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THONG TIN DANH CHO CAN BG Y TE.
Rx : Thudc bdn theo don

Hepaphagen 10-BFS
(Glycyrrhizin 20 mg, Glycin 200 mg, L-cystein hydroclorid 10 mg/10ml)
Doc ki hudng din si dung truéc khi ding
Néu cin thém théng tin xin hi j kiéh bdcsi, dugcs,
Tén thudc: Hepaphagen 10-BFS

Thanh phan:

Méi lo nhua (10 ml) 6 chifa:

Hoat chdt :

Glycyrrhizin (dudi dang glycyrrhizinat amMORIUM) ..o 20mg
Glycin 200mg
L-cystein hydroclorid (dudi dang L-cystein hydroclorid monohydrat) ............... 10mg

Id dugc: Natri sulfit, monoethanolamin, nuéc cit pha tiém.

Dang bao ché: Dung dich tiém.

Quy cach ddng géi: 10 mi/lo nha. Hap 10 lo.

Dactinh dugc luc hoc

Nhém dugc Ij: Phai hop saponin chiét xuat tif ré cam thao va cic acid amin.

Ma ATC: Khang co

(o ché téc dung cda glycyrrhizin chua ré rang khi nghién cdu trén nqudi. Mot so nghién citu 1am sang chi
ra nhu sau:

So sdnh mi ddi trong viém gan man tinh:

Tai 3613 chiic & Nht Ban, so sanh mil di dudc tién hanh trén 133 bénh nhén bj viém gan man tinh, dugc
strdung liéu 40 ml ché pham tuong tw Hepaphagen10-BFS bing dutmg tiém tinh mach vé st dung lién tuc
trong vang mdt thang. KEt qua nghién ciiu cho thly nhom sit dung thugc c6 hicu qua hon so véi nhém gia
dugc va cac chi s6 xét nghiém sinh héa vé chiic ndng gan nhu AST (GOT), ALT (GPT) va Y-GTP da durgc cii
thién cd y nghia thing ke:

S— % Dap iing hiéu qua
6m nghién ciu it quirorét Kb it qud
Nnémsiidungthubc | 25.4% 17/67) 68,7% (46/67)
Hhom gié duec
| g sﬁg:j‘ng i r 9,1% (6/66) 27,3% (18/66)

So sdnh liéu khde nhau & bénh nhan b viém gan vaxo gan

Trong 11 td chiic & Nhat Ban, 178 bénh nhan bi viém gan man tinh va xt gan duoc st dung san phdm co
néng dd ham lugng tuang tf Hepaphagen 10-BFS (sin pham ¢6 ndng g ham lugng glycyrrhizin 2 mg/ml,
glycin 20 mg/ml, I-cystein hydroclorid 1 mg/ml) vi liéu 40 ml/ngay trong vong 3 tudn: 93 bénh nhan
khng cd sy cai thién chi s6 ALT (GPT) xudng mifc < 1,5 lin gidi han trén muc binh thung & 2 tudn ding
thudc. Nghién citu so sénh gida 2 nhom bénh nhan st dung lién tucliéu 40 ml/ngay va nhém cé sif ting
fiéu 1&n 100 ml/ngay. Do d6 viéc tang liéu 1én 100 ml/ngay da dugc chdp nhan néu liéu 40 mg/ngay khdng
¢6 ddp g higu qud trong viéc giam chi s3 ALT (GPT) cap.

Liéu ding Tilé dap iing %
Nhém liéu 40 ml 25,5 % (12/47)
L Nhém liéu 100 ml 50,0 % (23/46)

Cdcnghién ciu Idm sang chung:
Bang tom tat i liéu nghign ciu 14m sang trén 59 bénh nhan viem gan man tinh sir dung 60 ml ché phdm
thuéc trong 4 tudn va cac bénh nhén bi di tng va viém,

Cacloai bénh Ti I8 ddp ting (%)
Viém gan man tinh 81,4% (48/59)
Noi mé day 61,4% (264/430)
Eczema 62,6% (1512/2417)
Viém da 67,6% (635/940)
Viém da nhiém dac hoic do thudc 87,3% (48/55)
Bénh nguia sin 76,4% (136/178)
Bénh viém miéng 56,8% (83/146)

