LIEN HIEP CAC HOI KHOA HOC VA KY THUAT VIET NAM
VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUQNG

GIAY CHUNG NHAN

CONG TY TNHH CONG NGHE CAO SU VIET NAM

Xwdng san xuét 1: L6 K4, Buéng sb 10, Khu cdng nghiép Hai Son (GP 3+4), 4p Binh Tién 2,
xa Pirc Hoa Ha, huyén Birc Hoa, tinh Long An, Viét Nam
Xwéng san xuéat 2: L6 113 Dwdng sé 4, KCN Hai Son (Giai doan 3+4), 4p Binh Tién 2,
xa Plrc Hoa Ha, huyén Birc Hoa, tinh Long An, Viét Nam

da dwoc danh gia phi hop véi cac yéu cau cla tiéu chuan:

ISO 13485:2016

Hé théng Quan ly Chét lwong

cho Iinh vuec:

San xuat va phan phéi que/bat thir thai, que phat hién rung trirng,
kh&u trang y té, bao cao su ngén tay va bao cao su diu do;
Péng géi va phan phéi gel béi tron, gel bdi gay té

Sé giay chirng nhan: YT 669; Mi s6: 669-24-01/00

Ngay chirng nhan 1an dau: 22/11/2021

Hiéu Iwc Gidy chirng nhan:  Tir ngay 22 / 11/ 2024 dén ngay 21 /11 /2027
(P& duy tri hiéu lwc 3 ndm Gidy chirng nhan, don vj phai hoan tat thi tuc danh gia
giam séat Lan 1 trede ngay 21 / 11 /2025, giam sat Lan 2 trwée ngay 21/ 11 / 2026)

HOI PONG CHUPNG NHAN
CHU TICH

NGHIEN clu
PHAT TRIEN

TIEU CHUA

| 1S0 13485:201

GS. TS. Nguyén Héng Son Pham Hivu Virng

VIEN NGHIEN CU'U PHAT TRIEN TIEL} CHUAN CHAT LUQONG
Dia chi: S6 52/46, dwdng Lién Mac, P. Lién Mac, Q. Bac Tir Liém, thanh phd Ha Noi, Viét Nam
Dién thoai: 024 2266 1111/ 0981851111; Website: issg.org.vn; Email: tcvn@issqg.org.vn




LIEN HIEP CAC HOI KH&KT VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN NGHIEN CUU PHAT TRIEN Péc lap — Ty do — Hanh phiic
TIEU CHUAN CHAT LUQNG
S6: LY509/QP-1SSQ Ha Ngi, ngay 22 thdng 11 ndm 2024
QUYET PINH

Vé viée cip Gidy chirng nhan lai phiit hop Tiéu chuin

VIEN TRUONG
VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUQNG

Can cu Chung nhdn so A 1100 ngay 25/4/2013 (Péng ky lan thir bay, ngay 19/11/2024) ciia
Bo Khoa hoc va Cong nghé vé Chitng nhdn dang ky hoat dong Khoa hoc va Cong nghé cho Vién
Nghién citu Phdt trién Tiéu chudn Chdt lwong;

Can cir Gsay Chiing nhdn Ddng ky hoat djng chitng nhdn 56: 1999/TPC-HCHQ ngay
21/7/2022 cua Tong cuc Tiéu chudn Po luong Chat lwong vé dang ky hoat dong chimg nhan cia
Vién Nghién citu Phdt trién Tiéu chudn Chdt lwong doi voi téng hop da nganh trong linh vuc
chitng nhdn Hé thong quan Iy;

Theo dé nghi ciia Gidm déc Trung tam Chimng nhén Hop chudn - Hop quy,
QUYET PINH

Dleu 1. Cép Gidy chirng nhan lai pht hop Tiéu chudn ISO 13485:2016 s6 YT 669,
mi sb: 669-24-01/00 cho Cong ty TNHH Céng nghé Cao su Viét Nam trong linh vye:
San xudt va phan phéi que/but thir thai, que phét hién rung trimg, khau trang y té, bao
cao su ngon tay va bao cao su dau do; Dong go6i va phan phdi gel bi tron, gel boi gdy te;
dia chi: Xudng san xuit 1: Lo K4, Duong s6 10, Khu cong nghiép Hai Son (GD 3+4), ap
Binh Tién 2, xa bac Hoa Ha, huyén Pirc Hoa, tinh Long An, Viét Nam; Xudng san Xuét
2: L6 113 Pudng s6 4, KCN Hai Son (Giai doan 3+4), ap Binh Tién 2, x4 Dac Hoa Ha,
huyén Ptrc Hoa, tinh Long An, Viét Nam.

Piéu 2. Glay chimg nhén lai nay c¢6 hiéu luc trong thoi han 3 nam ké tir ngay
22/11/2024 dén ngay 21/11/2027. Trong thoi gian hiéu luc ctia Gidy ching nhan Cong ty
TNHH Cong ngh¢ Cao su Viét Nam dugc phép sir dung Dau Chimg nhan do Vién Nghién
ctru Phat trién Tiéu chuén Chét luong cép.

