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THUGC BAN THEOQ BON

DE XA TAM TAY TRE EM

DOC KT HITONG DAN SIT DUNG TRUGC KHI DUNG

BAO QUAN O NHIET B( PHONG, DUGT 30'C

TIEM TRUYEN TINH MACH NHO GIQT

DUNG DICH TIEM TRUYEN AXTT ANIN CHO BENH SITY GAN

MORIHEPAMIN®

Thinh phin eho | tii (S00mL)
L-Iscleucine 4 600g L-Alanine 42008
L-Leucine 4725 1-Arginine 76858
L-Lysine acetate 1975g L-Aspartic acid 0,100g
L-Methionine 0,220g L-Histidine 1,550g
L-Phenylalanine 0,150 L-Proline 2,650
L-Threanine 1,070g L-Serine 1,300g
L-Tryplophan 0.350g L-Tyrosine 0.20Mg |
L-Vahse 44508 Clyemne 2700 |
Téng lugng nito ican phin - 13,1Rmp/ml
Chht dign gidi Na” : khodng 3 mEgL

CHiCOD™  : khodmg 100 mFg/L
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Phén loai san phém chuin
cua Nhéat Ban : s6 873253

Dung dich tiém truyén acid amin cho bénh suy gan

MORIHEPAMIN®

Thube ban theo don *

*Laru y: Thude nay chi dwec siv dung theo sw ké don ciia bic si.
Doc ky hwéng din sir dung trwée khi dung.
Néu can thém thong tin, xin hoi y kién bac si.

[Thanh phén - M3 ta]
1. Thanh phan
MORIHEPAMIN chira nhimg thanh phan sau day:

Thanh phan cho mdi tii 200 mL | cho mdi tai 500 mL
L-Isoleucine 1,840¢g 4,600¢g
L-Leucine 1,890g 4,725¢g
L-Lysine acetate 0,790g 1,975¢
L-Methionine 0,088¢g 0,220g
L-Phenylalanine . 0,060g 0,150g
L-Threonine <\ [ 0,428¢g 1,070g
L-Tryptophan Y 0,140g 0,350g
L-Valine YV 1,780g 4,450g
L-Alanine 1,680g 4,200¢g
L-Arginine 3,074g 7,685g
L-Aspartic acid 0,040g 0,100g
L-Histidine 0,620g 1,550g
L-Proline 1,060g 2,650g
L-Serine 0,520g 1,300g
L-Tyrosine 0,080g 0,200g
Glycine 1,080g 2,700g
Tong acid amin 15,170g 37,925¢
Nong dd acid amin 7,585% kl/tt

Ta duoc cho moi tii 200 mL | cho mdi tai 500 mL
L-Cysteine 0,050g 0,125¢g
Sodium bisulfite 0,050¢g 0,125g
Glacial acetic acid (diéu chinh pH) vua du vira du
Téng luong nito toan phan 213,18 mg/mL
Néng do tong lugng acid amin tw do : 7,470% kl/tt
Néng d¢ acid amin phan nhanh 1 2,755% kl/tt
Ty 1€ Fischer* 154,13
* Acid amin phan nhanb/ (Phenylalanine + Tyrosine) [ty 1€ mol]
Chét dién giai Na” : khoang 3 mEq/L

CH;COO : khoang 100 mEq/L e




2. M6 ta san phim
MORIHEPAMIN la mét dung dich khong mau, trong sudt, duogc dung dé tiém truyén.

pH Ty 1é 4p suat tham thiu
6,6 —7,6 , #3

3. Chit liéu dyng ché phim
Tiéu chuén cua tii nhua dung MORTHEPAMIN nhur sau:

Dung tich tbi da cua tui nhua

Tai nhua 200 mL # 380 mL

Tui nhya 500 mL , # 730 mL

(chiéu cao ctia dung dich khi dong trong tui 1 75 cm)
[Dang bao ché] Thudc truyén tinh mach.

[Déng géi)
Tui nhua 200 mL
Tui nhira 500 mL

[Chi dinh]
Morihepamin dugc chi dinh cho hd tro diéu trj trong hdi chimg ndo gan cho bénh nhin suy

gan man. W
[Liéu lwgng va ciach dung|

MORIHEPAMIN thuong dugc ding dé truyén nho giot tinh mach véi liéu don 1a 500 mL &
ngudi 1én. Thoi gian truyén thuong khong dudi 180 phut cho 500 mL & ngudi lom.

Khi truyén tinh mach trung wong, ¢ thé pha 500 mL vao dung dich ¢ chia carbohydrate va
truyén lién tuc trong 24 gidr. Liéu c6 thé diéu chinh tiy theo tudi, triéu chimg bénh va can
nang.

