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Kich thwéc: 60 mm X 25
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Nhan trén hdp Vinluta 1200 1 lo
Kich thuéc (5.5 x 2.5 x 10.5) cm
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Rx PRESCRIPTION DRUG

VINLUTA 1200

Glutathion 1200 mg

A

VINFHACO

__s. v

LYOPHILIZED POWDER FOR Wy
Box of 5 Iyophilized

m____uz__n_: D-mg
TB, TTTM
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Compositien:

* Each vial iyophilized powder contains
GRnathion... ; 1200 mg
Excipient g 5 . vl

. dosage and
eflects, oiher
_xa«n ‘see the package insent
Storage: Sioee in dry, controlied temperaiue beiow 30T
protect from light
Specification: In - house
“Keap sul af reach of children
Rean insert paper caretally u-k.- i
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Mau nhan hop Vinluta 1200 5 lo

Kich thugc: 168 mm X 72 mm X 70 mm.

Rxtuudc sin Heo oon

VINLUTA 1200

Glutathion 1200 mg
._.w. ™M

BOT DONG _n_._o PHA TIEM
Hip 5 lp bt dbng khd

Cang thitc: Cha 1 o bdt dong khd pha ugm
Ghitathion. ... fri 1200 mg
T4 dugr: vila ol i Ty

Chi dinh, chéing chi dinh, lifu deng, cich ding, thin trgng,
tic dyng khing moag mudn, ede ihang ta khac:

Xin gt 10 huaing din sd dung

Bao quin: No khos ro. phigt db dui 30°C. rdnh dnh sing
Tigu chudn: TCCS

“Dé xa thm tay tré em
Dge ky hudng din sd dyng truee ki ddng”
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Rx PRESCRIPTION DRUG

VINLUTA 1200 %

Glutathion 1200 mg 0 B

A

VINPHACD

Glutathion 1200 mg
T8, TTTM &
CONG TY CP DUC PHAM VINH PHOC =
VINPHACD E

HD:

Miu nhan hop Vinluta 1200 10 lo
Kich thudc: 168 mm X 72 mm X 70 mm.

Compasition: Roxtuuic sin tHEO BoN
* Each vial lyophilized powder containg
Gluathign 1200 mg
Excipignt g5 . ol 1 vt

dosage and
precautions, ndesirable efects. olher injormation:
Please sbi the package mgest
Storage: Store wn dry. controlled temperal

Glutathion 1200 mg

prodecy from hgnt - qm _ — _g
Specitication: In - house 1 ¥

« halify F5 7

Read insert gaper g Aol usioy” ___..I;.u_ !

BOT DONG KHO PHA TIEM
Hip 10 Io bdt ddng khd

VINLUTA 1200

S

Caing thite: Cho 1 I bt ddng kha pha fibm
Glutathion 1200 myg
T dugc virs 4 1lg

Chi dinh, chaing chi dinh, ligu ding, cich duny, kdn rgng,
féc dyng khdng mong mudin, céc IOng tin khic:

Xin doc ta huiing ddn sit dyng

Bio quia: Noi khi rao, nhigt &b dui 30°C. trinh dah sing
Tidu chudia: TCCS

“Bd xa tim tay iré em
Doc ky hudng din su dyng trude khi dung”
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Ngi dung to huwdng déan sir dung thuée Vinluta 1200 cho cdn bpyté

Tén thube: " b

/ N VINLUTA 1200
S 24 CONG J O
Thank phan-eauitaol cia thude:

=

Cho 0 k@ﬁ’ﬂ‘«fé&% *
Dugeghat: Glutathion.....................ouuee..... cereeen 1200 mg
Td duege:-Manit , natri hydroxyd .......ccccocoeerererereenene. vd 1 lo
Cho 01 6ng dung méi pha tiém:
Nudc cét pha tiém .. s, 19
Dang bao ché: Bot dong kho pha tiém
Quy cach dong goi:

Hop 01 lo bot dong kho va 1 dng dung méi pha tiém.

Hop 05 1o bot dong kho.

Hop 10 lo bt dong kho.

