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CONG TY CO PHAN DUOC HATINH 
a Huy Tap, phudng Nam Ha, thanh pho HaTinh, tinh HaTinh 

MAU NHAN Vi, HOP XIN DANG KY 

Thanh phan : Cho 1 vién nén sui bot SEAVOTON 
Arginin aspartat 1000mg 

Ta duoc vira di 1 vién 

Chi dinh, cach ding, chéng chi dinh va cac théng tin khac: 

Dio quin: Norkhd mse bie Gut 30°, ténh Soh sing SEAVOTON SEAVOTON 

SEAVOTON SEAVOTON 
SEAVOTON 7 aiapmanians 

Arginin aspartat 1000mg 
SLSK: HO: 

Effervescent 
tablets 

SEAVOTON _ | ii | 
Dé xa tam tay cua tré em. 6119360361962383 
Doc ky hung dan si dung 
truéc khi ding SDK: 

Co sésan&udt: CONG TY CO PHAN DUGCHATINH SLSX: 
Dia chi: $6 167, dudng Ha Huy Tap, phudng Ngay SX: 
Nam Ha, thanh phé HaTinh, tinh HaTinh. HD: 

SEAVOTON 
Arginin aspartat a 
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CONGTY CO PHAN DUOC HATINH 
WSS VEZ, dudng Ha Huy Tap, phudng Nam Ha, thanh pho Ha Tinh, tinh Ha Tinh 
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MAU NHAN TUYP, HOP XIN DANG KY 

Thanh phan: Cho 1 vién nén sti bot 

Arginin aspartat 1000mg 

Ta duoc vila du 1 vién 

Chi dinh, cach diing, chéng chi dinh va cac thong tin khac: 

Xem trong to hung dan si dung thudéc kém theo 

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

SEAVOTON 

Tiéu chuan chat luong: TCCS 

SEAVOTON 
Arginin aspartat 1000mg : rs 

SEAVOTON | || 
6 

Hop | tuypx 10 vién nén sui bot 

Dé xa tdm tay cua tré em. il] | | 

Doc ky hu'dng dan si dung 
truéc khi dang SDK: 

Co sé sain xuat: CONGTY CO PHAN DUQC HATINH SLSX: 
Dia chi: $6 167, duéng Ha Huy Tap, phugng Ngay SX: 
Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh. HD: 

I 962 

SEAVOTON 
Arginin aspartat 1000mg 

(6p Tiuyp x ?O.vien nén sdibot 

GMP-WHO 

Tuyp 10 vién nén sui bot 

SEAVOTON 

6i 30°C, tranh anh 

doc ky huigng dan su dung 

SDK: 

Ngay SX: 

$6 16 SX: 

HD: 

trudc khi d 

=—— 
HADIPHAR 
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CONGTY CO PHAN DUOC HATINH 
§6167;dudng Ha Huy Tap, phudng Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh 

MAU NHAN TUYP, HOP XIN DANG KY 

Thanh phan : Cho 1 vién nén sui bot SEAVOTON 

Arginin aspartat 1000mg 

Ta dugc vila du 1 vién 

Chi dinh, cach ding, chéng chi dinh va cdc théng tin khac: 

Xem trong td huéng dan su dung thuéc kém theo. 

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

GMP-WHO 

Tuyp 20 vién nén sui bot 

SEAVOTON Tiéu chuan chat lueng: TCCS 

SEAVOTON 
Arginin aspartat 1000mg $i 30°C, tranh anh 

ca tal doc ky huéng dan sti dung 

Hap | tuyp x 20 vién nén sti bot trudc khid ing SDK: 

Ngay SX: 

SEAVOTON iM ee 
HD: 

Dé xa tam tay cua tré em. 

Doc ky hudng dan sid dung —— 

truéc khi ding SDK: Er 

Co sé san xudt: CONGTY CO PHAN DUGC HATINH SLSX: 
Dia chi: $6 167, dudng Ha Huy Tap, phudng Ngay SX: 

Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh. HD: 

SEAVOTON 
Arginin aspartat 1000mg 
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Hop }tuyp 20 vin nén stil bot
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TO HUONG DAN SU DUNG THUOC 

Rx: Fhude nay chi ding theo don thuéc. 

1, Ten thie: Seavoton. 

2. Cac dau higu lwu y va khuyén cao khi ding thudc. 

“Doc ky huong dan sit dung truéc khi ding” 
i Dé xa tam tay tré em” 

““Théng bdo ngay cho bde s¥ hode duge sf nhitng tac dung khong mong muon gap phai khi 

sur dung thudc”’ 

3. Thanh phan céng thire thudc. 

Trong | vién nén sui bot co chira: 

Direc chat 

Arginin aspartat 1000 mg 

Ta dirac 

Acid citric anhydrous, sodium bicarbonat, PVP K30, Aspartam, 

PEG 6000. 
Vira du cho | vién. 

4, Dang bao ché: Vién nén sui bot. 

M6é ta dang bao ché: Vién nén sii, mau trang, hinh tron, bé mat vién nhan, canh va vién l
anh 

lan. 

5. Chi dinh. 

Diéu tri trigu chirng suy nhuge co nang. 

6. Cach ding, liéu ding. 

- Neuii lon: 2 dén 3 vién méi ngay. 

