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Rx Prescription Drug 6 x 10 Capsules 

MACRINA 
Silymarin capsules 200 mg 

Gomposition: Each hard gelatin capsule contains: 

Silymarin (caculated as Silibinin) ................. 200 mg 
[As 355 mg Milk thistle fruit extract 

(Extractum Fructus Silyobum marianum siccum)] 

indications, Method of administration, 
Contraindications and other information: 

See the enclosed leaflet inside. 
Storage: Keep in dry place below 30°C. 
Protected from light. 

Specification: In-house 
Keep out of reach of children. 

Carefully read the enclosed insert before use. 

Manufactured by: PMP 28.,JSC 

Addr ess: village 5, Phu Cat commune, 

Quoc Oai district, Hanoi, Vietnam cone ver scat page U8 Tuas 

OMG TCS aE DEOL Ta 

Rx Thuéc ké don Hép 6 vix 10 vién 

MACRINA 
Vién nang cteng Silymarin 200 mg 

Thanh phan: Méi vién nang cteng cé chia: 
Silymarin (tinh theo Silibinin) ............... 200 mg 

[Dudi dang 355 mg cao khé qua cay ké sira 
(Extractum Fructus Silybum marianum siccum)] 

Chi dinh, cach ding, chéng chi dinh va cac théng tin khac: 
Xem trong ta huéng dain str dung thudc kém theo. 
Bao quan: Bao quan noi khé rao, dudi 30°C. 

Tranh anh sang. 

Tiéu chuan: Nha san xuat 
Dé xa tam tay tré em. 
Doc ky huréng dan sip dung triréc khi dang. 

San xuat boi: CONG TY CO PHAN SAN XUAT 
DU'O'C LIEU TRUNG UONG 28 
Bia chi: Thén 5, x4 Phu Cat, huyén Quéc Oai, 
thanh phé Ha Ndi, Viét Nam. 

CONG Te A UAT BUC L4U TUE 
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Rx-Thuéc nay chi ding theo don thuéc 

MACRINA 
Vién nang cleng cao khé qua cay Ké stta (Extractum Fructus Silybum marianum siccum) | 

; tuong dwong 200 mg Silymarin (tinh theo Silibinin) 

(Dusi dang 355 mg Cao khé qua cay ké stta (Extractum Fructus Silybum marianum siccum)) 

Ta ditoc: Lactose monohydrate, tinh bét ngé, talc, magnesi stearat, povidon K30, ethanol 96%*, 

vo nang cing cd “0”. 

*Bay hoi trong qud trinh san xudt, khéng tham gia vao thanh phan cudi. | 

DANG BAO CHE | 
Vién nang cimg. 7 

M6 ta: Vién nang cling cé “0”, than va nap nang mau nau, mat tron bong, bén trong chia b 

thuéc khé toi, mau nau vang, mui thom dugc liéu. cé PHaNy 
CHI BINH 

bude pHa 

Bénh gan cAp tinh, tén thuong thuc thé nhu mé gan. Hé6 tro trong bénh gan man tinh, gan ALE LO] 
m6 va tién xo gan. 

Do khong c6 nghién citu trén tré em va tré vi thanh nién dudi 18 tudi nén khéng khuyén cdo str 
dung cho doi tuong nay. 

Dang bao ché nay cé thé khong phi: hop véi mot 36 di tuong, tham khdéo thém cdc ché pham 

khac cé trén thi truong. 

LIEU DUNG, CACH DUNG 
Diédu tri tin cong trong 4 — 6 tuan: 1 vién x 2 ldn/ngay sau 4n hoac theo chi dinh cita bac si. 

Didu tri duy tri cé thé trong thdi gian dai hon: 1 vién/ngay sau 4n hodc theo chi dinh eta bac si. 

Do khéng cé nghién ciu trén tré em va tré vi thanh nién dudi 18 tudi nén khéng khuyén cdo sit 

dung cho doi tuong nay. 

