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Nhan trén hop Vinphacetam 1,2g H ’ -
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Mau nhan hép Vinphacetam 1.2g
Kich thugc: 190 mm X 125 mm X 121 mm
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Nhan trén 6ng thudc tiém Vinphacetam 1,2 g
Kich thutc: 45 mm X 30 mm

Vinphaceta

HUC /

DUQC PHAM
VINH P

Vinphaceta .26 Vinphacetam 1.

Composition:

Vinphacetam 1,2g

Cong thde: Cho 1 Gng 6 ml;

T_Hmﬂﬂwﬂa .— .Nﬂ \ms Exciplents, water for injection nmm_ _._._"__ ﬁ_ﬁﬂﬂﬂ_—ms A _Nﬂ \m—:_ T dugc, nubic ¢t pha tm vd..... M m:m_
n Indication, contraindication, dosage and administration,
:.3. _< ! ___..BE__.__“_.-.._N:._-U__E—__-S-:-E.“-E“_ _=__5._=”_§_, " .:u_ ._‘._“3 _D

Chi dinh, chBng chi dinh, lifu diing, cdch ding, thdn trong,
téc dyng khdng mong mutin, cdc théng tin khac:

Xin doc 1 huting dln sit dyng.

Bdo qudn: Nk khd réo, nhigt do dudi 30°C, trinh dnh séng.
Tigu chufin: TCCS.

DF xa tdm tay tré em.
Boc kf mudng ddn si dyng trwde khi ding.

Please see the package Insar, _ﬁL
Storage: Store In dry, controlled temperature below 30°C, (
protect from light | @ @ 7
Specification: In - house. m ' £

Hop 10 vl x 5 dng x 6 ml
Dung djch tidm

|
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Box 10 blisters x 5 ampoules x 6 m|

VINPHACD Solution for injection Keap out of reach of children. VINPHACO

Read insert paper carefully before using
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m& huwéng dan sir dung thuébc Vinphacetam 1,2 g cho nguwoi bénh

CONG TY f‘o
s[ COPHAN |:
&\ DUQC PHAM |
VINH pHuc{;\éJ

VINPHACETAM 1,2G
“Thudc nay chi ding theo don ciia bdc si”
“Doc ky hudng din sir dung trude khi ding”
“Dé xa tim tay tré em”
“Théng bdo ngay cho bdc si hogic dwgc st nhiing tic dung khong mong muén
gdp phai khi sir dung thuéc”

Thanh phin, ham lwgng cia thube
Cho 1 éng thudc tiém 6 ml:

Durge chdt: PIracetam..................cccueeeeeveeeeeeeeeeseeoeeeee) 12¢

Td duoc: Natri acetat.3H0, propylen glycol, nuée cit pha tiém..... vd 6 ml
M5 ti san phim
Dang bao ché: Dung dich tiém
Hinh thirc: Dung dich trong, d6ng trong dng thiy tinh han kin, khéng ran nit, khong den dau.
Quy ciach dong géi
Hop 2 vix 5 6ng x 6 ml
Hop 10 vi x 5 éng x 6 ml.
Thudc dung cho bénh gi
Rung giat co ngudn gdc vo ndo
Thiéu mau ndo
Sa sut tri tu¢ & nguoi gia
Chung kho doc ¢ tré nho
Chéng mat.
Nén dung thudc nay nhw thé nao va liéu lwgng
Piracetam ding dudng tiém tinh mach hodc tiém bép chia déu ngay 2 1in hoic 3 - 4 lan. Liéu
thudng dung 1a 30 - 160 mg/kg/ngay, tly theo chi dinh. Ciing c6 thé ding thudc tiém dé udng
néu nhu phai ngimg ding dang tiém.
Trudng hop ning, ¢ thé tiang lidu 1én t6i 12 g/ngay va dung theo dudng truyén tinh mach.
Piéu tri dai ngay cc hdi chimg tdm thin thyc thé & ngudi cao tudi: 1,2 - 2,4 g/ngay, tly theo
timg trudmg hop. Liéu c6 thé cao t6i 4,8 g/ngdy trong nhing tudn dau.
Suy giam nhén thirc sau chin thwong nio (c6 kém chong mit hodc khéng): Liéu ban diu1a 9 -
12 g/ngay; liéu duy tri 1 2,4 g/ngay.
Piéu tri rung giat co: 7,2 g/ngdy, chia lam 2 - 3 lan. Tly theo dap tmg, cir 3 - 4 ngay mot l4n,
tang thém 4.8 g/ngdy cho t6i lidu tbi da 1a 24 g/ngay. Sau khi da dat lidu t6i wu ctia piracetam,
nén tim cach giam lidu cia cac thude ding kém. Khong st dung cho tré dudi 16 tudi.
Can hiéu chinh liéu & bénh nhan suy gan, than:

Cler 50 - 79 ml/phut: Dang 2/3 lidu binh thudng, chia thanh 2 - 3 1an/ngay.
Cler 30 - 49 ml/phut: Dung 1/3 lidu binh thudng, chia thanh 2 lan/ngay.
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Nguoi bénh suy gan néng.

