BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sé: 2502087PKLH/BYT-HTTB Ha Noi, ngay 12 thang 06 nam 2025

GIAY CHUNG NHAN PANG KY LUU HANH
THIET BI Y TE THUQC LOAI C, D

Can clr Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phu vé
quan 1y thiét bi y té;

Can ctr Nghi dinh s 07/2023/ND-CP ngay 03 thang 3 ndm 2023 ctia Chinh phu sira
d6i, bd sung mot s6 diéu cuia Nghi dinh s6 98/2021/NP-CP ngay 08 thang 11 nam 2021
ctia Chinh phu vé& quan 1y thiét bi y té;

Cian ctr Nghi dinh sé 96/2023/ND-CP ngay 30 thang 12 nam 2023 ctia Chinh phu
quy dinh chi tiét mot s6 diéu cua Luat Kham bénh, chira bénh.

B0 Y té cap chimng nhan dang ky luu hanh cho thiét bi y té (mé&i 100%) nhu sau:

1. Tén thiét bi y té: Xuong nhan tao

2. Tén thuong mai (néu c¢é): SkuHeal Bone Graft Material

3. M4 Global Medical Device Nomenclature - GMDN (néu c6):

4. Loai thiét bi y té: TBYT Loai D

5. Tén, dia chi ctia chu s& hiru thiét bi y té: Allgens Medical Technology Co., Ltd.,

2nd Building, No. 26 Yongwang west road, Daxing District, 102609 Beijing

, CHINA

6. Tén, dia chi ctia chu s hitu s6 luu hanh: CONG TY TNHH PUREGLOBAL
(VIET NAM), Tang 2, S6 88 Puong Bau Cat 3, Phudng 14, Quan Tan Binh, Thanh
phd Hb Chi Minh.

7. Muc dich st dung; Tén, dia chi co s& bao hanh: Theo phu luc dinh kem.

8. Thong tin chi tiét thiét bi y té (Chung loai; Ma san pham; Quy cach dong goi; Tén
co' s& san xuét; Dia chi co s6 san xuit va Nudc san xuﬁt): Theo phu luc dinh kem.
Gidy chtng nhan nay duoc cap theo Quyét dinh s6 1934/Qb-BYT

ngay 12 thang 06 ndm 2025./.

Noi nhén: TUQ. BO TRUONG
- CONG TY TNHH PUREGLOBAL CUC TRUONG
(VIET NAM); ZFA TANG VA THIET BI Y TE

- Bo trudng (dé blc);

- TT. D Xuén Tuyén (dé b/c);
- Hai quan ctra khau;

- Luu: VT, HTTB.
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1. Muc dich sir dung:

SkuHeal la mét loai implant dugc thiét ké dé 1ap day cac khuyet tat & hop so do phau thuat khoan hop so, cac khuyet tat & hop so do phau thuat giai
ap, cac khoang trong xuong do may phay tao ra, cac khuyét tat & hop so do viéc cit bo mot phan hop so trong phau thuat khoan hop so, va cac
khuyét tat khac ¢ hop so trong cac ca phau thuat than kinh khong c6 chdng chi dinh dbi voi viée ghép xuwong. SkuHeal ¢ thé dugc két hop voi tuy
xuong tu than va cac hat duge dong goi nhe nhang vao cac khoang tréng hoic khe hé xuong; thiét b cting ¢o thé duoc sir dung véi ghép tu than
nhu mot chit mo rong ghep xuong. Cac khuyét tat xwong ndy c6 thé dugc tao ra phau thuat hodc 1a két qua cua chan thuong do tai nan va khong
anh huong dén do 6n dinh cua ciu trac xuong. SkuHeal dugc hip thu va thay thé bang xuong trong qua trinh lanh thuong.

2. Tén, dia chi co’ sé bao hanh:

3. Théng tin chi tiét thiét bi y té:

PHU LUC PINH KEM

. - z Quy cach " . . . .
STT| Tén thiét biy té Chiing loai Ma sian pham d()l}l]g g6i Tencoso | Dia chicoso |60 san xudt
(Néu cod) £, san xuat san xuat
(Néu co0)
2nd Building,
Allgens No. 26
Xuong nhan tao Medical Yongwang west
1 SM-S Technology road, Daxing CHINA
Co., Ltd. District, 102609
Beijing
2nd Building,
Allgens No. 26
Xuong nhan tao Medical Yongwang west
2 SM-C Technology road, Daxing CHINA
Co., Ltd. District, 102609
Beijing
Allgens 2nd Building,
Xuong nhan tao Medical No. 26
3 SM-R Technology Yongwang west CHINA
Co., Ltd. road, Daxing
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STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

District, 102609
Beijing

Xuong nhan tao

SM-B

Allgens
Medical
Technology
Co., Ltd.

2nd Building,
No. 26
Yongwang west
road, Daxing
District, 102609
Beijing

CHINA
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