Trong thif nghigm khdc vdi liéu 100 mi/ngay dugc chi dinh trong 8 tuén cho nquii bi viém gan man tinh,
mdi quan hé tot da dugc quan sat gitia si c3i thién chiic nang gan vamé gan,

Dactinh duge déng hoc

- Glycyrrhizin:

Glycyrehizin dugc hdp thu nhanh chéng va hoan toan bang duang tiém tinh mach. Sau khi tiém tinh mach,
glycyrrhizin va glycyrrhetinic acid (sin pham thiy phan clia glycyrrhizin) déu xut hién trong huyét tuong.
Glycyrrhizin duc chuyén héa & gan bing lysosome (3-D-glucuronidase thanh acid 3-mono-glucuro-
nid-glycyrrhetinic. 0 gan nqubi khang cd khd nang chuyén héa acid 3-mono-glucuronid-glycyrrhetinic
thanh acid glycyrrhetinic. Acid 3-mono-glucuronid-glycyrrhetinic s& dugc chuyén vao rudt dudi tac dung
cliamat, tai ddy dugc chuyén hda thanh acid glycyrrhetinic dudi tic dding cla vi khudn dudng rut sau do
duge tdi hap thu. Thong thutng khi tiém tinh mach 40 mi Hepaphagen 10-BFS (tuang duang vdi 80 mg
glycyrrhizin), ndng do dinh trong huyét tuong 29,3 pg/ml, trong khi dd, béo cdo nghién ciiu acid
glycyrrhetic (chét chuyén héa cda glycyrehizin) cho thiy khdng xudt hién trong huyét twang, c6 ¢ do gidi
hign phat hign ctia chit nay 13 0,05 ug/ml Ia qua cao.

Théing thuting thas gian ban thai va dd thanh thai toan than ciia glycyrrhizin & nhiig nguai khde manh khi
ding bang dutng tiém 13 2,7 - 4,8 gitr va 16 - 25 ml/kg/git tugng tng. Con & nhing bénh nhan bi viem
gan man tinh, thit nghiém dugc thc hién trén 8 nguidi bi viém gan man tinh sau khi diing liéu 120 mg
glycyrrhizin béng dudng tiém, théi gian ban thai va 6 thanh thai toan than trung binh 13 6 h (ti 4,3 dén
10,7 gid) va 7,9 ml/kg/gids (tir 4,5 - 12,7 mi/kg/gid) tuong ling. Thai gian bén thi va dd thanh thai toan
than & nhiing déi tutgng nay gap 2va 0,7 1dn so vai ngudi khde manh. Sau khi chiic néing gan dugic ci thién,
thai gian ban thai dugc gidm tir 7,6 dén 3,4 giva dd thanh thii tang tir 2,8 dén 11,4 ml/kg/qid.

- Glycin: Glycin dugc hap thu nhanh chéng va hoan toan béng dudng tiém. Thaii tri glycin trong huyét
tuong ¢ thé thang qua s tham vao trong t& bao, din dén sutich tu va chuyén hda acid amin trong té bao.
Mat phén glycin duoc thii trir qua than. Thisi gian ban thai cta glycin trong huyét tuong Ia 85 phiit.

- L-Cystein: Cho dén nay chuta ¢6 di ligu nghién ciu day di va ro rang vé dutgc dong hoc cia L-cystein.

Chi dinh

- Phuchdi chifc nang gan bi bét thuing do r6i loan chitc nang gan.

- Eczema hodc viém da, ndi mé day, ngua, phat ban do thudic hodc do nhiém ddc, viém miéng, bénh ngita
san & tré em, mun rdp (phlycten).

