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Doc lj‘ hmg dén sir dung truée khi ding
Thude nay tiu sir dung theo dom thude
Tiém trupén fink mach nha giot
Khéng ding qud litu 4 duge chi dinh.
Théng bao cho bac st nlunrxg tdc dung khéng mong muén gdp phai khi sir dung thuéc.
Néu cin thém thing tin xin hai § kién bac si.
Khéng sir dung thubc di qud han ding
Dé xa tim 1ay iré em
THANH PHAN .
Dung dich truyén tinh mach POLNYE chira nhimg thanh phan sau:

Thanh phin Ham hrgng trong mdi tii (200 ml)
L - Isoleucin 1.500 mg
L - Leucin 2.000 mg
L - Lysin acetat 1.400 mg
L - Methionin 1.000 my
L - Phenylalanin 1.000 mg
L - Threonin = 500 mg |
L - Tryptoy by e e 500 mg
L - Valin 1.500 mg
L - Alanin 600 mg
L - Arginin 600 mg
L - Aspartic acid 50 mg
L - Glutamic acid 50 mg |
L - Histidin 500 mg
L - Prolin 400 mg
L - Serin Rl LV 200 mg
L - Tyrosin 100 m
Glycin 300 mg
Tong luong acid amin 12.200 mg
Nong d¢ acid amin 6,100 % kl/it
Tiduge Ham lrgng trong mai tii (200 ml)

L-Cysiein 50 mg |
Natri bisulfit 50 mg
Acid acetic biing (di¢u chinh pH) Via du

Ham lugng nito toan phan : 8,1 mg/ml

Nbng d6 acid amin ty do toan phin : 5,90% kl/n

Axit amin thiét yéu / axit amin khéng thiét yéu Lz e |

Chit dién giai Na* : khoang 2 mEq/L

CH,COO : khoing 47 mEq/L
DANG BAO CHE: Dung dich tiém truyén tinh mach

CHI DNH:

Cung cép: céic acid amin cho suy thin cip v min trong cdc truémg hop sau: Thiéu protein méu, suy dinh
dudmg, trude vi/hoge sau khi phiu thudt.

CACH DUNG, LIEU DUNG

»  Suy than man

Liéu thémg ding cho nguin 16m 14 200 ml mgt 14n mdi ngdy, truyén tinh mach ngoai vi nhé gigt chim
& bénh nhin suy thin mén. Téc dd truyén lhbng thwédng 1a 200 ml wrong 120 phut dén 180 phiit, nén
chiim hom déi véi tré em, ngudi gia hay ngu'm bj bénh nding. Liéu c6 thé diéu chinh tiy theo d9 tudi, thé
trang hay ¢in ning cia bénh nhin. PGi vai bénh nhin loc méu, thudc duge truyén vao bén tinh mach