Piéu 3. Cong ty TNHH Cong ngh¢ Cao su Viét Nam c6 trach nhiém duy tri, céi tién
H¢ théng quan 1y chét lugng phd hop véi yéu cau Tiéu chuidn ISO 13485:2016 va thuc
hién nghia vu gidm sat dinh ky theo quy dinh ctia phap luat hién hanh./

Noi nhn: KT. VIEN TRUONG
- Nhu Diéu 1; HO.VIEN TRUONG
- Luu: TTCN.

Ngay ban hanh: 03/5/2023 BM.VCL.08.18a



LIEN HIEP CAC HOI KH&KT VIET NAM CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN NGHIEN CU'U PHAT TRIEN Péc 1ap — Tu do — Hanh phiic
TIEU CHUAN CHAT LUQNG
$6:495/0/1SQ ~ TTCN Ha Ngi, ngay 22 thang 11 nim 2024

V/v sit dung ddu chimg nhén

Kinh gtri: Cong ty TNHH Cong nghé Cao su Viét Nam.

Cong ty TNHH Cong nghé Cao su Viét Nam da dugce Vién nghién ctru Phat trién
Tiéu chudn Chét lugng (Vién Chét lugng ISSQ) danh gia va cap Gidy Chimg nhén
pht hop Tiéu chuin ISO 13485:2016 s6 YT 669 .Quy Cong ty dugc phép sir dung
Dau chimg nhdn va logo cia Vién dé tuyén truyén, quang ba pham vi dugc ching
nhan theo miu va quy dinh dudi déy:

DAU CHUNG NHAN

1SO 13485:201 G|

1. Déu chirng nhin c¢6 thé dwoc sir dung trong cac trudong hop sau:
a) Trong bao bi san phim, cac tiép d4u thu, cong van giao dich, tai lidu k¥ thuat,
tai liéu dao tao, tai liéu quang cdo, name-card, cac ching tir va cac tai liéu tiép thi;
b) Trong cac chuong trinh quang cdo, quang ba trén cac phuong tién thong tin dai
ching nhu phét thanh, truyén hinh, bao chi...;
¢) Trén cac phuong tién giao thong, van tai, cic bang quang céo cong cong,...
2. Déu chirng nhian khéng dwge sir dung trong cac truong hop sau:
d) Gay hiéu nhiam la Vién chit lugng ISSQ da chimg nhén hay cong nhan tinh
phap ly cho san pham ctia T6 chirc hay bt cir mot cach hidu nhidm nao khéc;
e) Gay hiéu nhdm ring Vién chat lugng ISSQ da chtig nhan chat lugng cho san
pham cu thé;
f) Hét hiéu luc chimg nhan hodc khéng tuan thi cc yéu cau vé chimg nhan.
3. Chu y khi sir dung:
a) Déu chimg nhén dugce in .dung theo mau nhu miéu ta, hay c6 thé ding mot mau
dé ' phu hop véi nhitng glay to, tai liéu, bao, tap chi da in san;
b) Dau chiing nhin c6 thé phong to hodc thu nhé mét céch ddng nhét, tuy nhién
phai du l6n dé phan chir c6 thé doc dugc rd rang;
¢) Gidy ching nhan va D4u chimg nhan khong dugc chuyén nhuong.

Noi nhin:
- Nhu trén;
- Luu: TTCN.

VIEN TRUONG

Ngay ban hanh: 03/5/2023 BM.VCL.08.24b



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

Sé: 2501889PKLH/BYT-HTTB Ha Néi, ngay 06 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: Bao cao su

2. Tén thuong mai (néu cé):

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

4. Loai thiét biy té TBYT Loai C

5. Tén, dia chi cta chua s hiru thiét bi y t&: CONG TY TNHH CONG NGHE CAO

SU VIET NAM, L6 K4, duong s6 10, KCN Hai Son (GP 3+4), Ap Binh Tién 2, X3

buc Hoa Ha, Huyén Puc Hoa, Tinh Long An, VIET NAM

6. Tén, dia chi ctia cht s& hitu sb lvu hanh: CONG TY TNHH CONG NGHE CAO

SU VIET NAM, L6 K4, Puong s6 10, KCN Hai Son (GD 3+4), ap Binh Tién 2, X4

buc Hoa Ha, Huyén Buc Hoa, Tinh Long An.

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 1885/Qb-BYT
ngay 06 thang 06 ndm 2025./.

