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Happgel®

L-Isoleucin + L-Leucin + L-Valin

WHoO - amp
©d s sin xuit: Cong ty C3 phan Duge pham Trung Udng 2 - Dopharma
L6 27, khu céng nghigp Quang Minh, th] trin Quang Minh, huygn Mé Linh, thanh
phd Ha Néi

by: Central P Joint Stock Company No 2
Lot 27 Quang Minh industrial zone, Quang Minh Town, Me linh Dist, Hanoi City

Happgel®

Thanh phin/Composition:

L4soleucin/ Lisoleucine. 952mg
LLeucin/ Lieucine 1904mg
LValin/ LValine. 1144mg

Té duge/ Exipients ————vifa dii 1 go/ gsf 1 sachet

Chi dinh, chdng chi dinh, liéu dimg, cach ding va céc thang tin khic/
icati ions, dosage, and other

information: Xem t3 hudng dén sil dung/ See the leaflet inside.

Béo quin/ Storage:

Nof kho, tranh anh séng, nhigt dy dudi 30°C/ Stored in a dry place,

protect from light, below 30°C.

Tiéu chuan/ Specification: TCCS/ Manufacturers.

DE XA TAM TAY TRE EM

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG
KEEP OUT OF REACH OF CHILDREN

READ THE LEAFLET CAREFULLY BEFORE USE

5810 SK/ Batcho:
HD/ Expdate:

KT: 80x60 mm (D+R)
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wm Thudc ké don

Happgel®

Thudc com

L-Isoleucin + L-Leucin + L-Valin
Hop 30 gdix4.15g

Happgel®

Thanh phan:

Lisoleuc g52mg
LLeucin. 1904mg
LValin 1144mg
Té dude. vita dii 1 géi
Chi dinh, chdng chi dinh, liéu ding, céch ding va cdc thing tin khic:
Xem td hudng dén sd dyng.

Bdo qudn: Noi khd, tranh dnh sing, nhigt dj dudi 30°C
Tiéu chudn: TCCS
BE XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUAC KHI DUNG

SBK/ Reg.No:
NSX/ Migdate:

S4 [ SX/ BatchNo:
HD/ Expdate:

WHO - GMP

NWA Prescription drugs

Happgel®

Granules

L-Isoleucine + L-Leucine + L-Valine
Box of 30 sachets of 4.15g

Happgel®

Stored in a dry place, protect from light, below 30°C.
Specification: Manufacturers.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE

Composition:

Ldsoleucl 952mg

LLeucine. 1904mg

LValine. 1144mg

Exiplents. qsf 1 sachet
i dosage, and other

information:

See the leaflet inside.

Storage:
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B( Thudc ban theo don
PHAN THONG TIN DANH CHO CANBO Y TE

Doc ky hudng dén sirdung trudc khi diing.
DE xa tam tay tré em.
Théng bdo ngay cho bdc sy hodc dugc sy nhiing tdc dung khéng
mong muén gdp phai khi str dung thuéc.
Thuéc nay chi diing theo don ciia bdc sy.
1. Cac dac tinh dugc luc hoc, duge déng hoc:

1.1.Dac tinh dugcluc hoc:

- Nhém dugc ly:Acid amin va dan chat; st dung diéu tri cic van dé vé
dudng tiéu hda va chuyén héa.

- Ma ATC:A16AA.

Co ché tac dung: SU dung HAPPGEL & bénh nhén bi xa gan mit bu sé
thiic ddy qua trinh sinh t5ng hgp albumin trong gan théng qua cai thién
sumat can bang clia cac acid amin trong mau.

1.2. Dac tinh dugc dong hoc:

Hdp thu:

Khi uéng Happgel, mdi acid amin dugc hap thu qua chat van chuyén cla
no & rudt non.

Phan bé:

Cacacid amin dugc diing duong uéng nhanh chéng duoc phéan bé va st
dung theo cling con dudng nhu cac acid amin noi sinh.

Chuyén héa:

Méi acid amin dugc gop lai va cé thé dugc sir dung nhu co chét cho su
téng hop protein va cac chat cé hoat tinh sinh hoc. Mit khac, cic acid
amin bi kh{r nhém amin di vao chu trinh tricarboxylic acid (TCA), tan tao
glucose hodc sinh tdng hop acid béo dudi dang co chit mang ning

Iugng. Nito trong cac acid amin phan hiy thanh uré trong chu trinh uré.