- Tré em trén 12 tudi: 1 dén 2 vién moi ngay. 

Thoi gian tién hanh diéu tri duge kéo dai tir 8 dén 15 ngay. 

Cach ding: Cho vién vao trong | céc nude cé chita 100-200ml nuéc, cho cho vién sui bot 

hoan toan réi udng. 

7. Chéng chi dinh. 

Qua man véi Arginin aspartat hoae vi bat ctr thanh phan nao 
ctia thuéc. 

Negudi bénh phenylceton nigu, do san pham cé chira Aspartam. 

8. Canh bao va than trong khi dung thudc. 

Néu van dé van tiép dién, tinh hinh phai duge bac si danh gia lai. 

© nhig bénh nhan gan day bi nhdi mau co tim, thudc nay chi nén duge 
ding dudi su giam 

sat y té. 

San pham thuéc nay chia 168,94 mg natri mdi vién, tuong duon
g vi 8,45% luong tiéu thy 

3 

t6i da hang ngay cla WHO 1a 2 g natri cho ngudi lén. Can lu
u y 6 nhitng bénh nhan co ché
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d6 an natri nghiém ngat. 

Thuéc nay chtra aspartam, day 1a m6t ngudn phenylalanin. Diéu nay cé thé gay hai cho 

nguoi bi phenylketon niéu. 

9, Sir dung thudc cho phy nif cé thai va cho con bi 

Phu nit co thai 

Khéng c6 dit liéu lam sang va thye nghiém ve sir dung thudc trén phy ni cé thai nén tranh st 

dung. 

Phu nit cho con bu 

Khong c6 dit ligu lam sang va thyc nghiém vé str dung thudc trén phy ni cho con bi nén 

tranh su dung. 

10. Anh hwéng cia thudc lén kha nang lai xe, van hanh may moc. 

Chua cé bang ching vé anh hudng cta thuéc lén kha nang Iai xe va van hanh may moc. 

11. Twong tac, twong ky ctia thudc. 

Chua c6 nghién ctru vé tuong tac thude. 

Do khéng co cac nghién ctru vé tinh tuong ky cua thuéc, khéng tron lin thudéc nay véi thudc 

khac. 

12. Tac dung khong mong muén cia thudc. — 

Cac tac dung phu duge dé cap dudi day cé thé xay ra vi vién sui Seavoton, duge ligt ké theo 1048. 

loai co quan trong hé thong va theo tan suat theo quy uGc sau: rat phé bién (> 1/10); chung (na
 " 

>1/100, <1/10); khong pho bién ( >1/1000, <1/100); hiém gap ( > 1/10.000, <1/1000); rit +PH 

hiém (<1/10.000); va tan so khong dure biét (kh6ng thé uéc tinh tir dit ligu cd san). 
ud 
ATIN 

Hé thong lép co quan Tan suat Thoi han wu tién ela MedDRA (PT) | 5 
(SOC) 

vin | | t.' 

Re A & eK 

page gachs One ee Tan s6 khéng r6 Qua man 
dich 

ke me Riga eee Roi loan tigu héa, tiéu chay, buon nén, 
Roi loan tiéu hoa Tan s6 khéng r6 ea 

: n6én (6 liéu cao) 

Roi loan da va m6 duéi |. =<... a oe soc 
d , Tan sé khéng r6 Viém da di tg (phan tg da) 
a 

13. Qua liéu va cach xi tri. 

Uong liéu luong I6n arginine hoac diéu tri kéo dai co thé gay roi loan tiéu héa
 nhuw tiéu chay, 

budén nén, dau bung, day hoi va nén mia. 

Trong truong hop qua liéu, nén ngimng diéu tri bang arginine aspartate va tié
n hanh diéu tri 

triéu chtmg. 

14, Dac tinh duge luc hoc. 

Nhom duoc ly: Thuée b6. Ma ATC: A13A. 

Chong nhuge co: B6 sung acid amin.
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Arginin aspartat thc day qua trinh x4y dung co bap trong qua trinh tap luyén. 

15. Dac tinh duge dong hoc. 

Hap thy 

Arginine va axit aspartic duoc hap thu tét qua duong udng. 

Phan bo 
Ca hai axit amin déu cé kha nang khuéch tan mé manh mé. 

Thai trir 

Chung duge dao thai qua than. 

16. Quy cach dong goi. 

STT M6 ta tom tat cac kiéu déng géi a 

01 Tuyp nhya HDPE; Hép | tuyp x 10 vién, Hop | tuyp x 20 vien. 

02 Ep vi xé AL/AL, 4 vién; hép 5 vix 4 vién. 

17. Diéu kién bao quan, han ding, tiéu chuan chat long cia thudc. 

Bao quan: Noi khé mat, nhiét d6 dudi 30°C, tranh anh sang. 

Han ding cua thudc: 36 thang ké tir ngay san xuat. 

Tiéu chudn chét long cua thudc: TCCS. 

18. Tén, dia chi cia co’ so’ san xuat thudc. 

— Cong ty cé phan Duge Ha Tinh. 

a Dia chi: $6 167, dung Ha Huy Tap, phudng Nam Ha, thinh pho Ha 
HADIPHAR Tinh, tinh Ha Tinh.


