Dang bao ché:
Vién nén bao tan trong rudt.

M6 ta san phim: Vién nén hinh try det, mau tring, dudmg kinh 9 mm, hai m3t hoi 16i, mat vién nhén,
canh vién lanh [an.

5. Chi dinh:

- Réi loan mach mau ngoai vi - dau cach hoi, bénh 1y mach mau do tiéu dudng, loét do dinh dudng
(thiéu méau nudi dudng) & cang chén;

- Réi loan mach mau ndo - xo vita déng mach nfo, thiéu mau nfo thoéng qua, sa sut tri tu¢ do mach
mau nio;

- Réi loan mach mau véng mac ;

- Réi loan tién dinh va rbi loan thinh gidc.

6. Céch ding, lidu ding:
Cidch diing:

Ubng thudc ndy ciing hoao ngay sau bita &n véi nhidu nude. Nudt nguyén vién, khong pha v, nghién
hay nhai vién trude khi nuot.

Liéu ding:

Liéu hing ngay va thai gian diéu tri duge xéc dinh ty thude vao loai bénh va mirc do nghiém trong
clia cdc tri¢u chimg lam sang.

Nguoi lén: lidu khuyén céo ban déu la 1200 mg (4 vién x 3 lan/ngay) (trong trudng hop cép tinh). Lidu
duy tri 1a 800 mg (4 vién x 2 lan/ngay).
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Ngudi cao tuéi: khong co yéu chu dic biét vé lidu luong.

Tré em: khong khuyén céo str dung do khéng c¢6 dii nghién ciru va dif liéu vé viéc sir dung thude & tré
em.

Bénh nhén suy than: & bénh nhén suy thin (dd thanh thai creatinin du¢i 30 ml/phut) cin giam khoang
30% dén 50% liéu tiry theo su dung nap cta timg bénh nhan.

Bénh nhdn suy gan: giam liéu tily thude vao kha ning dung nap & nhiing bénh nhén bi suy gan nang.
Bénh nhdn tut huyét dp: nén bt dAu diéu tri véi liéu pentoxifylin thap hon & nhitng b¢nh nhan bj tut
huyét 4p, & nhimg bénh nhin ¢ nguy co bj tut huyét ap (bénh nhan mic bénh mach vanh ning hodc
hep mach méu néo). Trong nhiing trudng hop nay, nén tang liéu din dan.

7. Chéng chi dinh:

- Qué min véi pentoxifylin, véi céc methylxanthin khéc hodic v6i bat ky thanh phén nao ctia thube;
- Xo vita dong mach vanh va xo vira mach mau nio nghiém trong;

- Nhdi mau co tim cép tinh;

- Xuéit huyét 6 at (xuét huyét ndi tang); xuat huyét nio; .xufit huyét vong mac;

- Phu nit mang thai va cho con b

8. Canh bdo va than trong khi ding thube:

Thén trong khi ding thuée Phatancum 100 trong céc truéng hop sau:

- & nhitg bénh nhén bj tut huyét 4p, bénh nhén méc bénh thiéu méu co tim ning va réi loan tic nghén

mach méu no 16 rét (c6 nguy co tut huyét 4p) nén bit diu diéu tri bing thude véi lidu thép rdi ting

dé“m;

- O bénh nhan réi loan nhip tim; m
- (3 bénh nhén trén 65 tudi (do bai tiét chdm nén ¢6 nguy co nhiém dgc);
- & bénh nhin suy gidm chite néing thin (do gidm bii tiét va tang ddc tinh). O nhime bénh nhan bjsuy Ui
giam chitc nang than (d9 thanh thai creatinin dudi 30 ml/phut), litu ding nén duoc diéu chinh bing 50- HA
70% lidu tidu chun, tiy thudc vao kha ning dung nap clia timg bénh nhén, vi du: 400 mg pentoxifylin
hai 14n mdi ngay thay vi 400 mg pentoxifylin ba 1an méi ngay:
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- O bénh nhén suy giam chitc ndng gan, cAn giam liéu theo chi dinh cuia bic si, tiy theo mirc dd nghiém
trong ctia bénh va kha nang dung nap.

Khi diéu tri dong thi voi thube chong dong mau va thube chong két tap tiéu cau , cén theo dbi thudmg
xuyén cdc chi s6 dong man.

Do su ¢6 mit cia ta duge lactose trong thanh phﬁn clia thudc, nhitng bénh nhén ¢é vin dé di truyén
hiém giip vé khong dung nap galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-galactose
khéng nén ding thube nay.