Dwge lwe hoc:

Ma ATC: VO3AB32

Glutathion 1a mot tripeptid ngi sinh c6 mat trong tit ca cac té bao dong vat, dugc tdng hop tir 3
amin 1a cystein, glutamic va glycin. Glutathion ¢6 tac dung nhu mot chit chéng oxy hoéa manh
nht trong co thé, bao vé céc té bao bj tén thuong do anh hudng cua cac chit doc va mdi trudong
ndi bao (nhur cac gbe tu do, phan tmg oxy héa trung gian). Céc nghién ciru tién 1am sang va lam
sang da chimg minh vai trd bao vé cua glutathion trong nhiéu bénh ly gay tén thuong té bao nhu
héa tri liéu cac thudc doc té bao, viém gan, ngd ddc...; Tang cuong hé mién dich chdng lai cac
bénh nhiém khuén va bénh ung thu.

Co ché tac dung: _
Trong co thé, glutathion tdn tai dudi 2 dang: Dang Reduce (GSH) hay con goi dang khir va dang | \
oxy hoa (GSSG). Khi co thé bi tac dong boi cac chét doc hodc ty san xudt ra céc phén tir gbe tu |
do, san phadm phu ctia qua trinh chuyén hoa nay gy tdn hai cho té bao. Do Reduce L - Glutathion

¢6 nhém hoat dong thiol (-SH) nén 1a chét cho dién tir trong cdc phan tng oxy ho4 khir véi cac
phan tir gbc tu do, trong qua trinh ndy GSH chuyén thanh dang bi oxy hod (GSSG). Mit khac,
GSH ciing ¢6 thé duoc tai sinh lai tir GSSG boi cac enzym Glutathion Reductase (GSR) va
NADPH, cir mdi phan tng gitta GSSG véi NADPH thi 2 phan tir GSH hinh thanh lai va tiép tuc
qué trinh thu gom manh mé& céc phén tir gbc tw do gdy ton thuong, doc hai cho cac té bao trong co
thé.
Dwge dong hoc:

Thé tich phan b 1a 15 lit, thoi gian ban thai cua thube 1a 7 - 10 phut. Khi tiém 1 liéu don doc
600 mg tinh mach, sau 30 phut, ndng do glutathion trong huyét tuong tang 1én dat dinh 50 mmol/l
va tr&s lai ndng d co s sau 45 phut. Nong ¢ GSH trong phéi phai tang t6i dinh 100 mmol/l
trong vong 15 phut va trd lai trang thai ban ddu sau 30 phut. Phan 16n cac té bao biéu md hap thu
truc tiép GSH vao trong té bao. Mot phan nho glutathion dugce dao thai qua nuéce tiéu dudi dang
chua chuyén héa hodic dudi dang céc chét ¢6 chira nhém thiol.
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trén thin kinh cta xa trj va cta céc héa chit didu tri ung thu bao gdm
oxaplatin, 5 - fluorouracil, carboplatin.

y ngan: Phéi hop cac thude diéu tri ng dc thuy ngan dic hiéu nhu

- sulfonat vameso - 1,3 - dimercaptosuccinic acid véi tiém truyén

- H{ tro trong dleu tri xo gan do rugu, xo gan, viém gan do virus B, C, D va gan nhiém mé&: Gitip
cai thién thé trang cua bénh nhén va cac chi sb sinh héa nhu bilirubin, GOT, GT ciing nhu giam
MDA va ton thuong té bao gan 3 rét.

- HG trg diéu tri v6 sinh & nam gidi: Tiém bép glutathion kéo dai trén hai théng gitp cai thién vé
hinh thai hoc va sy di chuyén cua tinh tring.

Liéu dung - cich dung:

Cich dimng: Tiém truyén tinh mach hodc tiém bép.

Tiém truyén tinh mach: Hat 10 ml nuéc cit pha tiém vao 01 lo bot déng khd Vinluta 1200, lic
déu dén tan hoan toan. Sau d6 pha loing dung dich nay vao 100 ml dung dich NaCl 0,9% hoic
glucose 5% dé truyén tinh mach.

Tiém bap: Hat 10 ml nudc cét pha tiém vao 01 lo bdt dong khd Vinluta 1200, lic déu dén tan
hoan toan. Sau d¢, ding dung dich nay dé tiém bép.

Chu y: Dung dich tiém rat d& bj oxy héa, nén tiém thudc ngay sau khi hoa tan trong dung méi
hodc trong vong t6i da 24 gid sau khi pha.

