Déc 1ap - Tu do - Hanh phuc

S4: 190000928/PCBA-HCM Tp H6 Chi Minh, ngay 28 thang 08 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY TNHH MEGA LIFESCIENCES (VIET NAM)

2. bia chi: Toa nha E-town, s6 364, duong Cong Hoa, Phudong 13, Quan Tan Binh, Thanh pho HoO
Chi Minh

3. S6 van ban dé nghi cua co so: 050819/MEGA-DK Ngay: 23/08/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Xit miii thao dugc thong xoang EUGICA

Chung loai/ma san pham: Lo 15 ml

Tén co s& san xuat: Nha may Dugc pham DKPHARMA- Chi nhanh Bac Ninh Cong ty C6 phan
Duoc Khoa , )

Dia’ chi co s& sé,n xuat: Lo I1I-1.3, duong D3, Khu Cong nghiép Que Vo II, xa Ngoc X4, huyén
Queé Vo, :[inh Bac Ninh ,

Tiéu chuan ap dung: TCCS s6 TB/TCTP014/2018 ngay 06/06/2019

5. Thong tin vé chu so hiru trang thiét bi y té :

Tén chu sé hiru: Cong ty TNHH MEGA LIFESCIENCES (Viét Nam)

Dia chi chﬁ s{) hitu: Toa nha E-town, sb 364, duong Cong Hoa, Phuong 13, Quan Tan Binh,
Thanh ph6 H6 Chi Minh

6. Thong tin vé co s& bao hanh:

(1) Tén co s6: CONG TY CO PHAN DUGC KHOA
Dia chi: S6 9 Nguyén Cong Trir, Phudng Pham Dinh Ho, Quan Hai Ba Trung, Thanh phd Ha
Noi
Pién thoai cb dinh: 02439332607  Dién thoai di dong:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhan dat ti€éu chuan quan ly chat lugng con hiéu luc tai thoi diém ndp ho so,

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu lyc 8




7 | Gidy chung nhan hop chuan hodc Ban ti€u chuan ma chu s¢ hitu trang thiét bi y t€ cong
bo ap dung

8 | Tailidu hudng din sir dung cua trang thiét bi y té

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

10 | Gidy ching nhan luu hanh tu do con hi€u luc tai thoi diém ndp ho so doi voi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan ho so cong bd du diéu kién san xuét trang thiét
biy t&€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO

k L A W

Pham Thi Thanh Huyén




SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

S6: 190000928/PCBA-HCM Tp Hé Chi Minh, ngay30 thing03 nidm 2021

PHIEU TIEP NHAN
Piéu chinh hé so cong bod
tiéu chuan ap dung ciia trang thiét bi y té thudc loai A
Diéu chinh lan: 1

1. Phiéu tiép nhan ho so cong bd tiéu chuan ap dung trang thiét bi y té loai A dugc cap lan dau so:
190000928/PCBA-HCM, ngay 29/08/2019
2. Thong tin da dang ky:
Tén co so cong bd: CONG TY TNHH MEGA LIFESCIENCES (VIET NAM)
Dia chi: Toa nha E-town, sb 364, duong Cong Hoa, Phuong 13, Quén Tan Binh, Thanh phé HO
Chi Minh
3. Trang thiét bi y té thudc loai A
Tén trang thiét bi y té: Xit mili thao duoc thong xoang EUGICA
Tén co s san xuat: Nha may Dugc pham DKPHARMA- Chi nhanh Bic Ninh Cong ty C6 phan
Duogc Khoa
Chung loai/ma san phém: Lo 15 ml
bia chi co s6 san xuat: Lo I1I-1.3, duong D3, Khu Cong nghiép Qué Vo 11, xa Ngoc X4, huyén
Queé Vo, tinh Bac Ninh
Quy céach dong goi(néu c6): Lo 15 ml
4. Thong tin vé chu s& hitu trang thiét bi y té :
Tén chu s hitu: Cong ty TNHH MEGA LIFESCIENCES (Viét Nam)
bia chi chﬁ sc}’ hitu: Toa nha E-town, sb 364, duong Cong Hoa, Phuong 13, Quan Tan Binh,
Thanh pho H6 Chi Minh
D& nghi dugc diéu chinh
1. N6i dung xin diéu chinh:
- Thay d6i nhin, thay d6i huéng dan sir dung nhung khéng thay doi chi dinh.

2. Ly do xin diéu chinh:
Pé dap tmg nhu cau sir dung ctia ngudi tiéu dung va phu hop véi diéu kién san xuat, chung toi
xin dugc thay doi thiét ké mau nhan cta trang thiét bi y té Xit mili thao duoc thong xoang
EUGICA, ndi dung thong tin ghi nhan va chi dinh ciia san pham khong thay doi.