9. Sir dung thude cho phu nik cé thai va cho con bi:
Phu nif c6 thai



https:/trungtamtALQCEA8icu v tac dung giy doc cho phoi thai va gy quéi thai ciia pentoxifylin, nhung
viéc sir dung pentoxifylin & phu nit mang thai bi chéng chi dinh do nguy co xuét huyét va tut huyét ap
lién quan dén cac dac tinh duge 1y chinh cua thude.

Phu nir cho con bu

Trong thdi k¥ cho con bii, pentoxifylin di vao sita me véi sd lwgng t6i thiéu.

Dé tranh nguy co xay ra cac phan ing bét loi cho tré so sinh dbi vai viée sir dung thude ciia cae ba me
cho con bii, khéng nén sir dung thude trong théi gian cho con bu. Néu ngudi me cén diéu tri, nén ngirng
cho con bi.

10. Anh hwéng cita thube Ién khi niing 14i xe, vin hanh mdy mée:

Pentoxifylin khong anh hudng hodc anh huéng khéng dang ké dén kha niing 14i xe va vin hanh méy
moe. Tuy nhién khi gép tac dung khéng mong mudn nhu dau dau, chéng mit, nhin md, ngudi bénh
khéng nén tham gia 14i xe va van hanh may moc.

11. Twong tic, twong ky, cua thude:

Khi ding ddng thai véi thube chong huyét khéi (thude chéng dong mau, thudc chong két tap tiéu céu)
thi s& tang nguy co xuat huyét.

Khi sir dung két hop vai thude ha huyét ap c6 thé din dén tut huyét 4p nghiém trong, vi viy can theo
doi huyét ap thwong xuyén.

Str dung dbng thoi véi theophylin c6 thé 1am ting nong do theophylin trong huyét twong va do dé s&
xudt hién cac tac dung doc hai.

Téc dung ha duomg huyét clia thude udng tri déi thao dudmg va insulin c6 thé ting 1én khi ding dong
thoi voi pentoxifylin.

Khéng khuyén cdo sir dung dong thdi pentoxifylin va ketorolac do ting nguy co chéy mau va/hodic kéo

dai thoi gian prothrombin. %453
Thirc #n dung cung lic v6i thube 1am giam toc d6 nhung khong lam giam mic d0 hip thu cia thube. 1'_|],f,\
Nicotin déi khang téc dung clia pentoxifylin trén co tron mach mau do tic dung co thit mach 18 rét ca Tt{rﬁ
no. .BAC(
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12.  Tic dung khéng mong muon ciia thuoc: -

Céc phan tmg c6 hai cia thudc duge mé ta dudi diy duoe phan loai theo hé thong phén logi co quan
va theo tin suit theo MedDRA.

Céc phan ing c6 hai cua thude duoc phan loai theo tin suit nhur sau: rit thuomg gdp (>1/10), thudmg
gip (21/100 va <1/10), it gap (21/1 000 va <1/100), hiém gip (21/10 000 va <1/1 000), rit hiém gip
(<10 000) va khong xéc dinh (khong thé udc tinh tir dit lidu hién co).

R&i loan méu va hé bach huyét

Rét hiém gip: thiéu mau bt san, giam tidu ciu (khuyén céo theo dai hinh thai hoc)
Réi loan hé théng mién dich

Hiém giip: s6c phan vé (trong nhiing truong hop nay, ngling diéu tri va thuc hién céc bién phap cép
clru ngay lép tic)
Réi loan chuyén héa va dinh dudng
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Réi loan tim thin

Hiém gip: lo lang, rbi loan gidc ngi, a0 gidc
R&i loan hé than kinh
Thudng gip: chong mat va dau dau

r
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Réi loan mét

Rét thudng gap: md mat

Réi loan tim

Hiém gip: nhip tim nhanh, dénh tréng nguc, r6i loan nhip, dau thét ngue
Roi loan mach méu

it gap: do bimg mat

Hiém gap: tut huyét ap

RAt hiém gip: xudt huyét (trén da, niém mac, dudmg tiéu héa); trong nhimg trudng hop nay, nén ngimg
ding thude

R&i loan hd hép. 1dng nguc va trung thit

Hiém giip: co that phé quan
R&i loan tiéu hoa

Thudng gip: budn nén, non, dly hoi, dau bung, tiéu chay
Ré&i loan gan mét:

Hiém gap: tic nghén dudmg mat

Réi loan da va mé dudi da

Hiém gip: phan tmg di tmg da, ban do, ngita, may day, phu mach, ting tiét md hoi
Nghién ciru

Hiém gip: ting men gan (transaminase, phosphatase kiém)

Théng bdo ngay cho bic s§ hodc dwoe sf nhitng phan ieng cé hai gap phai khi st dung thube

13. Qua lidu va cach xir tri:

Triéu chimg qua liéu: dé big mit, tut huyét ap, co giat, budn ngii, mat y thirc hodc kich dong, s6t, mat
phan xa, co cimg-co giat, ndn ra mau.

