T0'HUGNG DAN SU'DUNG

COLLAMINO 1200

THUGC NAY CHi DUNG THEO DON THUOC.

DEXATAM TAY TRE EM.

DOC KV HUGNG DAN SUDUNG TRUGC KHI DUNG.

THANH PHAN:

Thanh phan dugc chat: Piracetam 1200 mg.

Thanh phan ta dugc: Microcrystallin cellulose 101, povidon K30, natri croscarmellose, magnesi stearat, hydroxypropyl
methyl cellulose 6cps, talc, polyethylen glycol 400, polyethylen glycol 6000, titan dioxyd.

DANG BAO CHE: Viién nén dai bao phim mau trdng, mét mét cd vach ngang, mot mat tron.

CHI DINH DIEU TRI:

- Diéu trj cac triéu chiing cta hdi chiing tam than thyc thé (rdi loan tri nhd, thi€u chi y, giam hoat dong).
- Diéu trj ching gidt rung co do v6 nao; dung don thuan hay phai hgp thudc.

- Diéu tri chong mat va réi loan thang bang di kém (ngoai trit khi c6 phai hgp véi réi loan van mach va tam than
bét dinh).

- Céi thién kha nang ctia cac tré cd khd khan trong viéc hoc va doc, phdi hgp véi cac bién phap khéc (nhu phuong
phap day hoc khuyét tat ngon ngi).

LIEU LUGNG VA CACH DUNG:

Liéu lugng:

Liéu dung phéi dugc xdc dinh cho tiing trudng hgp dua theo mic do nang nhe ctia bénh va su dap ting 1am sang.
Liéu khdi dau thong thutng cho ngudi 16n [a 2400 mg mai ngay, liéu duy tri la 1200 - 2400 mg mdi ngay. Liéu ding
hang ngay toi da la 4800 mg.

Thai gian diéu tri phéi dugc xac dinh dya vao tinh trang lam sang cta bénh nhan.

Trong céc bénh mén tinh, thung diéu tri trong khodng 6-12 tudn dé dat hiéu qua tdi da. Sau ba thang diéu trj viéc
dung thudc phéi dugc xem xét lai va quyét dinh xem 6 tiép tuc niia hay khong. Néu phai diéu tri lau hon thi nén
giam liéu hay ngung thudc hoan toan trong khoang thai gian 6 thang.

Liéu khuyén cdo hang ngay tiy theo chi dinh:

Diéu trj triéu chiing cac hoi chiing tam than thuc thé: 2,4 - 4,8 g/ngay chia lam hai dén ba lan.

Gidt rung o do vo nao: Liéu khdi dau khuyé&n cdo mi ngay 1 7,2 g; khi can thiét c6 thé ting méi lan 4,8 g cach 3-4
ngay cho dén 24 g méi ngay, chia lam hai dén ba lan. Cic thudc khac dung diéu tri chiing gidt rung co do vo ndo nén
dugc duy tri véi liéu thong thuding, sau d6 tily theo su cai thién 1dm sang ma cd thé giam liéu céc thudc nay.

Khi diéu tri, ti€p tuc dung piracetam néu van con cac triéu chiing ctia bénh, & bénh nhén giai doan cp tinh, tinh
trang bénh cd thé duoc cai thién theo thai gian va can dat dugc sau mdi 6 thang dé ¢6 thé giam hoac ngimg diéu
tri thudc. Diéu nay nén dugc thyc hién bang cach gidm dan liéu tiing 1, 2 g sau méi 2 ngay (sau mi 3 - 4 ngay
trong hoi chiing Lance va Adam - dé tranh co giat téi phét bt nga hay co giat do cai thudc).

Chdng mat: Liéu khuyén cdo hang ngay la 2,4 - 4,8 g chia Iam hai dén ba lan.

Liéu ding cho tré em:

Tré em doc kh: Tré em tir 8 tudi tré 1én: Liéu khuyén cdo hang ngay 1a 3,2 g chia lam hai lan, phéi hgp véi
phuong phap day hoc khuyét tat ngon ngi.

Liéu dung cho ngudi gia:

Nén diéu chinh liéu cho ngudi gia ¢6 suy gidgm chiic nang than (xem "Liéu ding cho bénh nhén suy gidm chiic
néng than" & dudi). Dung diéu tri kéo dai cho ngudi gia, can dinh ky dénh gia thanh thai creatinin dé diéu chinh
liéu khi can thiét.