3. Thong tin can cap nhat:
- Théng tin mau nhan, huéng dan str dung: Theo phu luc mau nhan dinh kém



NGUOI TIEP NHAN HO SO

(Ky tén, ghi ho tén ddy di, chirc danh)

Ky bai: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho H6 Chi Minh

Ngay ky: 30-03-2021
10:52:05 +07:00

Pham Thi Thanh Huyén



N\ EGA We care

MEGA LIFESCIENCES (VIET NAM) LIMITED

E-town Building, 364 Cong Hoa Street,
Ward 13, Tan Binh District, Ho Chi Minh City, Vietnam
2™ March, 2021

Kinh giti: S¢ Y té Thanh phé Ho Chi Minh
To: Ho Chi Minh Health Department

V& viée: Xac nhén vé viéc thay dbi thiét ké mAu nhiin (khong thay ddi ndi dung) cua trang thiét bi
y t€ Xit mii thdo dugc thong xoang EUGICA dugc lvu hanh & thi trudng Viét Nam.

Subject: Confirmation related to change in Artwork design (no change in contents) of Eugica Nasal
Spray (Medical device) which is circulated in Vietnam market.

Cong ty TNHH Mega Lifesciences (Viét Nam), dia chi Toa nha E-town, sb 364, duong Cong Hoa,
Phudng 13, Quéan T4n Binh, Thanh phd Ho Chi Minh 13 co sé cong bd san pham trang thiét bi y té
Xit miii thao dugce thong xoang EUGICA.

We, Mega Lifesciences (Vietnam) Limited, located at E-town Building, 364 Cong Hoa Street, Ward
13, Tan Binh District, Ho Chi Minh City, Vietnam is the applicant of Eugica Nasal Spray (Medical
device) i '

D€ dap (mg nhu cau st Elung ciia nguoi tiéu dung va phi1 hop véi dicu kién san xuat, ching t6i xin
duogc thay d6i thiét ké mau nhan cia trang thiét bi y t€ Xit mili thio dugc théng xoang EUGICA, ni
dung thong tin ghi nhén va chi dinh ciia san phim khéng thay ddi.

To meet the needs of consumers and to comply with manufacturing conditions, we would like io
change in the artwork design for Eugica Nasal Spray (Medical device), the contents of artwork and
intented uses would be remained.

Theo déy, ching t6i kinh mong Quy S cho phép ching t6i dwgc ndp hd so diéu chinh théng tin hd
so cong bd tiéu chuin ap dung déi voi trang thiét bi y t& loai A cho san phim nay.

Hereby, we would like to request your good office to permit us to submit additional documents afier
the declaration of applicable standards of type A medical devices of this product.

Chung t6i cam két s& chiu hoan toan trach nhiém vé ndi dung nay.

We hereby commit that we will be wholly responsible for these contents.

Mong su xem xét va chap thudn ciia Quy Sé.

Look forward to your good office consideration and approval.

nance Controller/ Giam Déc Tai Chinh

Mega Lifesciences

Head vffice; 5th Floor, E-town 1 Building, 364 Cong Hoa Street,

Ward 13, Tan Binh District, Ho Chi Minh City, Vietnam

Tel: (84-28) 38123 166 - Fax: (B4-28) 38123 168

Branch office: Room 2, 7th Floor, HAREC Building, 4A Lang Ha Street;
Ba Dinh District, Ha Noi City, Viet Nam

Tel: (84-24) 37 725 077 - Fax: (84-24) 37 725 078

Maill: cuscare@megawecare.comyn - Web: www. megawecare.comun
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DICH CHIET NGU SAC
HO TRO BIEU TRI VIEM XOANG,
VIEM MUI

Thanh phén: Dich chiét Nga Sac,
dich chiét Pai Bi, dich chiét Tao
Gidc, Natri Clorid, nuéc tinh khiét,
phu ligu vita da 15 mil.

Céng dung: Gidp mui théng
thoang, gidm nghet mii, mang lai
cdm gidc dé chiu,

Dich chiét ngit sic gitip khang
khudn, khing viém, hd trg diéu tri
cac bénh ly duting hé hip trén
nhu viém xoang, viém mai.

Béi tudng sif dung: Sir dung cho tré
em trén 36 thang tudi va ngudi lon.
Luu y: Khéng st dung cho nguai
qué man véi céc thanh phan cda
5an pham.

