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Ha Noi, ngay 19 thang 04 ndm 2022

MAU NHAN HOP THUOC BOT TIEM FABADOLA 300

Rx

THUGC KE BON

Glutathion 300mg -

TIEM TRUVEN TINH MACH

6p 1 lo
thudc bot ha tiem
va 01 6ng dung méi

PHARBACO

Co 50 san xuat:
CONG TY CP DUOC PHAM TRUNG UONG | - PHARBACO
Tru s6: 160 Ton Buc Thang - Hang Bot - Bong Ba - Ha Noi
San xuat tai: Thach Loi - Thanh Xuan - Soc Son - Ha Noi

GMP-WHO

Glutathion 300mg

M@i hop chifa:

01 lo thudc bot pha tiem
Fabadola 300 (glutathion 300mg)
01 6ng dung moi 5minuce cat
pha tiém c6 SPK: VD-23675-15
Nha sén xuét:

GTCP DUGG PHAM TRUNG UONG | - PHARBACO

Chb’ng chi dinh Xin doc

% ch dung hurong dén

Liéu dung str dyng

Cac lhéng fin khac

Bao quéan: Noi kho, duci 30°C
tranh anh séng.

Tiu chudn: TCCS

DE XA TAM TAY CUIA TRE EM

Rx

PRESCRIPTION DRUG

Glutathion 300mg m
v

Box of 1 vial
der for injection

and 0 poule of solvent

PHARBACO

WHO-GMP

Fabadola 300

Glutathion 300mg

Composition: Each box contains:
.01 vial powder for injection
Fabadola 300 (Glutathion 300mg)
.01 ampoule of solvent 5mldistilled
water for injection

Manufactured by:

PHARBACO CENTRAL PHARMAGEUTICAL JSG 'l

Contra-indications
Dosage and
Administration
More informations

Storage: Dry place, below 30°C,
profectrom light.

Read the
Leaflet

Indications
} Insert

Specifications: Manufacturer's.

IKEEP OUT OF THE REACH OF CHILDREN
\FLET CAREFULLY

MAU NHAN ONG 5ml

NUGC CAT TIEM 5mi
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CTCPDPT.U.I - PHARBACO
SPK: VD-23675-15
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Rx

Glutathion 300mg

PHARBACO

MAU NHAN LO

Fahadola 300

THUGC BOT PHA TIEM
Tiém truyén finh mach

CICP DUGC PHAM TRUNG UONG | - PHARBACO
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Thuéc nay chi dimg theo don thuoc

TO HUONG DANSUDUNG THUOC

FABADOLA 3991 ‘ \iﬁ\
"/ CO PHA
(Dung dich sar@qh@ pha G ysai\lflon 300mg/3ml)
IRUNG UONG 1) %)
A /
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PE XA TAMTAYTREEM
DOoC KYHUON@ MSUDLWGTRUO’C KHI DUNG.

Thanh phén céng thirc thube:

*Mbi lo thudc bot pha tiém chira:

Glutathion ( dudi dang bot dong khod Glutathion natri).......... 300mg

*Mbi dng dung méi chira:

NUGC CAL Pha tBM. .. ...eveeeeeeeeiieiieiii et 5ml

Dang bao ché: Thubc bdt pha tiém

Chi dinh:

Thubc chi sir dung dudng tiém truyén tinh mach:

- Giam bach cau do xa tri, viém niém mac miéng do xa tri.

- Dy phong bénh than kinh do didu tri héa chét véi cisplatin va dén xuat platinum.

Cich ding - lidu ding:

Liéu dung:

+ Giam bach ciu do xa tri, viém niém mac miéng do xa tri: Tiém truyén tinh mach chim
gluthation ngay trude khi tién hanh xa tri 15 phat: Liéu ding 1200 mg.

