https://trungtamthuoc.com/

: Thudce ké don

Goi 2,4/l |

HQp 20 goi

Thanh phan ham lugng:

Piracetam 33,3% (w/v)

Ta dugc vira du

Chi dinh, cach dung, chéng chi dinh va cac théng

tin khac: Xem trong t& hudng dan su dung thudc
kem theo.

Bao quan: Noi khé mat, nhiét dudi 30°C, tranh anh sang.

Tiéu chuén chat lugng: TCCS
DéE xa tam tay cta tré em.
Doc ky huéng ddn si dung truéc khi ding
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Co'sdsan xudt:
CONG TY €6 PHAN DUGC HA TINH
wampnas’ 56 167 dudng Ha Huy Tap, phudng Nam
Ha, thanh phé Ha Tinh, tinh Ha Tinh.

G6i 2,4 ml

Box 20 sachets

Thanh phan ham lugng:

Piracetam 33,3% (w/v)

Ta dugc vira du

Chi dinh, cach dung, chéng chi dinh va cac théng
tin khac: Xem trong t& hudng dan st dung thuéc
kem theo.

Bao quan: Noi khé mat, nhiét dudi 30°C, tranh
anh sang.

Tiéu chuén chat lugng: TCCS

DéE xa tam tay cta tré em.

Doc ky huéng dan sir dung truéc khi diing
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Co'sd'san xudt:
& CONG TY €O PHAN DUQGC HA TINH
AR S 6 167 duding Ha Huy Tap, phudng Nam Ha,
thanh phé Ha Tinh, tinh Ha Tinh.

COMPOSITION

Piracetam 33,3% (w/v)

Excipients q.s.f

Indications, administration, contraindications, dosage
and other information: See the insert

Store at temperature below 30° C, in a dry place,

protect from light
Specification: Manufacturer's

Keep out of reach of children

Read carefully the enclosed insert before use
Manufacturer Ha Tinh Pharmaceutical JSC.

@ No 167 Ha Huy Tap, Nam Ha Ward, HaTinh

i City, Ha Tinh Province
HABIPHAR
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Piracetam 33,3% (w/v)
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Chi dinh, cach dung, chéng chi dinh va cac théng
tin khac: Xem trong t& hudng dan st dung thuéc
kem theo.

Bao quan: Noi khé mat, nhiét dudi30°C, tranh anh sang.
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Sachet 3,6 ml

Box 20 sachets

Piracetam 33,3

PIREWIKA

COMPOSITION

Piracetam 33,3% w/v

Excipients q.s.f

Indications, administration, contraindications, dosage
and other information: See the insert

Store at temperature below 30° C, in a dry place,

protect from light
Specification: Manufacturer's

Keep out of reach of children
Read carefully the enclosed insert before use

Manufacturer Ha Tinh Pharmaceutical JSC.
No 167 Ha Huy Tap, Nam Ha Wad, HaTinh

@ City, Ha Tinh Province
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Pirewika

Piracetam 33,3% (w/v)

PIREWIKA

Thanh phan ham lugng:
Piracetam 33,3% (w/v)
Ta dugc vira du

Chi dinh, cach dung, chéng chi dinh

va cac thong tin khac: Xem trong t&
huéng dan st dung thudc kém theo.

Bao quan: Nai khé mat, nhiét dudi 30°C,
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Tiéu chuan chat lugng: TCCS

DéE xa tdm tay cta tré em.