Chay mau ndo.
T#c dung khéng mong muén
Thuong gap, ADR > 1/100

Toan than: Mét moi.

Tiéu hoa: Budn nén, nén, ia chay, dau bung, truéng bung.

Thén kinh: Bdn chdn, d& bi kich dong, dau diu, mat ngd, ngt ga.
It gap, 1/1000 < ADR < 1/100

Toan than: Chong mt, tdng can, suy nhuoc.

Thén kinh: Run, kich thich tinh duc, céing thing, ting van dong, trdm cam.

Huyét hoc: Réi loan d6ng mau hozic xuét huyét nang.

Da: Viém da, ngira, may day.
Huéng din cdch xir tri ADR

C6 thé giam nhe cdc ADR ciia thude bing cach giam liéu
Nén trinh ding nhirng thudc hoiic thwe phém gi khi dang sir dung thudc nay

Vin c6 thé tiép tuc phuong phap didu tri kinh dién nghién ruou (céc vitamin va thude an
than) trong trudng hop ngudi bénh bi thiéu vitamin hodic kich dong manh.

Da c6 mot trudmg hop c6 tuong tac giira piracetam va tinh chét tuyén giap khi dung ddng
thoi: Li 13n, bi kich thich va ri loan gi4c ngu.

O mét ngudi bénh thoi gian prothrombin dd dugc 6n dinh bing warfarin lai ting 1én khi
dung piracetam.
Cin lam gi khi mt lin quén khong ding thudc

Khi quén ding thude, lidu tiép theo dugc dung nhu trong chi dinh. Khéng dung ting liéu
khi quén diang thube.
Cin bio quén thudc nay nhw thé nao

Noi kho réo, nhiét do dudi 30°C, tranh dnh séng.
Nhirng déu hi¢u va tri¢u chimg khi diung thube qua lidu

Liu rit cao 1én t6i 75 g chua cé biéu hién doc tinh.
Cin phai lam gi khi ding thude qua liéu khuyén cdo

Khong c6 thube giai doc dic hidu, cha yéu 12 hd trg bién chimg néu xay ra qua lidu.
Nhirng diéu cin thin trong khi ding thubc nay

Vi piracetam dugc thai qua than, nén thoi gian ban thai cta thude ting 1én lién quan tryc
tiép voi mirc do suy than va Cle. Cén rét than trong khi dung thube cho nguoi bénh bi suy
than. Cén theo ddi chirc niing than & nhimg ngudi bénh nay va ngudi bénh cao tudi.
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hin Trong tr&s enh nhan loet da day, co tién sir dot quy do xudt huyét, dung cung céc
ON
G g% gﬁgyﬁnﬂ‘ do téng nguy co gay chay mau. Than trong trong cac phau thudt 16n do

'U

Phu ni¥ cho con bu:

Khong nén dung piracetam cho ngudi dang cho con ba.

Nguwoi vin hanh mdy mdc, dang lii tau xe, ngwoi lam viéc trén cao va cdc truwong hop
khdc:

Thudc ¢6 thé gdy mdt sb tac dung khong mong mudn nhu chéng mit, kich dong, dau dau.
Do d6 khong nén lai xe, van hanh may moéc hay lam viéc trén cao khi gdp tdc dung khéng
mong mudn cia thude.
Khi nio cin tham vin béc si, dwoe si

Khi gip céc téc dung khong mong mudn cua thudc, cin tham van béc si, duge si.

“Néu cin thém thong tin xin héi y kién béc si hodic dwoc si”
Han ding cia thude
36 thang ké tir ngay san xuét
Tén, dia chi ctia co sé sin xuét
CONG TY CO PHAN DUQC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
PT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc

Ngay xem xét sira dbi, cip nhit lai ndi dung hwong din sir dung thube: Ngay/thang/nam
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Td duge: Natri acetat.3H20, propylen glycol, nuéc cit pha tiém..... vd 6 ml.