Noi nhén: TUQ. BO TRUONG

- CONG TY TNHH CONG NGHE CAO CUC TRUONG

SU VIET NAM; [ TANG VA THIET BI Y TE
- B0 trudng (dé b/c); =

- TT. BJ Xuén Tuyén (dé b/c);
- Hai quan ctra khau;
- Luu: VT, HTTB.
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1. Muc dich sir dung:

PHU LUC PINH KEM

Tranh thai va ngan chan lay nhiém HIV va cac bénh lay truyén qua duong tinh duc (STIs)

2. Tén, dia chi co sé bao hanh:
3. Thong tin chi tiét thiét bi y té:

x 2 2 Quy cach A . . . x
STT| Tén thiét biy té Chiing loai Ma san pham dong goi Teéncoso | Dia chicoso | g0 can xudt
(Néu co) £, san xuat san xuat
(Néu cd)
A L6 K4, dudng sb
hoo 3 chiho | CONG TY 10, KCN Hai
| (-)pcéi hop ig TNHH CONG | Son (GD 3+4),
Bao cao su S49; S52 2 8 02 INGHE CAO | Ap Binh Tién 2,
! fl‘;‘)l 1}33 igio ¢al | SU VIET NAM | Xa Pirc Hoa Ha, | ¥ 11T NAM
P Huyén Dic Hoa,
Tinh Long An

Trang2/2




Q TONG CUC TIEU CHUAN PO LUGNG CHAT LUONG
Y

TRUNG TAM KY THUAT TIEU CHUAN DO LUGNG CHAT LUGNG 3
QUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. |, HCMC, Vietnam  Tel: (84-28) 3829 4274  Fax: (84-28) 3829 3012 E-mail: info@quatestd.com.vn  Website: www.quatest3.com.vn
Testing Complex:@ No.7, road No. 1, Bien Hoa | 1Z, Dong Nai, Vietnam @ C5 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC, Vietnam @ 64 Le Hong Phong, Dist.5, HCMC, Vietnam

PHIEU KET QUA THU NGHIEM
KT3-04040AHD4 TE S T F:' EPORT ;12368521%3

1. Tén méu : BAO CAOSU
Name of sample

2. M6 ta mau : MAu thir nghiém do khach hang 1dy mau, tén miu va thong tin vé miu do
Description khach hang cung cip. / Testing sample was sampled by customer, sample
; name and sample information were supplied by customer.
Bao cao su/ condoms

3. 86 luong mau 5 01
Quantity

4. Ngay nhan mau : 29/07/2024
Date of receipt

5. Thoi gian thir nghiém :  30/07/2024 - 12/08/2024
Testing duration

6. Noi giri mau : CONG TY TNHH CONG NGHE CAO SU VIET NAM
Customer L6 K4,Pwong so 10,KCN Hai Son(GD 3+4),Ap Binh Tién 2,Xa Pirc Hoa
Ha, Huyén Piwrc Hoa, Tinh Long An

7. Két qua thir nghiém  : Xem céc trang tiép theo
Test results Refer to next pages

P.TRUOGNG PTN HANG TIEU DUNG TL. GIAM BOCI PP. DIRECTOR
DEPUTY HEAD OF CONSUMER
PRODUCTS TESTING LAB.

o

Nguyén Thi Thiy Nhi

1. Céc két qué thir nghiém ghi trong phiéu niy chi co gia tri d6i véi mau do khach hang gin dén va khang phii 1 gidy chimg nhin san phim,
Test results are valid for the namely submitted sample(s) only, .rmu" this is not a certificate of product.
2, Tén miu, tén khich hang dugc ghi theo yéu ciu cia noi gin mw. / Name of sample(s) and ¢ m(rurur are written as customer ¥ reguest.
3. Do khong dam bao do mé rong duge tinh tir d§ khing didm bao du chuiin nhiin véi hé s6 phit k = 2, phin bé chuiin tuong tmg véi 95 % do tin cay.
The reported expanded wncertainty of measurement is stated as the standard uncertainty of measurement mm’! iplied by the coverage factor k = 2, at 95 % confidence level,
4, Khéng duee trich sao mét phin phidu két qua thir nghiém niy néu khong co sy dong ¥ bi ing viin ban cta Trung tdm Ky thudt 3.
This Test R.g:w: shall not be reproduced, except in full, without the written permission by Qu(m st 3.
5. Moi thiic mic vé két qua, khich hing lién hé theo dja chi dh.cs@quatest3.com.vn dé biét thém thang tin.
Please contact QUATEST 3 at the email addresses dh.cs@quatesi3.com.vn for further information about test report




o TONG CUC TIEU CHUAN DO LUGNG CHAT LUONG
&

TRUNG TAM KY THUAT TIEU CHUAN DO LUGNG CHAT LUGNG 3
OUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. |, HCMC, Vietnam  Tel: (84-28) 3829 4274  Fax: (84-28) 3829 3012 E-mail: infgg
Testing Complex:@ No.7, road No.1, Bien Hoa | 1Z, Dong Nai, Vietnam @ C5 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC,

. QP‘ HOC ‘M Cﬁ
.com.vn D www.quatestd.com.vn

ist.5, HCMC, Vietnam

PHIEU KET QUA THU NGH

KT3-04040AHD4

Ché d¢ 130 hoa : nhiét do 70 °C, thoi gian 168 gid
Ageing condition: at 70 °C for 168 hours

