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Rx Prescription Drug 5ml x 10 Ampoules

Namuvit EEI

Pentoxifylline Solution for injections 100mg / Sml

for I.V. use

Composition:

Each ampoule (5ml) contains:

Pentoxifyling ..., 100.0 Mg
Sodium chloride ... 45.0 Mg
Water for injection 9.5 ... B Ml

Manufactured by:
Open Joint Stock Company “Borisovskiy Zavod Medicinskikh Preparatov”
64/27 Chapaeva St., 222120 Borisov, Minsk region, Belarus.

Dosage : As directed by th
Indication, Contra-indic
and other informatio
Storage: Store bel
Specification: In-h us
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Rx Thuéc ban theo dd

Namuwt

Pentoxifylline Solution for injections 100mg / 5ml
TRUYEN TINH MACH
(Sau khi pha loang)

Thanh phan:
M&i 6ng (5ml) dung dich c6 chira:

Pentoxifylling ............ccooemmcinssrnsnnnnsnnns 100,0 mg
Natr ehIoTIge: . oo i mssmmismsmsssin 450mg
Nwrdre pha tiem via dd ..o 5mi

DNNK
Bia chi

San xuét béi
g Open Joint Stock Company “Borisovskiy Zavod Medicinskikh Preparatov”
64/27 Chapaeva St., 222120 Borisov, Minsk region, Belarus.

Liéu lwong : Theo chi ddn cla thay thubc.

Chi dinh, Chéng chi dinh, Khuyén céo, Tac dung ngoai y
va cac théng tin khac: Xin xem t& hwéng dan bén trong hép
Bao quan: Bao quan dwgi 30°C. Tranh anh sang.

Tiéu chuén: Nha san xuat

DE XA TAM TAY TRE EM.

POC KY HUONG DAN SUY DUNG TRUOC KHI DUNG.
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NAMUVIT

Dung d}ch pha truyén tinh mach pentoxifyllin 20 mg/ml

Doc kjj huomg dan sir dung trieée khi sir dung.

Néu can thém thong tin, xin héi y kién bdc s7.

Khéng dimg qud liéu chi dinh.

Xin rhong bdo cho bdc st biét cdc tdc dung ngoai y xdy ra trong qud trinh sir dung.
Khong sir dung thuoc da quad han ding.

Dé thubc ngodi tam véi cia tré.

THANH PHAN

Méi ong (5 ml) dung dich c6 chira:

Hoat chat: pentoxifyllin ....................... 100,0 mg

Ta dugc: natri chlorid 45,0 mg; nuéc pha tiém vira da 5 ml

"a

DUQC LUC HOC ; F,

Pentox;fyllm la mot dan chét cua xanthin ¢6 téc dung chl yeu lam giam d¢ nnot cua mau, co
the do 1am hdng ciu d& ubn bién dang, 1am giam bam dinh va két tap cua tiéu cau lam giam
ndng do fibrinogen huyét tuong va lam ting hoat tinh tiéu fibrin. Hong cau dé& udn bién dang la
do trc ché phosphodiesterase va két qua 1a AMP vong ting trong hdng cdu.

Giam d6 nhét ciia mdu da cai thién duge luu lugng mau, lam tang luu luong mau dén cac md
bi thidu mau cuc bd va ting ndng do oxy md & ngudi bi viém tic man tinh dong mach ngoai
bién. Pentoxifyllin cung lam tang &p luc oxy ¢ vo ndo va dich ndo tuy, d& dugc dung dé dleu
tri mot s6 bénh vé tudn hoan nio. Pentoxifyllin ciing trc ché san xuét ra mot cytokin, yéu to
alpha hoai tir u (TNFa) va déc tinh nay dang dugc nghién clru didu trji mot sé bénh.

Sau khi uéng pentomfyllm & ngudi bi viém tic man tinh dong mach ngoai bién, thudc thuong
khong tac dong dén tan sb tim, chirc néng tim hodc huyét &p toan than; tuy vy, huyét ap co thé
giam & mot s6 ngudi tang huyét ap khi udng thudc nay lau dai. .

DUOC PONG HOC 7
Viéc uong pentoxifyllin véi thie dn lam cham su hap thu va lam giam cac nong do dinh trong
huyet twong, nhung khong anh huéng dén murc d§ hap thu. Pentoxifyllin dugc hap thu nhanh
va hdu nhur hoan toan (hon 95%) sau khi udng, nhung chiu sy chuyén hoéa buéc dau manh &
gan (60% dén 70%).

