SO'Y TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 240001877/PCBB-HN
Ngay cong bo: 30/07/2024

1. Tén co 86 cong bd: CONG TY TNHH CONG NGHE Y TE VA DUQC
PHAM DCAREME - CHI NHANH HA NOI

2. bia chi: SO 16 ngod 185 ngach 31 ph6 Chua Lang, Phuong Lang Thuong,
Quan Déng ba, Thanh phé Ha No1

3. S6 vin ban cua co so: 31/24/VBCB-DCM  Ngay: 29/07/2024

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Nudc mét nhan tao

Tén thuong mai (néu co):

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

Chung loai: DR.BONEYES

M3 san pham (néu co):

Quy cach dong gbi: San pham dung trong 6ng nhua PVC, lo nhua PE véi nép
PP. Ong/lo 5ml, 10ml, 15ml, 25ml, 30ml. Hop 1,2,3.4,5 lo

Muc dich str dung: Lam giam céc triéu chimg rat va kich tmg do khé mat;
Lam gidm moi

ma’:lt, nglra méat; Rira, 1am troi bui ban di mét ; Phong ngtra cac bénh dich dau
mat

Tén co s¢ san xuat: CONG TY TNHH CONG NGHE Y TE VA DUQC
PHAM DCAREME

Dia chi co s& san xuit: Khu 4, phé Cay, Xa Long Xuyén, Huyén Binh Giang,
Tinh Hai Duong, VIET NAM

Tiéu chuan chét luong san pham 4p dung: TC16/2024/TBYT-DM2

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé cha so hitu thiét bi y té:
Tén cht s6 hiru: CONG TY TNHH CONG NGHE Y TE VA DUOC PHAM



DCAREME- CHI NHANH TAI HA NOI

Dia chi chi s¢ hitu: S6 16 ngd 185 ngach 31 phd Chua Lang, Phuong Lang
Thuong, Quan Pdng Pa, Thanh phé Ha Noi, VIET NAM

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

8. S6 cong bd du diéu kién san xuat ddi véi thiét bi y té san xuit trong nudc:
210000015/PCBSX-HD

9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy 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 liéu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung




CcONG TY TNHH CONG CONG HOA XA HQI CHU NGHIA VIET NAM

NGHE Y TE VA DUGC PHAM Djc lip — T do — Hanh phiic
DCAREME - CHI NHANH HA ‘
NOI Thanh phé Ha Ngi, ngay 24 thang 07 ndm 2024

S6: 31/24/PL-DCM
BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cin cir Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 nim 2021 ciia Chinh
phti vé quan ly trang thiét bi y té;

Cén cir Théng tu sé 05/2022/TT-BYT ngay 01 thang 08 ndm 2022 cia B
trudng Bo Y té v& quy dinh chi tiét thi hanh mot s6 diéu ctia Nghj dinh 98/2021/ND-
CP ngay 08 thang 11 ndm 2021 ctia Chinh pht vé quén Iy trang thiét b y té;

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

S i
Téntrang| Ching loaV/ Hang, nuée Hing,nwéc  (Mucdich sirdung theo chidinhciial . , [ riiro
T, .z, . . 2 - X Bl 2,5 loai mire
thiet bj ytﬂ Mi san pham sdn xuat chii s¢ hiru chii s& hiru » due
riro
CONGTY [CONGTY Lam giam cac triu chimg raf Quy tic
Nuéc [DR.BONEYES| TNHH CONG [TNHH CONG  |va kich img do khd mét; Lam| 5 Phan | TTBYT
i e NGHE Y TE INGHE Y T VAlgim moi mt, ngita mit; Rita) e po | o -
tao VA DUGC [DUGC PHAM [lam trdi bui ban dir mét ; Phong| Thong
PHAM |DCAREME- |ngira cic bénh dich dau mat | tw 05/
DCAREME/ (CHI NHANH 'I':ll"oézY/T
VIET NAM [TAI HA NQI/
VIET NAM

Ngudi dai dién hop phép cia co sé

= thuc hién-phin loai
6 W 050 1%\\‘
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CONG TY TNHH CONG NGHE Y CONG HOA XA HQI CHU NGHIA VIET

