SOY TE HAI DUGNG CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

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

1. Tén co s& cong bd: CONG TY CO PHAN TAP POAN DUQC PHAM
QUOC TE AN DUONG- VN

2. bia chi: S6 31 Phung Chi Kién, Phuong Tan Binh, Hai Duong, Tinh Hai
Duong

3. S6 vin ban cua co so: 01/2023/CBB-AD Ngay: 07/07/2023

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: GEL PHU KHOA

Tén thuong mai (néu c6): GEL PHU KHOA

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

Chung loai: KINGLUUB

M3 san pham (néu co):

Quy cach dong goi: San pham dugc dong trong tube 3/3,5/5/10 gram va theo
yéu cau cua khach hang. San pham chira trong hop gidy va cac hop gidy, dugc
dung trong thung carton. N o
Muc dich str dung: HO tro Siiéu tr1 viém nhiém phu khoa, viém 19 tuyén co tu
cung. Giup giam viém nhiém phu khoa, giam khi hu trong chu ky kinh nguy¢t.
Giup boi tron lam mém am dao. HO tro diéu’tri bénh huyét trang. Phu nit bi
ngua, viém nhiém vung am dao. Phy nt mudn phong cac bénh viém nhieém am
dao.

Tén co so san xuat: Cong Ty C6 Phan Dugc My Pham Quéc Té Biosantis;
Viét Nam ) N .

Dia chi co s¢ san xuat: Puong Nguyeén Van Linh, phuong Ban Yén Nhan, thi
xa My Hao, tinh Hung Yén, Vi¢t Nam, VIET NAM

Tiéu chuan chét luong san pham ap dung: TCCS 01:2023/AD

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu trang thiét bi y té:

Tén chu so hitu: Cong ty ¢ phan tdp doan dugc phdm quéc té An Duong -



VN; Viét Nam

Dia chi chi s¢ hiru: S6 31 Phung Chi Kién, phudng Tan Binh, thanh phd Hai
Duong, tinh Hai Duong, Viét Nam, VIET NAM

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

8. S6 cong bd du diéu kién san xuat ddi véi trang thiét bi y té san xuit trong
nude: 220000012/PCBSX-HY

9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung cia trang thiét bi y té thudc loai |

B.

2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu trang thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X

5 | Tai liéu mé ta tom tat k§ thuat trang thiét bi y té bang tiéng Viét, kem|
theo tai liéu k¥ thuat mo ta chirc nang, thong so6 k¥ thuat cia trang
thiét bi y t€ do chu s& hitu trang thiét bi y t&€ ban hanh.

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

7 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do|
co s& du diéu kién theo quy dinh cia phap luat vé danh gia su phu
hop cap hodc Gidy ching nhan danh gia chat lugng do co quan co
tham quyén ctia Viét Nam cap ddi véi TTBYT chan doan in vitro
(TTBYT san xuét trong nudc)




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

POAN DUQC PHAM QUOC o .
TE AN DUGNG - VN Doc 1ap - Tw do - Hanh phuc

Sé: 01/2023/CBB-AD
Ha Nogi, ngay 03 thang 07 nam 2023

VAN BAN CONG BO
Tiéu chuan ap dung cia trang thiét bi y té thudc loai B
Kinh gti: S6'Y t& Tinh Hai Duong
1. Tén co s& cong bd: Cong ty cd phan tap doan dugce pham qudc té An Duong - VN.
Mi s6 thué hodc S6 gidy phép thanh 14p Vin phong dai dién: 0801178669
Dia chi: S6 31 Phung Chi Kién, Phudng Tan Binh, Thanh phd Hai Duong, Tinh Hai Duong,
Viét Nam.
Dién thoai ¢b dinh: 0973711269 FaX: .. o
Email: anduongvn.pharma@gmail.com
2. Nguoi dai dién hop phép cua co so:
Ho va tén: VU THI THAO
S6 CMND/Pinh danh/H6 chiéu: 030132016701 ngay cap: 07/09/2021 noi cap: Cuc
canh sat PKQL cu tri va DLQG vé dan cu
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 €6): .................
Chung loai: KINGLUUB
M3 SN PRAIM (NEU COY: vttt
Quy cach dong goi: San pham dugce dong trong tube 3/3,5/5/10 gram va theo yéu ciu
ctia khach hang. San pham chira trong hop gidy va cac hop gidy, duogc dung trong thung
carton.
Muc dich str dung: Hd tro diéu tri viém nhiém phu khoa, viém 16 tuyén c6 tir cung. Giup
giam viém nhiém phu khoa, giam khi hu trong chu ky kinh nguyét. Gitip boi tron 1am
mém am dao. HO tro diéu tri bénh huyét tréng. Phu ni@t bi ngura, viém nhiém vung am
dao. Phu nit mudn phong cac bénh viém nhiém am dao.

