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Ry - Thuéc nay chi ding theo don thuéc

INTAGRA 50

(Vién nén bao phim sildenafil 50 mg)

CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:

Dé xa tam tay tré em

Doc kj huéng dén sir dung trude khi dimg

Thong bdo ngay cho bdc sy hodc diwge si nhitng tdc dung khéng mong muén gdp phai khi sir
dung thuéc

THANH PHAN CONG THU'C THUOC:

M>i vién nén bao phim ¢6 chia:

Thanh phan hoat chat: sildenafil citrat tuong dwong sildenafil ... 50 mg
Thanh phan té dwgc: cellulose vi tinh thé, dicanxi phosphat natri crosscarmellose, lactose,
povidon K-30, isopropyl alcohol*, magie stearat, cellulose vi tinh thé PH 102, opadry xanh 03B
50847 (hén hop HPMC 2910/Hypromellose, titan dioxid, Macrogol/PEG, brilliant blue, indigo
carmin), polyethylen glycol 400, diclometan*.

* bay hoi trong qua trinh san xuét, khong c6 mit trong thanh phan cudi cua vién.

DANG BAO CHE: . )
Vién nén bao phim hinh hinh thoi, mau xanh den, mdt mit c6 vach chia liéu, mit kia nhin.

CHI PINH:

Sildenafil ding dé diéu trj c4c tinh trang réi loan cuong duong & nam gi6i trudng thanh.

CACH DUNG, LIEU DUNG: )

Thuoc ding duong uong Dung theo sy chi din cua bac s§ nam khoa. 12 _-

Can c6 hoat dong kich thich tinh duc thi sildenafil méi c6 hiéu qua. 74

Ding cho nam gidi truong thanh:

Héu hét cac bénh nhan dwoc khuyén cdo dung lidu 50 mg, ubng truéc khi quan hé tinh duc

khoang 1 gio.

Dua trén su dung nap va tac dung cua thube, heu c6 thé tang 1én t¢i muc t6i da 1a 100 mg hodc

giam téi mirc 25 mg. Lleu t01 da la 100 mg, s6 lan ding t6i da 1a 1 1an mdi ngay. Tuy nhién

khonj, nén sir dung thudc moi ngay vi tinh an toan lau dai cua thude chua duoc thuc nghiém.

Déi véi bénh nhan suy thdn

Cac mm'ng hop suy thén nh¢ hodc trung binh (d¢ thanh thai creatinin > 30 - 80 mL/phut), thi

khéng can diéu chinh liéu.

Cac truong hop suy thian nang (d9 thanh thai creatinin < 30 mLf’phﬁt ), thi liéu nén dung la 25
mg vi d¢ thanh thai cua sildenafil bi giam & nhitng bénh nhan nay.

Bm voi bénh nhan suy gan

Liéu nén dung 1a 25 mg vi d§ thanh thai cta sildenafil bi giam ¢ nhu’ng bénh nhﬁn nay (v1 du

bénh xo gan). . =\

Doi véi bgnh nhan dang phai diing cdc thudce khéc ' Vo)

Nhimg benh nhan dang phai ding thudc ritonavir thi liéu khong duge Vuot qua mot héu don 6

da l1a 25 mg sildenafil trong vong 48 gio.

Nhimng bénh nhan dang phai dung cac thude c6 téc dung irc ché CYP3A4 (w du erythromycm

saqumavn' ketoconazol, itraconazol) thi liéu khoi dau nén ding la 25 mg.

Doi véi tré em

Khong dung cho tré em dudi 18 tudi.

Doi véi nguoi gia

Khoéng can phai diéu chinh lidu.



CHONG CHI PINH:

Nitrat:

Do tac dung d biét cua sildenafil 1én chu trinh nitrogen II oxyd/GMP vong, nén sildenafil lam
tang tac dung ha dp cua cdc nitrat, va vi vy chéng chi dinh sir dung ddng thoi sildenafil déi véi
nhiing ngl.rm bénh dang dung bat ky chat giai phong nitric oxid nhur nitrat hitu co hay nitrit hitu
co dudi moi hinh thire (thudng xuyén hodc khong thuong xuyén).

Sau khi bénh nhén su dung sildenafil, thoi diém sir dung nitrat néu can thiét mot céch an toan
ciing khéng rd rang. Méc du nong do trong huyét tuong cua sildenafil sau 24 gio thap hon nhiéu
s0 vOi nongs do dinh, nhung ciing thé khang dinh chinh xac thoi diém nay c6 an toan hay khéng.
Phan g qud man:

sildenafil chéng chi dinh v&i bénh nhén co6 tién sir qua man voi sildenafil, bao gom sildenafil
hodc bat k¥ thanh phan nao cta thudc. Phan tmg qua min di duge béo céo, bao gdm phat ban va
ndi mé day.

Khéng diing cho phu nit. Tré duéi 18 tuéi.

Bénh nhén bi mat thi luc:

Sildenafil chong chi dinh & nhitng bénh nhan bi mat thj luc m6t bén mit vi bénh than kinh thi
glac do thiéu mau cyc b ving trude khong do nguyén nhan déng mach (NAION), cho du dot
cap tinh nay c6 lién quan hay khéng véi viéc dung céc chét e ché PDES trude do.