TE VA DUQC PHAM DCAREME - NAM
CHI NHANH HA NOI Péc lap — Tw do — Hanh phiic
S6: 31/24/VBCB-DCM Thanh phé Ha Néi, ngay 23 thdng 07 ndm 2024
VAN BAN CONG BO

Tiéu chuin sp dung ciia trang thiét bi y té thujc loai B
Kinh gtri: S& Y Té Ha Noi

1. Tén co s& cong bs: CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME
CHI NHANH HA NOI
M sb thué hodc sb gidy phép thanh 1ap Vian phong dai dién: 0801331363
Dia chi: S8 16 ngd 185 ngach 31 phé Chua Lang, Phuong Lang Thuong, Quén Péng Pa, Thanh
pho Ha Noi
Dién thoai cb dinh: 0906234456 FaX: .......cccoviimirreeereniiiiiinnnniirireneens
Email: duocphamytedcareme@gmail.com
2. Ngudi dai dién hop phép cia co sd:
Ho va tén: Lé Thi Dung ) ) )
S6 CMND/Dinh danh/H9 chi€u: 034193014460 ngay cap: 26/08/2022 noi cap: Cuc Canh sat quan
1y hanh chinh vé trét tu xa hoi
Dién thoai c6 dinh: 0906234456 Dién thoai di dOng: ........ccvvverrevnnnnnnnn
3. Trang thiét bi y té thudc loai B:
Trang thiét bi y té chung*:M hozc Trang thiét bi y té chdn doan in vitro: o
Tén trang thiét bi y té°: Nudc mét nhan tao
Tén thuong mai® (néu c6): e s R SR S B e TS
M3 Global Medical Device Nomenclature - GMDN (18 €0): «.covvvvvvveeveinieeeaninnnnn.
Chuing loai: DR.BONEYES
Ma san phim (néu cd):
Quy cach déng g6i (néu c6): San pham dung trong dng nhua PVC, lo nhua PE véi nép PP. Ong/lo
Sml, 10ml, 15ml, 25ml, 30ml. Hop 1,2,3,4,5 lo
Muc dich str dung: Lam giam céc triéu chimng rat va kich timg do khé mit; Lam giam méi mét,
ngira mét; Rira, lam troi bui ban dir mét ; Phong ngira cac bénh dich dau mét
Tén co s& san xudt: CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME
Dia chi co s& san xuit: Khu 4, ph Cay, Xa Long Xuyén, Huyén Binh Giang, Tinh Hai Duong,
Viét Nam
Tiéu chuén ap dung: TC16/2024/TBYT-DM2
4. Pbi véi trang thiét bi y té chira chit ma tay, tién cht:

Tén chit ma tiy, 0 ChAL: veveveeee e, Ténkhoahoc: cvvvuveiiinannnn...
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ME ThONE tI C A S ettt e ettt ettt et e et en e e e ea et easansbeene s eansnneeas
Nong d6, ham luong chit ma tuy, tHen chat: ....co..vueeeeiiiceeeiee e e

Tdng ham lugng chit ma tuy, tién chit trong mét don vi déng gbi nho nhét:

5. Thong tin vé chi s& hitu trang thiét bi y té:

Tén chil s& hiru: CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME - CHI
NHANH TAI HA NOI

Dia chi chi s hiru: S6 16 ngd 185 ngach 31 phé Chua Lang, Phudng Lang Thuong, Quén Déng
Pa, Thanh ph6 Ha Noi, Viét Nam

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

TN COSA: ... voveerieenrieiranen

B ChE vvscrsmmemmissmmminis

Dién thoai ¢b dinh: ...... Dién thoai di dong: .....cceenn.