Pentoxifyllin va céc chét chuyén hoéa phan bd vao cac mod va dich co thé chua duge biét day
di. C6 it chimg ctr cho ring the tich phan bd cua pentoxifyllin khong thay doi nhleu o ngum bi
X0 gan. 45% pentoxifyllin gén két véi mang hong cau. Pentoxifyllin dugc chuyén héa dau tién
boi hdng ciu va sau d6 boi gan. Mot sb chét chuyén hoa c6 hoat tinh sinh hoc. Nura doi cua
pentoxifyllin la 0,4 dén 0,8 gi0. Nura doi cua céc chét _chuyén hoa 1a 1 dén 1,6 gio. Sau khi
dung nhiéu lleu, thoi gian bit dau tac dung 1a 2 dén 4 tudn.

Thoi gian dat nong do toi da: Trong vong 2 dén 4 gio. ) )

Pentoxifyllin khong tich lu§ trong huyét trong sau khi uéng nhiéu lidu & ngudi ¢ chirc nang than
binh thuong.

Pentoxifyllin dwoc thai trir chti yéu qua nuée tiéu dudi dang cac chét chuyén hoa, va thai trir
qua phén vdi ty 1€ 4%. Nira doi thai trir cia pentoxifyllin va cac chét chuyén hoa kéo dai nhiéu
khi xo gan va mot sb chét chuyen ho6a c6 nira doi kéo dai khi suy thén. Sy bai tiét pentoxifyllin
giam & ngudi bénh cao tudi. Pentoxifyllin va cac chit chuyén hoa duge bai tiét qua sira me.
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CHI PINH

Pentoxifyllin dugc dung dé diéu tri ching dau cach hdi do viém tic dong mach man cic chi
dudi. Pentoxifyllin co thé cai thién chirc nang cua cac chi va céc triéu chtmg cua bénh, nhung
khéng thé thay thé duge phuong phap diéu tri can ban d6i v&i bénh viém tic mach ngoai bién
nhu phiu thudt bic cdu ndi hodc cit bé doan hep tic dong mach khi ¢é chi dinh.

LIEU LUQONG VA CACH DUNG

Liéu khuyén cdo:

Liéu luong va cach ding thubc pha1 do bic sT quyét dinh dua trén mirc dd ri loan luu théng mau

va kha nang dung nap thudc cha mdi bénh nhéan.

Lleu dung théng thudmg la truyen lién tuc 1-2 1an mdi ngay (vao budi sang va ban ngay), mdi lan
truyén 200 mg pentoxifyllin (2 éng 5ml) ho#ic 300 mg pentoxifyllin (3 ong 5 ml).

Tuy thudc vao su c6 mat cia cac bénh di kém (suy tim), b thé can thiét phai giam thé tich
truyén. Trong nhimg trrdng hop nay, nén tién hanh mot céch truyén dic biét 14 truyén cé kiém
soat.

Neén giam 30-50% lidu lugng cho nhimg bénh nhan bi suy than (d6 thanh thai thdp hon 30
ml/phit) tiy thudc va kha nang dung nap thudc cia mdi bénh nhan.

Tuy thude va kha ning dung nap thudc cia mdi bénh nhén, nén xem xét giam lidu dbi v6i nhitng b
bénh nhan bi suy giam chirc nédng gan néng. y
Bidu tri ¢6 thé bét diu tir lidu nhé nhit dbi véi nhu’ng bénh nhén ¢ huyét ap thip ciing nhu V0‘1 :
nhitng nguoi duge cho la thuge nhém cé nguy co dé bi giam huyet ap (nhiing bénh nhin bi bénh
thiéu mau cuc by & tim nghiém trong hodc bi hep dang ké huyét dong mach mau néo). Trong o,
nhiing t:rucmg hop d6, chi co thé ting lleu dan dén.

Nén giam liéu & ngl.rcn cao tubi va cin dic biét theo doi huyét 4p trong trudng hop ding
pentoxifyllin cing véi nhitng thudc ha huyét ap va thudc gidn mach.

C6 thé duoc truyén pentoxifyllin ngoai rudt song song véi ding pentoxifyllin dang vién nén. %

Cdch ding:

Truyén tinh mach (sau khi pha loing).

M3i bng thudc (100 mg pentoxifyllin) duge pha lodng vao 250-500 ml dung dich truyén thich
hop nhu dung dich NaCl 0.9% hodc dung dich Ringer ho#ic dung dich Dextrose (Glucose)5%.
Téc 46 truyén duoc khuyen cdo 1a khong duge vugt qua 100 mg/gid, tic 1a mdt Ong truyen trong
60 phut.