Bénh nhdn co nguy co cao:

Tinh an toan cua sildenafil chua dugc nghién ciru trong cac nhom bénh nhén sau: bénh nhan suy
gan ning, huyét ap thap (huyét ap <90/50 mmHg), méi c6 nhm mau co tim, dt quy, hogc cac roi
loan thodi héa vong mac di truyén nhu viém vong mac séc to (mot s6 it bénh nhan c6 r6i loan di
truyén cua phosphodiesterase vong mac).

CANH BAO VA THAN TRONG KHI DUNG THUOC: B
Khuyén cao:

Chi ding theo su ké don cua bac s§ nam khoa.

Phai khai théc tién st va kham 1am sang ti mi dé chan doén rdi loan cwong duong, de xac dinh
nhtmg nguyén nhan tIEI'I] an va xéc dinh hudng diéu tri thich hop.

Vi ¢6 the c6 mot sd nguy co vé tim mach lién quan véi hoat dong tinh duc co thé xay ra, nén
thdy thudc phai chu y t6i tinh trang tim mach cta bénh nhén truéc khi tién hanh diéu trj réi loan
cuong duo*ng

Qua mot so thir nghiém lam sang cho thay ring sildenafil ¢6 thudc tinh gian mach toan thin gdy
ha huyét ap thodng qua. D6i véi hau hét cac bénh nhén, diéu d6 c6 anh huong rit it hoic khong
6 anh huéng gi. Tuy nhién truéc khi ké don, thiy thudc phai cha y t6i nhitg bénh nhén c6 tinh
trang bénh ly ma c6 thé bj anh hudng baéi tic dung nay va dgc bi¢t khi c6 thém hoat dong tinh
duc. Nhimg bénh nhén c6 can tr¢ dong chay that trai (vi du hep dong mach chu, bcnh co tim phi
dai tac nghen) hay méc hoi chimg teo da h¢ thong la nhimg bénh nhén c6 ting man cam véi cac
yéu to gian mach, biéu hién bang sur suy giam trAm trong kha niing khéng ché huyét ap tu dong
la nhitng nguoi can phai rat can nhéc khi dleu tri.

Cén thén khi ké don céc thudc diéu tri rdi loan cwong duong cho nhng—br;nh c6 céac bién
dang vé giai phdu duong vit (nhu’ duong vit gap goc, bénh xo hoa thé: hang; hay bcnh Peyronie),
nhimng bénh nhén c6 bénh ly dé _gdy cuong dau duong vat (nhu bcnh thléu mau hong cau hinh
liém, bénh da u tuy, bénh bach cau)

Ciing cén thén khi ké don cac thudc diéu trj rbi loan cuong duong cho nhi‘mg bq;nh nhén c6 céc
bénh ma khéng thich hop véi hoat dong tinh duc (vi du bé¢nh nhan'co r01 loan tim mach tram
trong nhur dau thit ngue khong én dinh, suy tim néng).

Tinh an toan va hiéu qua cua viéc phdi hop sildenafil véi cac thude diéu tn rot loan cuong duong
khac kkong duge nghién clru, vi vdy khong phoi hop diéu tri cac thude nay.

Cic nghién ctru in vitro trén tiéu ciu ngudi cho thiy sildenafil c6 anh hudng téi kha nang chdng
ngung két tiéu ciu cua natri nitroprussid (chit cho nitric ox1d) Hién nay chua c6 théng tin an
toan vé viéc sir dung sildenafil trén nhitng bénh nhén bj réi loan déng mau hoiic loét tiéu hoa cap



tinh, vi vay can than trong & nhiing bénh nhan nay.

Mot s6 it bénh nhan viém vong mac sic t6 c6 cac rdi loan vé gen phosphodiesterase ¢ vong mac,
can phai than trong khi diéu trj sildenafil & nhing bénh nhén nay vi chua ¢6 nhimg bing chimg
an toan .

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Khong c6 chi dinh sildenafil cho phy nit. Khong lam thuc nghiém trén phu nit ¢6 thai hodc nudi
con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua ¢6 bdo cdo lién quan. Tuy nhién thudc c6 thé gdy tac dung phu dau dau, chéng mat, do dé
nén than trong khi lai xe va van hanh may moéc.

TUONG TAC, TUONG KY CUA THUOC:

Ciac nghién ciru in vitro

Chuyén héa sildenafil dién ra chu yéu boi cac phan nhém cytochrom P450 (CYP) dang 3A4
(dudng chmh) va 2C9 (duong phu). Vi viy tét ca céc thudc gdy e ché nhimg phan nhém nay
déu lam giam d¢ thanh thai cua sildenafil.

Cac nghién ciru in vivo

Cac phan tich duge dong hoc qua cdc dir ligu thir nghiém 1am sang cho thdy, khi ding ddng thoi
sildenafil véi cac thude trc ché CYP3A4 (nhu erythromyecin, ketoconazol, cimetidin) s& lam giam
d¢ thanh thai cua sildenafil.

Cimetidin (800 mg) 1a mét thube tc ché khong dic hi¢u CYP, khi diung dbng thoi voi sildenafil
(50 mg) s& lam tang nong d¢ cua sildenafil trong huyét twong 1én 56% trén nhimg ngudi khoe
manh.