7. S6 cong bb du didu kién san xuét déi véi trang thiét bi y té san xuét trong nude:
210000015/PCBSX-HD

Cong bé titu chuin 4p dung ciia trang thiét bi y té loai B

HO so kém theo gom:

1. |Gidy chimg nhén dat tiéu chuin quan Iy chat lugng ISO 13485 v
2. |Gidy iy quyén ctia chu s& hitu trang thiét bi y té v
3.  |Gidy xé4c nhan du didu kién bao hanh 5 v
4.  [Tailiéu mé ta tom tit k¥ thudt trang thiét bi y té bing tiéng Viét
s [Téiliguky thudt md ta chirc ning, thong s6 ky thuét cua trang thiét bi y té do chu s& 7
" |hitu trang thiét bi y t€ ban hanh
P )
Tai ligu k§ thuat bing tleng Viét kém theo tai lidu vé nguyen vét lidu, vé an toan ciia “—E
6. san phim, quy trinh san xuat, céc bao cdo nghién ciru 1am sang va tién 1am sang bao u] GTY
adm béo cdo do dn dinh dbi véi thudc thir, chét higu chuén, vt ligu kiém soat in vitro ‘HH
GHEY
i Ban tiéu chuén ma chu s& hitu trang thiét bi y té cong b ap dung v | scrHi
s " = AREME
8. Giay chirng nhan hop chuan u] .ﬁ
D6i v6i trang thiét b y t& san xudt trong nudc: két qua danh gia céc thong s0 héa, ly, E—
9 vi sinh va cdc thong so khac do co s¢ du diéu kién theo quy dinh ctia phap luat vé v

danh gié su phu hop cép hogc Glay chimg nhén dénh gia chét luong do co quan ¢6
thdm quyén cia Viét Nam cép dbi voi trang thiét bi y té chén doan in vitro

Tai liéu hudng dén sir dung ctia trang thiét biy té bang tiéng Viét; dbi véi trang thlet
10.  |bi y té nhap khiu kém theo ban géc bing tiéng Anh do chui s¢ hiru trang thiét bi y té 4
ban hanh

11. 3u nhan trang thiét bi y té v

12.  (Gidy chimg nhan lwu hanh tu do d8i véi trang thiét bi y t& nhap khiu

Co s& cong bé tidu chuén ap dung cam két:

1. Néi dung thong tin cong bd 14 chinh xéc, hop phap va theo ding quy dinh. Néu c6 su gia mao,
khong ding su that co s& xin chiu hoan toan trach nhiém va s€ bi xir ly theo quy dinh ctia phép luét.
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2. Bao d4m chit lugng va luu hanh trang thiét bi y té theo ding hd so di cong bo.
3. Cép nhat céc thay ddi lién quan dén hd so cong bé tiéu chuin ap dung theo quy dinh.

Ngudi dai di¢n hyp phép cia co s¢
Ky ten (Ght ho tén day du chu'c danh)
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ISOCERT

Hixl Hoa Cong Thinh Mugng

GIAY CHUNG NHAN

S6 9199529360299-cGMP

CHUNG NHAN HE THONG THUC HANH SAN XUAT TOT CUA

CONG TY TNHH CONG NGHE Y TE VA DUOC PHAM DCAREME

Try sirchinh vi xwimg sin xuit: Khu 4, Phd Ciy, Xa Long Xuyén, Huyén Binh Giaog, Tinh Hai Dwong, Vigt Nam.

Puge danh gia va xac nhan phi hgp v yéu ciu cua tiéu chuan:

cGMP-FDA 21 CFR PART 820 MEDICAL DEVICES
PHAM VI CHUNG NHAN:

1. San xudit va kinh doanh: Miéng dén giam dau, ha sét, chlng say tiu xe, giam ho, chong tiéu chiy,
gidgm cin; nwée mudi sinh 1§: nude sic migng; nude mit nhin tao; dung dich nhin khoa; dung dich
xjt hong, nhé hong; vién diit phy khoa; nwde xjt mui; tinh diu thio dwge; dung dich xit, nho tai; cao,
diu xoa bop ngoai da; dng hit mai; ché phdm digt con triing, digt khudn ding trong linh vire y té; biing
gac y t&; oxy gid, con y té, biing dinh v té cd nhan; Khdu trang y t&; dung djch sit khuin povidone;
dung djch rira chim sé¢ bio v viém xoang; dung dich phy khoa; kem,gel béi diing ngoai; nuéc tay
trang; gel xit, rira tri; nude sie miéng sdu ring; xjt nong; miéng diip; gel xoa néng hoing ky; miéng
ddn noéng;

2. Dong gbi: Bao cao su, que phit hi¢n thai sém, que thir phat hign ngay rung trimg, mubi nabica va
bing y té.

Ngay chirng nhin - 06.05.2024
Ngay phat hanh : 06.05.2024
Ngay hét han +05.05.2027

