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NHAN HOP NOOTRYL 1200 (5Vi x 10 VIEN)

Kich thuoc:
Dai: 96 mm

w <m Noatryl 1200

' Piracetam 1200 mg

‘ RX Thuéc ban theo don

Sd 16 SX / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

Hop 5 vi x 10 vién nén bao phim

|

COMPOSITION: i®
Each film coated tablet contains Piracetam 1200 mg NOQII_VL 1200

Excipients q.5. 1 tablet Pirscetam 1200 mg
INDICATIONS, DOSAGE, ADMINISTRATION, CONTRAINDICATIONS AND OTHER INFORMATION:
Please refer to the package insert

KEEP OUT OF REACH OF CHILDREN. READ CAREFULLY THE LEAFLET BEFORE USE.
STORAGE: Store at the temperature not more than 30°C, in a dry place, protect from light.

Manufactured by GLOMED PHARMACEUTICAL COMPANY, Ltd
35 Tu Do Boulevard, Vietnam-Singapore Industrial Park, Thuan An, Binh Duong. —

/ Rx Prescription only

Bw ozl weadelly

i

Nootryl 1200

Piracetam 1200 mg

A AN: A® T
35' ::np:lénkbau phim chia Piracetam 1200 mg Nomi- 1200

Té duge vira 6 1 vign Fisceiam 200w
CHI BINH, LIEU LUJNG, CACH DUNG, CHONG CHI BINH VA CAC THONG TIN KHAC

VE SAN PHAM: Xin doc to huting d&n sif dyng

BE XA TAM TAY CUA TRE EM. BOC KY HUONG DAN SU DYNG TRUGC
BAD QUAN: BE noi kho réo, tranh dnh sdng, nhiét do khong qud 30"
SBK/ REG. NO.:

San xudt bdi: CONG TY TNHH DUGC PHAM GLOME mhmml”
T—— | 35 Pai LY Ty Do, KCN Viét Nam - Singapore, Thugn An, Binh Duong
e 1

DUNG.
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- HUONG DAN SU DUNG THUOC DANH CHO CANBQ Y TE

NOOTRYL®

Piracetam
Vién nén bao phim

1. Thanh phin
M3i vién nén bao phim chira:
Hoat chit:
NOOTRYL® 400: Piracetam 400 mg.
NOOTRYL®800: Piracetam 800 mg. ‘
NOOTRYL® 1200: Piracetam 1200 mg.
Té duge: Silic dioxyd thé keo, croscarmellose natri, macrogol 6000, magnesi stearat, opadry white.
2. Dang bao ché: Vién nén bao phim
3. Dugee lye hge va duwge djng hoc
Duwgce lue hoc
Nhém duge Iy: Thubc kich thich thin kinh va huéng thin kinh
Mi ATC: N06BX03
Piracetam tic dong trén hé than kinh trung wong va duge mé ta nhu mét thude huéng thin kinh. Thude bao vé vé ndo chéng lai tinh trang
thiéu hyt oxy. O nong d¢ cao, thude con tre ché sy két tap tiéu ciu va 1am gidm d§ nhot ciia mau.
Dugce djng hoc
Piracetam dﬁn% theo dudmg udng dwoc hip thu nhzinh chéng va hiu nhu ho?n todn & é:ng tiéu hoa. Kha dyng sinh hoc gén 100%. Nong d¢
dinh trong huyét twong (40 - 60 microgram/ml) xuat hi¢n 30 phut sau khi uong mét liéu 2 g.
« Thé tich phan b khodng 0,6 lit/kg. Piracetam ngdm vio tit ca cdc mé va c6 thé qua hang rdo méau ndo va ci nhau thai, ciing nhw cic mang
dung trong tham tach than.
Théi gian ban thai trong huyét tuong 13 4 - 5 gid. Piracetam khong gén vao céc protein huyét twong va dugc dio thai qua than dudi dang

nguyén ven. H¢ s6 thanh thai piracetam ctia thin & ngudi binh thuomg 12 86 ml/phit. 30 gidr sau khi udng, hon 95% thudc duge thai theo
nudc tiéu.