Két qua thir nghiém

Test results
s ; - i ; Luong S
< hi Ph hap th s e o=
- o Tostomethod | mauthi | US| Gidwi | Gid
Number nho nhat | 16n nhat

tested binh Min Max
*) Mean

7.1 Thir thoi khong khi/ Air ISO 4074 : 2015
inflation:
Trudc ldo hod/ Before ageing 315
Thé tich nd/ Burst volume, dm?® 41,0 41,0 41,0
Ap suét nd/ Burst pressure, kPa 2,1 1,9 2.2
Sau ldo hod/ After ageing (70°C; 168h) 315
Thé tich nd/ Burst volume, ~dm? 41,0 36,0 41,0
Ap suét nd/ Burst pressure, kPa 1,9 12 2.4
7.2 Thir 18 thing/ Freedom from [SO 4074 : 2015 315 Hong/ failed: 02
holes

Ghi chii/ Note:( *) - Luong miu thi thuc hién theo yéu cau cta khach hang/ The number of test specimen
has been specified by client. H’V

. Ce két qud thir nghiém ghi trong pl1iéu ndy chi ¢ gid trj ddi v mau do khich hing giri dén va khong phéi 14 gidy chimg nhén san plﬁl‘ll.
Test results arve valid for the namely submitted sample(s) only, and this is not a certificate of product.
2. Tén méu, tén khach hang duge ghi theo yéu cin cia noi giri mau. / Name of sample(s) and customer are written as customer s requesi.
3. Bg khong dam bao do mo ring duge tinh tir 46 khing dam bao do chuin nhin voi hé so phi k= 2, phin bo chudn twong img vén 95 % do tin cdy
The reported expanded uncertainty of measurement is stated as the standard uncertainty of measurement multiplied by the coverage factor k=2, at 93 % confidence level.
4. Khong duge trich sao mdt phan phiéu ket qua thir nghiém nay néu khong co sir dong ¥ bang vin ban cia Trung tim Ky thuat 3.
This Test Report shall not be reproduced, except in full, withourt the written permission by Quatest 3.
5. Moi thic mac vé ket qua, khach hang lién hé theo dja chi dh.cs@quatest3.com.vn dé bict thém thong tin.
Flease contact QUATEST 3 ar the email addresses dh.cs@quatesi3.com.vn for further information abow test report




o TONG CUC TIEU CHUAN DO LUONG CHAT LUGNG
i TRUNG TAM KY THUAT TIEU CHUAN PO LUONG CHAT LUQNG 3
QUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. |, HCMC, Vietnam Tel: (84-28) 38294274  Fax: (84-28) 3829 3012 e hsilc:
Testing Complex:@ No.7, road No. 1, Bien Hou 1 1Z, Dong Nai, Vietmam @ C3 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC, Vielpg M«- ChgPivhe, D

www.qualtest3,com.vn
ist.5, HCMC, Vietnam

PHIEU KET QUA THU NGH TG,

KT3-04040AHD4 TEST REPORT

L}

2/08/2024

e 03/04

Al- AP SUAT PHA NO TRUGC LAO HOA
(BURST PRESSURE BEFORE AGEING)
S6 condom v& nd & mdi ap sudt (Number of burst at each pressure)
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. Cac két qua thir nghiém ghi trong phiéu nay chi ¢ gid tr dbi véi mau do khich hing giri dén va khéng phii 1 gidy chimg nhin sin phim.
Test results are valid for the namely submitted sample(s) only. and this is not a certificate of product,
Tén mau, 1én khich hang dugc ghi theo yéu ciu cia noi giri miu. / Name of sample(s) and customer are writien as customer s request
- B khong dam bao do mé rdng duge tinh tir 43 khdng dam bio do chudn nhin vai hé s6 pha k = 2, phin bd chudn trong img véi 95 % dd tin cdy.
The reported expanded wncertainty of measurement is stated as the standard uncertainty of measurement multiplied by the coverage factor k = 2, a1 93 % confidence fevel,
. Khong duge trich sao mdt phin phiéu két qua thir nghiém nay néu khong cdé sy dong ¥ biing vin ban cia Trung tim K§ thujt 3.
This Test Report shall not be reproduced, except in full, without the written permission by Quatest 3
Moi thic méc vé ket qua, khach hang lién hé theo dja chi dh.es@quatest3.com.vn dé biét thém thong tin.
Please contact QUATEST 3 at the email addvesses dh.cs@gquatest3.com.vn for further information about test report
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TONG CUC TIEU CHUAN PO LUSONG CHAT LUONG

TRUNG TAM KY THUAT TIEU CHUAN DO LUGNG CHAT LUQNG 3
QUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. 1, HCMC, Vietnam  Tel: (84-28) 3820 4274  Fax: (84-28) 382913012 E-mail: infoaiquatestd.con
Testing Complex:@ No.7, road No. 1, Bien Hoa 1 1Z, Dong Nai, Vietnam @ C5 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC, Vietnam @FF4

