TO'HUGNG DAN SUDUNG

COLLAMINO 400

THUGC NAY CHi DUNG THEO DON THUGC.

DEXA TAM TAY TRE EM.

DOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG.

THANH PHAN:

Thanh phan dugc chat: Piracetam 400 mg.

Thanh phan té dugc: Lactose monohydrat, tinh bot ngo, magnesi stearate.

DANG BAO CHE: Viién nang cting. Vién nang cting s6 1, mau cam — tréng, bén trong chia bot
thudc mau trdng dén trang nga.

CHI DINH DIEU TRI:

- Diéu tri trigu chling chong mat.

+ 0 nguoi cao tudi: Suy giam tri nhg, chong mat, kém tap trung, hodc thi€u tinh tdo,
thay ddi khi sc, réi loan hanh vi, kém chi y dén ban than, sa sit tri tué do nhdi mau nao
nhiéu 6.

+ Dot quy do thiéu mau cuc bd cap.

- Diéu tri nghién rugu.

- Diéu tri bénh thiéu mau hong cau liém (piracetam ¢d tac dung tc ché va lam hoi phuc hong
cau liém in vitro va ¢4 tac dung t6t trén ngudi bénh bi thi€u mau hong cau liém).

- Dung bé tro trong diéu tri git rung co ¢6 nguén gdc vé nao.

LIEU LUGNG VA CACH DUNG:

Liéu lirgng: Liéu thudng dung Ia 30 - 160 mg/kg/ngay, tly theo chi dinh. Chia déu tir 2 lan
hodc 3 - 4 1an mbi ngay.

- Diéu tri dai ngay cdc hoi chiing tam than thuc thé & ngudi cao tudi: 1,2 - 2,4 g/ngay, tly
theo ting trudng hop. Liéu ¢4 thé cao tdi 4,8 g/ngay trong nhiing tuan dau.

- Diéu tri nghién rugu: 12 g mdt ngay trong thi gian cai rugu dau tién. Diéu tri duy tri: Uong
2,4 g/ngay.

- Suy giam nhén thiic sau chan thuong ndo (6 kem chdng mat hodc khdng): Liéu ban dau
149 - 12 g/ngay; liéu duy tri la 2,4 g/ngay, udng it nhat trong ba tuan.

- Thiéu mau hdng cau liém: 160 mg/kg/ngay, chia déu lam 4 lan.

- Diéu tri gigt rung co: 7,2 g/ngay, chia lam 2 - 3 an. Tuy theo dap tng, ctt 3 - 4 ngay mét lan,
tang thém 4,8 g/ngay cho tGi liéu toi da la 24 g/ngay. Sau khi da dat liéu t6i uu cla piracetam,
nén tim céch giam liéu cta céc thudc ding kém. Khdng st dung cho tré dudi 16 tudi.

Ngudi cao tudi: Khuyén céo diéu chinh liéu diing & ngudi cao tudi, do cd thé ¢ van dé vé chiic
nang than. Khi diéu tri lau dai 6 nquai cao tudi, can thutng xuyén danh gia d thanh thai
creatinin d€ diéu chinh liéu dung néu can.

Ngurai suy thdn: Diéu chinh liéu tly theo do thanh thai creatinin theo bang nhu sau:

Liéu diing hang ngay nén dugc diéu chinh theo ting bénh nhan, tlly theo chiic néng than. Theo
bang sau dé diéu chinh liéu dung. Dé st dung bang nay, cn dénh gid d thanh thai cia bénh
nhén theo ml/phiit. D thanh théi theo ml/phiit ¢6 thé dénh gi tir nong do creatinin huyét
thanh, dung cdng thic sau:

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

Nhém bénh nhan | Do thanh thai creatinin Liéu duing va tan suat

Ngu®i binh thudng. > 80 ml/phit. Dung liéu binh thutng, chia 2 - 4 lan udng.

Suy than nhe > 80 ml/phiit. Duing 2/3 liéu binh thutng, chia 2-3 1dn udng.

Suythan trung binh. | Tir30— 49 ml/phit. | Diing 1/3 liéu binh thutng, chia 2 lan udng.

