BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phiic

GIAY XACNHAN
NOQI DUNG QUANG CAO THUOC

Tén Co quan xac nhan: Cuc Quan ly Dugc - Bo Y té

Xac nhén ndi dung quang cao thudc:

STT Tén thudc S6 gidy ding ky lwu hanh

1 Eyemiru 40EX VN-19227-15

Pon dé nghi sé: 02/QC-VH/2018

Tén co s& d& nghi xac nhan: Cong ty ¢ phan dugc phdm Viét Ha

Dia chi: 04 Lo A Trudng Son, phudng 15, Quan 10, Thanh phd H6 Chi Minh
Phuong tién quang cdo: Trén bao, tap chi, to roi cho cong chiing

S6 gidy x4c nhan: 0061/2018/XNQC/QLD

Ha Ngi, ngay &1 thang 3. ndm 2018
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Thuoc nhé mét chira Vitamin A
GIAM MO MAT, M&Y MAT
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MADE IN JAPAN

SPK: VN-19227-15, THUOC NHO MAT Lo 15ml

o ) POC KY HUONG DAN SUDUNG TRUGC KHIDUNG _ J
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI. GIU TO HUONG DAN PE PQC KHI CAN

San xuét tai: Nitto Medic.Co., Ltd. Dia chi: 1-14-1 Yasuuchi Yatsuo-machi Toyama-City, Toyama, Japan
Nha ding ky: Lion Corporation. Dia chi: 3-7, Honjo 1-chome, Sumida-Ku, Tokyo - Japan. Dién thoai: +81-3-3621-6211
Don vi nhip khiu va phin phdi: Cong ty ¢6 phin dugc phim Viét Ha
Dia chi: S6 4, L6 A, Trudng Son, Phudng 15, Quéan 10, Tp. H5 Chi Minh. Dién thoai: 18001104 hoic 028 397 03695

Tai liéu nay gém c6 2 trang. Thong tin sdn phdm xin xem trang 2
S6 Gidy x4c nhén ndi dung quang cdo thudc cia BO Y (€ ......./XNQC........, ngdy ..... thang ..... nim ......

Trang 01







TAI LIEU DANH CHO CONG CHUNG

THANH PHAN HOAT CHAT (TRONG 15ml)

Tetrahydrozoline Hydrochloride...1,5mg Ta dwoc:

Neostigmine Methylsulfate...0,75mg Disodium Edetate Hydrate. Dibutylhydroxytoluene
Chlorpheniramine Maleate.. 4,5mg (BHT), Benzalkonium Chloride Solution (10%),
Retinol Palmitate (Vitamin A)...4500IU Sodium Chloride, Polyoxyethylene Hydrogenated
Pyridoxine Hydrochloride (Vitamin B6)...6,0mg Castor Oil 60, Propylene Glycol, I-Menthol, dl-Cam-
d-o-Tocopherol Acetate (Vitamin E)...7,5mg phor, d-Bommeol, Sodium Hydroxide va nudc tinh
Potassium L-Aspartate...150mg khiét.

CHi PINH

Cing mit, sung | huyet két mac, phong chéng cac bénh vé miit (sau khi boi 161, khi bi bui hodc md hdi vao mat hoac tuong
tr), cac bénh viém mat gy ra boi tia cuc tim bao gom ca anh sang voi bude song khac (mu tuyet) viém mi mit (sy viém
nhiém tai mi miit), kho chiu khi deo kinh 4p trong cimg, ngira mit, mét mé (do ¢6 nhidu chét nhay & mét hodc tu:cmg tir).

CHONG CHi PINH
Khéng dung cho ngudi di tmg véi bét cir thanh phén nao caa thube.
LIEU LUQNG VA PUONG DUNG

tir 1 dén 3 giot vao mdi mit, 3 dén 6 1An mot ngay hoic theo chi dinh cia béc s§ hodc duge s¥.
LUU Y KHI SU DUNG

1. Héi y kién bac sy hoic dwgc sy khi dung trong cac truwdng hop sau:
(1) Puge chan doan mic bénh ting nhan ap. p 2
(2) Buge cheu tri y hoc hodc str dung sir dung cac loai thuéc nho mit khac hoiic thudc m& mé
(3) Co thé gay di vmg cho nhimg ngudi cb tién sir di tmg véi bat ky loai thube nio.
(4) Bi dau mat nghiém trong. . )

(5) Bi min cam véi bat ky thanh phan nao cua thudce.

2. Chu y trudéce khi dung. /n(/

(1) Chi sir dung cac bénh lién quan den mat.

(2) Khong sir dung khi san pham da d01 mau hodc co van duc.

(3) Khong cham dau lo thubc vao mi mét hodc bat cir bé miit nao dé tranh nhiém trung.
(4) Str dung cho tré em dudi sy giam sat cua ngum 16n.

(5) Khdng sir dung khi dang deo kinh ap trong mém.

sau: 3

Phat ban, d6 bu:ng, sung huyct, ngua hodc rat, sung tay, bong, dau @6n nhirc nhdi xuat hién trong mat. Hoic p‘
, d6 bumg, ngira rat xuat hi¢n trén da sau khi str dung san pham. =

2) Tam nhin bi m& khéng dugc cai thi¢n.