Chi tiét tai quyét dinh s6 __: 060524.05/QD-ISOCERT

ISI'.IEIH

Mi Truy Xuit Chimg Chi: )
9199529360299 cGMP-FDA

Trat eird i lye ehirg chi'tai; hupisocert.org vi/irn-cuti-chung-chi-iso
CONG TY CO PHAN CHUNG NHAN VA GIAM BINH QUOC TE ISOCERT
S 40 diy A, Lo 12 KBT mdi Binh Cong, Phuimg Bjnh Cong, Quin Hodng Mai, Thinh phé Ha Noi
Hotline: 1900.636.538. VPHN: 02473.036.538, VPHOM: (12873.056,538, Email: conacts@isocertorge.vn, Website: hup/isocert.orgvn




CONG TY TNHH CONG NGHE Y
TE VA DUQC PHAM DCAREME -

CHI NHANH HA NOI

$6 31/24/CV -DCM

Viv: glél trinh khong c6 vin ban ty
quyén ciia chii s¢ hiru

HA NOI

CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc lap- Ty do- Hanh phic

Ha ngi, ngay 23 thang 07 nam 2024

Kinh giri: S¢''Y Te Ha N¢i
Chung téi, CONG TY TNHH CONG NGHE Y TE VA DUQC PHAM DCAREME CHI NHANH

S4 16 ngd 185 ngach 31 phé Chua Lang, Phuong Lang Thugng, Quan Dong Pa, Thanh phd Ha

Noi

La co s& dimg tén cong bé thiét bi y té sau:

STT Tén trang thiét bi y té Chiing loai/ M sdn phim
1 Nuéc mét nhan tao DR.BONEYES

Cin ctr khoan 3 Diéu 26 va diém a khoan 1 dleu 25 Nghi d;nh 98/202]/ND CP: Doanh nghlep
cua Vlet Nam I chii s& hitu trang thiét bi y té khong nop gidy uy quyén trong hd so cong bb tiéu
chuin 4p dung.

Vi vay bang van ban nay, ching t6i gidi trinh v6i So Y Té Ha Nm vé viéc khong ¢ glay uy
quyén theo hd so cong bé tiéu chuén 4p dung trang thiét bi y té trén.

DAI DIEN PHAP LUAT
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CONG TY TNHH CONG NGHE Y
TE VA DUQC PHAM DCAREME -
CHI NHANH HA NOI

V/v: Xdc nhdn khong bdo hanh

Trang thiét bi y té

CONG HOA XA HQI CHU NGHIA VIET NAM

Dgc lap - Ty do - Hanh phiic

Thanh phd Ha Néi , ngay 23 thang 07 nam 2024

Kinh giri: S& Y T¢é Ha Noi
Ching t6i, CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME CHI
NHANH HA NOI
Dia chi:: S6 16 ngd 185 ngéch 31 phé Chua Lang, Phuéng Léng Thuong, Quan Ddng Da, Thanh
phé Ha Noi
La co s& cong bo Trang thiét bi (TTBYT) loai B nhu sau:

™ Tén trang‘thiét biy | Chiing loai Hang, m:é‘c san Hang,nuéc chi s& hiru
te xuat
1 : N CONGTYTNHH | CONG TY TNHH
Dung dichnho mat | DR BONEYES | cONG NGHE Y TE | CONG NGHE Y TE
VA DUGC PHAM | VA DUGC PHAM
DCAREME/ VIET | DCAREME CHI
NAM . | NHANH HA NOQV/
VIET NAM

Day 1a trang thiét bj y té sir dung 1 I4n. Theo khoan 4 diéu 26, Nghi dinh s6 98/ND-CP ngay

08/11/2021 v& Quan Iy trang thiét bj y té thi trang thiét bi y té sir dung mét 14n theo quy dinh cla

chu s hitu trang thiét b y té thi khong can cung cdp gidy xac nhan du didu kién bao hanh.

Vi vay, bing vin ban nay chiing t6i giai trinh véi S& Y té TP Ha Noi vé viéc khong c6 xac
nhan bao hanh kém theo hd so ding ky lwu hanh Trang thiét bj loai B nay.

