= Certificate of Compliance

Application for
Medical Device Directive (MDD) 93/42/EEC.

This is to certify that the product(s):

Medical Mask.

Manufactured by

VINMAS POWER LIMITED COMPANY

Phu Long 2 Village, Long Xuyen Commune,
Phuc Tho District, Hanoi City, Vietnam

has been assessed & found in accordance with the requirements of
MDD 93/42/EEC as amended by 2007/47/EC CLASS 1 (Non-Sterile).
QCC is non-notified certification body, issue this
‘compliance certificate’ after audit of manufacturer product(s) & technical file(s).
This certificate applies to the tested sample only not for whole production.
It's manufacturer sole responsibility to meet all the necessary conformity
assessment activities according to MDD 93/42/EEC and related standards
before placing them on the market & CE mark on the product(s).

Certificate No. : CE/017272/0720 A
Original Certificate Date : 09 - July - 2020 ‘/"‘\‘
Issue Date : 09 - July - 2020 "‘"
Expiry Date : 08 - July - 2021

To check this certificate status visit:

“http:/juasl.uk Icertifiedorg; ion html”

“Authorised Signature.
For Quali ontrol Certification

UK Office: 1929, Chynoweth House,
Trevissome Park, Truro-TR48UN, Cornwall, UK

Quality Control Certification accredited by UASL, UK
This certificate pr ified its legal
This certificats romains the property of QC Certification to whom it must be retuned on request.
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ertificate of ::]Regisatratinn

This certificate of Registration certifies that:

VINMAS POWER COMPANY LIMITED

Phu Long 2 Hamlet, Long Xuyen Commune, Phuc Tho District,
Ha Noi City, Vietnam

has registered with the US Food and Drug Administration pursuant to Title 21 of the United States Code of Tederal
Regulations.

Owner Operator Number: 10076228

Listed Device

QKR D411726 Face Mask (except N95) m
MSH D411727 Respirator, Surgical r A

US Agent: Willow Glen Consultancy LLC
Willow Glen Number: WG2071388
Expiration Date: December 31, 2020

This certificate affirms that the ab d facility is registered with the US FDA pursuant to the
regulations required by the US laws. This registration has been verified as effective by Willow Glen
Consultancy as of the date below, unless such regzstmtton has been terminated after issuance of this
Certificate. Willow Glen C. [tancy maRes no additi ions or warranties, nor does this
certificate carry any to any person or entity other than the nameJ certificate holder, for whose sole benefit it
is issued. Willow Glen Consultancy assumes no liability to any person or entity in connection with the
foregoing, nor does the U.S. FDA recognize a certificate of registration issued by Willow Glen Consultancy.

adf

\“i ;
0031

il

Willow Glen Consultancy is a private agent not affiliated with the U.S. Food and Drug Administration.

Umards O Willow N Glen

Amanda Ou, Operation Director WillowGlenFDA.com
Willow Glen Consultancy LLC Info@WillowGlenFDA.com
+1-619-869-0249 3755 Avocado Blvd, Suite 208
Date: July 11, 2020 La Mesa, CA 91941, USA
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BOQ Y TE VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM

VIET NAM MINISTRY OF Bic l1ap - Ty do - Hanh phic
HEALTH SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness

Ha Noi, date 23 month 07vear 2020

GIAY CHUNG NHAN LUU HANH TU DO
CERTIFICATE OF FREE SALES

1. Gidy chirng nhén so/Certificate No:  20000298CFS/BYT-TB-CT

2. San phdm/Product(s): KHAU TRANG Y TE PRO MASK/ MEDICAL MASK

3. Chiing loai/Model: PRO MASK

4. Cong ty s& hiru hgp phap: CONG TY TNHH VINMAS POWER

- Product(s) Owner: VINMAS POWER LIMITED COMPANY

- Pia chi : Thon Phu Long 2, Xa Long Xuyén, Huyén Phiic Tho, Thanh phé Ha Noi

- Address : Phu Long 2 village, Long Xuyen commune, Phuc Tho district, Ha Noi City, Viet Nam
5. Cong ty sin xuat: CONG TY TNHH VINMAS POWER

