BO Y TE
CUC QUAN LY DUGC

DA PHE DUYET
Lan diu: 0.5 1 461

Thubc ban theo dom. Boc kf huémg din st dyng trirdro khi diing Dé xa tAm
wii va tdm nhin cla td em. .

DIPEPTIVEN - Dung dich dim diic pha tidm truybn, hgp 10 Ig 50 m!

W51 lo chira 10 g N(2)}L-slany!-L-glutamine, Dung A& buydn finh macit sau khi
thém vao mgt dung dich truydn Ihich hop. Khéng bdo qudn & chigh d4 in
30"C Ch sir dung néu dung dich trong sudt, khing co van dyc vé bao bi
khtng b| hu hai. Chl dinh, cich ding, chéng chi dnh va cie théing tin khac: doa
ttong t hrong din 52 dyng, “3418 SX, NSX. HD" xem "Bateh No., Manufact
Dato, Expiry Cats" irén bao bl

JI /hg_-(v/

SBK:
San xult bin: Frasenius Kabi Austria GmbH Hafnerstrasse 38, AT-8055 Graz
Austria (Ao)
DNNK:
- 65. mm
R - .
Dipeptiven 10 X 50 mi

Concentrate for solution for Infuslon

100 ml containg: N(2)-L-alanyl-L-glutamine 20 g (820 g
L-alanine. 13 46 g L-glutamine), water for injections g s

M089926/02 EXP

Theor osmolarity 921 mosmolA
Titraticn acidity 80 - 105 mmol NaOH/1
o value 54 60

| Read the package leaflet before use.

Keep aut of the reach ard sight of children

Lo not store above 30°C.

Use only clear, particle-free solution and undamaged contalner.
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Manufactired by
Fresemus Kabl Austria GmcH, Rl S
A-B0SS Gfa2, AUSta Menufact Date:
for Fresenius Kabt Deutschland GmbH — Expiry Date

O A1346 Ead Hombtuirg v.o H Germany
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Dipeptiv.ar;

Cancanirate far solutian for infusion

10§l mi cantains: N(2)-L-atanyl-L -ghutamine 20 g (820 g L-alanina
1148 g L-glutarmuna) vealsr for ingschons o a

Thagi camolardy 821 masmal]

Timbon ecdity @0 105 mmal NaQHA

pH valua 54-80

50 ml AR MOBE12202 EXP

Read tha package leaflal bafore Uss.

Keap out of the reach and sight of chiidran

Do net atore abova 30°C \ :

Usa only clear, particle-free sélition and undamagad contaner -

Manutactured by Frapaniug Kabl Ausing GmbH
A-80BS Grar. Ausens for Fresenaut Ket! Deutschiand GmbH
0-81248 Bad Homburg vd H Garmany
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Thudc ban theo dom. Boc k§ huwémg din siy dyng trurive khi ding, Dé xa 1Am
véri va tim nhin cla trd em.

DIPEPTIVEN - Dung djch ¢im diic pha tidm truydin, hiip 10 lg 100 ml

Mi lg chira 20 g N(2)-L-alanyl-L-glutamine. Diing 84 truy&n finh mach sau khi
thém vac méi dung dich truyén thich hgp. Khdng bdc quan & nhidt d6 frén
30°C. Chi sir dung néu dung dich trong subl, khéng o vén dyc va bao bl
khéng bj hir hgi Chl dinh, céch diing, chéing chi dinh va céc thang fin khéc: doc
trong & hiramg dn s dung. “S4 18 SX, NSX, HD" xem "Batch No., Manufact.
Date, Expiry Dale® trén bao bi.

SBK:

Sdn xuit bdi: Fresenius Kabi Austia GmbH. Hainerstrassa 36, AT-8055. Graz
Austra (Aa)

DNNK:

ﬁ_ T —— - %
Dipeptiven 10 x100mi |
| Concentrate for solution for infuslon

100 ml containg: N(2)-L-alanyl-L-glutamine 20 g 1820 g
L-alanine, 13 46 g L-glutamine), water for injections q.s.