Chuing t6i xin tran trong cam on./.

Noi nhin:
- Nhur trén;
- Luu: VP.
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TAI LIEU MO TA TOM TAT KY THUAT TRANG THIET B] Y TE SAN XUAT
TRONG NUGC

CONG TY TNHH CONG NGHE Y TE VA DUQGC PHAM DCAREME CHI NHANH
HA NOI

Dja chi: S6 16 ngd 185 ngéch 31 phé Chiia Lang, Phudng Léng Thirgng, Quin Pong
Pa, Thanh phé Ha Ngi

Ngay 23 thang 07 nam 2024

STT Pé muc N¢i dung

I [Tém tit chung vé trang thiét bi y té
Tén trang thiét b y té: Nwéec mit nhin tao

Ching loai: DR.BONEYES
Thanh phén :

Propylene Glycol 2%, Poly Ethylene Glycol 4%,
Benzalkonium Chloride 0,5%, Natri Borat, Acid boric

a » K
Tén co sé san xuat:

CONG TY TNHH CONG NGHE Y TE VA DUGC
PHAM DCAREME

Dia chi co s& san xudt: Khu 4, ph6 Cdy, Xa Long Xuyén,
Huyén Binh Giang, Tinh Hai Duong, Viét Nam

Xuat xir: Viét Nam

1.1 M5 ta téng quan

1.2 [Lich sir dua san pham ra thi [Khong c6
truong
1.3 Muc dich sir dung

Lam gidm céc triéu chimg rat va kich img do khé mét; Lam
oiam moi mat, ngira mat; Rira, lam tr6i bui ban dir mat ;
Phong ngtra cac bénh dich dau mat

1.4 [Thong tin cip phép luu hanh [Khéng c6
tai cac nudc

1.5 (Cdc thdng tin quan trong lién [Khoéng c6
quan dén sy an'to?an/ hiéu
qua cua san pham

II h\’lﬁ ta trang thiét bi y té i
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Tén trang thiét bj y t&: Nwéc mit nhén tao
Ching loai: DR.BONEYES
Thanh phén :

Propylene Glycol 2%, Poly Ethylene Glycol 4%,
Benzalkonium Chloride 0,5%, Natri Borat, Acid boric

Quy cach dong goi (néu co) Séan pham dung trong éng
hhua PVC, lo nhya PE véi nép PP. Ong/lo

5ml, 10ml, 15ml, 25ml, 30ml. Hop 1,2,3,4,5 lo

2.1 M6 ta trang thiét bj y té

Nho 3-5 giot vao mit, méi ngay 4-5 lan, c6 thé ding
hhidu 14n trong ngay khi can

San pham ding dugc cho tré em, phu nit ¢6 thai va cho
con bu

2.2 [Huéng din sir dung

2.3 [Chéng chi dinh Khong c6

Doc k¥ huéng dan sir ' dung truée khi dung
Hiy bo sau khi mé ndp 1 thang

[Bio quan

Pé noi kho mét, tranh 4nh ndng tryc tiép

2.4 (Canh béo va than trong

‘13\&;

2.5 Cac téc dong bét loi tiém 4n |Khong c6 ff{Y
2.6 [Phuong phap diéu trj thay thé| Khong c6 'mef
2.7 [Thong tin vé& nguyén vat liéu Thanh phan : ME/
Propylene Glycol 2%, Poly Ethylene Glycol 4%, E &

Benzalkonium Chloride 0,5%, Natri Borat, Acid boric

2.8 [Cac thong sé k§ thudt c6 lién [ Xem phin md ta chi tiét trang thiét bj
quan .

III [Tém tit vé tai lidu xdc minh va thim dinh thiét ké

Khong c6

IV [Biing chimg lim sing

Khong c6

V [Thong tin vé sdn xuit

5.1 [Nha san xuat CONG TY TNHH CONG NGHE Y TE VA DUGC
PHAM DCAREME
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Dia chi co s¢ san xuit: Khu 4, phé Cay, Xa Long Xuyén,
Huyén Binh Giang, Tinh Hai Duong, Viét Nam

5.2

uy trinh san xuét

San phim dat tiéu chuén quan ly chét lugng ISO 13485,

Co s& dang ky luu hanh cam két nhimg ndi dung trén 1 diing sy that va chju trach nhiém
trude phap ludt ve cac thong tin da ké khai néu trén.

