SOY TE HAI PHONG 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: 250000063/PCBB-HP
Ngay cong bo: 01/10/2025

1. Tén co s¢ cong bd: CONG TY TNHH CONG NGHE Y TE VA DUGC
PHAM DCAREME

2. Pia chi: Khu 4 - Phé Cay, X4 Binh Giang, Thanh phé Hai Phong
3. S6 vin ban cua co so: 01/VBCB-DCTP Ngay: 25/09/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y t&: Dung dich nhé mat nhan tao EYES CARE

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):
Chung loai: EYES CARE

M3 san pham (néu co):

Quy cach dong goi:

Muc dich st dung: Rira lam troi bui ban dir mét, bo sung dudng chét bao v¢
mat. Gitp phong ngira ngira mat,kich Gng, chay nudc mat, d6 mét, com mat
do bui ban hoac mo hoi, phong ngura cac bénh dau mat, cai thién tinh trang
kho mét, moi mét ’

Tén co s6 san xuat: CONG TY TNHH CONG NGHE Y TE VA DUQC
PHAM DCAREME

Dia chi co s6 san xuit: Khu 4 - Phé Cay, Xa Binh Giang, Tinh Hai Phong,
VIET NAM

Tiéu chuan chét luong san pham ap dung: TCCS 01:2025/DCTP

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

6. Thong tin vé chu so hitu thiét bi y té:

Tén chi s¢ hitu: CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM
DCAREME

Dia chi chi s¢ hitu: Khu 4 - Phd Céy, Xa Binh Giang, Tinh Hai Phong, VIET



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

8. S6 cong bd du didu kién san xudt ddi voi thiét bi y té san xuét trong nudc:
210000015/PCBSX-HD
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét b y té
do chu s hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung




ISOCERT

Hai Hoa Chng Thinh Vurgng

' d
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S5 9199529360299-MED

CHUNG NHAN HE THONG QUAN LY CHAT LUQNG.CHO LINH VU C
TRANG THIET Bl Y TE CUA:

CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME

Try sé chinh va xudong sian xudt: Khu 4, Phé Ciy, X4 Long Xuyén, Huyén Binh Giang, Tinh Hai Duong, Viét Nam.

Pugc danh gié va x4c nhin phu hop véi yéucdwcua tiéu chuén:

150 13485:2016

1. San xuéit va kinh doanh: Miéng dén gidm dau, ha sbt, chbng say tau xe, giam ho, chéng tiéu chay,
gidm cdn; nuée mudi sinh ly; nwde sic migng; auwde métnhin tao; dung dich nhiin khoa; dung dich
xit hong, nhé hong; vién dit phy khoa; nwdc xit mii; tinh déu thio duge; dung dich xit, nhé tai; cao,
diu xoa bop ngoai da; éng hit mii; ché phim diét cOn triing, diét khuin ding trong linh vyre y té; biing
gac y té; oxy gia, con y té, biing dinh y té ¢4 nhin; khiu trang y té; dung dich sat khuén povidone;
dung dich rira chim sé6¢ bao vé viém xoang; dung dich phu khoa; kem,gel béi dung ngoai; nuéc thy
trang; gel xit, rira tri; nwéc sic miéng siu ring; xit noéng; miéng diip; gel xoa néng hoang ky; miéng
dian nong;

2. Péng goi: Bao cao su, que phat hi¢n thai som, que thir phat hi¢n ngay ryng trimg, mubi nabica va
bong y té.

Ngay chirng nhan : 06.05.2024
Ngay phét hanh : 06.05.2024
Ngay hét han : 05.05.2027

Chi tiét tai quyét dinh s6 = :060524.04/QD-ISOCERT

ISOCERT
M Truy Xuiit Chimg Chi: IS0 13485:2016

9199529360299

Tra ciru hiéu hre chimg chi tai: hups://isocert.org.vivira-cuu-chung-chi-iso
CONG TY CO PHAN CHUNG NHAN VA GIAM DINH QUOC TE ISOCERT
S6 40 day A, Lo 12 KBT méi Dinh Cong, Phutmg Binh Céng, Quin Hoang Mai, Thanh phd Ha Néi
Hotline: 1900.636.538, VPHN: 02473.036.538, VPHCM: 02873.056.538, Email: contacts@isocert.org.vn, Website: http:/isocert.org.vn




ISOCERT

Harmonyzation And Prosperity

GERTIFIGATE

No. 9199529360299-MED

THIS IS TO CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM FOR
MEDICAL DEVICES OF:

DCAREME MEDICAL AND PHARMACEUTICAL TECHNOLOGY CO. LTD

Head office and factory: Area 4, Cay Street, Long Xuyen Commune, Binh Giang District, Hai Duong Province, Vietnam.

Has been assessed and found to conform with requirements of the following standard:

150 13485:2016

1. Production and business: Pathches for pain relief, fever reducers, motion sickness prevention,
cough relief, diarrhea control, weight loss aids; physiological saline solution; mouthwash;
artificial tears; ophthalmic solution; throat spray, throat drops; vaginal suppositories; nasal
spray; herbal essential oils; ear spray, ear drops; topical balms, massage oils; nasal inhalers;
medical insecticides, disinfectants used in healtheare; medical gauze; oxygen, medical alcohol,
personal medical adhesive tape; medical masks; povidone antiseptic solution; sinus care rinse
solution; vaginal solution; external creams, gels; makeup remover; hemorrhoid spray, wash;
deep dental mouthwash; hot spray; compresses; hot massage gel; hot patches;

2. Packaging: Condoms, early pregnaney detection sticks, ovulation test sticks, Nabica salt and
medical cotton.

Certification date : 06.May.2024
Issue date : 06.May.2024
Expiration date : 05.May.2027
Details in decision No. 1060524.04/QD-ISOCERT

Retrieval Information Code: ;
9199529360299 IS0 13485:2016

Check the validity of the certificate: https://isocert.org.vn/tra-cuu-chung-chi-iso