Liéu lugng

Liéu diing thang thudng cho ngudi ldn 12 1 an/ngay, 5 — 20 mI/In, tiém tinh mach, digu chinh liéu theo
tudi va trigu chiing bénh,

Stidung trong truing hap bénh réi loan chifc nang gan: Ding 1ln/ngay, 40 - 60 ml/lan, tiém hoic truyén
tinh mach. Biéu chinh liéu theo tudi hodc theo trigy ching bénh, liéu ding 100 ml/ngay cd thé dugc chi
dinh trong truéing hop diéu tri bing liéu 40 mi/ngay khong thu dugc hiéu qua,

Chi y: Stk dung ngay sau khi mé tii nhém

Chéng chi dinh

Bénh nhan c6 tién st di dng vi thanh phn cia thudc.
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Bénh nhan cubngaldosteron, bénh vé cq, gidm Kali huyét.
Than trong
-Détranh sdc, bac s cén hdi kj vé tién s cia bénh nhan,
- Cosdry té: Phai cd khé nang diéu trj séc.
- Bénh nhan cén giit yén I3ng va theo daii can than sau khi diing thugc.
- Khong dugc diing I3p lai néu bénh nhan dang sif dung mét ché pham chita glycyrehizin khac.
- Ngui cao tudi.
Tac dung khéng mong muén:
Tac dung khong mong mudn dugc chia theo tan sudt gap: Rét phd bién (= 1/10), thutng gap (=1/100, <
1/10), it gip (=1/1000, < 1/100), hiém gép (=1/10000, < 1/1000), t hiéim gép (< 1/10000) va khang
duoc bigt dén (cha o dir liéu béo cdo rd rang).
Tan suat chua r: Sc, séc phan vé
Tan suét chua rd: Sutang aldosteron gia do tang liéu hosc do dung thudc kéo dai.
Yéu co ¢d thé xay ra do bj gidm kali huyét,

Théng bdo cho bdc si nhitng tdc dung khéng mong mudn géip phdi khi sirdung thuéc,
Tuong tdc véi thuéc khic
Do glycyrrhizin lam tang bai tiét kali nén khi st dung cing véi céc thudc lgi tidu thiazid (ethiazid va
trichlomethiazid) hodc cic thudic loi tiéu quai (ethacrynic va furosemid) c6 thé gy qidm kali huyét.
Sif dung cho phu nif ¢6 thai va cho con bii
Chua cd nghién citu thoa déng va c6 kiém sodt & phu nif c6 thai va dang cho con b, Khang ding thudc cho
¢dc bénh nhan thugc nhém nay trir khi lgi ich mong dei cao hon céc nguy ¢o ¢d thé xay ra.
Sit dung cho ngudi cao tudi
Theo kinh nghigm nghién ciu lm sang, tn sudt xdy ra phan ting bt lgi nhu giam kali huyét ¢6 xu hudng
cao hon & ngudi gia. Do d6 chi diing thudic cho cac déi tuong nay trirkhi lgi ich mong doi cao han cac
nguy co ¢6 the xay ra.
Ainh hudgng dén kha nang 14i xe va vén hanh may méc
Khang anh huding dén kha nang Iai xe va vén hanh méy méc khi bénh nhan dugc chidinh liéu binh
thudng.
Qua ligu va xii tri
Khéng cé bo cdo.
Bdo quan: Noi khd, tranh 4nh sang, nhiét @6 dudi 30°C.
Han diing: 24 thang ké tirngay sin xuat.
Ngay xem xét sifa ddi cip nhat lai ndi dung huding dan si dung thudc: 05/07/2018

DETHUGC TRANH XA TAM TAY TRE EM,
Cong ty cd phan Dugc pham CPC1 Ha Nai
Cum cong nghiép Ha Binh Phuang, Thutng Tin, Ha Noi