Ngudi dai dién hop phip cia co s¢
Ky tén (Ghi ho ‘tén dc?y du, chitc danh)
Xdc nhdn bang dau hodc chir ky
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TRUNG TAM KIEM NGHIEM VA TU VAN UDKH AVATEK %78 \viattmiss

il W

AVATE K ISO/IEC 17025:2017

‘ AVATEK SCIENCE TECHNOLOGY JSC jlacai A{S&,

Trang/ Page No: 1/2 KET QUA THU NGHIEM M sé/ Ref. No: LPM2240700435-1
TEST REPORT
Tén khach hang/ Client's Name ~ : CONG-TY TNHH CONG NGHE Y TE VA DUQ'C PHAM DCAREME - CHI

NHANH TAI HA NOI

Pia chi/ Client’s Address - 86 16 ngd 185 ngach 31 phd Chuia Lang, Phwong Lang Thwong, Quan Déng
Pa, Thanh phé Ha Noi, Viét Nam

Ngay nhan mau/ Date sample(s) . 24/07/2024

received

Ngay thitr nghiém/ Date of testing . 24/07/2024 - 29/07/2024

Ngay tra két qua/ Date of Issue : 29/07/2024

Thong tin mau/ Name of Sample : NUGC MAT NHAN TAO
CHUNG LOAI: DR.BONEYES
LSX: 012023
NSX: 061023

M6 ta mau/ Sample Description : Mau chtra trong bao bi kin

Bang két qua/ Results Table

Tru sé& HCM: 66/122 Binh Thanh, P. Binh Hwng Hoa B, Q. Binh Tan, TP. H6 Chi Minh
CN Ha Noi: S6 C7/D6 Ngb 56 Trwrong Cong Giai, Phuéng DichiVong, Cau Gidy, Ha Noi
CN/Can Tho': S6 35A1, KDC 3A, Phwrong An Binh, Quan Ninh Kiéu, TP. Can Tho'




AVATEK SCIENCE TECHNOLOGY JSC s /\,
‘ TRUNG TAM KIEM NGHIEM VA TU’ VAN UDKH AVATEK 77— A

Drafg N

P A

AVAT E K ISO/IEC 17025:2017
Trang/ Page No: 2/2 KET QUA THU NGHIEM Ma sé/ Ref. No: LPM2240700435-1
TEST REPORT
STT/ Chi Tiéu Thir Nghiém/ Két Qua/ Pon Vi/ Phwong Phap Tho/
No. Testing Analysis(s) Result (s) Unit Test Method

Ché phdm dang
I6ng khéng mau,

1 Cam quan / Sensory khdng mii, hol - AVA-KN-PP.HL/195
nhot s,
A A A Z 41 . : A 203 N
5 5); :r:(r;g déu thé tich / Uniformity of Céiz; ::;Jed i Duoc didn Vist Nam V, phu Iuc 1367'1)}{;';( '
3 pH®/pH(®) 7.06 - AVA-KN-PP.HL/194 6 NGHE
Khoéng phat hién/ E@]‘(/
4  |Asen (As) (*) / Arsenic (As) (%) Not Detected mg/L AVA-KN-PP.QP/072 (Ref. AOAC 201 )

(LOQ = 0.01) 5 S

Khéng phat hien/
5 |Chi (Pb) (*)/ Lead (Pb) (*) Not Detected mg/L | AVA-KN-PP.QP/072 (Ref. AOAC 2015.01)
(LOQ = 0.01)