Tén co so san xuat: CONG TY CO PHAN DUGC MY PHAM QUOC TE BIOSANTIS.



Dia chi co s¢ san xuat: Puong Nguyén Vian Linh, Phuong Ban Yén Nhan, Thi xa My
Hao, Tinh Hung Yén.

Tiéu chuan ap dung: TCCS 01:2023/AD.

4. D6i vé6i trang thiét bi y té chira chit ma tay, tién chat (néu co):

5. Théng tin vé chu sd hiru trang thiét bi y té:

Tén chi s hitu: Cong ty c6 phan tap doan dugc pham qudc té An Duong - VN.

Pia chi cha sé hitu: S6 31 Phung Chi Kién, Phuong Tan Binh, Thanh phd Hai Duong,
Tinh Hai Duong, Viét Nam.

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

7. S6 cong bd dir didu kién san xuat doi vi trang thiét bi y té san xuét trong nudc:
220000012/PCBSX-HY.

Cong bd tidu chuan ap dung cua trang thiét bi y té loai B

Hb so kém theo gom:

1. (Gidy chtng nhan dat tiéu chuan quan 1y chat luong ISO 13485

2. (Gidy uy quyén cta chu s& hitu trang thiét bi y té

3. |Gidy x4c nhan du diéu kién bao hanh

4. [Tai liéu mo ta tom tit k§ thuat trang thiét bi y té bang tiéng Viét

O M| N |H N

Tai lidu k¥ thuat mo ta chtrc ning, thong sb k¥ thuat cua trang thiét bi
y t€ do chu s¢ hitu trang thiét bi y té ban hanh

Tai lidu k¥ thuat bang tiéng Viét kém theo tai liéu vé nguyén vat liéu,
vé an toan clia san pham, quy trinh san xudt, cic bao cao nghién ciru

lam sang va tién 1am sang bao gdm bao cao do 6n dinh di véi thude

thir, chat hiéu chuan, vat lidu kiém soét in vitro.

O

7. Ban tiéu chuin ma chu sé hitu trang thiét bi y té cong bd ap dung ]

8. (Gidy chimg nhan hop chuan O

Dbi voi trang thiét b y té san xuét trong nude: két qua danh gia cac
thong s héa, 1y, vi sinh va cac thong s6 khac do co 5O du diéu kién
9. theo quy dinh ctia phap luat vé danh gia su phu hop cap hoac Gidy ]
ching nhan danh gia chét luong do co quan c6 thAm quyén cta Viét
Nam cip d6i véi trang thiét bi y té chan doan in Vltro

Tai liu hudng dan sir dung cua trang thiét bi y te bang tleng Viét; d6i
10.v6i trang thiét bi y té nhap khau kém theo ban gbc bang tiéng Anh do ]
chu so hitu trang thiét bi y té ban hanh

11.M2u nhan trang thiét bi y té V1

12.(Gidy chtng nhan luu hanh tu do ddi véi trang thiét bi y té nhap khau O




Co s& cong bd tiéu chuan ap dung cam két:

1. Noi dung thong tin cong bd 14 chinh xac, hop phéap va theo dung quy dinh.

Néu co su gid mao, khong dung su that co s xin chiu hoan toan trach nhiém va s€ b1 xt
1y theo quy dinh cua phap luat.

2. Bao dam chat luong va luu hanh trang thiét bi y té theo dung ho so di cong bb.

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

Ngu’o’t dal dién hgp phdp cia co s6

errraIRShY tén d‘ay du, chvrc danh)
V80 77)




GIAY CHUNG NHAN

S0: YT 665-21

s s

CONG TY cO PHAN DU'OC MY PHAM QUOC TE BIOSANTIS
Puong Nguyén Van Linh, phwdng Ban Yén Nhan, thi xa My Hao, tinh Hwng Yén, Viét Nam

da dwoc danh gia phu hep véi cac yéu cau cla tiéu chudn:
ISO 13485:2016
Hé théng Quan ly Chét lwong

cho Iinh vwrc:

- San xuat va phan phéi cac san pham: Dung dich vé sinh tai, mii, hong, ring,
miéng; dung dich xijt rira bao vé vét thwong; gel, dung dich béi xoa bép giam
dau; dung dich, gel vé sinh phu khoa; gel, dung dich bdi — thut hdu mén.

- Péng géi: gac ro lwéi.