Theor. osmolarity . 921 masmaol/l
Titration acidity - 90 - 105 mmol NaOHA

pH value 54-60 : /
Read the package leaflet before use. 1 F/ .
Keep out of the reach end sight of children i

Co not store above 30°C
Use only Clear, particle-free scluticn and undamaged container.
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A-BOSS Graz, Austna Manufact. Date

for Fresemus Kaby Deutschiand GmbH  Expiry Date:
0-£1346 Bad HoMburg vd H Germany.
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Dipeptiven

Concentrate for solution for infusion

100 m| contalns: p
N{2)-L-alanyl-L-glutamine 20 g {8 20 g L-alanine, ﬁll { _/
1346 g L-glutamine). water for injections 8. | pead the package Ieaflet before use. yv
Theor. osmolarity: 921 mosmall g‘;eﬁo?"sigem:tmﬂ T o L

T:f"a“‘l"" acidity g%‘%sommd NaQOHA Use only clear, perticle-free solution and

privaie nao undamaged container.

Manufactured by Fresenius Kabi Austria GmbH,
A-8055 Graz, Austria for Fresenius Kabi Deutschland GmbH
D-61346 Bad Homburg v.d.H Germany. , g

‘ 100 ml R . IIII”“ I“
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THUOC BAN THEC BON.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
BE THUOC XA TAM TAY TRE EM.

HUONG DAN SIF DUNG
Dipeptiven
Dung dich dam déc L-alany! -L-glutamine 20%
pha truyén tinh mach

Thanh phén B Ham lwong

Hoat chét | soml 100mi
| N(2)-L-alanyl -L-glutamine. | 10g | 20g
. L-zalanine 41g | 82gp
i Lglutamine | 673g | 1346g

T4 dwoe: Nude cit pha tism

Nbng d5 thdm thiu Iy thuyét: 921 mosmol/l
B9 axit chudn: 90-105 mmol NaCH/I

pH: 5,4-6,0

Dang bao ché
Dung dich ddm d3c d& pha truy&n tinh mach.

Chi djnh
Dipeptiven dugec chi dinh nhu mét phdn cia ché @ dinh
dudng ldm sang cia bénh nhin ting di hda valhodc tang
chuyén héa. Dipaptiven co thé dung phdi hop véi ché a3 dinh
dudng qua duwong tinh mach hogc ché dd dinh dudng qua
dwdrng tiéu hda, hodc vai ddng thivl ¢ hai ché d§ trén.

Lidu ding va cich ding

Ding @8 truyén sau khi thém vao mét dung dich fruydn thich
hep.

Dung dich hén hop nay c6 ndng d¢ thdm thdu trén 800
mosmolfl, do véy nén truyén qua {inh mach trung 1am.

Nguedvi Iém

Dipeptiven dwge diing ddng thél voi ché @6 dinh duing qua
dudmng inh mach hodc vél ché 4§ dinh duwdng qua dwdmg tidu
héa hodc vél ¢4 hai ché 4§ trén. Lidu ding tiy thuge vdo mic
d$ dj héa va nhu clu axit amin cua co thé. Khi nudi duémg
qua dwéng tinh mach hay dwéng tidu hoa, khdng duge vugd
qué liu ding t8i da hang ngay 2 g axit amin cho mdi kg thé
trong. C4n cén nhéc khi truyén dung dich Dipeptiven @4 cung
cAp céc chét alanin va glutamin: 1y 18 axit amin cung c4p treng
dung dich ndy khéng dwgc vugt qua khodng 30% 18ng lugng
axil amin cung cép.

Liéu ding hang ngay

Lidu t8i da hang ngay 0,5 g N(2)-L-alanyl-L-glutamine/kg thé
trong nén ding két hg'p véi mét dung dich axit amin twon
thich cung cdp il nhdt 1 g axit aminfpretein cho 1 kg th
trong/ngay. Vi cac axit amin cb lrong Dipeptiven, lidu Iuvng
axlt amin/protein hang ngay dat it nhat 1,5 g cho mdi kg th
trong.

