CONG TY CO PHAN TAP CONG HOA XA HOI CHU NGHIA VIET NAM

POAN DUQC PHAM QUOC o )
TE AN DUONG - VN Pjc lap - Tw do - Hanh phic

Sé: 01/2023/CBB-AD
Hai Duong, ngay 11 thdng 02 ndm 2025

VAN BAN CONG BO
Tiéu chuin 4p dung ciia trang thiét bi y té thudc loai B
Kinh gui: S6 Y té Tinh Hai Duong
1. Tén co s& cong bd: Cong ty cb phan tap doan duge pham qudc té An Duong - VN.
M3 s6 thué hodc S6 gidy phép thanh 1ap Vin phong dai dién: 0801178669
Dia chi: S6 47- Phd T6 Ngoc Van, Phudng Hai Tan, Thanh phd Hai Duong, Tinh Hai
Duong, Viét Nam.
Dién thoai cb dinh: 0794.877.688 Fax: .. .o,
Email: hoadonanduong.vn@gmail.com
2. Nguoi dai dién hop phédp cua co sé:
Ho va tén: PO THI NGOC OANH
S6 CMND/Pinh danh/Ho chiéu: 030185007261  Ngay cap: 05/08/2022. Noi cap:
Cuc canh sat QLHC vé TTXH
3. Trang thiét bi y té thudc loai B:
Tén trang thiét bi y té: GEL PHU KHOA
Tén thuong mai: GEL PHU KHOA
Mai Global Medical Device Nomenclature - GMDN (néu c6): .................
Chung loai: KINGLUUB
M AN PHAM (NEU CO): oo
Quy cach dong goi: San pham duoc déng trong tube 3ml; Sml; 10ml va theo yéu cau
ctia khdch hang. San pham chira trong hop gidy va cdc hop gidy, dugce dung trong thiing
carton.
Muc dich sir dung: Hd tro diéu tri viém nhiém phy khoa, viém 16 tuyén c6 tir cung. Gitip
giam viém nhiém phu khoa, giam khi hu trong chu ky kinh nguyét. Gitip boi tron lam
mém am dao. HO tro diéu tri bénh huyét tréng. Phu nit bi ngira, viém nhiém ving 4m
dao. Phu nir mudn phong cac bénh viém nhiém am dao.

Tén co s& san xuat: CONG TY TNHH DUGC MY PHAM XANH HT.


mailto:hoadonan

Dia chi co s¢ san xuit: Km20+500 Quéc 16 5A, thon Giai Pham, X4 Nguyén Vin
Linh, Huyén Yén My, Tinh Hung Yén, Viét Nam.

Tiéu chuén 4p dung: TCCS 01:2023/AD.

4. Pdi v6i trang thiét bi y té chira chit ma tdy, tién chét (néu co):

5. Théng tin vé chu s& hitu trang thiét bi y té:

Tén chu s6 hitu: Cong ty c6 phan tap doan dwoc pham qudc té An Duong - VN.

Dia chi chu s hitu: S6 47- Phd T6 Ngoc Van, Phuong Hai Tan, Thanh phé Hai Duong,
Tinh Hai Duong, Viét Nam.

6. Thong tin vé co s& bao hanh (néu c¢6): Hang hoa thudc nhom trang thiét bi y té dung
1 14n, khong c6 ché d6 bao hanh.

7. S6 cong bd du diéu kién san xuat dbi voi trang thiét bi y té san xuét trong nudc:
250000001/PCBSX-HY.

Cong bd tiéu chuan dp dung cia trang thiét bi y té loai B

Hb so kém theo gém:

1. |Gidy chitng nhan dat tiéu chuan quéan 1y chét lugng ISO 13485

2. [Gidy uy quyén cua chu s hitu trang thiét bi y té

3. |Gidy xdc nhan du diéu kién bao hanh

4. (Tai liéu mo ta tém tat k¥ thuat trang thiét b y té bang tiéng Viét

O N | N | NN

Tai lidu k¥ thuat mo ta chirc ning, thong sb k¥ thuat cua trang thiét bi
y té do chii s¢ hitu Ltrang thiét bi y té ban hanh

Tai licu k¥ thuat bang tiéng Viét kém theo tai licu 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 gom bao cdo do on dinh dbi véi thude
thir, chat hiéu chuan, vat liéu kiém soét in vitro.

O

7. [Ban tiéu chuin ma chu s& hiru trang thiét bi y té cong bd dp dung vl

O

8. |Gidy chtrng nhan hop chuan

Doi voi trang thiét bi y té san xuat trong nudc: két qua danh gia cac
thong s6 hoa, 1y, vi sinh va cac thong sd khéc do co s0 du diéu kién
9. ttheo quy dinh ctia phap luat vé danh gia su phu hop cap hoac Gidy vl
chimg nhan danh gid chat lugng do co quan ¢6 thim quyén ciia Viét
Nam cap ddi v6i trang thiét bi y té chan doan in vitro

Tai liéu huong dan sur dung cua trang thiét bi y te bang tleng Viét; doi
10.)v6i trang thiét bi y té nhap khau kém theo ban gdc bang tiéng Anh do vl
chu so hitu trang thiét bi y t& ban hanh

11.M&u nhan trang thiét b y t& v

12.|Gidy chirmg nhan luu hanh ty do ddi véi trang thiét bi y té nhap khau O




Co s6 cong bd tiéu chuan dp dung cam két:

1. Noi dung thong tin cong b 1a chinh x4c, hop phap va theo dung quy dinh.

Néu c6 su gid mao, khong dung su that co s& xin chiu hoan toan trach nhi€m va sé bi xtr
1y theo quy dinh cua phéap luat.