Website: www.quatest3.com.vn

v, Dist.5, HCMC, Vietnam

K

PHIEU KET QUA THU NGHI

IS panT TEST REPORT

Bl- AP SUAT PHA NO SAU LAO HOA @ 70°C TRONG 168 GIO
(BURST PRESSURE AFTER AGEING AT 70°C FOR 168 HOURS)
S6 condom v& nd ¢ moi ap suat (Number of burst at each pressure)
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< 0.7 40 % - : : :

40 60
80 condom n®, Number of bursts

B2- THE TICH PHA NO SAU LAO HOA O 70°C TRONG 168 GIO
(BURST VOLUME AFTER AGEING AT 70°C FOR 168 HOURS)
S6 condom v& ndé & mdi ap sudt (Number of burst at each pressure)

41
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C 20 80
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Thetich n°, Burst volume, L
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1% condbm ne, Nffber of biiats 00 350

50

. Ciic két qua thir nghiém ghi trong phitu nay chi ¢6 gid trj doi vai miu do khich hang giri dén va khong phai la gidy chimg nhian san phim.
Test results are valid for the namely submitted sample(s) only, and this is not a certificate of product.
. Tén miu, tén khach hang dwge ghi theo yéu ¢ iu cua noi giri méu, / Name of sample(s) and customer are writien as customer s request.
. D) khong dim bao do mé rdng duoc tinh tir d khéng dam bio do chudn nhin vdi hé s6 phi k =2 , phdn bo chuan twong img vai 95 % dé tin cdy.
The reporfed expanded uncertainty of measurement is stated ay the standard uncertainty of | measurement multiplied by the coverage factor k = 2, ar 95 % confidence level,
. Khéing duoc trich sao mat phiin phiéu két qua thir nghiém niy néu khéng co sy dong v b dng viin ban cua Trung tim Ky thudt 3.
This Test Rafmrr shall not be reproduced, except in full, without the written permission by Quatest 3.
Moi thie mic vé két qua, khich hing lién hé theo dja chi dh.csf@quatest3.com.vn dé biét them théng tin.
Please comtact QUATEST 3 at the email addresses dh.cs@quatest3.com.vn for further information about test report .
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Q TONG CUC TIEU CHUAN PO LUGNG CHAT LUONG
Y

TRUNG TAM KY THUAT TIEU CHUAN DO LUGNG CHAT LUGNG 3
QUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. |, HCMC, Vietnam  Tel: (84-28) 3829 4274  Fax: (84-28) 3829 3012 E-mail: info@quatestd.com.vn  Website: www.quatest3.com.vn
Testing Complex:@ No.7, road No. 1, Bien Hoa | 1Z, Dong Nai, Vietnam @ C5 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC, Vietnam @ 64 Le Hong Phong, Dist.5, HCMC, Vietnam

PHIEU KET QUA THU NGHIEM
KT3-04040AHD4 TE S T F:' EPORT ;12368521%3

1. Tén méu : BAO CAOSU
Name of sample

2. M6 ta mau : MAu thir nghiém do khach hang 1dy mau, tén miu va thong tin vé miu do
Description khach hang cung cip. / Testing sample was sampled by customer, sample
; name and sample information were supplied by customer.
Bao cao su/ condoms

3. 86 luong mau 5 01
Quantity

4. Ngay nhan mau : 29/07/2024
Date of receipt

5. Thoi gian thir nghiém :  30/07/2024 - 12/08/2024
Testing duration

6. Noi giri mau : CONG TY TNHH CONG NGHE CAO SU VIET NAM
Customer L6 K4,Pwong so 10,KCN Hai Son(GD 3+4),Ap Binh Tién 2,Xa Pirc Hoa
Ha, Huyén Piwrc Hoa, Tinh Long An

7. Két qua thir nghiém  : Xem céc trang tiép theo
Test results Refer to next pages

P.TRUOGNG PTN HANG TIEU DUNG TL. GIAM BOCI PP. DIRECTOR
DEPUTY HEAD OF CONSUMER
PRODUCTS TESTING LAB.

o

Nguyén Thi Thiy Nhi

1. Céc két qué thir nghiém ghi trong phiéu niy chi co gia tri d6i véi mau do khach hang gin dén va khang phii 1 gidy chimg nhin san phim,
Test results are valid for the namely submitted sample(s) only, .rmu" this is not a certificate of product.
2, Tén miu, tén khich hang dugc ghi theo yéu ciu cia noi gin mw. / Name of sample(s) and ¢ m(rurur are written as customer ¥ reguest.
3. Do khong dam bao do mé rong duge tinh tir d§ khing didm bao du chuiin nhiin véi hé s6 phit k = 2, phin bé chuiin tuong tmg véi 95 % do tin cay.
The reported expanded wncertainty of measurement is stated as the standard uncertainty of measurement mm’! iplied by the coverage factor k = 2, at 95 % confidence level,
4, Khéng duee trich sao mét phin phidu két qua thir nghiém niy néu khong co sy dong ¥ bi ing viin ban cta Trung tdm Ky thudt 3.
This Test R.g:w: shall not be reproduced, except in full, without the written permission by Qu(m st 3.
5. Moi thiic mic vé két qua, khich hing lién hé theo dja chi dh.cs@quatest3.com.vn dé biét thém thang tin.
Please contact QUATEST 3 at the email addresses dh.cs@quatesi3.com.vn for further information about test report