CHONG CHi DINH

Khéng duge dung pentoxifyllin cho ngudi bénh méi bi xuit huyét ndo va/hodc xuit huyét véng
mac, hodic nguoi bénh da biéu 16 trude day sy khong dung nap dbi véi pentoxifyllin hodc cac
din xult cia methylxanthin nhu cafein, theophylin hodc theobromin, nhdi méu co tim giai
doan cAp, nguoi bénh ¢b nguy co hoiic dang cé xuit huyét 1ém.

CANH BAQ va THAN TRONG

Ngudi bénh cé tic ddng mach man céc chi thudng ¢é cac biéu hién khéc cua bénh xo vita déng
mach. Pentoxifyllin d4 dugc diing mét cach an toan dé didu tri bénh dong mach ngoai bién &
nglrcn bénh cé dbng théi cac bénh ddng mach vanh va ddng mach ndo, nhung da cd bdo céo 1€
té v€ cac truomg hop dau thit ngue, ha huyét ap va loan nhip tim. Céc thir nghiém c6 dbi chimg
cho thiy pentox1fylhn khong gy cac tac dung khong mong muon nay nhidu hon placebo,
nhung vi thudc nay 14 mét dén xuét methylxanthin nén c6 thé mét s6 ngudi c6 nhimg dap (mg
nhur vay.

Nén tranh dung pentoxifyllin trong xuét huyet ndio, xudt huyét véng mac ning, loan nhip tim
ning va nhdi méu co tim cap. Nén ding thudc than trong & ngudi bénh co tim thiéu mau cuc
bd hoac ha huyet ap.

C6 thé cén phai giam liéu pentoxifyllin & nguoi bénh ¢6 suy gan hodc suy than.
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Pentoxifyllin dugce coi 1a khéng an toan dm véi ngudi bénh ¢6 loan chuyén héa porphyrin.
Ngudi bénh duge diéu tri véi warfarin cin phai dugc theo dbi thudng xuyén hon ve thm glan
prothrombm trong khi ngudi bénh ¢6 cdc yéu té nguy co khac dé cé blen chimg Xudt huyet
(nhu méi duge phiu thut, loét da day - t4 trang, Xudt huyet ndo va/hodic xuét huyet vong mac)
cdn duge kham dinh ky vé chay mau, gom xét nghiém vé ty 18 thé tich huyét ciu va/hodc
hemoglobin.

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC

Cdc thuéc uong chong dong mdu va thuéc vrc ché két 1dp tiéu cau: Da c6 cac trudng hop xut
huyét va/hoic kéo dai thdi gian prothrombin ¢ ngudi bénh dung dong théi pentoxifyllin véi
cac thube chéng déng mau hodc thudc e ché két tap tiéu cdu. Cin lam xét nghiém xac dinh
thoi gian prothrombin thuong xuyén hon dbi véi ngudi bénh dugce didu tri dong thoi véi
pentoxifyllin va mét thubc chéng dong mau ubng, vi du nhu warfarin. Phai thuc hién xeét
nghiém dinh ky vé cac ddu hiéu cua xudt huyét, bao gom xdc dinh hemoglobin va ty 1é thé tich
huyet cdu & ngudi bénh ding _pentoxifyllin ¢6 cdc yéu td nguy ¢o ¢0 kha nang gy blen ching
xuat huyét (vi du nhr méi phiu thuat, loét da day - t4 trang, xuét huyét ndo va‘hodc xuét huyét
ving mac).

Cdc thuoc khang acid: Viéc udng ddng thoi pentoxityllin véi mot thude khang acid la nhorﬂ
hodc magnesi hydroxyd dudng nhu khéng anh huéng nhidu dén tde d6 hode mirc dd hép thu
cua pentoxifyllin. Mac du kha dung smh hoc cia 2 chét chuyén hoa cua pentoxifyllin dung
dudng uong cd thé bi giam khi ding dong thoi véi thude khang acid, su giam nay khong quan
trong vé mat 1am sang, Do d6, ¢6 thé dimg dong thoi mét thube khang acid Ia nhém va
magnesi hydroxyd voi pentoxifyllin (vi du nhu dé lam giam cac tac dung khdéng mong mudn vé
tiéu hod).

Cdc thudc khde: Cac turong téc ‘quan trong vé mat 1am sang khong xay ra & ngudi bénh dung
pentoxifyllin dong thoi véi thube chen beta- adrenergic, glycosid trg tim, thube loi tidu, thuoc
chéng dai thao dudmg va/hodc thude chdng rdi loan nhip. Mic dii cic tirong tac quan trong vé
mat lam sang khong xdy ra cho t6i nay, van cdn phai theo di dinh ky huyét ap toan thén ¢
nguéni bénh ding dong thoi pentoxifyllin va thuoc ha huyét ap, va néu dugc chi dinh, cin phai
glam lidu qung thube ha huyét ap vi & mét sb ngudi bénh dung riéng pentoxifyllin dé ¢é su
giam huyét &p nhe,

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC
Chua c6 bao cdo lién quan. Tuy nhién thudc c6 thé gay tac dung phu trén than kinh nhur hoa
mit, chéng mit, nhirc dau, run. Do d nén thdn trong khi dang lai xe hodc vdn hanh may moéc.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU

Thot ky mang thai .