2. Bao dam chat luong va luu hanh trang thiét bi y té theo dtng hd so di cong bd.

3. Cap nhat céc thay doi lién quan dén ho so cong b tiéu chuan dp dung theo quy dinh.




CONG TY CO PHAN CONG HOA XA HQI CHU NGHIA VIET NAM

CHUNG NHAN WCERT Poc lap - Ty do - Hanh phiic
Sb: 05/QP -WCERT Ha Néi, ngay 06 thang 01 nam 2025
QUYET PINH

Ve vu;c cap Giay chu'ng nh?n
Hé thong Quan ly Chét lwong cho thiét bi y té phui hop tiéu chuan
ISO 13485:2016

GIAM POC
CONG TY CO PHAN CHUNG NHAN WCERT

Cén ctr Quyet dinh s6 653/TDC-HCHQ ngay 11/3/2021 ctia Tong cuc Tiéu
chuén Do ludng Chat lugng cép Glay chimg nhén dang ky hoat dong chimg nhén;

Cian cir quy dinh chung vé danh gia Hé thong Quan ly ctia Cong ty Cb phan
ching nhan WCERT;

Cin cit hd so dénh gia chimg nhan va bién ban tham xét hd so;

QUYET PINH

Piéu 1. Cép gidy ching nhén phu hop tiéu Hé théng Quan ly Chét lugng cho
Thiét bi Y té theo tiéu chuan ISO 13485:2016 cho: Cong ty TNHH Dugc My Pham
Xanh HT véi céc thong tin sau:

Sé chimg nhan: W2201M

Dia chi: Km20+500 quéc 16 5A, thon Giai Pham, xa Nguyén Vin Linh, huyén
Yén My, tinh Hung Yén, Viét Nam.

Pham vi chirng nhén: San xuat: Gel, dung dich boi thut hdu mén, xit bao vé vét
thuong; Dung dich dung cho tai, mﬁ’i, hong, miéng: xit tai, miii, xoang, hong, ring
miéng, nudc sic miéng va nudc mudi sinh ly.

Piéu 2. Chimg nhén c¢6 hiéu lyc tir: 06/01/2025 dén ngay 05/01/2028.

Piéu 3. Trong thoi gian hiéu lyc chimg nhén, Cdng ty dugc sir dung thong tin,

biéu tugng chimg nhén lién quan t6i ching nhan Hé thong quan ly chét luong cho
thiét bi y té theo tiéu chuan ISO 13485:2016.

Diéu 4. Cong ty c6 trach nhiém duy tri, cai tién hé thong quan ly chat lugng
cho thiét bi y te phu hop tiéu chuén ISO 13485:2016 va tuan thu viéc giam sat dinh
ky theo yéu cdu tiéu chuan (12 thang/ lan 02 14n/3 nam) hodc danh gia dot xuét khi
¢6 yéu cau. Trong thoi han giam sét, néu Cong ty khong thuc hién danh gia giam
st dinh ky thi s& chim durt hiéu lyc cua chimg nhén./.

Noi nhan:
- Nhu Diéu 1;
- Luu VP.



GIAY CHUNG NHAN
CERTIFICATE OF REGISTRATION

Chirng nhan Hé thong quan Iy Chét lugng cho Thiét biy té cua:
This is to certify that the Quality Management System for Medical Equipment of:

CONG TY TNHH DUQC MY PHAM XANH HT
HT GREEN COSMETICS MEDICINE CO.,LTD

Pia chi: Km20+500 quéc 16 5A, thén Giai Pham, xi Nguyén Viin Linh, huyén Yén My,
tinh Hung Yén, Viét Nam

commune,

Cho linh vwe/ for the following activities:

San xuit/ Production of:

. Gel, dung dich béi thut hiu mén, xit bio vé vét thwong/ Gel, anal enema, wound
protection spray;

. Dung dich dung cho tai, miii, hong, mi¢éng: xit tai, miii, xoang, hong, ring miéng,
nwéc sic miéng va nwée mudi sinh ly/ Solutions for ears, nose, throat, mouth: ear,
nose, sinus, throat, oral spray, mouthwash and physiological saline./.

S6 chirng nhan/ Certificate No: W2201M
Ngay ban hanh/ Issue date: 06/01/2025 >
Ngay hét han/ Expiry date: 05/01/2028 S
(Hiéu lyc cua giay chimg nhdn cdc nam tiép theo sé duoc |\

tl'{e; hién kéem theo quyét dinh duy tri chimg nhdn sau méi
lan ddnh gia giam sat)

_Phana S04 cA 10T idn Giai Ra Pinh Ha NAi Didn thaai/Zala: NANT 775 718/ NQAK 278 R0 Email: an weart@amail ram



CONG TY CO PHAN TAP POAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM QUOC TE AN DUONG - VN
- Poc lap - Tw do - Hanh phic

S6: 01/2023/CV-AD
V/v: Xdc nhan uy quyén Trang thiét bi

yté
Hai Duong, ngay 11 thdng 02 nam 2025

Kinh giti: SO'Y TE HAI DUONG
Chung ti, Cong ty cd phan tap doan dugc pham qudc té An Duong - VN.
Dja chi: S6 47- Phé T6 Ngoc Van, Phuong Hai Tan, Thanh phd Hai Duong, Tinh Hai Duong,
Viét Nam.