Doc ky huéng dén st dung truéc khi diing

slo'seoselssaaay

SBK:
NSX:SLSX:
SLSX:HD:
HD:

Co'sé'san xudt:

CONG TY C6 PHAN DUGC HA TINH
wnmremaw 90 167 duong Ha Huy Tap, phuong Nam

Ha, thanh phé Ha Tinh, tinh Ha Tinh.
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: Prescription Drug

Pirewika

Piracetam 33,3% w/v

Tube 3,6 ml

Box 20 tubes

PIREWIKA

COMPOSITION
Piracetam 33,3% (w/v)
Excipients q.s.f

Indications, administration, contraindications, dosage
and other information: See the insert

Store at temperature below 30° C, in a dry place,
protect from light

Specification: Manufacturer's

Keep out of reach of children
Read carefully the enclosed insert before use

Manufacturer

Ha Tinh Pharmaceutical JSC.
No 167 Ha Huy Tap, Nam Ha Wad, HaTinh
MABIPHAR' ity Ha Tinh Province
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PIREWIKA

“Thuée nay chi dimg theo don thuée”
“Dé xa tam tay tré em”
“Poc ki huong dan sir dung trudc khi ding”

1.\‘\@711\_‘;}#‘1111@./cjong thire thude

Moéi 1 mfa"ﬁfg dich chira:

Thanh phén dugc chit : Piracetam 33,3 % (w/v)

Thanh phan ta dugc: Sorbitol 70 %, Aspartam, Sodium acetat, Acid acetic,
Methylparaben, Propylparaben, Huong chudi, Nugc tinh khiét.

2. Dang bao ché: Dung dich udng.

M5 ta: Dung dich trong, ddng nhét, vi ngot, thom mui chudi.

3. Chi dinh

Chi dinh cho nguoi truéng thanh mic ching rung gidt co ¢6 ngudn gde vo ndo, khong
phédn biét nguyén nhédn, va nén duoc sir dung két hop véi cac liéu phap diéu tri chong
rung giat co khéc.

4. Cach dung, li¢u ding -

Cach dung: Dung dudng udng. Pugc dung ciing hodc khong cung thire an. Co thé pha
vai nude hodce nudce hoa qua dé giam vi ding cia dung dich.

Liéu diing:

Nguoi lon:

Diéu tri chimg rung gidt co do nguyén nhdn vo ndo: Bit dau liéu hang ngay 1a 7.2 g !
piracetam (twong ung 21,6 ml dung dich ubng Pirewika), sau d6 ting thém 4.8 g |
piracetam (twong Ung 14,4 ml dung dich ubng Pirewika) mdi 3-4 ngay cho dén t6i da
trong ngay la 24 g piracetam (twong Umg 72 ml dung dich ubng Pirewika), chia lam 2-3
lan. Didu tri v6i cac thude tri rung gidt khic nén duge duy tri & cing liéu lugng. Tuy theo
lgi ich 1dm sang dat duoc, nén giam lidu cua thube nay néu 6 thé. Phai xac dinh liéu cho
timg bénh nhén bing cach tha diéu tri. Mot khi da bat dau nén tiép tuc diéu tri bang
plracetam chirng nao bénh ndo ¢dn ngtm.n vén con ton tai. O nhirg bénh nhén ¢6 con
cép tinh, bénh nhan c6 thé tién trién tdt tinh cd sau mdt khoang thoi gian va vi vy clr
mdi 6 thang nén thir giam liéu hodc ngung diéu tri. Nén giam 1,2 g piracetam (twong (mg
3,6 ml dung dich ubng Pirewika) mdi 2 ngay (mdi 3 hodc 4 ngdy trong truong hop 6 hoi
ching Lance — Adams nhim phong ngira kha nang tdi phat dot ngét hodc co giat do
ngung thude dot ngdt).

