https://trungtamthuoc.com/

ndy chi ding theo dom thude
> e y . s X
(G it \é HUONG DAN SU DUNG THUOC
DUGC PHAM E/é’; PV USOGOLD TABLET
=

PY HEALTHCAR ,
sHcy chi dung theo don thuoc.

p.Y . 5 . . F . ;
oc kY hwdng dan sir dung triede khi dimg. Néu edan thém théng tin, xin hoiy kién bdc st hodic

dwoc sT.
e Thong bdo cho bdc si nhitng idc dung khong mong muon gap phai khi st dung thuoc.
o Dé thubc xatam tay tré em.
o Khoéng diing thuoc qud han in trén bao bi.
1. Tén thude: PY USOGOLD TABLET
2. Thanh phin c¢éng thire thude

Zo* M8 A

M3i vién nén bao phim chira:

Théanh phdan hoai chat:

Acid Ursodeoxycholic................ 150 mg

Ta dwoc: Microcerystalline Cellulose (101). Povidone (K 30), Sodium Starch Glycolate, Sodium
Lauryl Sulfate, Magnesium Stearate, Starch 1500, Maize Starch, Microcrystalline Cellulose (102),
Colloidal Silicon Dioxide, Opadry OY-B-28920 (White), Opadry II 85G54589 (Pink). Nudc tinh
khiét.

3. Dang bao ché: Vién nén bao phim.

Mo ta: Vién nén bao phim tron hai mat 16i mau hdng nhat, mét mat khic chit ‘ACME’, mat kia
romn.

4. Chi dinh

P Lam tan soi cholesterol & bénh nhan:

« ¢6 mdt hode nhidu s6i mét thdu quang (X-quang 4m tinh), tot nhét 1a c6 duong kinh khong qué 2
cm, trong tui méat hoat dong tot:

o tir chdi phau thuit hodce khdng 6 chi dinh can thiép phau thuit;

* da duogce chimg minh la ¢ cholesterol qua bdo hoa qua phan tich hda hoc ctia mat dugce tao rado
din luu 14 trang.

» Viém duong mat nguyén phat.

» R6i loan gan mét lién quan dén bénh xo nang & tré em tir 6 tudi dén 18 tudi.

5. Cich dung, litu dung

Liéu diing

Liéu dung nén duoc tinh toan dua trén trong luong co thé cua bénh nhan, duoc lam tron dén sb
vién gén nhat.

P Lam tan soi cholesterol:
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Liéu thong thuong: 8 dén 10 mg/kg/ngay, tuong ing véi, vi du, bdn dén séu vien PV USOGOLD
TABLET. Lieu hang ngdy c6 thé udng hai hodc ba lan sau bita @in, nén uéng hai vién sau bira an
toi.

Ngoai ra, ¢6 thé ubng moét liéu duy nhét vao buéi tdi (vi du: mot bénh nhén 60 kg c6 thé udng bén
vién PV USOGOLD TABLET vao budi t6i). T5t nhét nén udng liéu duy nhit nay mét gior trude
khi di ngi va + hai gid sau bita an t6i véi mot ly sita hodc mot bira &n nhe.

Thoi gian diéu tri lam tan s6i mét phy thudc vao kich thuée, nhung thuéng khéng ngén hon ba dén
bon thang. Pé danh gia két qua diéu tri mdt cach chinh x4c, cn xac dinh chinh xéc kich thude cua
soi khi bat dau diéu tri va kiém tra thuong xuyén, vi du sau thang mot lan, béng phuong phap X-
quang tuong phan maéi va/hodc siéu am.

O nhing bénh nhan sau sau thang diéu tri v6i lidu lugng chi dinh ma sdi khong giam kich thude,
nén xac dinh chi sd lithogenic trong mit bing phwong phap dan luu ti trang. Khi mét ¢6 chi s&
>1,0 thi t5t hon nén xem xét mot hinh thire diéu tri soi mat khée.

Viée diéu tri nén duge tiép tuc trong ba dén bdn thang sau khi xdc dinh bang sidu 4m ring s6i mat
da tan hoan toan. Viéc gian doan diéu tri trong ba dén bdn tuan sé dan dén tinh trang mat tro lai
trang thai qua bao hoa va kéo dai thoi gian diéu tri tong thé, Viéc gidn doan diéu tri sau khi so6i mat
da tan 6 thé din dén tai phat.

