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

S4: 210002140/PCBA-HN Thanh phé Ha Néi, ngay 14 thang 12 nim 2021

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY CO PHAN PAU TU VA THUONG MAI QUOC TE TAM
VIET

2. Pia chi: 139 Pa Loc, Thon Bau, Xa Kim Chung, Huyén Dong Anh, Thanh ph Ha Noi

3. S6 vin ban dé nghi cua co sé: 04/TAMVIET-CBTTBYT Ngay: 12/11/2021

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Dung dich xit mili vu truong 3%

Chung loai/ma san pham: Hyper salt spray/ TV.04

Tén co s san xuat: Cong ty Co phan Duge VTYT Hai Duong

Dia chi co s san xuat: S6 102, phd Chi Lang, Phuong Nguyén Trai, Thanh phd Hai Duong, Tinh
Hai Duong, Viét Nam

Tiéu chuan chét luong san pham ap dung: 04:2021/TV - TCCS

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu s& hitu: CONG TY CO PHAN PAU TU & THUONG MAI QUOC TE TAM VIET

Dia chi chua so hiru: 139 Pa Loc, Thon Bau, Xa Kim Chung, Huyén Bong Anh, thanh phé Ha N1,
Viét Nam

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan ly chat luong con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ky thuat TTBYT theo Mau sb 1 (d6i voi TTBYT thong thuong va
IVD la may, thiét bi...), Mau s0 2 (d61 véi TTBYT IVD la thuoc thir, chat hi€u chuan,
vat ligu ki€m soat in vitro) tai Phu luc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Vi Phuong Bong
Chanh Van phong




CONG HOA XA HQI CHU NGHIA VIET NAM
Déc 1ap — Tu do — Hanh phuiic

BAN CONG BO PHU HOP TIEU CHUAN CO SO

Tén t6 chirc, ¢4 nhin: CONG TY CO PHAN DPAU TU & THUONG MAI
QUOC TE TAM VIET

Dia chi: 139 Pa Ljc, Thon Bau, X Kim Chung, Huyén Péng Anh, thanh phé Ha
Nbi, Viét Nam

CONG BO:

San pham: Dung dich xit mii wu truong 3%

Chuing loai/M3 san phdm: Hyper salt spray / TV.04

Sén xuét tai: Cong ty C5 phan Dugc VTYT Hai Duong

Dia chi: 86 102, phé Chi Lang, Phuong Nguyén Trai, Thanh phd Hai Duong,
Tinh Hai Duong, Viét Nam

Phu hop véi tiéu chudn co sé sé: 04:2021/TV -TCCS

Ha Ngi, ngay 30 thdng 10 ndm 2021




1. PHAM VI AP DUNG

Tiéu chuén nay ap dung cho san pham Dung dich xit miii vu trvong 3% (Ching
loai/M4 san phim: Hyper salt spray / TV.04) do Céng ty c6 phin du tu &
thuong mai qudc t& Tam Viét s hitu, céng bd; Cong ty C5 phan Dugec VIYT

Hai Duong san xuat.

2. THANH PHAN

Thanh phf}m: Sodium chloride 3%, Sodium hyaluronate 0,02%, Potassium
dihydrogen phosphate, Potassium hydrogen phosphate,
Methylsulfonylmethane, Disodium edetate, Benzalkonium chloride,

Distilled water.
Lo HDPE/PE/PET/PVC/LDPE/PP/PS/thuy tinh.

3. YEU CAU KY THUAT

3.1.

Cac chi tiéu cam quan:
Trang thai: Dang dung dich

Mau sac: khong mau dén vang nhat.

3.2. Cac chi tiéu Iy héa:
STT Tén chi tiéu Yéu ciu
1 Do ddng déu thé tich + 10%
2 pH 3.8-7.5
3.3. Cac chi tiéu vi sinh vat:
STT Tén chi tiéu Pon vi tinh Mikc cong bo
R L V‘k’;l‘?h R O A Khéng 16n hon 500
) Pseudo?zonas Kol T Khoéng dugri co tr’ong 0,1ml
aeruginosa mau thir
’ Khéng & 5 trong 0,1ml
3 Staphylococcus aureus Khuan lac ong u(_)'c: c0 ‘Ong —
mau thir
. ; 5 5 trong 0,1ml
4 Nam Candida albicans Khuén lac g duqi = ’ong o
mau thir




3.4. Cic chi tiéu kim loai nang:

STT Tén chi tiéu Pon vi tinh Mikc cong bd
1 Arsen Ppm Khoéng qua 5
2 Chi Ppm Khoéng qua 20
3 Thuy ngén Ppm Khoéng qua 1

4. PONG GOI, GHI NHAN, BAO QUAN

- Lo 10ml, 15 ml, 20 ml, 25 ml, 30 ml, 50 ml, 70 ml, 75 ml, 100 ml, 125 ml, 150
ml; Hop 1 lo, 3 1o, 5 1o, 6 lo, 10 lo, 20 lo, 30 lo. Hodc quy cach phu hgp v6i nhu
céu thi truong.

