BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Péc ldp - Tw do - Hanh phic

CUCQUANLY
MOI TRUONG Y TE

Sb: N4 22€ /IGCN
Ref. No.

, GIAY CHUNG NHAN ‘
PANG KY LUU HANH CHE PHAM DIET CON TRUNG,

DIET KHUAN DUNG TRONG LINH VU'C GIA DUNG VA Y TE
CERTIFICATE FOR INSECTICIDE AND DISINFECTANT REGISTRATION FOR
HOUSEHOLD AND MEDICAL USE

Tén thuong mai ctia ché phdm: Cén 70 36 VP

Trade name of product

Thanh phan, ham lugng hoat chit: 70% v/v Ethanol

Active ingredient(s)
Pham vi va phuong phéap st dung:

4:: i H.C
Scope and method of application V4 '\P/-"/CU .
f‘:.J /! e
Phamvi | Lidu lugng va Phwong phap 3 Quan
Téc dung sir dung sir dung k] gy o
Purpose of use Scope of Dosage and Method of
application application

Diét khuén dung cu y té, bé mijt trong
yté.

Diét cic vi khudn Staphylococcus
aureus, Pseudomonas aeruginosa,
Shigella flexneri, Bacillus subtilis,
Mycobacterium tuberculosis va nim
Candida albicans sau thdi gian tiép
xtc 02 phut.

Trong y té

Dung vii mém hodc bong gon
thm Con 70 do VP lau uét
dung cu y té, bé mat can diét
khuén t6i thiéu 02 phat. Dé
kho turr nhién.

Déi vé6i nhitng dung cu nhé: db
Con 70 dd VP ra khay, ly,
ngdm truc tiép dung cu ngép
trong dung dich Con 70 do VP
t6i thiéu 02 phat. D& kho tu

nhién.

Han ding: 36 thang ké tir ngay sin xuat
Shelf life

86 dang ky lwu hanh: VNDP-HC-155-11-17 C6 gi4 tri tir: 06/11/2022 dén: 06/11/2027
Valid from until
Tén don vi déng ky: Céng ty C6 phan Thwong mai Thiét bj Y t& Vinh Phuae

Registration No.

Name of éertiﬁcate holder



Dia chi don vi ding ky: 23/23-25 Pwong Tan Thoi Nhit 18, phwong Tan Théi

Address of certificate holder Nhét, Quin 12, Thanh phé Hd Chi Minh

Tén don vi san xut: Céng ty C6 phin Thwong mai Thiét bj Y té Vinh Phiic

Name of manufacturer

Dia chi noi san xuét: Chi nhéanh Céng ty Cé phin Thu’&ng mai Thiét bj Y

Address of manufacturing site  t&€ Vinh Phic - 43/13F ap Tién Lan, xa Ba Piém,
huyén Héc Mén, Thanh phé H6 Chi Minh

Ngudn cung cip hoa chét nguyén li¢u:

Source of active ingredients:

A , A 5 A
Tén ho-a chat Ham lu'q’nfg hoat ch?lt Nha sin xukt Dia chi
. Acm.)e Concer:ztratzo.n of Active Mandloarer Adidress
ingredients ingredients
108 Khudng Viét,
Cong ty TNHH phudng Phu
Ethanol > 96% San xuit Thuong | Trung, quin Tan
mai L& Gia Phti, Thanh ph
Hb Chi Minh

Ha N¢i, ngay 1€ thdng [0 ndm 2022\
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J C F QUAH LY

Nha may: 43/13F Ap Tién Lan, Xa Ba Blem, H. Héc Mon, TP. H8 Chi Minh
Tel: (028) 6255.8087. Website:nuocmuoivp.com
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Mau Nhan Con 70 dé VP 60 - 500 mi
n

Nhén chai 500 mi va 1000 mi, Can 5 lit, Can 30 lit cé thiét ké giéng nhén chai 60 mi
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- Dan vi dang ky: CONG TY €O PHAN THUGNG MAI THIET BI Y TE VINH PHUC

Bia chi: 23/23-25 Tan Thai Nhat 18, . Tan Thai Nhat, Q.12, TR Ho Chi Minh, Viat Nam,

kich thuéc: 112 x45mm
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S5ang i haa hinh tad Vit R VWDP-HC-155-11-17

Wit my: 43/13F Ap Tién Lsn, X5 B3 Diém, H, Hoc Mén, TP H6 Chi Minh
6255.3087. Websitenuocmuolvp.com