Chuyén héa: Piracetam khéng chuyén héa trong co thé ngudi. Didu nay dugc chimg minh boi thai gian ban thai ctia thude trong huyét trong
kéo dai & bénh nhan vé nigu va sy tai hip thu thubc gbe rit cao tim dge trong nude tiéu.
4. Quy cach dong goi:
NOOTRYL® 400: Hop 5 vi x 10 vién nén bao phim.
Hdp 10 vi x 10 vién nén bao phim.
NOOTRYL® 800: Hop 5 vi x 10 vién nén bao phim.
Hép 10 vi x 10 vién nén bao phim.
Hdp 100 vi x 10 vién nén bao phim.
NOOTRYL® 1200: Hop 5 vi x 10 vién nén bao phim.
Hép 10 vi x 10 vién nén bao phim.

5. Chi dinh
Piracetam durgc ding h trg trong diéu tri:
+ Chimg rung giat co c6 ngudn gbc vo ndo
+ Thiéu méu nio
“=" + Suy giam nhén thirc & nguoi gia
+ Chimng khé doc & tré nho
+ Chéng mat
6. Liéu ding va cich ding
Liéu ding
Ngudi l6m:
+ Chimg rung giat co c6 ngudn gbe vo ndo: 7,2 g/ngdy chia lam 2 hojc 3 lan, ting lifd thém 4,
ngay. d
+ fhiguj;mau ndo va suy giam nhan thirc & ngudi gia: Piracetam dugc chi dinh trong thoi gian dai véi liéu hang ngay 1,2 dén 2,4 g, lidu c6
thé 1én dén 4,8g/ngay trong nhimg tuén diéu trj déu tién.
+ Chéng mit: 2,4 g — 4,8 g/ ngdy, chia lam 2 -3 lan.
Tré em (> 8 tudi): Kho doc: 3,2 g/ngdy, chia 1am 2 lan.
Lidu sir dyng nén giam & bénh nhan suy giam chirc ning than tir nhe dén vira dya vao d¢ thanh thai creatinin (CC):
. CC tir 50 - 79 ml/phit: 2/3 liéu thudng diing, chia lam 2 hofc 3 lin, >
. CC tir 30 - 49 mU/phat: 1/3 lidu thudmg dung, chia 1am 2 lan.
. CC tir 20 - 29 ml/phit: 1/6 lidu thudng ding, 1 lan/ngay.
Bénh nhan suy thin ning (46 thanh thai creatinin duéi 20 ml/phat): Khéng dugc ding.
Cich dung
Nén udng thudc truéc bira dn.
7. Chéng chi djnh
Nguoi qui min cam véi piracetam, céc din xudt khéc clia pyrolidon hay bat ky thanh phan nio cua thude.

ngay sau mdi 3-4 ngdy. Liéu téi da 20
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Ngudi bj suy gan nang hay suy thdn niing (d¢ thanh thai creatinin dudi 20 ml/pht).
Nguoi bi chay mau nio.
Ngudi méc bénh mua giat Huntington.

8. Luu ¥ va thiin trong

Téc dfng trén két tap tiéu cau: Do téc dong clia piracetam trén két tap tidu cu, nen thin trong khi ding cho benh nhén xuét huyet ning,
bénh nhan c6 nguy co chay mau nhu loét dudng tiéu héa, bcnh nhén rdi loan cAm méu tiém tang, bénh nhan ¢ tién sit tai bién mach mau
ndo do xuat huyét, bénh nhan can tién hénh dai phau ké ca phiu thuat nha khoa va bénh nhan sir dung thude chéng déng méau hodc chéng két
tap tiéu ciu bao gdm ca aspirin liéu thip.

Khéng nén ngimg thuéc dot ngdt d6i voi bénh nhan rung gidt co vi cé thé giy ra con dong kinh.

Nén giam liéu & bénh nhén suy giam chirc ning than tir nhe dén vira dya vao d thanh thai creatinin.

Nén diing thudc than trong sau khi phiu thudt 16n v trén bénh nhan c6 i loan déng méau hodc xuit huyét ning.

Sir dyng trén phy nir c6 thai va cho con bii: Khong c6 bing chimg vé tic dung gdy quai thai trén dong vit thi nghiém. Tuy nhién, chua cé
céac nghién ciru day 1 va c6 kiém soat trén ngudi mang thai. Chi nén ding plracetam trong thai ky hogc dang cho con bii khi thit can thiét.

Téc ddng cia thube 1én kha ning 14i xe va vin hanh mdy méc: Theo ghi nhan vé cic tic dung khéng mong mubn, thude c6 thé giy
chéng mit, kich dgng, dau déu, budn ngu thén trong khi ding thudc cho ngudi c6 ¥ dinh lai xe hodc van hanh may méc.