Dudi day 1a vi dy vé didu chinh libu ding Dipeptiven va céc
axit amin trong dung djch truy8n tinh mach, va/hodc protein
trong cdng thirc dinh dudng dwdng tidu hoa:

Nhu cAu axit amin/protein 1,2 g/kg thé trong/ngay: 0,8 g axit
amin/protein + 0,4 g N(2)-L-alanyl-L-glutamine cho méi kg thé
rong.

Nhu cdu axit amin/protein 1,5 g/kg thé trong/ngay: 1,0 g axit
amin/protein + 0,5 g N(2)-L-alanyl-L-glutamine cho méi kg thé
irong.

Nhu cAu axit amin/protein 2,0 g/kg thé trong/ngay: 1,5 g axit
amin + 0,5 g N(2)-L-alanyl-L-glutamine cho mdi kg thé trong.
Dipeptiven 14 dung dich dam déc, khang duge ding dé truyén
tnyc tiép

Ché d9 nudi dudng hodn toan qua dudng finh mach

Téc @3 truydn tly theo lvgng dung dich chét mang va khéng
virgt qua 0,1 g axit amin/kg thé trong/gidr.

Cén pha lodng Dipeptiven bing mét dung dich chdt mang axit
amin twong thich hodic vé&i dich truydn chira axit amin trwéc
khi truyén.

Ché dB nudi duding hodn todn qua duwdng tidu héa

Truyé&n Dipeptiven lién tyc trong 20-24 giéngay. D4 truyén tinh
mach ngoai vi, pha lo&ng Dipeptiven d&n dd thdm thu < 800
mozmalﬂ (vi nhw pha 100 mi Dipeptiven véi 100 ml nwéc
muoi).

Ché db nuti dudng két hop dudng tinh mach vé dudng liéu
héa

Truy&n tinh mach d liéu hang ngay clia Dipepfiven: pha lodng
Dipeptiven bdng mét dung djch axit amin tuong thich hoac véi
dich truy&n chira axit amin triwérc khi truyén,

Téc a7 truydn tuy theo lwgng dung dich chét mang va cin didu
chinh dwa trén tl 1& dinh duéng qua duéng tinh mach so vdi
dinh dwdng qua duong tigu hoa.

Thoi gian didu trj

Théi gian didu tr| khdng qua 3 tun.

Tré em

Chura ¢ cdc nghién clu vé tinh an toan va hiéu qua khi st
dyng cho tré em.

Chéng chi dinh

Khéng truydn Dipeptiven cho nhiing bénh nhén suy thén ning
(@$ thanh thal crealinine <25 mliphut), suy gan ndng, nhiém
axit chuyén héa nang hodc nhing bénh nhén cé tién st qua
mén véi thanh phdn hoat chit hay té dugc cla thude.

Thé@n trgng va Canh bao

CAn thudng xuyén theo déi cac théng sb vé chirc ndng gan
d6i véi nhirng bénh nhan suy gan mét bl.

Hién tai ligu v& st dung Dipeptiven cha phy n¥ cé thai, phy ni¥
cho con bi va tré em chuwa ddy di nén khdng khuyén cao si
dung thudc cho cac nhoém bénh nhan nay.

CAn kidm soét dién gidi trong huyét thanh, ndng d¢ thdm thau
huyét thanh, can bang dich, tinh trang axit — kiém clng nhuw
chirc nadng gan (alkaline phosphatase, ALT, AST) va cac triéu
chirng c6 1hé b clia chirng ting ammoniac huyét,

CAn kidm tra ndng d§ céc enzym phosphatase kidm, GPT,
GOT, bilirubin va tinh trang axit — kidm.

