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CONG HOA XA HQI CHU NGHIA VIET NAM
Poc ldp - Tw do - Hanh phie

CONG TY TNHH THUONG MAI
VA DICH VU Y TE MEDNOVUM

Sé: 19/MED1220 TP. Ho Chi Minh, ngay 22 thang 12 ndm 2020

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén ctr Nghi dinh 6 36/2016/ND-CP ngay 15 thang 5 nam 2016 ctiia Chinh phu vé quan ly trang thiét bi y
te;

Cén cir Nghi dinh s6 169/2018 /ND-CP ngay 31 thang 12 ndm 2018 cta Chinh phu sira @i bd sung mdt
50 dleu ctia Nghi dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 cua Chinh phu v& quan 1y trang thiét
bi y té;

Cin ctt Phiéu tidp nhan hd so cong bb du didu kién phén loai s6 200000017/PCBPL-BYT do Bo Y ¢ cap
ngay 24/02/2020;

Cén ctt gifly ching chi hanh nghé phan loai ctia nguoi thye hién phén loai s6: 19000432/BYT-CCHNPL,
ngay cdp: 13/08/2019;

Theo yéu cdu clia CONG TY TNHH DUGC PHAM XANH BT, ¢6 dia chi tai Ndm Giai, Xa Trang Luong,
Thi x4 Pong Tridu, Tinh Quang Ninh, chung t6i phan loai trang thiét bi y té nhu sau:

Chung
logi/ ma
san phim

Tén trang
thiet biy
te

TT]

Hang, nwéc

san xuat

Hang, nuwde

chit so hiru

Muc dich sir dung
theo chi dinh cua chu
s0 hitu.

Cian cir dé
phén loai
mire do riiro

Mire do rui
ro duoc
phin loai

Véi dic tinh [uu bién

giam dau rat.

HG30 Cong ty Cong ty dang gel c6 tac dung \
Gol batda TNHH TNHH nhanh chéng tao 16p |QT 1 - Phan II
P llorteho Dugc phim | Duge phdm phu sinh hoc bao vé bé| — Théng tu ol
Gel xanh DT, | xanh DT, mat vung da ton 39/2016/TT-
G L il thuong, co tac dung BYT
HGS50 Viét Nam | Viét Nam lam mat, lam se da,

Nguwdi thye hién phin loai
(Ky tén, ghi ho tén (?ay i, chire danh)

TRAN TIEN LAM

Trang thiét bi y t& khong Ia trang thiét bi y té chén dodn in
vitro

Noi nliin:

B Y t;

- S Y 1é céc tinh, thanh phé;
- Hii quan cira khiu;

- Luu: VT,

e

Ngudi dai di¢n hep phép ciia co sé thwe hién
phan loai
(I\y 1én, ghi ho tén c?‘c.ry d, chirc danh)

,stf?fnq déu hodic chit ky 56

GO™enllovum

SERVED BY EXPERTS

Tang 8, Toa nha Pax Sky 2, 34A Pham Ngoc Thach
Phudng 6, Quén 3, Tp. HB Chi Minh.

T.(028) 3911 1551
F. (028) 3911 0922

E. info@mednovum.com.vn
W. www.mednovum.com.vn
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CONG TY TNHH DUQC PHAM XANH DT

TIEU CHUAN CO SO

GEL BOI DA |
HEMONO GEL

TCCS: 20:2020/DPX

QUANG NINH 2020




https://vnras.com/drug/

CONG BO TIEU CHUAN CHAT LUQNG
SAN PHAM - HANG HOA

Doanh nghiép: Cong ty TNHH Dwge pham Xanh PT
Dia chi: thon Nam Giai, xi Trang Luong, TX. Pong Triéu, tinh Quang Ninh.