Liéu ding cho bénh nhdn suy gidm chuic ndng thdn:

Liéu dung hang ngay phai dugc xéc dinh cho tiing bénh nhan tly thuc vao tinh trang chtic néng than. Tham khao
bang chi dan sau va diéu chinh liéu thich hgp. Dé xdc dinh dugc liéu theo bang sau, can phai udc tinh dugc thanh
théi creatinin cia bénh nhan tinh theo ml/phdt. B§ thanh théi creatinin tinh theo ml/phuit dugc udc tinh tirndng do
creatinin trong huyét thanh (tinh theo mg/dl) theo cong thiic sau:

DG thanh thai = [140 — tudi (nam) x cdn nang (kg) x 0,85 (ni¥)] / [72  creatinin huyét thanh (mg/dl)]

Phu nii cho con bi:

Piracetam dugc bai tiét trong sita me. Do d6, khong nén dung piracetam trong thdi ky cho con bi hodc khi cho con bii sita me
thi phéi ngung diing thudc. Cén quyét dinh ngung cho con bi hay ngung duing thudc piracetam cd tinh dén lgiich cta viéc
cho con bii va lgi ich cta viéc diéu tri cho nguai me.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Trong cac thitnghiém 1am sang, & liéu dung tir 1,6 - 15 g/ngay, 6 béo céo vé tinh trang tang dong, budn ngu, lo du, trdm
m ¢ bénh nhan dung piracetam so vdi gid dugc. Khong cd kinh nghiém vé kha nang Idi xe ¢ liéu dung 15-20g/ngay. Vi
vdy nén than trong & cdc bénh nhan mudn 14i xe hay van hanh méy méc khi dang duing piracetam.

TUGNG TAC, TUONG KY V61 CAC THUGC KHACVA CAC DANG TUONG TAC KHAC:

Tugng tdc dugc dong hoc:

Kha nang tuong tac thudc do thay déi dugc dong hoc cla piracetam dugc cho la thap, do khodng 90% liéu diing dugc
bai tiét qua nudc tiéu & dang khong thay doi.

Trén In vitro, piracetam khng tic ché céc dang cytochrom P450 & ngudi CYP 1A2, 2B6, 2C8, 209, 2(19, 206, 2E1 va 4A9/11
dnong d 142, 426 va 1422 pg/ml. G ndng do 1422 pg/ml thély c6 tic ché rét nhe trén dang CYP 2A6 (21%) va 3A4/5 (11%).
Tuy nhién, gid tri Ki vé c ché 2 dang nay rét tot & ndng do 1422 pg/ml. Vi vy piracetam khang cd tuong tac chuyén hoa
véi céc thudc khac.

Hormon tuyén gidp:

Khi diéu tri ddng thoi vi tinh chét tuyén gidp (T3 +T4), da cd béo co gay 1 1an, kich thich va réi loan gidc nga.
Acecoumarol:

Thit nghiém cho thy, & bénh nhén bj huyét khdi tinh mach téi phét ndng, dung piracetam 9,6 g/ ngay khong lam thay d6i
liéu dung can thiét cia acecoumarol dé dat dugc INR 2,5 - 3,5; nhung so véi tac dung khi diing acecoumarol mét minh, sy
dung két hgp piracetam 9,6 g/ ngay lam gidm déng ké tac dung két tap tiéu céu, st phong thich B-thromboglobulin, nong
@0 fibrinogen va céc yéu t6 von Willebrand (VIII: G VIII: VW: Ag; VIII: VW: RCO) va d9 nhét clia mau va huyét tuong.

Thudc chéng ddng kinh:

Dung liéu hang ngay 20 g piracetam trong hon 4 tudn khong lam thay di nong d6 dinh va déy cda cac loai thudc chéng
dng kinh (nhu carbamazepin, phenytoin, phenobarbital, valproate) & cac bénh nhan dong kinh ding liéu 6n dinh.

Rugu:

Diing cling ltic véi rugu khong gy anh hudng ndng do piracetam trong huyét tuong va néng do cdn ciing khong thay
ddi khi dung piracetam véi liéu 1,6 g béng dudng udng.

TAC DUNG KHONG MONG MUGN:

(dc tac dung phy sap x€p theo phan loai va tan xudt dugc liét ké trong béng sau:

Phan loai réi loan Thudng gap itgap Chua ré tan sudt
(=1/100-<1/10) (=1/1000 - < 1/100)

Méu va hé bach huyét. Roi loan xudt huyét.

Hé mién dich. Phan (ing phén vé, qué man.

Roi loan tam y. (ang thang. Trdm cam. Kich thich, lo 1ang, nham Ian,
do gidc.

