https://trungtamthuoc.com/

CP DUGC

VAT TUY TE
HA NAM

HUONG DAN SU DUNG



https://trungtamthuoc.com/

+ - ~ £
ay chi dung theo don thuoc

VAT TU Y TE POLINCAM
HA NAM Piracetam... ... ... ... ..........800 mg/2, 4 ml

POLINCAM
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Cic dau hi¢u lvu y va khuyén cdo khi dang thuoc
Doc ky hudng dan sir dung truse khi ding

Dé xa tam tay tré em

Thanh phéiin cong thire thubc
Thanh phan hoat chat: Piracetam........... cevereen...800 mg/2.4 ml

Thanh ph(fn ta diroe: Methylparaben, propylparaben, glacial acetic acid, sodinum acetate,
saccharin sodium, sucralose, huong chudi, povidone (K30), duong trang, nudce tinh khiét.

Dang bao ché

Dung dich udng.

Dung dich uong trong suot, khong mau dén mau vang nhat, c6 hwong thom, vi ngot.

Chi dinh

biéu tri triéu chirg roi loan tdm than thye thé man tinh nhur mat phén cua di€u (ri toan
dién cac hoi chiing sa sat tri tu€ vai cdc triéu chimg chinh: réi loan tri nhd, roi loan (@p
trung, roi loan suy nghi, d€ mél va mal kha ning véin dong va dong e, roi loan cam xic.
Nhém déi twong chinh bao gdm nhitng bénh nhan mic céc hdi chimg sa sat tri e trong
thé sa 0t tri tug thodi héa nguyén phat, thé sa sat tri tu¢ do nhoi mau da 6 va hon hop clia
¢4 hai the.

DPép {rng ctia tirng ¢a nhin véi thude khong theé dy doan duge.

Ghi chu:

Trudce khi bat dau diéu tri bing piracetam, can lam ro liéu cac triéu chirng ¢6 phai do bénh
ly nén can dugce diéu tri riéng hay khong.

Cach dung, liéu dung
Liéu diéu tri cdac hpi chirng sa saft fri tué doi voi ngwoi 16n

2.4 ml x 3 lan/ngay (twong (mg véi 800 mg piracetam x 3 lan/ngay, trong duong véi (0ng
licu 2,4 g piracetam/ngay).
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C6 thé tang lidulén 4,8 ml x 3 ldm’ngdy (trong tng vai 1600 mg piracetam x 3 l‘]ll/ngz‘:y,

~

trong duong véi tong lidu 4.8 g piracetam/ngdy) khi ¢6 chi dinh diic biét ctia bac si,
Hi¢u chinh lieu dimg cho bénh nhin cao tudi

O bénh nhén cao tudi bi suy giam chire nang thin, khuyén cdo hiéu chinh lidu ding (xem
"Hiéu chinh liéu dung cho bénh nhén suy than"). Trong liéu trinh diéu tri kéo dai v6i bénh
nhan cao tudi, cAn theo doi dinh ky do thanh thai creatinine dé hiéu chinh lidu khi can
thiét.
Hiéu chinh liéu diang cho bénh nhan suy thin
Vi piracetam thdi trlir hoan toin qua than nén suy giam chirc ning than c6 thé dan dén
ting nf‘mg do trong huyél trong. Do do, phai xdc dinh liéu diung hang ngay cta trng cé
nhén tuy vao chire nang thin. Nén tién hanh hiéu chinh liéu theo bang duéi diy. Dé lam
diéu nay, trudge tién phai ude tinh dd thanh thai creatinine (Cl.) ¢na bénh nhan theo don
vi ml/phiit. CLer (ml/phit) ¢6 thé duge xée dinh tir ndng do creatinine huyét thanh (mg/dl)
bing cong thire sau:
[140- Tudi (nam)| x llonfD luun;, (kg)
72 x Nong dé creatinine huyét thanh (mg/di‘)

(x 0,85 néu 1a niy)