cla tuan hoan tham tach, bit dau tir 90 dén 60 phut tnrde khi hadn thanh vige chay thin. Pé céc acid
amin dige sir dung cd higu qua trong cor thé, niing lugmg cung cap it nhét phai 1a 1500 kCal/ngay.
Trong truang hgp thude duge chi dinh dang cho nudi dudng toan phén ngoai duong tiéu hoa (TPN) &
ngudi lén, |ILII khuyén dung la 400 ml/ngay, truyén nha _giot vao (inh mach trung tam. Liéu co the thay
dm iy tuoi, tri¢gu chung hay cin ning cua b¢nh nhan Pé cic acid amin ducc sur dyng co higu qua trong
co thé, phai cung cdp it nhat 500 kcal nang lugng phi protein cho mdi 1,6 g nito dua vio (200 ml
POLNYE).
> Suy than cap ‘
POLNYE duge chi dinh dung cho nudi dudng toan phan ngodi dudmg ticu hoa (TPN) o ngudi Jén béng
cach Iru)cn nho giot qua duong tinh mach trung tam, vai licu khuyén dung 1a 400 ml/ngay Li¢u o the
thay doi tiy theo d¢ tudi, tri¢u chiimg va can ning cla bénh nban, D¢ cic acid amm duge sir dung co
hi¢u qua trong co thé, phai cung cdp it nhit 500 keal néing luong phi protein cho mdi 1,6 g nito dura vao
(200 ml POLNYE).
CHONG CHI DINH
San pharn bi chong <hi dinh trén cac bénh nhén sau:
- Hon mé gan hoic ¢o thé hén rnc gan (viée sir dung thude ¢6 thé 1am roi loan can bang acid amin thém
trim trong dan dén boac lam trim trong hon mé gan).
- Tang ammoniac huycl (dw hop chit chira nita ¢ thé lam niing thém chimg ting ammoniac huyen
- Réi loan bim sinh trong chuyén héa acid amin (céc acid amin dua vio cé thé khdng duge chuyén héa
lam céc tri¢u chimg ndng thém).
CANH BAO VA THAN TRONG KHI DUNG THUOC:
> Ca:n than khi dimg
San phim phai duge ding mét cich thin trong cho cic _bénh nhén sau:
- Rdi logn chirc niing tim hodc tim mach (luu lugng tuén hodn ting gay ganh ndng cho tim va lam ning
thém céc triéu chimg).
- Tén thuong gan hojic xuit huyét da day rudt (gdy tich liy qui mirc acid amin hojic ting amoniac méu).
- F:zlclo;m dién giai ning hodic mat thing bing acid-bazo (cic (rigu chimg c thé nang thém khi ding
thuoc)
> Than trong chung
- Dung POLNYE cho bénh nhan khi chit dinh dudng khong duge cung cap du qua dudmg miéng hay
duong tiéu hoa, ma can phai nuoi bing ngoa: dudmg tiéu hoa
- C6 bio céo ghi nhn rang viéc tang amoniac huyet hoac 16i loan ¥ thire ¢ thé xay ra khi vige diing ché
pham acid amin thiét yéu cho suy than 12 ngucm cung cap nita duy nhit. Vi J& d6, ngu’ng dung POLNYE
ngay néu cham phin ung khi néi hodc thiy c6 mét bit thuéng nhur giam toe o va cic cir dong tw chi
trong, sudt qué trinh diéu tri.
» O nguoi gia: .
No6i chung cac chire ning sinh ly déu giam & nguoi gia. Nén sir dung POLNYE than trong vi du nhu
giam lidu.
» Sirdyng véi ré em:
- Chua xac dinh du'qc dd an toan cua thude nay @ tré em (chwra 6 kinh nght;m lam sang).
- Noi chung, chuyén héa ciia nhiéu acid amin khic nhau chwa phat ién dy di & wré em, dic bigt & wé
sa sinh va tré mdi sinh nhe cin. Ciin thin trong, nhu theo ddi cin thin ti mi cic ddu hiéu 1im sing vi
cdc gid trj rong phong thi nghiém, 1am chim sir dung thudc hodic giam lidu.
» Cin chi y khi sir dung:
® Trude khi ding:
- Viée hinh thanh tinh thé ¢ thé xdy ra trong dung djch. Tronq trrémg hop nay him némg dung dich lén
50°-60°C & lam tan tinh thé. Sau 46 lam ngudi dung dich dén nhiét 40 cia co thé vi sir dyng..

- Khéng sir dung dung dich khong hodn toan trong subt.
- Mat khi d2 ma ndp, thude phai duge sir dung ngay va thudc thira khang dirge sir dung lai.
» Trong khi diing:

- Bénh nhin suy thin min mé khong phii loc méu, truée khi didu tri nén gidm § dén 10 g protid tir s&
lirgng dam cé trong thirc &n cho méi 200 ml POLNYE.
« Toc dg tiém
- Truyén tinh mach cham.
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- Khdng sir dung I\hl dun ‘dich bj d6i mau hodc dung djch bj ro ri.

