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THANH NAM

1. Miu nhan vi

CONG

MAU NHAN XIN DANG KY
VIEN NANG CUNG TANAFEZAM

HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phic

2. MAu nhan lp 100 vién

THANH PHAN: méi vién chua
Piracetam

Cinnarizin
Taduge viradl ...

CHI BINH, CHONG CHI BINH, CACH

DUNG VA LIEU DUNG, TAC DUNG

KHONG MONG MUGN, THAN TRONG,
TUONG TAC THUSC, SU DYNG CHO
PHY NU CO THAI VA NHUNG THONG
TIN KHAC: xem trong t& huéng dén sir

dyng thudc kém theo

3. MAu nhan lp 200 vién

THANH PHAN: méi vién chua
Piracetam......
Cinnarizin...... 5
T duge viiadi ..............

CHi BINH, CHONG CHI BNH, CACH
DUNG VA LIEU DUNG, TAC DYNG
KHONG MONG MUON, THAN TRONG,
TUONG TAC THUGC, SU DYNG CHO
PHY NU €O THAI VA NHONG THONG
TIN KHAC: xem trong t& huéng dén sl

dyng thudc kém theo

Piracetam 400mg/ Cinna
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Lo 100 vién nang cing NHIET DO DUGI 30°C
WHO GMP A
E XA TAM TAY CUA TRE EM
o BOC K¥ HUGNG DAN SUDUNG TRUGC KHI DUNG
Tanafezam 3o
SBK:
3 5 7 | Cd sd sdn xuil: ? 5 g
: 400/25 mg CHI NHANH CONG TY TNHH SX-TM DUGC PHAM
“ | THANH NAM TAI BINH DUONG
i X e 60 Dai 16 Déc Lép, KCN Vigt Nam Singapore
Piracetam 400mg/ Cinnarizine 25mg hj x4 Thuan An, Tinh Binh Ducng
Vian phéng: 34 Biing T&t, P.Tan Binh, Q 1, TP HCM
o "] BAO QUAN NGI KHO MAT, TRANH ANH SANG,
< Lo 200 "‘;"H’g’(‘;:;"‘g NHIET B0 DUGI 30°C
’ ::mg ©E XA TAM TAY CUA TRE EM
1 v:: BOC K¥ HUONG DAN SUDYNG TRUGC KHI DUNG
Tanafezam =
SBK: -
o sd sin xult: -

GHI NHANH CONG TY TNHH SX-TM DUGC PHAM
THANH NAM TAI BINH DUONG

60 Dai 16 D& Lap, KCN Viét Nam Singapore
Thi x& Thuén An, Tinh Binh Dugng

Van phéng: 3A Bang T4t, P.Tan Binh, Q.1, TP HCM

rizine 25mg

TP. HCM, ngay 15 thdng 07 nam 2019
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Hop 10 vi x 10 vién nang ciing

Hép vi x 10 vién nang ciing

Thubc ké don

Tanafezam
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Piracetam 400mg/ Cinnarizin 25mg

Co sd SX: CN CONG TY TNHH SX-TM DUQC PHAM
THANH NAM TAI BINH DUONG
16 B6 p H t Nam S

Prescription drug
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Piracetam 400mg/ Cinnarizine 25mg
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Box 10 blisters x 10 capsules

WHO-GMP

Tanafezam

Piracetam 400mg/ Cinnarizine 25mg

SBK/ Reg No:.

Indications, Dosage and method of
administration, Conlraindications, Side
effects and other precautions: Read the
leallet inside

Chi dinh, Cach ding- liéu ding,
Chdng chi dinh, Tac dung khéng
mong mudn va nhiing théng tin

