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PENTOFYLLIN" 20 mg/ml

solution for injection 5 ml

Pentoxifylline 20mg/ml ; :

Thanh phan: 1 éng 5 mi dung dich chiva:
Pentoxifylin 100 mg
Chi dinh, cach dung, chéng chi dinh, tac dung phu,

Importer/ Nha nhap khau:

Composition: 5 ml solution contains:
Pentoxifylline 100 mg

Excipients: sodium chloride, water for injections.
Indications, Dose and administration, Contra-indication, cac thong tin khac:

Side-effects, other information: Please see the insert paper Xem t& hudng dan siv dung

Storage: Store in the original package at temperature below 30°C. Bac quan:

Dosage form: Solution for injection Dé & trong bao bi kin, & nhigt do dudi 30°C.
Packing: 5mi/vial x 10 vials/box. Dang bao ché: Dung dich tiém
Administration: LM/LV Quy céach déng géi: Smi/bng x 10 éng/hap
READ THE PACKAGE LEAFLET BEFORE USE Buong ding:

KEEP OUT OF THE REACH AND SIGHT OF CHILDREN Tiém bép, tiém tinh mach

Dé xa tam tay tré em.

Visa. No./S6 BK:
Boc ky hréng dan sir dung trwére khi dung.
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I% Prescription drug / Thudc ban theo don

PENTOFYLLIN' 20 mg/ml

solution for injection 5 m|

Pentoxifylline 20mg/ml

Manufactured by/San xudt boi:

SOPHARMA AD

16 lliensko Shosse Str. 1220

10 ampoules

Batch No. /S 16 SX:

Mfg. Date /INSX:
Exp. Date /HD:

Sofia, Bulgaria

sml

SOPHARMAAD
SULCARIA

PENTOFYLLIN® 20 mg/ml

e

solution for injection 5 ml

pentoxifylin 100 mg/5m!

L

Baten Mo/ SE 10 SX.
Exp. Dala/ KD



DPoc ky huéng din sir dung trwée khi ding
Dé xa tam tay tré em

Rx Thubc nay chi diung theo don thudc
PENTOFYLLIN 20mg/ml
[Thanh phan] Méi 6ng Sml chira:
Thanh phan hoat chét:
Pentoxifylin 100mg
Thanh phcfn 16 dwoe: Natri chlorid, nuéce cét pha tiém
[Dang bao ché]: Dung dich trong khong mau
[Chi dinh]

Pentoxifylin dugc dung diéu trj céc bénh do viém tic dong mach maén tinh céc chi:
Chig dau cach hoi, bénh tiéu duong, rdi loan dinh dudng lién quan dén huyét khbi dong
mach va tinh mach, loét va hoai tir chan, bénh Raynaud.

Bénh Iy mach mau nao

Réi loan mach vOng mac.

R6i loan chire nang tai trong lién quan dén su rdi loan cung cAp mau.

[Liéu dung va cach ding]
Puong dung: Tiém bép, tiém tinh mach
Nguoi 16n: Truyén tinh mach 1-2 lan/ngay, mdi lan 100 - 600 mg (1-6 6ng) hoa tan trong
100-500 ml nuwéc mudi. Tde do truyén 100 mg/gio.
Ré&i loan chirc nang tai trong: Truyén tinh mach 300mg/lan x 2 lan/ngay. Téc do truyén
100mg/gid
Tiém bap: 100mg/lan, dung 2- 3 lan/ngay. Tiém bép cham, tiém sdu vao co mong
Khong dung qua 1200mg/ngay
Bénh nhén suy than (thanh thai creatinin duéi 30 ml/phut), diéu chinh liéu tir 50-70% lidu
diéu tri.
Bénh nhan suy gan: Liéu dung theo chi dinh ctia bac si va phu thugc vao tinh trang bénh.
[Chéng chi dinh]
Khong duge ding Pentoxifylin cho ngudi bénh méi bi xuat huyét ndo hodc xuét huyét
vong mac, hodc ngudi bénh da biéu 16 trude day su khong dung nap déi véi pentoxifylin
hodc cac din xudt cia methylxanthin nhu cafein, theophylin hozc theobromin, nhdi mau

co tim giai doan cap, ngudi bénh ¢6 nguy co hodc dang c6 xuat huyét 1on.
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[Canh bdo va théin trong khi diing thudc]

Do an toan va hiéu qua cua tré em chua duogc thiét 1ap, khong khuyén céo ding
cho treé em.