THONG TIN CHO BENH NHAN
Tén sén pham: Hepaphagen 10-BFS
Boc ky hudng ddn st dung truéc khi ding
DEéxa tdm tay tré em
Théng bda ngay cho bdc sihodc dugc sTnhing tde dung khdng mong mudn gdp phd khi st dung thudc.
Chistr dung thudc khi ¢d sir ké don cia bdcsi,
Thanh phén ciia thudc:
Mai lo nhua (10 ml) ¢6 chifa:
Glycyrrhizin (dudi dang glycyrrhizinat amonium)
Glycin 200mg
L-cystein hydroclorid (dudi dang L-cystein hydraclorid monohydrat) ............ 10 mg
Id duoc: Natri sulfit; monoethanolamin, nuréc it pha tiém.
M ta sén phdm: Dung dich tiém khong mau dén vang nhat duyng trong dng nhua.
Quy cdch dang géi:
10 ml/lo nhua. Hop 10 lo.
Thude diing cho bénh gi?
- Gai thién chiic nang gan bét thuéing trong viém gan man tinh,
- Eczema hodc viém da, ndi mé day, nguta, phat ban do thudc hoiic do nhigm dgc, viem miéng, bénh ngia
sin 4 tré em, mun rop (phlycten).
Nén diing thudc nay nhu thé nao va liéu lugng?
Liéu diing théng thugng cho ngudi Idn I3 1 1an/ngay, 5 — 20 mI/I4n, tiém tinh mach, diéu chinh liéu theo
tudi va triéu chiing bénh.
Stt dung trong triting hop bénh gan man tinh: Disng 1 ln/ngay, 40 — 60 ml/l4n, tiém hodc truyén tinh
mach. Biéu chinh liéu theo tudi hoic theo trigu chiing bénh, liéu diing 100 mi/ngay c6 thé dugc chi dinh
trong truing hap diéu tri bang liéu 40 ml/ngay khéng thu duoc hiu qua.
Chiy: 5t dung ngay sau khi mé tii nhém
Khi nao khéng nén diing thugc nay?
Bénh nhén cd tién st dj (g véi thanh phan clia thudc.
Benh nhan bi di ing vai aldosteron, bénh vé co, giam kali huyét.
Téc dung khdng mong mudn
Tac dung khong mong mudn dtgc chia theo t&n sudt gép: R4t phd bién (= 1/10), thuong gap (=1/100, <
1710}, it gap (=1/1000, < 1/100), hiém ggp (1/10000, < 1/1000), it hiém gap (< 1/10000) va khong
dugc bit dén (chua 6 dir liéu béo céo rd rang).
Tan sudt chua ro: S6c, séc phan vé,
Tan sudt chua rd: S tang aldosteron gia do tang liéu hodc do diing thudc kéo dai.
Yéu o ¢6 thé xdy ra do bi giam kali huyét.
Nén tranh ding nhiing thudc hodc thuc phdm gi khi dang sir dung thudc nay?
Do glycyrrhizin lam tang bai tiét kali nén khi st dung ciing vdi cac thudc i tiéu thiazid
(ethiazid va trichlomethiazid) hogc cac thudc lgi tiéu quai (ethacrynic va furosemid) cd thé gay giam kali
huyét.
Can bdo quan thudc nay nhu thé nao?
Noi khd, tranh dnh séng, nhiét do dudi 30°C,
Nhitng dau higu va triéu chiing khi diing thuéc qud lidu
Khdng ¢6 bdo cdo.
Nhitng diéu can thén trong khi diing thudc nay:
- DEtrénh séc, bac s§ can hoi ki vé tién sif clia bénh nhan.
- Casdy té: Phai cd kha néing diéu tri soc.
- Bénh nhén cén gi yén ling va theo doi cn than sau khi diing thudc,
- Khong durgc ding I3p [ai néu bénh nhn dang st dung mit ché pham chifa glycyrrhizin khac.
- Nqui cao tudi,
Khinao can tham van bic si, dugcsi:
Khi gdp phai céc téc dung khéng mong mudn ciia thudc.
Han diing ciia thudc:
24 thang k€ tif ngay sin xuat.
Tén/biéu tugng ciia nha sin xut/chil s& hitu gidy phép dang ky san phim

Nha sén xuat

cPCTHN
Céng ty ¢6 phan Dugc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, Thudng Tin, Ha Nai.
Ngay xem xét siia d6i ¢ap nhét lai ndi dung hudng dan st dung thudc: 05/07/2018.
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