CONG BO
Tiéu chuan co s& s6 : TCCS: 20:2020/DPX
Ap dung cho san pham hang hoa : Gel boi da HEMONO GEL
Mi s6 chung loai : HG30 va HG50

Cong ty TNHH Duoc pham Xanh DT cam két san xuAt, kinh doanh san pham

hang hod theo dung ti€u chuan céng bo néu trén.

Quang Ninh, ngay 03 thang 12 nam 2020
)
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TIEU CHUAN CO SO
CONG TY TNHH GEL BOI DA TCCS: 20:2020/DPX
DUQC PHAM XANH PT HEMONO GEL — ——
C6 hiéu luc tir ngay ky

1. YEUCAUKY THUAT
1.1. Cong thirc diéu ché
Gel boi da Hemono Gel/ HG30 (Tube 30 mL)

TT Tén Ham lwong (mg) Tiéu chuin
1 | Chiét xuét diép ca 10.00 TC Nha san xuat
2 | Chiét xuét tra xanh 10.00 TC Nha san xuat
3 | Chiét xuat 16 hoi 10.00 TC Nha san xuat
4 | Tinh chét nghé " 10.00 TC Nha san xuat
5 Magnesi sulfat (MgS0O4.7H20) 2.55 f % Nhéqsén xuat
6 Calci clorid 1.30 Dat ti€u chuan DDVN IV
7 | Natri clorid 270.00 TC Nha san xuat
8 Natri metasilicat (Na;Si103.5H>0) 186.00 TC Nha san xuat
9 Sulfated castor oil (50%) 393.00 TC Nha san xuat
10 | Hydroxyehylcellulose 600.00 TC Nha san xuat
11 | Bac nano 20 ppm TC Nha san xuat
12 [ Nutc tinh khiét Vd 30 mL TC Nha san xuat ol
S
Gel béi da Hemono Gel/ HG50 Tube 50 mL K ‘
TT o Tén Ham luwgng (mg) Tiéu chuin ’ ' .|
1 | Chiét xuat di€p ca 16.67 TC Nha san xuat
2 | Chiét xut tra xanh 16.67 TC Nha san xuat
3 | Chiét xuét 16 hoi 16.67 TC Nha san xuat
4 | Tinh chit nghé 16.67 TC Nha san xuat
5 | Magnesi sulfat (MgS0O4.7H20) 4.25 TC Nha san xuét
6 | Calci clorid 2.17 Pat tiéu chuin DDVN IV
7 | Natri clorid 450.00 TC Nha san xuét
8 | Natri metasilicat (Na2Si03.5H20) 310.00 TC Nha san xudt
9 | Sulfated castor oil (50%) 655.00 TC Nha san xuét
10 | Hydroxyehylcellulose 1,000.00 TC Nha san xuét
11 | Bac nano 20 ppm TC Nha san xudt
12 | Nudc tinh khiét Vd 50 mL TC Nha san xuét

1.2.Chat lwgng thanh pham

1.2.1. Tinh chat: Gel dac trong subt.

1.2.2. Dinh tinh:
Ché pham phai thé hién

phép thur dinh tinh cua ion clorid.

1.2.3. Gidi han cho phép vé thé tich: 30 mL + 10 % hodc 50 mL + 10 %

1.24. pH:7,0-17.,5.
1.2.5. Do nhot: 5000cP & 2750
1.2.6. Gioi han nhiém khuan:

rpm tai 25°C Brookfield
Dat murc 2, phu luc 13.6, DBVN IV.

1.2.7. Kich irng da: Khong kich tng.

2. PHUONG PHAP THU

2.1. Tinh chit: Biang cam quan, ché phdm phai dat theo yéu cau.

2.2. Dinh tinh:
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Dung dich S cho phéan tmg (A) trong phan dinh tinh ion clorid (Phu luc 8.1).
2.3. Giéi han cho phép vé thé tich.

Thtr theo DBDVN IV, phu luc 11.1.

2.4. pH

Thir theo DDVN 1V, phu luc 6.2.