Gidy chirng nhan nay c6 gia tri tir:
24 /10/2022 dén 18/11/2024

HOI PONG CHUPNG NHAN
CHU TICH

IS0 13485:2016

o 2 |11

GS. TS. Nguyén Héng Son 2 304 | 700368 TS. Ng6 Tat Thang

: VIEN NGHIEN CU'U PHAT TRIEN TIEU CHUAN CHAT LUONG
Dia chi: S6 52/46, dwdng Lién Mac, P. Lién Mac, Q. Bac Tir Liém, thanh phd Ha Néi, Viét Nam
BPién thoai: 024 2266 1111/ 0981851111, Website: issq.org.vn; Email: tevn@issq.org.vn




VIEN NGHIEN CUU PHAT TRIEN  CONG HOA XA HOI CHU NGHIA VIET NAM

TIEU CHUAN CHAT LUQNG Poc lap — Tw do — Hanh phiic
s6: 18 /Qp-188Q Ha Noi, ngan24 thang ) nim 2022
QUYLET PINH

Ve viéc cap sira doi Gidy chirng nhin phu hop Tiéu chuan

VIEN TRUONG
VIEN NGHIEN CUU PHAT TRIEN TIEU CHUAN CHAT LUQONG

Can ctr Chiing nhén s& A-1100 ngay 25/4/2013 (Pang ky 1an tht sdu, ngay 25/5/2020) ctia Bo
Khoa hoc va Coéng nghé vé Chimg nhén ding ky hoat déng Khoa hoc va Céng nghé ctia Vién
Nghién ctru Phat trién Tiéu chuan Chét lugng;

Cén cu G1éy Chtng nhén Déng ky hoat dong chimg nhén sb: 1999/TPC-HCHQ ngay
21/7/2022 cta Tong cuc Tiéu chuin Po ludmg Chét luong vé dang ky hoat dong chimg nhén cua
Vién Nghién ctu Phét trién Tiéu chudn Chat lwong d6i véi tdng hop da nganh trong linh vue
chimg nhén Hé théng quan 1y;

Xét @ nghi ctia Giam doc Trung tAm Chtmg nhén Hop chudn - Hop quy,
QUYET PINH

Piéu 1. Hiy Quyét dinh s 21178/QP- ISSQ ngay 19/11/2021 vé viée cap Gidy ching
nhén phu hop Tiéu chuan ISO 13485:2016 s6 YT 665-21 cho Cong ty C6 phan Dugc my§
pham Qude té BIOSANTIS trong linh vuc san xuit va phan phdi cic san phdm: Dung
dich, bot pha dung dich, vién pha dung dich v¢ sinh tai, miii, hong, ring, miéng; bot pha
dung dich, vién pha dung dich xit rira bao vé vét thuong; gel, dung dich bdi xoa bép giam
dau; bot pha dung dich, dung dich, gel, vién ddt v€ sinh phu khoa; gel, bot pha dung dich,
dung dich boi - thut hiu mén; dong goi: Que thir thai, bong bing gac vd khuan, que tim
bong 14y miu, bao cao su, gac 1o ludi, bang dan, khén lau ha sOt va céc san pham c6 1 16p
dinh da trang phit hodc tam tham dugc chat; dia chi tai: Duong Nguyén Van Linh, phudng
Ban Yén Nhén, thi xa My Hao, tinh Hung Yén, Viét Nam.

Ly do: Stra d6i pham vi.

Piéu 2. Cép lai Gidy ching nhan phit hop Tiéu chudn ISO 13485:2016 s6 YT 665-21
cho Céng ty C6 phin Dugc m§ phdm Quédc té BIOSANTIS trong linh vuc san xuit va
phan phéi cac san phdm: Dung dich vé sinh tai, miii, hong, ring, miéng; dung dich xit rira
béo vé vét thuong; gel, dung dich bdi xoa bop giam dau; dung dich, gel vé sinh phu khoa;
gel, dung dich boi — thut hiu mon; déng goi: gac ro ludi; dia chi tai: Puong Nguyén Vin
Linh, phuong Ban Yén Nhan, thj xa My Hao, tinh Hung Yén, Viét Nam.

Diéu 3. Gléy ching nhén nay c6 hi¢u luc ké tir ngay 24/10/2022 dén ngay 18/1 1/2024.
Cong ty C6 phan Duge m§ phdm Qudc té BIOSANTIS ¢¢ trach nhiém duy tri, cdi tién Hé
théng quéan ly chét lugng phit hgp véi yéu cdu Tiéu chudn ISO 13485:2016 va thuc hién
nghia vu giam sat dinh ky theo quy dinh cta phap lual hi€n hanh./. ,

HO
Noi nhgn: 22"~ KT, VIEN TRUONG
- Nhu iéu L; fc\ . ,q.i’HO VIEN TRUONG
- Luu: TTCN. .? PHAT TRIET .:

”\ TIEY GHUA
\\\x\f'rh’ﬂ'- ONG /AL
1’4’.‘;4\'\:':".

