Dung djch tiém truyén tinh mach

Rx POLNYE

Doc kf hirdmg din sir dung trude khi ding

Thudc néy chi sir dung theo dan thudc

Tiém truyén tink mach nho gipt
Khong ding qua liéu da duge chi dinh.
Théng bdo che béc st nhimg dc dung khing morg muén gdp phai khi sir dung thuée.

Néu can thém théng fin xin héi y kién bdc st

Khéng sir dung thubc 4a qud han ding

Dé xa tam tay tré em
THANH PHAN
Dung djch truyén tinh mach POLNYE chira nhimg thanh phan sau: ;
Thanh phan Ham lugog trong mdi tii (200 ml)
| L - Isoleucin 1.500 mg
[ L-Leucin 2.000 mg
[ L - Lysin acetat 1.400 mg |
[ L - Methionin 1000 mg
| L - Phenylalanin L g
{ L - Threonin | 300 mg
{ L - Tryptophan ] S00.mp
I L Valia | 1.500 mg
{ L - Alanin ! 00 i
| L - Arginin | 600 mg
[ L - Aspartic acid ] 50 mg
| L - Glutamic acid 50 mg |
(L - Histidin i 500 mg |
I L-Protin e 400 mg
\ L<-Secrin 200 mg
| L-Tyrosin 100 mg
| Glwcin 300 mg |
‘ Tong lugng acid amin 12.200 m
Nong dd acid amin 6,100 % ki'n
{ T4 dwge Ham lwgng trong moi tii (200 ml)
| L-Cystein 50 mg
| Natri bisulfit 50 mg |
\__Acid acetic bing (di¢u chinh pH) _ Vira di
Ham luong nito toan phin : 8,1 mg/ml
Ndng 43 acid amin ty do todn phin : 5,90% klat
Axit amin thiét yéu / axit amin khéng thiét yéu : 3,21
Chit dién gidi Na® : khodng 2 mEqg/L
CHYCOO" : khong 47 mEq/L
DANG BAO CHE: Dung dich tiém truyén tinh mach
CHI B{NH:
Cung cap cic acid amin cho suy thin cip va min trong cic trudmg hop sau: Thifu protein m3 .
dudmg, trude vi/hode sau khi phiu m$ & i il e e
CACH DUNG, LIEU DUNG
>  Suythin min

Liu thudmg ding cho ngudi 16m 12 200 ml mot tn mBi nga én i vi nhé giot cha
Licu g di 2 y, truyen tinh mach ngogi vi nhé gigt chim
& bloh nhin suy thin min. Téc 49 truydn thing thudmg 13 200 m! trong 120 phit dén 180 phit, nén
chém hon 40i véi tré em, ngudi gid hay ngudi bj binh ning. Lidu co the didu chinh tiy theo d§ tdi, thé
mghayc&nﬂﬁnSCﬁahénhnhén.Béivéib&:hnhiniocmﬁmdmécduoctmyénvﬂobénﬁnhmch

cia tudn hoin thim téch, bt diu tir 90 dén 60 phut truGe khi hoan thanh viée chay thin. DE cic acid
amin duge sir dung c6 hiéu qu trong co thé, ning lugng cung cap it nhit phai 12 1500 kCal/ngdy. ‘
Trong trudmg hop thuée duge chi dinh ding cho nudi dudng toan phan ngoai dum.lg ucv:::héa (TPN) &
ngudi 1ém, liéu khuyén ding 12 400 mUngay, truyén nhé giot vio tinh mach tung tim. Liéu ¢4 thé thay

ddi tiry tudi, trigu chimg hay cin ning cia bénh nhan. Dé cac acid amin dugc s dung c6 hi¢u qua trong

co thé, phii cung cdp it nhat 500 keal ning lugng phi protein cho méi 1,6 g nito dua vao (200 mi
POLNYE).