Tal: (028)
-\ Don vi dang ky: CONG TY CO PHAN THUUNG MAI THIET BI Y TE VINH PHUC

W/ Diachi: 23/23-25 dutng Tan Thei Nhat 18, Phutng Tan Thai Nhat, Quan 12, thank phD Hao hi Minh,

Kich thuéc: 125 x 70 mm



CONG TY CO PHAN CHUNG NHAN VA GIAMDINH  CONG HOA XA HQI CHU NGHIA VIET NAM

QUOC TE EFC Dje Lip — Ty Do — Hanh Phiic
% % % % % %
S6: 2701/QP-EFC CERT Tp.HG Chi Minh, Ngay 03/10/2023
QUYET PINH

V/V: Cép gidy chirg nhin hé thong quén Iy Thiét biy té phi hop tiéu chuin ISO 13485:2016
GIAM POC CONG TY CO PHAN CHUNG NHAN VA GIAM DPINH QUOC TE EFC
- Can cr Gidy chimg nhan sé 99/CN-TDC clp ngay 29 thang 9 nam 2020 cua Tbng cuc tiéu chuén do ludng
chit lugng — Bo Khoa hoc va Cong nghé vé clp Gidy chimg nhén du nang lyc dang ky hoat dong chimg nhén
cita Cong Ty CP Chimng Nhan & Giam Binh Quéc Té EFC (EFC).
- Ciin ctr Quyét dinh vé ban hanh Didu 1¢ tb chirc hoat dong ciia Cong Ty CP Chimg Nhan & Gism Dinh Quéc
Té EFC (EFC).
- Can cir vao két qua danh gia va xem xét ciia Ban k¥ thuét ciia Cong Ty CP Chimg Nhén & Gidm Dinh Quéc
Té EFC (EFC).
QUYET DINH
Diéu 1: Cép gidy chimg nhan h¢ théng quan ly Thiét bj y té phti hop theo tiéu chuén ISO 13485:2016 cho
CHI NHANH CONG TY CO PHAN THUONG MAI THIET BI Y TE VINH PHUC - XUONG SAN XUAT
59/13 E-F-H Ap Tién Lan 1, Xa Ba Diém, Huyén Hoc Mon, Thanh phé Hé Chi Minh, Viét Nam
Pham vi chung nhéan:
o  San xudt va kinh doanh trang thiét bj , vt tw y té: nuée mudi cic loai , cdn y té, khiu trang y té,
béng y té, gac y té, bing keo ci nhin, oxy gia, biing cudn, povidon.
Diéu 2: Cong ty dugc cép chimg nhan s6 3202302701 va dugc phép st dung d4u higu chimg nhan phit hop véi
yéu cAu tiéu chudn 1SO 13485:2016 ciia Cong Ty CP Chimg Nhin & Giam Dijnh Qudc Té EFC (EFC) trong
thoi gian chimg nhan con hi¢u luc.
Diéu 3. Quyét dinh nay c6 hi¢u lyc dén hét ngay 03/10/2026, Cong ty dugc cdp chirng nhan phai duy tri danh
gia giam sat dinh ky hang nam - 2 lin trong 3 nam do Céng Ty CP Chimg Nhin & Gidm Dinh Quéc Té EFC
(EFC) thyc hién, truong hop khong danh gid dinh ky theo quy dinh, EFC s& dinh chi va thu hdi gidy chimg nhan
ddng thoi thong bao trén Website: efc.vn ctia EFC va EFC s& khong chiju trach nhi¢m vé viéc cong ty cong bd

con duy tri hi¢u lyc cia giay chimg nhin.

Noi nhén:
- Khéch hang
- Luu VP

EFC FI11, Rew. 1
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Cép cho

CHI NHANH CONG TY CO PHAN THUONG MAI
THIET B Y TE VINH PHUC - XUONG SAN XUAT

59/13 E-F-H Ap Tidn Lin 1, X3 BA Diém, Huyén Héc Mdn, Thanh phd HB Chi Minh, Viét Nam

EFC International Certification chirng nhan Hé thdng quan ly Thiét bj y té
clia t8 chirc néi trén dwgc danh gid va tim thay phu hgp véi
cdc yéu cau clia tiéu chudn hé théng quan ly sau day:

Tiéu chuin

L 1SO 13485-201‘6:..