/Vrm or;/ %@G

Ngay ban hanh: 01/8/2013 BM.VCL.08.18




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

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

yte
Hai Duong, ngay 03 thang 07 nam 2023
Kinh givi: SO'Y TE HAI DUONG
Chung t6i, Cong ty c¢6 phan tip doan dugc pham qudc té An Duong - VN.
DPia chi: S6 31 Phung Chi Kién, Phudng Tan Binh, Thanh phé Hai Duong, Tinh Hai
Duong, Viét Nam.
STT Tén trangrthié't bi | Ching loai Hiang, nuéc Hang, nudc
y té /ma san pham san xuat chi sé hiru
Cong Ty Cb . 2 A A
Phin Duoc M§ Cong ty co phan tap

1 | GELPHUKHOA | KINGLUUB | ppim Quéc Té doan dugc pham quoc
Biosantis: t¢ An Duong - VN;

Viét Nam Vit Nam

Pay 1a TTBYT do Cong ty ching toi so hitu. Can cit diém a khoan 1 diéu 25 Nghi
dinh s6 98/2021/ND-CP ngay 08/11/2021 v€ Quan ly TTBYT, chu s¢ hitu duoc phép
ding tén cong bo ti€u chuan ap dung hodc dang ki luu hanh trang thiét bi y té.

Vi vay, bang van ban ndy chung t6i giai trinh voi S6 Y té Hai Duong vé viéc khong
c6 gidy iy quyén kém theo ho so dang ky luu hanh Trang thiét b loai B nay.

Chung t61 xin tran trong cam on./.

Noi nhdn:
- 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 - Tu do - Hanh phic

S6: 02/2023/CV-AD

VIV: Xdc nhan khong bdao hanh

Trang thiét bi y té ding mét lan
Hai Duong, ngay 03 thang 07 nam 2023

Kinh givi: SO'Y TE HAI DUONG
Chung t6i, Cong ty c¢6 phan tip doan dugc pham qudc té An Duong - VN.
Dia chi: S6 31 Phung Chi Kién, Phuong Tan Binh, Thanh phd Hai Duong, Tinh Hai Duong,
Viét Nam
La co s cong bd va sé hiru Trang thiét bi (TTBYT) loai B nhu sau:

Tén trang thiét bi | Chiing loai /ma Hang, nudc Hang, nudc
STT A Y R > A o o ~
y té san pham san xuat chu so hiru
Cong Ty Co Cong ty ¢ phan ta
Phan Dugc My sy cop P

1 | GELPHUKHOA | KINGLUUB | phim QuécTé |90in duge phim quoc
Biosantis; t€ An Duong - VN;

o Viét N
Viét Nam fet Nam

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

Chiing t61, Cong ty c¢b phan tap doan duoc pham qudc té An Duong - VN xin xac
nhan: Hang hoa dugc ké khai trén day 1a TTBYT dung 1 lan.

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

Noi nhin: GIAM POC.

- Nhu trén;
- Luu: VP.




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

Tén co so dang ky lwu hanh trang thiét bi y té: CONG TY CO PHAN TAP BPOAN DUQC
PHAM QUOC TE AN DUONG — VN.

Dia chi: S6 31 Phung Chi Kién, Phuong Tan Binh, Thanh phé Hai Duong, Tinh Hai Duong.
Hai Duong, ngay 03 thang 07 nam 2023

STT Pé muc Noi dung mé ta tém tit

| Tom tat chung vé trang thiét bi y té

- Tén san pham: GEL PHU KHOA

- Model/chung loai: KINGLUUB

1.1| Mo ta tdng quan - Thanh phan: Climbazol, Sodium Hyaluronate,
Sodium Benzoat, Glycerin, Nano Bac, Chiét xuat Trau

khong, Chiét xuat Lo hoi, Nude tinh khiét vira du.

Lich st dua san pham ra Khéng co

12 thi truong

Hb tro diéu tri viém nhiém phu khoa, viém 16 tuyén cb
tr cung. Giup gidm viém nhiém phu khoa, giam khi hu
trong chu ky kinh nguyét. Giap boi tron 1am mém am
1.3 Muyc dich sir dung dao. H) trg diéu tri bénh huyét tréng. Phu nit bi ngtra,
viém nhiém ving 4m dao. Phy nit mudn phong cac bénh

viém nhiém am dao.

Thong tin cap phép luu Khéng co

14| . o, .
hanh tai cac nudc.

Céc thong tin quan trong
1.5 [lién quan dén sy an toan/
hi¢u qua cua san pham

11 | MO ta trang thiét bi y té




2.1

Mo ta trang thiét bi y té

- Tén san pham: GEL PHU KHOA

- Model/chung loai: KINGLUUB

- Thanh phan: Climbazol, Sodium Hyaluronate,
Sodium Benzoat, Glycerin, Nano Bac, Chiét xuét Trau
khong, Chiét xuat Lo hoi, Nude tinh khiét vira du.

