MAU NHAN XIN DANG KY

(Hop 3 vix 10 vién)

THANH PHAN: M&i vién chisa:

Cao kho Milk thistle

(Silybi marnani extractum siccum raffinatum et
normatum) 280mg
(tuong ducng Silymarin corereneenen. 140Mg)
Taduge vd .o -.1viénnang cling

CHI BINH, CHONG CHI DINH, LIEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC:
Xin xem trong t& hudng dén st dung kém theo.

DE XA TAM TAY TRE EM ) )
DOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG

BAO QUAN: Nai kho rée, nhiét dd dudi 30°C, tranh
anh sang. |
TIEU CHUAN: TCCS.

A0 xudt ) CONG TY CO PHAN DUDC PHAM TRUONG THO
Bia chi nha may: Chi nhdnh Céng ty G4 phdn Duge Phdm
Trudng Tho

L& M1, Budng N3, KCN Héa X4, P.Léc Hea, TP. Nam Binh,
Tinh Nam Binh

HEPALYRIN 140

Silymarin 140mg

Hop 3 vix 10 vién nang cling

GMP - WHO

HEPALYRIN 140

Silymarin 140mg

COMPOSITIONS: Each capsule contains:

Milk thistle dry extract {Silybi manani extractum
siccum raffinatum et normatum) ................. 280mg
(as Silymarin 140mg)
Excipients .5 for ...ovvciciccciceeee. 1 capsule

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMIMISTRATION & OTHER INFORMATIONS:
See the enclosed leaflet.

STORAGE: Store in a dry place , temperature
below 30°C, protect from light.
SPECIFICATION: In house.

SDK/Reg. No
8816 8X/Batch. No
NEX/Mig. Date
HD/Exp. Date

GMP - WHO

HEPALYRIN 140

Silymarin 140mg

Box of 3 blisters x 10 capsules
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MAU NHAN XIN DANG KY

(Hop 10 vi x 10 vién)
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HEPALYRIN 140

Silymarin 140mg

THANH PHAN: M3i vién chia:

Cao khd Mik thistle (Siybi mariani extractum
sicoum i et 280mg
(tuang duang Sitymarin 140mg)
Ta duge vd .1 wién nang edng

CHI BINH, CHONG CHI BINH, LIEU DUNG, GACH
DUNG VA CAC THONG TIN KHAC:
Kin xam trong 1 hudng din sd dung kém thaa.

of xaTAM TAY TRE EM
90C K7 HUANG DAN S0 DUNG TRUGC KHI DING

BAO QUAN: Noi khé réo, nhiét 85 dudi 30°C, trinh dnh
adng. .
TIEU CHUAN: TCCS.

S0 aul i CONG TY GO PHAN DUCC PHAM TRUGHG THO
Bia chi nha may: Chi nhanh Céng &y C4 phin Dugc Phim
Truting Tha

L& M1, Buding N3, KON Haa Xa, P Lac Haa, TP Mam Bink,
Tinh Narn Bink

GMP - WHO

HEPALYRIN 140

Silymarin 140mg

H&P 10 vix 10 vign nang clng

HEPALYRIN 1

Silymarin 140mg

COMPOSITIONS: Each capsuls contains:
Milk thistla dry exlracl (Silybi marani extracturm

siceum i 280mg
(as i 140mg)
Excipiants q.s for 1 capsula

INDICATIONS, CONTRAINDICATIONS, DOSAGE,
ADMINISTRATION & OTHER INFORMATIONS:
Saes the anclosad leaflat.

STORAGE: Storein adry place , temparatura balow

30°C, protact from light.
SPECIFICATION: In housa

SERTeD. Mo
5315 5tBatch. No
MEX/ Mg, Date
HOJExp. Dates

GMP - WHO

H EPALYRIN 140

Silymarin 140mg

Baox of 10 blisters x 10 copsules




Poc kj huéng dan sir dung trudc khi ding.

