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SotalineEkag 
CHIDINH, CACH DUNG, CHONG CHI ®|NH VA CAC THONG 
TIN KHAC: 
Xem trong ta huding dan si? dung thudc kém theo 

BAO QUAN: Noi khd, trinh anh sang, nhiét 46 dudi 30°C 

‘DE XA TAM TAY TRE EM 
BOC KT HUONG DAN SU DUNG TRUGC KHI DUNG 

‘THANH PHAN: 
Mail vidn nang mém cé chia 
Phospholipids du nanh.. 350mg 

TE U9 C ener cnnenneennnnefa OT vin 

| TIEU CHUAN AP DYNG:TCCS 
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aa ‘STORAGE: In a dry place, protect from light, below 30°C 
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-Sotalinekea & 
Phospholipids gu nanh 350 mg 

Hop 6 vix 10 vién nang mem | 60 vién 

| — a 

- Sotaline Eau 
| S O t alin e & Phospholipids ddu nanh 350mg 

_ Phospholipids d€u nanh 350 mg DeAne Puan 

‘CHI BINH, CACH DUNG, CHONG CHI BINH VA CAC 
THONG TIN KHAC: 
Xem trong te hung dn sir dyng thudc kém theo 

BAO QUAN: Noi khd, tranh anh sang, nhiét 4 durdi 30°C 
TIEU CHUAN AP DUNG: TCCS 

DE XA TAM TAY TRE EM 
OC KY HUONG DAN SU DUNG TRUOC KHI DUNG 

HMMM 2 
PP hercbeaheped 

CONG TY CP DUC TRUNG UONG MEDIPLANTEX 
$6 358 auemng Gidi Phéng, Phuong Ligt, Thanh Xudin, Ha NOt 
SX tai: Nha may duge phém s6 2, Trung Hau, Tién Phong, 

Hop 6 vix 10 vién nangmém 

(hijo MEDIPLANTEX 

Sotaline & Sotaline KEW 
Soybean Phospholipids 350mg 

| 

INDICATION, ADMINISTRATION, 

CONTRA-INDICATION AND OTHER INFORMATION: 
See the direction enclosed 

| STORAGE: In a dry place, protect from light, below 

soc | 
‘SPECIFICATION: Manufacturer's i 

SBK/ Reg.Nor........... ; 

KEEP OUT OF REACH OF CHILDREN 
‘CAREFULLY READ THE DIRECTION BEFORE USE 

(A S66 SX/ LotNo: 

PHO TONG GIAM BOC 
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Sotaline Ea 
Phospholipids dau nanh 350mg © 

| ; ’ Hop 10 vix 10 vién nang mem 

© -—Sotaline kaa 
Phospholipids dau nanh 350 mg 

Hop 10 vix 10 vién nang mém 

Sotalinekaa & 
Soybean Phospholipids 350 mg 

Box of 10 blisters x 10 softgels 

100 vién 

Sotaline kaa 
Phospholipids déu nanh 350mg 

THANH PHAN: 

MBi vin nang mém c6 chira = 

TA DUT. ecrseeneen _..wira 401 vidin 

CHI BINH, CACH DUNG, CHONG CHI DINH VA CAC 
THONG TIN KHAC: 
Xem trong t& huréng dan sir dyng thudc kém theo 
BAO QUAN: Noi khd, tninh anh sang, nbigt 46 dui 30°C 
TIEU CHUAN AP DYNG: TCCS 

DE XA TAM TAY TRE EM 
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG 

| 

WINNT 22. 
Nha san sud: 

CONG TY CP DUC TRUNG UONG MEDIPLANTEX 
86 358 dung Gidi Phéng, Phuong Liét, Thanh Xuan, Ha Ndi 

‘SX tak Nha may duoc phim 34 2, Trung Héu, Tin Phong, 
Mé Linh, Ha Noi 

Sotalinekeu | 
Soybean Phospholipids 350 mg 

COMPOSITION: 

INDICATION, ADMINISTRATION, 
‘CONTRA4INDICATION AND OTHER INFORMATION: | 

‘See the direction enclosed | 
STORAGE: In a dry place, protect from light, below | 

30°C 
‘SPECIFICATION: Manufacturer's 

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

[$6.16 SX) Loto 

C14] Noay sxv mia 
id Hen ding! Exp 
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TO HUONG DAN SU DUNG THUOC 

SOTALINE 350 

Dé xa tam tay tré em 

Doc k¥ huéng dn sir dung truée khi ding 

THANH PHAN CONG THUC CHO 1 VIEN 

Thanh phan hoat chat: Phospholipids dau nanh 350 mg. 