Thai tru:

B6 khung carbon trong méi acid amin cé thé bi phan hly thanh CO2 va
H20. CO2 c6 thé dugc dao thai qua dudng ho hip. Nito cé thé dugc bai
tiét qua nudc tiéu dudi dang uré hodc ammoniac.

2. Chi dinh:

Happgel dugc chi dinh dé cai thién tinh trang gidm albumin cho bénh
nhan so gan mat bt 6 ham lugng albumin méu thap hon 3,5g/dL méc
du c6 ché d6 an udng day du.

Happgel dugc chi dinh dé str dung & bénh nhan cé giam albumin mau
mdc du lugng hép thu tir ché d6 &n ddy d0 hodc & bénh nhéan ¢6 téng
lugng hap thu calo va protein (acid amin) tir ché d6 an bi han ché do
bénh dai thdo dudng cé bién chiing hodc bénh nao gan, trén nhiing
bénh nhén bi xo gan mét b ¢6 gidm albumin mau biéu hién bai néng
d6 albumin huyét thanh 3,5g/dL hodc thip han va dang cé hay c6 tién
st c§ trudng/pht hodc bénh nao gan. Can huéng dan cho bénh nhan vé
ché d6 &n trong trudng hgp thiéu hut trong ché dé dn mic du bénh
nhan cé day dl kha nang thu nhan thiic &n khi khong bi dai thao dusng
va bénh ndo gan. Néu bénh nhén bj thiéu hut vé lugng hap thu tir ché
d6 an do su phat trién ctia bénh nao gan, nén diing mot thuéc chita calo
va protein (acid amin).

3. Liéu lugng va cich dung:

Cdch diing: Dung dudng uéng. Uéng sau bla an.

Liéu diing:

Ngudilén:

Liéu thuong dung cho ngudi I6n dudng udng la 1 géi, 3 1an/ngay hoic
theo suké don cta béc si.

Ngudi gia:

Happgel nén dugc ding cédn than cho bénh nhan cao tudi vi nhiing
bénh nhan nay thuéng giam chiic nang sinh ly va céc réi loan chuyén
héa nhu téng amoniac huyét c6 thé dé phat trién hon trong khi diéu tri
bdng Happgel.

Tréem:

An toan va hiéu qua trén tré em chua dugc thiét 1ap.

4. Chéng chi dinh:

Chéng chi dinh dung Happgel & nhitng bénh nhan sau day:

Bénh nhén ¢ bat thudng vé chuyén héa acid amin chudi nhanh bam
sinh (viéc st dung thuéc nay cé thé gay ra cac con co git hodc réi loan
hé hdp & nhiing bénh nhén bi bénh siro niéu).

Khéng chi dinh cho bénh nhan di ing véi bat ci thanh phan nao cla
thuéc.

5. Cac trudng hop than trong khi diing thudc:

a. Cac tinh trang can than trong khi duing thuéc:

Khéng nén diing thuéc nay cho nhitng bénh nhan bi xo gan tién trién ro
rét sau day vi nhitng bénh nhan nhu thé c6 thé khong dap ng vai liéu
phap Happgel:

- Bénh nhan c6 d6 nang vé hén mé giai doan Il hodc cao hon do bénh
nao gan.

-Bénh nhan cé néng do bilirubin toan phan = 3mg/dL

-Bénh nhan c6 chiic nang gan vé tdng hgp protein bi suy gidm ré rét.
Happgel 96m 3 acid amin chudi nhanh daon déc va khéng chiia tat ca céc
acid amin can cho su t6ng hop protein. Vi vay, bénh nhan dang dung
Happgel phai dung lugng protein (acid amin) va calo can thiét {luong
protein hap thu hang ngay 1a 40g hodc nhiéu hon va luong calo hap thu
hang ngay la 1000kCal hodc nhiéu hon) trong ché @6 &n theo tinh trang
clia bénh nhan. Néu bénh nhan dang han ché thu nhan protein, dac hiét
phai cdn than trong trudng hgp bénh nhan c6 thé khéng dap ung vdi
liéu phap Happgel va hon nifa viéc st dung dai han san pham nay c6 thé
dan dén lam nang thém tinh trang dinh duéng clia ca thé, trir khi nhu
cau téi thiéu vé protein va calo dugc dam bao.