ISOCERT INTERNATIONAL CERTIFICATION AND INSPECTION JOINT STOCK COMPANY

No.40 A Row, Block 12, Dinh Cong New Urban Area, Dinh Cong Ward, Hoang Mai District, Hanoi
Hotline: 1900.636.538. Hanoi office: 02473.036.538, HCM office: 02873.056.538, Email: contacts@isocert.org.vn, Website: http://isocert.org.vn




CONG TY CP CHUNG NHANVA  CONG HOA XA HOQI CHU NGHIA VIET NAM

GIAM DPINH QUOC TE ISOCERT Doc 1ap - Tw do - Hanh phiic
86: 060524.04/QD-ISOCERT
Wi gyay iy i i hgp A NE, gty D6 theng: U5 ném 2004

tiéu chuan

QUYET PINH
Vé viée cip Gidy chirng nhan H¢ thong quin Iy chit lwgng - Trang--thié’t biy té
ISO 13485:2016

GIAM POC

CONG TY CO PHAN CHUNG NHAN VA GIAM PINH QUOC TEISOCERT

Can cir g:’é'}-' chimg nhdn dang kv hoat dong s6 314/TPC - HCHQ ngay 240112024 cua Tong cuc Tiéu
chuan Do lwimg Chat heong;
Cdn cir vao quy dinh vé danh gm HTQL cuia Céng ty CP chu'ng nhdn va giam dwh quéc té ISOCERT:
Can cir vao bdo cdo két qua cia Poan chuyén gia danh gid va két qua rlil.ﬁt hé so ching nhan;

QUYET PINH:

Piéu 1. Cip Gidy chimg nhan Hé théng quan 1y chét lugng - Trang thiét bi y té theo tiéu chudn ISO
13485:2016 cho Cong ty TNHH Céng nghé Y té va Dwge phim Dcareme c6 dia chi Tru sé chinh
va xudng san xuét tai: Khu 4, Ph Céy, Xa Long Xuyén, Huyén Binh Giang, Tinh Hai Duong, Viét
Nam trong linh vurc hoat dong: '

1. San xuét va kinh doanh: Miéng dan giam dau, ha sét, chong say tau xe, giam ho, chéng tiéu chay,
giam cén; nudc mudi sinh ly; nude sic miéng; nude mit nhén tao; dung dich nhan khoa; dung dich
xit hong, nhé hong; vién dit phu khoa; nuéc xit mili; tinh dau thao dugc; dung dich xit, nhé tai; cao,
diu xoa bop ngoai da; 6ng hit miii; ché pham diét eédnitring, diét khuén ding trong linh vuc y té;
bang gac y té; oxy gia, con y té, biang dinh y t& ca nhéin; khiu trang y té; dung dich sat khuén
povidone; dung dich rira chdm séc bao vé viém xoang; dung dich phu khoa; kem,gel bdi dung ngoai;
nuéc tdy trang; gel Xit, rira tri; nude stic miéng sdu réng; xit nong; miéng dip; gel xoa néng hoang
ky; miéng dén nong;

2. Péng gobi: Bao cao su, que phat hién thai $ém, qué thir phat hién ngy rung trimg, mudi nabica va
bong y té.

Diéu 2. Gidy chimg nhan nay c6 higu lyc trong thdi gian 03 nam ké tir ngay 06 thang 05 nim 2024
dén ngay 05 thang 05 nam 2027.

Trong thoi gian hiéu luc cua Gidy chimg nhin, Cong ty TNHH Céng nghé Y té va Dwgc phim
Dcareme dugc phép sir dung Gidy ‘chimg nhén sé 9199529360299-MED va dugc sir dung déu
chimg nhéan ctia ISOCERT cho linh vite:hoat dong néu trén.

Piéu 3. Cong ty TNHH Céng nghé Y té va Dwgc phim Dcareme c6 trach nhiém duy tri va cai
tién Hé thong quan ly chét lugng = Trang thiét bj Y té theo tiéu chuén ISO 13485:2016 va duoc
ISOCERT danh gia giam sat dinh ky 1.nam/1 lan, téng cong 02 lin 1rong 03 nam./.

Noi nhiin:
= Nhu trén;
- Luru hd so.
Fax: EMS: Mail:

ISOCERT - HAI HOA CUNG THINH VUONG  QFos-14  Rev. 25012024

= 9‘ Tru #0 chinh : 5540 diy A 16 12, KOT méi Dinh Cimg, phuimg Binh Cang. quin Holng Mai, Hi Nji
@ hitpelfisooertorg.vn TIHI'IE: 1/1
& Email : contacts@isockrt.org.vn @ Hotline ; 1900.636,518 02060 -




CONG TY TNHH CONG NGHE
Y TE VA DUQC PHAM
DCAREME

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phuc

sé: 01/VBCB-DCTP Thanh phé Hdi Phong, ngay 24 thang 09 nam 2025

VAN BAN CONG BO

Tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

Kinh gui: S¢' Y t& Hai Phong

1. Tén co sé cong bé: CONG TY TNHH CONG NGHE Y TE VA DUQC PHAM
DCAREME

Mia s6 thué hodc S6 gidy phép thanh 1ap Vian phong dai dién: 0801331363 Dia

chi: Khu 4 - Phd Cay, X4 Binh Giang, Thanh ph Hai Phong

Dién thoai ¢ dinh: 0904111799 ; Fax:

Email: duocphamytedcareme@gmail.com

2. Nguoi dai dién hop phap cia co s6:

Ho va tén: Lé Thi Dung

S6 CMND/Dinh danh/H¢ chiéu: 034193014460 ngay cip: 26/08/2022 noi cip: Cuc Canh sat quan
1y hanh chinh v& trat ty xa hoi

bién thoai ¢b dinh: 0904111799; Pién thoai di dong:

3. Trang thiét bi y té thudc loai B:

Trang thiét bi y té chung: [ hodc Trang thiét bi y té chan doén in vitro: ]

Tén trang thiét bi y té: Dung dich nhd mat nhéan tao EYES CARE

Tén thuong mai:

Mi Global Medical Device Nomenclature - GMDN (néu ¢4):

Chung loai: EYES CARE

Ma san phém (néu co):

Quy cach déng goi (néu cd):

Muc dich sir dung: Rira 1am troi bui ban dir mat, bd sung dudng chit bao vé mat. Gitp phong ngira
ngura mét,kich ung, chay nude mét, do mét, cOm mit do bui ban hoac md hoéi, phong ngtra cac bénh
dau mét, cai thién tinh trang kho mét, moi mat

Tén co s& san xuat: CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME

Dia chi co s san xuat: Khu 4 - Phd Cay, Xa Binh Giang, Tinh Hai Phong, VIET NAM Tiéu chuén

ap dung: TCCS 01:2025/DCTP



4. P6i voi trang thiét bi y té chira chit ma tiy, tién chit:

5. Théng tin vé chii s& hiru trang thiét bi y té:
Tén chu s¢ hitu: CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME
Bia chi chu s¢ hitu: Khu 4 - Phd Cay, Xa Binh Giang, Tinh Hai Phong, VIET NAM

6. Thong tin vé co sé bao hanh (néu cé):

7. S6 cong bd @i diéu kién san xuit ddi véi trang thiét bi y té san xuit trong nuéc:
210000015/PCBSX-HD

Cong bd tiéu chuin 4p dung ciia trang thiét biy té loai B

Hb so kém theo gdm:

1. | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485

2. | Giay uy quyén ctia chu sé hitu trang thiét bi y té

3. | Gidy xac nhan du diéu kién bao hanh

4. | Tailiéu mo ta tom tat ky thuat trang thiét bi y té bang tiéng Viét

5 Tai liéu k¥ thuat mo ta chirc nang, thong sb ki thuat cia trang thiét bi y té do chu s

" | hitu trang thiét bi y t& ban hanh

Tai liéu k¥ thuat bang tiéng Viét kém theo tai liéu vé nguyén vat liéu, vé an toan cua
san pham, quy trinh san xuét, cac bao cao nghién ciru 1am sang va tién 1am sang bao

6‘ A , , A A . A 7. A , A [N A A ‘A - R )
gom bao cdo do on dinh doi véi thuoc thir, chat hi€u chuan, vat liéu kiém soat in
vitro.

7. | Ban tiéu chuan ma chu s hitu trang thiét bi y té cong bd ap dung

8. | Gidy chung nhan hop chudn
D6i v6i trang thiét bi y té san xuét trong nudc: két qua danh gia cac thong sé hoa, 1y,
vi sinh va cac thong sé khac do co s da diéu kién theo quy dinh ctia phap luat vé

9. | danh gia sy phii hop cap hodc Gidy chimg nhan danh gia chat luong do co quan ¢
thdm quyén ciia Viét Nam cap ddi véi trang thiét bi y té chan doan in vitro
Tai liéu hudng dan sir dung cua trang thiét b y té bang tiéng Viét; dbi voi trang thiét

10. | biy té nhap khau kém theo ban gbc bang tiéng Anh do chi s& hitu trang thiét bi y té
ban hanh

11. | Méu nhén trang thiét bi y té

12. | Gidy ching nhdn luu hanh tu do dbi véi trang thiét bi y té nhap khau




Co s cong bd tiéu chuan ap dung cam két:

1. Noi dung thong tin céng bd 13 chinh xac, hop phap va theo ding quy dinh. Néu ¢ sy gia mao,
khong ding su that co so xin chiu hoan toan trach nhi¢m va s€ bi xur 1y theo quy dinh cta phép luat.
2. Bao dam chat lwong va luu hanh trang thiét bi y té theo dung hd so d cong bd.

3. Cap nhét cic thay doi lién quan dén hd so cong bd tiéu chuan ap dung theo quy dinh.

Nguwoi dai dién hgp phap cua co sé¢

quiu plC
DS:LE THIDUNG



CONG TY TNHH CONG NGHE Y TE VA DUQC PHAM DCAREME
Khu 4 - Phb Cay, X3 Binh Giang, Tinh Hai Phong, Viét Nam

TIEU CHUAN CO SO
DUNG DICH NHO MAT NHAN TAO EYES CARE

TCCS 01:2025/DCTP

HAI PHONG, 09/2025




CONG HOA XA HOI CHU NGHIA VIET NAM
Doc Lap — Tu Do — Hanh Phuc

BAN CONG BO TIEU CHUAN SAN PHAM
TCCS 01:2025/DCTP
CONG TY TNHH CQNG NGHE Y TE VA DUQC PHAM DCAREME
Dia chi co so san xuat: Khu 4 - Pho Cay, Xa Binh Giang, Tinh Hai Phong, Vi¢t Nam
CONG BO
Tiéu chuan co s s6: TCCS 01:2025/DCTP
Ap dung cho san phdm: DUNG DICH NHO MAT NHAN TAO EYES CARE

Xuét xr (nha san xuat va nuéc xuat xit): CONG TY TNHH CONG NGHE Y TE VA DUGC
PHAM DCAREME

Dia chi co so san xuat: Khu 4 - Phd Cay, X4 Binh Giang, Tinh Hai Phong, Viét Nam

Chung t61 cam keét san xuat, kinh doanh san pham theo ding tiéu chuan co s¢ da cong bo trén day
va chiu hoan toan trach nhi¢ém trudc nguoi tiéu dung va co quan quan 1y nha nude veé nhitng hanh

vi pham déi v6i nhitng tiéu chuan chét luong da cong bd.

