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MAau nhan chai

THANH PHAN: ) a

L-Isoleucin ............. 1,89 GMP-WHO & g 38 g

L-LysinHCl .. 1529 THUSC KE BON 3, £ =2 9

L-Tryptophan -0149 DUNG DICHTIEM TRUYEN TINH MACH - CHAI 200ml 2 32 g ',_; F

L-Threonin ... ...09¢g ° = : E Ou‘ .2 =

L-Valin ........ 1,689 zFe g% =3 ¢

L-Phenylalanin . .0,2g u n ro SI n % g @ T ow b= o

L-Methionin .... .0,2g9 zQ 2 3 E ; 8

L-Leucin .. 12,29 CE 32 S g 'g 5

Glycin ....... 1,89 985 & Yy 2,

L-Arginin HCl .......... 1,469 QYT £ EZg IYcg
L-Histidin.HCLH,0 ..... 0,649 G2 § = é =2y ZT 8¢&
L-Alanin . IT22°< CxZ >SS osx% g
UISAJOJIQUNG 25:5: Ss552s53¢
LSEriN v, ° TXESS gaﬁ 8z z & % -:% Y
L-Cystein.HCI.H,O. .....0,08g UUXx az0@@axQFna=xT
Tadugcviadd . .. .. 200 ml
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Sunbrolysin

Mau hop thu nho

GMP-WHO

THUGC KE PON

Hop 1 chai 200ml

Sunbrolysin

Dung dich tiém truyén tinh mach

THANH PHAN:

L-Isoleucin 1,80 g

L-Lysin.HCI 1,52 g

(Tuong duong L-Lysin 1,22 g)
L-Tryptophan 0,14 g

L-Threonin 0,90 g

L-Valin 1,68 g

L-Phenylalanin 0,20 g

L-Methionin 0,20 g

L-Leucin 2,20 g

Glycin 1,80 g

L-Arginin.HCI 1,46 g

(Tuong duong L-Arginin 1,21 g)
L-Histidin.HCL.H,O 0,64 g

(Tuong duong L-Histidin 0,47 g)
L-Alanin 1,50 g

L-Prolin 1,60 g

L-Serin 1,00 g

L-Cystein.HCI.H,0 0,08 g

(Tuong duong L-Cystein 0,06 g)

Ta dugc vira dd 200 ml

CHIBINH, CHONG CHI BINH, LIEU LUONG - CACH
DUNG, CAC THONG TIN KHAC:

Xem t& huéng dan st dung kém theo.
BAO QUAN:

Nai khé mét, nhiét d6 dusi 30°C, tranh dnh sang.
TIEU CHUAN: TCCS.

DE XATAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

GMP-WHO

PRESCRIPTION ONLY MEDICINE

Box of 1 bottle of 200ml

Sunbrolysin

Solution for intravenous infusion

S6 16 SX:
Ngay SX:
HD :

COMPOSITION:

L-Isoleucine 1.80 g

L-Lysine.HCI 1.22 g

(As L-Lysine 1.52 g)

L- Tryptophan 0.14g

L-Threonine 0.90 g

L-Valine1.68 g

L- Phenylalanine 0.20 g

L- Methionine 0.20 g

L- Leucine 2.20 g

Glycine 1.80 g

L- Arginine.HCI 1.46 g

(As L-Arginine 1.21 g)

L-Histidine.HCL.H,O 0.64 g

(As L-Histidine 0.47 g)

L - Alanine 1.50 g

L - Proline 1.60 g

L-Serine 1.00 g

L-Cysteine.HCI.H,0 0.08 g

(As L-Cysteine 0.06 g)

Excipients s.q.f 200 ml

INDICATIONS, CONTRA-INDICATIONS, DOSAGE -
ADMINISTRATION AND OTHER INFORMATION:

See the enclosed prescription.

STORAGE:

Store in a cool and dry place, below 30°C,

keep away from light.

SPECIFICATION: MS.