Néu nhén thdy nito uré mau (BUN) hodc amoniac mau bat thusng sau
khi diing Happgel, phai can than vi diéu nay c6 thé la do qua liéu. Can
thén trong d6i véi qua liéu dai han viné cé thé lam ning thém tinh trang
dinh duéng ctia co thé. e
Néu khong dat dugc su cai thién vé gidm albumin mau trong 2 thang, f/\)\m‘)\,
hodc lau hon khi dung Happgel, nén dp dung cac bién phap thay the «_Q )
thich hop khac. . ﬁ e

X/ C NG 1
b. St dung & ngudi cao tudi: /2 -/ C 50! ;‘/‘
Happgel nén dugc diing can than cho bénh nhén cao tudivi nhing @nh (\é
pUGL

nhén nay thuong gidm chiic ndng sinh Iy va céc réi loan chuyén hoa\\nh‘{
tang amoniac mau c6 thé dé phéat trién hon trong khi diéu trj &\)aﬁ)g\ TRUNG m

Happgel.
c.Strdung & tré em \\Gﬁ TRUNG

em.

d. Truong hop co thai va cho con bu:

D06 an toan clia Happgel & phu nr mang thai va ba me cho con bt chua
dugc xac dinh. Vi vay, khéng nén dung san phim nay & phu nr mang
thai, phu n nghi ngo dang mang thai va ba me cho con b trirkhiloiich
du dodn cao han nguy co c6 thé xay ra.

e.Tac dung véi kha nang l1ai xe va van hanh may méc:

Chua c6 trudng hop nao da dugc bdo céo vé kha ning lai xe hoic van
hanh may moc ¢6 thé bi anh hudng.

6.Tuong tac vdi thudc khac va cac dang tuong tac khac:

Chua c6 bao cdo cho théy tuong tac véi cac thuse khac.

7.Tac dung khéng mong muén clia thuéc (ADR):

Thudng gép (1/100<ADR<1/10)

Tiéu hda: Chudng bung, tiéu chay, tdo bon.

Da: Néi mé day, ngua.

ltgdp (1/1000<ADR<1/100)

Tieu hoa: Kho chiu 6 bung, dau bung, chan an, nén, buén non.

Thén: Tang nito uré mau, tang creatinine huyét thanh.

Chuyén héa: Tang ammoniac mau.

Gan: Tang AST (GOT) huyét thanh, tang ALT (GPT) huyét thanh tang
birilubin toan phan.

Toan than: kho chiu, phu (mat, chi dudi).

Hiém gdp (1/10000<ADR<1/1000)

Khat, g hoi.

Théng bdo cho béc sy céc tac dung khéng mong muén gép phai khi
dung thuéc.

8.Qua liéu va cach xi tri:

Nghién clu doi véi viéc st dung qué liéu Happgel chua duoc thuc
hién.Lién hé vaibéc sThoac tro gitip y té néu nghingd hodc da diing qua
lieu.

Ty
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B( Thuoc ban theo don
PHAN THONG TIN DANH CHO BENH NHAN

8. Nén tranh dung nhitng thuéc hodc thuc pham gi khi st dung

thuéc nay’
Chua c6 bao cdo cho thay tuong tac véi cac thudc khéac.

9. Can lam gi khi mét 1an quén khong dung thuéc?

Néu ban quén uéng thudc, khéng nén udhg liéu gap doi dé b cho lidu
thuéc quén, chi can uéng lai ding liéu nhu binh thudng vao ngay hom
sau.

Doc ky huéng dén sir dung truéc khi diing.
Dé€ xa tam tay tré em.
Théng bdo ngay cho bdc sy hodc dugc sy nhitng tdc dung khéng
mong muén gap phal khi su’dung thuéc.
Thuoc nay chidiing theo don cta bdc sy.
1.Thanh phan cu tao clia thudc:
Mbi goi Happgel chta:

10. Can bao quan thudc nay nhu thé nao?
Nai kho, nhiét dé dudi 30°C, tranh anh sang.

11. Nhitng dau hiéu va triéu ching khi diing qua liéu?
Nghién cttu déi véi viéc st dung qud liéu Happgel chua duoc thuc hién.