Erythromycin (500 mg dung 2 lan mdi ngay trong 5 ngay) 1a mot thubc e ché dic hidu
CYP3A4, khi ding ddng thoi véi lidu don 100 mg sildenafil, di lam tang dién tich dudi dudng
cong sildenafil (AUC) 1én t6i 182%. Ngoai ra viéc dung déng thoi mot lieu dcm 100 mg
sildenafil voi thudc trc ché protease cua HIV nhu saquinavir (1200 mg ding 3 1An mdi ngay), day
ciing 1a mot thube gdy rc ché CYP3A4, da lam tang Cmax cua sildenafil lén t6i 140% va ting
AUC lIén t6i 210%. Sildenafil khong anh huéng téi duge dong hoc cia saquinavir. Céac thude e
ché CYP3A4 manh hon nhu ketoconazol va itraconazol ciing s&€ ¢6 nhimg anh hudéng lém hon.
Viée dung dong thoi lleu don 100 mg sildenafil v&i thudc \rc ché protease cua HIV nhu ritonavir
(500mg, dung 2 1an mdi ngay) da lam tang Cmax cua sildenafil 1én téi 300% (gép 4 lan) va tang
AUC trong huyét tuong 1én t6i 1000% (gap 11 lan). Thoi diém 24 gidr sau dung thude, ndng do
cua sildenafil trong huyet trong van xap xi 200 ng/mL so véi 5 ng/mL khi dung mot minh
sildenafil. Diéu nay néi Ién tac dong 16 rét cua ritonavir 1én P450. Sildenafil khong anh hudng
toi duge dong hoc cua ritonavir.

Khi dung sildenafil cho nhimg bénh nhén dang diéu tri bang cac thudc c6 kha ning trc ché tiém
tang CYP3A4, nhu da khuyén cdo thi ndng d9 sildenafil tu do trong huyet tucmg khong duoc
vuot qua 200 nM va phai dung nap tot.

Nhimg liéu don cic thude khang axit (magie hydroxid, nhém hydromd) khonp_, anh fruong téi
sinh kha dyung cua sildenafil.

Qua céc dit ligu vé dugc dong hoc trén céc thir nghiém 1am sang cho thay rﬁng, cac thuoc tic ché
CYP2C9 (nhu tolbutam1d wafarin), trc ché CYP2D6 (nhu céc thude, rc ché tai’ hap thu co chon
loc serotonin, thude chon;_, trAm cam loai 3 vong), thude loi meu thiazid, cac thude uc ché enzym
chuyén angiotensin (ACE) va céc thude chen kénh canxi déu khong lam anh hudng t6i duoc
dong hoc cua sildenafil.

Dung déng thoi sildenafil voi ‘azithromycin (500 mg mdi ngay trong 4 ngay) trén nam gidi tinh
nguyén khoe manh, khong thiy anh huong t6i AUC, Cmax, Tmax, hing s dao thai, thoi gian
ban huy cua sildenafil ciing nhu chuyén héa & con dudng chinh cua né.



Anh huéng cia sildenafil d6i véi cdc thuée khae

Cac nghién ctru in vitro

Sildenafil 1a mot tac nhén e ché yéu cac cytocrom P450 phan nhém 1A2, 2C9, 2C19, 2D6, 2E1
va3A4 (IC50> 150 uM ).

Sau khi dung liu khuyén cdo thi ndng do dinh trong huyét tuong cua sildenafil xap xi 1uM.
Diéu do khong c6 nghia la sildenafil s& thay dbi do thanh thai cac co chét cua cic isoenzym nay.

Cac nghién ciru in vivo

Sildenafil da duqc chimg minh la ¢6 kha ning lam ting tac dong ha huyet &p cua céc nitrat cip
va man tinh. Vi vdy chéng chi dinh dung sildenafil cing vdi cdc chat cho nitric oxid, cac nitrit
hitu co hay nitrat hiru co dudi bat ky hinh thiic nao dii 1a thuong xuyén hay ngét quing.

Khong c6 tuong tac ¢6 y nghia nao giira sildenafil va tolbutamid (250 mg) va warfarin (40mg)
(1a cac chat dugc chuyén hoa bdi CYP2C9).

Sildenafil khong anh hudng toi du’qc dong hoc clia céc tac nhan tc ché protease ctia HIV nhu
ritonavir, saquinavir (12 nhimg co chit cia CYP3A4).

Sildenafil (50 mg) khong lam tang thém thdi gian chay mau do aspirin (150 mg).

Sildenafil (50 mg) khong lam tang thém téc dung ha huyét 4p cuia rugu trén nhimg ngudi khoe
manh v&i nong do t6i da trung binh la 0,08% (80 mg/dL).

Khong c6 tuong tac ¢6 y nghia nao gitia sildenafil (100 mg) va amlodipin ¢ bénh nhan ting
huyét ap (& tu thé nam ngira chi lam ha thém huyét ap 8 mmHg ddi véi huyét ap tam thu va 7
mmHg ddi voi huyét ap tam truong).

O nhimng bénh nhan phi dai tuyén tién liét dang dung doxazosin (4 mg) thi sildenafil (25 mg) lam
giam thém huyét ap trung binh la 7 mmHg ddi v&i ca huyét ap tdm thu va tim truong (do ¢ tu
thé nam). Khi dung lidu cao sildenafil v6i doxazosin (4 mg) da lam ha huyét &p tu thé & mot vai
bénh nhén trong vong 1- 4 gid sau dung thudc. Viéc dung sildenafil & nhitng bénh nhan dang
phai diéu tri bang céc thudc chen alpha giao cam c6 thé gay ha huyét ap toan than & mot sd bénh
nhan.

Qua nhimg phan tich dwa trén cac dir liéu an toan cho théy, khong c6 sy khéc nhau nao vé tac
dung khong mong mudn & nhitng bénh nhén ding sildenafil déng thoi voi cac thube ha huyét ap
va nhitng bénh nhan khong ding céc thudc nay.