2.5. D) nhét

Thr theo USP 38 (<912> Viscosity — Rotational methods, Method II).

2.7. Gi6i han nhiém khuén

Thir theo DDVN IV, phu luc 13.6.

3. PONG GOI, BAO QUAN
3.1. Pong goi
Gel dugc dong trong tube nhyua dung tich 30 mL hodc 50 mL
3.2. Biao quin
Bao quan trong diéu kién kho rao, nhiét do khong quéa 25°C, tranh anh sang.
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575 Quang Trung Il - P.Dong Ve - TP.Thanh Héa PHIEU PHA N_TI CH so.03nN/2020

DT: 0237.3951429 - Fax: 0237.3953604 (Phiéu chi c6 gid tri véi mdu phadn tich)
Maéu dé phan tich: GEL BOI DA HEMONO GEL.
Noi sdn xudt: Céng ty TNHH Dugc phdm Xanh BT - Thén Nam Giai, Xa&
Trang Luong, Thi xa Péng Triéu, Tinh Quang Ninh.
S48 16: HMO1; Han ding: 02/01/2024
Noi givi mdu: Cong ty TNHH Dugc phdm Xanh BT - Thén Nim Giai, Xa
Trang Luong, Thi xa& Péng Triédu, Tinh Quang Ninh.
Ngumnhgn mau : DS Nguyén Thi Hai Linh

Yéu cau KN (ghi ro ngi dung, 8, ngay, thing, nim ciia cong vdn hay giay to kém theo)/
Phan tich chéat lugng/
(Bién ban gui mau cua Trung tam Kiém nghiém Thanh Hoéa ngay 05/01/2021)

Ngay, thang, ndm nhin mdu: 05/01/2021 Séiang ky KN: 54GN/03
Thir theo: TCCS: 20¢ 2020/DPX P il
Tinh trang méu khi nh@n va mé niém phong dé phan tich: Mau /t)'( do\ng tuyg_}@ml nat
kin.
1 £ A S i ey » \ \ -
sy YEU CAU = #22ns ﬂ@EG m\ﬂ“ﬂ{ﬂ{ KET QUA ;
1. Tinh chat: Gel dic trong subt. Gel dic tron

i carnﬁu\r\ - .

suot.
FN \ ‘ / ;

2. Pinh tinh: Ché pham cho. phan BN

DBVN W_ - BL 8 i
ung dinh tlnh ‘cua ion Clorld N . BRCRT
3. Gidi han cho _phép vé tha t:l.ch e o B G 3 55 ol
30ml + 108. o/ > ' o
4, $H: 1,0 - 8/0 dung dich 10%

‘ A

J:rong fméc / DBVN V PL 6.2 7:56
5 P§ nhét: 5000 cP + 10%. USP 38 5126 cP
6. Giéi han nhiém khuan:
6.1 Tong 56 vi khudn hiéu khi DDVN V - PL 13.6 < 10 CFU/g
6.2 Téng sb n&m méc - ndm men DBVN V - PL 13.6 < 10 CFU/g

" Trang: 172

Cac bdn trich, sao két qua nay sé khong co gid tri néu khdng cé sw dong v cia Trung tam kiém nghiém Thanh Hoa
TTKN/BM/25.09 Ban hanh 01/12/2015
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NHRY MREPERRY AU /05

6.3 Staphylococcus aureus Khéo hat
e DBVN V - PL 13.6 nd P
hién
6.4 p i ' 5ng pha
seudomonas aeruginosa DDVN V - PL 13.6 Khogzéi at

(*) : Chi tiéu chua c6 trong danh myc phép thir dugc cong nhdn ISO/IEC 17025.
Thanh Hoa, ngay 11 thang 01 ndm 2021
AM POC

THANS
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Trang: 2/2

Cdc ban trich, sao két qua nay sé khong cd gid tr néu khong c6 sy dong y cia Trung tdm Kiém nghi¢m Thanh Hoa
TTKN/BM25.09
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