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HO SO THIET KE MAQUETTE SAN PHAM DANG KY
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Ha Ngi, ngay 30 thang 05 ndam 2016

NGUOI THIET KE NGUOI KIEM TRA. DUYET

o P 4 [

DS.Hoang Thanh Thay - ThS. Lé Thanh Qué



MAU NHAN-HOQP THUOC SIRO' TRAJORDAN 100 ml

Thanh phén:
Trong 100 mi cé chua:

Liéu diing - e4ch ding:
Liéu théng thuding: udng hang
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- Tré em dudi 2 tudl: 5 mi thodic | thia
cd phé Imbingdy,

- Tré em frén 2 fudl va ngudi Idn: 10 mi
{hodc 2 thio ca phé) mdi ngay. chia |
am1-218n,

-Hogc diing theo chi ddn clo Bac sy.
Thudic c6 théd udng nguyén chdt hodc
hod vdi nudic. irdn v sda, thie an.

Chéng chi dinh vé céc Ihéng tin khdc:
Xin xem toa hudng adn st aung.

Bdio qudn: Nai khd rao. nhigt ag
khéng qué 30 °C. franh anh sang.

LAC KY TRUGC KHI DUNG

70 mm

SPK:
56 1O SX ;
NSX :
HD =

2 a1k 1A TRE BN
DOC 168 4I0MG Db 5L DUNG TRUCKE 164 DUNG

133 mm



https://trungtamthuoc.com/ 5
Traphaco® BM50/03
CONG TY CP TRAPHACO

HO SO THIET KE MAQUETTE SAN PHAM DANG KY
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Hé so dang ky Siro TRAJORDAN

TRAJORDAN

. " : Hop 1 chai x 60ml siro
Hop 1 chai x 100ml siro

THANH PHAN:

Thanh phfin Chai 60ml c6 chira Chai 100 ml ¢6 chira
. — Lysin hydroclorid 1.200 mg 2.000 mg
Vitamin A (Retinyl palmitat) 15.000 UI 25.000 UI
Vitamin D; (Colecalciferol) o/ 6.000 UI 10.000 UI
Vitamin E (Alpha tocoferyl acetat)(—ﬁ/ 12 mg 20 mg
Vitamin B, (Thiamin hydroclorid) 120 mg 200 mg
Vitamin B, (Riboflavin) 9 mg 15 mg |
Vitamin C (Acid ascorbic) 300 mg S00mg |
Vitamin PP (Nicotinamid) 60 mg 100 mg | -
Téa dugc BHT, Cremophor RH40, Nipagin, Nipasol, Acid |
sorbic, Na,;EDTA, Acid citric, Puong trang,
Glycerin, Propylen glycol, Huwong cam, Nudc tinh :
khiét  vira di I
TAC DUNG: -

- Trajordan 1a thudc bd cung cdp Lysine va céc Vitamin can thiét cho sy phat trién ma
binh thuong co thé khong tu tong hop duge hay thiéu hut do mat mat trong qua trinh chg
bién thuc pham hang ngay.
CHI PINH:

- Tré em ludi dn, cham 16n, suy dinh dudng, trong thoi gian phuc hoi sirc khoé sau khi

A

o1m.

- Tré em va thanh thiéu nién trong thoi ky ting trudng va phat trién chiéu cao.

- Céc truedong hop thiéu hut Vitamin va dinh dudng, thoi ky dudng bénh.

LIEU DUNG - CACH DUNG: Lic ky trudc khi dung

Liéu thong thudong: Udng hang ngay.

- Tré em dwéi 2 tudi: 5 ml (hodcl thia ca phé ) méi ngay.

- Tré em trén 2 tudi va ngudilon: 10 ml (hodc 2 thia ca phé mdi ngay), chia lam 1 -
2 lan.

- Hoic dung theo chi dan cta Bac sy.

Thudc c6 thé uéng nguyén chdt hodc hoa véi nuwde, tron vai sita, thirc an...