Hé than kinh. Tang dong. Mo mang. Thét diéu, kém théng bang, dong kinh
nang hon, dau ddu, mét ngd.

Tai va mé dao. Chéng mét.

Duding tiéu hoa. Dau bung, dau thugng vi, tiéu chay,
budn ndn, non mia.

Da va mé duéi da. Phii né loan than kinh mach, viém da,
nguia ngdy, néi may day.

Tong quét. Suy nhugc.

Dang nghién ciu. Tang can.

Nhém bénh nhan Do thanh thai creatinin Liéu dung va tan suat

Ngudi binh thudng. > 80 ml/phut. Duing liéu binh thutng, chia 2 - 41an udng.
Suy than nhe. Tir50 - 79 ml/phiit. Dung 2/3 liéu binh thutng, chia 2-3 1an udng.
Suy than trung binh. Tir30 - 49 mi/phdit. Dung 1/3 liéu binh thung, chia 2 1an udng.
Suy than nang. <30 ml/phut. Dung 1/6 liéu binh thutng, udng 11an.

Ngudi suy gan: Khong can gidm liéu cho ngudi suy gan, néu 6 két hgp suy than thi chinh liéu theo nguti suy than
ndi trén.

Cdch ding: Thudc ding qua dudng udng trong hodc ngoai bia an, liéu dung nén chia lam 2 - 4 1an uéng
trong ngay.

CHONG CHi BINH:

- Qua man cm véi bét ky thanh phan nao cta thudc.

- Suy than ndng (dd thanh thai creatinin < 20 ml/phut).

- Xudt huyét ndo.

- Nguoi bénh mua giat Hutington.

- K&t hgp cac dan chét pyrrolidon.

CANH BAO VA THAN TRONG KHI SU' DUNG:

Anh huéing trén su két tap tiéu cdu:

Do piracetam anh hung trén sy két tap tiéu cu, can phai cdnh gidc véi cac bénh nhan bi xudt huyét nang, bénh
nhén c6 nguy co chdy mau nhu viém loét da day, bénh nhan 6 rdi loan cdm mau tiém &n, bénh nhan ¢6 tién sit
dot quy do xudt huyét, bénh nhan trdi qua phau thut 16n bao gom ¢ phau thudt nha khoa, va bénh nhan ding
céc thudc chong dong hay thudc chéng két tap tiéu cau bao gom aspirin liéu thap.

Suy thdn: Piracetam dugc dao thai qua than, do d6 nén than trong véi cac trudng hgp suy than.

Nguti cao tudi:

Khi diéu tri lau dai cho nguoi cao tudi, can dénh gid do thanh théi creatinin dé diéu chinh liéu dung néu can.
Ngung thudc: Tranh ngung thudc dot ngdt vi ¢6 thé gay rung giat ca hay co gidt toan than & nhiing bénh nhan bj
rung giat cd.

TRUGNG HOP G THAI VA CHO CON BU:

Phu nit mang thai:

Chua 6 day da dit liéu vé viéc st dung piracetam & phu ni cd thai. Cic nghién cttu trén dong vt cho thdy khong ¢
nhiing téc hai tryc tiép hodc gian tiép doi véi viéc mang thai, phdi thai hodc su phat trién bao thai, sy sinh dé hoac sy
phat trién sau khi sinh.

Piracetam vugt qua hang rao nhau thai. Ham lugng thudc & tré s sinh khoang ti 70 dén 90% so vdi ham lugng &
ngudi me. Khong nén duing piracetam trong thi ky mang thai trir khi that sy can thiét, sau khi can nhdc vé lgi ich diéu
tri vugt trdi hon céc nguy co va tinh trang 1am sang ctia ngudi me can diéu tri véi piracetam.

Hudng dan cach xi tri ADR: (6 thé gidm nhe cac ADR clia thudc bang cach giam liéu.

THONG BAO NGAY CHO BAC STHOAC DUGC STNHUNG PHAN UNG CO HAI GAP PHAI KHI SU DUNG THUGC.

QUA LIEY VA CACH XU TRI:

Khi dung qué liéu piracetam, khong c6 cdc ddu higu khéc ngoai céc téc dung phy dugc béo céo. Qua liéu cao nhét dugc béo cdo
laudng 75 .

Xirtri: Qua liéu c&p tinh nghiém trong, ¢ thé rita da day hodc gay non. Khong cé chét gidi doc ddc hiéu. Diéu tr triéu ching va
¢6 thé bao gom tham tach mau, co thé loai dugc 50 — 60% piracetam.