khac: xem trong 16 hudng dén s
dung thudc kem theo

Bao quan noi khd mat, tranh anh
sang, nhiét dd dudi 30°C

Dé xa tdm tay cua tré em

Boc ky hudng dan s dung truoc
khi ding

Tiéu chudn dp dung: TCCS

STORAGE: Store in a cool and dry place,
bhelow 30°C, protect from light

Keep out of reach of children

Read leallet carefully before use

Specification: Manufacturer’s

Manufacturer: BRANCH OF THANH NAM PHARMACEUTICAL PRODUCTION
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Thudc nay chi dung theo don thude.
Dé xa tim tay tré em.
Poc ky hwéng din sir dung trwée khi dung.
THANH PHAN: MGi vién nang cimg chia:
Thénh phan dwge chat: Piracetam ....................... 400 mg
Cinnarizin ................cc.eveee. 25 mg
Thanh phdn td dwgc: Avicel PH101, PVP. K30, Natri starch glycolat, Magnesi stearat, V6 nang clng rdng s6 0.
DANG BAO CHE: Vién nang cimg s6 0 thin mau tréng, nip mau do, bén trong chira bot thude mau tring.
CHI PINH
Diéu tri:
- Suy mach mau ndio mén tinh va tiém 4n do xo vira dong mach va ting huyét 4p dong mach; dot quy do thiéu mau
cuc b hep mach va tinh trang sau djt quy;
- Bai ndo sau chin thuong;
- Bénh néo c6 nguén géc khac nhau;
- Hoi chimg tam than hitu co véi cac suy giam chinh vé tri nhé va cdc chirc ning nhan thirc khéc;
- Cac bénh & mé dao tai — chong mat, u tai, budn nén, ndn; rung giat nhan cau;
- H§i ching Méniére;
- Phong ching say tau xe;
CACH DUNG, LIEU DUNG
Cich ding: Dung theo dudng udng.
Liéu dung:
Nguoi Ion: 1 -2 vién/lan, 3 1an/ngay, trong thoi gian 1 dén 3 thang, tily thude vao mirc d6 nghiém trong ctia bénh.
Tré em: Liéu khuyén céo cho tré em 1a 1 - 2 vién/lan, 1 dén 2 14n mot ngay.
Khéng nén sir dung thudc lién tuc qua 3 thang.
CHONG CHI PINH
Qué man véi cac hoat chat hodc bat ky thanh phr;"m nao cia thude.
Suy than ning;
Dot quy do xuét huyét nio.
CANH BAO VA THAN TRONG
Trong trudng hop suy than nhe hoc trung binh, nén giam liéu diéu tri hodc kéo dai khoang cach giita cac lidu, dic
biét khi d6 thanh thai creatinin dudi 60 ml/phut.
Thudc nay nén dugce sir dung than trong véi bénh nhan bj suy gan. O nguoi bi suy gan, cin thiét phai theo ddi gia
tri men gan.
Nén tranh udng rugu trong qua trinh diéu tri.
Than trong khi ding thudc ddi véi cac bénh lién quan dén ting ap lyc ni nhan va & ngudi méc bénh Parkinson.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai:
Méc du khong c6 bing chimg vé tac dung giy quéi thai nhung khong khuyén cdo sir dung Tanafezam trong ba
thang dau thai ky.
Thoi ky cho con ba:
Piracetam di vao sita me, do d6 Tanafezam khong dugc khuyén cdo sir dung trong thdi ky cho con bi.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Khong c6 dit liéu vé anh huéng nao dén kha ning l4i xe va van hanh may méc.
TUONG TAC, TUONG KY

Twong tac

Khi ding dong thoi véi thubc trc ché than kinh trung uong, thudc chéng trim cam ba vong va ruou, tac dung an
than s& tang lén. Tanafezam lam tang tac dung cua thuéc nootropics, thude ha huyét ap va thude gidn mach. Sir
dung két hop voi thudc gidn mach gitp ting cuong tic dung ciia nd va sy hién di¢n cia cinnarizin dan dén tang tac
dung cta thube ha huyét ap.

Thudc nay lam tang tac dung cia hormon tuyen gidp va co thé gdy run va bon chon. N6 ciing ¢6 thé tang cuong tac
dung cta thude chng déng mau dudng udng.
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Do khéng c6 céc nghién ciru vé tinh twong ky ciia thude, khong tron 1an thude nay véi céc thude khac.

TAC DUNG KHONG MONG MUON (ADR)
Tan suat phan img c6 hai cua thude dugce phan loai nhu sau: rit phd bién (=1/10), phd bién (217100 den <1/10),
khong pho bién (= 1/1.000 dén < 1/100), hiém (> 1/10.000 dén < 1/1.000), rat hiém (< 1/10.000), tan suét khong rd
(khong thé wdc tinh tir dit liéu 6 sin)
Réi loan hé mién djch
Rat hiém: phan img qua man — cac phan tmg da khac nhau, nhay cdm v&i 4nh sang.
Roi logn tiéu héa
Vi tan suat khong rd: ting tiét nudce bot, budn nén, ndn.
Réi logn than kinh
Vi tan suat khong rd: lo au, kich dong, rdi loan gidc ngi, diéu trj kéo dai & ngudi cao tudi c6 thé gay run.
Bao cdo cac phan ing c6 hai nghi ngd
Viéc bao cdo cac phan (ng c6 hai nghi ngor sau khi thuée duge cap phép luu hanh la rit quan trong. Diéu nay cho
phép theo ddi lién tuc ty 1¢ lgi ich-rui ro cia thude. Céc chuyén gia chdm séc sirc khde dugc yéu cau béo céo bat ky
phan rng ¢6 hai nao cia thuoc.

QUA LIEU VA CACH XU TRi
Tanafezam dugc dung nap rat tot va khong c6 tac dung phu nghiém trong niao ma can phai ngimg diéu trj khi ding
qua lieu.
Trong trudng hop qua liéu, c6 thé gap phai dau bung O tré em, tac dung gay kich dong — mét ngu, bon chdn, hung
phén, kho chiju, run rdy, hiém gip 4c mdng, do giac, co giit.
Viée diéu tri qua liéu thye hién theo diéu tri triéu ching.