Liéu ding:

- H3 tro 1am giam ddc trong xa tri va truyén hoa chit diéu tri ung thu: Trude 15 phut khi thuc
hién hoéa tri, xa tri, tién hanh tiém truyén tinh mach glutathion trong 15 phut véi lidu 1500 mg
glutathion/m? dién tich bé mat co thé, pha trong 100 ml dung dich NaCl 0,9%. Trong cac ngay
thir 2 dén ngay thi 5, lidu s dung 600 mg/ngay tiém bip. Ddi v6i héa tri bing CTX
(cyclophosphamid), sau khi diéu tri CTX, nén sir dung Vinluta 1200 dudng tinh mach ngay dé
giam thiéu tdn thuong dudmg tiét niéu do thudc. DSi voi hoa tri bing cisplatin, lidu ding cua
glutathion khong nén quéa 35 mg/mg cisplatin dé tranh anh hudng dén hiéu qua diéu tri.

- HY trg suy giam chirc niing gan:

+ Viém gan do virus: 1200 mg/lan/ngay, tiém truyén tinh mach trong 30 ngay.

+ Gan nhiém m&: 1800 mg/lan/ngay, tiém truyén tinh mach, tir 14 - 30 ngay.

+ Viém gan do rugu: 1800 mg/lan/ngdy, tiém truyén tinh mach, tir 14 - 30 ngay.

+ Viém gan do thudc: 1200 - 1800 mg/lan/ngay, tiém truyén tinh mach, tir 14 - 30 ngay.

- H§ tro diéu tri v sinh & nam gi6i: Tiém bép véi liéu 1200 mg/lan/ngay.

- Céc chi dinh khac: Sir dung tiém truyén tinh mach véi lidu 1200 mg/lan/ngay hodc theo chi dinh
cuia béc si didu tri.

Bénh nhan c6 suy gidm chiic ning gan, than: Chua c6 thong tin nghién ciru hiéu chinh lidu trén
céc dbi twong nay, vi vy cin sir dung thén trong.

Chéng chi dinh:

Qua mén véi glutathion hodic véi bét cir thanh phin nao cta thudc.

Cic truomg hop thin trong khi dung thubc:

o
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Pilnite 5 thai | \¢
Chua thdy c6°bdo/c

_ a0 cho thiy mirc d6 an toan cua viéc sir dung glutathion cho phu nir thoi
VINH PHUC /
u

ion c6 trong thanh phan ty nhién cua co thé. Vi véy, khong nén sir dung

Chua thdy c6 bdo céo nao cho thdy mirc d6 an toan cua viée sir dung glutathion cho phy nir thoi
ky cho con bu. Vi vay, khong nén sir dung thudc cho dbi tuong nay.
Ngwoi van hanh mdy moc, dang ldi tau xe, nguwoi lam vi¢c trén cao va cdc truong hop khdc:
Khong c6 anh huong.
Twong tac thude:
San phiim nay khong nén sur dung két hop véi vitamin Bja, Vitamin Ks, aquinon, calpanat,
saratin, cac thude khang histamin, sulfonamid va economycin.
Céc thude trén tuong tac v6i glutathion c6 thé lam giam nhimg téc dung cia glutathion, giam kha
nang khir doc hoa chét nao d6 trong co thé.
Téc dung khong mong mudn (ADR):
C6 thé xay ra cac phan tng di ing (nhung rt hiém gip): da ndi mé day, phat ban, hoic ngira da.
“Théng bdo ngay cho bdc si hodc dwoc si nhiing tic dung
khong mong muén gdp phdi khi sic dung thuoc”
Qui lidu va cich xir tri:
Chua théy c6 bdo cdo vé hau qua do viéc ding qué lidu glutathion.
Liéu cao 5g glutathion trén bénh nhén ung thu van chua xac dinh dugc dgc tinh.
Cic du hiéu cin lwu ¥ va khuyén cdo:
“Thube nay chi ding theo don ciia béc si”
“Pé xa tim tay tré em”
“Pgc ky hwéng din sir dung truwée khi dung”
Piéu kién bio quan: Noi kho réo, nhiét dd dudi 30°C, tranh anh sang.
Han dung:
+ Lo bot dong kho: 36 thang ké tir ngay sin xuat.
+ Ong dung moi pha tiém: 48 thang ké tir ngay san xuat.
+ Lo bot dong kho sau khi pha trong dung mdi pha tiém: 24 gi¢ sau khi pha.
Tiéu chuin dp dyng: TCCS
Tén, dia chi co s& sin xudt:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thén Méau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
Ngity xem xét sira ddi, cip nhdt lai ndi dung hwéng din sir dung thube: Ngay/thang/nam