56 luu hanh: 190000926/PCBA-HCM

30 mm

Thong Noang

Xit mii thao duoc

HO TRQ DIEU TRI
VIEM XOANG, VIEM M

@ N sic

DICH CHIET PAI BI
GIUP PHONG NGUA CAC BENH VUNG
TAL MUI, HONG

Cach ding: xit 3-4 lin/ngay, 1-2 cai/
I4n vao mdi bén mai. Cdm lo dung
dich theo phuong thang ding xit thir
vao khéng khi cho tdi khi duge lan
suong mi dong déu, hudng thang
vao mii xit dut khoat déng thai hit
nhe d& dung dich @i sau vao trong
khoang mi.

Chi ditng trong 1 thang ke ti khi bat
dau strdung.

Bao quan: Noi kho mat, trdnh anh

Xit mii thao dugc

HO TRQ PIEU TRI
VIEM XOANG, VIEM MOI

& Ngii Sic

45 mm

| 10mm

A

17 mm
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MAu s6 09

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip - Tw do - Hanh phiic

Thémh pho Ho Chi Minh, ngay 23 thang 01 ndm 2024,

VAN BAN THONG BAO CAP NHAT ,
Thong tin trong ho so cong bo tiéu chuan idp dung ciia trang thiet bi y te thugc loai A

Cdp nhdt lan: 2
Kinh guri: $6' Y té Thanh phd HO Chi Minh
1. 86 cong bé tidu chudn ap dung: 190000928/PCBA-HCM  Ngay: 29/08/2019
2. Théng tin cép nhat:

STT Ngi dung di cong bd Ngi dung cip nhit

Dia chi co s& san xuat: L6 111-1.3, duong  [Pia chi co s& san xuat: Lo 111-1.3, dudng

1 |D3, Khu Céng nghiép Qué V& II, xi Ngoe D3, Khu Céng nghiép Qué V5 11, x3 Ngoc
X4, huyén Qué V3, tinh Béic Ninh X4, thi x4 Qué V8, tinh Bic Ninh

3. Tai li€éu lién quan:
-Thu xac nhén cua co s& cong bd vé viée thay doi dia chi co so san xuat trang thiét bi y té.

-Nghi quyét s6 723/NQ-UBTVQH 5 v& viéc thanh lap thi xa Thun Thanh va cdc phudng thude
thi x& Thuén Thanh, thi xd Qué V& va cac phuong thudc thi x4 Qué Va, tinh Bac Ninh.

-MAu nhiin va huéng din sir dung di cap nhét dja chi co sé san xudt.
Co s& xin cam két:
Chap hanh nghiém chinh cic quy dinh ctia phép ludt Viét Nam;

Chiu trach nhiém trude phap ludt vé tinh chinh xdc ctia ndi dung ho so cép nhit.

CONG TY TNHH MEGA LIFESCIENCES (VIET NAM)




. S CONG TIOA XA TOT CHTUNGHIA VIET NAM
CONG TY CO PHAN Poc Iap - Tw do - Hanh phic
VIM VIET NAM

$5:.399/ 170000035/ S ) ,
PCBPL-BYT Ha N6i, ngay 04 thing g & nam 2019

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Can cir Nghi dinh 90 36/2016/NP-CP ngay 15 thang 5 niim 2016 ciia Chinh phii vé quan
Iy trang thiét bi y té;

Can cir Nghi dinh xa 169/2018/ND-CP ngay 31 thang 12 ndm 2018 cua Chinh phu sita
doi, bé sung mot s6 diéu cia Nghi dinh 5o 36/2016/ND-CP ngay 15 thdng 5 nam 2016
ciia Chinh phii vé quan 1y trang thiét bi y té;

Can cir théng tie 56 39/2016/TT-BYT ngay 28/10/2016 cia B Y té vé Quy dinh chi tiét
viéc phdn logi trang thiét bi y té;

Cdn cik Phiéu tiép nhdn hé so cong b6 di diéu kign phan logi s6 170000035/PCBPL-BYT
do Bo Y té cap ngay 05 thang 06 nam 2017,
Can cik yéu cau ciia Cong ty Cé phan Dwoe Khoa, ¢6 dia chi tai s6 9 Nguyén Céng Trit,
phirong Pham Dinh Ho, qudn Hai Ba Trung, TP Ha Noi.
Chting t6i phan loai trang thiét bi y té nhu sau:

Chi tiét tai phu luc dinh kém

Nguoi thuc hién phan loai

Y o

Nguyén Van Hung )
Trang thiét bi y t¢ khong 1a trang thict bj
chan doan in vitro

Noi nhdn:

-BO Y té;

- 8&'Y té cac tinh, thanh phé;
- Hai quan cira khiu;

- Luu: VT.

bién thoai: 097 106 2286 - Email: congtycophanvtm@gmail.com
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congtycophanvtm @gmail.com

il:

097 106 2286 - Ema

bién thoa