Neudi cao tudi: Nén didu chinh liéu & ngudi cao tudi co ton thuong chirc nang than. Khi
diéu tri dai han & ngudi cao tudi, can danh gid thuong xuyén hé s6 thanh thai creatinin dé

didu chinh lidu phu hop khi can thiét.
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Bénh nhan suy thidn: Chdng chi dinh ding piracetam trén bénh nhan suy than ning (do
thanh thai creatinin than dudi 20 ml/phat). Liéu thube hing ngay duoc tinh cho timg bénh
nhén theo chirc nang than. Tham khao bing duéi ddy va diéu chinh lidu theo chi ddn. Dé
str dung bang dinh lugng nay, cin wde tinh d thanh thai creatinin (CLcr) ctia b¢nh nhén
tinh bing ml/phat. CLer tinh bing ml/phit ¢é thé duge ude tinh tir viée xac dinh creatinin
huyét thanh (mg/dl) theo cong thirc sau:

[140 — tudi (ndm)] X can ndng (kg)

b 72 X creatinin huyét thanh (mg/dl) (K05 nen K pav #8)
Hé s6 thanh
Nhom thai creatinin Liéu va s6 14n ding
(ml/pht)
Binh thuong > 80 Lidu thuong dung hing ngay, chia 2-4 lan
Nhe 5079 2/3 lidu thuong dung hing ngay, chia 2-3 lin

Trung binh 30 — 49 1/3 lidu thuong-dung hing ngay, chia 2 lan

Ning <30 176 lidu thuong dung hing ngay, dung 1 lan |

Bénh than giai doan cudi - Chéng chi dinh

Bénh nhan suy gan: Khong can diéu chinh licu & bénh nhén chi ¢ suy gan. Nén diéu
chinh liéu thudc khi ding cho bénh nhén vira suy gan va suy thén.

7. Chéng chi dinh

_ Qué méan véi piracetam, céc din xudt khac cia pyrrolidon hogc bit ky té duge nao cla

thude.
- Bénh thén giai doan cudi (do thanh thai creatinin than dudi 20 ml/phut).
- Bénh nhéan bi xuét huyét ndo
— Bénh nhén bi chirng mua giat Huntington (Huntington’s Chorea).
8. Cinh bdo va thin trong khi ding thude :
Tdc dpng dén két tdp tiéu cau: Do téc dong cia piracetam dén két tap tiéu cau, nén thin
trong khi dung cho bénh nhén xuét huyét nang, bénh nhan ¢ nguy co chdy mau nhu loct
dudng tiéu hda, bénh nhén roi loan cAm mau tiém tang, bénh nhin ¢o tién sur tai bién
mach mau ndo do xuét huyét, benh nhan can tién hanh dai phau ké ca phdu thudt nha
khoa va bénh nhén sit dung thuée chéng dong méau hogc chong két tap tiéu cdu bao gom
cd aspirin liéu thép.
Suy than: Piracetam dugce thai trir qua thin, do do nén than trong trong trudng hop suy
than.
Nguwoi cao tudi: Khi diéu tri dai han & ngudi cao tudi, can danh gia thuong xuyén h¢ )
thanh thai creatinin dé chinh liéu phi hop khi can thiét.
Ngung thuée: Nén trdnh ngung diéu trj dot ngdt vi co thé gay con dong kinh giat co hodc

con dong kinh toan thé & mot s6 bénh nhén c6 chimg gidt co.
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Cic dot cip nghén mach ¢ bénh nhan héng ciu hinh liém: V6i chi dinh trong bénh
héng cau hinh liém, liéu thdp hon 160 mg/kg/ngay hodc dung thude khong thuong xuyén
¢6 thé din tdi tai phat cac con cép tinh

Ta dwoc:

— Thude nay c6 chira sorbitol. Sorbitol ¢6 thé gy nhirng tri¢u chimg tiéu héa kho chiu
va cho tdc dung nhudn trudng nhe.

— Thude nay ¢6 chira 10 mg aspartam trong mdi 2,4 ml tuong duong 4,17 mg/ml. Chua
¢6 bing chirng phi 1am sang hay 14m sang dé danh gia viée st dung aspartam cho tré
dudi 12 tuan tudi.

— Thuéc ndy co chira du6i 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem
nhu khéng chira natri.

— Thudc ndy ¢6 chira methylparaben, propylparaben, ¢6 thé gy ra cac phan tng dj (mg
(co thé xay ra cham).