- Lo HDPE/PE/PET/PVC/LDPE/PP/PS/thuy tinh.

- Nhin ghi rd rang, ding quy dinh.

- Bao quan: Noi khd mat, nhiét d6 khong qua 30°C, tranh 4nh néng tryc tiép. Dé xa
tAm tay tré em.

- Thoi han sir dung: 36 thang tir ngay san Xuét.




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

Tén co s& ding ky: CONG TY CO PHAN PAU TU & THUONG MAI QUOC TE
TAM VIET
Dia chi: 139 Pa Loc, Thén Biu, Xi Kim Chung, Huyén Pong Anh, thanh phd Ha Noi,
Viét Nam.

STT

A
be muc

Noi dung mé ta tém tit

1

Mé ta san phim trang

thiét bj y té:

1.1

MO ta trang thiét bi y
té

Tén san pham: Dung dich xit miii vu truong 3%

Chuing loai/M4 san phdm: Hyper salt spray / TV.04

La trang thiét bi y té loai A gdm dung dich xit miii wu truong
3% cung hé dém phu hop cho mili - xoang két hop cing
Sodium Hyaluronate gitip giam sung huyét miii, ting d6 4m
trong miii, 1am lodng dich nhiy & mdii, dem lai tac dyung hiéu
qua trong moi tinh hudng tic nghén niém mac miii gitp giam
viém miii, nghet miii, sé miii va viém mii sinh Iy.

Quy cach dong géi: Lo 10 ml, 15 ml, 20 ml, 25 ml, 30 ml, 50
ml, 70 ml, 75 ml, 100 ml, 125 ml, 150 ml; Hop 1 lo, 3 lo, 5 lo,
6 lo, 10 lg, 20 lo, 30 lo. Ho#ic quy cach phil hop v6i nhu ciu thi
trudong

12

Danh muc linh kién
va phu kién

- Thanh phan: Sodium chloride 3%, Sodium hyaluronate
0,02%, Potassium dihydrogen phosphate, Potassium hydrogen
phosphate, Methylsulfonylmethane, Disodium edetate,
Benzalkonium chloride, Distilled water.

- Lo HDPE/PE/PET/PVC/LDPE/PP/PS/thuy tinh.

1.3

[Muc dich/Chi dinh st
dung

Vé sinh mili gitip 1am 4m va loai bd dich nhay, bui bin cing
cac yéu té gy bénh duong hé hip trén. Dic biét trong cac
trudng hgp cam lanh, viém miii, viém xoang xuét tiét diém
mach va moi tinh hudng trong tic ngh&n niém mac miii.

Giit 4m cho niém mac miii do khéng khi khé va sir dung didu
hoa lién tuc.

14

h{uéng dan sir dung

- Xit 2-3 1an mdi bén miii va 2-3 1in mdi ngay.

- Str dung nhiéu hon khi cén thiét hoc theo chi dinh clia bac sy
khuyén dung.

- Lam sach du voi sau khi sir dung.




- San pham c6 the st dung lién tuc va an toan vdi tré nho, phu
nir c6 thai.

1.5 [Chéng chi dinh Ngudi man cam véi bat ctr thanh phan nio cta san pham.

- San pham khéng ding dé nhé mat, khéng ding dé tiém.
- Khong ding cho ngudi mén cam véi bat cir thanh phin nao

2 Canh bao va than ctia san pham.
" ftrong - Chua ghi nhan bao cdo vé cac phan tng phu ctia san pham.
- Céc thanh phan trong san phdm an toan va cho phép sir dung
nhiéu lan.
Téc dung bat loi ¢4 _
17 |20 CUnEDEINEO 1 opra ghi nhan.

thé xay ra
Théng tin san pham d luu hanh tai cdc nude (néu c6): Khéng cé.
3 [Chi dinh d& déng ky & cac nudc khac (néu c6): Khong co.

Thong tin vé tinh an toan/ vin hanh déng luu y cla san pham trang thiét bj y té: Khong]

A o cO.
T
i Pt ” - - P A ~ A Y 1 , A 1 . r
(1< il T%D&  Co s& dang ky luu hanh cam két nhitng ndi dung trén la dung su tht va chiu trach
\*\  audt nhiém trudc phap luét vé cac thong tin da ké khai néu trén.
TAM V

Ha No¢i, ngay 30 thang 10 ndm 2021

Ngwoi dai-dién hgp phap cia co s¢

=/ O PHAN

DAU TU & THUGNG MaH 9
Quoc TE /
TAM VIET /;




NQI DUNG HUGNG DAN SU DUNG

DUNG DICH XIT MUI UU TRUONG 3% HYPER SALT SPRAY

Dung dich xit miii wu truong 3% Hyper salt spray cing hé dém pht hop cho miii -
xoang két hop ciing Sodium Hyaluronate gitip gidm sung huyét miii, ting d6 4m
trong mili, 1am lodng dich nhiy & miii, dem lai tac dung hiéu qua trong moi tinh
hudng tic nghén niém mac mii gitip gidm viém mili, nghet mi, s midii va viém
miii sinh ly.