(3) Cac triéu chimg khong duoc cai thién sau khi sir dung san pham 5-6 ngay.

4. Luru y khi bao qnan va sir dung:
(1) Bao quén noi kh6 mat (khong qua 30°C), tranh anh ning truc tiép.
2 Dexatamtaytreem
(3) Khong dung thudc nhod mat trong lo khéc dé tranh nham 14n hodc 1am giam chit hrong thube.
(4) Khong dung chung san pham voi ngmn khac.
(5) Ngung sir dung san phim sau khi mé& nap qua 30 ngay hodc khi het han sir dung.
(6) Mot hodac mot so thanh phan hoat tinh c6 kha niing bi két tinh & nép lo do diéu kién bao quan. Trong truong hop
niy, lam sach k¥ bang gac sach trude khi sir dung.

QUA LIEU

Khi sir dung qua liéu san pham nay ban c6 thé cam thay hoa mét mot cach khong binh thidng hoic 6 thé gay do mat.
TAC DUNG KHONG MONG MUON

Thudc nhd mat c6 thé gy ra ngira mit, dd mat trong mot s6 trwdng hop. Héi y kién bac sy va cac chuyén gia vé mat khi
gap cac tac dung khdng mong muon.

TUONG TAC VOI CAC THUOC KHAC

Tranh dung san pham nay véi cac loai thudc nho mat va m tra mat khac trir khi duge bac sy khuyén dung.
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Biéu mau BM.TT.09.01/03: Bién ban thim dinh ho so
de nghi xac nhan ni dung quang cio thude

CUC QUAN LY DUGC CONG HOA XA HOI CHU NGHIA VIET NAM
PHONG QUAN LY TTQCT Poc lap - Tu do - Hanh phiic

BIEN BAN THAM DINH HO SO DE NGHI XAC NHAN NOI DUNG
QUANG CAO THUOC

I. THONG TIN CHUNG
1. Tén thu6c, ham luong: Eyemiru 40EX SO gidy diang ky luu hanh thudc:

VN-19227-15
2. Co s¢ dé nghi xdc nhan ndi dung quang cdo thude: Cong ty c6 phan dugc
pham Viét Ha

3. Phuong tién quang cdo thudc: Trén bdo, tap chi, td ri cho cong chung

4. H6 so dén ngay: 19/01/2018 Ma hé so dé nghi xdc nhan: 02/QC-VH/2018
5. S§ gidy xdc nhan: 0061/2018/XNQC/QLD

6. S6 héa don nop phi tham dinh: 90392

7. Tinh phép 1y cta ho so (dl theo yéu cdu cua Nghi dinh): [

8. Chuyén vién thu 1y: Phan Thi Bich Van

9. Ngay nhan ho so:

II. NOI DUNG THAM PINH LAN PAU
(Ghi 16 dat yéu cdu hodc ghi cu thé nhitng diém cdn b6 sung, siia déi hay loai bd va ly do)
A. THAM DINH LAN PAU:
Al. Tiéu ban phap ché (Tiéu ban 1):
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Trudong Tiéu ban Phdp ché (Tiéu ban 1) két ludn.:

pipts
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Truong Tiéu ban Thong tin sdn phdm (Tiéu ban 2) két ludn.:
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- Ho va tén: Hoang Thanh Mai
Ngay L. ang L. nam.
Ky tén g

Céip GXN: [ -
B§ sung, sira d6i: [J
Khong cidp GXN: O

A3. Téng l‘%:ua chuyén vién thu ly:

He ot dal oy ciic

- Ho va tén: Phan Thi Bich Vdn
Ngay - th ifg\ gnam 2648
Ky tén ~—=v

A4, Lanh dao Phong két luan:

ID/Dat. Pé nghi cap Gidy xac nhan néi dung quang cio thudc

O Khong cap GXN [ Sira déi, bo sung. Ly do:

St Ay s g FIF

- Ho va ten C hu Dang Trung
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B. RA SOAT, THAM PINH HO SO SUA POI, BO SUNG:

B1. Ra soat cua chuyén vién thu ly:

-Ho vatén: Phan Thi Bich Vdn
Ngay ...... thang ..... nam ...

B2. Tham dinh cua cac Tiéu ban:
B2.1. Tiéu ban phap ché: Trudng Tiéu ban két ludn

_ , Cap GXN: [J
-Ho vatén: Ngé Thi Huong Minh
Ngay ...... thang ..... nam ... Khong cip GXN: O

Ky tén
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B2.2. Tiéu ban thong tin san pham: Trudng Tiéu ban két ludn

- Ho va tén: Hoang Thanh Mai Cap GXN: [

Ngay ... thing ... nam .. Khong cap GXN: [

Ky tén

B3. Lanh dao Phong két luan:

[0 Pat. Pe nghi cap Gidy xac nhan noi dung quang cao thudc
[0 Khong cap GXN. Ly do:

-Ho vatén: Chu Pdng Trung
NOAY ... thdng ..... nam ...

Ky tén