Hai Phong, ngay 01 thang 09 nam 2025

qrﬁu poC
DS:LE THIDUNG



CONG TY TNHH (;ONG NGHEYTE CONG HOA XA HOI CHU NGHIA VIET NAM
VA DUQC PHAM DCAREME bdc 1ap — Tu lo — Hanh phuc
TCCS 01:2025/DCTP

QUYET DINH

Ve viéc xay dung va cong bo ti€u chuan ap dung

e Cian cir Luat tiéu chuan va Quy chudn k§ thuat ban hanh ngay 29 thang 06 nim 2006

e Can ctr Luét chit luong san pham, hang hoa, ban hanh ngay 21 thang 11 nam 2007;

e Can ctr Nghi dinh s6 127/2007/ND — CP: Quy dinh chi tiét thi hanh mot sé diéu cua Luat
Tiéu chuan va Quy chuan k¥ thuét;

e Can ct Nghi dinh s6 78/2018/ND — CP: Sira ddi, bd sung mot s6 diéu cua Nghi dinh sb
127/20017/ND — CP ngay 01 thang 08 nim 2007 ctia Chinh phu quy dinh chi tiét thi hanh
mdt s6 diéu Luat Tiéu chudn va Quy chuan k thuét;

e Cin ctr Thong tu s6 21/2007/TT-BKHCN ngay 28/9/2007 ctiia Bo Khoa hoc va Cong nghé
“Hudng dan vé xay dung va ap dung tiéu chuan”;

e Cin clr vao Gidy phép kinh doanh ctia DN;

CONG TY TNHH CONG NGHE Y TE VA DUGC PHAM DCAREME
QUYET PINH:
Diéu 1: Ban hanh kém theo quyét dinh nay :
TCCS 01:2025/DCTP
DUNG DICH NHO MAT NHAN TAO EYES CARE

Diéu 2: Cac phong ban c6 lién quan ctia Doanh nghiép chiu trach nhiém thuc hién quyét dinh
nay.

Diéu 3: Quyét dinh co hiéu luc ké tir ngay ky
Noi nhan:

- Céc Phong ban c¢ lién quan
- Luu van thu

Hai Phong, ngay 01 thang 09 nam 2025

qrﬁu poC
DS:LE THI DUNG



TIEU CHUAN CO SO TTBYT

CONG TY jNHH CONG DUNG DICH NHO MAT S6: 01:2025/DCTP
NGHE Y TE VA DUGC NHAN TAO EYES CARE
. Cé hiéu lyc tir ngay ki
PHAM DCAREME

1. Pham vi &p dung

Tiéu chuin nay quy dinh cac yéu cau vé chét lugng, v¢ sinh an toan, bao goi, ghi nhan, bao
quan, van chuyén ap dung cho san pham DUNG DICH NHO MAT NHAN TAO EYES
CARE do CONG TY TNHH CONG NGHE Y TE VA DUOC PHAM DCAREME san xuét
va lam chu s¢ htru

2. Tai liéu vién dan

Duoc dién Viét Nam V (DDVN V)

3. Yéu cau ki thuét

3.1 Thanh phan cho mdi chai 15ml

Chiét xut thao quyét minh, Natri clorid, Vitamin E, Vitamin B12, Borneol, Propylene

glycon,Benzalkonium, Nudc cat pha tiém vira du 15ml

3.2 Chi tiéu cam quan cua san pham

STT Tén chi tiéu Yéu cau Phuong phép thur
1 Dang thé chat Dang dung dich Cam quan
2 Mau sic Khoéng mau Cam quan
3 Mui vi Khong mui Cam quan

3.3 Chi tiéu Hoa- Ly

STT Tén chi tiéu Pinh muc Phuong phap thir




DDBVNV, phu lyc 11.1-
Khéi luong/ Thé “Gidi han c6 phép vé thé
1 5-15ml £+ 10% N
tich tich, nong d, ham lugng
thudc cac dang bao ché”
2 pH 6-8 DDVN'V, phu luc 6.2

3.4 Chi tiéu kim loai ning

STT Chi tiéu Pon vi tinh Yéu cu Phuong phap thir
ACM THA 05 Testing
1 Asen(As) ppm <5
Method
ACM THA 05 Testing
2 Chi(Pb) ppm <20
Method
; ™ (H) . ACM THA 05 Testing
uy ngan m <
y e s PP Method
3.5 Chi ti€u vi sinh
Pon vi X
STT Chi tiéu Yéu cau Phuong phap thtr
tinh
Téng s6 Vi sinh vit ACM THA 06 Testing
1 , CFU/ ml <1000
dem duwoc Method
5 Pseudomonas CFU Khong duogc co trong | ACM THA 06 Testing
aeruginosa 0.1ml mau thir Method
; Staphylococcus CFU Khoéng dugc ¢o trong ACM THA 06 Testing
aureus 0.1ml mau thir Method




4 Candida albicans

CFU

Khong duogc c6 trong

0.1ml mau thir

ACM THA 06 Testing
Method

4. Ghinhan

- Ghi nhan theo quy dinh tai Nghi dinh s 111/2021/ND-CP ctia Chinh phu vé nhin

hang hoa.
5. Dong chai

- San pham dong trong chai dung dugc 1am bang nhia PE/ PET/thay tinh, dan nhén dung

tidu chuan co s¢ da thiét 1ap TCCS 01:2025/DCTP San pham chira trong hop gidy va cac hop

gidy duoc dung trong 01 thung carton.

- Han dung: 36 thang ké tir ngdy san xuét.

6. Van chuyén

- Phuong ti¢n van chuyén san phém phai kho, sach, dugc che mua néng, khong c6 chét doc hai

va khong 1am anh huéng dén chat lugng clia san pham.

