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MAU NHAN Vi, HOP XIN DANG KY

Thanh phén : Cho 1 vién nén sdi bot SEAVOTON

Arginin aspartat 1000mg
Té ducc vira da 1 vién
Chi dinh, cach diing, chéng chi dinh va cic théng tin khac:

Xem trong td hudng dan si dung thudc kém theo. SEAVOTON SEA\;OTON
Bdo quan: Noi khé mat, nhiét dudi 30°C, tranh anh sang. i
Arginin aspartat  1000ma Arainin & Ulumg

Tiéu chudn chit lugng: TCCS -

SEAVOTON SEA\IOTON
SEAVOTON e

Arginin aspartat 1000mg

SLSX: HD:

SEAVOTON |' ’

Dé xa tdm tay cla tré em. slo36036I1962383
Boc ky huong dan s dung
trudic khi ding SDK:
Ca sirsanfuit: CONGTY €O PHAN DUSC HATINKH  SLSX:
Bia chi: ‘3 0167 ,'. { !_'_; anag Ngay SX
T ' HD:

SEAVOTON

Arginin aspartat 1000mg

SEAVOTON
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/waw CONGTY COPHAN DUQCHATINH
/ t,u*SDT‘l' QUUng Ha Huy Tap, phudng Nam Ha, thanh phé HaTinh, tinh HaTinh

C"" f f}f-‘; !'\. C\‘l!

1000mg
Ta dugc viua du 1 vién
Chi dinh, cich diing, chdng chi dinh va cac thong tin khac:
Xem trong t& huong dan st dung thuoc kém theo
Bio quan: Noi khé mat, nhiét dudi 30°C, trénh dnh sang.

GMP-WHO

Tuyp 10 vién nén sui bot

SEAVOTON

Tiéu chudn chat luong: TCCS

SEAVOTON

Arginin aspartat 1000mg

jepedse unibiy
NOLOAVIS

DL

SEAVOTON u"

©é xa tdm tay cira tré em. 6llo3503611962383
Poc ky hudéng ddn su dung
truge khi dung SBK:
ON 5 PHAN DUQC HATINH SLSX:
ap, phuéng Ngay 5X:
MNam Ha, thanh G HaTinh, tinh Ha Tinh HD:

Co s sén xude CONGTY €O PHAN DUOC HATINK
i Dia chi: 56 167, Gudng Ha Huy Tho, phudngMam Ha,
LEUTLUELY thanh pha HA Tinh, tinh HaTink

SEAVOTON

Arginin aspartat 1000mg _

SEAVOTON

Argin aspartal




https://trungtamthuoc.com/

CONGTY CO PHAN DUGCHATINH
Sf.‘.LIG? ﬂuong Ha Huy Tép, phudong Nam Ha, thanh phé Ha Tinh, tinh Ha Tinh

'-":‘ NG TY N .l \-
COPHAN 'I“‘I
e e o : = Y - A v
DUGC J. MAU NHAN TUYP, HOP XIN DANG KY

N\ HA TINH /3//
Thanh phéan : Cho 1 vién nén sui bot SEAVOTON
Arginin aspartat 1000mg
Ta dugc vifa du 1 vién
Chi d@inh, cach ding, chdng chi dinh va cic thong tin khac:
Xem trong t& hudng dan sif dung thudc kém theo

GMP-WHO

Tuyp 20 vién nén sui bot

SEAVOTON

Bao quan: Noi kho mat, nhiét dudi 30°C, trdnh anh sdng,

Tiéu chuan chat luong: TCCS

SEAVOTON

o Arginin aspartat 1000mg

pdse uibiy

NOLOAVIS

hl.:;'-:n:.'_ 131}

SEAVOTON

Pé xa tdm tay cua tré em.
Poc ky hudng dan si dung
truéic khi ding

C nxudt: CONGTY CO PHAN

Co st sin wudt: CONGTY CO PHAN DUGC HA TINH

Bia chl- 56 167, dubng Ha Huy Tip. phubngMNam Ha
HADIPHAR thanh phé Hi Tinh, tinh HhTinh,

3 7 Ngay 5X
Nam Ha, t"mh ph& HaTinh, tinh} {aTinh. HD:

SEAVOTON

Arginin aspartat 1mmg _

rmim asparta

SEAVOTON
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TO HUONG DAN SU DUNG THUOC
R: Fhudc nay chi ding theo don thuic.
1. Tén thude: Seavoton,
2. Cic dAu higu lwu ¥ va khuyén cdo khi dung thube.
“Doc ky hieomg dan sie dung truce khi dung”
A 'fBé- xa tam tay tré em”
“Thong bdo ngay cho bdc s§ hode dugce sy nhitng tde dung khong mong muon gap phdi khi
sir dung thuoe”
3. Thanh phén céng thire thude.

Trong 1 vién nén sui bot cé chira:

Durge chat

| Arginin aspartat 1000 mg

Ta duoe

Acid citri hydrous, sodi i t, PVP K30, ; ]
cid citric anhydrous. sodium bicarbona K30, Aspartam Vira & cho 1 vien.

PEG 6000.
4. Dang bao ché: Vién nén sui bot. 3 (
Mo ta dang bao ché: Vién nén sui, mau tring, hinh tron, bé mit vién nhin, canh va vién lanh / ;{/J C/
lan. |4 Ct
5. Chi dinh. g

i.'