v
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VINLUTA 1200
“Thubc nay chi ding theo don ciia bdc si”
“Dé xa tam tay tré em”
“Doc kj hwéng din sir dung trwde khi ding”
“Théng bdo ngay cho bdc st hodc dwgc si nhitng tic dung khong mong muén

gdp phii khi sic dung thudc”

Thanh phin ciu tao cia thube:
Cho 01 lo bot dong kho:

Duege chdt: Glutathion.............oeveveeeeeeeeeeeeeeeeeeseesnenenn. 1200 mg

Ta dugc: Manitol, natri hydroxyd ........ccoeeeveeveereevinneeneene. vd1lo
Cho 01 éng dung méi pha tiém:

NUGC CAt Pha M ....eoveeeveveesseeeeeeseenessesseeneennens VA 10 ml
M3 ti san phim
Dang bao ché: Byt dong kho pha tiém
Hinh thue:
- Lo bot dong kho: Khéi bt dong khd mau trdng hodc tréng nga, dugc dong trong lo thuy tinh
trung tinh, ddy kin bing nit cao su, lién nip nhom bén ngoai.
- Ong dung mdi pha tiém: Dung dich trong, déng dng thuy tinh han kin, khong ran nitt, khong
den dau.
Quy cach dong goi:
Hop 01 lo bot dong kho va 1 ng dung méi pha tiém.
Hop 05 1o bot dong khd.
Hop 10 lo bot ddng kho.
Thubc dung cho bénh gi
- H3 tro 1am giam doc tinh trén thin kinh ctia xa tri va ctia céc hoa chét diéu tri ung thu bao
gdm cisplatin, cyclophosphamid, oxaplatin, 5 - fluorouracil, carboplatin.
- H3 trg diéu tri ngd doc thiy ngan: Phdi hop cac thude diéu trj ngd ddc thity ngan dic hidu nhu
2,3 - dimercaptopropan - 1 - sulfonat va meso - 1,3 - dimercaptosuccinic acid véi tiém truyén
glutathion va vitamin C liu cao lam giam ndng do thuy ngan trong mau.
- HO trg trong diéu tri X0 gan do rugu, xo gan, viém gan do virus B, C, D va gan nhiém md:
Gitip cai thién thé trang ctia bénh nhén va céc chi sd sinh héa nhu bilirubin, GOT, GT ciing nhu
giam MDA va tén thuong té bao gan rd rét.
- H§ tro diéu tri vo sinh & nam gi6i: Tiém bip glutathion kéo dai trén hai thang gitp cai thién vé
hinh thai hoc va sy di chuyén cua tinh tring.
Nén dung thubc nay nhw thé nao va lidu lwgng
Cich ding: Tiém truyén tinh mach hogc tiém bip.
Tiém truyén tinh mach: Hat 10 ml nuéce cét pha tiém vao 01 lo bot dong kho Vinluta 1200, lic
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déu dén tan ho Sau d6 pha loang dung dich nay vao 100 ml dung dich NaCl 0,9% hoic
glucose ; {Thh mach.
Tiém WY H&ffiﬁ n‘ﬂ wd cit pha tiém vao 01 lo bot dong khd Vinluta 1200, lic déu dén tan

CO PHAN \: : i ’
Sa@@mﬁm g dich nay dé tiém bip.

Chu y: D i ‘Hﬁ:ﬁ"ﬂéyﬁ cle bi oxy hoa, nén tiém thudc ngay sau khi hoa tan trong dung moi
Py

ong 101 d

Liéu ding:
- H3 trg 1am giam ddc trong xa tri va truyén héa chét diéu trj ung thu: Trude 15 phut khi thuc
hién héa tri, xa tri, tién hanh tiém truyén tinh mach glutathion trong 15 phut véi liéu 1500 mg
glutathion/m? dién tich bé mit co thé, pha trong 100 ml dung dich NaCl 0,9%. Trong céc ngay
thtr 2 dén ngay tht 5, lidu sir dung 600 mg/ngay tiém bip. Pbi voi héa tri bing CTX
(cyclophosphamid), sau khi diéu tri CTX, nén st dung Vinluta 1200 duong tinh mach ngay dé
gidm thiéu ton thuong duong tiét nidu do thudc. Di v6i héa tri bing cisplatin, lidu ding ctia
glutathion khong nén qua 35 mg/mg cisplatin dé tranh anh hudng dén hiéu qua diéu tri.