Cler =

Nl ('} BO. thanh thai 5 l‘
101
creﬂti“ill(}‘ (Ill”phl'lf) el ¢ “"g

Binh thwong > 80 I iéu llur(mg (Iung hdng nbay, dlm 2 3 lin
2/3 lidu thudng dung hang nga ] chia 2
Nhe 50-79 " 3 > . ki
i hodce 3 lan
Vira 30 -49 1/3 liéu thuong ding hang ngay, chia 2 lian
1/6 1iéu binh thudng hang ngay, ding lidu
Niing <30 g £ ngay, b

duy nhét

Bénh  nhiin " o
- Chong chi dinh

cin loe mau

Hiéu chinh ﬁén ding cho bénh nhan suy gan

Piracetam khong chuycn hoa tai gan. Khong c6 hwdéng dan dic biét nao vé lidu ding cho
bénh nhan chi bi suy gan. Khuyén cao hi¢u chinh liéu dung cho bénh nhan suy gan va suy
than (xem "Hi¢u chinh liéu dung cho bénh nhan suy than").

Cich diing va thoi gian diéu iri

Dung dudng udng

Nén ubng thudce véi mot cde nude, ding cung hode ngay sau bira in.
Bic sT phai quyét dinh thoi gian diéu trj ddi voi timg bénh nhan.

Trong diéu tri ho tr¢r cde hdi chirng sa st tei W, can xem xét lai sau ba thing xem ¢6 cin
tiep tye dicu tri hay khong.
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Ty theo chi dinh, dbi tugng bénh nhén va licu ding, nén chon quy cédch déng goi phi
hop:

- Vai quy cach dong goi da lidu: Ding bom phén liéu di kem dé lay dang liéu can su
dung.

- Vi quy cach dong goi don licu: Lya chon quy cdch phu hop véi liéu dung cua | 1an,

Chéng chi dinh

- Qua man cam voi hoat chét, cic ddn xudt pyrrolidone khac, methylparaben,
propylparaben hogc bat ky thanh phin nao khac trong thanh phén cia thube,

- Bénh nhén bi xuat huyét nio (vi dy dt quy do xuét huyét nio).

- Bénh nhéin mac bénh Huntington.

- Bénh nhén suy thin giai doan cudi (Bénh nhin suy thin véi GER < 20ml/phat).

Nén theo dai chit ch& ndng dd nito va creatinine con lai ¢ bénh nhéan suy than.

Cinh bao va than trong khi dung thude

Chi dung piracetam trong truong hop kich ddng tdm than vin dong khi da c¢in nhic (at ca
cac bi¢n phap phong ngira can thiét.

Anh hwdng dén sy ket tip tieu ciu

Do anh hudng cua piracetam doi vai sur ket @p tiéu cau (xem phan “bBice linh duge lye
hoc™), nén than trong khi ding piracetam cho bénh nhan bi roi loan dong mau, co nguy
co xuat huyét nhu loét da day, dai phau bao gom phau thuidt nha khoa, xuit huy&t nang,
¢6 tien str xuat huyét nio va ¢ bénh nhin dung thuoc chong dong mau hode thuoce chong
két tap tidu cau bao gdm acetylsalicylic acid li¢u thap.

Suy giam chive ning thin

Vi piracetam thai trir qua thgn nén can dic biét thin trong khi dung thude cho bénh nhén

suy thdn (xem phan “Céach dung, liéu ding”).
Bénh nhin cao tudi

Khi diéu tri kéo dai cho bénh nhin cao tuoi, cin danh gia dinh ky dj thanh thai creatinine
dé hiéu chinh liéu néu cin thiét (xem phan “Cach dung, licu dung”).

.

O nhitng bénh nhén can dung thude chong co gidt, phai tiép tye ding cac thude nay ngay
c¢d khi bénh nhin thay cac triéu chimg da dugce cai thién trong qua trinh diéu i biang
piracctam.

Canh bdo ta duge

Thude nay c6 chira methylparaben, propylparaben: ¢6 thé gdy phan tng qua man, ké ci

phan tng chém.
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Thube nay ¢6 chira duong tring. Bénh nhan ¢6 van dé di truyén hiém gap vé khéng dung
nap fructose, kém hap thu glucose-galactose hodc thiéu men sucrose-isomaltase khong
nén dung thudc nay.

Thuoc ndy chira it hon 1 mmol sodium (23 mg) trén tong liéu thudong ding hang ngay,
nghia la v€ co ban 'khong ¢o6 sodium'.