9. Sir dung thubc cho phu nir ¢é thai va cho con bi

Phu nir ¢6 thai:

Khong nén dung piracetam trong khi mang thai trir khi thét can thiét, khi loi ich vuot troi

nguy co va tinh trang thai phu yéu cdu phai diéu trj bing piracetam.
Phu nir cho con bu:
Khong nén sir dung piracetam trong khi dang cho con bu hodc khong cho con bu trong

thoi gian diéu tri bing piracetam.

Anh hwéng trén khi ning sinh sin:

Khong ¢ dir liéu lam sang vé tac dong cua piracetam 1én kha nang sinh san. Nghién ctru
trén dong vat chi ra ring piracetam khong anh hudng dén kha néng sinh san ¢ chudt durc
hay chuft cii.

10. Anh hwéng ciia thude 1én kha ning ldi xe va vin hanh may moc

Véi céc tac dung bét loi duge ghi nhan khi dung thude, thube ¢6 thé c6 anh huong lén
viéc lai xe va vdn hanh may moc. Do d6, nén thén trong dbi voi nhitng bénh nhén ¢o y
dinh 14i xe hodc str dung mdy moéc trong khi dung piracetam.

11. Twong tic, twong ky, cua thude

Twong tic dwge dong hoc: Tuong tac thube c6 kha nang din dén nhitng thay doi vé
duoc dong hoc cua piracetam dugce du dodn la thap vi 90% liéu piracetam dugc thai trong
nuée tiéu & dang khong déi.

Trong phong thi nghiém (in vitro). piracetam khong trc ché cac dang dong phén cia
cytochrom P450 ¢ gan ngudi CYP 1AL, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1 va 4A9/11 ¢
ndng do 142, 426 va 1422 pg/ml.

(5 ndng do 1422 pg/ml, gia tri Ki cta viée e ché nhe 1én CYP 2A6 (21%) va 3A4/5
(11%). Tuy nhién, khi ndng d¢ vuot xa 1422 pg/ml, gia tri Ki cla vige G ché hai dang
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ddng phan nay la rt tét. Do dé, tuong téc chuyén héa cia piracetam vdi cac thude khac
gan nhu khong cé. 3

Cic hormone tuyén gidp: 1.0 1an, dé kich thich va roi loan gidc ngli da duge ghi nhan khi
dung thude nay ciing lic véi cac chiét xudt cia tuyén giap (T3+T4).

Acenocoumarol: Trong mdt nghién ciru mu don trén b¢nh nhén bi huyét khéi tinh mach
t4i phat ning da dugc cong bd, piracetam lidu 9,6 g/ngay khong lam thay ddi licu
acenocoumarol can thiét dé dat INR 2,5 dén 3,5, nhung so véi tdc dung acenocoumarol
ding don doc, viée bd sung piracetam 9,6 mg/ngay lam giam dang ké két tdp ticu cdu,
phéng thich B-thromboglubin, ndng do fibrinogen va céc yéu t6 von Willebrand (VIII: C;
VIIL: vW: Ag; VIII: VIII: vW: Reo) va do nhét cia méu toan phén va huyét twong.

Cidc thubce chﬁ'ng dpng kinh: St dung piracetam trén 4 tudn véi lidu hing ngay 20 g
khong lam thay d6i nong do dinh va ndng do déy trong huyét thanh ciia cic thude chong
dong kinh (carbamazepine, phenytoin, phenobarrbitone, valproate) & bénh nhén bi bénh
dong kinh dang dung céc liéu 6n dinh.

Ruwgu: Viée udng rugu ciing luc khong anh hudng dén ndng do piracetam trong huyét
thanh va ndng dd ¢bn khong bi thay dbi boi 1 liéu piracetam 1,6g.

Twong ky: Do khong ¢6 cac nghién ciru vé tinh twong ky cta thude, khong tron 1an thude
nay véi cac thude khéc.