Thanh phan ta duoc: Dau dau nanh, gelatin, glycerin, dung dich sorbitol, ethyl vanillin, methyl] 

paraben, propyl! paraben, titan dioxyd, oxyd s&t d6, oxyd sat den, nude tinh khiét. 

DANG BAO CHE 

Vién nang mém. 
M6 ta dang bao ché: Vién nang mém hinh thuén dai mau nau, bén trong chita dich thuéc mau 

nau nhat. 

CHi DINH 

Cai thién cdc triéu ching bénh ly gan nhu chan an, dau ha sudn phai, tén thuong gan do nhiém 

déc va viém gan. 

LIEU DUNG, CACH DUNG 

Ngudi l6n: 2 vién/lan x 3 lan/ngay. Nén udng thudc cing bita an. 
Thudc ding dung udng. Nudt nguyén vién thudc véi nude, khéng duge nhai. 

Khong nén str dung thudc nay cho tré em dudi 18 tudi do chua duge nghién cttu day du. 
Thoi gian ding thudéc khéng gidi han, phy thudc vao tinh trang ctia bénh. 

CHONG CHI BINH 

Qua man voi protein dau nanh, dau lac hode bat ky thanh phan nao ctia thuéc. 

Hi chimng khang phospholipid. 

Phu nt dang cho con bu. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 

Néu cdc triéu ching tro nang hodc xuat hién cdc triéu ching khéng r6 rang khdc, bénh nhan nén 

hdi y kién bac s¥. 

Diéu quan trong trong diéu trj ton thuong gan man tinh 1a tranh cdc chat doc hai gay ton thuong 

gan nhu ruou. Trong viém gan man tinh, ligu phaép bé tro bang phospholipid dau nanh chi duge 
can nhac néu trong thdi gian diéu tri cdc triéu ching cla bénh duge cai thién. 

Cac ché pham tir dau nanh phan dn duge ding trong thye pham danh cho ngudi va cho dén nay 
chua thay bat ky nguy co nao 6 tré em. Chua cé nghién ctru day du vé chiét xuat phospholipids 

tir dau nanh. Vi vay, khong nén str dung thuéec cho tré dui 18 tudi. 

Thuéc chira methylparaben, propylparaben co thé gay ra cdc phan tng di ting (cd thé xay ra 

cham). 
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; TO HUONG DAN SU DUNG THUOC 
SU’ DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU 

Cac ché pham tir dau nanh phan lén duge ding trong thuc pham danh cho ngudi va cho dén nay 

chua thay bat ky nguy co nao trong thai ky va trong thoi gian nudi con bang stra me. Chua cé 

nghién ctru day du vé chiét xuat phospholipids tir dau nanh. Do dd, khéng nén ding thuéc trong 

thoi ky mang thai va cho con bu. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC 

Thudc khéng anh huéng dén kha nang lai xe va van hanh may moc. 

TUONG TAC THUOC 

Khéng thé loai trir tuong tdc gitta phospholipids dau nanh véi cdc thuéc chéng déng mau 
coumarin (nh phenprocoumon, warfarin). Do dé, cé thé can diéu chinh liéu ctia cdc thudc nay. 

TAC DUNG KHONG MONG MUON CUA THUOC 

Tac dung khéng mong muén duge phan nhém theo tan suat: rat thuong gap (ADR = 1/10), 
thudng gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hiém gap (1/10 000 < ADR < 

1/1000), rat hiém gap (ADR < 1/10 000), chua biét (chua thé ude tinh tir s6 liu hién cd) 

Hé sinh san va vu: 

- Rat hiém gap: Chay mau gitra ky kinh nguyét 6 phy no 
Tiéu hoa 

- {it gap: Réi loan tiéu héa nhu khé chiu 6 da day, phan long, tiéu chay. 