Hai Phong , ngay 01 thang 09 nam 2025

r::uiu poC
DS:LE THIDUNG




CONG TY TNHH CONG NGHE Y TE
VA DUOC PHAM DCAREME

V/v: Xac nhan khong bao hanh

Trang thiét bi y té

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc 1ap - Tw do - Hanh phic

Hai Phong, ngay 15 thang 09 nam 2025

Kinh giri: S&' Y Té Ha Noi

Chung t6i, CONG TY TNHH CONG NGHE Y TE VA DUQC PHAM DCAREME

Dia chi: : Khu 4 - Phd Céay, Xa Binh Giang, Tinh Hai Phong, Vi¢t Nam

La co s& céng bé Trang thiét bi (TTBYT) loai B nhu sau:

Tr Tén trang;thlet biy Chung loai Hang, m:’o’c san Hing,muréc chii s6 hiru
te xuat
| | DUNG DICHNHO |EYES CARE | CONG TY TNHH CONG TY TNHH
MAT NHAN TAO CONGNGHE Y TE | CONG NGHE Y TE
EYES CARE VA DUGC PHAM | VA DUGC PHAM
DCAREME/ VIET | DCAREME/ VIET
NAM NAM

Day la trang thiét bi y t& str dung 1 1an. Theo khoan 4 diéu 26, Nghi dinh sb 98/ND-CP ngay

08/11/2021 vé Quan ly trang thiét bi y té thi trang thiét bi y té sir dung mot lan theo quy dinh ciia

chi1 s¢ hiru trang thiét bi y té thi khong can cung cap gidy xac nhan du diéu kién bao hanh.

Vi vdy, bang van ban nay chiing ti giai trinh véi S0 Y t& Hdi Phong vé viéc khong co xac
nhan bao hanh keém theo ho so dang ky luu hanh Trang thiét bi loai B nay.

Chung t61 xin tran trong cam on./.

Noi nhdn:
- Nhu trén;
- Luu: VP.

Nguoi dai dién hop phap cua co so

Ky tén (Ghi ho tén ddy du, chirc danh)

Xéc nhan bang dau hodc chit ky

GIAMBOC

DS:LE THIDUNG




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

NGHE Y TE VA DUGC PHAM Péc 1ap - Tw do - Hanh phic
DCAREME
V/v: Xdc nhdn khéng vy quyén Hai Phong , ngay 15 thang 09 nam 2025

Trang thiét bi y té

Kinh giri: S&' Y Té Ha Noi
Chung t6i, CONG TY TNHH CONG NGHE Y TE VA DUQC PHAM DCAREME

Dia chi: : Khu 4 - Phd Céay, Xa Binh Giang, Tinh Hai Phong, Vi¢t Nam
La co s cong bd Trang thiét bi (TTBYT) loai B nhu sau:

Tén trang thiét bi y Chung loai Hang, nwdc san

’ £ Hang,nuwdc chu sé hiru
te xuat

TT

| | DUNG DICHNHO |EYES CARE | CONG TY TNHH CONG TY TNHH
MAT NHAN TAO CONGNGHE Y TE | CONG NGHE Y TE
EYES CARE VA DUGC PHAM | VA DUGC PHAM
DCAREME/ VIET | DCAREME/ VIET
NAM NAM

Can ctr khoan 3 Piéu 26 va diém a khoan 1 dleu 25 Nghi dinh 98/2021/ND-CP: Doanh nghié¢p
ctia Viét Nam 13 chu s& hiru trang thiét bi y té khong ndp gidy uy quyén trong hd so cong bd tiéu
chuén ap dung.

Vi vay bang vin ban nay, ching toi giai trinh v6i S Y Té Hai _Phong vé viéc khong c6 gidy uy
quyén theo hd so cong b tidu chuan ap dung trang thiét bi y té trén.

DAI DIEN PHAP LUAT

qtﬁm poC
DS:LE THIDUNG



TAI LIEU MO TA TOM TAT KY THUAT TRANG THIET BI Y TE SAN XUAT

TRONG NUOC

CONG TY TNHH CONG NGHE Y TE VA DUQGC PHAM DCAREME
Pia chi : Khu 4 - Phé Cay, Xa Binh Giang, Tinh Hai Phong, Viét Nam

Hai Phong, ngay 25 thang 09 nam 2025

STT,

Pe muc

N¢i dung

Tém tit chung vé trang thiét bi y té

1.1

MO ta tong quan

Tén trang thiét bi y t&: DUNG DICH NHO MAT NHAN TAO
[EYES CARE
Ching loai: EYES CARE

Quy cach dong goi (néu cd): San pham dung trong 6ng nhwa PVC, lo
nhua PE véi nép PP. ()ng/lo Sml, 10ml, 15ml, 25ml, 30ml. Hop
1,2,3,4,5 1o

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

Dia chi co s san xuat: Khu 4 - Ph Cay, Xa Binh Giang, Tinh Hai
Phong, Viét Nam

Tén chu s& hitu: CONG TY TNHH CONG NGHE Y TE VA
DUOC PHAM DCAREME

Dia chi : Khu 4 - Phd Cay, Xa Binh Giang, Tinh Hai Phong, Viét Nam
Xuét xr : Viét Nam

Thanh phan :

Chiét xuat thao quyét minh, Natri clorid, Vitamin E, Vitamin B12,
Borneol, Propylene glycon,Benzalkonium, Nudc cat pha tiém vira
dd 15ml

Muc dich sir dung:

Rira lam troi bui ban dir mat, bo sung dudng chét bao vé mit

Gitp phong ngira nglra mét,kich ing, chay nudc mat, d6 mét, com mat
do bui ban hoac md hdi, phong ngtra cac bénh dau mét, cai thién tinh
trang kho mét, moi mat

1.2

Lich sir dua san
pham ra thi
truong

Khong cé

1.3

Muc dich sur dung

Rira lam troi bui ban dir mat, bo sung dudng chét bao vé mit




Gitip phong ngira ngira mét,kich tng, chay nudc mat, d6 mét, com mat
do bui ban hoac md héi, phong ngura cac bénh dau mét, cai thién tinh
trang kho mét, moi mét