9. Tuong tic ciia thubc véi cic thude khic va cdc dang twong thc khéc

Diing déng thdi piracetam véi chiét xuat tuyén gidp T; va T, c6 thé gay 1a 1in, kich thich va réi loan gidc ngi.
Piracetam lam ting thoi gian prothrombin & bénh nhén dang dugc diéu tri véi warfarin.
10.T4c dyng khdng mong mudn
Céc téc dung khéng mong mudn duge xép theo tin sut sir dung nhur sau:
Rt thudng gip > 1/10; Thudmg gip >1/100 dén <1/10; it gip >1/1000 dén <1/100; Hiém gip >1/10000 dén <1/1000; RAt hiém gip
<1/10000; Khéng biét (khéng thé wéc tinh tir dir liéu sin cb).

™ . Roi logn méu va hé bach huyét: Khong biét: Ri loan chay mau.

- Réi logn h¢ mién dich: Khéng biét: Phan (mg dang phan vé, qua mén.
- Réi logn tém thén:
- Phé bién: Bdn chén.
- Khéng phé bién: Tram cam.
- Khéng biét: Kich dong, lo ling, I 13n, do giac.
- R6i logn hé than kinh
- Pho bién: Ching ting ddng.
- Khéng phé bién: Buon ngu.
- Khéng biét: Mét diéu hoa van dong, rbi loan thing bing, dong kinh, nhirc diu, mat ngu.
- Réi logn tai va mé dgo: Khong biét: Chéng mit.
- Réi loan tiéu héa: Khong biét: Pau bung, dau viing bung trén, tiéu chay, budn nén, nén.
- Réi logn da va mé duéi da: Khong biét: Phi mach, viém da, ngira, ndi mé day.
Réi logn todn than va tai ché: Khong phd bién: Suy nhuge.
Céc nghién ciru khdo sat: Phd bién: Tang cén.
Ngung sir dung va héi ¥ kién béc sT néu: Xuét hién céc triéu chimg méi bét thudng hay cac tc dung ngoai ¥ tré nén ning h
Théng bdo cho béc sT nhirng tic dung khéng mong mubn gip phii khi sir dung thuéc.
11. Qui lidu v xir tri
Tri¢u chimg: Kinh nghiém vé qua lidu piracetam con han ché, lidu rdt cao 1én téi 75 g chwa c6 biéu hién
Xir m Trong tnr(‘mg hop qua lidu, nén dleu trj tri¢u chiing va 4p dyung céc bi¢n phap hd trg théng thudmg,
chu yeu 14 hd trg diéu trj trigéu ching néu xdy ra tnrong hop quéa liéu.

12. Didu kign bio quin: D& noi khd réo, tranh 4nh séng, nhiét d6 khong qué 30°C.

13. Han diing: 36 thang ké tir ngdy san xuét.

14. Tén, dja chi ciia co s& sin xuit:
CONG TY TNHH DUQC PHAM GLOMED
Dija chi: 86 35 Pai Lo Ty Do, KCN Viét Nam — Singapore, thj xa Thudn An, tinh Binh Duong.
PT: 0650.3768823 Fax: 0650.3769095

15. Ngdty xem xét sira d8i cip nhit lai ndi dung huémg din sir dung thude: 05/12/16

6ng c6 thube giai doc dic higu,
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TO HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1- Tén san phim 1
Tén generic hogc tén chung qudc té: Piracetam

Tén biét dugc: NOOTRYL

Thuéc bén theo don
Pé xa tAm tay ciia tré em
Poc k§ hwéng din sir dung trwée khi ding
Néu cin thém théng tin xin héi y kién bc si.
Thong bdo ngay cho béc sy nhirng tic dung khong mong mudn gip phai khi sir dung
thude.

2- Thanh phén ciia thude
M&i vién nén bao phim chia:
Hoat chat:
NOOTRYL® 400: Piracetam 400 mg.
NOOTRYL® 800: Piracetam 800 mg.

- NOOTRYL® 1200: Piracetam 1200 mg.
Ta dwgec: Silic dioxyd thé keo, croscarmellose natri, macrogol 6000, magnesi stearat, opadry
white.