<30 ml/phit. Duing 1/6 liéu binh thugng, udng 1lan.

Suy than nang.

Ngugi suy gan: Khong can giam liéu cho nguoi suy gan, néu co két hgp suy than thi chinh liéu
theo nquai suy than néi trén.

Cach dung: Thudc dung qua dudng udng trong hodc ngoai bita an, liéu dung nén chia
1am 2 - 4 1an udng trong ngay.

CHONG CHI DINH:

- Qua man cdm véi bat ky thanh phan nao cta thudc.

- Suy thédn ndng (d6 thanh thi creatinin < 20 ml/phdit).

- Xudt huyét nao.

- Nguoi bénh mua gidt Hutington.

- Két hop cac dan chat pyrrolidon.

CANH BAO VA THAN TRONG KHI U DUNG:

Anh hutng trén su két tdp tiéu cdu:

Do piracetam &nh hudng trén su két tap tiéu cau, can phai canh gidc véi cac bénh nhan bi xuat
huyét nang, bénh nhan ¢6 nguy co chdy mau nhu viém loét da day, bénh nhén ¢4 réi loan cdm
méu tiém an, bénh nhan ¢6 tién st dot quy do xudt huyét, bénh nhan trdi qua phau thuét 6n
bao gém ca phau thuat nha khoa, va bénh nhan dung cac thudc chdng dong hay thudc chdng
két tap ti€u cau bao gom aspirin liéu thap.

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

Nguai cao tudi:

Khi diéu tri lau dai cho nqudi cao tudi, can dénh gia do thanh thai creatinin dé diéu chinh liéu
dung néu can.

Ngung thudc: Tranh ngung thudc dot ngdt vi ¢6 thé gy rung gidt co hay co giat toan than &
nhiing bénh nhén bj rung giat co.

TRUGNG HQP CO THAI VA CHO CON BU:

Phu ni cd thai:

Chua cd day da dir liéu vé viéc st dung piracetam & phu nit ¢6 thai. Cic nghién cGu trén dong vat
cho thdy khong ¢ nhitng tac hai truc tiép hodc gian tiép doi véi viéc mang thai, phoi thai hodc
su phat trién bao thai, su sinh dé hodc su phat trién sau khi sinh.

Piracetam vugt qua hang rao nhau thai. Ham lugng thudc & tré s sinh khoang tir 70 dén 90% so
v6i ham lugng & ngudi me. Khong nén dung piracetam trong thai ky mang thai trir khi that sy
can thiét, sau khi can nhac vé lgi ich diéu trj vugt trdi hon cac nguy co va tinh trang lam sang cla
nguoi me can diéu tri véi piracetam.

Phu nif cho con bu:

Piracetam dugc bai tiét trong sita me. Do d6, khong nén diing piracetam trong thai ky cho
con bt hoac khi cho con b sita me thi phdi ngung dung thudc. Can quyét dinh ngung cho
con b hay ngung dung thudc piracetam ¢d tinh dén lgi ich cla viéc cho con b va lgi ich cda
viéc diéu tri cho ngudi me.

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

Trong céc thi nghiém lam sang,  liéu diing tlr 1,6 - 15 g/ngay, ¢6 béo cdo vé tinh trang tang ddng, buon
ngd, lo du, trdm cdm & bénh nhan dung piracetam so vdi gia dugc. Khong cd kinh nghiém vé kha néng lai
xe ¢liéu dung 15-20 g/ngay. Vi véy nén than trong & cdc bénh nhan mudn I3i xe hay van hanh may méc khi
dang dung piracetam.

TUGNG TAC, TUGNG KY V1 CAC THUOC KHAC VA CAc DANG TUONG TAC KHAC:

Tuong tdc dugc dong hoc:

Kha nang tuong téc thudc do thay déi dugc dong hoc cda piracetam dugc cho la thép, do khodng 90% liéu
dung dugc bai tiét qua nudc tiéu & dang khong thay dai.