1.4 [Thong tin cdp  [Khong co
phép Iuu hanh tai
cac nudc
1.5 |Céac thong tin Khong c6
quan trong lién
quan dén sy an
toan/ hi¢u qua
Clia san pham
II [Mb ta trang thiét bi y té
2.1 |Mb ta trang thiét Tén trang thiét bi y t¢: DUNG DICH NHO MAT NHAN TAO
biy té EYES CARE
’ Chung loai: EYES CARE
Quy cach dong goi (néu c6): San pham dyung trong dng nhya PVC, lo
nhua PE voi nép PP. Ong/lo Sml, 10ml, 15ml, 25ml, 30ml. Hop
1,2,3,4,5 1o
Tén co s¢ san xuat: CONG TY TNHH CONG NGHE Y TE VA
DUQC PHAM DCAREME )
Dia chi co s san xuat: Khu 4 - Pho Cay, Xa Binh Giang, Tinh Hai
Phong, Viét Nam
Tén chi s¢ hiru: CONG TY TNHH CONG NGHE Y TE VA
DUQC PHAM DCAREME
Dia chi : Khu 4 - Phd Cay, Xa Binh Giang, Tinh Hai Phong, Viét Nam
Xuét xtr : Viét Nam
Thanh phan : Chiét xuat thao quyét minh, Natri clorid, Vitamin E,
Vitamin B12, Borneol, Propylene glycon,Benzalkonium, Nudc cét
pha tiém vira da 15ml
Muc dich str dung:
Rura 1am troi bui ban dir mat, bd sung dudng chit bao vé mat
Gilip phong ngira ngira mat,kich tmg, chay nudc mat, d6 mat, com mat
do bui ban hoac md hdi, phong ngtra cac bénh dau mat, cai thién tinh
trang kho mét, moi mét
2.2 Huéng din si Nh¢ 3-5 giot vao mat

dung

Mbi ngay 4-5 lan

C6 thé dung nhiéu lan trong ngay khi can




San pham dung dugc cho tré em, phu nit ¢6 thai va cho con bi

Str dung san pham trong 30 ngay khi mé nép sir dung lan dau

2.3

Chéng chi dinh

pham

Khong str dung cho nguoi man cdm véi bat ki thanh phan nao cua san

2.4

Canh bao va than
trong

Hily bo sau khi mo nap 1 thang

Doc ki huéng dan str dung trude khi dung.

2.5

Céc tac dong bat
loi tiém an

Khong co

2.6

Phuong phap
diéu tri thay thé

Khong co

2.7

Thong tin vé
nguyén vat li€u

Chiét xuat thao quyét minh, Natri clorid, Vitamin E, Vitamin B12,
Borneol, Propylene glycon,Benzalkonium, Nudc cit pha tiém vira

du 15ml

2.8

Céc thong s ky
thudt co lién quan

Chi tiéu cam quan cta san pham

STT Tén chi tiéu Yéu ciu Phwong phap thir
1 Dang thé chat Dang dung dich Cam quan
Mau sic Khong mau Cém quan
Mui vi Khoéng mui Cam quan
Chi tiéu Hoa- Ly
Tén chi Ph ha
sTr| oo Pinh mirc wong phap
tiéu ’ thw
DDVN V, phu luc
11.1-“Gid1 han ¢é
Khéi luong/ phép vé thé tich,
1 ., 5-15ml = 109 .
Thé tich ml = 10% ndng o, ham
luong thude cac
dang bao ché”
Db hu 1
2 pH 6-8 VNV, phu Iue
6.2
Chi tiéu kim loai nang
sTT | chitieu | " | Yeuchu | wemgphap
tinh thw




ACM THA 05
1 Asen(A <5
sen(As) ppm - Testing Method
ACM THA 05
2 hi(P <2
Chi(Pb) ppm =20 Testing Method
Thuy ACM THA 05
3 . ppm <I .
ngan(Hg) Testing Method
Chi ti€u vi sinh
Pon i
STT |  Chi titu vi Yéu ciu Phuong phip
L thir
tinh
T/Z A V
ongso Tl cruy ACM THA 06
1 sinh vat dem <1000 .
ml Testing Method
duoc
Kho
Pseudomonas , Ong duge ACM THA 06
2 . CFU | c6 trong 0.1ml .
aeruginosa x ] Testing Method
mau thir
Khong d
Staphylococcu ) DS SUge ACM THA 06
3 CFU | c6 trong 0.1ml .
S aureus x ] Testing Method
mau thu
. Candida | . CI:}tlr‘:I‘lg %“f;l ACM THA 06
albicans x & } Testing Method
mau thir

III [T6m tit vé tai li¢u xdc minh va thim dinh thiét ké

Khoéng co

IV Bang chirng 1Am sang

- Khong cé

V [Théng tin vé san xuat

Tén co sé san xuat: CONG TY TNHH CONG NGHE Y TE VA
DUOC PHAM DCAREME

Dia chi co s¢ san xuét: Khu 4 - Phd Cay, X4 Binh Giang, Tinh Hai
Phong, Viét Nam

5.1 [Nha san xuét

San pham dat tiéu chuan quan ly chit lugng ISO 13485 va TCCS
01:2025/DCTP

OUY TRINH SAN XUAT SAN PHAM :

Bl : LENH SAN XUAT

B2 : CHUAN BI SAN XUAT

B3 : PHOI TRON NGUYEN LIEU

B4 : KIEM TRA BAN THANH PHAM

B5 : CHIET CHAI

B6 : KIEM TRA THANH PHAM

5.2 Quy trinh san
KuAt




7 : DPONG GOI
8 : NHAP KHO

Co sé ding ky luu hanh cam két nhitng ndi dung trén 1a dung su that va chiu trach nhiém
truéc phéap luat vé cac thong tin di ké khai néu trén.

Nguwoi dai dién hgp phap ciaa co sé&
Ky tén (Ghi ho tén day di, chirc danh)
Xac nhan bdng déu hodc chir ky

qtﬁuﬂﬁc
DS:LE THI DUNG



HUGNG DAN SU DUN

DUNG DICH NHO MAT NHAN TAO

EYES CARE

DUNG BUOC CHO TRETU 1 TUGH, PHUY NI CO THAI VA CHO CON BU

Nhan lg: 25 x 25mm

THANH PHAN:

Chitt xudl thio quyét minh, Matn dlorid, Vitamin E Vitamin 812, BorMecd,

= Fropylene glycon, Benzalkolium, Nue cat vis di 15ml.