Chu thich/ Remarks:
1. (*): Chi tiéu thudc pham vi cong nhan ISO/IEC 17025:2017/ (*); ltems are currently within the ISO/IEC 17025:2017 accreditation scope.
2. (**): Chi tiéu gt nha thau phu./ (**): ltems are tested by subcontractor. )
3. (**).(*): Chi tiéu gtvi nha thau phu va thudc pham vi cong nhan ISO/IEC 17025:2017./ (**).(*): Items are tested by subcontractor - currently
within the ISO/IEC 17025:2017 accreditation scope.
4. (©N). Ghi tidu duwoc chi dinh ciia Cuc Chan Nudi./ ©N): Analytical criteria recognized by the Department of Livestock Production.
5. (TS): Chi tiéu dworc chi dinh bdi Cuc thiy san./ (TS): Analytical criteria recognized by Directorate Of Fisheries.
6. LOD: Gi&i han phat hién ctia phuong phap./ Limited of detection.
7. LOQ: Giéi han dinh lwong ctia phwong phap./ Limit of Quantitation.
8. Két qua phan tich chi c6 gia tri trén méu thir nhan dwoc tir khach hang/ Testing results in this test report are valid only for the sample(s) as
received.
9. Bao cao nay khéng dugc sao chép mot cach khdng day da hodc khong cé su chép thuan ctia AVATEK/ This report will not be reproducted
except in full, without approval of AVATEK.
10. Thang tin v& "Tén khach hang, dia chi, thong tin mau" do khach hang cung cép/ Information "Client's name, Client's address, Name of
sample" provided by Client's.

PHU TRACH KY THUAT PHO GIAM DOC
TECHNICAL MANAGER PO
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BUI TAN BiNH

Tru s&?HCM: 66/122 Binh Thanh, P. Binh Hwng Hoa B, Q. Binh Tan, TP. H6 Chi Minh
CN Ha Nbi: S8 C7/D6 Ngb 56 Truong Cong Giai, Phudng Dich Vong, Cau Gidy, Ha Noi

CN Can Tho: S6 35A1, KDC 3A, Phurong/An Binh, Quan Ninh Kiéu, TP. €an Tho' AVA-QA-TTCL/7.8/F.01 LBH: 02
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CONG HOA XA HQI CHU NGHIA VIET NAM
Pjc Lip — Ty Do — Hanh Phiic

BAN CONG BO TIEU CHUAN SAN PHAM
TC16/2024/TBYT-DM2

CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME - CHI NHANH TAI
HA NOI
Dia chi: S5 16 ngd 185 ngach 31 phd Chita Léng, Phudng Lang Thuong, Quén Déng Pa, Thanh
ph6 Ha Noi, Viét Nam

CONG BO

Tiéu chuén co sé s6: TC16/2024/TBYT-DM2

It

Ap dung cho sin phim: Nu6c mét nhan tao
Chiing loai: DR.BONEYES
Pon vi sin xuit : CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME

Pia chi san xuat: Khu 4, phé Cay, X4 Long Xuyén, Huyén Binh Giang, Tinh Hai Duong, Viét
Nam

IR G & aos

Xuit xir: Viét Nam .

Chiing tdi cam két san xuét, kinh doanh san phim theo diing tiéu chuén co s di cong bé trén
day va chju hoan toan trach nhiém trudc ngu'(‘ri tiéu dung va co quan quan ly nha nudc ve nhimg
hanh vi pham déi véi nhimg tiéu chudn chat lugng da cong bb.

Ha Noi , ngay 23 thang 07 ndm 2024
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CONG TY TNHH CONG NGHE Y TE  CQNG HOA XA HQI CHU NGHIA VIET NAM
VA DUQC PHAM DCAREME - CHI Poc ldp — Tr do - Hanh phiic

NHANH HA NQI -

Tp Ha N¢i, ngay 23 thang 07 nam 2024

TC16/2024/TBYT-DM2

QUYET PINH

V& vige xdy dung va cong bd tiéu chudn ap dung

Cin ctr Lut tiéu chudn va Quy chuan k§ thut ban hanh ngay 29 théang 06 nam 2006

Can cir Lut chat luqng san phdm, hang héa, ban hanh ngay 21 thang 11 ném 2007,

Can cir Ngh; dinh s6 127/2007/ND — CP: Quy dinh chi tiét thi hanh mot s6 diéu cua Luat
Tiéu chuén va Quy chuan ky thuat;

e Cin cir Nghi dinh s6 78/2018/ND — CP: Sira ddi, bd sung mét sb diéu cua Nghl dinh s6
127/20017/ND CP ngay 01 thang 08 ndm 2007 ctia Chinh phu quy dinh chi tiét thi hanh
mot sé diéu Luat Tleu chudn va Quy chuén ky thuat; 3

e Cianch Thong tu s6 21/2007/TT-BKHCN ngay 28/9/2007 ctia B§ Khoa hgc va Cong nghé &
“Hudng din vé xdy dung va ép dung tiéu chuan”;

e Cin cir vao Gidy phép kinh doanh cia DN;