Tén trang thiét bi Chung loai Hang, nuwdc Hang, nuwdc
STT A ~ 2 R > A ES ~

y té /ma san pham san xuat chu s hiru
Cong ty :F N};IH Cong ty co phan tap
Dugc My pham . A X

1 GEL PHU KHOA | KINGLUUB Xanh HT: doan dugc pham quoc
o ’ té An Duong - VN;
Viét Nam A
Viét Nam

bay la TTBYT do Cong ty chung toi s¢ hiru. Can cur diém a khoan 1 diéu 25 Nghi
dinh s6 98/2021/ND-CP ngay 08/11/2021 vé Quan ly TTBYT, chu s hitu dugc phep
ding tén cong bo ti€u chuan ap dung hoac dang ki luu hanh trang thiét b1 y te.

Vi vay, bang van ban nay chung t6i giai trinh voi S6' 'Y té Hai Duong vé viéc khong
c6 gidy uy quyén kém theo hd so dang ky lwu hanh Trang thiét bi loai B nay.

Chiing t6i xin tran trong cam on./.

Noi nhan:
- Nhu trén;
- Luu: VP.




CONG TY CO PHAN TAP POAN CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC PHAM QUOC TE AN DUONG - VN
E— Poc lap - Tw do - Hanh phic

S6: 02/2023/CV-AD

V/iv: Xac nhdn khong bao hanh

Trang thiét bi y té ding mot lan
Hai Duong, ngay 11 thdang 02 nam 2025

Kinh giti: SO Y TE HAI DUONG
Chung ti, Cong ty cd phan tap doan dugc pham qudc té An Duong - VN.
Dia chi: S6 47- Phd T6 Ngoc Van, Phuong Hai Tan, Thanh phé Hai Dwong, Tinh Hai Duong,
Viét Nam.

La co sé cong b6 va sé hitu Trang thiét bi (TTBYT) loai B nhu sau:

Tén trang,thié't bi | Chungloai/ma Hang, nuwéc Hang, nuwéc

STT y té san pham sin xuat chi sé hiru

Cong ty TNHH | Congty co ppén tap
1 | GELPHUKHOA | KINGLUUB | Duoc Mypham | doan dugc pham quoc
Xanh HT; te An Duong - VN;
Viét Nam Viét Nam

Can ctr Khoan 2 diéu 25 Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 ciia Chinh
phu vé quan ly trang thiét bi y té, giéy x4c nhan du diéu kién bao hanh khong ap dung cho
TTBYT str dung 1 14n theo quy dinh ctia chu s& hitu trang thiét bi y té.

Chiing tdi, Cong ty c6 phan tap doan duoc pham qudc té An Duong - VN xin x4c
nhan: Hang hoa dugc ké khai trén day 1a TTBYT dung 1 lan.

Vi vy, Chung t6i 1am cong van nay dé giai trinh vé viéc khong c6 gidy xac nhan
du diéu kién bao hanh kém theo ho so cong bd ddi véi TTBYT loai B nay./.

Noi nhdn:
- Nhu trén;
- Luu: VP.




TAILIEU MO TA TOM TAT KY THUAT
TRANG THIET BI Y TE SAN XUAT TRONG NUOC

Tén co s¢ dang ky luu hanh trang thiét bi y t&: CONG TY CO PHAN TAP POAN DUGC
PHAM QUOC TE AN DUONG — VN.

Dja chi: S6 47- Phd Té Ngoc Van, Phuong Hai Tan, Thanh phé Hai Duong, Tinh Hai Duong,
Viét Nam.

Hai Duong, ngay 11 thang 02 nam 2025

STT Pé muc Noi dung mé ta tém tat

I | Toém tat chung vé trang thiét bj y té

- Tén san pham: GEL PHU KHOA

- Model/chung loai: KINGLUUB

- Thanh phan: Trong mdi 3ml Gel phu khoa Kingluub c6
1.1 | Mb ta tdng quan chira 3 ty bao tir lgi khuan Bacillus clausii, Bacillus
subtilis, Bacillus coagulans. Sodium Hyaluronate,
Sodium Benzoat, Glycerin, Nano Bac, Chiét

xuat Trau khong, Chiét xuat Lo hoi, Nudc tinh khiét.

Lich str dua san pham ra Khong c6

L2 b truomg

HO trg diéu tri viém nhiém phu khoa, viém 10 tuyén co tir
cung. Gidp gidm viém nhiém phu khoa, gidm khi hu trong
chu ky kinh nguyét. Giup boi tron lam mém am dao. Hd
13| Muycdich sir dung tro diéu tri bénh huyét tréng. Phu nit bi ngtra, viém nhiém
viing 4m dao. Phu nir mubn phong cdc bénh viém nhiém

am dao.

Thong tin cép phép luu Khong c6

141 . s .
hanh tai cac nudc.




1.5

C4c thong tin quan trong
lién quan dén su an toan/
hi¢u qua ctuia san pham

II

M0 ta trang thiét bj y té

2.1

MO ta trang thiét bi y té

- Tén san pham: GEL PHU KHOA

- Model/chung loai: KINGLUUB

- Thanh phan: Trong mdi 3ml Gel phu khoa Kingluub cé
chtra 3 ty bao tr loi khuan Bacillus clausii, Bacillus
subtilis, Bacillus coagulans. Sodium Hyaluronate,
Sodium Benzoat, Glycerin, Nano Bac, Chiét xuit Trau
khong, Chiét xuat Lo hoi, Nudce tinh khiét.

- Muc dich str dung:
H& trg diéu tri viém nhiém phu khoa, viém 10 tuyén co tur
cung. Gitip giam viém nhiém phu khoa, giam khi hu trong
chu ky kinh nguyét. Giup boi tron lam mém am dao. Hd
tro diéu tri bénh huyét tréng. Phu nit bi ngtra, viém nhiém
vung 4m dao. Phy nit muén phong cac bénh viém nhiém
am dao.
San pham duoc dong trong tube 3/5/10ml va theo
yéu cau ctia khach hang. San pham chura trong hop gidy

va cac hop gidy, duoc dung trong thung carton.

