SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001071/PCBA-HN
Ngay cong bo: 09/06/2026

1. Tén co s& cong bdé: CONG TY CO PHAN OPTIMAL MEDTECH
SOLUTION

2. Pia chi: BT1-A67, khu d6 thi Splendora, Xa Son Pong, Thanh phé Ha Noi
3. S6 vin ban cuia co s0: 062026/CBA Ngay: 09/06/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Ghé chay than dién

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich str dung:‘ Ghé chay than dugc st dung C}‘IOZ loc mau, hién mau, thim
phan phuc mac, di€u tri ung thu, hoa tri va phuc hoéi chirc nang.

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san phdm 4p dung: Tiéu chuin nha san xuét

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ hiru: Guilin Passion Medical Equipment Co., Ltd.

Dia chi chu s& hitu: Grape Industrial Zone, Grape Town, Yangshuo County,
Guilin City, Guangxi Zhuang Autonomous Region, CHINA

7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty cd phan Optimal Medtech Solution



Dia chi: BT1-A67, Khu d6 thi Splendora, Xa Son Pong, Thanh phd Ha Noi
Pién thoai ¢ dinh: 0903859259  Dién thoai di dong: 0976366044

8. S6 cong bd du diéu kién san xuat di véi thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y t€ cong bo ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

. . . QUY CACH P . TEN CO SO CHU SO HU'U/ . -
TEN TRANG THIET BI | PON VI CHUNG LOAI 5oz P 4 . TEN CO SO SAN XUAT/ M . Fa A P 1 PIA CHI CO SO BAO
STT Y TE TINH SAN PHAM MA SAN PHAM DOl:lG GQI HANG, NUGC SAN XUAT HANG, NUJ(jC CHU SO TEN CO SO BAO HANH HANH
(NEU CO) HUU
Guilin Passion Medical Guilin Passion Medical Con C6 phin Optimal BT1 - A67, Khu d6 thi
1 |Ghé chay than dién Cai PY-YD-211 Equipment Co., Ltd., Trung Equipment Co., Ltd., Trung Moe d%etcyh S‘z)lriltfon phma Splendora, Xi Son Péng,
Québe Qude Thanh phd Ha Noi, Viét Nam
Guilin Passion Medical Guilin Passion Medical Cone tv C8 phin Optimal BT1 - A67, Khu d6 thi
2 |Ghé chay than dién Cai PY-YD-210 Equipment Co., Ltd., Trung Equipment Co., Ltd., Trung £ty &0 phan Up Splendora, Xi Son Péng,
" % Medtech Solution 5 £ rs NAT VA
Quoc Quoc Thanh pho Ha N¢i, Viét Nam
Guilin Passion Medical Guilin Passion Medical Con C6 phin Optimal BT1 - A67, Khu d6 thi
3 |Ghé chay than dién Cai PY-YD-230 Equipment Co., Ltd., Trung Equipment Co., Ltd., Trung Me d%etcyh SolI:Jtion P Splendora, Xa Son DPdng,
Québe Qude Thanh phd Ha Noi, Viét Nam
Guilin Passion Medical Guilin Passion Medical Cone tv Cb phin Optimal BT1 - A67, Khu d6 thi
4 |Ghé chay than dién Cai PY-YD-340 Equipment Co., Ltd., Trung Equipment Co., Ltd., Trung & ty & phan Up Splendora, Xi Son Déng,
B % Medtech Solution 5 £ rs AT VA
Quoc Quoc Thanh pho Ha N¢i, Viét Nam
Guilin Passion Medical Guilin Passion Medical Con C6 phan Ontimal BT1 - A67, Khu d6 thi
5 |Ghé chay than dién Céi PY-YD-410 ong ty €0 phan Optima Splendora, Xa Son Péng,

Equipment Co., Ltd., Trung
Quéc

Equipment Co., Ltd., Trung
Quéc

Medtech Solution

Thanh phé Ha Noi, Viét Nam