»  Suy thdn cap iy Al
POLNYE duge chi dinh ding cho nuéi duémg toan phan ngoii duémg tiéu héa (TPN) & ngudi lén bang
cach truyén nhé giot qua dudng tinh mach trung tam, véi liéu kKhuyén 1cll‘mg la .400 tl_illngay. Lfeu co the
thay i tiy theo d¢ tudi, triéu chimg va cin ning cia bénh nhin. D¢ cic acid amin dugc st dung ¢6
hiéu qua trong co thé, phai cung cap it nhit 500 kcal ning lugng phi protein cho mai 1,6 g nito dua vao
(200 ml POLNYE).

CHONG CHI D]NH -

San phim bj chdng chi dinh trén cic bénh nhin sau: ) )

- Hon mé gan hojc ¢4 thé hén mé gan (viée sir dung thudc ¢6 thé 1am roi logn cin bing acid amin thém
tram trong din dén hodc 1am trim rong hén mé gan).

- Ting ammoniac huyét (du hop chét chira nito ¢6 thé 1am ning thém chimg ting ammoniac huyét).

- R6i loan bim sinh trong chuyén héa acid amin {cac acid amin dia vao cé thé khang duge chuyén hoa
lam cdce trigu chimg ning thém).

CANH BAO VA THAN TRQNG KHI DUNG THUOC:

> Cain than khi ding

San pham phai duge ding mdt cich thin trong cho cic bénh nhin sau:

- Roi loan chire ning tim hode tim mach (lwa lugng tuhn hoin tang giy ginh ning cho tim va lam ning

thém cdc tri¢u chimg). .

- Tén thuong gan holc xudt huyét dg day rudt (giy tich 1y qué mite acid amin hofc Wing amoniac mAu).

;hnéi )lo@n dién giadi ning hodc mat wing bang acid-bazo (cic wrigu chimg cb thé ning thém khi dung

uac

»  Thdn trong chung )

- Diing POLNYE cho bénh nhan khi chit dinh dudng khéng duge cung cép di qua duimg migng hay

dudmg tiéu héa, ma cn phii nudi bing ngoai dudmg tiéu héa. _

- Cé bdo cdo ghi nhiin ring viéc ting amoniac huyét hojc rdi Joan ¥ thitc c6 thé xdy ra khi viéc ding ché

phim acid amin thiét yéu cho suy thin 13 nguén cung cip nito duy nhit. Vi I& 46, ngimg ding POLNYE

ngay néu chdm phin ung khi néi hodc thé'y ¢d mot bit thudéng nhu gidm tdc do va cdc cir dong ty chi
trong sudt qua trinh diéu uj.

» O ngudi gia: .

N6i chung céc chirc ndng sinh Iy déu gidm & ngudi gid. Néa su dyng POLNYE thén trong vi dy nhu
gidm licu.

» Sirdyng véi tré em: : :

- Chua xdc dinh duge 4 an toan cia thudc niy & tré em (chua ¢d kinh nghiém lim sing). &4 & 1yl

- N6i chung, chuyén héa cia nhiéu acid amin khic nhau chua phat trién ddy du o ;gﬁ em, d3c b;ﬁ; u-é
so sinh va ré méi sinh nhe cdn. Cin thin trong, nhu theo ddi cn thin t mi cdc ddu hifu lam sang v
cic gi4 trj trong phéng thi nghiém, 1am chim st dung thude hojc gidm lieu.

» Cin chi y khi sir dung-

o Trude khi ding: :

- Viéc hinh thanh tinh thé ¢4 thé xdy ra trong dung djch. Trong trudng hop ndy him m’{ﬂg dung dich lén
50°-60°C dé lam tan tinh thé, Sau 46 1im ngudi dung djch den nhigt 4§ cua co the v stz dung..

- Khéng sit dung dung dich khéng hodn toin trong sudt. 3 5
- M3t khi d3 m nip, thude phai dugc sir dung ngay va thude thira khdag duge s dyng lai- -
e Trong khi diing* ;s :
-Bé&u’;gnhénsufthﬁnminnﬁkhﬁngphéilocmu, trude khi a&uuinéngﬂmsaén 10 g protid ¥ s6
lugng dam cé trong thitc dn cho mdi 200 m} POLNYE.
e Tdc dg tiém

- Truyén tinh mach chim.