Trén In vitro, piracetam khdng tic ché cac dang cytochrom P450 @ nquoi CYP 1A2, 2B6, 28, 209, 2(19,
206, 2E1va 4A9/11 & ndng d9 142, 426 va 1422 pg/ml. 0'ndng d9 1422 pg/ml thdy cd tic ché rdt nhe trén
dang CYP 2A6 (21%) va 3A4/5 (11%). Tuy nhién, gia tri Ki vé (ic ché 2 dang nay rat tot & nong do 1422
pg/ml. Vi véy piracetam khong cd tuong téc chuyén hoa véi cc thudc khac.

Hormon tuyén gidp:

Khi diéu tri dng thoi vdi tinh chat tuyén gidp (T3 +T4), da cd bdo cdo gay 14 Ian, kich thich va rdi loan
gidcngd.

Acecoumarol:

Thi nghiém cho thdy, & bénh nhén bi huyét khdi tinh mach téi phat nang, dung piracetam 9,6 g/ ngay
khong lam thay ddi liéu diing cén thiét cdia acecoumarol d€ dat dugc INR 2,5 - 3,5; nhung so véi téc dung
khi duing acecoumarol mt minh, sy dung két hgp piracetam 9,6 g/ ngay lam giam déng ké tac dung két
tap tiéu cau, su phéng thich B-thromboglobulin, nong d fibrinogen va cac yéu t6 von Willebrand (VIII: C;
VIIL: VW: Ag; VIIL: VW: RCO) va d6 nhét cia mau va huyét tuong.

Thudc chdng ddng kinh:

Dung liéu hang ngay 20 g piracetam trong hon 4 tudn khdng lam thay ddi nong do dinh va day cla cac
loai thudc chdng dong kinh (nhu carbamazepin, phenytoin, phenobarbital, valproate) & cdc bénh nhan
dong kinh dung liéu on dinh.

Ruou:

Dung cling ltic véi rugu khong gy anh hudng ndng do piracetam trong huyét tuong va ndng do con ciing
khong thay ddi khi dung piracetam vdi liéu 1,6 g bang dudng uéng.

TAC DUNG KHONG MONG MUON:

(ac tac dung phu sap xép theo phan loai va tan xuat dugc liét ké trong bang sau:

Thudng gap itgap Chuia ré tan suat

(=1/100 - < 1/10) (=1/1000 - < 1/100)

Phan loai réi loan

Mau va hé bach huyét. Rdi loan xudt huyét.

Hé mién dich. Phén ting phén vé, qud man.

Réi loan tam ly. (ang thang. Tram cam. Kich thich, lo lang, nhém lan,

do gidc.

That diéu, kém thang bang, dong kinh
nang hon, dau ddu, mét ngd.

Hé thén kinh. Tang dong. Mo mang.

Tai va mé dao. (Chong mét.

Dudng tiéu héa. Dau bung, dau thugng vi, tiéu chay,
budn ndn, non ma.

Phii né loan than kinh mach, viém da,
ngtta ngdy, néi may day.

Da va md dudi da.

Téng quét. Suy nhugc.

Dang nghién cuu. Tang can.

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

THONG BAO NGAY CHO BAC STHOAC DUOC ST NHUNG PHAN UNG CO HAI GAP PHAI KHI SUDUNG THUGC.
QUA LIEU VA CACH XU TRI:

Khi diing qud liéu piracetam, khong 6 cac dau hiéu khac ngoai céc tac dung phu dugc béo cdo. Qué liéu
cao nhat dugc bdo cdo laudng 75 g.

Xir tri: Qud liéu cdp tinh nghiém trong, 6 thé riia da day hodc gay ndn. Khong ¢6 chdt giai doc dac hiéu.
Diéu tri triéu chiing va ¢4 thé bao gom tham tach méu, c6 thé loai dugc 50 — 60% piracetam.

DACTINH DUGC LUC HOC: Ma ATC: NO6B X03, Nhém thudc: Thudc hung tri (cdi thién chuyén hoa cla té
bao than kinh).