3- M6 ta san phim
NOOTRYL® c6 dang vién nén ding dé udng.
NOOTRYL® 400: Vién nén bao phim dai mau tring, mot mit cé khic sé 400, mét mat c6
khéc chit GLM.
NQOTRYL® 800: Vién nén bao phim dai mau tring, mot mit c6 khic gach ngang, mot mit c6
khac chit GLM.
NOO"I'RYL® 1200: Vién nén bao phim dai mau tréing, mot mit c6 khic gach ngang, m{t mat
co khac chir GLM.
4- Quy cach déng goi
NOOTRYL® 400: Hop 5 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
NOOTRYL®800: Hop 5 vi x 10 vién nén bao phim.
Hop 10 vi x 10 vién nén bao phim.
Hop 100 vi x 10 vién nén\bao phlm.
NOOTRYL® 1200: Hop 5 vi x 10 vién nén
Hop 10 vi x 10 vién nén ba
5- Thudc ding cho bénh gi? -
Piracetam dugc ding hd trg trong diéu tri:
+ Chirng rung gidt co c¢6 ngudn gdc vo ndo
+ Thi€u méau ndo
+ Suy giam nhén thirc & nguoi gia
+ Chirng kho doc & tré nho
+ Chong mat
6- Nén ding thudc nay nhiwr thé nao va li¢u lrong?
Li¢u dung
Nguwdi lom:
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] + Chimg rung giét co c6 ngudn géc vo ndo: 7,2 g/ngiy chia 1am 2 hodc 3 I4n, ting lidu thém
| 4,8 g/ngay sau mdi 3-4 ngay. Liéu t6i da 20 g/ngay.
|+ Thiéu mu ndo va suy gidm nhan thirc & ngudi gia: Piracetam dugc chi dinh trong thoi gian
dai véi liéu hang ngay 1,2 dén 2,4 g, liéu c6 thé 1én dén 4,8g/ngdy trong nhirng tudn diéu tri
dau tién.
+ Chéng miit: 2,4 g — 4,8 g/ ngay, chia 1am 2 — 3 lan.
Tré em (> 8 tudi): Khoé doc: 3,2 g/ngdy, chia lam 2 1an.
Liéu sir dung nén giam & bénh nhén suy giam chirc ning than tir nhe dén vira dya vao d¢ thanh
thai creatinin (CC):
-CC tir 50 - 79 ml/phiit: 2/3 liéu thuong ding, chia 1am 2 hodc 3 1in. >
.CC tir 30 - 49 ml/phiit: 1/3 liéu thuong ding, chia 1am 2 1in.
.CC tir 20 - 29 ml/phiit: 1/6 liéu thuong ding, 1 lan/ngay.
Bénh nhén suy thén ning (d¢ thanh thai creatinin dudi 20 ml/phut): Khong duge dung.
Céch dung
Nén ubng thudc trude bira an.
7- Khi nao khong nén ding thube nay?

= Ngudi qué man cam véi piracetam, cdc dan xuat khac cta pyrolidon hay bat ky thanh phén nao
cua thude. —
Ngudi bi suy gan n@ng hay suy thin nang (d¢ thanh thai creatinin dudi 20 ml/phut). o
Ngudi bi chiy mau néo. _cb:;
Ngudi méc bénh mia gist Huntington. et
8- T4c dung khong mong muédn GLO!
Cac tac dung khong mong mubn dugc xép theo tin suit sir dung nhr sau: %
Rét thudng gip > 1/10; Thudng gip >1/100 dén <1/10; it gip >1/1000 dén <1/100; Hiém gip -
>1/10000 dén <1/1000; Rét hiém gip <1/10000; Khong biét (khong thé wdc tinh tir dir ligu sin
c0).
R6i loan mdu va hé bach huyét: Khong biét: R6i loan chiay méu. |
R6i logn hé mién dich: Khong biét: Phan img dang phan vé, qua mén. i
Réi loan tém than: 'i

. Phé bién: Bén chén.
. Khéng phd bién: Trim cam
. Khéng biét: Kich dong, lo ling, I 1An, do giac.
Ri loan hé thdn kinh
. Phd bién: Chimg ting dong.
Khéng phd bién: Budn ngi.
. Khong biét: Mét diéu hoa van dong, rdi loan thing ;
R6i loan tai va mé dao: Khong biét: Chéng mit.
Réi loan tiéu héa: Khong biét: Pau bung, dau viing bung trén, ti€u chay, budn nén, ndn.
Réi loan da va mé duéi da: Khong bibt: Phi mach, viém da, ngira, nbi mé day.
R&i loan toan than va tai ché: Khong phd bién: Suy nhuge.
Céc nghién cieu khdo sat: Phd bién: Tang can.
Nglmg str dung va héi y kién béc si néu: Xuat hién cic triéu ching méi bét thuong hay cic
tac dung ngoai y tré nén néng hon.
Théng bao cho bic si nhirng tdc dung khéng mong mudn gip phai khi sit dung thudc.

ong kinh, nhirc d4u, mat ngu.
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9- Nén tranh dung nhimg thudc hodic thye phim gi khi dang dung thubc nay?
Diing dong thdi piracetam véi chiét xuat tuyén gidp Ts va T4 c6 thé gay lu 13n, kich thich va réi
loan giac ngu.
Piracetam 1am ting thdi gian prothrombin & bénh nhan dang dugc diéu tri v6i warfarin.