TAC DUNG KHONG MONG MUON CUA THUOC:

No6i chung nhing tac dung khong mong mudn chi & muc thoang qua, nh¢ hay trung'binh.

Trong céc nghién ciru liéu ¢b dinh, ti 1& cua mot vai bién chimg tang theo lidu.

Ban chat céc tac dung khong mong mudn trong cac nghién ciru lidu thay dbi tuong tu trong céc
nghién ctru liéu cd dinh.

Céc tac dung khong mong mubn thuong duoc thdng béo nhét 1a dau diu va do bimg mat, xin
xem thém bang dudi day.

Bang 1: Cdc tic dung khong mong mudn rit thudng gip (21/10)

B0 phén trén co thé Tac dung khong mong muon Sildenafil (%) Gia duoc (%)
n=3350 n=2995

R&i loan hé than kinh ~ Pau diu 10,8 L. 28

R6i loan mach méau Gidn mach (do bimg mat) 109 e [MMTeohd

Bang 2: Cdc tic a'gmg khiéng mong muon thuong g&p( 217100 va <I/16‘ )

Bo phan trén co thé Téc dyng khong mong muon | Sildenafil (%) I"Gié duge (%)

n=3350- " 'n=2995
Roi loan hé than kinh Chéng mit 2,9 N\ 1,0
R6i loan mat Thi lyre bét thuong (nhin mo, 2,5 N 0,4
tang nhay cam véi anh sang)
Loan sic giac (nhe va thoang 1,1 0,03
qua)
Roi loan tim Tim ddp nhanh 1,0 0,2




Ri loan hé hap, 1ong Viém mili (xung huyét miii) 2,1 0,3
nguc va trung that

ROi loan tiéu hoa Kho tiéu 3,0 0,4

QUA LIEU VA CACH XU TRi:

Nghién cutu trén nerng ngum tinh nguyén dung liéu don 800mg sildenafil cho thdy cac téc dung
khéng mong muon & lidu nay tuong ty nhu & liéu thap, nhung tin suat gap thi tang lén.

Trong truong hop qua lidu, yéu cau phai c6 céc bién phép hd trg chuén.

Thim phén than khong lam tang d thanh thai vi sildenafil gén véi protein huyét tuong va khong
bi thai trir qua nude ticu.

DAC TINH DU()C LUC HOC:

Nhém dwgce Iy: Tiét niéu: thude diéu tri rbi loan cuong duong.
Mi ATC: GO4BEO3

Sildenafil citrat 12 muéi cua sildenafil, dung duong uéng dé diéu trj roi loan cuong duong.
Sildenafil ¢6 tic dung we ché chon loc ¢cGMP (cyclic guanosin monophosphat) —
phosphodiesterase ddc hi¢u type 5 (PDES5).

Co ché tac dung: co ché sinh 1y cuong duong vt kéo theo sy giai phong nitric oxid (NO) & thé
hang trong suét qua trinh kich thich tinh duc. Sau d6 NO hoat hoa enzym guanylat cyclase,
enzym nay lam tdng nong 46 cia cGMP (cycllc guanosm monophosphat) tir d6 1am gian co tron
mach mau cua thé hang va cho phép dong méu chay vao. Sildenafil khong c6 tac dung gidn truc
tiép trén thé hang phan l1ap cia nguoi, nhung né lam tang tac dung cua NO bang cach wrc ché
PDES. Chét nay c6 tic dung phan huy cGMP trong thé hang. Khi kich thich tinh duc tao ra su
giai phéng NO tai chd, thi sy wc ché PDES cuia sildenafil s& lam ting lugng cGMP trong thé
hang, két qua 1am gian co tron va ting dong méu t6i thé hang. O liéu di khuyén céo thi sildenafil
chi ¢o tac dung khi co kich thich tinh duc kem theo.

Céc nghién ciru in vitro cho thay sildenafil ¢ ché chon lgc PDES. Téc dung cua sildenafil chon
loc trén PDES manh hon cdc phosphodiesterase da dugc biét khac (>10 lan dbi voi PDE6, > 80
lan dbi vai PDEL, > 700 lan déi vi PDE2, PDE3, PDE4 va PDE7- PDEI 1). Tac dung chon lgc
trén PDES manh gép 4.000 1an so véi PDE3, diéu nay rat quan trong vi PDE3 1a mot enzym lién
quan toi s co bop cua tim.

PAC TINH DUQC PONG HQC:
Hap thu:

Sildenafil dugc hip thu nhanh sau khi udng, véi sinh kha dung tuyét d6i khoang 40% (dao dong
tir 25-63%) va dat duoc ndng do i da trung binh trong huyét tuong tir 30- 120 phut (trung binh
60 phut). Thire an ¢6 ham lugng md cao lam glam kha nang hap thu cta sildenafil véi thoi gian
giam trung binh trong ty.x 1a 60 phit, va cpax giam trung binh 29 %.