+ Du phong bénh than kinh do diéu tri hoa chit véi cisplatin va dAn xuét platinum: Tiém truyén
tinh mach chdm gluthation trong 15 phut trudc phac dd hoéa tri liéu vai lidu ding 1500 mg - 2400
mg. Lap lai liéu 900 mg - 1200 mg sau ngay tha 2 va thir 5 cua dot didu tri. C6 thé lap lai hang
tuan lidu 1200 mg.

Céch dung:

- Tiém truyen tinh mach: Hoa tan 300mg glutathion trong 3ml nu6e cht pha tiém, sau d6 hoa tan
vao nude mudi sinh 1y hodc dung dich glucose 5% d& duoc 100ml dung dich, truyén nho giot
tinh mach.

Chéng chi dinh: _

Khong dung cho nhiing bénh nhén c6 tién sir mAn cam véi cac thanh phan ciia thube.

Canh bso va thin trong khi ding thude:

- Khéng thiy c6 béo cao vé nhitng luu y ddc biét va canh bao khi sir dung.

- Chi sir dung glutathion theo su chi din cua thdy thudc. Nén hoa tan hoan toan trudce khi st
dung, dung dich phai trong va khong mau. Trong lic pha tiém truyén do glutathion c6 tinh khir,
tuong ky, vé6i cac thanh phén trong dung dich tiém truyén c6 tinh oxy hoa.

- Dbi VOl tré em: chua c6 nghién ciru v& str dung glutathion & tré em, tuy nhién nén thén trong
khi quyét dinh sir dung thubc cho tré em.

Sir dung thudc cho phu nit ¢é thai va cho con bu:

Sir dung thudc cho phu nit ¢6 thai:

Chua c6 céc dit liéu vé nhimng anh huong cua viéc dung thubc dbi voi phu nit mang thai. Do d6
khong dugc su dung thudc cho phu nit mang thai. Chi dung thudc trong thoi ky mang thai khi
thuc su can thiét va sau khi tinh todn k¥ lgi ich/nguy co.

Sir dung thudc cho phu nit cho con bu:

Chua c6 céc dit liéu vé nhing anh huéng cia viéc dung thudc dbi véi phu nit cho con bu. Do d6
khong dugce st dung thudc cho phu nit cho con ba. Chi dung thubc trong thoi ky cho con bu khi
thuc su can thiét va sau khi tinh ton k¥ lgi ich/nguy co.

Anh hwéng ciia thudc 1én kha niing 14i xe, vAn hanh mdy méc:
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Chua thdy c6 thong bao vé anh hudng ctia thudc 1én kha nang 14i xe va van hanh méay méc.
Twong tac, twong ky cia thude:
- Mot s6 thubc co thé anh huodng dén hoat tinh sinh hoc cta thudc : vitamin K3, vitamin B12,
calci pantothenat, acid orotic, cac khang histamin, cac sulfamid va khang sinh nhom tetracyclin.
Trong trudng hop khong cé bao cdo khoa hoc vé su twong hop, khdng duoc tron Glutathion véi
cac thube khac.
- Dung dong thoi glutathion voi paracetamol va rugu cdn c6 thé 1am mét tac dung cua glutathion,
giam kha ning giai doc mot s& hoa chat trong co thé.
Tac dung khong mong mudn cia thude:
- Hiém gdp ADR < 1/1000: phat ban, triéu chimg nay hét sau khi khong dung thude.
Théng bdo ngay cho bdc si hodc duwoc st nhitng phan vmg co hai gdp phai khi sir dung thuéc.
Qua lidu va cach xir tri:
Triéu chimg: Hau nhu khong c6 thong tin nao vé cac tridu chung xay ra khi dung qua lidu
glutathion. Tuy nhién khong nén dung qua lidu chi dinh.
Xir tri: Hién chua tim thdy trong cac tai liéu tham khao duorc.
Pic tinh dwgce lwe hoc:
Nhém dwoc Iy: Thubc giai doc
Ma ATC: VO3AB32.
Glutathion 12 chit chdng oxy hoa va thai trir gbc tur do quan trong nhét, chi yéu nhét ctia té bao.
Phan tng chéng oxy héa cia glutathion dugc thyc hién v4i su tham gia clia cac enzyme
glutathione peroxydase. Glutathion con tham gia vao qua trinh vAn chuyén cac acid amin.
Trong co thé, glutathion dong vai tro sinh ly quan trong:
- Duy tri thé ning oxy héa khir trong té bao. Thé niang oxy hoa khir nay s& quyét dinh dén toc do
cac phan ung enzyme trao dbi chét trong t& bao.
- Khtr ddc va thai trir cac chét doc ndi sinh, ngoai sinh, cac kim loai ning (Pb, Hg, As, Au, )
cac chit gay ung thu (carcinogen) véi su tham gia cla cac enzyme glutathione transferase.