» Thgn frong khi thao tdc y
- Cé thé tiém POLNYE ma khéng can kim théng khi.
- Khing sir dung khi dung djch bj d6i mau hodc dung dich bj ro ri.
- Khéng sir dung néu diu niém phong trén it cao su bj bée vé
- Cim kim tiém theo chiéu thing dimg vao vj tri cam kim cla nit cao su. Néu kim tiém bj cim chéo,
dung djch thuéc c6 thé bj nhiém bai ménh v& cda niit cao su hodc bj chay vio vich bén trong. Ngodi ra,
khéng cim kim lai nhiéu Ian tai cing mét vj tri y
- POLNYE khéng duoc diing véi hé thong bd ddi cd sir dung ong ndi hinh chit U. Trong tnrdmg hop hai
chai cin dugc truyén cing liic hojc lién tyc, thi nén dung day truyén udn hinh Y.
SU'DUNG CHO PHU NU' CO THAI VA CHO CON BU:
- Str dyng thudc niy & phy nit khi mang thai hojc ¢6 thé ¢6 thai 46i hoi phai cin nhic gitta loi fch vi
nguy ca cé thé gip (chua xac dinh dugc 49 an todn ciia thude niy trong thai ky).
- Khéng nén ding cho me trang théi ky cho con bit. Tuy nhién, néu bit bugc phai dung POLNYE, thi
nén ngimg cho con bii (D¢ an toan cia thubc ndy cho phy nit trong thai ky cho con bi chua duge xdc
diah). L
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khéng dé c3p. ¥
TUONG TAC, TUGNG KY CUA THUOC
» Tuomg tac thude:
Khong dé cap.
> Tiwomg ky: 2 P P ;PR -
Khi tron cic thube khac vao trong dung dich, phai dam bao khong c6 dau hi¢u cua sy ket ta hodc
twong ky giita c4c thanh phin.
TAC DUNG KHONG MONG MUON CUA THUOC
Trong tong s6 318 bénh nhén, c6 10 ngudi (3,1%) gip phén img cé hai va 16ng cong le trudmg hop
phan ung ¢6 hai (4,7%). Nhimg phan ing ¢ht yéu 1a budn nér: (1,9%), nén (0,6%), nhic dau (0,6%) va
nhiém acid chuyén héa (0,6%). Nhing thay dbi bat thudmg vé cic gié trj trong phong thi nghiém dugc
bdo cdo 1A giam HCO; (3 truong hop; 0,9%), ting AST (GOT) (I trwdng hep; 0,3%) va ting amoniac
trang mau (1 trudmg hop; 0,3%) (tai thoi diém san pham dugc phé duyét). Trong mét khio sat sau bin
hing, phin img phy (bao gbm ci cic két qua thi nghi¢gm bat thuémg) duge bio cdo & 98 trudmg hep
(3,34%) trén tgng s6 2,936 trromg hgp. Phan timg phy chi yéu gom cé ting BUN (23 truémg hop;
0,78%), ting AST (GOT) (20 trumg hop; 0,68%), ting ALT (GPT) (17 trudng hop; 0,58%), roi loan
chirc ning gan (13 tnsdmg hop; 0,44%), budn nén (11 trudng hop; 0,37%), ting creatinin méu (8 trudng
hop; 0,27%), ting amoniac huyét (7 trudng hop; 0,24%), nhiém acid chuyén héa (6 truémg hep; 0,20%),
ndn (4 trudng hop; 0,14%), va chén in (4 rudmg hop; 0,14%). (Két qua & cudi dgt khio sat).
Nhimg phan g cé hai khéc
Néu gip phai céc phin img phy sau diy cn phai 4p dung cdc bién phip phi hgp nhw ngimg diing thude.

