CONG TY TNHH THUONG MAI VA DUQC PHAM SANG
SANG TRADING AND PHARMACEUTICAL COMPANY LIMITED

SANG PHARMA
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S6: 153/SACV-25CL Thénh pho Ho Chi Minh, ngay 25 thdng 05 ndm 2025
V/v: C4p nhat thong tin co s¢ san xuét
san phim DERMATIX® ULTRA GEL

THU THONG BAO
Kinh giri: Quy Khach Hang

Trude hét, Cong ty TNHH Thwong mai va Dugc phim Sang tran trong cam on su tin tudng va ddng hanh cua
Quy Khach hang trong sudt thdi gian qua. Trong nhidu nam lién, cac san pham do cong ty ching t6i phan phéi — diic
biét 1a Dermatix® Ultra Gel hd tro diéu tri seo 1di va seo phi dai — da nhan duoc su tin nhiém va gidi thiéu rong rai
tir Quy Khach hang dén bénh nhan. Dé ddng bo ngudn hang cung tng cho c4c thi trudng chau A Thai Binh Duong,
t6i wu thoi gian va chi phi san xudt, chung toi thong béo cap nhat thong tin co s& san xudt trang thiét bi y té san phdm
Dermatix® Ultra Gel nhu sau:

- Tén co so san xuat: PT. Menarini Indria Laboratories

- Dia chi co so san xuét: JL. Akasia Il Blok A9 No.5, Delta Silicon 1 Industrial, Park Lippo Cikarang, Bekasi,
Jawa Barat 17550, Indonesia

- S6 cong bd: 240001705/PCBA-HCM. Ngay cong bb: 06/11/2024

- Bao bi san pham khong sir dung tem c6 logo Dermatix Ultra, va QR code.

- Kich thudce vo hop Dermatix® Ultra Gel 7G khong thay dbi, kich thudc vo hdp Dermatix® Ultra Gel 15G 16n

hon.
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San phim Dermatix® Ultra Gel dam bao cac tiéu chuin chit luong theo quy dinh ciia bd Y Té va cac yéu ciu
nghiém ngit cia Tap doan Menarnini. C4c san phim c6 s6 cong bd 240002113/PCBA-HN, 240001670/PCBA-HCM
van luu hanh binh thudng va dam bao chat lugng theo quy dinh cta cic co quan quan ly.

Chiing t6i rat mong tiép tuc nhén dugc su ing hg va hop tac cia Quy Khach hang, hy vong mdi quan h¢ gitia
Quy Khéch hang va Cong ty TNHH Thuong mai va Duoc phim Sang ngay cang t6t dep.

Tran trong kinh chao.
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dc w ) Ho so cong b6 tiéu chuén ap dung cua thiét bi y té thudc loai A

Sb cong bd: 240001705/PCBA-HCM
Ngay cong bd: 06/11/2024

1. Tén co s& cong bd: CONG TY TNHH THUONG MAI VA DUQGC PHAM
SANG . '

2. Pia chi: 11/9 Ngb Quang Huy, Phuong Thao Pién, Thanh phd Thu D,
Thanh phé H6 Chi Minh

3. S6 vin ban cia co s&: 280/SACV-24CL Ngay: 31/10/2024

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Gel lam giam seo

Tén thwong mai (néu c6): DERMATIX ULTRA GEL

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: DERMATIX ULTRA GEL

M3 san phim (néu c6):

Quy cach dong g6i: Hop chtra tuyp 2g, 7g, 15g

Muyc dich sir dung: Dermatix® Ultra Gel hi¢u qua trén céc loai seo gdy ra do
nhiéu nguyén nhan khéc nhau: gy ra do phAu thuat, bong, vét cit, vét cao
xudGc, con tring cin v.v... Dermatix® Ultra Gel cling gitip lam gidm ngira va
dau.

Tén co s& san xuat: PT. MENARINI INDRIA LABORATORIES

Pia chi co s& san xuat: J1. Akasia IT Blok A9 No.5, Delta Silicon 1 Industrial
Park Lippo Cikarang, Bekasi, Jawa Barat 17550, INDONESIA

Tiéu chudn chét luong san phdm 4p dung: Tiéu chuin Nha san xudt

5. Dbi véi thiét bi y té chira chit ma tiy, tién chét (néu co):

6. Thong tin v& chu s& hitu thiét b y té:

Tén chu s& hitu: A. Menarini Asia-Pacific Holdings Pte. Ltd.

Dia chi chu s& hitu: 30 Pasir Panjang Road, #08-32 Mapletree Business City,
Singapore (117440), SINGAPORE
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7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: CONG TY TNHH THUONG MAI VA DUGC PHAM SANG
Dia chi: 11/9 Ngé Quang Huy, Phuong Théo Pién, Thanh phé Thu P,
Thanh pho H6 Chi Minh

Dién thoai ¢ dinh: 02839101913 Pién thoai di dong:

8. S6 cong b du diéu kién san xut d6i véi thiét bi y té san xuét trong nuéc:
9. Thanh phin hd so:

1 | Vin ban cong bd tiéu chun ap dung ciia thiét biy té thudc loai A. X
2 | Gidy chimg nhan dat tiéu chuin quan 1y chat lugng ISO 13485 X
3 | Gidy 1y quyén ctia chi s& hitu thiét bi y té X
4 | Gidy x4c nhén du diéu kién bao hanh X

5 | Tai liéu mb ta tom tit k¥ thuat thiét bi y té bang tiéng Viét, kém theo | x
tai liéu k¥ thuat mé ta chirc ndng, thong s6 k¥ thuat ciia thiet bi y t€
do chti s¢ hitu thiét bi y té ban hanh.

6 | Giy chimg nhan hop chuin hoic ban tiéu chudn ma chu s¢ hitu thiét | ¢
bi y t€ cdng bo 4p dung

7 | Tai liéu huéng dén sir dung cia thiét bi y té X

8 | MAu nhan thiét bi y t X

9 Giéy chiing nhan luu hanh ty do con hiéu luc tai thoi di€ém ndp hoso| x
d6i voi thiét bi y t€ nhép khau.

10 | Tai liéu khac (néu co) X