CHONG CHi DINH ‘ 

Man cam voi bat ky thanh phan nao cia thude. 

Tinh trang éng mat thc nghén co hoc. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Khéng cé trudng hop.nghién hoac Ié thudc thudc da biét. 

Khéng khuyén cdo sir dung cho tré dudi 18 tudi do thiéu dé ligu nghién ctru. 

Néu trigu chimg x4u di, hodc khéng cai thién trong vong 1 tudn, tham van bac si dé 

Thudc c6 chia lactose do dé nhiing bénh nhan bi céc van dé di truyén hiém gap vé khong dung 

nap galactose, thiéu men Lapp lactase, hap thu kém glucose-galactose khong nén str dung. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Chua cé nghién ctu trén phu nit cé thai va cho con bu, khong khuyén cdo sir dung cho cac déi 

tuong nay. 

ANH HUONG CUA THUOC NEN KHA NANG LAI XE, VAN HANH MAY MOC
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Thudc khong gay anh hung hodc lam thay déi dang ké kha nang 14i xe hodc van hanh may moc. 

TUONG TAC, TUONG KY VOI THUOC 

Khong cé tuong tac voi.cdc thudc khdc duge néu 16 mac di ngwéi ta quan sat thay silymarin lam 

giam hoat dong cla cytochrome P450, UDP-glucurunosyltransferase (UGT) va lam gidm hoat 
déng P-gp. 

TAC DUNG KHONG MONG MUON CUA THUOC 
Tan suat tac dung khéng mong muon duge dinh nghia nhu sau: Rdt thuong gdp: ADR > 1/10, 

Thuong gdp: 1/100 < ADR < 1/10, Jt gap: 1/1 000 < ADR < 1/100, Hiém gap: 1/10 000 < ADR < 

1/1000, Rat hiém gdp: ADR < 1/10 000. 

Trong truong hop hiém gap, da ghi nhan r6i loan tiéu héa, vi du nhw tac dung nhudn trudng nhe. 

Phan tng qua man cam rat hiém gap nhu ban hodic kho thé cé thé xay ra; trong truong hop nhu 

thé, ngimg diéu tri va dén gap bac si. 

Néu gap phai tac dung khéng mong muén khéng due liét ké @ trén, cAn thong bao cho can 16 y 
té dé duge tu van kip thoi. 

QUA LIEU VA CACH XU TRI 

Khong c6 trudng hop qua lidu nao dude bao cao. 

PAC TINH DUQC LUC HOC 
Nhom dugc by: thuéc tac dung trén gan. Ma ATC: AOSBA03 

Macrina co hoat tinh chong ddc gan va cé ai tinh voi gan manh, cé tac dung 6 én dinh mangy é bao 

nang tré lai binh thuong. 

BDAC TINH DUQC DONG HOC A 

Cac nghién ctu duge dong hoc da cho thay la thuéc : hap thu tot khi ding duong udng va“ 

dung) cing: voi vong tuan hoan gan-mat. Trén thue 6, néng d6 cao nhat duoc tim ‘thay tfong gan 
va mau va 6 mute dO khiém tén & cdc co quan khdc. Sau khi ding | liéu lap lai, trang thai én dinh 
dat duoc vao cudi ngay thir 2, do d6 loai trty hién tuong tich lhy thudc. 

QUY CACH DONG GOI 

HO6p 6 vi x 10 vién nang cimg. 

H6p 1 lo 60 vién. 

DIEU KIEN BAO QUAN 

Bao quan noi khé rao, dudi 30°C. Tranh anh sang. 

HAN DUNG 
24 thang ké tir ngay san xuat. 

TIEU CHUAN CHAT LUQNG 
Tiéu chudn nha san xuat. 

TEN, DIA CHi CUA CO SO SAN XUAT 
CONG TY CO PHAN SAN XUAT DUGC LIEU TRUNG UONG 28 

Dia chi; Thon 5, x4 Phu Cat, huyén Quéc Oai, thanh phé Ha NGi, Viét Nam. 
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