S6 gidy chu'ng nhan 3202302701 :fﬂ g Ngéy cap: 03/ 10/2023

...........

Medical Devices - Quality

[E]4s [w]
Management Systam :‘
1SO 13485:2016 % )

Add value Add trust *

lﬁh
EFC International Certification
10 th Floor, Pax Sky Bulding, 51 Nguyen Cu Trinh Street, Distric 1,

Ho Chi Minh City, Vietham

Branch: 24 Van Bao Street, Ba Dinh Distric, Ha Noi City, Vietnam
Tel: (84.28) 389596 95

Nguyén Thl Tré Mi [manl.tn'o@ekv:::x:'c:;:

Scanned with CamScanner



TR
EFC
Stz

CERTIFICATION

Awarded to

NHAN ¢ CERTIFICADO

BRANCH OF VINH PHUC HEALTH EQUIPMENT
TRADING CORPORATION - FACTORY

59/13 E-F-H Tien Lan 1 Hamlet, Ba Diem Commune, Hoc Mon District, Ho Chi Minh City, Vietnam

)

O
7S EFC International Certification certify that the Medical Devices Management
System of the above organisation has been audited and found to be in accordance

E with the requirements of the management system standards detailed below.

<

> Standard

=

D A £ L 17

< 150 13485:2016.

o ey ¢ 4 Scope of certification::

w S N5

U §! ';)

S o Manufacture and sales medical supplles, medlcal equlpment

all kinds of saline, medical alcohol,: medical: mask medical
m[]] ;i cotton, medical gauze, pers'éiial tape; |
hiess roll bandage, povidone. :::

1jnoc h ¢

= Gerifasnssgssans 8

'é"ﬂ Original approval date- i3 October, 2023

: :
r ’ Subject to the con tmued sat:sfactory operation of the orgamsation s Mangement S ystem
e this certificate expires on: 03 October, 2026::: -
,‘ :-./ = To check this certlflcate validity please call (+84 28) 38 95 96 95 or scan the QR
] <L Code (Website: efc vn) on this certificate. sssenes
™ LL Certificate No.: ‘3202302701 iiiii:Revislon date: 03 October, 2023
- R : :
-~ ~ ces - ! E
= L TR ;
A N ISO 13485:2016 : -
"l @ T Ao vave Adowu it mh

EFC International Certification

10 th Floor, Pax Sky Bulding, 51 Nguyen Cu Trinh Street, Distric 1,
Ho Chi Minh City, Vietnam

Branch: 24 Van Bao Street, Ba Dinh Distric, Ha Noi City, Vietnam
Tel: (84 28) 389596 95

Nguyen TTra MI Email:info@efcvietnam.com
www.efc.vn
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CHI NHANH CONG TY CO Trang: 01

[ AN CO SO :
PHAN THUONG MAI THIET B] AR GRS S0: 05-2017/TCCS-YTVP
Y TE VINH PHUC - N Lan ban hanh: 02
3 . CON 70 DO VP o o
XUONG SAN XUAT Ngay hiéu lyc: 06/11/2017
Soan thio Kiém tra " ) Phé chuiin
Ngay 06/11/2017 Ngay 06/11/2017 Ngay 06/11/2017
Phy trach chuyén mén Gidm doc Gidm déc

(Ky, ghi ré ho tén)

1 —

NGUYEN THI LOAN
NOQI DUNG SUA POI
STT | Miso tailiéu Lén ban Ngay Ly do sira ddi
hanh hiéu Iwe
1 TC.05 01 10/08/2017 Ban hanh 14n dAu
TC.05 02 06/11/2017 Ty trong biéu kién
Noi nhin

1. Gidm Déc.

2. ‘B0 phén san xuit.

3. B0 phan quan Iy chit lvong,

4. Vin thu (Dé Iuu).

1. Pham vi 4p dung

Tiéu chuin niy 4p dung cho san phim: CON 70 PO VP

—  Dang bao ché: Loéng,

- Khéi lugng tinh/D_ung tich: 50ml, 60ml, 500ml, 1000ml



CHI NHANH CONG TY CO

Trang: 02
S8: 05-2017/TCCS-YTVP

y 3 TIEU CHUAN CO SO
PHAN THUONG MAI THIET B
Y TE VINH PHUC - z -
> b d F 3 N 70 D P
XUONG SAN XUAT cO ov

LAn ban hanh: 02
Ngay hiéu luc: 06/11/2017

Tiy theo nhu cu cua thj truong khébi lugng tinh/dung tich san phé'in{ c6 thé thay déi theo

quyét dinh cita co s& san xut. (Ban gidm déc s& ban hanh quyét dinh cu thé cho timg

phong ban trong trudmg hop thay dbi, bd sung khéi lugng/dung tich san phim).