PAC TINH DUQC LUC HQC
Nhém dugc ly: Thudc an thén, thudc kich thich tdm than va thudc nootropics khéc.
Ma ATC: N0O6BX00
Hiéu qua diéu trj ciia piracetam chwa dugc hiéu thau ddo. Nhimng tac dung dugc biét dén cho dén nay da dugc
chimg minh bing m6t s nghién ciru thyc nghiém trén dong vat. N6 da dugc chirng minh la cé tac dung ting cuong =
dén truyén than kinh GABA-ergic, cholinergic va glutamatergic; tao diéu kién thuén lgi cho viéc truyén thong tin |~
trong va lién ban cu; va c6 tic dung chéng thiéu méau cyc b do anh huéng ciia né ddi véi qua trinh trao déi chat [
va huyet hoc. )2
Cir}narizin 1a mot thude doi khang chon loc canxi va thy the histamin Hi. N6 da dugc phét hién la c6 tac dung e 0
che sy van chuyén cia céc ion canxi qua mang té bao; (rc ché tic dung cua céc chat trung gian co mach N
(catecholamin, angiotensin va brandykinin); lam gian mach mau nao, mach vanh va ngoai bién yéu; vé miit trao ddi |
chat lam ting ham luong carbon dioxid trong luu lugng méu ndo; ting sic dé khang cia té bao ddi voi tinh trang B
thieéu oxy; khong c6 tac dung 1én huyet ap va nhip tim. 3
San pham két hop c6 tac dung ha huyét ap rd rét. Tac dung cuia hai dugc chat nay ting cudng lan nhau va lam giam
sirc can mach méau ndo. San pham két hop lam ting luu lugng mau ndo.

PAC TINH DUQC PONG HQC
Hop chit dugc hap thu nhanh chong va hoan toan ¢ duong tiéu hoéa. Cinnarizin dat ndng do ti da trong huyét
tuong trong gio dau tién sau khi uong. N6 duge chuyén hoa hoan toan. No lién ket 91% vdi protein huyét tuong.
Bai tiét 60% dudi dang khong dbi qua phén, phan con lai duge bai tiét qua nudc tiéu dudi dang chat chuyén hoa
Piracetam dat nong do toi da trong huyét twong sau 2-6 gid. N6 tu do di qua hang rdo méu ndo. N6 duge bai tiét
dudi dang khong ddi qua nuée tiéu.
Dir liéu an toan tién lam sang
Khéng quan sat thay kha nang gy doc & ty 1¢ ¢ dinh cia hai thanh phan cta hgp chit. Liéu gay chét trung binh
ctia hgp chét qua dudng uong khong vuot qua liéu gay chét trung binh cta thanh phan doc hai hon. LD50 ctia hop
chat la trén 2000 mg/kg thé trong. Hop chat nay cung khéng cho thay c¢6 ddc tinh cao hon trong thi nghiém doc
tinh ban cap tinh (mot thang). O ca doc tinh ban cAp va man tinh cuia hai thanh phéan, khong quan sat thdy nhing
thay déi vé doc tinh — khéng c6 thay ddi vé mo bcnh hoc va chirc ning.
Céc nghién ctru doi véi san phim ket hop & chudt cdng, tho, chuq)t nhét dang mang thai, & con durc ciia cung ba loai
dong vat, cling nhu nudi cdy bach cdu & ngudi khong cho thdy c6 bang chimg vé kha nang gy quai thai va gy dot
bién.

QUI CACH PONG GOI : Hop 10 vi x 10 vién.

Lo 100 vién; Lo 200 vién.

Bio quan : Bao quan noi khd mat, tranh anh sang, nhiét d¢ dudi 30°C.
Han dung : 36 thang ké tir ngay san Xuét.
Tiéu chuén chét lwgng : TCCS.
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Dieu kién bao quian va han diung sau khi mé nap lg: Lo phai dugc dong kin nap ngay sau khi sir dung, bao quan
noi khd mat, tranh 4nh sang, nhiét d6 dudi 30°C; Han ding 36 thang ké tir ngdy san xuat.
Co s sdn xuit:
CN CONG TY TNHH SX-TM DUGC PHAM THANH NAM TAI BINH DUONG.
60 Pai 16 Poc 1ap, KCN Viét Nam-Singapore, Thanh phé Thuan An, Tinh Binh Duong.

Vin phong: 3A DPiang Tét, P. Tan Pinh, Q.1, TP. HCM

Tp.HCM, ngay 01 thdng 11 nam 2023
KT/ Gidm doc
Phé Gidm doc
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