[Chéng chi dinh (MORIHEPAMIN khéng duwgc chi dinh dang cho nhitng bénh nhan

sau)|

1) Bénh nhan bi rdi loan chirc nang than ning (Du luong hop chét chira nito ¢6 thé lam
nang thém céc triéu chimg)

2) Bénh nhan c6 réi loan chuyén héa acid amin ngoai réi loan do gan (su mit can bang acid
amin c6 thé bi gia tang).

[Than trong]
1. Cén thin khi diung (MORIHEPAMIN nén dwgc ding cin thian cho nhirng bénh nhan
sau):
1) Bénh nhan toan huyét nang (truyén lugng 16m c6 thé lam nang thém tinh trang toan
huyét).
2) Bénh nhan suy tim sung huyét (ting lru luong mau ¢6 thé lam ting cang thang cho
tim).




2. Than trong chung

Nén ngung dung thudc nay hoic chuyén sang phuong phap diu tri khac néu trong khi dung
thudc co gia tang ndng d6 ammonia mau va nhitng triéu chimg tdm than va than kinh trAm
trong hon.

3. Dung cho ngwdi 16m tudi
Do cac chic ning sinh 1y & ngudi 1on tudi thudng giam, cin phai than trong bang céc bién
phap nhu giam liéu luong.

4. Dung cho tré em
Tinh an toan khi dung cho tré em chua duogc xac nhan (vi chua cé thir nghiém 14m sang).

5. St dung cho phu nit ¢6 thai va cho con bu:
Su an toan cia MORIHEPAMIN trén phu nir mang thai va cho con bi chua dugc xac dinh.
Vi vay, san pham nay khong nén sir dung cho phu nir ¢6 thai, nghi ngd co thai, phu nir cho
con bu, trir khi lgi ich mong doi 16n hon nguy co tiém 4n.

6. Than trong khi dung \ |

(1) Truoc khi Iruye‘:n:

~ Néu trong dung dich c6 xudt hién tinh thé két tinh, nén lam nong dén 50-60°C cho tan, sau
d6 lam nguoi bang than nhiét trude khi sir dung.

~  Khéng dung néu dung dich khong hoan toan trong sudt.
~ Khi da mo nép bao bi, phai dung ngay. Tat ca dung dich thira phai dwoc bo di.

(2) Trong khi truyén:
Dung dich chira khoang 100 mEg/L ion acetat, vi thé khi truyén luong 16n hodc phdi hop véi
dung dich dién giai, cn luu y dén tinh trang can bang dién giai.

(3) Toc do truyén
Truyén tinh mach chém.

7. Than trong khi thao tac

1. C6 thé tiém MORIHEPAMIN ma khong cén kim thong khi

2. Khéng mé mang bao bén ngoai cho téi khi sin sang sir dung nhim ngan ngira dung
dich bi d6i mau (C6 chat khir oxy duoc dat & bén trong dé giir tinh én dinh cta dung
dich).

3. Khdng sir dung khi dung dich bi d6i mau hoic dung dich bi 1o ri hodc c6 giot nudce tim
thiy & mang bao ngoai.

4. Khong sir dung néu dau niém phong trén nut cao su bi béc vo.

5. Cim kim tiém thang dimg vé& phia du chir O (mat 15m) trén nut cao su. Néu kim tiém
lai cim chéo, rat c6 thé kim s& xuyén qua tui nhuya, két qua la dung dich bi ro r?.—




6. Thao tac cin than khong lam rach mang bao, vi dung dich c6 thé bién mau néu mang
bao bi rach.

7. Vach chia do trén cua ti nhua chi nén duge sir dung nhu mot hudng dan.

8. MORIHEPAMIN khong dugc dung véi hé théng bo doi ¢6 sir dung dng nbdi hinh chix
U. Trong trudng hop hai tii can duge truyén cing lic hodc lién tuc, thi nén ding day
truyén ubn hinh Y.

8. Tac dong ciia thude khi Lii xe va vin hanh may méc:
Cén than trong vi thude c6 thé gdy run, ha dudng huyét, s6t, nhure dau, tic nguc, danh trémg
nguc.

[Twong tac thudc)
Khoéng c6 bao cao chi ra su tuong tac véi cac thude khac.

[Tac dung phu]
Trong tong sb 243 trudng hop theo dai tac dung phu trude thdi diém thude duge phé duyét,
tong s tac dung phu 12 9 (3,7%) duogc bao cdo trong 9 trudng hop (3,7%). Nhimg tac dung
phu théng thudmg tai thoi diém thudc duoc phé duyét la budn ndn, ndn (0,8% mdi loai), toat
md hoéi, gia ting thoang qua ndng dd ammonia mau, dau mach mau, ndi mé day, run chén tay

do ha duomg huyét (0,4% mdi loai).