Khéng ding qua liéu chi dinh
3. THANH PHAN CONG THU'C THUOC:
Cong thirc cho 1 vién nang cung:
Thanh phan hoat chit:
MBJi vién chita: Cao khé Milk thistle (Silybi mariani extractum siccum raffinatum et normatum) 280mg
(twong dwong Silymarin 140mg).
Thanh phén ta dugc gém cO: Avicel 102, Tinh bdt ngd, PVP K30, Natri starch glycolat, Natri lauryl
sulfat, Magnesi stearate, vo nang gelatin.
4. DANG BAO CHE: Vién nang cimg.
M6 ta: Vién nang cing s6 0, mau nau. Bén trong chira bot thubc mau vang néu, mui thom dac trung, vién
lanh ldn, khéng mép méo.
5. CHI PINH:
HEPALYRIN 140 1a thubc dwge lidu dé hé trg diéu tri bénh vé gan, thude 6 tac dung diéu tri hd tro trong

tén thuong gan do nhiém déc & nhimg bénh nhan bi viém gan man tinh hodc xo gan.

Diéu trj bing HEPALYRIN 140 chi hiru ich khi loai trir dwgc chét déc giy ton thuong gan (vi du rrou).

6. LIEU DUNG VA CACH DUNG:

Liéu dung:

Ngudi 16n trén 12 tudi: udng 1 vién/lan x 3 lan/ngay.

Ngudi duéi 12 tudi: khong dung.

Cich ding: dung duong udng

Néu cac triéu chimg xau di, hodc khong cai thién sau 1 tuan sir dung, nén tu vin bac si hodc dugc si.

7. CHONG CHI DINH:

Khéng ding cho nguoi bi qud mén cam (di mg) voi ciy ké sita hodc thuc vat thudc ho Asteraceae
(Compositae) hodc véi bat ky td duoc nio cé trong thanh phan thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Khéng diing qua liéu quy dinh.

Viéc diéu tri bing thubc HEPALYRIN 140 khong phai 1a bién phap thay thé dé tranh khoi nguyén nhén
gdy ton thwong gan (vi du nrou).

Bénh nhén bi bénh gan hoat déng nén tham khao y kién bac si trude khi ding HEPALYRIN 140.



Viée sir dung & tré em duéi 12 tudi chua dugc thiét lap do thiéu dix lidu day du.

Néu cac triéu chimg x4u di, hodc khéng cai thién sau 1 tuln str dung, nén tu vén bic si hodc duoc si.

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

Sir dung thubc cho phu nir ¢é thai:

Khéng c6 dit liéu vé sir dung thudc trén phu nit c6 thai, vi vy trong trudng hop nay khéng nén ding
HEPALYRIN 140.

Thoi ky cho con bii:

Khong co dir liéu vé st dung thudc trén phu n& thai ky cho con bu, vi vay trong truong hop nay khong
nén duing HEPALYRIN 140.

10. ANH HUONG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

Thuéc ding dwoc cho ngudi dang van hanh may méc, tau xe.

11. TUONG TAC, TUONG KY CUA THUOC:

Twong tac:

Chua duoc nghién ciru.

Twong ky: Do khong c6 céc nghién ciru vé tinh twong ky ciia thude, khong trén 1dn thube nay véi thude
khiéc.

12. TAC DUNG KHONG MONG MUON (ADR):

Trong trudng hop hiém gip di ghi nhin 161 loan tiéu héa nhe (nhw khé miéng, budn nén, dau da day, da

day kich tmg, tiéu chay). Phan (g qua mén rat hiém gip nhu ban hodc khé tha c6 thé xay ra.

Hudng din cich xit tri ADR:
Trudng hop xay ra phan tmg qua mén cin ngimg diéu tri va dén gip béc s3.
Théng bdo ngay cho bac si hodc dwgc si nhitng phan ting cé hai gap phii khi sit dung thuéc.
13. QUA LIEU VA CACH XU TRI:
Tri¢u chitng: Cho dén nay chua ro cac déu hiéu qua lidu hoic ngd doc, khong diung qua lidu chi dinh cua
thude
XiZ tri: theo ddi dé co bién phap xtr tri kip thoi.
14. QUY CACH DPONG GOI: Hop 3 vi hodc 10 vi x 10 vién nang cing.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién bao quin: Noi kho rdo, nhiét d6 dudi 30°C, tranh 4nh sing
Tiéu chuin 4p dung: TCCS.
Han ding: 36 thang ké tir ngay san xuat.
16. TEN, PIA CHI CO SO SAN XUAT:
Nha san xuit: CONG TY CO PHAN DUQGC PHAM TRUONG THO
Pia chi: Chi nhanh Céng ty c¢d phan dugc pham Truong Tho
L6 M1, Pudng N3, khu cong nghiép Hoa X4, phuong Loc Hoa, thanh phd Nam Dinh, tinh Nam Binh
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