o TONG CUC TIEU CHUAN DO LUGNG CHAT LUONG
&

TRUNG TAM KY THUAT TIEU CHUAN DO LUGNG CHAT LUGNG 3
OUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. |, HCMC, Vietnam  Tel: (84-28) 3829 4274  Fax: (84-28) 3829 3012 E-mail: infgg
Testing Complex:@ No.7, road No.1, Bien Hoa | 1Z, Dong Nai, Vietnam @ C5 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC,

. QP‘ HOC ‘M Cﬁ
.com.vn D www.quatestd.com.vn

ist.5, HCMC, Vietnam

PHIEU KET QUA THU NGH

KT3-04040AHD4

Ché d¢ 130 hoa : nhiét do 70 °C, thoi gian 168 gid
Ageing condition: at 70 °C for 168 hours

Két qua thir nghiém

Test results
s ; - i ; Luong S
< hi Ph hap th s e o=
- o Tostomethod | mauthi | US| Gidwi | Gid
Number nho nhat | 16n nhat

tested binh Min Max
*) Mean

7.1 Thir thoi khong khi/ Air ISO 4074 : 2015
inflation:
Trudc ldo hod/ Before ageing 315
Thé tich nd/ Burst volume, dm?® 41,0 41,0 41,0
Ap suét nd/ Burst pressure, kPa 2,1 1,9 2.2
Sau ldo hod/ After ageing (70°C; 168h) 315
Thé tich nd/ Burst volume, ~dm? 41,0 36,0 41,0
Ap suét nd/ Burst pressure, kPa 1,9 12 2.4
7.2 Thir 18 thing/ Freedom from [SO 4074 : 2015 315 Hong/ failed: 02
holes

Ghi chii/ Note:( *) - Luong miu thi thuc hién theo yéu cau cta khach hang/ The number of test specimen
has been specified by client. H’V

. Ce két qud thir nghiém ghi trong pl1iéu ndy chi ¢ gid trj ddi v mau do khich hing giri dén va khong phéi 14 gidy chimg nhén san plﬁl‘ll.
Test results arve valid for the namely submitted sample(s) only, and this is not a certificate of product.
2. Tén méu, tén khach hang duge ghi theo yéu cin cia noi giri mau. / Name of sample(s) and customer are written as customer s requesi.
3. Bg khong dam bao do mo ring duge tinh tir 46 khing dam bao do chuin nhin voi hé so phi k= 2, phin bo chudn twong img vén 95 % do tin cdy
The reported expanded uncertainty of measurement is stated as the standard uncertainty of measurement multiplied by the coverage factor k=2, at 93 % confidence level.
4. Khong duge trich sao mdt phan phiéu ket qua thir nghiém nay néu khong co sir dong ¥ bang vin ban cia Trung tim Ky thuat 3.
This Test Report shall not be reproduced, except in full, withourt the written permission by Quatest 3.
5. Moi thic mac vé ket qua, khach hang lién hé theo dja chi dh.cs@quatest3.com.vn dé bict thém thong tin.
Flease contact QUATEST 3 ar the email addresses dh.cs@quatesi3.com.vn for further information abow test report
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Head Office: 49 Pasteur, Dist. |, HCMC, Vietnam Tel: (84-28) 38294274  Fax: (84-28) 3829 3012 e hsilc:
Testing Complex:@ No.7, road No. 1, Bien Hou 1 1Z, Dong Nai, Vietmam @ C3 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC, Vielpg M«- ChgPivhe, D
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ist.5, HCMC, Vietnam

PHIEU KET QUA THU NGH TG,

KT3-04040AHD4 TEST REPORT

L}

2/08/2024

e 03/04

Al- AP SUAT PHA NO TRUGC LAO HOA
(BURST PRESSURE BEFORE AGEING)
S6 condom v& nd & mdi ap sudt (Number of burst at each pressure)

-

NN WL

205

N

NGOt ~N©-aton~©aton

Ap sut n°, Burstpressure, kPa

[ e R R e ¥

5I0 1(I)0 1‘|50
S0 condom n®, Number of bursts
A2- THE TICH PHA NO TRUOGC LAO HOA
(BURST VOLUME BEFORE AGEING)
S6 condom v& n6 & mdi ap suat (Number of burst at each pressure)