2.2

Hudng dan sir dung

- X¢é dau tdi gidy va lay tuyp Kingluub ra khoi tdi gidy.
- Riit dau 6ng chira gel.

- bat tuyp vao am dao sau khoang Scm.

- Bom dung dich vao sau bén trong am dao.

- Rt tuyp ra sau khi da bom xong.

23

Chéng chi dinh

Khong




24

Canh béo va than trong

- San pham khong anh huong dén qua trinh thy thai khi
giao hop.

- Phu nit mang thai tham khao ¥ kién bac si chuyén
khoa.

- St dung dugc v6i phu nit sau khi sinh con.

- 10 ngay dau sir dung mdi ngay 01 tuyp, sau d6 duy tri
1-2 tuyp/tuan dé vung kin ludn sach s&.

- Pé sir dung Kingluub hiéu qua thi st dung trong tu
thé nim ngira nham gitt dung dich trong 4m dao tir 5-7
phuit.

- Trong qu4 trinh str dung Kingluub, khong can ding

cdc san pham v¢ sinh va thudc phu khoa khac.

2.5

Cac tac dong bat loi tiém
an

Khong

2.6

Phuong phap diéu trj thay
the

Khong

2.7

Thong tin vé nguyén vat
licu

Trong moi 3ml Gel phu khoa Kingluub c6 chira 3 ty bao
tr loi khuan Bacillus clausii, Bacillus subtilis, Bacillus
coagulans. Sodium Hyaluronate, Sodium Benzoat,
Glycerin, Nano Bac, Chiét xuét Trau khong,

Chiét xuat Lo hoi, Nude tinh khiét

2.8

Cac thong s k¥ thuat c6
lién quan

III | Tém tit vé tai liéu xac minh va tham dinh thiét ké
- Séan pham da duoc kiém nghiém theo TCCS 01:2023/AD.
IV | Bing chirng 1am sang
Khong c6
V | Thong tin vé sin xuit




Tén co sd san xuat: CONG TY TNHH DUQC MY
PHAM XANH HT.

Dia chi co s& san xuit: Km20+500 Quéc 16 5A, thon Giai

5.1 | Nha san xuat
Pham, Xa Nguyén Vin Linh, Huyén Yén My, Tinh
Hung Yén, Viét Nam.
Can chia nguyén lidu
y
Tadugctao gel ngim
trung ndt tao gel Rira chai lo/ tujp
y L
khudy trin ding nhat 54y chai lo/ tuin
KN BTP R
52 Quy trinh san xuat

y
Pang ghi cép 1

KM BTP

Dong gai cép l

KNTP theo TCCS — ¥

Mhap kho

Co so dang ky luu hanh cam két nhirng ndi dung trén la ding su that va chiu trach

nhiém trudc phap luat vé cac thong tin da ké khai néu trén.

Nguwoi dai dién hop phap cua co so




CONG HOA XA HOI CHU NGHIA VIET NAM
DPoc Lap — Tu Do — Hanh Phic

BAN CONG BO TIEU CHUAN CO SO SAN PHAM
86: TCCS 01:2023/AD
Doanh nghiép cong bd: Cong ty c6 phan tdp doan duoc pham qudc té An Duong - VN

Dia chi: S6 47- Phd T6 Ngoc Van, Phuong Hai Tan, Thanh phd Hai Duong, Tinh Hai
Duong, Viét Nam.

Pién thoai c6 dinh: 0794.877.688

CONG BO

Cong bd tiéu chuan: TCCS 01:2023/AD

Ap dung cho san pham hang héa: GEL PHU KHOA.

Chung loai: KINGLUUB

Chu s6 hiru: Cong ty c6 phan tap doan duoc pham qubc té An Duong - VN.

Dia chi: S6 47- Phd T Ngoc Van, Phuong Hai Tan, Thanh phé Hai Duong, Tinh Hai
Duong, Viét Nam.

San xuat tai: CONG TY TNHH DUOC MY PHAM XANH HT.

bia chi: Km20+500 Qudc 16 5A, thon Giai Pham, Xa Nguyeén Van Linh, Huyén Yén MY,

Tinh Hung Yén, Viét Nam.

Chiing toi cam ket san pham hang hoa trén theo dung tiéu chuan co so cong bo trén
day va hoan toan chiu trach nhiém truoc nguoi tiéu dung va co quan quan ly nha
nwdc vé nhitng vi pham doi voi tiéu chuan da cong bo.

Hai Duwong, ngay 11 thang 02 nam 2025

Ounk



CONG TY COPHANTAP  CONG HOA XA HQI CHU NGHIA VIET NAM
POAN DUQC PHAM Poc 1ap - Tw do - Hanh phic
QUOC TE ANDUONG - VN

S6:01/Qb-AD
Hai Duong, ngay 11 thang 02 nam 2025

QUYET PINH

(V/v ban hanh tiéu chuin ap dung cho sin phim)

GIAM POC CONG TY CO PHAN TAP POAN
DUQC PHAM QUOC TE AN DUONG - VN

- Cdn cir Diéu 1é Cong ty c6 phan tdp doan dwoc pham quéc té An Dwong - VN
- Cdn cir chike ndng, nhiém vu, quyén han cia Gidm déc cong ty;

- Cdn cik yéu cau hoat déng kinh doanh ciia cong ty;

- Can cu theo quy dinh phdp ludt hién hanh;

QUYET PINH:

Piéu 1 : Ban hanh tiéu chuan co s¢ TCCS 01:2023/AD 4p dung cho san pham GEL
PHU KHOA chung loai KINGLUUB, ma cong ty s& hitu, phan phdi kém theo quyét
dinh nay.