CHONG CHI PINH:

Ngudi man cam v6i mot trong céc thanh phan cia thude.

Ngudi bénh thira vitamin A.

Tang calci mau hodc nhiém doc vitamin D.

So6i than kém tang calci ni¢u.
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Traphaco®

Ho so dang ky Siro TRAJORDAN
Cuodng cén giap tién phat.
Bénh gan nédng.
Loét da day tién trién.
TAC DUNG KHONG MONG MUON:
Chua thdy bao cdo nao vé tac dung khong mong mudn cuia thude gdy nén ¢ liéu chi dinh.
Khi dung vitamin C liéu cao hang ngay c6 thé lam ting oxalat niéu
Khi diing thude & liéu cao hon lidu chi dinh va kéo dai thude c6 thé gay ngd doc bai cac
Vitamin A, D vé&i cic biéu hién sau: Mét moi, ngu ga, dau dau, hoa mat, chan an, kho
miéng, non, sit can, dau bung, rdi loan tiéu hoa,...va tang calci huyét, calci niéu.
Liéu nhé nicotinamid thuong khong gy doc, tuy nhién néu dung liéu cao, nhu trong
truong hop diéu tri pellagra, c6 thé xay ra mot sé tac dung phu: budn non, chan an, loét
da day tién trién, ddy hoi, ia chay... nhimg tac dung phu nay s& hét sau khi ngimg thude.
Nudre tiéu c6 thé bi nhudém vang do Vitamin B,
Théng bdo cho Bdc sT tdc dung khong mong muon gap phai khi ding thuoe
THAN TRONG:
Thudc ndy ¢ chira Vitamin A va vitamin D, vi vdy phai tinh toan liéu luong khi dung
phdi hop véi cac thude khic ¢é chira cac loai vitamin nay dé khong bi qua liéu. Hay hoi
v kién béc sy hodc dugce sy.
Tranh dung vitamin C liéu cao cho bénh nhan bj soi calci oxalat & than.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Thén trong khi ding cho phu nit ¢6 thai va dang cho con bui. Pbi va&i phu nir ¢ thai, liéu
khuyén céo cua vitamin A khong qua 6.000 Ul/ngay (gdm ca khau phan an). i véi phu
nitr dang cho con b, liéu ding khuyén céo ctia vitamin A khong qua 5.000 Ul/ngay (gdm
ca khau phan @n). Do véy khi str dung ché pham nay cho phu nir ¢6 thai va dang cho con
bu phai dugc su cho phép cua bac si va dugc si sau khi cédn nhic can thén.
TUONG TAC THUOC:
- Vitamin A va Isotretinoin dung dong thoi thi c6 thé dan dén tinh trang nhu dung
vitamin A qua liéu. Cén tranh ding dong thoi hai thudc trén nhu tranh dung vitamin A
liéu cao.
Céc thude uéng tranh thai c6 thé 1am tang nong do vitamin A trong huyét twong va c6 tac
dung khong thuén lgi cho su thu thai.
- Diéu tri ddng thoi vitamin D véi thube 1oi niéu thiazid cho nhitng nguoi thiéu nang can
gidp c6 thé dan dén tang calci huyét. Trong truong hop d6 can phai giam liéu vitamin D
hodc ngirng dung vitamin D tam thoi.
Khong nén dung dong thoi vitamin D véi céc glycosid trg tim vi doc tinh cua glycosid
trg tim tang do tang calci huyét, dan dén loan nhip tim.
- Vitamin E hodc dang chuyén héa lam giam hiéu qua cta Vitamin K va tang hi¢u qua
cua thudc chong dong mau.
Dung dong thoi Vitamin E va acid acetylsalicylic ¢6 nguy co gdy chay mau.
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Traphaco®

Hb so deng ky Siro TRAJORDAN

- Diing déng thoi Vitamin C va acid acetylsalicylic lam tang bai tiét Vitamin C va giam
bai tiet acid acetylsalicylic trong nudc tiéu

- Str dung nicotinamid déng thoi voi thube chen alpha - adrenergic tri ting huyét ap co
thé dan dén ha huyét ap qua muc.