Dang bao ché: Dung dich tiém
Quy cach dong goi:
Hop 2 vix 5 6ng x 6 ml
Hop 10 vi x 5 6ng x 6 ml
Dwge lue hoce:
Ma ATC: N06BX03
Piracetam (din xuét vong cia acid gamma amino - butyric, GABA) dugc coi 1a mot chét c6
tac dung hung tri (cai thién chuyén héa cua té bao thin kinh) mac di con chua biét nhiéu vé
cée tac dung dic hiéu ciing nhu co ché tac dung ciia né.
Piracetam tic dong lén mot sb chit din truyén than kinh nhu acetylcholin, noradrenalin,
dopamin... Diéu nay c6 thé giai thich tac dung tich cuc ciia thudc 1én su hoc tap va cai thién
kha néng thyc hién céc test vé tri nhé. Thude 6 thé lam thay dbi sy din truyén than kinh va
gbp phan cai thién méi truong chuyén hoa dé céc té bao than kinh hoat dong tdt. Trén thyuc
nghiém, piracetam c6 tac dung bao vé chdng lai nhimg réi loan chuyén hoéa do thiéu mau cuc
bo nhd lam ting dé khang cta ndo di voi tinh trang thiéu oxy. Piracetam lam ting su huy
dong va sur dung glucose ma khong 1¢ thudc vao su cung céip oxy, tao thuan lgi cho con
dudng pentose va duy tri téng hop ning lugng & ndo. Piracetam ting cudng ty 1& phuc hdi
sau ton thuong do thiéu oxy bing cach ting su quay vong cua cdc phosphat vo co va giam
tich tu glucose va acid lactic. Trong diéu kién binh thudng ciing nhu khi thiéu oxy, piracetam
lam ting luong ATP trong ndo do ting chuyén ADP thanh ATP; didu ndy c6 thé 1a mot co
ché dé giai thich mot sb tac dung c6 ich cua thubc. Tac dong 1én sy dan truyén tiét
acetylcholin (1am ting giai phong acetylcholin) ciing c6 thé gép phan vao co ché tic dung
cta thube. Thude con ¢6 tac dung lam ting giai phong dopamin va diéu nay c6 thé co tic
dung tdt 1én sy hinh thanh tri nhé. Thube khong c6 tac dung gy ngu, an than, hdi strc, giam
dau, an than kinh hozc binh than kinh ciing nhu khong c6 tac dung ciia GABA.
Piracetam lam giam kha nang két tu tidu cdu va giam dd nhét cia méu & lidu cao. Thude c6
tac dung chéng giét rung co.
Duwoc dong hoc:

Sau khi tiém, piracetam ngdm vao tat ca cdc mod va c6 thé qua hang rdo mau - ndo, nhau
thai va ca cac mang dung trong thm tich than. Thé tich phan bd khoang 0,6 lit/kg.
Thube ¢6 ndng d cao & vo ndo, thiy tran, thiy dinh va thiy chim, tiéu ndo va cac nhan
ving day. Thoi gian béan thai trong huyét trong 12 4 - 5 gio. Thoi gian ban thai trong dich néo
tiy khoang 6 - 8 gid. Piracetam khdng gin vao cic protein huyét twong va duge dio thai qua
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Sa sut tri tu¢ & nguoi gia
Ching kho doc ¢ tré nho
Chong mat.

Liéu dung - cich dung:

Piracetam dung dwodng tiém tinh mach hodc tiém bép chia déu ngay 2 14n hodc 3 - 4 lan.
Liéu thuong dung 1a 30 - 160 mg/kg/ngay, tiy theo chi dinh. Ciing c6 thé ding thudc tiém dé
udng néu nhu phai ngimg ding dang tiém.

Truong hop nang, c6 thé ting liéu 1én t6i 12 g/ngay va dung theo dudng truyén tinh
mach.

Pidu tri dai ngay cac hdi chimg tdm thin thuc thé & nguoi cao tudi: 1,2 - 2,4 g/ngay, tiy
theo tirng truong hop. Liéu c6 thé cao t6i 4,8 g/ngay trong nhitng tudn dAu.

Suy giam nhan thirc sau chén thuong ndo (c6 kém chong mit hodc khong): Liéu ban déu
149 - 12 g/ngay; lidu duy tri 12 2,4 g/ngay.