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE PRESCRIPTION BEFORE USE.
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HUONG DAN SU DUNG THUOC

Dung dich tiém truyén tinh mach

RX SUNBROLYSIN

Thuéc nay chi ding theo don thuoc

Doc ky hudng din suw dung trudce khi dung
Dé xa tam tay tré em
Thong bde ngay cho bdc si hodc dwgc si nhitng tic dung khong mong muon gip phii
khi sir dung thubc

1. THANH PHAN CONG THU'C THUOC
Cong thire ‘cho 200ml dung dich tiém truyén tinh mach SUNBROLYSIN (Acid amin 8%):
Thanh phan dwec chat:

L — AlQNIN ottt 1,50 g
(BIYCIN....cscscncssensacesnssnsssssmasmanessmsassastanssursssansomsanssnranssrempenss oS bs AR SRATFRRHVA TR HR 1,80 g
L TS NOTIGHNNL .« o curernsomsncssmnosnsivinisinns sh b i e B s AR S S S SRR S s 1.80 g
L —~ LYSIHCT oo rsssimsimsisn oot sy s s i sy ivs sy e sess 1,52 ¢
(Tuang duong L~ Lysin. s iaeonsassos v 1,22 g)
) Y, =0 5300 11 1 s APPSR e 0,20 g
L S BT EN . e eeeeeeeeeeeeseeseeeesseasssseserenssenssnssesssssessssasssssaeeanaasenaaassaansesssssssssnsnssnnnnnanns 1,00 g
L — TRICOMIN ...cviiiiieiiieiiesitesereeeesreeeeesreeeseesaecsaeesseasssrsesasssrsesasssnnnessassnsansns 0,90 g
L TEVPEOPINALL .. oxsnsosresnsasenness sasnusanssoassmansisnsss s sidin sss it iiissasas shnsss dobibins st isnsines 0,14 ¢
L=Vl i R RS SASE AR S 1,68 g
L— Arginn HEL onnunummnmnmmssnsonssssmavisseisssssssa 1,46 g
(huongditong Los BOEIRTIE oo s s e s 1,21 g)
L — Histidin. HCL HO ...ooovirmiiiiiciiiniciineiinienincenecenec s essesne s 0,64 ¢
(Tieomig AGONG L — HISHAIN....0v0es0amsesmsressessnessssssssiisssisgiasessaisstismmiiismsiipnsmniis 0,47 g)
Lt LSBAREAEN . om0 e T B R S S I R 220g
L~ PRSIYIALAIIN ¢.xomcmonisssmamsnsnsis s st s ssss i o s r s W e 02¢g
1 E USRS 1,60 g
L~ Cystei HCLH O vt nsssoeinssss 0,08 g
(Tuong duong L — CySteIN .ccc.ocveeiiiiiiiiiireisrecrc et 0.06 g)

Thanh phin ti dwoc:
T4 duoc (Natri bisulfit, Natri hydroxyd, meée dé pha thuéc tiém)....... vira du 200 ml

Téng luong acid amin: 8% (w/v).

Lugng acid amin phdn nhanh (BCAA): 35,5% (w/w).

Ty 1€ Fisher: 37,05.

Ty 1é acid amin thiét yéu (E)/ Acid amin khong thiét yéu (N): 1,09.

Ap suét thAm thau: x4p xi 3 (so v6i dung dich Nude mubi sinh 1y 0,9%).

2. DANG BAO CHE

- Dung dich tiém truyén tinh mach.
- M6 ta dang bao ché: Dung dich trong sudt, khong mau dén hoi vang,-déng trong chai thuy tinh,
day kin bang nit cao su va niéng nhom.

3. CHI PINH:
Piéu tri bénh 1y ndo do gan & nhitng bénh nhin suy gan mén tinh.
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4. LIEU DUNG VA CACH DUNG:

- Liéu ding thong thuong ¢ nguoi lon 1a 500 — 1000 ml dung dich SUNBROLYSIN cho mgt
lan tiém truyen bang cach truyén nho giot.

- Tbe do truyén trung binh thong qua hé théng tinh mach ngoai bién la 1,7 — 2,7 ml/phut &
nguoi 1om.

- Tbng lidu sir dung cho dinh dudng ngoai duong tiéu hoa la 500 — 1000 ml dung dich
SUNBROLYSIN, két hop voi mot dung dich dextrose hodc mdt dung dich tuong hop khac
truyen vong trong 24 gid thong qua hé thong tinh mach trung tam.

- Liéu ding c6 thé diéu chinh tuy thudc vao tudi tac, triéu chimg va can ning clia bénh nhén.

CANH BAO VA THAN TRONG KHI SU DUNG

Cén phai than trong khi st dung SUNBROLYSIN cho nhimg truong hop sau:

Bénh nhan nhiém toan nang.

Bénh nhan suy tim xung huyét.

Bénh nhén suy nhuoc va mat nudc nang.

Bénh nhén lon tufn thuong cd suy giam cac chire nang sinh ly, do vay dé than trong nén giam

lidu va toc do truyén.

- San phdm c6 chira natri bisulfit do d6 c6 thé gdy ra cac phan tmg kiéu di ing, bao gém céc
triéu chimg phan vé va cac con hen de doa tinh mang hodc it nghiém trong hon ¢ nguoi nhay
cam.