» Viém dudng mat nguyén phat

Liéu ding acid ursodeoxycholic trong viém dudng mat nguyén phit (giai doan I-III): 12-15
mg/kg/ngay, twong duong voi 4 dén 8 vién PV USOGOLD TABLET, uéng hai 1an mdi ngay.
Liéu dung acid ursodeoxycholic trong viém dudng mat nguyén phat giai doan IV cting sur gia ting
bilirubin huyét thanh (> 40 p /1), ban dau chi nén bing mét nura liéu binh thuong (6 dén 8
mg/kg/ngay). Sau do theo doi chidl ché chirc nang gan hai tudn mot 1an trong sdu tudn. Néu chic
nang gan khong bi suy giam (AF, ALT (SGPT), AST (SGOT), v -GT, bilirubin) va khong gia ting
triéu chimg ngtta thi c6 thé tang liéu dén murc thong thuomg. Sau dé theo ddi chat ché chic ning
gan trong vai tudn. Néu chirc nang gan khong bi suy giam, bénh nhén cd thé dung liéu binh thuong
trong thoi gian dai.

O bénh nhén viém dudmg mat nguyén phat giai doan IV khéng ¢6 bilirubin huyét thanh ting cao.
c6 thé ding lidu khai dau thong thudng. Di vay cling nén thuce hién kiém soét chitc nang gan.
Viéc diéu tri viém dudng mét nguyén phat cin duge danh gia thudng xuyén trén co s cac s6 lieu
cia gan (trong phong thi nghiém) va c4c két qua 1am sang.

Tré em

> Tré em méc bénh xo nang tir 6 tudi dén 18 tudi

Diéu trj cdc bénh vé gan mat do xo nang: 20 mg/kg/ngay chia lam 2-3 lin, tang l1én 30 mg/kg/ngay

néu can thiét. Liéu dung twong ing véi bdn dén mudi vien PV USOGOLD TABLET.
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Cich dung

Dung duong udng

6. Chong chi dinh

- Min cam v6i hoat chit hodc bét ky ta duge nao cua thude.

- Viém cép tinh tii mat hogic duing mat.

- Téc nghén duomg mat (tac dng mat chung hode dng tai mat).

- Con dau quan mat thuong xuyén.

- S6i mét théu quang bi voi hoa. 5780
- Kha nang co bdp cua tii mat bj suy gidm. r:ar
- Loét daday va t4 trang dang tién trién. oo
Tré em ALTH
- Phiu thuit ma ctra rudt khong thanh cong hodc dong mat khong hdi phuc tot & tré bi hep duing E
mat.

7. Canh b#o va thin treng khi dung thubc

Acid ursodeoxycholic nén duge sir dung dudi sy gidm sat y té.

Trong ba thang diu diéu tri, cac thong sé chirc ning gan AST (SGOT), ALT (SGPT) vay-GT phai
durge bac si theo ddi bén tudn mot 1an, sau d6 ¢t ba thing mot 1an. Bén canh viée cho phép xéc
dinh bénh nhan diéu tri viém dudng mé: nguyén phat c6 dép tmg thude hay khong, viée theo dai
niy ciing cho phép phat hién sém tinh trang suy gan tiém an, dic biét & nhimg bénh nhan bi viém
duong mit nguyén phat tién trién.

Khi dung dé lam tan séi mét:

Pé c6 thé danh gia tién trinh diéu trj ctia qua trinh 1am tan s6i mat va xac dinh kip thdi kha ning
v0i hoa cua soi, i mat nén duge quan sat 6 dén 10 thang sau khi bat dau diéu tri (tay thudc vao
kich thude ctia soi) bing phuong phap chup duéng mat c6 udng thude can quang & tur thé dung va
nim ngira (kiém soat siéu am).

Néu khong thé nhin thy tii mattrén X-quang, hoac trong truong hop soi mat bi voi hda, kha ning
co bop ciia tii mat bi suy giam hodc cac con dau quin mét thuong xuyén, nén ngimg diéu tri bing
acid ursodeoxycholic.

Khi dung dé diéu tri viém dwong mat nguyén phat:

Rét hiém cdc ca xo gan mat bu duge bao cdo, tinh trang nay sé giam mot phan sau khi ngung
diéu tri.

Hiém khi xay ra trrong hop cac triéu chung lam sang trén bénh nhan viem dudng mat nguyen
phat chuyén bién xau di, vi du ngura tang 1én. Néu tinh trang nay xay ra, tiép tuc viéc diéu tri
hing céch giam liéu sau dé tang dan dén lidn khuyén céo.