- Khéng su dung néu du niém phong trén it cao su bj bdc vo

- Céim kim tiém theo chiéu Lha.ng dimg vao vj tri cdim kim coa nit cao su. Néu kim tiém bi cdm chéo,
dung djch thube co thé bj nhidm bai manh v cua nit cao su hodc bj chay vao vach bén trong. Ngoai ra,
khong cam kim lai nhiéu lan tai cling m{t v tri

- POLNYE khong duge ding vai hé théng bo doi co su dung ong nm hinh chix U. Trong truong hop hai
chai cin duge truyén cing luc hodc lién tug, thi nén dung day truyén uon hinh Y.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:

- Sur dung thudc nay & phy nir khi mang thai hoic co thé <o thai doi hoi phai can nhic gira lgi ich va
nguy co co thé gap (chua xac dinh duoc 49 an toan cia thude nay trong thai k).

- Khong nén ding cho me trong théi ky cho con bu. Tuy nhién, néu bat bugc phai ding POLNYE, thi
nén ngimg cho con bu (D¢ an toan cua thuoc nay cho phu nir trong thai ky cho con bu chua dugc xac
dinh).

ANH HUO'NG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Khoéng dé cap.

TUONG TAC, TUONG KY CUA THUOC

#  Tuomg tac thuoc:

Khong dé cap.

>  Twong ky:

Khi wén cic thude khac vao trong dung dich, phii dam bao khéng ¢d déu hiéu cia sy két ia hojc
tuong ky gitra cdc thinh phin.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong tong s6 318 bénh nhén, ¢6 10 ngwai (3, 1%) giip phin img ¢6 hai va téng cong 15 trudmg hep
phan 1rng ¢ hai 4, 7%). Nhimg phan img chu yeu 14 budn nan (1,9%), ndn (0,6%), nhirc diu (0,6%) va
nhiém acid chuyén héa (0,6%). Nhimg thay déi bat thuamg vé cic gid trj trong phong thi nghiém dugc
hio edo la giam HCOy™ (3 tnrdmg hop; 0,9%), ting AST (GOT) (1 trudng hgp: 0,3%) va ting amoniac
trong méu (1 trudmg hop; 0,3%) (tai thm diém san phim duge phé duyét). Trong mot khao sat sau ban
hang, phin \mg phy (bao gom ca cic két qua thi nghigm bat thuong) duge bio cio & 98 truomg hep
(3.34%) trén tdng s6 2,936 trudmg hop. Phan ing phy chi yéu gbm co ting BUN (23 mmng hop;
0,78%). tang AST (GOT) (20 truomg hgp, 0,68%), ting ALT (GPT) (17 truong hop; 0,58%), roi loan
chire ndng gan (13 ummg hop; 0,44%), budn nén (11 tnmng hop; 0,37%), tang creatinin mau (8 truong
hop; 0,27%), ting amoniac huycl (7 truomg hop; 0,24%), nhiém acid chuyen héa (6 truong hop; 0,20%),
ndn (4 truemg hop; 0,14%), va chan in (4 truong hop; 0,14%). (Két qua & cudi dot khao sat).

Nhimg phan u-ng ¢4 hai khic
Néu gap phai céc phan {mg phy sau déy cin phai ap dung cic bién phap phu hop nhu ngimg dung thudc.
Tiur 0,1% tdi <5% It hom 0,1% Chura xic dinh
Qua min cam o Ngua, phat ban Me day lan toa
Ong tiéu héa Buén ndn (dé non), non,
chin in ki, B
Gan R&i loan chirc ning gan I
Thén Tang creatinin  huydt,
ting BUN
Tim mach Khé chiu & ngyre Danh tréng nguc
Liéu cao, truyén nhanh Nhiém acid
Céc phan g khac Nhiém acid chuyén hoa, | Sot, nhic dau, ngat | Lanh, cam thiy nong
ting ammoniac huyét, | mii/ chiy nwde miii | ngudi. cim gidc bong &
giam bicarbonat dau, dau mach
QUA LIEU VA CACH XU TRI

Thyéc chira khoang 2 mEq/l natri va 47 mEq/l acetat. Trong trurong hop dung mét lugng lon hodc c6
phéi hop véi mot dich truyén 6 chat dién giai can phai kiém tra si can bang dié¢n giai trong co thé.