12. Tac dyng khong mong mudn cia thube:

Céc tac dung khdong mong muon duogc bao cdo trong cac nghién ciru 1am sang thiét ké mu
déi, kiém ching voi gia duge hoge nghién ciru duge ly lam sang. Céc tac dung khong
mong mudn dugc xép loai theo tan sudt str dung quy udc sau: Rét phd bién: > 1/10. Phd
bién: > 1/100 dén < 1/10. Khong phd bién: >1/1000 dén < 1/100. Hiém: > 1/10000 dén <
1/1000. R&t hiém: < 1/10000. Khong biét (Khong thé wdc tinh tir dit lidu sin co).

Réi loan mdu va hé bach huyét: Khong biét: R6i loan dong méu.

Réi logn hé mién dich: Khong biét: phan img dang phéan v¢, quéd man.

Réi loan tam thdn: Phé bién: bdn chdn. Khong phé bién: trdm cam. Khong biét: kich
dong, lo ling, I 1n, 4o gidc.

Réi loan h¢ thén kinh: Phé bién: Chimg ting dong. Khong phc‘; bién: Budn ngi. Khéng
biét: Mat didu hoa van dong, rdi loan thing bang, dong kinh, nhirc dau, mat ngu.

Roi loan tai va mé dgo: Khong biér: Chong mit.

Roi logn tiéu héa: Khong biét: Pau bung, dau viing bung trén, tiéu chay, budn ndn, non.
R&i loan da va mé dwdi da: Khong biér: Phit mach, viém da, ngira, ndi mé day.

Réi loan toan than va tai ché: Khong biét: Suy nhugc.

Cic nghién citu khdo st: Phé bién: Ting can.

Thong béo ngay cho bic sy hodc duge si khi gdp céac tac dung khong mong mudn nhu

trén khi stir dung thudc hoiic bdo cdo cac phan (g c6 hai cua thudc vé& Trung tim Thong
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tin thubc va Theo ddi phan (mg c6 hai cua thubc (ADR) Quéc Gia. Dia chi: 13 - 15 Lé
Thénh Téng - Hoan Kiém - Ha Noi. Dién thoai: 024.3.9335.618; Fax: 024.3.9335642;
Email: di.pvcenter@gmail.com.

13. Qud liéu va cach xir tri

Trong trudmg hop qué lidu dang ké, cdp tinh co thé lam trong da day bing thude gdy non.
Chua c6 thude giai doc dac biét dbi vai qué lidu piracetam. Pidu tri qua lidu chu yéu diéu
trj triéu chirng va co thé bao gébm thim tich méu.

14. Dic tinh dwge lue hoe

Nhém dwoe 1y: Thude bd nio.

Ma ATC: N06B X03

Co ché hoat dgng:

Co ché hoat dong cua piracetam trong ching rung gidt co vo néo van chua dugc biét ro.
Tac dung dwoe lue hoc:

Piracetam lam giam kha ning két tu tiéu cdu va giam do nhét cia mau & liéu cao, trong
truong hop hong cdu bi cing bat thuong thi thude ¢6 thé 1am cho hdng cau phyc hoi kha

ning bién dang va kha ning di qua cac mao mach.

— Anh hudng dén cac té bao hong céu:

& nhitng bénh nhén bj thiéu mau héng ciu hinh lidm, piracetam cai thién kha néng bién
dang ctia mang hdng cau, giam do nhét cia méu va ngin nglra sy hinh thanh rouleaux.

— Anh hudng dén tiéu céu:

Trong cac nghién ctru mé & nhitng ngudi tinh nguyén khée manh va ¢ nhitng bénh nhéin
¢6 hién tugng Raynaud, viéc ting liéu piracetam 1én dén 12 g c6 lién quan dén viéc giam
chirc ning tiéu cau phu thuge vao lidu lugng so voi cac gid tri trude khi diéu tri (cac xét
nghiém vé sy két ty gy ra boi ADP, collagen, epinephrine va giai phong BTG), khong co
sy thay doi dang ké vé sb luong tiéu cau. Trong nhitng nghién cru nay, piracetam kéo dai
thoi gian chay mau.