CONG TY TNHH CONG NGHE Y TE VA DUQC PHAM DCAREME
CHI NHANH HA NQI

W2 oo 3w m -

QUYET DINH:
Piéu 1: Ban hanh kém theo quyét dinh nay:
TC16/2024/TBYT-DM2
Ap dung cho sin phim: Nudc mét nhan tao
Chiing loai: DR.BONEYES
Pidu 2: Cac phong ban c6 lién quan cia Doanh nghiép chiu trach nhigm thyc hién quyét dinh
nay.
Pidu 3: Quyét dinh c6 hiéu luc ké tir ngay ky
Noi nhén:

- Cac Phong ban c6 lién quan
- Luu vén thu
Tp Ha Noi, ngay 23 thang 07 ndm 2024

C TE) i

*\ VA DYNC piidng
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R ] ] TC16/2024/TBYT-DM2
TIEU CHUAN CO SO
CONG TY TNHH CONG NGHE
Y TE VA DUQC PHAM
DCAREME - CHI NHANH HA —_— .
NOI C6 hiéu lye tir:
Nude mét nhan tao 20/07/2024
DR.BONEYES Ban hanh lan 1

I.  YEUCAUKY THUAT
1.1. Thanh phin:

Propylene Glycol 2%, Poly Ethylene Glycol 4%, Benzalkonium Chloride 0,5%, Natri Borat,
Acid boric

1.2. Chét lrgng thanh phim \
1.2.1 Tinh chét: Ché phdm dang l6ng khong mau, hoi nhét, hau nhu khéng mui il
1.2.2 Thé tich: Khong dudi 95% thé tich trén nhan Ché phim dang 1ong khéng mau, hoi nhét, héu 2
nhu khong mui ; J’C
1.2.3 Ph: 6,0-8,0 )

1.2.4 D§ vb khuan: ché phdm phai vo khuin
1.2.5 Giéi han kim loai nang:
- Chi < 10ppm
- Arsen < 5ppm
- Thiy ngén < 1ppm
1.3 Phwong phép thir:
Tinh chit: Kiém tra bing cim quan, ché phim phai dat yéu cdu da néu

Thé tich: Thir theo DDVN V, phu luc 11.1
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Ph: Thir theo DBVN V, phu luc 6.2

D9 v khuén: Thir theo DDVN V, phu luc 13.7 hosic Phuong phap ctia phong thir nghiém
Gi6i han kim loai nédng: Thir theo DDVN V, phu luc 9.4 ’

II. BAO GOI - GHI NHAN - VAN CHUYEN - BAO QUAN

2.1. Ghi nhéan:
Theo quy dinh tai nghi dinh sb 111/2021/NP-CP cta Thu tuéng Chinh Phui vé nhén hang hoa.
2.2. Pong chai, dong goi:

San phdm dung trong éng nhya PVC, lo nhua PE véi nép PP. Ong/lo 5ml, 10ml, 15ml, 25ml,
30ml. Hop 1,2,3,4,5 lo

2.3. Bdo quan: Noi kho rdo, tranh 4nh néng truc tiép
2.4. Han diing: 36 thang ké tir ngay san xuét.
2.5. Van chuyén
Phuong tién van chuyén san pham phai khé, sach, dugc che mura néng, khong ¢6 chét doc hai
va khong 1am anh huong dén chat luong clia san pham. .

Khi bbc x&p khong dugc quing ném san phdm hay chét vat ning 1am hu bé séan phim.

TP Ha Noi, ngay 23 thang 07 ndm 2024

DS.'o%‘ %' gmg;
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5: CONG TY TNHH ANH NHIEN PHARMACITY
1, duding N1, khu nha & thuong mai Binh Hoa, khu phé Béng
Binhk H ’ huan An, Tinh Bink D at Nam,
NGHE Y TE VA DUGC PHAM DCAREME
yen, Huyen Binh Giang, Tinh Hai Duonag,

NUDC MAT NHAN TAO
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