Nén tranh dung pentoxifylin trong xut huyét ndo, xuét huyét vong mac ning, loan
nhip tim nang va nhdi mau co tim cép. Nén ding thudc than trong & ngudi bénh co tim
thiéu méau cuc bd hodc ha huyét ap.

C6 thé can phai giam lidu pentoxifylin & ngudi bénh ¢6 suy gan hodc suy than.

Pentoxifylin dugc coi la khong an toan dbi v6i ngudi bénh c6 loan chuyén hoa
porphyrin.

Nguoi bénh duogc diéu tri véi warfarin can phai duogc theo ddi thuong xuyén hon
vé thoi gian prothrombin, trong khi nguoi bénh c6 céac yéu t6 nguy co khac dé co bién
chimg xuét huyét (nhu méi dugc phau thuat, loét da day- ta trang, xuét huyét ndo hoic
xuét huyét vong mac) can duoc kham dinh ky vé chay mau gbm xét nghiém vé ty 18 thé
tich huyét cau hodc hemoglobin.

[Stt dung thudc cho phu nit ¢6 thai va cho con bu]
St dung thuéc cho phu nit cé thai
Khong co6 dit liéu vé st dung thudc trén phu nit ¢6 thai, chi nén dung thudc néu loi ich
vuot trdi so vol nguy co

Thoi ky cho con bu

Pentoxifylin va cac cht chuyén hoa c6 bai tiét vao sira me. Vi vay can phai quyét dinh
nén ngung cho con bt hodc ngung dung thudc, co tinh dén tdm quan trong cua thude ddi
v6i nguoi me

[Anh huéng cia thudc 1én kha niing lai xe, vAn hanh may méc]:

Anh huéng nhe: Than trong khi dung thudc cho nguoi 1ai xe va vn hanh may moc vi
thudc c6 thé gay hoa mit, chong mit

[Twong tac, twong Ky, ciia thudc]

Twong tdc cia th uoc

Cdc thuéc chéng dong mdu va thudc vre ché két tdp tiéu cau: Di c6 cac trudng hop
xuét huyét hodc kéo dai thoi gian prothrombin ¢ nguoi bénh ding ddng thoi pentoxifylin
vé6i cac thude chdng déng mau hodc thude e ché két tap tiéu cau. Can lam xét nghiém
xac dinh thoi gian prothrombin thuong xuyén hon d6i voi ngudi bénh dugc diéu tri dong

thoi vai pentoxifylin va mot thudc chéng dong mau udng, vi du nhu warfarin. Phai thyuc
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hién xét nghiém dinh ky vé cac ddu hiéu cta xuét huyét, bao gém xéac dinh hemolobin va
ty 1& thé tich huyét ciu & ngudi bénh dung pentoxifylin ¢6 cic yéu t6 nguy co c¢6 kha
ning gy bién chimg xuit huyét (vi du nhu méi phau thuat, loét da day — ta trang, xut
huyét ndo hodc xut huyét vong mac).

Cdc thuéc khde: Céc tuong tac quan trong vé mit 14m sang khong xay ra & nguoi
bénh dung pentoxifylin déng thoi véi thude chen beta — adrenergic, glycoside trg tim,
thudc loi tiéu, thubce chéng dai thao dudng hoic thude chéng rdi loan nhip. Mdc du cac
tuong tic quan trong vé mat lam sang khong xay ra cho t6i nay, van can phai theo doi
dinh ky huyét ap toan than ¢ nguoi bénh ding dong thoi pentoxifylin va thubc ha huyét
ap, va néu duoc chi dinh, cin phai gidm liéu luong thudc ha huyét ap vi & mot s nguoi
bénh dung riéng pentoxifylin da c6 sy giam huyét ap nhe.