Vigc lyra chon truyén tinh mach ngoai bién hay tinh mach trung
tam phy thuc vao ndng d9 thdm thAu cubdi clng cia hdn hop.
Gidi han c6 thé chip nhdn dugc dé truydn qua tinh mach
ngoai bién 1& khoang 800 mosmol/i nhung gi¢i han nay thay
a0 dang k& theo d§ tudi va tinh frang chung ciia bénh nhan va
dic didm cla tinh mach ngoai bién.

D tigu v& sir dyng Dipeptiven trén 9 ngay con han ché. ‘/ i
W

Twong tic véi cac thubce khac va cac dang twong tic khic
Bén nay chua cb twong tac nao dugc ghi nhin,

Sir dung & phy ni¥ c6 thai va cho con b

Chura c6 40 tai ligu vé st dyng thubc trong théi gian mang thai
va cho con b, vi vy khéng truyén Dipeptiven cho phu n c6
thai va cho con bu.

Anh hwéng dén kha nang I4i xe va van hanh may
Bén nay chua ¢é anh huéng nao dugc ghi nhan,

Tac dung khéng mong muén

Chura 6 tac dyng khéng mong muén nao dugc ghi nhan néu
thudc dwrge truyén ddng cach.

Théng béo cho béc si nhimg tdc dung khéng mong muén
gdp phéi khi sir dyng thuéc.

Duweec Iy hoc

Trong co thé dipeptide N(2)-L-alanyl-L-glutamine tach ra thanh
axit amin glutamin va alanin, glutamin dugc cung cip d& nudi
dudng qua dudng tinh mach. Axit amin dwoc gidl phdng vén
chuyén trong mau nhuw cdc chdt dinh dudng vao céc phan
khéc nhau cta co thé véa dugc chuyén héa theo nhu clu clia
timg co guan. Nhidu tinh trang b&nh Iy dugc chl dinh didu tr
nubi dudng qua dwédng tinh mach cé kém theo higén twgng loai
bé glutamin din dén glutamin cé trong dung dich truyén bj mit
tac dung.
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Dwegc dgng hoc

Sau khi truydn N{2)-L-alanyl-L-glularine nhanh chéng tach ra
thanh alanin va glutamin. O ngwol, thél glan ban thai tir 2,4
dén 3,0 phit {42 phit dAf véi banh nhan suy gan gial doan
cudi) va a9 thanh 1hai huyét teang by 1,6 dén 2.7 miiphut ddu
da degc xéc dinh. Sy mél di clia dipeptide nay, kéo theo sy
{dng dang phan tlr cha céc axit amin Wy do teong Omg. Thiy
phdn cb thé xdy ra rieng ré & ving ngoal bao. Khi truyén én
dinh, sy bai tiét N(2)-L-alanyl-L-glutamine cOa thin thdp hon
5%, do g6 bang ty 18 cda axit amin dugc truydn vao.

Qua lidu

Cing nhw cac dung djch tr'uyén khic, cac hién lwgng nhw
lanh, budn nén, va ndn co thé xay ra ndu truyén Dipeptiven véi
tée 44 qua cao. Phai ngling truyén ngay trong céc frudng hop
nay.

Di¥ ll§u vé an toan tién [Am sing

B linh cdp va ddc tinh mén tinh: Mt loat cie thir nghiém vé
lidu lwgng duge tén hanh trén chudt va chd trong thoi gian i
1 dén 7 ngdy. Trong thi nghiém trén chudt, khi truydn 50 mikg
thé trong dung dich 10%, 15%, 20% va 30% N(2)-L-alanyl-L-
glutamine hon 4 gi¢r mt ngay d3 din dén hién tromg co cirng,
1am tang hé hdp va gay chét. Truydn 50 mifkg thé freng dung
dich 10% (lwong Ong 5 g N{2)-L-alanyl-L-glulamine/kg hé
trong) din dén hién lwrong hoai Ik & nhitng by phin dugc
truy&n, lam glam thé trong va vang than & chudt (truyén 8 gior
mdi ngay) va xudt hign sir t3ng tam thai nhip tim & cho {truyén
8 gi&r mBi ngay).