- Manufacturer: VINMAS POWER LIMITED COMPANY

- Dia chi: Thon Phu Long 2, Xa Long Xuyén, Huyén Phuc Tho, Thanh phd Ha N¢i, Xa Long
Xuyén, Huyén Phiic Tho, Thanh pho Ha Noi

- Address: Phu Long 2 village, Long Xuyen commune, Phuc Tho district, Ha Noi City, Viet Nam

Vin ban nay la dé xac nhan rang cac san pham trén tuan theo cdc ticu chuén lién quan cua Viét
Nam hoic twong duong va dugc phép ban tai Viét Nam. Viéc xuit khau san pham khong bi han ché.

This is to certify that the above product(s) comply with the relevant standards of the S.R.
Vietnam or equivalent and are allowed to be sold in Vietnam. The exportation of the product(s) is
not restricted.

Gidy ching nhén nay c6 hiéu luc 03 nam ké tir ngay ky.

This certificate is vaild for three years from the date of issuance.

KT. BQ TRUONG
THU TRUONG
FOR MINISTER OF HEALTH
DEPUTY MINISTER OF HEALTH

Nguyén Truong Son
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F BO Y TE A CONG HOA XA HOI CHU NGHIA VIET NAM
VIEN TRANG THIET BJ DPic Iip - Ty do - Hanh phiic
VA CONG TRINH Y TE L4

GIAY CHUNG NHAN
THU NGHIEM

§6: ¥ /VTTB-DGCL

Co quan yéu cau: Cong ty TNHH Vinmas Power

Pia chi: Thon Phu Long 2, Xa Long Xuyén, Huyén Phic Tho, Thanh phé Ha Noi
Tén san phim: Khéu trang y té Pro Mask

Model: Pro Mask

Pon vi san xuét: Cong ty TNHH Vinmas Power

Xuit xir: Viét Nam

Nguoi thir nghiém: Pham Thanh Tung

Tiéu chuén thir nghi¢m: Theo tiéu chuin TCVN 8389-1:2010

Phwong phap thir nghiém: Theo TCVN 8389-1:2010

Két luan: Khiu trang dat tiéu chuén TCVN 8389-1:2010 - Khéu trang y té
thong thuong.

Ha Noi, ngay 03 théng 07 nam 2020
Vg EN TRUONG

\
\
NCE g
AN - 4
N

TS. Lé Thanh Hii

Dia chi: 40 Phuong Mai - Dong Pa - HaNoi  *  Dién thoai: (024) 62925544 - 3 8523065 - 3 8521248
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KET QUA THU NGHIEM
(Can ct theo tiéu chuin TCVN 8389-1:2010)

Théng s6 ky thuit
TT Noi dung Yéu ciu Pbat |[K.Dat
Vi khong dét, dang phing, c6
BRI R SO nep gap; ¢o lop vi loc, thanh
1 Ket cu va vt ligu nep mili va ddy deo; khong c6 X
16i ngoai quan
2 Hiéu suét loc déi voi swong diu|Higu sut loc khong nho hon X
(%) mirc 90%
: A Tré luc hé hip (DP) khong 16n
3 |Trd Iye hd hap (mmH>0) B taivs O TAILLO X
e 2 Gidi han truong nhin khong 16n
0, ¢
4 |Gi6i han trudng nhin (%) o raln 69 X
5 |[Khéi luong (g) Khéi lugng khong 16n hon 10 g| X
6 |Gi6i han cho phép cua kim loai néng
6.1 [Ham lugng Asen (As) 0,17 mg/kg X
6.2 (Ham lugng Chi (Pb) 1,00 mg/kg X
6.3 |Ham luong Thuy Ngén (Hg) (0,12 mg/kg X
6.4 [Ham lugng Antimon (Sb) 0,10 mg/kg X
6.5 [Ham lugng Cadimi (Cd) 0,10 mg/kg X

* Két qua thir nghiém nay chi cé gid tri doi véi cac méu thir Céong ty TNHH
Vinmas Power cung cdp cho Vién Trang thiét bi va Céng trinh Y 16 ngay
02/07/2020.