Il |
t-

200 250

o

B
iy

315

w

NN
-

—
-~

—

Thetich n®, Burst volume, L
(]

o O

300 350

1@6 cond’o";i% ne, Nuﬁ%er of b%ﬁl'%ts

U b3

s

[

. Cac két qua thir nghiém ghi trong phiéu nay chi ¢ gid tr dbi véi mau do khich hing giri dén va khéng phii 1 gidy chimg nhin sin phim.
Test results are valid for the namely submitted sample(s) only. and this is not a certificate of product,
Tén mau, 1én khich hang dugc ghi theo yéu ciu cia noi giri miu. / Name of sample(s) and customer are writien as customer s request
- B khong dam bao do mé rdng duge tinh tir 43 khdng dam bio do chudn nhin vai hé s6 pha k = 2, phin bd chudn trong img véi 95 % dd tin cdy.
The reported expanded wncertainty of measurement is stated as the standard uncertainty of measurement multiplied by the coverage factor k = 2, a1 93 % confidence fevel,
. Khong duge trich sao mdt phin phiéu két qua thir nghiém nay néu khong cdé sy dong ¥ biing vin ban cia Trung tim K§ thujt 3.
This Test Report shall not be reproduced, except in full, without the written permission by Quatest 3
Moi thic méc vé ket qua, khach hang lién hé theo dja chi dh.es@quatest3.com.vn dé biét thém thong tin.
Please contact QUATEST 3 at the email addvesses dh.cs@gquatest3.com.vn for further information about test report
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TONG CUC TIEU CHUAN PO LUSONG CHAT LUONG

TRUNG TAM KY THUAT TIEU CHUAN DO LUGNG CHAT LUQNG 3
QUATEST3® QUALITY ASSURANCE & TESTING CENTER 3

Head Office: 49 Pasteur, Dist. 1, HCMC, Vietnam  Tel: (84-28) 3820 4274  Fax: (84-28) 382913012 E-mail: infoaiquatestd.con
Testing Complex:@ No.7, road No. 1, Bien Hoa 1 1Z, Dong Nai, Vietnam @ C5 lot, K1 road, Cat Lai 1Z, Dist.2, HCMC, Vietnam @FF4

Website: www.quatest3.com.vn

v, Dist.5, HCMC, Vietnam

K

PHIEU KET QUA THU NGHI

IS panT TEST REPORT

Bl- AP SUAT PHA NO SAU LAO HOA @ 70°C TRONG 168 GIO
(BURST PRESSURE AFTER AGEING AT 70°C FOR 168 HOURS)
S6 condom v& nd ¢ moi ap suat (Number of burst at each pressure)

3.5 |
3.3 |
3.1 4
29 .

©

o.

E 4

&

y 2.7 |

8 25 |

E 2.3 i

- 2.1 14

g 19 = 37
a 17 i 5
‘o~ 1.5

<13 Q}z

- 11

® 09 a

< 0.7 40 % - : : :

40 60
80 condom n®, Number of bursts

B2- THE TICH PHA NO SAU LAO HOA O 70°C TRONG 168 GIO
(BURST VOLUME AFTER AGEING AT 70°C FOR 168 HOURS)
S6 condom v& ndé & mdi ap sudt (Number of burst at each pressure)

41

37

C 20 80

312

Thetich n°, Burst volume, L
= — %] o] o] (]
- (4] w w ~ - o ((s] (%]

1% condbm ne, Nffber of biiats 00 350

50

. Ciic két qua thir nghiém ghi trong phitu nay chi ¢6 gid trj doi vai miu do khich hang giri dén va khong phai la gidy chimg nhian san phim.
Test results are valid for the namely submitted sample(s) only, and this is not a certificate of product.
. Tén miu, tén khach hang dwge ghi theo yéu ¢ iu cua noi giri méu, / Name of sample(s) and customer are writien as customer s request.
. D) khong dim bao do mé rdng duoc tinh tir d khéng dam bio do chudn nhin vdi hé s6 phi k =2 , phdn bo chuan twong img vai 95 % dé tin cdy.
The reporfed expanded uncertainty of measurement is stated ay the standard uncertainty of | measurement multiplied by the coverage factor k = 2, ar 95 % confidence level,
. Khéing duoc trich sao mat phiin phiéu két qua thir nghiém niy néu khéng co sy dong v b dng viin ban cua Trung tim Ky thudt 3.
This Test Rafmrr shall not be reproduced, except in full, without the written permission by Quatest 3.
Moi thie mic vé két qua, khich hing lién hé theo dja chi dh.csf@quatest3.com.vn dé biét them théng tin.
Please comtact QUATEST 3 at the email addresses dh.cs@quatest3.com.vn for further information about test report .
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CONG TY TNHH CONG NGHE CAO
SU VIET NAM

SH: 140824/PL-VRT

CONG HOA XA HQI CHU NGHIA VIET NAM

Doc ldp - Tw do - Hanh phic

Long An, Ngay 14 thang 08 nam 2024

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Ciin ct Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phi vé

quén ly trang thiét b y té;

Can ctir Thong tu 05/2022/TT-BYT ngay 01 thang 8 nam 2022 cua B truong Bo Y
té quy dinh chi tiét thi hanh mét s6 diéu ciia Nghi dinh s 98/2021/ND-CP ngay
08/11/2021 ctia Chinh pht vé quén ly trang thiét bi y té.