Piéu tri triéu chimg: rira da day, udng than hoat, didu tri triéu chimg dé kiém sodt co git va huyét ap,
dung thube giam dau h hép.

Khéng c6 thube giai doc dic hiéu.

Theo ddi trong phong chim séc diic bidt cd thé cin thiét dé tranh cée bién chimg.

14.  Dic tinh dwge hre hoc:
Nhém duoe 1¥: thubc gian mach ngoai vi, din xuét purin.
Ma ATC: CO4ADO03

Pentoxifylin 1a mot dén xuit xanthin dugc thay thé ba 14n. N6 ting cudng luu lwong mau & chp 6 vi
tuan hoan, chit yéu bing cach cai thién ddc tinh luu bién ciia mau. N6 tc ché sw két tp ciia tiéu ciu va
hdng cau, cai thién kha nang bién dang ctia hdng céu, lam giam d6 nhét cia méu va murce do fibrinogen.
Uc ché sy kich hoat cuia bach cAu va ngin chin sy tham gia ctia ching vao phan img viém. Uc ché

WMT AN
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canxi ndi bao. N6 c6 téc dung gidn mach, dan dén giam vira phai sitc can mach mau ngoai vi va ting
vira phai nhip dap va cung lugng tim.

15.  Dic tinh dwge dong hoc:

Hap thu

Thube duge hép thu hoan toan va nhanh chéng & dudng tiéu hoa.

Khi diing cting véi thire &n, qué trinh hAp thu bi chim lai chir khong giam. Néng d6 t6i da trong huyét
tuong cua hoat chét chua chuyén hoa dat duogc sau 1 gidy va cha chit chuyén héa sau 1,5 gio.

Thubc lién két véi mang hdng chu. Pentoxifylin va cic chét chuyén hoa ciia né duge phan bé trong sita
me.

Chuyén héa

C6 su chuyén hoa thube qua gan 1an ddu manh mé.

N6 duge chuyén hoa thanh mdt s lugng dang ké cac chét chuyén hoa ban dAu trong hong cau va sau
d6 & gan. C6 hai chét chuyén hoa chinh ciia pentoxifylin la chét chuyén héa I (I-[5-hydroxyhexyl-3,7-
dimethylxantine) va chét chuyén héa V (1-[3-carboxypropy!] -3, -7-dimethylxanthine).

Thai trir

Chil yéu qua than dudi dang cac chit chuyén hoa; dudi 4% lidu ding duoc bai tiét qua phan . Toan b
lugng hoat chét duoc thai trir sau 24 gid.

Duoc déng hoc & nhitng nhém bénh nhén déc biét

Cé xu huong tang AUC va giam muc d¢ bai tiét & nhimg ngudi bi suy gan va suy thén, ciing nhu &
nhiing ngudi trong dé tudi tir 60 dén 68 tudi.

O nhimg bénh nhan bj suy giam chic niang thin hodc suy giam chirc ning gan, thoi gian ban thai kéo
dai va sinh kha dung tuyét ddi ting lén.

16. Quy cdch déng goi:
Hp 10 vi x 10 vién, kém theo t huéng dan sir dung.

17.  Diéu kién bio quén, han diing, tiéu chuin chit lwgng ciia thude:
Bao quin: Dudi 30°C, noi khd, tranh anh sang tryc tiép.
Han diing: 36 thang ké tir ngdy san xuét.
Tiéu chuin chét lwong: Tiéu chuén co so.
18.  Tén, dja chi ciia co sé san xuat thude:
Céng ty b phan Duge phdm Trung uong 1 - Pharbaco
160 T6n Pirc Thing, Hang Bot, Déng Pa, Ha Néi
Dién thoai: 024 - 38454561; 024 - 38454562 Fax: 024 - 38237460
PHARBACO  San xuit tai: Thach L3i, Thanh Xuén, Séc Son, Ha Noi
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