- Muc dich str dung:
HO trg diu tri viém nhiém phu khoa, viém 10 tuyén cd
tr cung. GiGp giam viém nhiém phu khoa, giam khi hu
trong chu ky kinh nguyét. Giap boi tron 1am mém am
dao. H3 trg diéu tri bénh huyét tréng. Phu nir bi ngtra,
viém nhiém ving 4m dao. Phu nit mudn phong cac bénh
viém nhiém am dao.
San pham duogc déng trong tube 3/3,5/5/10 gram va theo
yéu cau cta khach hang. San pham chira trong hop gidy

va cac hop gidy, dugc dung trong thing carton.

2.2

Huéng dan sir dung

- X¢é dau tai gidy va ldy tuyp Kingluub ra khoi tai gidy.
- Rut dau dng chira gel.

- biét tuyp vao am dao sau khoang Scm.

- Bom dung dich vao sau bén trong am dao.

- Rat tuyp ra sau khi da bom xong.

2.3

Chéng chi dinh

Khong

2.4

Canh bao va thén trong

- San pham khéng anh huéng dén qué trinh thy thai
khi giao hop.

- Khong st dung cho phu nit dang mang thai.

- St dung duogc véi phu nit sau khi sinh con.

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

- Pé str dung Kingluub hiéu qua thi sir dung trong tu

thé nam ngira nham giir dung dich trong am dao tir 5-7




phut.
- Trong qua trinh sir dung Kingluub, khong can dung

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

Céc tac dong bat loi

25| 4 Khong
tiem an
26 Ph,uong phap diéu tri thay Khong

thé

2.7

Thong tin vé nguyén vat
ligu

Climbazol, Sodium Hyaluronate, Sodium Benzoat,
Glycerin, Nano Bac, Chiét xuét Trau khong, Chiét xuat

L6 hoi, Nude tinh khiét vira du

2.8

Céc thong s6 k¥ thuét co
lién quan

Tém tit vé tai liu xac minh va tham dinh thiét ké

- San pham di dugc kiém nghiém theo TCCS 01:2023/AD.

IV | Bang chirng 1Am sang
Khong cé
V | Thong tin vé san xuat
Tén co so san xuat: CONG TY CO PHAN DUQC MY
PHAM QUOC TE BIOSANTIS.
51| Nha san xuét Dia chi co s& san xuit: Puong Nguyén Vin Linh,

Phuong Ban Yén Nhan, Thi xi My Hao, Tinh Hung
Yén.




Can chia nguyénliéu

¥
Tadugctao gel ngam
trreng nd tao gel Rita chai lo/ tufg

L L
khudy troin ding nhét 54y chai lo/ tufp

KN BTF

h 4

5.2 Quy trinh san xuat

Y
Bang gai cdp 1

KN BTP

Pong goi cép l

KN TP theo TCCS — ¥
k|

Nhp kha

Co s& dang ky Iuu hanh cam két nhirg noi dung trén 13 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 — Tw Do — Hanh Phic

BAN CONG BO TIEU CHUAN CO SO SAN PHAM

Sé: TCCS 01:2023/AD
Doanh nghiép cong bd: Cong ty cb phan tip doan duoc pham qudc t& An Dwong - VN
Pja chi: S6 31 Phung Chi Kién, Phuong Tan Binh, Thanh phd Hai Duong, Tinh
Hai Duong, Vi¢t Nam.
Pién thoai ¢ dinh: 0973711269

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 hitu: Cong ty cd phan tap doan dugc pham qudc té An Duong - VN.
Pia chi: S6 31 Phung Chi Kién, Phuong Tan Binh, Thanh phé Hai Duong, Tinh
Hai Duong, Viét Nam.
San xuat tai: CONG TY CO PHAN DUGC MY PHAM QUOC TE BIOSANTIS.
Dia chi: Puong Nguyén Van Linh, Phuong Ban Yén Nhan, Thi xd My Hao, Tinh
Hung Yén.
Chiing téi cam két san pham hang héa trén theo ding tiéu chudn co sé cong bo trén
ddy va hoan toan chiu trach nhiém truoc nguoi tiéu dung va co quan quan [y nha

nuoc vé nhitng vi pham doi voi tiéu chudn da cong bo.




CONG TY COPHANTAP ~ CONG HOA XA HQI CHU NGHIA VIET NAM
POAN DUQC PHAM Doc 1ap - Tw do - Hanh phic
QUOC TE AN DUONG - VN

S6:01/QDb-AD
Hai Duong, ngay 03 thang 07 nam 2023

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

- Can cit Piéu 1é Céng ty c6 phan tdp doan dwoc pham quéc té An Duong - VN
- Can cir chive ndng, nhiém vu, quyén han ciia Gidm doc cong ty;

- Can cir yéu cau hoat déng kinh doanh ciia céng ty;

- Can cwr theo quy dinh phap 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 sé hitu, phan phdi kém theo quyét
dinh nay.