2. Trach nhiém

—  B§ phan san xuét va bd phén quén 1y chét luong ¢6 trich nhiém &p dung tiéu chuin nay

trong qué trinh sén xuét va kiém tra chét luong,

—  Trudng bd san xuit va trudng bd phan quan Iy chét luong c6 :Lréch nhiém kiém tra, gidm

sat vi€c thyc hién tiéu chudn nay va nghién ctru, gép ¥ dé hoan thién ban tidu chuin co SO

cho san phim.

~  Giédm dbc thyc hién vi€c phé duyét, gidm sét viéc thuc hién tiéu chudn nay.

3. Yéu cu ky thujt
Tén san phém: CON 70 PO VP

Cong dyng san phdm: Diét khudn dung cu y té, bé mit trong y té,

Dang san phdm: san phim dang léng.
3.1 Cong thiec

Ham lwong (ml)

STT Tén nguyén li¢u (INCI)
L. Ethanol 96% ‘ 727
2, Nu6c cat | 273
Téng cdng 1000

3.2 Cic chi tiéu cam quan

' Trang thai: dang léng, khong v6n cuc, khong 1n tap chét, d3 bay hoi.

e  Maiu sic: khoéng mau.

e  Co6 mui con dic trung

3.3 Dinh tinh: San phdm phai cho cic phan tmg ciia Ethanol
3.4 Thé tich déng chai: tix 49ml -51ml, tir S9m] - 61ml, tir 490ml - 510ml va tir 990m] - 1010ml
3.5 T trong biéu kién: Tir 885.5kg/m3 dén 895.8kg/m3

3.6. Ciin sau khi bay hoi: Khong duge qua 25 phin tridu (kl/tt)

3.7 Dinh lirpng: Ham lugng Ethanol phai dat tir 68% - 72% (tt/tt).



HANH CO A " . X Trang: 03
et el SRR S6: 05-2017/TCCS-YTVP
PHAN THUONG MAI THIET BI s 1 -
Y TE VINH PHUC - . i Lén ban hanh: 02
XUONG SAN XUAT CON 70 DO VP Negay hiéu lc: 06/11/2017

3.8 Giéi han acid kiém: Luong dung djch natri hydroxyd 0.1IN (CD) thém vao khéng dugc
nhidu hon 1.0 ml.

4.  Phwong phap thir:

4.1 Tinh chit: Bing cdm quan, ché phém phai dat cac yéu cau d3 néu

4.2 D§ trong ciia dung dich: Thir theo DDVN IV

Phy lyc 9.2 - X4c dinh d6 trong cua dung djch , PL-172

Phy lyc 9.3 - Xédc dinh mau séc ctia dung dich, phiong phap 2, PL-172

4.3 Thé tich déng chai: Thir theo DDVN IV

Phy Iyc 11.1 - Giéi han cho phép vé thé tich, ndng d, ham lugng thuée, PL-220

4.4 Ty trong biéu kién: Thir theo DDVN IV

Phu lyc 6.5 - - Xac dinh khéi lrong riéng va ty trong, phuong phép dung picnomet, PL-148

4.5 Gi6i han acid kiém: Thir theo DDVN IV, chuyén luén “Ethanol 96%”, trang 264

4.5.1 Thudc thi:

- Dung dich phenolphtalein (TT)

- Dung dich natri hydroxyd 0,01N (CP)

4.5.2 Tién hanh:

Pha loéing 20m! ché phém véi 20ml nuée dun s6i ¢é ngudi, thém 0,1ml dung dich phenolphtalein

(TT), dung dich khdng mau. Thém 1,0ml dung dich natri hydroxyd 0,01N (CD) dung dich phai