— Anh hudng dén mach méu:

Trong céc nghién ciru trén dong vat, piracetam trc ché co thit mach va chdng lai tic dung
cua céc tidc nhén gy co that khac nhau. N6 khong c¢o bat ky tdc dung gidn mach ndo va
khong géy ra hién tugng “steal”, ciing khong thap hodc khong tai phat, cling khong ¢o tic
dung ha huyét ap.

O nhirng ngudi tinh nguyén khée manh, piracetam lam giam sy két dinh ctia RBCs voi
ndi mac mach mau va ciing cé tac dung kich thich tryc tiép tong hop prostacycline trong
ndi mac khée manh.

— Anh huéng dén cac yéu t6 dong mau:
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O nhitng ngudi tinh nguyén khoe manh, so véi gid tri trudce khi diéu tri, piracetam t6i 9.6
g lam giam ndng do fibrinogen trong huyét tuong va céc yéu t6 von Willebrand (VIII: C;
VIII R: AG; VIII R: vW) tir 30 dén 40% va ting thdi gian chéy mau.

O nhitng bénh nhén ¢6 ci hién twgng Raynaud nguyén phét va thu phét, so voi gia tri
trude khi didu tri, piracetam 8 g/ngdy trong 6 théng lam giam ndng do fibrinogen trong
huyét frong va céc yéu td von Willebrand (VIII: C; VIII R: AG; VIII R: vW (RCF))) tir
30 dén 40%, giam do nhdt huyét tuong va tang thoi gian chay méu.

13.Dic tinh dwge dong hoc

Hép thu:

Piracetam duge hép thu nhanh chéng va gin nhu hoan toan. Nong d¢ dinh trong huyét
turong dat dugc trong vong 1,5 gid sau khi dung. Mirc d kha dung sinh hoc dudng udng,
dugc danh gia tr Area Under Curve (AUC), la gin 100% ddi véi vién nang, vién nén va
dung dich. Nong d¢ dinh va AUC ty 1€ véi lidu lvong dugce dua ra.

Phén bo: -

Thé tich phan b cua piracetam la 0,7 I/kg Piracetam di qua mau ndo va hang rao nhau
thai va khuéch tan qua mang dugce st dung trong thim tdch than.

Chuyén héa:

Chua c6 thong tin vé chit chuyén héa cua piracetam.

Thai trir:

Piracetam dugc bai tiét gin nhu hoan toan qua nudc tidu (80-100% liéu ding) va phén
lidu duoc bai tiét qua nude tiéu khong phu thude vao lidu dung. Thoi gian ban thai trong
huyét twong la khoang 5 gio. Hé s6 thanh thai piracetam phy thudc vao d¢ thanh thai

creatinin & thdn va giam khi suy than.

14. Quy cach déng goi ‘
Goi, Hop 20 géi x 2,4 ml; Hop 20 goi x 3,6 ml; Hop 20 201 ><-7,2 ml.
Ong, Hop 20 éng x 3,6 ml; Hop 20 6ng * 7,2 ml
15. Piéu kién biao quin, han dung, tiéu chuén chit lwgng ciia thube
Bdo qudn: Noi khoé mat, nhiét d§ dudi 30°C, tranh anh sang.
Han ding: 36 thang ké tir ngay san Xuét.
Tiéu chudn chit lwong: Ticu chuin co s0.
16. Tén, dia chi co sé san xufit thude
CONG TY CO PHAN DUQC HA TINH

- Sé 167 — Pudng Ha Huy Tdp — Phuong Nam Ha - Thanh pho
HADIPHAR Ha Tinh - Tinh Ha Tinh
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