- Tang cudng stc manh cta hé mién dich thong qua diéu khién su ting sinh va biét hoa céc t€ -8 5
bao lympho va dai thuc bao. RREA
- Pidu khién chu ky t€ bao va su biét hoa té bao. DA TF

- Piéu khién su chét theo chwong trinh cta t€ bao (apoptosis).

- Piéu khién su tbng hop va sira sai cac ADN.

- Didu hoa téng hop protein, prostaglandin, leucotrien va céc cytokine.

- Uc ché su sao chép cia cac virus ARN (Influenza virus, Herpes virus, Retrovirus (HIV)).

- Piéu hoa qué trinh van chuyén oxyd nito (NO) trong mach mau (duéi dang nitroso glutathion).
- Van chuyén glucose tir méu vao trong té bao do glutathion tham gia cAu tao yéu t6 dung nap
glucose (GTF: glucose tolerance factor).

- Duy tri tinh 6n dinh hinh thai hdng cau do glutathion c6 tac dung bao vé héng cAu.

- Khoi phuc lai dang khtr cta céac chét chéng oxy héa ngoai sinh (vitamin C, E).

- Béo vé tuyén giap khoi cac tdn thuong trong qué trinh tbng hop T4 —T3.

- Cham ldo héa t& bao va co thé.

Dic tinh dwge dong hoc:

Sau khi tiém tinh mach chdm don doc liéu 600mg, néng do glutathion ting 1én dat dinh
50mmol/l va tr& lai ndng d6 10pmol sau 45 phut. Glutathion hip thu manh vao trong té€ bao,
ndng do tai dinh dat 100mmol/l sau khi ti€ém tinh mach chdm 600mg glutathion 15 phut va sau
30 phut, ndng dd tai phdi 12 6-8mmol/1. Thudc it lién két véi protein huyét tuong.

Thé tich phan bé: 15 lit. Thoi gian bén thai: 7-10 phit. Mot phan nhé glutathion duge dao thai
qua duong niéu dudi dang nguyén thuy hodc duéi dang chuyén héa. Chi mét lugng nho
glutathion bi thity phén thanh cystein, glycin va acid glutamic bang cac enzym dic hiéu va sau
do tai hip thu vao té bao dé téng hop thanh glutathion hosc céc chét sinh hoc khéc.

Quy cach dong goi: '

Hop 01 lo thudc bot pha tiém va 01 6ng dung moi kem 01 t& hudng dan sir dung.

Piéu kién bao quan: Noi khd, dusi 30°C, tranh 4nh sang.



Han dung: 24 thang ké tir ngay san Xuét.
Tiéu chuan chat lwrgng: TCCS
Tén, dia chi ciia co sé sdn xuat:

Cong ty cb phan Dugc pham Trung wong I - Pharbaco
160 Tén Pirc Théng - Hang Bot - Déng Da - Ha Noi
Dién thoai: 024-38454561; 024-38454562 Fax: 024-38237460
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San xuét tai: Thach Lai - Thanh Xuéan - S6c Son - Ha Noi