Hoat chat: S T ox Lps AL 2 . o
L-Isoleucine 952 mg IE.Can I‘-f'.m g kf" dvung thnoc qua I.'.eu khyyen cat3? o 5 ik
L-Leldiha 1904 mg Lién hé v6i bac sThoéc trg gilip y té néu nghi ngd hodc da dung qué lidu.
LVAIINE s seeseseseseneseeneseeesesssesssssssssse s s e seesess e 1144 mg

13. Nhitng canh bao va than trong khi diing thuéc nay?

Cdc tinh trang cdn théan trong khi ding thuéc:

Khong nén dung thuéc nay cho nhiing bénh nhan bi xa gan tién trién ro

rét sau day vi nhing bénh nhén nhu thé c6 thé khéng dap ting vdi lieu
phép Happgel:

- Bénh nhan c6 dé ndng vé hén mé giai doan lil hodc cao hon do bénh
nao gan.

-Bénh nhdn cé néng do bilirubin toan phan = 3mg/dL

- Bénh nhan cé chiic nang gan vé téng hgp protein bi suy giam ré rét.
Happgel gom 3 acid amin chudi nhanh don doc va khong chtra tat ca cac
acid amin can cho su t8ng hgp protéin Vi vay; bénh nhan dang diing
Happgel phai ding lugng protein (acid amin) va calo cén thiét (lugng
protein hép thu hang ngay la 40g hodc nhiéu hon va luong calo hip thu
hang ngay la 1000kCal hodc nhiéu hon) trong ché do6 &n theo tinh trang

clia benh nhan. Néu bénh nhan dang han ché thu nhan protein, dic biet ™
phai can than trong trudng hdp bénh nhén co thé I<hong dap Ung el /,3\\'
liéu phdp Happgel va hon nita viéc st dung dai han san pham nay c6 thé \,\ C‘\\

Td dugc: Povidone, Acid citric, Natri saccharin, Vanilin........ vifa du 01 géi

2. M6 ta san pham:
Happgel Ia dang thuéc c6m mau tréng, cé mui thom nhe.

3.Quy cdch déng géi: Hop 30 gdix 4,154.

4.Thudc diing cho bénh gi?

Happgel dugc chi dmh dé cai thién tinh trang gidm albumin cho bénh
nhan so gan mat bit c6 ham lugng albumin méu thap hon 3,5g/dL mic
du cd ché d6 an udng day du.

Happgel dugc chidinh dé st dung & bénh nhén c6 giam albumin mau
mdc du Iuang hép thu tir ché do an day dd hodc & bénh nhan cé téng
lugng hép thu calo va protein (acid amin) tir ché d6 an bi han ché do
bénh dai thdo dudng coé bién chung hodc bénh nédo gan, trén nhu’ng
bénh nhan bi xo gan mét bu ¢4 gidam albumin mau biéu hién boi nong

d6 albumin huyét thanh 3,5g/dL hodc thap hon va dang cé hay c6 tién
sUf cO trudng/phu hodc bénh no gan. Can huéng dan cho bénh nhan vé
ché d6 an trong trudng hop thiéu hut trong ché do an mic du bénh

dan dén lam nang thém tinh trang dinh duéng ctia co thé, trir khi nhu ¥
cau t6i thidu vé protein va calo dugc dam bao. ‘N

Néu nhan thdy nito uré mau (BUN) hodc amoniac mau bat thudng sau; \,\,,

A\

nhan c6 day dd kha nang thu nhan thic an khi khong bi dai thdo du’dng

va bénh ndo gan. Néu bénh nhan bi thiéu hut vé lugng hap thu tir ché khi dling Happgel, phai cén than vi diéu nay co thé la do qua liéu. Cényg 9 'S/

dé an do su phit trién ctia bénh nao gan, nén diing mét thudc chia calo thén trong dowcﬂqualleu dalhan vino cé thé lam ndng thém tlnhtrang £/
dinh dudng clia co thé. \'A\:///

va protein (acid amin).

Khéng nén dung thudc nay cho nhiing bénh nhan bi xa¢ gan tién
trién r6 rét sau day vi nhitng bénh nhan nhu thé ¢6 thé khéng dap
ung véi lleu phap Happgel:

- Bénh nhan c6 d6 ning vé hon mé giai doan lil hodc cao hon do bénh
nao gan.