. Khong rd tan xut Tir 0,1% td1 dudi 5% I
| Qua man cam <\ | Phatban v.v...
Tiéu hoa A Budn non, ndn v.v...
Tim mach , V| Tirc nguc, danh trong nguc v.v...
Chuyén héa dudng ' Ha duong huyét
Liéu cao, truyén nhanh | Nhiém acid Tang thodng qua ammonia trong mau |
Cac noi khac Rung minh, sdt, nhuc dau, dau mach,
toat md hoi.

Théng b4o cho bic si cic tac dung phu gip phai trong khi sir dung thudc.

[Qua lidu]
Dung dich chira khoang 100 mEq/L ion acetat, vi thé khi truyén luwong l1én hozc phdi hop véi
dung dich dién giai, cin luu y dén tinh trang can bang dién giai.

[Dwge dong hoc]"

Néng dd acid amin trong huyét tuong va su dao thai trong nuée tiéu da duge nghién ciru trong
nhimg thir nghiém truyén tinh mach 500 mL va 1000 mL & nhimg ngudi nam khoe manh.
Néng do tong lugng acid amin trong huyét twong dat duoc tdi da ngay sau khi két thuc truyén
dich, sau d6 giam nhanh chong va tré vé tri gia binh thuong sau 24 gio. Biéu miu cua acid
amin trong huyét trong phan 4nh thanh phan acid amin cia MORTHEPAMIN. Béi véi su dao
thai trong nudc tiéu, ngudi ta da ghi nhan su gia tang thé tich acid amin dugc bai tiét trong
nude tiéu (threonine, serine, glycine, histidine va lysine) theo ty 1& v&i thé tich
MORIHEPAMIN duogc dung.




[Dwgce ly hoc)

1. T4c dung cai thién nhitng triéu chitng than kinh>*

O chudt rdi loan chirc nang gan man tinh do carbon tetrachloride gay ra, MORIHEPAMIN cai
thién céc triéu ching than kinh, giam ndng do ammonia huyét twong va giam truong hop hén
mé do ammonia. D3 thu dugc két qua tuong tu & ché véi thong ndi tinh mach cira va tinh
mach chu duoi.

2. Nhirng tic dung cii thién dién nio dd, ndng dj acid amin tw do trong huyét twong va
nio va sir chuyén héa amin trong nio™

O chudt véi théng ndi tinh mach cira va tinh mach cha dudi, MORIHEPAMIN giam dién ndo
bat thuomg giy ra do ammonia. MORIHEPAMIN ciing cai thién chuyén héa indoleamine
trong huyét tuong va nio bing cach giam ndng d6 ammonia trong mau va cai thién ty 18
Fischer huyét twong.

3. Co ché gia ting tc d) chuyén héa ammonia®

MORIHEPAMIN dugc coi la nhanh chéng cai thién chuyén héa ammonia bang cach ting bai
tiét ammonia qua than ngoai viéc kich hoat chu trinh uré & gan va tang tong hop glutamine
trong nado va co.

[Nghién ciru 1am sang) q/
1. Nhirng thé nghiém lam sang chung

Cac két qua cua nghién ciru 1am sang chung cia MORIHEPAMIN thuc hién ¢ nhimg
bénh nhén suy gan man tinh véi bénh nio do gan hodc ting ammonia huyét nhu nhu sau:

ty 1¢ danh gia cai thién ty 1€ danh gia hiéu qua
dinh nghia la “cai thién” hay | dinh nghia la “hiéu qua”
“t5t hon” hay “tot hon”
Bénh ndo do gan 78,2% (68/87) 63,2% (55/87)
Ting ammonia huyét 64,7% (11/17) 52,9% (9/17)

2. Nhirng thir nghiém lam sang c¢6 kiém soat”

Khi nghién ciru kiém soat s dung 500 m! MORIHEPAMIN duoc thuc hién & nhimg bénh
nhan suy gan man tinh voi bénh ndo do gan, két qua cho théy toe d6 cai thién, duogc dinh
nghia la ty 1 phan tram bénh nhan c6 dap img dugc danh gia la "cai thién" hodc tét hon, la
77,2% (34/44 truong hop) va ty 1€ hiéu qua, duge dinh nghia la ty 1é phﬁn tram cua cac bénh
nhan diéu tri dugc danh gia 1a "hiéu qua" hozc tdt hon, 12 63,6% (28/44 trrdng hop). Hiéu qua
cho thiy ring ndng d6 ammonia trong mau giam nhanh.

Bdo quan: Bao quan & nhiét do phong, dudi 30°C.

Han dung: 36 thang ké tir ngay san xuat. Sir dung trude ngay hét han ghi trén bao bi.



Nha sin xuit:
AJINOMOTO PHARMACEUTICALS CO., LTD.
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Nha may san Xuét: 6-8, Hachiman, Kawajima-machi, Hiki-gun, Saitama, Japan
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