Khau phan an va/hoic liéu lugng thubc uéng ha dudng huyét hodc insulin ¢ thé cin
phai diéu chinh khi sir dung ddng thoi véi nicotinamid.

Str dung nicotinamid d("‘)ng thoi v6i céde thude co doc tinh véi gan c6 thé lam ting thém
tac hai doc cho gan.

Khong nén ding dong thoi nicotinamid voi carbamazepin vi gdy ting nong do
carbamazepin huyét twong dan dén ting doc tinh.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

- Khi dung & liéu chi dinh: Khong anh hudong

- Khi diing thudc & liéu cao hon liéu chi dinh va ké&aﬁ thudc co thé gay ngd doc bai cac
Vitamin A, D véi céc biéu hién: mét moi, ngu ga, dau dau, hoa mit ..., can than trong
khi lai xe hoac van hanh may moc.

QUA LIEU:

Triéu chitng khi qud liéu:

- Uéng vitamin A liéu rat cao dan dén ngd doc Cf'lp véi cac dau hiéu budn ngu, chong mat
hoa mit, budn non, non, dé bj kich thich, nhirc diu, mé sang va co gidt, ia chay.... Cac
triéu chirng xuat hién sau khi ung tir 6 dén 24 gio.

- Déu hiéu va tri¢u ching ban dau ctia ngd doc vitamin D la dau hiéu va triéu ching ciia
tang calci mau: Yéu, mét, ngu ga, dau dau, chan an, khé miéng, budn nén, nén, chudt rat
O bung, tdo bon, ia chay, chong mat...

- Liéu nho nicotinamid thuong khong gay doc, tuy nhién néu dung liéu cao, nhu trong
truong hop diéu tri pellagra, c6 thé xay ra: Budn non, do bimg mat va cd, ngira, cam
gidc rat bong, budt hodc dau nhdi ¢ da, loét da day tién trién, non, chan an...

Cach xur tri:

- Qué liéu vitamin A: Phai ngimg dung thudc. Diéu tri triéu chimg va diéu tri hd trg.

- Qua liu vitamin D: Ngirng thudc, ngimg b sung calci, duy tri khau phén an c6 it calci,
udng nhiéu nudc hodc truyén dich. Néu can, c6 thé dung corticosteroid hodc cic thude
khac, dic biét thude 1oi tiéu tang thai calci (nhu: furosemid va acid ethacrynic), dé giam
nong dg calci trong huyét thanh. C6 thé sir dung loc mau than nhan tao hodc tham tach
mang bung dé thai calci tu do ra khoi co thé. Néu ngé doc vitamin D cép, vira méi udng,
thi ¢6 thé ngan ngira tiép tuc hip thu vitamin D bang gy non hodc rira da day. Néu thude
da qua da day, diéu tri bing dau khoéang c6 thé thiic day thai trir vitamin D qua phan.

- Qua lidu Vitamin PP: khong c6 bién phap giai doc dac hiéu. Sir dung bién phap thong
thudong nhu gdy nén, rira da day, diéu tri tridéu chimg va hd trg.
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Traphaco®

Ho so dang ky Siro TRAJORDAN
BAO QUAN: Noi kho rao, nhiét do khong qua 30°C, tranh 4nh sang.
HAN DUNG: 24 thang ké tir ngay san xuat.

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

CONG TY C(’)ﬂ% TRAPHACO
) 75 Yén Ninh - Ba Dinh - Ha Noi
Séan xuat tai: Ngo 15, dwong Ngoc Hoi, P. Hoang Liét, Q. Hoang Mai, TP. Ha
Noi

ua.cyc TRUBNG
P wuome PHONG

0 ¢ Menty He wng
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