Kich thudc Hop: 80 x 68 x 23mm
CONG DUNG:

* Ria, e tréi b bin di mit, b sung dudmg chit bio v mis

* Gitp phang ngim ngua mit, kich dng, chiy mssc mat, 45 mat, odm mdt da bl

ISin hade mé hai phang ngi cac binh dau mat, cii thign tink trang kha mit,

el mat.

HUONG DAN 5 DUNG:

- Nivir 3-5 gigt wivo mét, mal ngdy 45 lin, o6 thé ding nhidu Bin trong ngay khi
©in,

- S phirm ding duie cho té e, phi nilcé thai vi dhe con b,

- 5l g sdn phdm trang 30 nogdy sau khi mé ndp s dung Wn iy,

CHONG CHI BINH:
Khéng diing cho nguei mén camvai bat ki thanh phin nae o s4n phim.
Blgc ki HOSD trssc khi ding,

EYES CARE

I CHIBE xurdt Thio quyét minh - - Quiy cach dang ok Ha 1 le

Vitamin E
A" 4 ) PO TUGNG $1T DUNG:
DUNG OUE CH T 10 1 TG 58 i v, 65 ikt e
HE o gidm FHL 1T COTHAL VA CHO 0% B0 C Nauit bi ngda mat, d& mdt. comixdn) md - X 3
I Mo i < thi; midt kem, suy giam thi lue, nhuse thi 88 lim ssch va dudng dm
+ MO MAT : milt.
+ NGUA MAT o - Dlifyg chvo s i mit, unamé(._!my chiy nude mitingutt cac tudl, ngud lam
\ ¢ vigc ahsu vot miay tinh, dign theal .

- [Ming cho ngui bi wem ba mi (leo mit) 48 lam sach,
Nguii cin phing ngita cic bénh dau mit,

BAD QUAN: Mot kit réo, thodng mat, trianh Anh g mae i truc tép.
HAN 50 DUNG: 35 thang ké 1f ngdy sén xSt 50 dung trong vhng 15 ngay ké o
khi m& ndp

Propylena Glycal . Matri cloride

Théus chudn: TCCS 01;2025/DCAREME

Pran phéil bél

CONG TY THHH THUONG MAI DUGC-MY PHAM THIEN PHUC
©ifa chl, Tnén MA ¥, X4 Hoa Phi, Thanh pnd Ha Néi, Viet Nam,
Blan thogl; 0565972 508

Nha siin xsdt va ahil 58 hi: "

CONG TY TNHH CONG NGHE ¥ TE VA DUGC PHAM DCAREME

Bja chl; Khu d-phi Cay, X8 Long Xuyén, Huyén Binh Gang, Tinh Hal Didng,
Vit Nam

100x200mm



DUNG DICH
NHA MAT NHAN TAD

ELES

sTX3 ; i &
: Kich thuoc HO6p: 80 x 68 x 23
OVL NYHN LYIN QHN ich thudc Hop: 80 x 68 x 23mm

! Nhan l0: 25 X 25mm
HII0 INNA

'DUNG DICH i T NARN 10
NHO MAT NHAN TAO .

THAHNH PHAN

= )
q . q L] y; nat do bul bar
- =
S «=< S =
i = o ar & = ki thanh phin
=2 = CHIET XUAT =2 = :
- - THAO QUYET MINH =~y
= =L » = "L » _
—] —
= = o NATRI CHLORIDE = = i
e =
= | wwe =
Y F'h{‘mT; Hg_iia_cgc_bé_nﬁ daumat, h . T4 . (} a' gaps41 | 5R9279
cdi thién tinh trang khé mat, moi mat. A8, S

(% B6 sung dudng chét bao vé mét

"

o
o
®
o
®

¥ THHH CONG NGHE ¥ TE VA DUQC PHAM DCAREME
i Inky Hj D dam




HUGNG DAN SU DUN

DUNG DICH NHO MAT NHAN TAO

EYES CARE

DUNG BUOC CHO TRETU 1 TUGH, PHUY NI CO THAI VA CHO CON BU

Nhan lg: 25 x 25mm

THANH PHAN:

Chitt xudl thio quyét minh, Matn dlorid, Vitamin E Vitamin 812, BorMecd,

= Fropylene glycon, Benzalkolium, Nue cat vis di 15ml.

Kich thudc Hop: 80 x 68 x 23mm
CONG DUNG:

* Ria, e tréi b bin di mit, b sung dudmg chit bio v mis

* Gitp phang ngim ngua mit, kich dng, chiy mssc mat, 45 mat, odm mdt da bl

ISin hade mé hai phang ngi cac binh dau mat, cii thign tink trang kha mit,

el mat.

HUONG DAN 5 DUNG:

- Nivir 3-5 gigt wivo mét, mal ngdy 45 lin, o6 thé ding nhidu Bin trong ngay khi
©in,

- S phirm ding duie cho té e, phi nilcé thai vi dhe con b,

- 5l g sdn phdm trang 30 nogdy sau khi mé ndp s dung Wn iy,

CHONG CHI BINH:
Khéng diing cho nguei mén camvai bat ki thanh phin nae o s4n phim.
Blgc ki HOSD trssc khi ding,

EYES CARE

I CHIBE xurdt Thio quyét minh - - Quiy cach dang ok Ha 1 le

Vitamin E
A" 4 ) PO TUGNG $1T DUNG:
DUNG OUE CH T 10 1 TG 58 i v, 65 ikt e
HE o gidm FHL 1T COTHAL VA CHO 0% B0 C Nauit bi ngda mat, d& mdt. comixdn) md - X 3
I Mo i < thi; midt kem, suy giam thi lue, nhuse thi 88 lim ssch va dudng dm
+ MO MAT : milt.
+ NGUA MAT o - Dlifyg chvo s i mit, unamé(._!my chiy nude mitingutt cac tudl, ngud lam
\ ¢ vigc ahsu vot miay tinh, dign theal .