S dung thuoce cho phu niv ¢é thai va cho con bu
Phuy niv co thai

Chua ¢6 du kinh nghi¢m sir dung piracetam (rong thot ky mang thai. Cac nghién ciru vé
doc tinh sinh san trén dong vat khong cho thay bing chimg vé tac dung gay quai thai hogc
cac dac tinh gy doc khac doi vai phoi cua piracetam.

Piracetam di qua hang rao nhau thai. Khodng 70% — 90% nodng dé trong huyét twong cua
me¢ duge tim thay trong huyct tuwong cua thai nhi. Khong nén sir dung piracetam trong
thoi ky mang thai trtr khi li ich vugt trdi hon nguy co va tinh trang lam sang cuia san phy
can phai di€u tri bing piracetam.

Phu nit cho con bit

Piracetam di qua stra me¢, do do6 khéng nén sir dung trong thoi gian cho con ba hofic nén
ngung cho con ba trong khi dicu trj bang piracetam. Khi quy€t dinh ngimg cho con bi
hojic ngimg didu tri bing piracetam, phai céin nhic gitta lgi ich cia viée cho con bt dbi
Vi (ré so sinh va lgi ich cua viée diéu tri doi v4i ngudi me.

Anh huéng ciia thuoc 1én kha ning lii xe, viin hanh may méc

Do cdc tac dung khong mong mudn da duge ghi nhin cua piracetam, nén khong thé loai

trir sy suy gidm kha ndng phéan g va cin duge xem xét khi lai xe, vin hanh may méc.

Twong tac, twong ky ciia thuoe
Twong tac thuoc

Twong tac duwee dong hoc

Kha ning twong tac thude-thude anh hudng dén dong hoc ctia piracetam thap vi khodng
90% liéu dung duge thai trir qua nuéce tidu dudi dang khang ddi. Trong nghién ciru in
vitro, tai cac nf’ing do 142, 426 va 1422 pg/ml, piracetam khoéng (rc ché cdc isoenzyme
CYP 1A2, 2B6, 2C8, 2C9, 2C19, 2D6, 2EE1 va 4A9/11 cua cytochrome P450.

Tai nong do 1422 pg/ml, da quan st thdy tac dyng (rc ché nhe dbi voi cac isoenzyme
CYP 2A6 (21%) va 3A4/5 (11%). Tuy nhién, gia tri Ki dé (rc ché 2 isoenzyme nay cao
hon nhidu so voi 1422 pg/ml. Do dé, kho ¢ thé xay ra tuwong tac chuyén hoa giira

piracetam va cac thude khéce.
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Hormone tuyén giap

Nhéam 14n, dé bi kich thich va r6i loan giac ngi da dugce bao cdo khi diéu trj dong thoi voi
cdc chiét xudt ur tuyén giap (13 + T4).

Acenocoumarol

Trong mdt nghién ciru mu don trén nhirng bénh nhan bi huyét khdi tinh mach tai phat
nghiém trong di duge cong bd, dung 9,6 g piracetam/ngay khéng anh huong dén liéu
acenocoumarol can thiét dé INR dat tir 2,5 dén 3,5. So véi tédc dung khi chi ding
acenocoumarol, bo sung 9,6 g piracetam/ngiy lam giam rd rét sy két (ap tiéu cdu, gidi
phong B-thromboglobulin, ndng do fibrinogen va cac yéu td von Willebrand (VIII: C,
VILE vW: Ag, VI vW: Reo) ciing nhu do nhét cia méu va huyét tuong,

Thuoc chong dong kinh

Dung liéu 20 g piracetam/ngay trong 4 tuan khéng anh hudng dén nong dé day va nong
do dinh (rong huyét thanh cta céc thude chong dong kinh (carbamazepine, phenytoin,

phenobarbital, valproate) & bénh nhan déng kinh ding liéu 6n dinh.

Thude kich thich than kinh trung wong/thuéc an than

Téc dung ctia thude kich thich than kinh trung wong va thude an thin cé thé tang 1én.
Rirou

Dung dong thai cung rugu khéng anh hudng dén ndng d piracetam trong huyét thanh va
néng dd con khong thay ddi sau khi udng mat liéu 1,6 ¢ piracetam.

Tiwong ky thuoc

Do khong ¢6 cac nghién ciru vé tinh trong ky cia thuoc, khong tron lan thude nay voi
cic thudce khac.