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

Piéu 3 : C4c bo phan, phong ban cé lién quan trong Cong ty chiu trach nhiém thi hanh

quyét dinh nay./.

Noi nhdn:

- Ban Giam déc;

- Cac 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 THIET BI Y TE

CONG TY CO PHAN Sé: 01:2023/AD
TAP POAN DUQC
. . GEL PHU KHOA
PHAM QUOC TE C6 hiéu lyc tir ngay ky
AN DUONG - VN

1. Pham vi ap dung: Tiéu chuan ndy 4p dung cho GEL PHU KHOA, ching loai:
KINGLUUB do Cong ty ¢ phan tip doan duoc pham qudc té An Duong - VN s hitu
va phéan phdi.

2/ Tai liéu vién din

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

3/ Yéu cau ky thuit:

3.1 Yéu ciu cam quan

Céc chi tiéu cam quan dbi voi san pham duoc quy dinh trong bang 1.

Bang 1. Chi tiéu cam quan d6i véi san pham

STT Tén chi tiéu Yéu cau Phuwong phap thi
1 Dang thé chat Dang gel Cam quan
2 Mau sic Mau trang duc Cam quan
3 Mui vi Mui dic trung ctia san pham Cam quan

3.2 Yéu cau vé Iy- hoa
Céc chi tiéu chat lugng cia san pham duoc quy dinh trong bang 2.

Bang 2. Yéu cu vé chi tiéu ly-hoa

STT| Chititu |Pon| Mic chat Phwong phap thir
vi lwgng
tinh
Dinh

gra | 3/3,5/5/10 gram Phuong Phap thir cua Phong thi

1| luongsan | " +10% nghiém
pham
D6 P}lu luc 6.2 DBVN IV — X4c dinh chi
2 PH pﬁ 40-7,5 s0 PH hoac theo Phuong phap thur cua

Phong thr 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 cdu | thirc cong | Phwong phap thir
bo
A Khong L
i Khong .. 1.~ | Theo Phuong phéap cua
1 E.coli CFUIG | pathien | PRALREEN | p) oo thir nghiem
Khong Khong o
5 Pseudo-monas CFU/01g | phéthién | phat hién Theo‘Phuor}g pha}P cua
aeruginosa Phong thtr nghiém
3 Bao tir vi khudn ki CEU E;iﬁ%n ﬁ,ﬂoﬁgn Theo Phuong phép ctia
khi khur sulfit P i P : Phong thtr nghiém
Ghi chi: Tham khao QCVN 6-1:2010/BYT.
3.3.2. Cac chi tieu Kim loai ning
STT | Chitiéu Don vi Yéu cau Hinh thire Phuong phap
Khong 16n Theo Phuong phap cua
. Asen (As) mg/kg 0,01 hon Phong thir nghiém
. Khoéng 16n Theo Phuong phap cua
2 Chi (Pb) mg/kg 0,01 hon Phong thir nghiém
Thuy ngan Khoéng 16n Theo Phuong phap cua
3 (Hg) mg/kg 0,006 hon Phong thir nghiém

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

4. Thanh phan céu tao: Climbazol, Sodium Hyaluronate, Sodium Benzoat,

Glycerin, Nano Bac, Chiét xuat Trau khong, Chiét xuat Lo hoi, Nuéc tinh khiét

vua du.

5. Muc dich sir dung:

Ho trg di€u tri viém nhiém phu khoa, viém 19 tuyén c6 tir cung. Gilp giam

viém nhiém phu khoa, giam khi hu trong chu ky kinh nguyét. Giap béi tron 1am

mém am dao. Ho tro diéu tri bénh huyét trang. Phu nit bi ngta, viém nhiém

vung am dao. Phy nit mudn phong cac bénh viém nhiém am dao.

6. Cach dung:

- Xé dau thi gidy va lay tuyp Kingluub ra khoi tai giay.

- Rut dau éng chira gel.

- bat tuyp vao am dao sau khoang Scm.

- Bom dung dich vao sau bén trong am dao.

- Rat tuyp ra sau khi da bom xong.




7. Canh bao va than trong:

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

- Khong str dung cho phu nit dang mang thai.

- St dung dugc véi phu nir sau khi sinh con.

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

- Bé str dung Kingluub hiéu qua thi sir dung trong tu thé ndm ngira nham giir
dung dich trong am dao tir 5-7 phut.