Néu tiéu chay xay ra, nén giam liéu va trong trudng hop tiéu chay kéo dai thi nén ngimg diéu ri.
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Bénh nhan nit diing acid ursodeoxycholic dé 1am tan sdi mét nén st dung céc bién phép tranh thai
khong hormon do bién phép tranh thai dung hormon ¢ thé lam tang nguy co bi séi mat.

San pham nay ¢6 chira lactose, do d6 nhimg bénh nhin c¢6 vén d& di truyén hiém gip vé khong
dung nap galactose, thiéu hut men lactase toan phan hodc kém hép thu glucose-galactose khong
nén dung thude nay.

MOi vién thude chira it hon 1 mmol natri (23 mg), duoe xem la khong chira natri.

8. Sir dyng thuéc cho phu nir ¢6 thai va cho con bua:

Kha nang sinh san

Céc nghién cuu trén dong vat khong cho thay anh huong cua acid ursodeoxycholic dén kha nang
sinh san, Dit liéu trén ngudi vé tac dung sinh san sau khi didu tri bing acid ursodeoxycholic khong
¢6 san.

Thoi ky mang thai

Khong ¢6 hodc ¢6 rat it dir liéu vé viée sir dung acid ursodeoxycholic & phu nit mang thai. Cac
nghién ctru trén déng vat da cho thdy ddc tinh sinh san trong thdi kv mang thai. Acid
ursodeoxycholic chéng chi dinh trong thai ky. Phu nit trong db tudi sinh dé chi nén duoc diéu tri
néu ho dang sir dung bién phap tranh thai dang tin cay; khuyén cdo sir dung céc bién phdp tranh
thai duong udng khéng c6 hormon hozc ham lirong estrogen thdp. O nhitng bénh nhan ding acid
ursodeoxycholic dé 1am tan so6i mat, nén sir dung cac bién phép tranh thai khong hormon do bién
phap tranh thai dung hormon ¢b thé lam ting nguy co bi s6i mét. Khé ning mang thai phai duoc
loai trir trude khi bat dau diéu tri.

Thaoi ky cho con ba

Theo mét s6 trudng hop duoe ghi nhin & phu nir dang cho con bi, ndng do acid ursodeoxycholic
rong sita rit thdp va co thé khdng co phan tmg bat 1¢i ndo xay ra & tré ba me.

9. Anh hwong ciia thude 1én kha ning li xe, vin hanh may méce

Thude khong anh hudng hodc anh huong khong déng ké dén kha néang 14i xe va van hanh may
moc.

10. Twong tac, twong ky cua thude

Twong tiac

Khéng nén dung acid ursodeoxycholic dong thdi v6i colestyramine, colestipol, than hoat hodc
thube khang acid ¢6 chira nhom hydroxit va/hodc smectite (nhdm oxit), vi cac ché pham nay lién
két acid ursodeoxycholic trong rudt va do dé tic ché sy hap thu va hiéu qua clia nd. Viée str dung
ché phim c6 chira mot trong nhitng chdt nay ¢6 nén can thiét thi phai udng it nhét hai gio trudce

hodc sau acid ursodeoxycholic.
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Acid ursodeoxycholic ¢é thé anh huong dén sy hap thu cyclosporin tir rudt. Do d6, & nhimg bénh
nhdn dang diéu tri bing cyclosporin, bac si cn kiém tra ndng d6 trong méu cia chét nay va diéu
chinh liéu cyclosporin néu cén thiét.

Trong mt s6 truomg hop ca biét, acid ursedeoxycholic co thé lam giam sy hép thu cta
ciprofloxacin.

Trong mot nghién clru lim sang & nhimg nguoi tinh nguyén khoe manh sir dung dong thoi acid
ursodeoxycholic (500 mg/ngay) va rosuvastatin (20 mg/ngay) dan dén ndng do rosuvastatin trong
huyét tuong tang nhe. Chura rd mdi lién quan lam sang ctia tuong tac ndy véi cic statin khac.
Acid ursodeoxycholic ¢é kha nang tao ra enzym cytochrome P450 3A nhu duoc chi ra trong mot

bdo céo ve su tuong tac véi viée giam tac dung diéu tri cua dapsone, cling nhu cac phat hién in

LTI

vitro. Tuy nhién, mot nghién ciru twong tac véi budesonid da chi ra ring acid ursodeoxycholic
khong c6 tac dung gdy cam tng lién quan dén enzym cytochrome P450 3A.