- Tén suit sy nhay cam sulfit trong dén sb chua duge biét 15 va co thé thap. Nhay cam sulfit
xay ra thuong xuyén hon ¢ nhitng nguoi méc bénh hen suyén so voi nhimg ngudi khong mac
bénh.

< Luwu y khi sir dung

o

+ 4+ + +

* Trudc khi st dung:

- Dé tranh nhiém khuén chéo can tién hanh nhimg bién phép tiét trung thich hop (tiét trung
dung cu tiém truyen va vung da tlem truyen)

- Dung dich thudc can dugc 1am dm dén nhiét do gan tuong tu nhiét do co thé khi truyén cho
bénh nhén trong méi truong lanh.

* Trong khi sir dung:

- Truyén cham thong qua hé thng tinh mach ngoai bién.

- Khi ¢6 déu hiéu dau mach nén thay déi vi tri tiém truyén hodc nglmg viée tiém truyen

* Luuy khdc:

- Chi st dung chai dich mot 14n, trong truomg hop khong ding hét, can loai bo dung dich du
thira.

- Khong sir dung nhimg chai dich bi 1o ri, van duc hodc dbi mau.

- Khéng dung nhitng chai da hét han str dung ghi trén nhén.

6. CHONG CHIi PINH

- Suy than nang.

- Bét thuong vé chuyén hod acid amin do cac nguyén nhan khac ngoai gan.
- Suy tim néng.

- ROi loan chuyén hoa nudc va dién giai.

7. SUDUNG CHO PHU NU CO THAI VA CHO CON BU
Khéng co dir liéu vé sir dung thudc trén phu nit ¢é thai va cho con bu, can than trong khi stir dung
thudc trén phuy nit ¢6 thai va cho con bu.

8. TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC
Chua ¢6 bang chimg vé anh huong cia thude 1én kha nang lai xe, van hanh may moc
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9.

.
”"

TUONG TAC, TUONG KY CUA THUOC
Twong tac cua thuoc:

Chua ¢6 béo céo vé tuong tac thude khac duge ghi nhan.

.
"

Twong ky, cua thude:

Mbt s0 thude hodc cac dung dich tiém truyén khéc ¢ thé khong tuong thich khi pha tron.
Tham khao y kién dugc si. Pha tron phai dam bao vo trung, tron k¥, dung ngay sau khi pha.
Khong luu trit dung dich sau khi pha tron.

Tinh chat hoa 1y cta dung dich thude ¢6 thé thay dbi (c6 thé xudt hién két tua) khi két hop
SUNBROLYSIN véi cac thude sau:

+ Céc thude bén vitng trong méi truong kiém.

+ Cac thuoc khong tan trong nudc.

Néu xuét hién cac dau hiéu nay khong nén sir dung (dung dich thuoc

bé giam thiéu t6i da nguy co xay ra tuong ky thudc khi truyén dung dich thude nay voi cac
thube khac, nén kiém tra do duc va chat két tua cta dung dich ngay sau khi tron thude, trude
khi truyén va kiém tra dinh ky trong sudt qua trinh truyén dich.

TAC DUNG KHONG MONG MUON CUA THUOC

10.
Phan loai Tan suat 0,1% dén dudi 5% Téan suat khong ro

Qué man Phat ban

Tiéu hoa Budn nén, nén :

il Hoiln Ca’m gidc kho chiu & nguc, hoi hop
(danh trong nguc)

Réi logn chuyn héa Tang tarp thoi nong do amoniac
trong mau

Truyen véi lugng 16n/nhanh Nhiém toan (toan chuyén hoa)

Khac Pau mach mau On lanh, sot, dau dau

1L

Phan ung qua man: hiém khi gdp phat ban ngoai da. Néu xay ra phat ban ngoai da can dimg
ngay viéc tiém truyén va tién hanh nhiing bién phap diéu tri thich hop.

Duong tiéu hoa: thinh thoang ¢6 xay ra non va buon non.

Hé tim mach: it khi xay ra dau nguc va danh trong nguec.

Chuyén héa: Luong nito c6 trong ché phim nay co thé nhéat thoi gay ra ting nong do
amoniac trong mau.

Khi truyén mot luong lon dung dich SUNBROLYSIN hodc truyén véi toc dd nhanh ¢6 thé
xay ra tinh trang nhiém toan.

Cac tac dung khac: it khi xay ra rét run, sot, dau dAu, dau mach.