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

8. Ghi nhan: Ghi nhan theo quy dinh tai Nghi dinh sb 43/2017/ND-CP cua
Chinh phtl vé nhin hang héa va nghi dinh s6 111/2021/NB-CP stra d6i, bo sung
mot s6 diéu Nghi dinh s6 43/2017/ND-CP ciia Chinh phu vé nhin hang hoéa.

9. Péng chai, déng gobi: San pham duoc dong trong tube 3/3,5/5/10 gram va
theo yéu ciu cua khach hang. San pham chira trong hop gidy va cac hop gidy, duoc
dung trong thung carton.

10. B4ao quan: Dé noi kho mat, tranh anh sang, ngudn nhiét.

11. Van chuyén: Phuong tién van chuyén san phﬁm phai kho, sach, duoc
che mua ning, khong co chat doc hai va khong lam anh hudng dén chat luong
ctia san pham.

Hai Duong, ngay 03 thang 07 nam 2023




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

Pia chi: S6 31 Phung Chi Kién, Phudng Téan Binh, Thanh phé Hai Duong, Tinh
Hai Duong, Viét Nam.

Dia chi co s& san xuit: Duong Nguyén Vin Linh, Phuong Ban Yén Nhan, Thi
xa My Hao, Tinh Hung Yén, Viét Nam.

HUONG DAN SU DUNG
GEL PHU KHOA - KINGLUUB

1. Mo ta:
Climbazol, Sodium Hyaluronate, Sodium Benzoat, Glycerin, Nano Bac, Chiét xuat
Trau khong, Chiét xuat Lo hoi, Nudce tinh khiét vira du
2. Muc dich sitr dung:
HOb trg diéu tri viém nhiém phu khoa, viém 19 tuyén c6 tir cung. Gitip giam viém nhiém
phu khoa, giam khi hu trong chu ky kinh nguyét. Gitip bdi tron 1am mém 4m dao. HS
tro diéu tri bénh huyét tr:fmg. Phu nit bj ngira, viém nhiém viung 4am dao. Phu nit mubn
phong cac bénh viém nhiém am dao.
3. Huéng dan sir dung:
- Xé dau tai gidy va lay tuyp Kingluub ra khoi tui gidy.
- Rut dau ng chira gel.
- bét tuyp vao dm dao sau khoang Scm.
- Bom dung dich vao sau bén trong dm dao.
- Rat tuyp ra sau khi da bom xong.
4, Canh bao va than trong:
- San pham khong anh huéng dén qua trinh thu thai khi giao hop.
- Khong str dung cho phu nir dang mang thai.
- 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 ving kin ludn

sach sé€.



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

- Trong qua trinh st dung Kingluub, khéng can dung cac san pham vé sinh va thudc
phu khoa khéc.

5. Piéu kién bao quan:

Dé noi kho mat, tranh anh sang, nguén nhiét.

6. Co s& s¢ hitu TTBYT

Cong ty cb phan tap doan duoc pham qudc té An Duong - VN.

Pia chi: S6 31 Phung Chi Kién, Phuong Tan Binh, Thanh phd Hai Duong, Tinh Hai
Duong, Viét Nam

DT 0973711269 Fax:

7. Co sé san xuat

San xuét tai: CONG TY CO PHAN DUGC MY PHAM QUOC TE BIOSANTIS

Pia chi: Puong Nguyén Vin Linh, Phuong Ban Yén Nhan, Thi xa My Hao, Tinh Hung
Yén, Viét Nam.

DT: 0972123669. Fax:

8. Co s& phan phoi

Cong ty cb phan tap doan duoc pham qudc té An Duong - VN.

Pia chi: S6 31 Phung Chi Kién, Phudng Tan Binh, Thanh phd Hai Duong, Tinh Hai
Duong, Viét Nam

bT 0973711269 Fax:




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

%

Fin Duong Phoma
GEL PHU KHOA
2017} )

Wnglib

O trgy [arm sach vang & Jao
ndi cac chat ban - dich nridy - md trdng
Igtra nguy co gdy bénn pru khoa
hang viém nhiém arr dag
A B3 Arel =5
w) A7) -7 el - A p
Wolsh g 98 oy
2 7 oy

Bao

gyﬁK@@hmﬁﬁé

A

//
/ S ALE sl
COde l‘ : sur dung mét fan =0 i :
ar [ —— E gg
) = (=}
J Hop 5 tube x 3,59 822 8 Y,




N

AVATEK SCIENCE TECHNOLOGY JSC Y,
TRUNG TAM KIEM NGHIEM VA TU VAN UDKH AVATEK m@g
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;ﬁ\ VLAT 1.1154
AVAT E K ‘ ISO/EC 17025:2017

Trang/ Page No: 1/2 KET QUA THU NGHIEM M3 s&/ Ref. No: AVA2230700082-1
TEST REPORT