Piéu 2 : Quyét dinh nay c6 hiéu luc ké tir ngay ky.

Piéu 3 : Cac bo phan, phong ban co lién quan trong Cong ty chiu trach nhiém thi hanh

quyét dinh nay./.

GIAM bOC

Noi nhdn:

- Ban Gidm ddc;

- Céc phong ban lién quan;
- Luu VP.




CONG TY CO PHAN TAP POAN DUQC PHAM QUOC TE
AN DUONG - VN

TIEU CHUAN CO SO
GEL PHU KHOA
(CHUNG LOAI: KINGLUUB)

TCCS 01:2023/AD

Hai Dwong: 07/2023




TIEU CHUAN CO SO TRANG THIETBI Y TE

CONG TY CO PHAN
TAP POAN DUQC
PHAM QUOC TE
AN DUONG - VN

S6: 01:2023/AD

GEL PHU KHOA
C6 hiéu lyc tir ngay ky

1. Pham vi 4p dung: Tiéu chuan nay 4p dung cho GEL PHU KHOA, chiing loai:

KINGLUUB do Céng ty cb phan tdp doan dugc pham qubc té An Duong - VN s¢ hitu

va phéan phdi.

2/ Tai li¢u vién din

Duoc dién Viét Nam IV (viét tit DDVN IV);

3/ Yéu céu ky thuit:

3.1 Yéu cau cam quan

Cic chi tiéu cam quan d6i v6i san pham duoc quy dinh trong bang 1.

Bang 1. Chi tiéu cam quan ddi véi san pham

STT Tén chi tieu Yéu cau Phwong phap thir
1 Dang thé chat Dang gel Cam quan
2 Mau sic Mau trang duc Céam quan
3 Mui vi Muii dic trung clia san pham Cam quan

3.2 Yéu cau vé Iy- héa

Céc chi tiéu chat luong ciia san pham dugc quy dinh trong bang 2.

Bang 2. Yéu cau vé chi tiéu ly-hoa

STT | Chitiéu | Pon Mire Phwong phap thw
vi chat
tinh lugng
Dinh P .
, ml | 3m; Sml; 10ml Phuong Phéap thur ctia Phong thi
1 luong san o n
X + 10% nghiém
pham
D5 Phu luc 6.2 DBDVN IV — Xac dinh chi
2 pH pH 4,0-75 s0 PH hodc theo Phuong phéap thur cua

Phong thtr nghiém

3.3 Yéu cau ve vé sinh an toan




3.3.1 Cac chi tiéu vi sinh

Don vi A Hinh
STT Chi tiéu tinh Yéu cau | thirc cong Phwong phap thi
bd
A Khoéng L
: Khong .. 1.~ | Theo Phuong phép cua
! E.coli CFU phét hién phat hién Phong thur nghiém
Khong Khong f
) Pseua’omonas CFU phat hién | phat hién Theo‘Phuor}g phaB cua
aeruginosa Phong thir nghiém
3 Bao tir vi khudn ki CEU llfe}:tol?ign ﬁio;gn Theo Phuong phép cua
khi khir sulfit P : P i Phong thur nghiém
Ghi chii: Tham khao QCVN 6-1:2010/BYT.
3.3.2. Cac chi tiéu Kim loai niing .
STT Chi tiéu Pon vi Yéu cau Hinh thirc Phwong phap
Khong l6n Theo Phuong phép cua
1 Asen (As) mg/1 1.0 hon Phong thir nghiém
N Khoéng 16n Theo Phuong phédp cua
2 Chi (Pb) mg/l 30 hon Phong thir nghiém
3 Thuy ngan me/l 01 Khong 16n Theo Phuong phép ctua
(Hg) & ] hon Phong thir nghiém

Ghi chii: Tham khao QCVN 8-2:2011/BYT

4. Thanh phan cau tao: Trong mdi 3ml Gel phu khoa Kingluub c6 chua 3
ty bao tu loi khuan Bacillus clausii, Bacillus subtilis, Bacillus coagulans.
Sodium Hyaluronate, Sodium Benzoat, Glycerin, Nano Bac, Chiét xuét Trau
khong, Chiét xuat L6 hoi, Nudc tinh khiét.

5. Muc dich sir dung:

HO trg diéu tri viém nhiém phu khoa, viém 10 tuyén o tir cung. Giup giam
viém nhiém phu khoa, giam khi hu trong chu ky kinh nguyét. Gitp boi tron 1am
mém am dao. HO trg diéu tri bénh huyét trang. Phu nit bi ngtra, viém nhiém
vung am dao. Phuy nir mubn phong cac bénh viém nhiém am dao.

6. Cach dung:

- X¢é dau tii gidy va lay tuyp Kingluub ra khoi tdi gidy.

- Rt dau 6ng chira gel.

- bat tuyp vao am dao sau khoang Scm.

- Bom dung dich vao sau bén trong am dao.
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- Rut tuyp ra sau khi da bom xong.

7. Canh bao va than trong:

- San pham khong anh hudng dén qua trinh thu thai khi giao hop.

- Phu nir mang thai tham khao ¥ kién bac si chuyén khoa.

- St dung dugc voi phu nit sau khi sinh con.

- 10 ngay dau st dung mdi ngay 01 tuyp, sau d6 duy tri 1-2 tuyp/tuan dé
vung kin ludn sach sé.