PAC TINH DUQC LUC HQC
1. Phan nhém duge Iy: Dich lru)‘én acid amin toan phz‘m cho suy thin
2. MaATC: BOSBAOL

- POLNYE dugc tiém vao tmng phie mac chudt suy than man co ché dj an giam protein wong 12 tuin.
Thube cai thién dinh dudng va van duy tii chirc nang than. ! .

- POLNYE dugc tiém vao tinh mach trung tam cua chudt bj suy thin cép va man: khéng thay tang nﬁng
4o amoniac huyét da dugce ghi nhan khi sir dung cac che pham acid amin thiét yéu. Thém vao do, viéc
thay déi nong dé amino acid tw do trong huyét tueng hau nhu nim trong khoang giGi han binh thuong.
- POLNYE tiém vao tinh mach trung tdm cua chu6t bi suy than man dang dugc loc mau qua phac mac
da ngan can sy glam protein huyet twong.

- POLNYE tiém vao tinh mach trung tam cua chuot bi suy than man da lam tang sy két hop cua Leucin
duge danh déu N vio protein ciia co va huyét tuong, va lam giam bai tiét 3-methylhistidin qua nudc
tiéu.

- POLNYE tiém vdo tinh mach trung tim cua ché bi suy than man lam cai thién sy can bing nito trong
khi d6 vin duy tri mirc nito cia uré trong huyet “tuong (hap Thude khong gdy tri¢u chimg non hodc
budn nén la cac riéu chimg da gip véi cac ché pham acid amin thiét yéu.

PAC TINH DUGC D()NG HOQC

- N&ng 46 trong huyét nrong ciia cic acid amin trén ngudi tinh nguyén khoce manh sau khi Lruycn tinh
mach POLNYE 200 ml trong 2 gm va 400 ml trong 4 gid di dugc xac dinh. Nong 46 wong huyét nramg
clia cdc acid amin thiét yéu, arginin va hmldm ting ngay lip tirc sau khi truyén tinh mach c4c liéu trén.
Nhimng nong 46 nay nhanh chéng giam xudng trong vong 2 giér sau 46 vi tra i binh thwéimg 24 gia sau
khi truyén tinh mach. Khéng cé thay ddi ddng chi y nao déi vai ndng db cia cac acid amin khac trong
huyét wrong.

- Ty 1¢ bii tiét qua nuéc tidu ciia cic acid amin trén nguéri tinh nguyén khe manh sau khi rruyen tinh
mach POLNYE vai lidu 200 ml vi 400 m di duge xdc dinh or théi diém bit du diéu tri cho déné gio
sau khi két thie diéu tri. Téng ty 1¢ acid amin bai tiét trong nudc tiéu chi chiém 2,63% va 1,89% tromg
{mg lidu dung noi trén

QUY CACH PONG GOI:

Hap 1 chai 200 ml, kém & huing dan su dung

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

Han ding:

36 thang (ké tir ngay san xuat)

Nén ding trudc ngay hét han ghi trén nhan

Piéu ki¢n bao guan: nci khé mat, nhiét d¢ dudi 30°C, tranh anh sing

Tiéu chuin cth lrgmg: TCCS

CONG TY TNHH DUQC PHAM ALLOMED )

La A-1H-CN, KCN M¥ Phudc 3, Phudng Chanh Phi Hoa, Thi xa Bén Cat, Tinh Binh Dwong