Hormon estrogen, thude tranh thai giau estrogen va thuéc ha cholesterol trong mau nhu clofibrate
lim tang bai tiét cholesterol & gan va do dé ¢6 thé lam tang bénh s6i mat, 1am giam hidu qua cta
acid ursodeoxycholic duge sir dung dé lam tan s6i mat.

Twong Ky

Do khéng ¢6 céc nghién ctru vé tinh tuong ky ctia thude, khong trén 12n thude nay véi cac thude
khac.

11. Téc dung khong mong muoén cia thube

Tén suét tac dung khong mong mudn duge bao cdo trong thir nghiém ldm sang nhu sau:

Rt thudmg gip (> 1/10); Thudng gip (> 1/100, < 1/10); it gip (> 1/1.000, <1/100); Hiém gap (>
1/10.000, < 1/1.000); R4t hiém gap (< 1/10.000), Khong rd (khong thé wéc tinh tan sudt tir dit liéu
co san).

Réi loan tiéu héa

Thuong gap: phén nhdo hodc tiéu chay.

Rét hiém gip: dau bung trén bén phai nghiém trong trong qué trinh diéu tri viém dudng mat nguyén
phat.

R&i logn gan mit

Rét hiém gap: hign tuong voi héa soi mit.

Rét hiém gap: tinh trang xo gan mét bu trong qué trinh diéu tr céc giai doan tién trién cua bénh
viém du¢ng mat nguyén phat, tinh trang nay thuyén giam mot phan sau khi ngimg diéu tri.

Phin rng qua min

Rét hiém gap: ndi mé day.

12. Qua liéu va cdch xi tri:
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Tiéu chay c6 thé xdy ra trong treong hop qué lidu. N6i chung, céc triéu chimg qua lién khac khé
xay ra vi su hdp thu cua acid ursodeoxycholic giam khi ting liéu va do d6 duge bai tiét nhiéu hon
qua phan.

Néu bi tiéu chay, cin giam liéu va ngimg diéu tri trong trudong hop tiéu chay kéo dai.

Khéng cén ¢6 bién phap dbi phé cu thé nao va hiu qua cia tiéu chay cin duoe didu tr theo tridu
chig bang cach phuc hdi can bing nude va dizn giai. Tuy nhién, nhya trao dbi ion ¢6 thé duoc
sir dung d¢ lién két acid mat trong rudt. Khuyén cédo nén theo déi céc xét nghiém chirc nang gan.
Thong tin bd sung vé cac ddi twong dac biét:

Diéu trj acid ursodeoxycholic liéu cao, dai han (28-30 mg/kg/ngay) & bénh nhén viém dudng mat
X0 cirng nguyén phat (st dung ngoai nhan) c6 lién quan dén ty 1€ tac dung phu nghiém trong cao
hon.

13. Pac tinh dwee lwe hoe:

Nhém duge 1y: Cac ché pham acid mat.

Ma ATC; AOSAAO02.

Acid mat 1a m6t trong nhitng thanh phén quan trong nhat ctia mat, ¢6 vai tro kich thich san xuét
mét. Acid mét ciing rat quan trong dé giit cholesterol trong mat ¢ trong dung dich. O ngudi khoe
manh, ty I¢ gitra né)ng dd cholesterol va acid mét & mure gitt cho cholesterol ton tai trong dich mat
hau hét thoi gian trong ngay. Trong truong hop nay, soi mat khong dugce hinh thanh (méat khéng
lithogenic).

U nhimg bénh nhan bj séi cholesterol trong mat, ty 1é nay bj thay déi vamat bj bdo hoa cholesterol
qué mirc (mat lithogenic). Pidu nay ¢6 thé din dén su két tinh cdc tinh thé cholesterol, va su hinh
thanh s6i mat sau mot thoi gian.

Acid ursodeoxycholic co thé chuyén héa mat lithogenic thanh mat khong lithogenic dé lam tan
dan soi mat.

Céc nghién ciru vé tac dung cua acid ursodeoxycholic trén bénh nhan it mét (¢ nhitng bénh nhén
cb suy giam dan luu dudng mat) va trén nhitng triéu ching 1am sang & bénh nhan viém dudng mét
nguyén phét, xo gan mat nguyén phat va xo nang, di cho thiy céc triéu chimg & mat trong méu
(1ang phosphatase kidm (AF), y-GT. bilirubin) vi ngira nhanh chéng giam, ddng thi mét méi ciing
giam & hiu hét cic bénh nhan. Hon niva, cac nghién ctu ciing chi ra mot ty 1¢ rui ro/loi ich tich
cyre trén nhitng bénh nhin xo nang 1a tré em va thanh nién voi roi loan gan mat tir nhe dén rung
binh.