¢6 mau hdng

4.6 Cin sau khi bay hoi: Thir theo DDVN IV, Phy Iyc 1.2, trang PL-10

Hut chinh x4c 100ml ché phim vao 1 céc thily tinh da cén bi, 1am bay hoi trén cach thiry dén

khd, sdy cin & 100°C - 105°C trong 1 gits. Cén con lai khong duogc qué 2,5mg

4.7 Dinh tinh: Theo DDVN IV, chuyén luén “Ethanol 96%”, trang 264

4.7.1 Pun néng 1ml ché phim véi 1ml acid acetic bang (TT) va thém vai giot dung dich acid
sulfuric loéing (TT) s& c6 mui ethyl acetat

4.7.2 Thém 1ml dung djch natri hydroxyd IM (TT) vio Sml dung dich ché phém 0,5% (it/tt)
trong nudc, sau d6 thém tir tir 2ml dung dich trong nudc ¢6 chira 2% iod (TT) va 4% kali iodid

(TT). Sé& c6 mui iodofrom bay 1én va ¢6 tia mau vang xuat hién



A 0 ' " . ) Trang: 04
CHINHANH CONG TY CO TIEU CHUAN CG S6 e
PHAN THUONG MAI THIET BJ Rl -
Y TE VINH PHUC - : g JLam bien hmh: 02
XUOGNG SAN XUAT CONTODO VP  'Ngay hieu lyc: 06/11/2017
4.8 Pinh lugng:

Dinh luong ham lwong Ethanol trong dung dich theo DDVN IV
Phy Iye 10.12 “X4c djnh ham lugng Ethanol”, phuong phép 3, trang PL-202

5. Thoi han sir dyng ciia sin phim

Han st dung: 36 théng tir ngay san xuit.

6. Huéng din sir dung va bio quéin

6.1 Hudng dén sit dung:

+Dung dich sir dung nguyén chét, khéng pha logng.
+ Bé mit cAn diét khudn phai duoc lam sach trude khi diét khuin véi Cdn 70 d6 VP

+ Ding vai mém hojic bong gon tAm Cdn 70 d6 VP lau uét b miit can diét khuén ti

thidu 120 gidy.

+Déi véi nhimg dyng cu nhé: d6 Cn 70 @5 VP ra khay, ly, ngdm truc tiép dung cu
trong dung dich Cén 70 d¢ VP i thidu 120 giy.

+ P& kho tu nhién

6.2 Cdch bdo qudn san phdm:

Bao quén & nhiét d phong, luu gift noi sach s& va thoang mat (duéi 30 d9), khong bi anh

huéng énh sang trye tiép va noi c6 nhiét d cao.

7. Bao bi sin phim

[

San phim dugc déng trong hii chit liéu PE dam bio duy tri 46 6n dinh v& chit luong san phém

trong han sir dung khuyén céo.




Trang: 04

CHI NHANH CONG TY CO TIEU CHUAN CO SG e vren
PHAN THUONG MAI THIET BI 50 -
Y TE VINH PHUC - ] Lén ban hanh: 02
XUGNG SAN XUAT CONT0DO VP | Ny hisu iue: 06/11/2017

8. Nhin sin phim

Nhan sin phdm dép tmg yéu ciu v& ghi nhin m§ pham theo quy dinh tai nghj dinh s
91/2016/NP — CP bao gbm cac thong tin sau:

Tén thwong mai;

Thanh phén, ham lugng hoat chét;

Téc dyng va huéng dan sir dyng;

Hudng din bao quan;

Théng tin canh béo vé nguy co gdy hai dén sirc khde con ngudi va méi trudmg;
Bién phép xi Iy khi bj nhiém ché phim (qua da, m4t, tiéu héa, ho hip);
Tén, dja chi don vi san xuét;

Tén, dja chi cia don vj ding ky:

8616 san Xut;

Ngay, thang, nim san xuAt hoZc thang, ndm san xué;

Han sir dung;

S6 ding ky luu hanh tai Viét Nam.

Nhén san phédm cu thé phéi duoc thiét k& va trinh Giam déc duyét trudc khi st dung trén san

phim.

Céc phong ban huu y: chi sir dung nhan da duge duyét va c6 du thong tin néu trong tiéu chuin

ndy dé dén 1én san phim.

9. Cong ty san xuit v chiu trich nhiém dwa sin phim ra thi truwdng:
CONG TY CO PHAN THUGNG MAI THIET BI'Y TE VINH PHUC
Dia chi: 23/23-25 Dudng Tan Théi Nhét 18, Phudmg Tan Théi Nhét, Qu4n 12, Thanh phé
Hb Chi Minh, Viét Nam