Phén bé:

Thé tich phan bo thude trung binh cua sildenafil (Vss) 1a 105 L, phan bé tap trung vao cac mo.
Sildenafil va chat chuyen hoa & vong tudn hoan 16n cua né la N-desmethyl gé.n tdi 96% vao
protem huyét twong. Viéc gin vao protein huyét twong khéng phy thuge vao nong do tong cua
no. Nong d0 cua sildenafil trong tinh dich ctia nhitng ngudi tinh nguyf;n khoe manh sau khi uéng
thude 90 phut 1a nhé hon 0,0002% liéu sir dung (trung binh 188 ng) ;

Chuyén hod:

Sildenafil dugc chuyen hoa chu yéu boi céc enzym CYP3A4 (duo*ng chmh) va CYP2C9 (dudng
phu) ¢6 & gan. Céc chit chuyén hoa & vong chuyen hoé chinh cia sﬂdenaﬁl tao ratir qua trinh N-
desmethyl hod, va sau do lai dugc chuyén héa tiép.

Céc chat chuyén hoé nay ¢ hoat tinh chon loc dbi véi PDE tucmg ‘tw nhu sﬂdenaﬁl va trén in
vitro tinh chon loc dbi voi PDE5 xap xi 50% cua sildenafil. Nong d¢ trong huyét tuong cua cac
chat chuyén hoa xép xi 1a 40% ndng d¢ sildenafil.




Thai trir:
D9 thanh thai toan bg cua sildenafil la 41 L/h v6i nira thoi gian pha, cudi 1a 3-5 gio. Sau khi dung
dudng ubng hay tiém tinh mach, sildenafil dugc thai trir chu yéu qua phén dudi da.ng chét
chuyen hoa (khoang 80% liéu uéng) va mot phan nhé qua nude tiéu (khoang 13% lidu udng).
Chét chuyén hoa N- desmethyl c6 thoi gian ban huy 1a 4 gio.

Dugc dgng hoc & cic dbi tu’u’ng b¢nh nhén dic biét

Ngueoi g;a trén nhimg nguoi gia khoe manh (tir 60 tudi trd [én), d6 thanh thai ca sildenafil giam
di va nong do tur do trong huyet tuong cta n6 16n hon ¢ nhimng nguoi tré khoe manh (tudi tir 18
dén 45) xap xi la 40%. Nhiéu nghién ctru cho thdy tudi khong lam anh hudng toi ti 1é gap céc tac
dung khong mong muén.

Nguoi suy than: trén nhimg nguoi suy than nhe (d¢ thanh thai creatinin: 50-80 mL/phut) hay
trung binh (d$ thanh thai creatinin: 30-49 mL/phit), khi dung mot liéu don sildenafil (50 mg),
khong thiy c6 bét cir sy thay dbi nao vé duge dong hoc. Trén nhung ngudi suy than nang (do
thanh thai creatinin < 30 mL/phut), d¢ thanh thai cua sildenafil bi giam, da lam ting xap xi gap
doi dién tich dudi dudong cong AUC (100%) va Cmax (80%) so véi ngudi khong bi suy.

Nguoi suy gan: Trén nhiing ngudi xo gan (Child A, Child B), d9 thanh thai cua sildenafil bi
giam, két qua lam tang dién tich dudi duong cong AUC (84%) va Cmax (47%) so véi nguoi
khong bi suy gan.

QUY CACH PONG GOI:
Hop 1 vi x 4 vién.

BAO QUAN:
Bao quan noi khé mat, dudi 30°C, tranh anh sang.

HAN DUNG

24 thang ké tlr ngay san Xudt

Sé 16 san xuét (Batch No.), ngay san xuat (Mfg. date), han dung (Exp. date): xin xem trén nhan
bao bi.

TIEU CHUAN CHAT LUQNG:

Tiéu chuan nha san xuat

TEN VA DPIA CHI CO SO SAN XUAT THUOC
San xuat tai An D¢ boi:

INTAS PHARMACEUTICALS LTD

Plot No.-457 - 458, Village-Matoda, Bavla Road, And Plot No: 191/218 P,
Village: Chacharwadi, Ta: Sanand, Dist.-Ahmedabad, India.
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Thuéc ké don

Lipovenoes® 10%PLR

PhospholLipid Reduced

1 litre contains:

Glycero! 25009
Egg phosphalipids 6.00 g
Soybean oll 10000 g

Sodium oleate, Sodium nydroxide,

Water for injections

Theoretical osmolarity 272 masm/|
pH vaiue 6.5-8.7
Total energy 4522 k)=1080 kcall

H\ FRESENIUS
KABI

Manufacturerf Co s& sén xudt: Fresenius Kabi Austria GmbH

Hafnerstrae 36, BOS5, Graz, Austria (Aa)
DK

Emulsion for intravenous infusion, Shake well Nnumuun m;h
Duimg ding: Tiém Tinh mach

before use.

Indicatons, usage. confra-ndications

and other information: read

accompanying package insen.

Do nal store at temperature above 30°C.

Do not fneeze.

Use only when preparabion is homogenous afier
shake well and bottle s undamaged

Keep oul of reach of children.

SO

Batch No. [ S6 16 SX:
Mifg. Date / NSX:
Exp. Date | HSD:

e

Chai 250ml

Thanh phdn: M3i chai 250 mi nhd lvong chira Diu dgunanh &5
25, Glyoerch §.25g; Prospholipid % nimg 1,59
Chi dinh, cch diing, ching chi dinh vé cdc théng in khdc:
6 BEng L bugmg ddn s dyng thubic kém theo.
Kindig béo quin & nhidl 48 rén 30'C. Khiing ding lanh.
0# xa 13m tay né em
Erhuimﬂnldhwd\mhmwm

ki trirre ki dling. Chi diing khi nhi tomg chn dbng
nhit sau khi lic kf vi chal khing bj hu hai.