- Bé sir dung Kingluub hiéu qua thi st dung trong tu thé ndm ngira nhim gt
dung dich trong am dao tir 5-7 phuit.

- Trong qua trinh sir dung Kingluub, khéng can ding cac san pham vé sinh
va thubc phu khoa khac.

8. Ghi nhin: Ghi nhin theo quy dinh tai Nghi dinh s6 43/2017/ND-CP cua
Chinh phu vé nhin hang hoa va nghi dinh s6 111/2021/ND-CP sira doi, bo sung
mot s6 diéu Nghi dinh s 43/2017/ND-CP caa Chinh phu vé nhan hang hoa.

9. Déng chai, dong géi: San pham dugc dong trong tube 3ml; Sml; 10ml va
theo yéu cau cua khach hang. San pham chtra trong hop gidy va cac hop gidy, duoc
dung trong thung carton.

10. Bao quan: Dé noi kho mat, tranh 4nh sing, ngudn nhiét.

11. Van chuyén: Phuong tién van chuyén san pham phai kho, sach, duoc
che mua ning, khéng c6 chat doc hai va khong lam anh huong dén chat luong
clia san pham.

Hai Duong, ngay 11 thdang 02 nam 2025




CONG TY CO PHAN TAP POAN DUQC PHAM QUOC TE AN DUONG - VN.
Dia chi: S6 47- Phd T6 Ngoc Van, Phuong Hai Tan, Thanh phé) Hai Duong,
Tinh Hai Duong, Viét Nam.
Dia chi co s san xuat: Km20+500 Quéc 16 5A, thon Giai Pham, Xa Nguyén Vin Linh,
Huyén Yén My, Tinh Hung Yén, Viét Nam.

HUONG DAN SU DUNG

GEL PHU KHOA - KINGLUUB
1. Mo ta:
Trong mdi 3ml Gel phu khoa Kingluub c6 chtra 3 ty bao tir loi khuan Bacillus clausii,
Bacillus subtilis, Bacillus coagulans. Sodium Hyaluronate, Sodium Benzoat,
Glycerin, Nano Bac, Chiét xuat Trau khong, Chiét xuat Lo hoi, Nudce tinh khiét
2. Muc dich sir dung:
HO trg diéu tri viém nhiém phy khoa, viém 1 tuyén c6 tir cung. Gitp giam viém nhiém
phu khoa, giam khi hu trong chu ky kinh nguyét. Gitp boi tron lam mém am dao. Hd
tro diéu tri bénh huyét tréng. Phu nir bi ngtra, viém nhiém vung am dao. Phu nir mudn
phong cac bénh viém nhiém am dao.
3. Huéng din sir dung:
- Xé dau tii gidy va lay tuyp Kingluub ra khoi tdi gidy.
- Riit dau ong chura gel.
- bat tuyp vao am dao sau khoang Scm.
- Bom dung dich vao siau bén trong am dao.
- Rt tuyp ra sau khi da bom xong.
4. Canh bao va than trong:
- San pham khong anh hudng dén qué trinh thu thai khi giao hop.
- Phy nit mang thai tham khao y kién bac si chuyén khoa.

- Str dung dugc vai phu nit sau khi sinh con.



- 10 ngay dau sir dung mdi ngay 01 tuyp, sau d6 duy tri 1-2 tuyp/tudn dé vung kin ludn
sach sé€.

- Dé str dung Kingluub hiéu qua thi sir dung trong tu thé nim ngira nham gitt dung dich
trong am dao tir 5-7 phuit.

- Trong qua trinh sir dung Kingluub, khong can ding cic san pham vé sinh va thudc
phu khoa khéc.

5. Piéu kién bao quan:

Dé noi khd mat, trdanh dnh sang, nguén nhiét.

6. Co s6 s¢ hiru TTBYT

Cong ty c6 phan tap doan duoc pham quéc té An Duong - VN.

Dia chi: S6 47- Phd T6 Ngoc Van, Phudng Hai Tan, Thanh phd Hai Duong, Tinh Hai
Duong, Viét Nam.

DT: 0794.877.688 - Fax:

7. Co si}’ san xuat )
San xuét tai: CONG TY TNHH DUGQC MY PHAM XANH HT.

Dia chi: Km20+500 Qudc 16 5A, thon Giai Pham, X4 Nguyén Vin Linh, Huyén Yén My, Tinh
Hung Yén, Viét Nam.

DT: 0374.739.040

8. Co s& phan phoi

Cong ty c6 phan tdp doan duoc phdm quéc té An Duong - VN.

Pia chi: S6 47- Phd T6 Ngoc Van, Phuong Hai Tan, Thanh ph Hai Duong, Tinh Hai
Duong, Viét Nam.

DT: 0794.877.688




CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phuc
Hai Dwong, ngay 11 thdng 02 nam 2025

VAN BAN THONG BAO CAP NHAT

Théng tin trong ho so' cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B
Cdp nhdt lan: 04
Kinh givi: S6 Y té Hai Dwong

1. S6 cong bd: 230000008/PCBB-HD Ngay: 07/07/2023

2. Thong tin cap nhat:

STT Noi dung da cong bd NoOi dung cap nhat
Tén co s& san xuat: CONG TY CO PHAN | Tén co s6 xuat tai: CONG TY TNHH DUGC
DUOC MY PHAM QUOC TE BIOSANTIS MY PHAM XANH HT
1 |Pia chi co so san xuat: Puong Nguyén Vin | Dia chi co so san xuat: Km20+500 Quéc 16 5A,
Linh, Phuong Ban Yén Nhan, Thi xi M¥ Hao, | thon Giai Pham, Xa Nguyén Van Linh, Huyén
Tinh Hung Yén. Yén My, Tinh Hung Yén, Viét Nam.
Nhin méac cii: Nhan mac moi:
6
qumgfur ™ Il‘l(l"){
! ”'X" % | woohsvoms
i e )Cmg/uué
- 4 ngluul; A"
= 3|
g\ e s A g
# Aud 42 a