- HO trg suy giam chirc ning gan:

+ Viém gan do virus: 1200 mg/lan/ngdy, tiém truyén tinh mach trong 30 ngay.

+ Gan nhiém m&: 1800 mg/lan/ngay, tiém truyén tinh mach, tir 14 - 30 ngay.

+ Viém gan do ruou: 1800 mg/lan/ngay, tiém truyén tinh mach, tir 14 - 30 ngay.

+ Viém gan do thudc: 1200 - 1800 mg/ldn/ngay, tiém truyén tinh mach, tir 14 - 30 ngay.

- H3 trg diéu trj v sinh & nam gi¢i: Tiém bip vai lidu 1200 mg/lan/ngay.

- Céc chi dinh khac: St dung tiém truyén tinh mach véi liéu 1200 mg/lan/ngay hoic theo chi
dinh cua bac si diéu tri.

Bénh nhén c6 suy giam chirc nang gan, than: Chua c6 théng tin nghién ctru hiéu chinh liéu trén
céc ddi tuong nay, vi vy cin sir dung than trong.

Khi nao khong nén dung thudc nay

Qua min véi glutathion hogic véi bt cir thanh phin nao cta thudc.

Téac dung khong mong mudn (ADR)

C6 thé xay ra céc phan tmg di tmg (nhung rét hiém gip): da ndi mé day, phat ban, hoic ngira
da.

Nén tranh dung nhirng thudc hodic thyc phim gi khi dang sir dung thubc nay

San phém nay khong nén sir dung két hop véi vitamin By, Vitamin K3, aquinon, calpanat,
saratin, cac thudc khang histamin, sulfonamid va economycin.

Céc thudc trén twong téc véi glutathion c6 thé 1am giam nhimg tic dung cia glutathion, gidm
kha niing khir d6¢ hoa chét nao do trong co thé.

Cin lam gi khi mgt lin quén khong dung thubce

Khi quén dung thudc, lidu tiép theo duoc dung nhu trong chi dinh. Khong ding tang lidu khi
quén dung thube.

Cin bio quén thubc nay nhwr thé nao

Noi khé rdo, nhiét do duéi 30°C, tranh 4nh séng.

Nhirng d4u hiéu va tri¢u chirng khi dung thudc qua licu

<
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Chua thiy ¢6 bdo cdo vé hiu qua do viéc ding qué licu glutathion.

Phu ni¥ co thai
Chura thdy c6 béo céo nao cho thdy mirc d§ an toan cia viéc sir dung glutathion cho phu nir thoi
ky mang thai du glutathion c6 trong thanh phan ty nhién ctia co thé. Vi vay, khong nén sir dung
thude cho dbi tugng nay.
Phu nit cho con bu
Chua thdy c6 b4o cdo nao cho théy murc d§ an toan cua vi¢c sir dung glutathion cho phy nir thoi
ky cho con bi. Vi vdy, khong nén sir dung thudc cho dbi twong nay.
Nguwoi van hanh mdy mdc, dang ldi tau xe, ngwoi lam viéc trén cao va cdc truwong hop khdc:
Khoéng ¢6 anh huong.
Khi nao cin tham vin béc si, dwge si
Khi gap céc tac dung khéng mong mudn ctia thude, can tham van béc s, duge si.
“Néu cin thém thong tin xin héi y kién béc si hodc dwge si”
Han ding ciia thude
+ Lo bot dong khé: 36 thang ké tir ngdy san xuét.
+ Ong dung mdi pha tiém: 48 théng ké tir ngay san xuét.
+ Lo bot dong kho sau khi pha trong dung moéi pha tiém: 24 gi¢ sau khi pha.
Tén, dia chi ciia co sé san xuit
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Méu Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuac
Ngay xem xét sira ddi, cAp nhit lai ndi dung hwémg din sir dung thude: Ngay/thang/nim
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