Nghién cou dwoc fidn hanh & trén ché (truydn 8 gidr mdi ngay)
va trén chudt (6 gl m&i ngay) vel 0,5 g va 1.5 g N{2)-L-alanyl-
L-glutamine/xg thé trong mél ngay lién tiép hon 13 tudn va voi
4,5 g N(2)-L-alanyl-L-glulaminerkg thé trong m8l ngay lién tyc
homn 6 tudn,

Thi nghiém trén ché thiy xay ra hign twgng nén. Vi lidu doc
cao hodc fidu azc gy co git, cd thay hién twong ting tiét
nuwde bet, mat didu hoa, mét cam giac dau va lech ngudi.

Kha ndng gy dét bién gen va ung thw; Céc thl nghiém in vitro
va in vivo cho thiy khéng c6 dAu hiéu gy dot bién gen.

Céc nghién clru cho thdy khéng co kha ning tao khdl u do a6
tae dung gay ung thur |4 khong thé xay ra.

Be tinh sinh sén: O cae Wl nghiém trén ddng vat, khéng thay
c6 déu higu v& hign lugng quai thai hodc hién tugng say thai
va cac tdn thuong ngoal vi sau khi sinh khi ding véilidu 1,6 g
N(2)-L-alanyl-L-glutamine/kg th& trong/ngay.

Kha néng dung nap tal chd: Truydn li&n tye dung dich N{2)-L-
alanyl-L-glutamine (dung dich 5% va 10%) hon 13 tudn cho
chudt va ché vél 1Bu 0.5 g/kg thé trong trir 1&n, céc phéan (g
khéing dung nap da xay ra & c&c ving dwoc truydn (sung 1dy,
a8i mau va hoai 1&). V& mé bénh hgc, cic phan Ung giy viém
do cag thanh phan cta dung dich v&i chirng hoal W mung my
& da tir nhe dén ndng va lang xwong ot sbng dudi, viém: tinh
mach huyét khéi, viém quanh inh mach 8&u Swgc quan sat
thdy trén chudl. Trén ché, cdc phan ng gdy viém quanh finh
mach va d6i khi hién tweng nghén mach ciling xay ra.

Cac kiém tra duge lién hanh trén chd vd kha ndng dung nap
tai chd sau khi truydn 1 lidu dung dich vao trong déng mach,
cAn tinh mach va trong co déu khéng thdy cé ddu hidu clia cac
phan g khang dung nap bl thwéng do truydn khéng ding
cach.

Bdo quan
Khéng bao quan & nhiét 4o trén 30°C. Bao quan thubc trang
bao bi géc.

Han ding

24 thang ké tir ngay san xudt,

S0 dung thudc ngay sau khi mé lg.

Khéng bdo quan Dipeptiven dé sir dung sau khi da bd sung
céac thanh phin khac.

Quy céch ddng gol
Hgp 10 lp 50 ml; hgp 10 1g 100 ml,

Lieu ¥

Dipeptiven 14 mdt dung dich ddm dac, khéng ding dé truydn
trc tép, Cln kidm tra k§ Ig chiva vd dung dich bang mal
thurdyng trirére khi st dyng. Chi sl dung dung dich trang suét,
Igﬁng vén dyc v lo thude nguyén ven. Dung dich chi ding 1
lan.

Vige pha lofing dung dich dam dic bing dung djch axil amin
tneére khi st dung cAn dwge tién hanh trong didu kién vé triing,
ddm bao dung dich dém dic dwgc phin tan hodn toan. Phai
trgn thubc thét kj va @am bao tinh twong thich. PhAn thubc
khéng diing hét nén bé di.

Néu cin thém théng tin, xin héi y kién bac sT.

San xudt boi: Fresenius Kabi Austria GmbH, / /
Hafrersirasse 36, AT-8055 Graz, Austria {Ao) /h, ‘E v
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