Tiku chulin chdt lwpmg: TCCS

53/140¢

e
- -



ké don

wosphoLipid Reduced

venoes 10%PLR

1 litre contains:

Glycerol 25.00g

Egg phosphalipids 6.00g

Soybean oil 100.00 g

Sodium oleate, Sodium hydroxide,

Water for injections

Theoretical osmolarity 272 mosm/l

pH value 6.5-8.7

Total energy 4522 kJ/I=1080 kcal/l
H'h FRESENIUS

KABI

Manufacturer/ Ce s& san xudt: Fresenius Kabi Austria GmbH

Hafnerstrafe 36, 8055, Graz, Austria {Ao)

50K

DN

Batch No. / S6 16 SX:
Mfg. Date / NSX:
Exp. Date / HSD:

10 chai x 250 ml

Emulsion for intravenous infusion. Shaks well before use.
di usage, contra-i and other informiation

Tedd acCompanyng package inser,

Do ot store at temperature above 30°C. Do not freeze

Use only when preparation is homogenous after shake well and bottie

i5 undamaged.

Keep out of reach of chidren

Nhii twomg tiém truyen

Buimg ding: Tiém truyen finh mach

Thanh phdn: Mbi chai 250 mi nhi twomg chira DAu d3u nanh 259
Glycerol 6,259. Phospholiped 1 trimg 1,59

MO087746/04 VN

Chi djnh, cach ding, chdng chi dinh va cac théng tin khac: xem trong

1ty huromg 0dn sir dyng thudc kém theo.

Khéng bda quén & nhibt 3 irén 30°C. Khing ddng lanh.
D4 xa thm tay tri em

Bipc ki hudmg din sir dyng truere khi ding

Lic ky trwoec khi ding. Chi ding khi nhil twong con dong nhat sau

khi L ky va chai khiing bj hu hal.
Tiéu chuan chat lvang: TCCS
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" PhosphoLipid Reduced
1 litre contains:
Glyceral 25.00g
Egg phospholipids 6009
Soybean oil 100.00 g

Sodium oleate, Sodium hydroxide,
Water for injections

Theoretical osmolarity 272 mosm/l
pH value 6.5-8.7
Total energy 4522 kJ/I=1080 kcalll

M s

Manufacturer! Co 56 sin xult: Fresenius Kabi Austria GmbH

Hafnerstrafe 36, 8055, Graz. Austria (Ao)
DNNK:

enoes®10%PLR

Chai 500ml

Emuision for intravenous infusion. Nhil twreng tiém truyén

Shake well before use.

Indi "

Budmg ding: Tiém truyén finh mach
Thiinh phin: Mi chai 500 mi nhii tweng chira Diu dau nanh

usage, conira
and other information; read
accompanying package insert

50g; Glycarol 12,5q; Phospholiped tir tnimg 39

Chi djnh, cach ding, chéng chi dinh vé cdc théng tin

Do ot store at temperature above 30°C.  khac: xem trong 1 hudmg din sir dyng thudc kém theo,

Do not freeze

Use only when preparalion is

Khéng bao quan & nhigt dj trén 30°C. Khong dong lanh,
Dé xa tm tay tré em

homogenous ater shake well and bottle ;s Bo¢ ky hurémg ddn str dyng trurére khi diing

undamaged.
Keep out of reach of children.
SBK:

Lac ky trucrc khi diing. Chi disng khi nhil twong con déng
nhét sau khi 3¢ ky va chai khong bj hu hai.
Tidu chudn chit lugng: TCCS

Batch No. [ 86 16 SX:
Mfg. Date / NSX:
Exp. Date [ HSD:

MO90158/07 VN




ViEﬁH@ @ ké don

spholLipid Reduced

1 litre contains:

Glycerol 25009
Egg phospholipids 6.00g
Soybean oil 100.00 g

Sodium oleate, Sodium hydroxide,

Water for injections

Theoretical osmolarity 272 mosmi
pH value 6.5-8.7
Total energy 4522 kJ/I=1080 kcalll

® 0 i Z

venoes®10%PLR 10 chai x 500 ml 2 |
Emutsion for intravenous infusion. Nhii tromg tiém truyén S |
Shake well bafore use. Butmg ding; Tiém truyén tinh mach E
Indicaions, usage, contra-indications Thanh phén: Méi chai 500 mi nhil tong chira Dau ddunanh &
and olher information: read 50g; Glycerol 12.50; Phospholpid tir trimg 3g =

T

Manufactureri Co sér sin xult: Fresenius Kabl Austria GmbH
Hainersirafie 36, 8055, Graz, Austna (Ao}
DNNE:

ACCOMpanying package insert
Chi djnh, cach diing, chdng chi dinh va cac thong tin
Do not siore &t temperature 800ve 30T e yermtrong te husting din sir dung thubc kem theo,

iliid Knéng bdo qudn & gt d6 frén 30°C. Khang ding lanh.

Use only when preparation is Dé xa tim tay tré em _ )
homogenous after shake wed and bottie is  Boc kf hiremg din sir dung tnroc khi diing
damaged. Lac ky trutrs khi dung. Chi ding khi nhi trong con déng

nhét sau khi lac k§ va chai khbng bi hur hal.
Keep oul of reach of children. Tiéu chudn chét rgng: TCCS
S0k Batch No. / S& 16 SX:
Mig. Dale / NSX:
Exp. Date f HSD:




Thung 10 chai x 250 ml

Vi tri dan nhan thung
10 chai x 250ml
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Thung 10 chai x 500 m|

Vi tri dan nhan thung
10 chai x 500ml

FRESENIUS bal%lb 4}
KABI
19 5 500 mi bofties
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To huéng dan sir dung

Rx LIPOVENOES 10% PLR

Lic & \M@r ung. Chi sit dung néu nhii twong con dong nhiit va chai khéng bi hw hong.