Twong ky ciia thudc

Do khéng c6 cc nghién ciru vé tinh twong ky cia thude, khong tron 14n thube nay véi
cac thube khac

[Tac dung khong mong mudn cia thudc]

Céc tac dung khong mong mudn cia pentoxifylin thuong lién quan dén dudng ti€u hoa .

va hé than kinh trung vong. Ty 1€ tic dung khong mong mudn vé duong tiéu hod va hé

than kinh trung wong c6 lién quan véi lidu lugng.
Thuong gap, ADR> 1 /100

Tiéu hoa: Budn nén, non, kho tiéu.

Than kinh trung wong: Hoa mit, chong mit.

It gap, 1/1000<ADR<1/100

Tim mach: Dau thit nguc, dau nguc.

Tiéu hoa: O hoi, truéng bung, ia chdy, budn non, non.
Than kinh trung wong: Nhire dau, run -
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Théng bdo ngay cho bdc sy hodc duwoc sT nhitng tdc dung khéng mong mudn gdp phdi khi

sir dung thuéc

[Qua liéu va cach xi tri]
Qud li¢u: Cic triéu ching chinh 1a dé bing, ha huyét ap, co giat, ngi ga, mit y thirc, sdt
va kich dong, nhip tim cham. Ngoai ra, ngudi bénh con c6 céc triéu chimng co cing co

bung, bu6bn noén, nén va kich thich nang.



[Pac tinh duwge luc hoc]
Nhom dwge Iy: Thude tac dung trén d6 nhét ciia mau
Ma ATC: C04A D03

Pentoxifylin 12 mot din chét ctia xanthin c6 tic dung chu yéu lam giam do nhét
ctia mau, do lam hdng cau d& uén, bién dang, lam giam bam dinh va két tap cia tiéu cau,
lam giam ndng dd fibrinogen huyét trong va lam ting hoat tinh tiéu fibrin.

Do nhot cua mau gidm lam tang luu lvgng mau dén cac mé bi thiéu mau cuc bd
va tang ndéng d6 oxy md & ngudi bi viém tic man tinh dong mach ngoai bién.
Pentoxifylin ciing lam ting ap luc oxy & vo ndo va dich ndo tiy, di duoc dung dé diéu tri
mot s6 bénh vé tudn hoan ndo.

Pentoxifylin lam gian co tron mach mau
[Pic tinh dwgee dong hoc]

Pentoxifylin va cac chat chuyén héa phan bd manh vao cac mé va dich co thé.
45% Pentoxifylin gan két voi cac mang hong cau. Pentoxifylin duoc chuyén hoa dau tién
boi hong cau va sau d6 béi gan. Mot s6 chat chuyén hoa c¢é hoat tinh sinh hoc. Thoi gian
ban thai ctia Pentoxifylin 1a 0,4 dén 0,8 gio. Thoi gian ban thai ciia cac chit chuyén hoa

1a 1 dén 1,6 gio.

Pentoxifylin dugc thai trir chil yéu qua nudc tiéu dudi dang cac chat chuyén hoéa.
Thoi gian ban thai cua pentoxifylin va céc chat chuyén hoa kéo dai khi xo gan, mot séf

chét chuyén hoa co6 thoi gian ban thai kéo dai khi suy than. Pentoxifylin va céc chat |’

chuyén hoa c6 bai tiét qua sita me.

[Quy cach dong go6i] Sml/dng x 10 6ng/ hop

[Piéu kién bao quan, han dung, tiéu chuén chit lwong ciia thudc]
Diéu kién bao quan: Dé trong bao bi kin, & nhiét do dudi 30°C:

Han dung: 24 thang ké tir ngay san xuét

Tiéu chuan chat lugng ctia thude: Nha san xudt |- o W
[Tén, dia chi ciia co s& san xuit ciia thudc] ol A
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