Tir 0,1% 161 <5% It hom 0,1% Chua xdc dinh
Qué min cam Ngira, phét ban ME day lan t6a
Ong tiéu héa Buén nén (dé nén), ndn,
chén n
Gan Rdi loan chirc ning gan
Thén Téng creatinin  huyeét,
ting BUN
Tim mach _ Khé chiju & ngyc Péanb trong ngyc
Lidu cao, trayén nhanh Nhiém acid
Cac phan img khic Nhiém acid chuyén héa, | Sot, nhic diu, nggt | Lanh, cim thiy néng
ting ammoniac huyét, | mili/ chay nuéc mii ngudi, cam gidc béng &
giam bicarbonat diu, dau mach
QUA LIEU VA CACH XU TRi

Thudc chira khoing 2 mEg/l natri vi 47 mEgA acetat. Trong trudmg hop ding mt lugng Ién hojc cb
phéi hop voi mt dich truyén c6 chit dién gidi cdn phai kiém tra sy cn bing dién gidi rong co thé.

PAC TiNH DUQC LUC HQC

1. Phén nhém duge I Dich truyén acid amin todn phin cho say thin

2. MaATC: BO5BAOL ,

- POLNYE dugc tiém vdo trong phiic mac chugt suy thin man c6 ché d¢ dn gidm protein trong 12 tuin.
Thuébe cai thién dinh dudng va van duy tri chirc ning than.

- POLNYE t‘luqcx tiém vio tinh mach trung tim cita chudt bj suy than cip vi min: khéng thiy ting ndng
d¢ amaniac huyét 43 duge ghi nhan khi sit dung céc ché phdm acid amin thiét yéu. Thém vio dé, viée
thay déi néng 49 amino acid tr do trong huyét tuong hiu nhir nim trong khoang gidi han binh thuéng.
- POLNYE tiém véo tinh mach trung 1dm cua chugt bj suy thin min dang dugc loc miu qua piiic mac
da ngin can sy gidm protein huyét trang,

- POLNYE tiém vio tinh mach trung tim cua chut bj suy thin min 43 lim ting sy két hop cia Leucin
dugc dénh dau °N vio protein ciia co va huyét tuang, va lam giam bai tiét 3-methylhistidin qua nuse
tiéu,

- POLNYE tiém véo finh mach trung tim cia ché bj suy thin min lim ci thi¢n sy cin béng nito trong
khi d6 vén duy tri mirc nito cia uré trong huyét tuong thip. Thudc khéng giy triu ching ném holc
buon nén 1 céc triéu chimg da g3p vai cic ché phdm acid amin thiét yéu.

DAC TINH DUQC DONG HQC

- Néng 4§ trong huyét twong cia cdc acid amin trén ngwdi tinh nguyén khée manh sau khi truyen tinh
mach POLNYE 200 ml trong 2 gi&r v 400 ml trong 4 gi& 83 duge xic djnh. Néng d6 trong huyét tuong
cua cic acid amin thict yéu, arginin va histidin ting ngay Idp tic sau khi truyén tinh mach cdc lidu wén
Nh.ﬁng nong dj ndy nhanh chéng gidm xudng trong vdng 2 giér sau d6 va tra lai binh thirdmg 24 gidy sau
khi truyén tinh mach. Khéng c6 thay déi ddng chi y nio déi voi néng d¢ cia cic acid amin khic trong
huyét tuong. ?

- Ty I¢ bai tiet qua nuéc tiéu cia cdc acid amin trén ngudi tinh nguyén khde manh sau khi truyén tinh
mach POLNYE véi li¢u 200 ml va 400 m! 4 dwgc x4c dinh tir thai diém bit diu didu o cho dén 6 gic
sau khi két thiic diéu uj. Téng ty I acid amin bai tiét rong nu6e tidu chi chiém 2,63% va 1,89% tuong
img liéu ding ndi trén

QUY CACH BONG GOI:

Hép 1 chai 200 ml, kém 1& huéng din sit dung

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Han ding:

36 thang (ké tir ngdy san xudt)

Nén dung trude ngdy hét han ghi trén nhin
Diéu kign bdo quan: noi khé mat, nhigt 4§ dugi 30°C, trdnh 4nh sdng
Tiéu chudn chit lrgng: TCCS

CONG TY TNHH DUQC PHAM ALLOMED
L6 A-1H-CN, KCN My Phudc 3, Phudmg Chénh Phit Hoa, Thi x3 Bén Cat, Tinh Binh Duaong