Tén khach hang/ Client's Name - CONG TY cO PHAN TAP POAN DU'Q'C PHAM QUOC TE AN DUO'NG - VN

Dia chif Client's Address - S6 31 Phuing Chi Kién, Phuérng Tan Binh, Thanh phd Hai Drong, Tinh Hai
Dwong, Viét Nam

Ngay nhan mau/ Date sample(s) : 27/06/2023

received

Ngay tra két qua/ Date of Issue : 04/07/2023

Théng tin mau/ Name of Sample : GEL PHU KHOA

Model: KINGLUUB
Nha san xuét: CONG TY CO PHAN DUQ'C MY PHAM QUOC TE BIOSANTIS | _‘f’/;,,y
bija chi: Bwéng Nguyén Vin Linh, Phwong Bén Yén Nhan, Thj xa My Hao, 46
Tinh Hwng Yén.

M6 ta mau/ Sample Description . Bung trong tube — 3,59

Bang két qua/ Results Table

STT/ Chi Tiéu Thir Nghiém/ Két Qua/ Pon Vi/ Phwong Phap Thov/
No. Testing Analysis(s) Restilt (s) Unit Test Method
s Dang gel, mau
1 |Cam guan / Sensory FAngaiio - AVA-KN-PP.HL/195
2 |pH/pH 5.16 - AVA-KN-PP.HL/194
Khéng phat hién/ . .
3 |Arsenic (As) / Arsenic (As) Not Detected ma/kg AVA-KN-PP.QP/038
(LOD = 0.02)
Khong phat hién/
4 |Chi (Pb) / Lead (Pb) Not Detected mg/kg AVA-KN-PP.QP/039
(LOD =0.02) ’
Khéng phat hién/
5  [Thay ngan (Hg) / Mercury (Hg) Not Detected mg/kg AVA-KN-PP.QP/041
(LOD = 0.02)
6 Pseudomonas aeruginosa / Pseudomonas Khéng phat hién/ ia Dugc dién Viét Nam V (Phu
aeruginosa Not Detected luc 13.6)
—

CONG TY CO PHAN KHOA HOC CONG NGHE AVATEK

Pia chi: 66/122 Binh Thanh, P. Binh Hirng Hoa B; Q. Binh Tan, TP. H6:Chi Minh

Telephone: 19003466 Website: Avateklab:vn AVA-QA-TTCL/7.8/F.01 LBH: 02
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Trang! Page No: 2/2 KET QUA THU NGHIEM Ma s6/ Ref. No: AVA2230700082-1
TEST REPORT
STT/ Chi Tiéu Thir Nghiém/ Két Qua/ bon Vif Phwong Phap Thov/
No. Testing Analysis(s) Resuit (s) Unit Test Method
Bao ttr vi khuan ki khi khir sulfit (Clostridia) (**) / %
O] SRS ) 1 hong phat hign Duoc didn Viet Nam V (Phy
7  |Spores of sulfite-reducing anaerobes (Clostridia) /g
Y Not Detected luc 13.6)
**) e
W . s Khéng phét hién/ Duorc dién Vié (Phu
8 |Escherichia coli / Escherichia coli /g NA
Not Detected luc 138X \o

Cha thich/ Remarks:
1. (*): Chi tiéu thudc pham vi céng nhan ISO/IEC 17025:2017/ (*): Items are currently within the ISO/IEC 1‘EK:
accreditation scope.

2. (**): Chi tiéu gtri nha thau phu./ (**): ltems are tested by subcontractor.
3. ©€N): Chj tiéu duoc chi dinh clia Cuc Chan Nubi./ ©N): Analytical criteria recognized by the Department of Livestock
Production.

4. LOD: Gi%i han phat hign clia phuong phép./ Limited of detection.

5. LOQ: Gi¢i han djnh lgng ctia phwong phap./ Limit of Quantitation.

6. K&t qua phan tich chi cé gid tri trén mau thir nhan duwgc tir khach hang/ Testing results in this test report are valid only
for the sample(s) as received.

7. Bao c4o nay khong dwgc sao chép mét cach khdng day da hoic khong cé sw chép thuan clia AVATEK!/ This report
will not be reproducted except in full, without approval of AVATEK.

PHU TRACH KY THUAT GIAM POC
TECHNICAL MANAGER DIRECTOR

A=

NGUYEN H(*U TRUYEN - : ;

CONG TY CO PHAN KHOA HOC CONG NGHE AVATEK

Bia chi: 66/122 Binh Thanh, P. Binh Hung Hoa B, Q. Binh Tan, TRP. Ho Chi'Minh
Telephone: 19003466 Website: Avateklab.vn AVA-QA-TTCL/7.8/F.01 LBH: 02