Piéu tri triéu chirg suy nhuge co ndng. _;
6. Cach ding, liéu diung. <
- Neudi 1ém: 2 dén 3 vién mdi ngay.

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

Théi gian tién hanh diéu tri dugc kéo dai tir 8 dén 15 ngay.

Cich dung: Cho vién vao trong 1 cée nude ¢ chira 100-200ml nuoc, chd cho vién sul bot
hoan toan rdi udng.

7. Chéng chi dinh.

Qué man v&i Arginin aspartat hodc voi bt cir thanh phin nao cua thudc.

Ngudi bénh phenyleeton nigu, do san phim c6 chira Aspartam.

8. Cinh bio va thin trong khi dang thude.

Néu van d& vin tiép dién, tinh hinh phai duge bac si danh gia lai.

O nhimg bénh nhan gin ddy bi nhoi mau co tim, thube nay chi nén duge dung dudi sy giam
sat y té.

San pham thude nay chira 168,94 mg natri mai vién, tuong duong voi 8,45% lugng tiéu thy
t6i da hang ngay cua WHO la 2 g natri cho nguoi lon. Cén luu y ¢ nhitrng bénh nhén co6 ché
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dd an natri nghiém ngat.

Thuéc nay chira aspartam, diy la mdt ngudn phenylalanin. Piéu nay c6 thé giy hai cho

nguoi bi phenylketon nigu.

9. Sirdyng thube cho phu nir ¢é thai va cho con bi

Phu nir co thai

Khong co dir li¢u lam sang va thye nghiém vé str dung thude trén phy nit ¢é thai nén tranh sur

dung.

Phu nit cho con bii

Khéng ¢6 dir li¢u lam sang va thuc nghiém vé sir dung thude trén phu nit cho con bu nén

tranh sur dung.

10. Anh hwéng cia thuoe 1én kha ning lii xe, vin hanh may méc.

Chura c6 bing chitng vé anh huong cua thude 18n kha ning lai xe va van hanh may moc.

11. Twong tac, twong ky cua thudc.

Chura ¢6 nghién ciru vé tuong tic thude.

Do khong ¢6 cac nghién ciru vé tinh twong ky ctia thude, khong trdn lan thudc nay vai thude

khac.

12. Tac dung khéng mong mudn ciia thube.

Cac tac dung phu duge dé cap dudi day co thé xay ra v6i vién sui Seavoton, duge liét ké theo ;_
loai co quan trong h¢ théng va theo tan suit theo quy udc sau: rat phd bién (> 1/10); Lhung ( ine »
>1/100, <1/10); k_hong pho bién ( >1/1000, <1/100); hiém gap ( = 1/10.000, <1/1000); rét o PHA
hiém (<1/10.000); va tan s6 khong duogc biét (khong thé ude tinh tir dir liéu c6 san). U“"
Hé thong 16p co quan ATIN

Tén suit Thoi han wu tién cia MedDRA (PT
(SOC) an s 2 ién cua (PT)
F 4" ~ A 2
R.m Joga e thOmg RUER. |15 a8 khong rd Qué min
dich
e Roi loan tiéu hoa, ticu chay, buon non,
Réi loan tiéu héa Tin sb khong rd e o E

nén (& lidu cao)

R6i loan da va mé dwéi
da
13. Qua lidu va cach xir tri.
Ubng lidu lugng 16n arginine hodic diéu tri kéo dai c6 thé gay ri loan tiéu hoa nhu tiéu chay,
budn nén, dau bung, day hoi va nén mira.
Trong truong hop qua liéu, nén ngimg diéu tri bing arginine aspartate va tién hanh diéu trj
tri¢u chimg.
14. Pic tinh dugce Iuce hoe.
Nhém duge 1y: Thude bo. Ma ATC: AI3A.
Chéng nhuge co: Bd sung acid amin.

Tén s khéng rd Viém da di img (phan tmg da)
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Arginin aspartat thic ddy qua trinh xdy dyng co bép trong qua trinh tap luyén.
15. Pic tinh duge dong hoc.

Hap thu
Arginine va axit aspartic duoc hp thu tot qua duong udng.
Phiin bo
Ca hai axit amin déu cé kha nang khuéch tan mé manh mé.
Thai trir
Ching dugc dao thai qua than.
16. Quy cach dong goi.
STT MG ti tém tit cdc kiéu déng goi
01 Tuyp nhya HDPE; Hép 1 tuyp x 10 vién, Hop | tuyp x 20 vién.
| 02 Ep vi xé AL/AL, 4 vién; hop 5 vi x 4 vién.

17. Diéu kién bao quan, han ding, tiéu chuén chét lwgng ciia thube.
Béo quan: Noi kho mat, nhiét d6 dudi 30°C, tranh dnh sang.
Han ding ciia thuoc: 36 thang ké tir ngay san Xuét.
Tiéu chudn chét lugmg cia thude: TCCS.
18. Tén, dia chi ciia co' sé' san xuit thube.
- Cong ty ¢6 phan Duge Ha Tinh.
- Dia chi: $6 167, duomg Ha Huy Tép, phudmg Nam Ha, thanh pho Ha
HADIPHAR 1501 tinh Ha Tinh.