100 x 200mm

S - 'F}‘:!'ng[uug
90x25x195mm

‘ Kin g/im:’)l
90x25x195mm [ ]

KT: 100 x 200mm

3.Tai li€u lién quan:
- Van ban cong bd, Tiéu chuén co sd, Tai liéu mo ta trang thiét bi y té.
Co sé xin cam két:
Chap hanh nghiém chinh cac quy dinh ciia Phap luat Viét Nam

Chiu trach nhiém trudc phép luat vé tinh chinh xé4c cua ndi dung hd so cap nhat.




CONG TY CP TAP POAN DUQC PHAM QUOC TE AN DUONG - VN
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THANH PHAN CAUTAO

A ,»‘ Trong mdi 3ml Gel phu khoa Kingluub c6 chifa 3 ty bao ti loi

khudn Bacillus clausi, Bacillus subtilis, Bacillus coagulans.

..\ v Sodium Hyaluronate, Sodium Benzoat, Glycerin, Nano Bac, GEL PHY KHOA
St Chiét xust Tréu khéng, Chiét xudt L6 hai, Nudc tinh khiét vira

GEL PHU KHOA dt.

]

AlXH. 0] 71 MUC BICH SU DUNG
]"T' v.l“’]’ @ - HB tra diéu tr viém nhiém phu khoa, viem 16 tuyén c6 ti mg

cung
- Gidp gidm viém nhiém phu khoa, gidm khi hu trong chi
. o ! nu:';:wg AMEN NG ki THANH PHAN CAUTAO
2 ~Gidp bbi tron, 1am mém am dao Trong méi 3ml Gel phu khoa Kingluub c6 chia 3 ty bao t loi khudn
- - Hb trg diéu tri bénh huyét trdng i, Bacil il il i

Bacillus clausii, Bacillus subtilis, Bacillus coagulans. Sodium Hyaluronate,

; Sodium Benzoat, Glycerin, Nano Bac, Chiét xust Tréu khong, Chiét xudt Lo
R hol, NuGc tinh khiét via d.
uwcnlcuswwus
Giup gidm viem nhiém phu khoa CACH DUNG n xh_:-.... 3, viém 6 tuyén <6
16 trg dBu tri bénh huyét tréing ::‘mﬂw”wmmm"wm"’y Glopbmm el i
= __ Giup boi tron, Ism mém am dzo DRt v e 50 58 Broliong S - Hb tro diéu tr bénh huyét tréng
Bhang nglra cée vénh viem nhiém dm dao -Bom dung dich vao sau bén trong 4m dao ~Phu nir b ng(ia, viém nhiém viing am dgo
-t tuyp ra sau khi 03 bom xong stat
el 74 el =8 o cAcHDONG
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AVATEK SCIENCE TECHNOLOGY JSC  jlassis /\,
TRUNG TAM KIEM NGHIEM VA TU VAN UDKH AVATEK % i

M TAME

AVAT E K ISONEC 17025:2017

Trang/ Page No: 1/2 KET QUA KIEM NGHIEM M s6/ Ref. No: MHM1250200063-1

TEST REPORT

Tén khach hang/ Client’s Name - CONG TY cO PHAN TAP DOAN DU'Q'C PHAM QUOC TE AN DUONG- VN

Dia chi/ Client's Address . S6 47- Phé T6 Ngoc Van, phwéng Hai Tan, Thanh phé Hai Dwong, Tinh Hai

Duwong, Viét Nam

Ngay nhan mau/ Date sample(s) : 06/02/2025

received

Ngay thr nghiém/ Date of testing : 06/02/2025 - 11/02/2025

Ngay tra két qua/ Date of Issue . 11/02/2025

Théng tin mau/ Name of Sample . GEL PHU KHOA KINGLUUB

NHA SAN XUAT: CONG TY TNHH DU'Q'C MY PHAM XANH HT
Pia Chi: Km20+500 Qudc Lo 5a, Thén Giai Pham, X& Nguyén Van Linh, Huyén
Yén My, Tinh Hwng Yén, Viét Nam

M6 ta mau/ Sample Description : MA&u chtva trong bao bi kin
Bang két qua/ Results Table

STT/ Chi Tiéu Thir Nghiém/ Két Qua/ Pon Vil Phwong Phap Tho/
No. Testing Analysis(s) Result (s) Unit Test Method
Sé&n pham dang
gel, mau trang
1 Cam quan / Sensory duc, mui dac - AVA-KN-PP.HL/195
trwng cla san
pham
2 IpH®/pH® 515 - AVA-KN-PP.HL/194
Khéng phat hién/
3 |Asen (As)/ Arsenic (As) Not Detected ppm AVA-KN-PP.QP/072
(LOD = 0.003)
Khéng phat hién/
4 |{Thay ngan (Hg) / Mercury (Hg) Not Detected ppm AVA-KN-PP.QP/072
(LOD = 0.003)
Khoéng phat hién/
5 |Chi (Pb)/Lead (Pb) Not Detected ppm AVA-KN-PP.QP/072
(LOD = 0.003)
6 Pseudomonas aerugi.nosa ™/ Khoéng phat hién/ /019 |Duoc dién Viét Nam V (Phy luc 13.6)
Pseudomonas aeruginosa (*) Not Detected
" Staphylococcus aureus (*) / Khong phat hién/ /04g |Duoc dién Vet Nam V (Phu luc 13.6)
Staphylococcus aureus (*) Not Detected