- [Ming cho ngui bi wem ba mi (leo mit) 48 lam sach,
Nguii cin phing ngita cic bénh dau mit,

BAD QUAN: Mot kit réo, thodng mat, trianh Anh g mae i truc tép.
HAN 50 DUNG: 35 thang ké 1f ngdy sén xSt 50 dung trong vhng 15 ngay ké o
khi m& ndp

Propylena Glycal . Matri cloride

Théus chudn: TCCS 01;2025/DCAREME

Pran phéil bél

CONG TY THHH THUONG MAI DUGC-MY PHAM THIEN PHUC
©ifa chl, Tnén MA ¥, X4 Hoa Phi, Thanh pnd Ha Néi, Viet Nam,
Blan thogl; 0565972 508

Nha siin xsdt va ahil 58 hi: "

CONG TY TNHH CONG NGHE ¥ TE VA DUGC PHAM DCAREME

Bja chl; Khu d-phi Cay, X8 Long Xuyén, Huyén Binh Gang, Tinh Hal Didng,
Vit Nam

100x200mm



i DUNG DICH
{_ NHO MAT NHAN TAO ‘

BYES

pnoree

U

EIsVZ) S3A3

EYES CARE

THANH PHAN:

Chift xult Thao quylt minh, Natii chioride.
Vitamin E. Vitamin 812, Bormeol, Propylens
glycol, Banzalkonium, Nudc clt pha tém vim
du 15mi.

CONG DYNG:

* Riza (am trél bus bén dirmdt, b8 sung dusng
chit bio v mat g

* Gitsp phong ngua ngda mét, kich tmg, chay
nudt mit, dd mt, cém mét do bul bin hodc
mé héi, phing ngifa cac bénh dau mét, cal
thién tinh trang khé mét. méi mAt

HUGNG DAN SU DUNG:

Nhé 3:5 giot vao mdi mét. Ngdy nho 4-5 I6n
6 thé 18ng 56 1dn nho néu can
- San phim ding duge cha tré em, phu nit 0
thai hodc cho con bu.
- Si dung san phiim trong 30 ngdy sau khi mé
nap s dung IAn ddu.

DUNG DICH
NHO MAT NHAN TAO

001 TUYNG SU DYNG:
- Ngudi bl ngtra mat, 35 mat, cém (xbn) mét.
Ngudi b can thi, mat kém, suy gidm th luc
nhuue th| 66 Em sach va dudng &m mét
- DUNg cho ngudl mdi méit, mé mat, hay chay
nuge mit (ngudl cao Wi, ngudi lam vide
nhibu voi miy tinh, dign thoai....)
DUng cha ngual bj viém ba mi (igo méat) aé
1am sach

- Nguth cén phéng ngifa céc bénh dau mit.

BAO QUAN: Nai khb 1o, thodng mét, tranh
anh ndng true tibp.

HAN DUNG: 36 thang ké t ngdy sanxulit S
dyng trong vong 15 ngay ké 1 khi mé nip

Thbu chudin: TCCS 01:2025/DCAREME
$b CB: 250000063/ PCBB-HP

Lsx:
NSX: e

HSD: [OFrc)
Phan phéi boi

CONG TY TNHH DUOC MY PrAM qubc T
TRAN NGOC

Dia chiA51/24/2.4 T4 Hilln Thinh, phudng 12,
quan 10, Thanh ph Hé Chi Minh. Viét Nam
Nha san xuét va chi 53 hin :
CONG TY TNHH CONG NGHE Y TE VA
DUQC PHAM DCAREME

Bia chi oo 56 san wubt Khu 4, Phb Cay, Xa
Binh Giang, Thanh phd Hai Phong, Viét Nam

waveea 1 ziear

80x68x23mm

HUONG DAN SU DUNG

EYES CARE

THANH PHAN:
Chiét xufit Thao quyst minh, Natri chicrice, Vitamin £, Viaamin B12,
Bomeol, Propylena glycol, Banzalkonium, Nuoc cdt pha tém vir a0
15mlL
CONG DUNG:
* Rira lam trd| byl bén ar mét, b sung dudng chit bao vé mit
* Guip phong ngua ngla mét, kich ing, chay nudc mat, do mat,
chm mét o bui bén hodc mé héi, phang ngus cac bénh dau mat,
cal thign tinh trang khd mét, mai mat
HUGNG DAN SUf DUNG:
- Nhé 3-5 gigt vdo méi mat. Ngdy nhé 4-5 1dn, cé thé thng sé tdn nhé
cén
- San phém dung duge cho tré em, phy nd ¢6 tha hodc cho con bl
S dyng san phdm trong 30 ngay sau khi ma nip st dung idn ddu
901 TUONG SU DUNG:
- Ngudh bj ngira mat, dé mat, eim (i) mét.
Nguéi bi céin thi, mét kém, suy giam thi lye, nhuge thi dé idm sach
va dudng dm mat.
- Dung cho ngusi madi mét, mé mét, hay chay nude mét (ngudi cao
1w, NGt lam vigo nhigu van may tinh, dign thoai,...)
Dung cho ngud: by viém ba mi {lpe mat) ad lam sqeh.
Ngudi cdn phdng ngia cac binh dau mét
BAO QUAN: Noi kho rdo, thoéng ma, tranh dnh n&ng truc tidp.
HAN DUNG: 36 théng ké tr ngdy sdn xudt. S dung trong véng 15
nody ké 1 khl mé nép.
Tiéu chudn: TCCS 01:2025/DCAREME
S6 CB: 240002832/PCBB-HP
Phéin phdi bt
CONG TY TNHH DUGC MY PHAM QUOC TE TRAN NGOC
Dia chi:451/24/2-4 T8 Hin Thinh, phudng 12, gudn 10, Thanh phd HS Chi
Minh, Vigt Nam
Nha san xudf v chi sé hi i
CONG TY TNHH CONG NGHE Y TE VA DUOC PHAM DCAREME
Bia chi co 5¢ sdn xuldlt: Khu 4, Phé Cy, X4 Binh Giang, Thanh phd
Hal Phong, VIét Nam

|
100x200mm