Tiac dung khong mong mudn cia thude

Cac tac dung khong mong muon duge bao cdo trong cac thir nghiém lam sang va (ir kinh
nghiém stir dung thuoéc sau luu hanh tén thi trudng dugce liét ké duéi day theo hé co quan
va tan suat. Tan suat tdc dung khéng mong mudn duge phan ra nhu sau:

RAt thuong gap & 1/10)

Thuong gip (> 1/100 — < 1/10)

It gip ( 1/1.000 — < 1/100)
Hiém gap (= 1/10.000 — < 1/1.000)
Rat hiém gap (< 1/10.000)

I3 -

Khong dwge biét  (Khong thé wde tinh tin sudt tir div li€u ¢6 san)

Dit lidu stir dung thube sau hru hanh rén thi trudng vé cde tac dung khong mong mudn
khong du dé wée tinh tin sudt cia ching (rong quén thé bénh nhén dugc diéu tri.
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Tuy thudc vao do nhay cam cua tirng cd nhan va liéu dung, ¢é the xdy ra cac tac dung phy

sau day:

R6i loan mdu va hé bach !m_]fé'(

Khéng dirge biét: Xudt huyét

Réi logn hé mién djch

Khéng duge biét: Phan tmg di émg nhu phan tmg phan v&, qua mén
Ré6i loan tam than

Thudng gap: Bon chon, kich dong, réi loan gide ng

it eap: Tram cam

Khéng duge biét: Tang hoat dong tim than vin dong, lo Au, trang théi 1u 1an, 4o gidc
Roi loan hé than kinh

Thuong gip: Tang vin dong

it gap: Budn ngu

Khong dugc biét: Thét diéu, mét thang bﬁng, nhirc dau, bénh dong kinh (rAim trong hon,
mat ngi

Roi loan tai va mé dao

Khéng dugce biét: Chéng mit

Cic bénh vé mach mdu

it gap: Giam hodc ting huyét ap

Réi loan tiéu héa

Khong duoce biét: Dau byng, dau bung trén, tiéu chay, budn nén, ndn
Réi loan da véa mé dudi da

Rit hiém gip: Da ting do, nong bimg

Khéng dugce biét: Phu Quincke, viém da, ngtra, may day

Ciic réi loan toan than va tai vi tri dimg thuoc

It gap: Suy nhuge, ting ham mudn tinh duc, @ng hoat dong tinh duc
RAt hiém gip: D6 md hoi

Xét nghiem

Thudong gap: Tang cin

G ngudi 16n, tac dung phu da duge bao cao ¢ lidu khoang 5 g piracetam/ngay. O ré em,
tac dung khong mong mudn tuong ty quan sat duge & licu khodng 3 g piracetam/ngay.
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Thude ¢é chira methylparaben, propylparaben: ¢6 thé gy phan trng qua man, ké ca phan

ing chim.
Bio cio cac tac dung khong mong mudn

Vi¢ce bao cdo cac tiac dung khong mong muon sau khi thuée duge phe duy@t 1a rdt quan
. . rA . - . s .o 3. * A AV a .

trong. N6 cho phép tiép tuc theo ddi danh gia loi ich/rti ro ciua thude. Cac chuyén gia

cham séc stre khoe duge yéu cu bdo cdo bitky tic dung khong mong muon nao (6i:

Trung tdim DI &ADR Qubc gia
13 - 15 Lé Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vin

Qua liéu va cich xi tri

Triéu chitng

IKhong ghi nhén thém bét ky tac dyng khong mong mudn nao khic so véi cace tac dung
khong mong muon da duge ligt k€ trong phan *“Tac dyng khong mong mudn cua thuoc”,
dédc biét la ¢o lién quan dén qua liéu.

Diéu tri qua liéu

Trong trudmg hop qué lidu cip tinh, ¢6 thé lam rng da day bing cach rira da day hodc
gdy non. Chua co6 thudce giai doc dac hi¢u cho piracetam. Trong truomg hop qua li€u, nén
diu tri triéu chimg va c¢6 thé bao gém chay thin nhan tao. Hon nita, cac bién phap dicu
tri chung cling dugc khuyén cdo. Trong qua trinh loc méu 4 gid, loai bé dugce 50 — 60%
piracetam.

Pic tinh dwge Iye hoe

.