Sir dung ngﬁy sau khi mé chai. Phin con lai sau khi truyén nén bé di.

THANH PHAN CONG THUC THUOC

' Thanh phan hoat chit Ham luwgng/ chai 250 ml H:H&m luwgng/ chai 500 mz'
| DAu ddu nanh 250 g 50,0 g .
Glycerol 6,25 g 12,5¢

Phospholipid trtring (15 [308

Thanh phén td duwgc: Natri oleat, natri hydroxyd, nude pha tiém vira du.

DANG BAO CHE
Nhil twong tiém truyén. e
 Nong do tham thu ly thuyét  [272mosm/l |
pH N 6,5 -8,7 |
Ning lugng cung cdp 4522 kJ/1 = 1080 keal/l )
CHI PINH

Pip (g nhu cAu vé ning luong va céc acid béo thiét yéu qua dudng truyén tinh mach.

LIEU DUNG, CACH DUNG

Liéu ding

Dbi véi tré so sinh, tré nho va tré em:

Néu khong cé céc chi dinh khac: tir 1 - 2 g md’kg thé trong/ngay (= 10-20 ml Lipovenoes 10%
PLR/kg thé trong/ngay)

Néu ¢6 nhu ciu ning lugng cao hon, liéu c6 thé dén 3 g md/kg thé trong/ngay (= 30 ml Lipovenoes
10% PLR/kg thé trong/ngay)

Poi voi nguwoi lén:

Néu khéng co6 cac chi dinh khéc: tir 1-2 g md/kg thé trong/ngay (= 10-20 ml Lipovenoes 10%
PLR/kg thé trong/ngay)




To hieéng dan sir dung

Toc dp tiem truyén:

Téc d6 truyén t6i da 0,125 g md/kg thé trong/gid (=1,25 ml/kg thé trong/gid). Tuy nhién, khi bét
ddu truyén nhil tuong, nén truyén cham véi liéu khoang 0,05 g md/kg thé trong/gid.

Vi thé trong khoang 70 kg, nén bit diu vai tde do truyén 1a 10 giot/phtit va tang dén din sau mdi
30 phut dén toc do t5i da la 26 giot/phut.

Thei gian sir dung:

Lipovenoes 10% PLR ¢6 thé dugc sir dung tity theo khoang thoi gian yéu ciu nudi dudng qua dudng

tinh mach,

Céch dung

Duong ding: Tiém truyén tinh mach

Lipovenoes 10% PLR ¢4 thé ding ciing véi céc dung dich acid amin khéc va/hoic dung dich
carbohydrat nhung phai qua cac hé thong truyén riéng biét va cdc mach méu riéng biét. Néu truyén
ddng thoi hai thuée thong qua mét b kim truyén chit Y cdm vao mach méu, cdn xem xét cdc yéu

t6 1am sang/ y hoc va tinh twong thich cia ca hai thudc phai duoc bao dam.

CHONG CHI PINH

- R&i loan chuyén héa lipid. y
- Thé tang chay mau trdm trong. 22/
- Déi thdo dudng mit bil trong co ché trao ddi chét khéng dn dinh.

- Phu nit ¢6 thai trong 3 thang dau.

- Ngudi o di ing vai thit ga, protein tir trirg, déu nanh, lac hoic bat ky thanh phan nao cua thudc.
Va cdc chiing bénh cip tinh nguy hiém dén tinh mang nhu:

- Suy sup va sbc.

- Nhéi mau co tim khoi phat.

- Dot quy.

- Tac mach.

- Tinh trang hon mé khong xéc dinh dugc nguyén nhén.

Céc chdng chi dinh chung d6i véi dich truyén dinh dudng:

- Ha kali mau

- Gilr nudc

- Mét nu6e nhuge truong

CANH BAO VA THAN TRONG KHI DUNG THUOC
Miic triglycerid huyét thanh phai duge kiém tra hang ngay. Luong dudng trong méu, sy trao dbi

acid — base, céc chat dién giai va cén bing nudc phai dugc kiém tra déu dan.

/oY B o\



To hieéng dan sir dung

Nong d cua triglycerid trong huyét thanh khi truyén nhil tuong khong duge vuot qué 3 mmol/l dbi
v&i ngudi 16n va 1,7 mmol/l d6i véi tré em.

Vigc sir dung nhii twrong Lipovenoes 10% PLR cho bénh nhi tiing bilirubin mau phai dugc theo doi
cén thén (can nhic nguy co/ lgi ich). Bilirubin phai dugc kiém tra chat ché khi sir dung nhi tuong
do nguy co vé bénh vang nhén ndo.

San pham nay chira dau ddu nanh va phospholipid tir tring hiém khi gy di émg. Phan tng dj img

chéo da dugc quan sat thiy giita dau nanh va lac.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Lipovenoes 10% PLR khong nén ding cho phu nir ¢6 thai trong 3 thang dau. Tinh an toan khi dung
Lipovenoes 10% PLR & phy nir ¢6 thai va cho con bii con chua hoan toan duge x4c nhan. Chi sir

dung Lipovenoes 10% PLR cho phy nit ¢6 thai va cho con bt khi lgi ich vugt trdi so v6i nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢ bing chirng vé anh hudng cia thube 1én kha nang lai xe, van hanh may moc. Thong thudng

khong khuyén cdo l4i xe va van hanh may khi str dung Lipovenoes 10% PLR.