N

Tru s HCM: 66/122 Binh Thanh, P. Binh Hung Hoa B, Q. Binh Téan, TP. H6 Chi Minh E .-E
EI%

CN Ha Noi: S6 C7/D6 Ngb 56 Trwong Cong Giai, Phudng Dich Vong, Céu Gidy, Ha Noi :

CN Can Tho: S6 35A1, KDC 8A, Phuéng An Binh, Quan Ninh Kiéu, TP. Can Tho AVA-QA-TTCL/7.8/F.01 LBH: 02
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AVATEK SCIENCE TECHNOLOGY JSC

TRUNG TAM KIEM NGHIEM VA T VAN UDKH AVATEK 77—\ A

AVAT E K ISO/IEC 17025:2017

Trang/ Page No: 2/2 KET QUA KIEM NGHIEM Ma sé/ Ref. No: MHM1250200063-1
TEST REPORT
STT/ Chi Tiéu Thir Nghiém/ Két Qua/ Pon Vi/ Phwong Phap Tho/
No. Testing Analysis(s) Result (s) Unit Test Method
Khoéng phat hién/

8 |Candida albicans (*) / Candida albicans (*) /0.1g |Duwoc dién Viét Nam V (Phu luc 13.6)

Not Detected

Tng sb vi sinh vat hiéu khi (*) / Total
9 : Wl ©) <10 CFU/g |Duoc dién Vi

V (phu luc 13.6
aerobic microorganisms (*) am V (phu luc )

Chu thich/ Remarks:
1. (*): Chi liéu thudc pham vi cdng nhan ISONEC 17025:2017/ (*): ltems are currently within the ISO/NEC 17025:2017 accreditation scope.
2. (**): Chi tiéu guri nha thdu phu./ (**): ltems are tested by subcontractor. T 2 1=
3. (**).(*): Chi tiéu giri nha thdu phy va thudc pham vi cdng nhan ISONEC 17026:2017.1 (*).(°): Items are tested by subcontractor - currently wilh'i'iidlﬁgkgo £¢ 7025:2017
accreditation scope. ; ﬁ‘
4. (CN): Chi tiéu dwoc chi dinh ctia Cyc Chan Nudi/ (CN): Analytical criteria recognized by the Department of Livestock Production.
5. (TS): Chi tigu dwoc chi dinh bdi Cuc thiy sén./ (TS): Analytical criteria recognized by Directorate Of Fisheries.
6. LOD: Giéi han phat hién ctia phrong phap / Limited of detection.
7. LOQ: Giéi han dinh luong ctia phirong phap./ Limit of Quantitation.
8. K&t qua phan tich chi ¢6 gid trj trén mAu thiz nhan duoc tir khdch hang/ Tesling results in this test report are valid only for the sample(s) as received.
9. Bao c4o nay khong durgc sao chép mot cach khdng ddy di hodc khong c6 sy chép thudn clia AVATEK/ This report will not be reproducted except in full, without approval of
AVATEK.
10. Thong tin v& “Tén khach hang, dia chi, théng tin mau" do khach hang cung c4pl Information "Client's name, Client's address, Name of sample” provided by Client's.
11. Di véi chi tidu phan tich vi sinh/ For microbiological analytes:
- Theo phuong phap dd dia : Két qua dwoc thé hién <10 ; <1 ; <5 ; <2 khi khdng c6 phat hién khudn lac trén dia thach, két qua dugc xem nhwr Khdng phat hign ./ According to the
plate count testing method, the result is expressed <10 ; <1 ; <5; <2 when the dish contains no colony, the resuit can be considered as not detected.
- Theo phurong phép loc : Két qua dugc thé hién <1 khi khdng phat hién khudn lac trén dia thach, két qua dwgc xem nhu khdng phat hién./ A ing to the b filter method
the result is expressed <1 when the dish contains no colony, the result can be considered as not detected.
- Theo phuong phap dém sé co xac sudt 1on nhat (MPN): Két qua duoc thé hign 14 0 ; <1.8 hodc <3 khi khéng ¢o bAt ki phdn tng nao nghi ng&r sau thi gian G quy dinh, két qua la
am tinh (Khong phat hién)./ According to (MPN) method, the result is expressed 0 ; <1.8 or <3 when there were no susp ted ions after required incubation period, the resuit
was negative (Not detecled).
12. Bbi voi chi liéu phan tich hoa hoc/ For chemical analytes:
- Khi ché&t phan tich dugc phat hién nhung ndng do nhé hon giéi han dinh lugng (LOQ), thi két qua dugc thé hién 1a “< LOQ™/ When the chemical analyte is detected but its
concentralion is below limit of quantitation (LOQ), the result is reported as "< LOQ".

PHU TRACH KY THUAT PHO GIAM BOC
TECHNICAL MANAGER :

—————————

BUI TAN BINH

Tru s& HCM: 66/122 Binh Thanh, P. Binh Hwng Hoa B, Q. Binh Tan, TP. HG6 Chi Minh

CN Ha N6i: S6 G7/D6 Ngb 56 Truong Céng Glai, Phuong Dich Vong, Céu Gidy, Ha Noi
CN Can Tho: S6 35A1, KDC 3A, Phudng An Binh, Quan Ninh Kiéu, TP. Céan Tho' AVA-QA-TTCL/7.8/F.01 LBH: 02 |E]