Nhom duge ly: Cac thude kich than va huéng tri khic
Ma ATC: N0O6BX03

Trong cac thi nghiém trén dong vat, piracetam cai thién tinh trang giam chuyén hoéa & ndo
bing cach kich thich quéa trinh oxy héa duong phan ctia glucose thong qua con dudng
pentose phosphate, ting chuyén hoa ATP, ting nong do cAMP trong t€ bao thin kinh,
kich thich adenylate kinase, kich thich chuyén hoa phospholipid kém theo tang sur két hop
32p vao phosphatidylcholine va phosphatidylinositol. Thic ddy qua trinh sinh téng hop
vi 10ng hop protein hodic tde do chuyén hod ciia cytochrome bS 1én men hé hép trong diéu
kién thiéu oxy.

O dong vat 16n tudi, piracetam lam ting mal dd m-cholinoreceptor va tang chuyén hod
dopamine. Thude thiic ddy sy dan truyén va lan rong kich thich dén céc vung ndo khac
nhau v6i su cai thién vé phé song di¢n ndo dd.

NN ™ “NAey
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Céc nghién cru dién ndo do cho thay thanh phan alpha ting Ién dong thot céice thanh phin
theta va delta giam di.

O bénh nhan, piracetam ¢6 tdc dung dbi véi sy suy gidm kha ning hoc (dp va ghi nhd.
Ngoai ra, piracetam con anh huong dén kha ning cam mau va tinh luu bién ctia mdu bang
¢ 5 . A [} r A ) A A . A ~ A A vy a~ -
cach cai thién kha nidng bién dang cta hong cau, giam két tip hong cau, giam d§ nhdot

huyét twong, giam Ung sudt trugt va trc ché két tap tiéu cau.

Pic tinh dwge ddng hoc

Sau khi udng, piracetam dwoc hap thu nhanh chéng va hoan toan. Sinh kha dung toan
than twong dbi so véi gid tri AUC sau khi tiém (inh mach 1a 100% (ding lidu don
piracetam 800 mg). Cx dat duge sau 30 phit (tnax) va dat 15 — 19 pg/ml. Thoi gian ban
thai, khong phu thudc vao dang dung, trung binh la 5,2 gio (4,4 — 7,1 gid) (rong huyét
tuong va 7,7 gio trong dich ndo tay. Theo cac nghién clru in vitro, khoang 15% piracetam
lién két voi protein huyél twong. Thé tich phian bé khoang 0,6 L/kg. Téng d thanh thai
trong huyét twong xap xi 120 ml/phat. Hién tai chua tim thdy cac chat chuyén hoa.
Trong trudong hop suy thdn, qua trinh thai trir chdm lai, do do, dé tranh tich lay, cin giam
liéu theo cac gia tri nito hodc creatinine con lai. Co thé tham tach dwoe 50 — 60%
piracetam.

Piracetam di qua hang rao nhau thai va dugc phat hi¢n trong huyét twong thai nhi va nuée
i (43 bénh nhén; 2,4 va 6 g piracetam 2 dén 3 gid truée khi sinh). Nong db trong huyét
tuong thai nhi thap hon khodng 10 —30% so v&i me. Tuy nhién, khong phu thude vao
licu lugng, thot gian ban thai trong huyél (rong ¢ tré so sinh 1a 200 phat, dai gﬁn gip doi
so voi & mg (98 — 112 phat). Piracetam di vao siva me.

Sinh kha dung

Sinh kha dung dudong udng cua piracetam la 100%.

Quy cach déong goi

Hop 1 chai 75 ml, 100 ml, 150 ml (kém theo xi lanh chia liéu).
Hop 15, 30, 45 éng x 2,4 ml.

Hop 15, 30, 45 6ng x 4,8 ml,

Hop 15, 30, 45 goi x 2,4 ml.

Hop 15, 30, 45 gbi x 4,8 ml.

Diéu kién bdo quin, han dung, tiéu chuin chat lwgng cia thuoc
Bio qudan: Noi kho rao, tranh dnh séang, nhiél do dudi 30°C.

Hgn ding: 24 thang ke tir ngdy san xudt, 30 ngay k& tir ngdy mdé nap.

N,
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Tiéu chuin chit Ieong ciia thuoe: TCCS

Tén, dia chi ciia co s& san xuiit
CONG TY CP DUQC VAT TU Y TE HA NAM
a4, tinh Ninh Binh, Viét Nam
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