Thong bao ngay cho béc st hodc duge si khi gap cac tac dung khong mong mudn nhu trén khi
sir dung thube hodc béo cao cac phan tng co hai cta thude vé Trung tam Théng tin thubc va
Theo déi phan trng c6 hai cta thubc (ADR) Quéc gia.

QUA LIEU VA CACH XU TRi

Céc chét chuyén hoa cua acid amin c6 thé bi giit lai nén c6 thé lam xau di tinh trang 1am sang
cua bénh nhan.

Néu c6 kha ning xay ra qua lidu, nén danh gid lai tinh trang bénh nhan va dp dung cac bi¢n
phap diéu tri thich hop.

12. PAC TINH DUQC LUC HQC

Nhém dwoe ly: Dung dich amino acid dung cho dinh dudng ngoai duong ti€u hoa.

Mi ATC: BOSBAOL.

Mo ta co ché tic dung:

Khi truyén tinh mach SUNBROLYSIN cho cac bénh nhan ndo gan do bénh gan man tinh, lam
cai thién nhanh phan d hén mé (Chi s6 danh gia su rdi loan cua y thirc) va giam nhanh ndng do
amoniac trong mau.

s W 47 |
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SUNBROLYSIN lam céi thién chirc nang tam thin kinh, duoc danh gia bing hoat dong viét, vé,
run ray, thir nghiém ndi s0, dinh hudng va tinh toan ciing nhu két qua dién nédo do.

Cung cap céac acid amin thiét yéu va khong thiét yéu voi nong do cao cac axid amin phan nhanh
(nhur isoleucin, leucin va valin), nong do thap methionin va cac acid amin thom (phenylalanin va
tryptophan), so Vol cac thuoc tiém acid amin thong thuong. Thanh phén acid amin nay dugc tao
thanh de cung cAp mdt ngudn nito d& dung nap nhim bé sung dinh dudng va diéu tri bénh nhan
gan mac bénh ndo gan.

Giup hd trg trong truong hop mét cén bang acid amin trong huyct tuong ¢ bénh nhan bi bénh gan
va trén céc 1y thuyét cho thay sy bat thuong nay co lién quan dén sy phat trlen bénh ndo gan.

Céc nghién ctru 1dm sang trén bénh nhén gan néo gan cho thay viée truyén dung dich acid amin
8% lam dao nguge md hinh axid amin bat thuomg trong huyét twong (déc diém la céc acid amin
phan nhanh giam va acid amin thom va methlonm tang). Xu hudng binh thuong hoa cac axid
amin nay thuong lién quan dén sy cai thién vé tinh trang tinh than va dién ndo dd. Phan tmg 1am
sang nay da dugc quan sat thdy ¢ da s6 bénh nhin duge nghién ciru.

Su cén béing nito dugc cai thién dang ké va giam tr vong & bénh nhan khong dung nap protein,
dugc  cung cip mot luong protein tuong dwong bang dung dich acid amin 8%
Khi dugc bd sung dextrose wu truong, vitamin va khoang chét, dung dich acid amin 8% cung cap
téng luong dinh dudng ngoai dudng tiéu hoa cho bénh nhan gan, ngoai trir cac axit béo thiét yéu.

13. PAC TiNH DUQC PONG HQC
(Tai liéu tham khdo trén chugt cong)

Céc acid amin danh déu bang “Carbon trén cong thirc cla SUNBROLYSFN duoc phan bb dé
dang trong co thé sau khi truyén tinh mach cho chuét. Sau 6 gio, 50 — 70% acid amin dugc phan
bd trong cac phan doan protein cta huyét twong, ty 1& acid amin phan nhanh so véi acid amin
toan phan dat cao nhét trong ndo. Trong vong 72 git sau khi truyén, su thai trir cia thudce 12 5,9%
trong nudc tiéu, 2,6% trong phan va 41,7% trong khi tho ra.

14. QUY CACH PONG GOI
Hop 1 chai 200 ml, kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN, HAN DUNG VA TIEU CHUAN CHAT LUQNG CUA THUOC
- Piéu kién bio quéan: Noi khd mat, nhiét do dudi 30°C, tranh anh sang.

- Han ding: 36 thang (ké tir ngay san xudt).

- Tiéu chuin chét lwgng: TCCS.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

- Co sé san xudt: CONG TY TNHH DUGC PHAM ALLOMED

- Dia chi: Lo A-1H-CN, Khu Céng Nghiép M§ Phudc 3, Phuong Chanh Pha Hoa, Thanh Phé
Ho Chi Minh, Viét Nam

Ngay xem xét sira déi, cap nhit lai ngi dung huéng dén sir dung thuéc'
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