- Bénh nhan c6 néng d6 bilirubin toan phan =3mg/dL

- Bénh nhan c6 chtic nang gan vé téng hop protein bj suy giam r5 rét.

5.Nén dung thuéc nay nhu thé nao vé liéu lugng?

Cdch dung: Dung dudng uéng. Udng sau bita an.

Liéu thudng ding:

Ngudi I6n: Liéu thudng dung cho ngudi I6n dudng uéng la 1 goi, 3
lan/ngay hodc theo su ké don clia béc si.

Ngudi gia: Happgel nén dugc dung can than cho bénh nhan cao tudi vi
nhing bénh nhéan nay thuéng gidm chuic nang sinh Iy va cac réi loan
chuyén hda nhu ting amoniac huyét c6 thé dé& phat trién hon trong khi
diéu tri bang Happgel.

Tré em: An toan va hiéu qua trén tré em chua dugc thiét lap. Khong
khuyén cdo dung cho tré em.

6. Khinao khéng nén dung thudc nay:

- Chéng chi dinh dung Happgel & nhitng bénh nhan sau day:

- Bénh nhén c¢ bat thusng vé chuyén hoéa acid amin chudi nhanh bam
sinh (viéc st dung thudc nay c6 thé gay ra cac can co giat hoac réi loan
ho hdp & nhitng bénh nhan bi bénh siro niéu).

- Khéng chi dinh cho bénh nhan di ting vdi bat cir thanh phan nao cta
thudc.

Khéng diing thuéc nay néu ban gdp bdt cir vdan dé gi & trén. Tham
khdo y kién bdc si hodc dugc si trudc khi diing thuéc nay.

7.Tac dung khéng mong muén cta thuéc (ADR):

Thudng gdp (1/100<ADR<1/10)

Tiéu hoa: Chuong bung, tiéu chay, tédo bon.

Da: N6i mé day, nguia.

It gadp (1/1000<ADR<1/100)

Tiéu héa: Khé chiju dbung, dau bung, chan &n, n6n, buén nén.
Than: Tang nito uré mau, tdng creatinine huyét thanh.

Chuyén hoa: Ting ammoniac mau.

Gan: Tang AST (GOT) huyét thanh, tdng ALT (GPT) huyét thanh, ting
birilubin toan phan.

Toan thén: kho chiu, pht (mat, chi dudi).

Hiém gdp (1/10000<ADR< 1/1000)

Khat, g haoi.

Néu khong dat dugc su cai thién vé glam albumin mau trong 2 thang
hodc Iau hon khi dung Happgel, nén 4p dung cac bién phap thay thé~
thich hgp khac.

Sutrdung & ngudi cao tudi:

Happgel nén dugc dung cdn than cho bénh nhan cao tudi vi nhing bénh
nhédn nay thuong gidm chiic ndng sinh Iy va cac réiloan chuyén héa nhu
tang amoniac huyét c6 thé dé phat trién hon trong khi diéu tri bang
Happgel.

Strdung trong nhi khoa:

D6 an toan clia Happgel & tré em chua duac xac dinh (khéng co klnh
nghiém lam sang)

Trudng hop ¢6 thai va cho con bu:

D0 an toan ctia Happgel & phy n& mang thai va ba me cho con bu chua
dugc xac dinh. Vi vay, khéng nén dung san phdm nay & phu n mang
thai, phu n nghi ngs dang mang thai va ba me cho con b trirkhi lgi ich
du tinh cao hon nguy co cé thé xay ra.

Tdc dung véi khd nédng Idi xe va van hanh mdy méc:

Chua c6 truong hdp nao da dugc bao cdo vé kha nang lai xe hoic van
hanh may mac cé thé bj anh hudng.

14. Khindo can tham van bacsi, duogcsi?

Trong truong hop ban dung qué liéu khuyén cédo hodc cé qué liéu xay ra,
hay hoiy kién béc si hodc duoc si.

Thong bdo cho bac si nhitng téc dung khéng mong muén gap phai khi
sU dung thuéc.

Néu can thém thong tin xin haiy kién bac sT.

15. Han dung ctia thudc:
36 thang ké tir ngay san xuat.
Khéng dling qué thai han in trén bao bi.

16. Ngay xem xét sira d6i, cdp nhat lai néi dung huéng din st dung
thuéc:

ey
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