Piracetam (dan xudt vong clia acid gamma aminobutyric, GABA) tac ddng [én mdt s6 chat dan truyén than kinh
nhu acetylcholin, noradrenalin, dopamin. . . Diéu nay c6 thé gidi thich tac dung tich cuc ctia thudc Ién s hoc tap
va i thién kha néing thuc hién cac test vé tri nhé. Thudc cd thé lam thay ddi st dan truyén thn kinh va gop phan
cdi thién mdi truong chuyén hoa dé céc té bao than kinh hoat dong tot. Trén thuc nghiém, Piracetam ¢6 téc dung
bao vé chdng lai nhiing rdiloan chuyén héa do thiéu méu cuc b nhd lam tang @& khang cda ndo ddi véi tinh trang
thiéu oxy. Piracetam lam tang su huy dong va stt dung glucose ma khdng Ié thudc vao sy cung cap oxy, tao thugn
loi cho con duing pentose va duy tri tong hop nang lugng & ndo. Piracetam téng cudng ty Ié phuc hdi sau tén
thuong do thiéu oxy biing cich tng sy quay vong clia céc photphat v co va gidm tich tu glucose va acid lactic.
Trong diéu kién binh thuting ciing nhu thiéu oxy, ngudi ta thdy Piracetam lam tang lugng ATP trong néo do téng
chuyén ADP thanh ATP; diéu nay c6 thé duoc xem nhu mot co ché dé gidi thich mot s6 tac dung 6 ich ca thudc.
Tac dung Ién su dan truyén tiét acetylcholin (lam tang gidi phong acetyl cholin) ciing ¢6 thé gp phan vao co ché
tac dung cda thudc. Thudc con ¢d téc dung lam téing gidi phong dopamin va diéu nay cd thé o tac dung tét én sy
hinh thanh tri nhé. Thudc khding 6 téc dung gdy ngd, an thn, hdi stic, gidm dau, an than kinh hogc binh thén
kinh ciing nhu khdng ¢6 tac dung clla GABA.Piracetam lam gidm kha nang két tu tiéu cau va trong trudng hop
hong cau bi cting bét thuting thi thudc cd thé lam cho hong cau phuc hdi kha nang bién dang va kha néng di qua
cdcmao mach. Thudc ¢6 téc dung chdng giat rung co véi o ché tac dung chuard.

DACTINH DUGCDONG HOC: Piracetam diing theo dung ung dugc hép thu nhanh chong va héu nhu hoan
toan ¢ ong tiéu héa. Kha dung sinh hoc gan 100%. Nong dd dinh trong huyét tuong (40-60 Xg/ ml) xudt
hién 30 phut sau khi udng mt liéu 2 g. Nong do dinh trong dich ndo tay dat dugc sau khi uong thudc 2-8
git.. Hap thu thudc khang thay d6i khi diéu tri dai ngay. Thé tich phan bd khodng 0,6 lit/ kg. Piracetam ngdm
vao tdt cd cdc md va ¢6 thé qua hang rao mau—ndo, nhau—thai va cd cic mang dung trong tham téch than.
Thudc c6 ndng do cao ¢ vé néo, thily tran, thiyy dinh va thily cham, tiéu ndo va céc nhan viing déy. Nita ddi
trong huyét tuong la 4-5 gid; ntta ddi trong dich ndo tly khoang 6-8 gid. Piracetam khong gdn vao cac
protein huyét tuong va dugc dao thai qua than dudi dang nguyén ven. Hé s6 thanh thai Piracetam 6 than &
ngudi binh thudng 1a 86 mi/ phit. 30 gidsau khi udng, hon 95% thudc dugc théi theo nudc tiu. Néu bi suy
than thi ntfa i thai trir ting lén: G ngudi bi bénh suy than hoan toan va khong héi phuc thi thoi gian nay la
48-50 gid.

QUI CACH DONG GOI:

Hop 10 vix 10 vién (nhom-PVC).

BAO QUAN: Nhiét @9 khong qué 30°C.

HAN DUNG: 36 thang ké tir ngay san xudt.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUGC PHAM BV PHARMA

5618, Buang Lé Thi Soc, Ap 2, Xa Tan Thanh Tay, Huyén Ci Chi, Thanh Phd Ho Chi Minh, Viét Nam.
Moi thdc mdc va thdng tin chi tiét, xin lién hé s dién thogi: 02822538854
HDSD-COLLA-XXX400-C-D160XR200-ALT-23-A