Da va m6 dudi da 

- Réthiém gap: Xuat huyét dudi da dang cham 
Hé mién dich: 
- R&thiém gap; Phan tng di tmg nhu man ngtra va may day 

Mach mau: 

- Rt hiém gap: Chay mau 

Théng bao ngay cho bac s¥ hodc duge s¥ nhing tac dung khong mong muon gip phai khi 

su dung thude 

QUA LIEU VA CACH XU TRi 

Chua cé bao cdo vé qua ligu va ngd déc. Cac tac dung khéng mong mudn cé thé nang hon khi 

ding liéu cao, 

DUOC LUC HOC 

Nhém duge ly: Thude chia bénh gan. 

Ma ATC: AOSBP02 

Trong s6 cdc tinh chat duge Iye hoc duge bao cdo, tac dyng bao vé gan duge tim thay trong 

nhiéu m6 hinh thuc nghiém vé tén thuong gan cap, ching han do ethanol, cén alkyl, tetraclorua 

carbon, paracetamol va galactosamin. Hon nia, trong cdc mo hinh tén thuong gan man tinh 

(ethanol, thioacetamid, dung mdi hitu cq) cting thay sy tre ché gan nhiém mé va xo hda, vi hoat 

chat duge cho la lam gia tang sy tai tao va én dinh mang té bao, sy peroxid-héa lipid bi tre ché 

va su tong hop collagen bi tre ché. Hién khdng co cdc nghién ctu duge lye hge trén ngudi. 
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TO HUONG DAN SU DUNG THUOC 
DUQC DONG HOC 

Cac thi nghiém duge déng hoc trén déng vat cho thay hon 90% ligu phospholipid dau nanh danh 

dau phong xa da uéng duge hap thu 6 rudt non. Phan Ién duge phospholipase A tach thanh I- 

acyl-lysophosphatidylcholin, 50% chat nay duoc tdi acylat-hoa ngay lap ttc thanh 

phosphatidylcholin nhiéu néi déi chua bao héa trong qua trinh hap thu 6 niém mac ruét. 

Phosphatidylcholin nhiéu néi d6i chua bao hoa nay vao mau qua dudng bach huyét va tir dé - 

cht yéu duoc gain voi HDL - di dén gan. 

Cac thtr nghiém vé duge dong hoc trén ngudi duge thyc hién vdi dilinoleoyl-phosphatidylcholin 

danh dau déng vi phéng xa CH va '“C). Phan cholin duge danh dau véi °H va acid linoleic duoc 
danh dau voi “C. 

Nong dé 3H cue dai dat duge sau 6 dén 24 gid va chiém dén 19,9% liéu ding. Thoi gian ban huy 

cia thanh phan cholin 1a 66 gio. 

Nong dé '4C cue dai dat duge sau 4 dén 12 gid va chiém dén 27,9% liéu ding. Thoi gian ban 

huy ctia thanh phan nay 1a 32 gid. 

Vé thai tri, 2% chat danh dau 7H va 4,5% '4C duge tim thay trong phan, 6% chat danh dau *H va 
chi mét lwong nhé '“C duge tim thay trong nude tiéu. 

Nhiing két qua nay cho thay ca hai chat déng vi phéng xa déu duge hap thu hon 90% 6 rudt. 

QUI CACH DONG GOT: Hop 3 vi, 6 vi, 10 vi x 10 vién, vi PVC/nhém. 

DIEU KIEN BAO QUAN: Noi khé, tranh anh sang, nhiét d6 dudi 30°C. 

HAN DUNG: 36 thang ké tir ngay san xuat. Khéng ding thudc qua han. 

TIEU CHUAN CHAT LUQNG: Tiéu chuan co sé 

TEN, DIA CHi CUA CO SO SAN XUAT 

CONG TY CO PHAN DUGC TRUNG UONG MEDIPLANTEX 
Tru so: $6 358 Giai Phong, Phuong Liét, Thanh Xuan, Ha N6i 
San xuat tai: Nha may duoc pham s6 2, Trung Hau, Tién Phong, Mé Linh, Ha Noi 

thang 4) nam 2021 Wf 
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