: A Ha Ngi, ng(?y 03 thfz'ng 07 nam 2020
SOAT XET NGUOI THU NGHIEM

el
e

Nguyén Vin Hung Pham Thanh Tung

Dia chi: 40 Phuong Mai - Pong Pa - HaNoi  *  Dién thoai: (024) 62925544 - 3 8523065 - 3 8521248

Scanned with CamScanner



GIAY CHUNG NHAN

S6: YT 317-20

gVl

CONG TY TNHH VINMAS POWER
Thén Pht Long 2, x& Long Xuyén, huyén Phuc Tho, thanh phé Ha Noi, Viét Nam

da dwoc danh gia phii hop véi cac yéu cdu cia tiéu chudn:

ISO 13485:2016

Hé théng Quan ly Chét lwong

cho linh vuec:

San xuét va kinh doanh khéu trang y té

Gidy chirng nhan nay co gia trj tiv:
08 /6/2020 dén 07 / 6 / 2023

HOI DONG CHUNG NHAN

Wers

B
PGS. TS. Hoang Thi Thanh Nhan

~ VIENNGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT L
Van phong: So 52, Ng6 46, Buong Lien Mac, Phuong Lien Mae, Quan Bac Tt Liém, Ha Noi, Viet Nam
Bien thoai: 024 2266 1111  Email: tevn@issq.org.vn
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VIEN NGHIEN CUU PHAT TRIEN ~ CONG HOA XA HQI CHU NGHIA VIET NAM

TIEU CHUAN CHAT LUQNG Déc 1ap — Tu do — Hanh phic
sé: T4 1gp-1s80Q He.Ngi, ngéy0Sthang & néim 2020
QUYET PINH

A A A - Y A A
Vé vige cap giay chirng nhéin phit hop tiéu chuin

VIEN TRUONG
VIEN NGHIEN CU'U PHAT TRIEN TIEU CHUAN CHAT LUQNG

Can cir Ching nhén 56 A-1 100 ngay 25/4/2013 (Pang ky 1dn thir sau, ngay 25/5/2020) ctia Bo
Khoa hoc va Cong nghé vé Chimg nhén dang ky hoat dong khoa hoc va cong nghé cta Vién
Nghién ciru Phat trién Tiéu chuin Chit lugng;

Cén ctt Glay Chimg nhgn Ping ky hoat dong chimg nhén s6: 3002/TPC-HCHQ ngay
23/10/2018 cta Téng cuc Tiéu chuén Po luong Chat lugng ve dang ky hoat dong chimg nhén cia
Vién Nghién ciru Phét trién Tiéu chudn Chét lugng déi vai tdng hop da nganh trong linh vire: Hé
théng quan 1y phi hop cac tiéu chudn TCVN ISO 9001/1SO 9001, TCVN ISO 22000/1SO 22000,
HACCP, TCVN ISO 14001/1SO 14001, TCVN ISO 13485/ISO 13485, OHSAS 18001, SA 8000,
GMP, TCVN ISO/IEC 27001/ISO/IEC 27001, TATF 16949, TCVN ISO 50001/1SO 50001, ISO
15378, ISO 45001; san pham, hang hoa phit hop tiéu chudn;

Xét dé nghi ctia Giam dbc Trung tim Chimg nhan Hop chudn - Hop quy,

QUYLT PINH:

Piéu 1. Cdp Gidy ching nhan phu hop tiéu chudn ISO 13485:2016 s6 YT 317-20 cho
Cong ty TNHH VINMAS POWER trong linh virc: San xudt va kinh doanh khdu trang y té,
dia chi tai Thon Phu Long 2, xa Long Xuyén, huyén Phiic Tho, thanh phd Ha Noi, Viét
Nam.

biéu 2. Gidy chimg nhan nay ¢6 hiéu lyc trong thdi han 3 nim ké tir ngay 08/6/2020
dén ngay 07/6/2023. Trong thoi gian higu lyc cua Glay chimg nhan, Cong ty TNHH
VINMAS POWER dugc phép sir dung ddu chimg nhgn do Vién Nghién ctru Phat trién
Tiéu chudn Cht luong cép.

Pidu 3. Cong ty TNHH VINMAS POWER c6 trach nhi¢m duy tri, cai tién hé théng
quan ly chat lugng phi hop véi yéu cdu tiéu chuén ISO 13485:2016 va thyc hién nghia vy
gidm sat dinh ky theo quy dinh cta phép luat hign hanh./.

Noi nhiin: KT. VIEN TRUONG

- Nhu DBiéu 1;

- Luu: TTCN.

Ngay ban hanh: 01/8/2013 BM.VCL.08.18
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VIEN NGHIEN CUU PHAT TRIEN ~ CONG HOA XA HQI CHU NGHIA VIET NAM
TIEU CHUAN CHAT LUQNG Poc 1ap — Tw do — Hanh phiic

Sé: :H"ZQ/I’SSQ -TTCN Hé Néi, ngay 08 thang & nam 2020
V/v st dung dau chimg nhan

Kinh gui: Cong ty TNHH VINMAS POWER

Cong ty TNHH VINMAS POWER da duoc Vién nghién ctru Phat trién Tiéu
chuén Chét lugng (Vién Chét luong ISSQ) danh gia va cép giﬁy chirng nhan phu hop
tiéu chuén ISO 13485:2016. Quy Cong ty dugc phép st dung diu chlmg nhén va logo
ctia Vién dé tuyén truyén, quang ba va khing dinh chét lugng san phém ctia minh theo
mau va quy dinh dudi day:

DAU CHUNG NHAN

e
ISO 13485:2016

1. DAu ching nhan duqc phép sir dung trong cac truwdng hop sau:
a) Trong cdc tiép dau thu, cong van giao dich, tai li¢u ky thudt, tai liéu dao to, tai
lieu quang cdo, name-card, cc chimg tir va cdc tai ligu tiép thi;
b) Trong cac chuong trinh quang cdo, quang bé trén cac phuong tién thong tin dai
chiing nhu phat thanh, truyén hinh, bao chi...;
c) Trén c4c phuong tién giao thdng, vén tai, cac bang quang céo cong cong,...
2. Diu chirng nhin khong duwge phép sir dung trong cic trwong hop sau:
a) Gay hidu nham la Vién chit lugng ISSQ da chung nhén hay cong nhén tinh
phdp 1y cho san pham ctia T chirc hay bét ctit mot cach hiéu nhém nao khic;
b) Gay hiéu nhdm ring Vién chit lugng I1SSQ da chimg nhan chét lugng cho
san pham cu the,
¢) Hét hiéu lyc chimg nhan hojc khong tuén thu céc yéu cdu v& chimg nhan.
3. Chii y khi sir dung:
a) Dau chimg nhin co thé dugc in ding theo mau nhu miéu ta cu thé, hay c6 thé
dung mot mau dé phu hop v6i nhitng gidy to, tai lidu, béo, tap chi da in san;
b) Déu chimg nhén co thé phong to hofc thu nhé mot céch dong nhét, tuy nhién
phai di 16n dé phan chir c6 thé doc duge 1o rang;
¢) Gidy ching nhan va Diu chirng nhan khong duge phép chuyen nhqung

Noi nhin:
- Nhu kinh guri;
- Luu: TTCN.

Ny Gill Ching

Scanned with CamScanner