Diéu tri rung giat co: 7,2 g/ngdy, chia lam 2 - 3 lan. Ty theo dép tng, ctr 3 - 4 ngay mot
lan, ting thém 4,8 g/ngay cho toi lidu tbi da 1a 24 g/ngay. Sau khi da dat liéu toi wu cua
piracetam, nén tim cach giam lidu cua céc thubc ding kém. Khong sir dung cho tré dudi 16
tudi.

Can hiéu chinh liéu & bénh nhéan suy gan, than:

Cler 50 - 79 mI/phut: Ding 2/3 lidu binh thuomg, chia thanh 2 - 3 1dn/ngay.

Cler 30 - 49 ml/phut: Dung 1/3 lidu binh thudng, chia thanh 2 1an/ngay.

Cle 20 - 29 ml/phut: Ding 1/6 lidu binh thuong, 1 1an/ngay.

Khong dung thudc néu mire loc cdu thin < 20 ml/pht.

Chéng chi dinh:

Man cam véi bét cir thanh phan nao cua thube.

Ngudi bénh suy than ning (Cle < 20 ml/pht).

Ngudi mic bénh mua gi4t Huntington.

Nguoi bénh suy gan nang.

Chay mau ndo.

Cic trudng hop thin trong khi dung thude:

Vi piracetam dugc thai qua than, nén thoi gian ban thai cia thude tang 1én lién quan truc
tiép v6i mirc o suy thdn va Cle.. Cin rét than trong khi ding thudc cho ngudi bénh bi suy
than. Cin theo ddi chirc nang than & nhing ngudi bénh nay va ngudi bénh cao tudi.

Trénh ngimg thudc dot ngdt & bénh nhin rung giat co do nguy co gdy co giat.

Thén trong trén bénh nhan loét da day, cé tién sir d6t quy do xuét huyét, dung cing cic
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u do tdng nguy co gy chay mau. Thén trong trong céc phiu thuft 16n do
airdng mau tiém tang, piracetam gay trc ché két tap tiéu ciu.

Nguwoi vin hanh mdy méc, dang ldi tau xe, nguoi lam vige trén cao va cdc truwong hop
khdc:

Thudc ¢6 thé gay mot sb tac dung khong mong mudn nhu chéng mit, kich dong, dau dau.
Do d6 khong nén lai xe, van hanh may moéc hay lam viée trén cao khi gép tdc dung khong
mong mudn ctia thude.

Twong tic thude:

Vian ¢6 thé tiép tuc phuong phap didu tri kinh dién nghién ruou (cic vitamin va thude an
th?in) trong truong hop ngudi bénh bi thiéu vitamin hozc kich déng manh.

Di c6 mdt truomg hop b twong téc gitra piracetam va tinh chét tuyén giap khi ding dong
thoi: La 13n, bi kich thich va rdi loan gidc nga.

O mdt nguoi bénh thoi gian prothrombin da duge én dinh bing warfarin lai tang 1én khi ding
piracetam.

Téc dung khong mong mudn (ADR):

Thuong gap, ADR > 1/100

Toan than: Mét mai.

Tiéu hoa: Budn ndn, ndn, ia chay, dau bung, truéng bung.

Than kinh: Bdn chdn, dé b kich dong, dau dau, mat ngu, ngl ga.

It gap, 1/1000 < ADR < 1/100

Toan than: Chéng madt, tang cén, suy nhuoc.

Thaén kinh: Run, kich thich tinh duc, cing théng, tang van dong, trdm cam.

Huyél hoc: Réi loan déng méu hodc xuét huyét nang.

Da: Viém da, ngira, may day.

Huwéng dan cich xir tri ADR
Cé thé giam nhe cdc ADR ctia thube bing cach giam liéu.
“Théng bdo ngay cho bdc si hodc dwoc si nhitng tic dung
khong mong muon gp phii khi siv dung th uoce”
Twong ky: Chua c6 thong tin
Qua liéu va cich xir tri:

Lidu réit cao 1&n t6i 75 g chua c6 bidu hién doc tinh. Khong ¢6 thude giai doc dic higu,
chut yéu 14 hd tro bién chimg néu xay ra qué lidu
Céc diu hiéu cin lru ¥ va khuyén cio:

“Thube nay chi dung theo don ciia bic si”
“Pé xa tim tay tré em”
“Poc kj hwong din sir dung trwée khi dung”

weir a4
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Diéu klgan bio quan Noi khd réo, nhlet do dudi 30°C, tranh 4nh sang.

Puong Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774
Pia chi nha may: Thon Méau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
Ngay xem xét sira ddi, cip nhat lai ni dung hwéng din sir dung thudc: Ngay/thang/nim
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