N/

TUONG TAC, TUONG KY CUA THUOC
Tuwong tic cia thude

Tuong téc giira nhii tuong Lipovenoes 10% PLR duoc truyén vao va céc thudc khac dén nay van
chua dugc xac dinh.

Twong ky ciia thude

Tinh khong tuong thich c6 thé xay ra théng qua viée bd sung thém céc cation da hod tri (vi du calci),
dic biét c6 lién quan dén heparin.

Lipovenoes 10% PLR chi nén trdn véi cac dung dich truyén khéc, cdc chét dién giai hoic thude
khéc khi tinh tuong thich da dugc xac dinh. Khi bd sung cac chét dinh dudng khac nhu cac chit
dién giai, vitamin hodic cac nguyén td vi luong vao Lipovenoes 10% PLR dé tao thanh san pham
dinh dudng dich truyén diy du, qué trinh nay cin dugc tién hanh trong didu kién vé khun, tron ky

va dac biét phai dam bdo tinh tuong thich.

TAC DUNG KHONG MONG MUON CUA THUOC

Nhitng phan tmg c6 thé som thdy khi dimg nhii trong:

- Tang nhe nhiét do.

- Cam gidc néng/lanh hodc ring minh 6n lanh.

- Cam thiy néng birng khdng binh thuong (mit do) hojic xanh tai (tim tai).

- Chéan &n, budn nén va nén.
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To hueéng ddn sir dung

- Tho ngan.

- Pau dau, lung, xuong, nguc va ving thét lung.
- Dau duong vt (trong rat hiém trudng hop).
Néu nhirng tdc dung khong mong muén nay xay ra hoiic ndng do triglycerid tang trén 3 mmol/l &
ngudi I6n va 1,7 mmol/l & tré em do nhil twong, phai ngirng truyén nhii trong hotic néu tiép tuc
ding thi phai giam liéu.

Cén chu y dén héi chimg qua tai ¢6 thé xay ra do sw khéc biét vé co ché trao dbi chit trén timg c4
thé, do nguyén nhén tir gen va cc tinh trang bénh khac nhau cn duoc luu tam ngay tir diu, c6 thé
thay d6i nhanh chéng va véi cdc cdp do khac nhau.

Hpi chimg qud tdi thé hién ¢ cde triéu chimg sau:

- Phi dai gan (chtimg to gan) c6 hodic khdng c6 vang da.

- Thay doi hogic giam mét vai yéu t6 déng méu (thdi gian chay mau, thoi gian dong méu, dém tiéu
cdu, mot vai yéu td khac).

- Phi dai lach (ching to lach).

- Thi€u mdu (chimg thiéu méu), giam té bao bach cu (chimg giam bach ciu), giam té bao tiéu ciu
(ching giam tiéu céu).

- D& xuat huyét va chay mau.

- ROi loan xét nghiém chirc ning gan.

QUA LIEU VA CACH XU TRi
Qui lidu

Khi ding qua liéu (néng dd triglycerid ting trén 3 mmol/l & nguoi 16n hodc 1,7 mmol/l & tré em)
c6 thé din dén nhimg téc dung khong mong mudn duoc dé cap & trén.

Qué liéu nghiém trong Lipovenoes 10% PLR khi khéng diing ddng thoi véi dung dich carbohydrat,
¢6 thé dan dén tinh trang nhiém toan chuyén héa.

Céch xir tri khi ding thube qua liéu

Néu céc triéu chimg qué lidu xay ra, nén truyén dich cham lai hoiic ngung truyén. Nén ngung ding
thudc néu tang manh ndng do glucose trong mau xay ra trong qua trinh truyén Lipovenoes 10%

PLR. Tich cyc theo ddi dé c6 bién phép xir tri kip thoi.

DPAC TINH DUQC LUC HQC

Nhém diéu tri: Nhii tuong dinh dudng truyén tinh mach. Ma ATC: BOSBA02

Lipovenoes 10% PLR la mét nhii tuong diing nudi dudng qua dudng tinh mach, chira diu du nanh
tao thanh nhii v&i phospholipid cua long do trimg ga. Kich c& phén tir va dic tinh sinh hoc tuong

tw nhu cac nhém phan tir lipoprotein ndi sinh. Khong gidng nhu cac lipoprotein, Lipovenoes 10%




To hudng dan sir dung

PLR khdng chira ester m& hay chudi gén két c4c protein va thanh phin phospholipid ctia Lipovenoes
10% PLR cao hon déng ké.

DPAC TINH DUQGC PONG HOC
Thanh phén chat béo trong Lipovenoes 10% PLR duge chuyén héa va bai tiét giong nhu céc

lipovenoes tu nhién.

QUY CACH PONG GOI
Chai 250 ml. Thung 10 chai 250 ml
Chai 500 ml. Thang 10 chai 500 ml

PIEU KIEN BAO QUAN
Khong bao quan ¢ nhiét d6 qua 30°C. Khong dong lanh.

HAN DUNG
18 thang ké tir ngdy san xuét.
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TIEU CHUAN CHAT LUQNG

Tiéu chudn co s of

TEN, PIA CHI NHA SAN XUAT: FRESENIUS KABI AUSTRIA GmbH.
Hafnerstrape 36, 8055, Graz, Ao
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