Tré em.

X0 nang

Da c6 céc bdo cdo 14m sang tir cac nghién ciru tir 10 nam tré 1én sau khi diéu trj bang acid

ursodeoxycholic trén cac bénh nhi bj mic bénh xo nang lién quan dén rbi loan gan mat (cystic
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fibrosis associated hepatobiliary disorders — CFAHD). C6 bang chimg cho thdy diéu tri bing acid
ursodeoxycholic c6 thé tic ché sy ting sinh dng mét, ¢6 thé ngan chan sy tién trién cta ton thuong
mo va thim chi ¢6 thé dio nguoc cdc thay ddi vé gan mat néu & giai doan dau ciia bénh xo nang
lién quan dén rdi loan gan mat. Diéu tri bing acid ursodeoxycholic nén duge bit dau ngay khico
chén doén dé t6i wu hoa hidu qua didu tr.

14, Dic tinh dwge dong hoc:

Sau khi ubng, khoang 90% lidu diéu tri acid ursodecoxycholic nhanh chéng dwgc hip thu & rudt
non.

Sau qua trinh hap thu, acid ursodeoxycholic trai qua chuyén hoa bude dau dang ké tai gan. O giai
doan nay, thube duoc gén voi glycin va taurin, sau dé dugc tiét vao 5ng mat. Chi ¢6 mét lugng
nho acid ursodeoxycholic ¢ dang tur do duoc tim thdy trong tuin hoan hé thng va dugc bai tiét
qua than. Chi ¢6 acid ursodeoxycholic ¢ dang lién hop méi duoc chuyén héa. Tuy nhién, sau khi
ubng, mdt phan nho acid ursodeoxycholic trai qua qué trinh chuyén héa ctia vi khuén thanh acid
7-keto-lithocholic. Acid lithocholic duge tao ra sau mdi chu trinh gan ruét, déng thoi cling duge
sinh ra trong qua trinh khir ctia vi khuén tai ta trang. Acid ursodeoxycholic, acid 7-keto-lithocholic,
acid lithocholic gan nhu rat it tan trong nuéc nén chu véu dugc bai tiét qua mat vao phan. Acid
ursodeoxycholic sau khi duoc téi hap thu, tiép tuc duoc lién hop tai gan; 80% acid lithocholic sinh
ra tai ta trang dugc thai trir qua phan, 20% con lai duoc sulfate hba tai gan tao thanh cai lithocholyl
lién hop khong hda tan va ciing duge bai tiét qua mat va phan.

Acid 7-keto-lithocholic sau khi duge téi hdp thu s& duogc khir thanh acid chenodeoxycholic & gan.
Acid lithocholic cé thé gy ra tdn thwong gan ¢ mit néu nhr gan khong thé sulfate héa acid
lithocholic. Mzc dui giam kha nang sulfate héa acid lithocholic & gan duge nhén thiy trén mot s6
bénh nhan nhung cho dén nay vin chua c6 bang chimg lam sang nao cho thdy ton thvong gan
mét ¢6 lién quan dén viée sir dung acid ursodeoxycholic.

Sau khi ding liéu l3p lai, nong d6 acid ursodeoxycholic trong mét dat trang thai 6n dinh sau khoang
3 tuan, tuy nhién tong ndng do acid ursodeoxycholic khéng bao gi¢r virot qua 60% so vdi tong acid
mét trong mét, ngay ca khi ding lidu cao.

Sau khi ngimg sir dung acid ursodeoxycholic, ndng db acid ursodeoxycholic trong mét nhanh
chéng giam xudng con 5-10% nong dd ¢ trang thai on dinh sau 1 tudn.

Thoi gian ban thai cua acid ursodeoxycholic khoang 3,5 dén 5,8 ngay.

15. Quy ciach déng goi: Hop 2 vi x 10 vién.

16. Diéu kién bdo quén, han ding, ti¢u chuin chit lvgng cia thude:

Piéu kié¢n bao quan: Béo quan noi khd mat, dudi 30°C, trénh anh sang

Han dung: 24 thang ké tir ngay san xuét.

. n A A o . X v A
Tiéu chuin chit lwong cia thude: Tiéu chudn nha san xut
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17. Tén, dia chi co sé sin xuit thude:
The ACME Laboratories Ltd.
Dhulivita, Dhamrai, Dhaka, Bangladesh.