DACTINH DUGC LUC HOC: Ma ATC: NoB X03, Nham thudc: Thudc hung ti (c3ithién chuyén héa ctia té bao than kinh).

Piracetam (dan xudt vong cla acid gamma aminobutyric, GABA) tac dong Ién mot s6 chdt dan truyén than kinh nhu
acetylcholin, noradrenalin, dopamin.... Diéu nay c6 thé gidi thich tac dung tich cyc clia thudc én s hoc tap va cai thién kha
nang thuc hién cac test vé tri nhé. Thugc ¢6 thé lam thay @i sy dan truyén thén kinh va g6p phan ci thién méi truong chuyén
hoa dé cac t€ bao than kinh hoat dong tét. Trén thuc nghiém, Piracetam cd tac dung bdo vé chang lai nhiing réi loan chuyén héa
do thi€u mau cyc bo nhd lam tang dé khang cda ndo ddi vdi tinh trang thiéu oxy. Piracetam lam tang sy huy dong va st dung
glucose ma khong Ié thudc vao s cung cdp oxy, tao thudn lgi cho con duting pentose va duy tri tdng hop nang lugng & ndo.
Piracetam tang cudng ty I& phuc hdi sau ton thueng do thi€u oxy béng céch tang sy quay vong clia cac photphat vo co va gidm
tich tu glucose va acid lactic. Trong diéu kién binh thuging ciing nhu thiéu oxy, ngudi ta thdy Piracetam lam téing lugng ATP trong
ndo do tang chuyén ADP thanh ATP; diéu nay cd thé dugc xem nhu mot co ché dé gidi thich mot s téc dung 6 ich cda thudc.
Téc dung 1én sy dan truyén tiét acetylcholin (lam tang gidi phong acetyl cholin) ciing ¢6 thé gép phén vao o ché tac dung cia
thudc. Thudc con ¢d tac dung lam tang gii phéng dopamin va diéu nay 6 thé 6 téc dung t6t 1&n sy hinh thanh tri nhé. Thudc
khdng ¢ tac dung gdy ngd, an thén, hdi sitc, gidm dau, an than kinh hodc binh thén kinh ciing nhu khdng cd téc dung cla
GABA Piracetam lam gidm kha nang két tu ti€u cau va trong trudng hgp hong cau bi ciing bét thuting thi thudc o thé lam cho
hdng céu phuc hdi khd néng bién dang va kha néing di qua cdc mao mach. Thudc ¢6 téc dung chdng git rung co vdi co ché tac
dung chuaro.

DACTINH DUGCDONG HOC: Piracetam diing theo dudng udng dugc hip thu nhanh chéng va héu nhu hoan toan  6ng tiéu héa.
Khé dung sinh hoc gan 100%. Néng dd dinh trong huyét tuong (4060 g/ ml) xudt hién 30 phiit sau khi ung mét liéu2g. Nong do
dinh trong dich ndo tdy dat dugc sau khi udng thudc 2-8 gid. Hap thu thudc khdng thay déi khi diéu tri dai ngay. Thé tich phan
bd khodng 0,6 it/ kg. Piracetam ngam vao tat d cdc mé va ¢ thé qua hang rao mau-ndo, nhau—thai va cd cdc mang ding
trong tham tach than. Thudc c6 ndng d9 cao & v ndo, thily trdn, thily dinh va thily chdm, tiéu ndo va cdc nhan viing ddy. Niia
ddi trong huyét tuang la 4-5 gid; nia ddi trong dich ndo tiy khodng 6-8 gid. Piracetam khang gan vao cac protein huyét tuong
va dugc dao théi qua than dudi dang nguyén ven. Hé s6 thanh thi Piracetam & than & ngudi binh thudng la 86 ml/ phit. 30 gic:
sau khi udng, han 95% thuc dugc thai theo nudc tiéu. Néu bi suy than thi ntia doi thai trir ting 1én: & ngudi bi bénh suy than
hoan toan va khang héi phuc thi thdi gian nay 1a 48-50 gid.

QUI CACH DONG GOI:

Hop 3 vihodc 10vix 10 vién (nhdm-PV().

BAO QUAN: Nhigt @ khong qua 30°C.

HAN DUNG: 36 théng ké tir ngay san xuét.

TIEU CHUAN: TGS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA
Dia chi: 56 18, Dutng L& Thi Soc, Ap 2A, XaTanThanh Tay, Huyén Cd Chi, Thanh phd Ho Chi Minh, Viét Nam.
Moi thdc mdc va thong tin chi tiét, xin lién hé s dién thogi: 02822538854
HDSD COLLAMINO 1200 23-A