10- Can lam gi khi mjt Iin quén ding thubc?
Nén ding liéu da bo s6t ngay khi nhé ra. Tuy nhién, néu gin dén thoi gian ubng lidu ké tiép,
bé qua lidu di quén va udng liéu ké tiép vao gio thuong 16. Khong udng liu gip déi dé bu cho
lidu bo sét.

1 11- Cén bio quan thube nay nhw thé nao?

Dé noi khd rdo, tranh 4nh sang, nhiét 6 khong qué 30°C.

 12- Nhirng d4u hi¢u va trigu chimg khi ding thude quai lidu

Kinh nghiém vé qué liéu piracetam con han ché, liéu rét cao 1én t6i 75 g chua c6 bidu hién qué
liéu.

13- Cén phai lam gi khi dang thudc qua liéu khuyén cdo0?
Trong truong hop qué lidu, nén diéu trj triéu chimg va 4p dung cac bién phép hd trg thong
thuomg. Khong c6 thude gidi doc dic hiéu, chi yéu 1a hd trg diéu tri triéu chimg néu xay ra
trromg hop qué liéu.

14- Nhirng diéu cin thin trong khi ding thudc nay?
Téc dong trén két tap tiéu cau: Do tic dong cia piracetam trén két tap tiéu cdu, nén than trong
khi ding cho bénh nhan xuat huyét ning, bénh nhén c6 nguy co chay méu nhu loét dudng tiéu
hoéa, bénh nhan rdi loan cAm mau tiém ting, bénh nhan c6 tién sir tai bién mach méu nio do
xudt huyét, bénh nhén cin tién hanh dai phdu ké ca phiu thuét nha khoa va bénh nhén sir dung
thudc chéng déng mau hoic chdng két tap tiéu ciu bao gdm ca aspirin liéu thip.
Khéng nén ngimg thube dt ngdt d6i voi bénh nhéan rung giét co vi c6 thé gdy ra con dong
kinh.
Nén giam lidu & bénh nhéan suy giam chirc nang thén tir nhe dén vira dua vao do thanh thai
creatinin.
Nén dung thubc than trong sau khi phau thuat 16n va trén bénh nhan c6 r6i loan d6ng méu hoic
xuit huyét ning.
Sir dung trén phu nir ¢6 thai va cho con bi: Khong c6 bang chim
trén dong vat thi nghiém. Tuy nhién, chwa c6 cic nghién ciru day du va ¢6 klem soat trén ngudi
mang thai. Chi nén duing piracetam trong thai ky hodc dang cho con/bu khi thét can thiét,
Téc djng ciia thudc 1én khé niing l4i xe va vin hanh mdy méc: Theo ghi nhan vé céc tac
dung khong mong mubn, thudc c6 thé gy chéng mit, kich dong, dau dau, budn ngi thén trong
khi ding thudc cho ngudi c6 y dinh 14i xe hodc van hanh méy méc.

15- Khi nio cin tham vén bic s§?
Nén tham van béc si trong nhitng trudng hop sau:
Khi thubc khong dat dugce hiéu qua trj liéu nhu mong mudn trong qué trinh diéu tri.
Khi xuét hién cac phan g di ing hodc triéu chirmg méi bét thudng ngay ci khi thudc dugce sir
dung véi liéu khuyén céo.
Néu cin thém théng tin xin héi y kién bdc sy hogc dwgc si.

16- Han dung ciia thuoc
36 thang ké tir ngy san xuat.
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17- Tén, dia chi, biéu twong (néu c6) cia co sé san xuat
= CONG TY TNHH DUQC PHAM GLOMED
Pia chi: S6 35 Pai L6 Ty Do, KCN Viét Nam — Singapor
Thudn An, tinh Binh Duong.
18-Ngay xem xét sira dbi, cap nhit lai ndi dung hwéng din g thude.
05/12/2016

UG .CUC TRUONG
¢ TRIING PHONG
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