Chiing t6i phan loai trang thiét bi y té nhu sau:

Tén : Hing, | Hing, | Mucdichsir | Ciin cir dé Mire dd
Chiing ; : A . yia
trang W nwoe nwoe dung theo phin loai rai
TT . loai/mé 2 A B ‘, s
thiet 3 phim sin chi chi dinh cua mire do rii ro duge
biy té sanp xuat s hiru | chi s6 hiru ro phén loai
Tranh thai
Cong Ty | Cong Ty | vVangan .
TNHH | TNHH | chinlay ?1"?’ < :6
Ba Cong | Cong | nhiémHIV | P “l':lc l‘”‘-‘ TTBYT
1 S49, §52 Nghé Nghé va cic bénh A Loai
cao su CaoSu. | Cao Su 1A \ Thong tu C
oy Ol | EyUWER | asbasarrT
Viét Vit qua dudng
-BYT
Nam Nam tinh duc
(STIs)

NGUOI PAI DIEN HOP PHAP CUA CO SO

NGUYEN PHI HUNG




bsi.

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: VIETNAM RUBBER TECHNOLOGY CO.,LTD.
Lot K4, Street No. 10,
Hai Son Industrial Zone (Phase 3+4),
Binh Tien 2 Commune, Duc Hoa Ha Ward,
Duc Hoa District, Long An Province,
Vietnam

Holds Certificate Number: MD 722046

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the following
scope:

The manufacture of male latex condoms.

For and on behalf of BSI Assurance UK Ltd: For and on behalf of BSI Vietnam:
(:.“_,\_,_L \QA\B\'C#%/( u v
Graeme Tunbridge Le Duyen Anh
Senior Vice President Medical Devices Managing Director Vietnam
Original Registration Date: 2020-03-31 Effective Date: 2023-03-31
Latest Revision Date: 2024-01-23 Expiry Date: 2026-03-30

Page: 1 of 1

U S
MANAGEMENT
SYSTEMS

0003

..making excellence a habit’

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +84 (28) 38 200 066.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000 BSI Assurance UK Limited,
registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

BSI Vietham Headquarters: 15 Floor APC Tower, 518B Dien Bien Phu Street, Ward 21, Binh Thanh District, Ho Chi Minh City, Vietnam.
Telephone: +84 (28) 38 200 066.

A Member of the BSI Group of Companies.


https://www.bsigroup.com/en-VN/validate-bsi-issued-certificates/
http://www.bsi-global.com/ClientDirectory

SO Y TE LONG AN CONG HOA XA HQI CHU NGHIA VIET NAM
S4 :170000001/PCBSX-LA Dgc 1ap - Ty do - Hanh phiic

Tinh Long An, ngay 27 thang 04 nam 2017

PHIEU TIEP NHAN

Ho so cong bd dii diéu kién san xuit trang thiét biy té

1. Tén co so cong bdé: CONG TY TNHH CONG NGHE CAO SU VIET NAM
2. bia chi: L6 K4, duong s6 10, KCN Hai Son (Gb 3+4), Xa buc Hoa Ha, Huyén Duc Hoa, Tinh
Long An
(San xuét tai: CONG TY TNHH CONG NGHE CAO SU VIET NAM; Dija chi: L6 K4, dudng sb
10, KCN Hai Son (GbP 3+4), Xa buc Hoa Ha, Huyén DPtic Hoa, Tinh Long An)

3. Dién thoai: 3900979 Fax: 3900579
4. S6 van ban dé nghi ciia co so: 04/CV-CS Ngay : 21/03/2017

5. Tén trang thiét b y té co s cong bd san xuat:

Bao cao su

6. Thanh phan hd so:

1 | Vin ban cong b du diéu kién san xuét X

2 | Van ban phan cong, bd nhiém ngudi phuy trach chuyén mén ctia co sd san xuét X

3 | Ban xéc nhén thoi gian cong tac X

4 | Vian bang, chtng chi dao tao vé k¥ thuat thiét bi y té hodc quan ly thiét bi y té cua X
ngudi phu trach chuyén mon

5 | Béan ké khai nhén sy X

6 | Van ban phan cong, bd nhiém ngudi phu trach chuyén mén cta co sd san xuét X

7 | Gidy chiing nhan dat tiéu chuan quan 1y chét lugng X

g | Ho so chimg minh dia diém, dién tich, nha xuong san xuat phu hop voi yéu cau X
cua loai trang thiét bi y té ma co s& san xuat

9 | HO so vé thiét bi va quy trinh san xuat, kiém tra chat luong phu hop véi yéu cau X
cua loai trang thiét bi y t€ ma co sé san xuat

10 | Hop dong v0i co s¢ du nang lyc kiém tra chat luong dé kiém tra chat luong trang X
thiét bi y té ma co s& san xuat

11 | Hd so vé kho tang bao quan trang thiét bi y té X

12 | Ho so vé phuong tién van chuyén trang thiét bi y té X




NGUOI TIEP NHAN HO SO

[l —
-

Lé Vin Hau
Phé giam dbc SO Y té