Chua nghién ciru day da va chua duge kiém chirng k¥ trén phu nit mang thai. Chi nén dung
pentoxifyllin cho phu nir trong théi ky mang thai néu lgi ich Iém hon nguy co ¢6 thé xdy ra doi
voi thai.

Thoi ky cho con bit

Pentoxifyllin va cac chat chuyén hoa bai tiét vao sita me. Vi pentoxifyllin d& thé hién kha ning
tao u trén chudt cong tring, nén cén phéi quyet dinh nén ngirng cho con bu hodc ngimg dung
thude, b tinh dén tdm quan trong ctia thude d6i véi ngurdd me.

TAC DUNG KHONG MONG MUON

Céc tac dung khéng mong mudn cua pentoxifyllin thuong lién quan dén duong tiéu hoa va hé
than kinh trung vong. Ty 1€ tac dung khoéng mong mudn v€ dudng ticu héa va hé thén kinh trung
uong co lién quan véi lidu lirgng. TY 18 toan b tic dung khéng mong mubn cao hon ¢ nguoi
bénh ubng pentoxifyllin duéi dang cac vién thong thudmg so voi ngudi bénh ubng thude dudi

i
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dang céc vién nén giai phéng cham. Dudi 5% tong sb ngudi bénh ding thube phai ngimg do tac
dung khong mong mudn.

Thwong gap, ADR > 1/100

Tiéu hoa: Budn nén, non, khé tiéu.

Than kinh trung wong: Hoa mit, chéng mat.

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

Tim mach: Pau thit nguc, dau nguc.

Tiéu hoa: @ hoi, trudng bung, ia chay, budn nén, non.

Thén kinh trung wong: Nhirc dau, run.

QUA LIEU

Cdc biéu hién: Qua liéu pentoxlfyllm dd xay ra ¢ nguoi 16n va tre em. Cac dir liéu thu thép tai
mot trung tAm kiém soat chit doc véi trén 44 truong hop qua liéu pentox1fy111n cép tinh (dung
vién nén bao tan trong rudt) cho thay cdc tri¢u chimg thuong xay ra trong vong 4 - 5 gio va ton
tai trong khoang 12 gi¢ sau khi udng; cac triéu chung ¢6 lién quan véi lidu dung. Nhiém doc cép
do uéng mét liéu duy nhét pentoxifyllin toi mirc ti da 80 mg/kg, cung da phuc héi hoan toan.
Céc triéu chimg chinh la do bimg, ha huyét ap, co giat, ngui ga, mat y thirc, st va kich dong. Mot ﬂ
nguoi bénh da cby uong 4-6g pent0x1fyllm va dd c6 nhip tim cham nghiém trong (30 - 46
nhip/phut), blc nhi - that do mét va hai va giam kali huyét; bldc nhi - that d6 mot ton tai trong
18 gi¢ sau qua lidu. Ngoai ra, ngudi bénh con ¢ cac triéu chimg co cimg co bung, budn non,
nén va kich thich néng.

Diéu tri: Didu tri qua lidu pentoxifyllin n6i chung bao gdm diéu tri triéu chimg va hd trg.
Khéng c6 thudc giai ddc dic hiéu cho ngd ddc pentoxifyllin. Trong qua liu pentoxnfyllm cap,
can phai rira da day ngay. Néu ngudi bénh hon mé, co gidt, hodc mét phan xa hau, c6 thé thuc
hién rira da day sau khi da dat 6ng noi khi quan dé ngan can sy hit vao cac chit & da day. Sau
khi rira da day c6 thé cho than hoat c6 tac dung ngin ngira su hép thu pentoxifyllin. Diéu tri ha
huyét ap hodc co gidt néu xay ra.

BAO QUAN
Bao quan dudi 30°C. Tranh anh sang

HAN DUNG: '
24 thang ké tir ngay san xuat.

DANG BAO CHE VA QUI CACH PONG GOL:
Hop 10 6ng x 5 ml dung dich truyén tinh mach.

TIEU CHUAN:
Tiéu chudn nha san xuét \

NHA SAN XUAT:
Open joint stock company “Borisovskiy Zavod Medicinskikh Preparatov”
64/27 Chapaeva Str., Borisov, Minsk region, Republic of Belarus %

PHO CUC TRUONG

ANjurjin Vit Htimg
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