Thanh phin: Sodium chloride 3%, Sodium hyaluronate 0,02%, Potassium
dihydrogen phosphate, Potassium hydrogen phosphate, Methylsulfonylmethane,
Disodium edetate, Benzalkonium chloride, Distilled water.

Muc dich sir dung:

Vé sinh mili gitp 1am 4m va loai b dich nhay, bui ban ciing cac yéu t6 gy bénh
duong hé hép trén. Pic biét trong céc trudng hop cam lanh, viém miii, viém
xoang xuét tiét diém mach va moi tinh hudng trong tic nghén niém mac mii.

Gitr 4m cho niém mac miii do khéng khi khd va sir dung diéu hoa lién tuc.

Hwéng din sir dung:

Xit 2-3 14n mbi bén miii va 2-3 1dn mdi ngay.

Sir dung nhiéu hon khi can thiét hogic theo chi dinh ciia bac s§ khuyén dung.

Lam sach dau voi sau khi str dung.

San pham c6 thé sir dung lién tuc va an toan véi tré nhd, phu nit c6 thai.
Thong tin canh bao:
San phim khéng ding d& nho mét, khong ding dé tiém.

Khéng ding cho ngudi min cam véi bat cir thanh phan ndo cta san phim.

Chua ghi nhin bao cao vé cac phan ing phu ctia san pham.

Céc thanh phn trong san phdm an toan va cho phép sir dung nhiéu lan.
Chong chi dinh: Khong ding cho ngudi man cam véi bét ctr thanh phan nao clia

san phim.

Thoi han sit dung: 36 thang tir ngdy san xuét. Ngdy san xuit va han st dung in
trén bao bi san phim.

Bio quan: Noi khé mat, nhiét d6 khong quéa 30°C, tranh 4nh ning truc tiép. Dé xa

tm tay tré em.




Quy cach: Lo 10 ml, 15 ml, 20 ml, 25 ml, 30 ml, 50 ml, 70 ml, 75 ml, 100 ml, 125
ml, 150 ml; Hop 1 1o, 3 19, 5 1o, 6 1o, 10 1o, 20 lo, 30 lo.

Nha san xuit: Cong ty Cb phan Dugc Vit tu y té Hai Duong

Dia chi: S6 102, phé Chi Lang, Phuong Nguy&n Trai, Thanh phé Hai Duong, Tinh
Hai Duong, Viét Nam

Chii s& hiru s6 lwu hanh TTBYT va phén phéi:

Cong ty cb phan diu tu va thwong mai quéc t& Tam Viét

Dia chi: 139 Pa Léc, Thon Bau, X4 Kim Chung, Huyén Péng Anh, Thanh phé Ha
Nbi.

S6 lwu hanh TTBYT:

“/  CO PHAN
i[ % (DAUTU & THUONG Mg} S
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Dung djch xjt mii uu trudng

3%

NOSE & SINUS

HYPER
Salt Spray

SAFE FOR CHILDREN AND

SODIUM CHLORIDE 3%
SODIUM BICARBONATE

WITH 6
HYALURONIC ACID

PREGNANT WOMEN

Giam viém mi, nghet mi ty nhién

khdng géy kho rat

70ml

DIEM SAN PHAM:

Dung dich xit mi uu truong 3% Hyper Salt
Spray cung hé dém phu hop cho mii - xoang
két hop cung Sodium Hyaluronate gidp gidm
sung huyét mii, tang do 4m trong mdi, lam
lodng dich nhay & mdi, dem lai tac dyng higu
qua trong moi tinh hudng the nghén niém mac
mii gilp gidm vidm mi, nghet mii, s6 mii va
viém mdi sinh ly.

MUC BiCH SU DUNG:

Vé sinh miii gitip 1am dm va loai b dich nhay, byi
bén ciing cAc yéu 16 gy bénh dudng hé hép trén.
Dic bigt trong cac trudng hgp cam lanh, viém mii,
viém xoang xudt iét didm mach va moi finh hugng
trong tAc nghén niém mac mai.

Gill &m cho niém mac mii do khéng khi khé va
sl dung didu hoa lién tuc.

HUGNG DAN SU DUNG:

-Xit 2-3 1&n méi bén mii va 2-3 14n méi ngay.

-8 dung nhidu han khi c4n thiét hoéic theo chi dinh
clia bac sy khuyén dung.

-Lam sach ddu voi sau khi st dung.

Sén pham c6 thé sif dung lién tuc va an toan véi tré
nhd, phy nif ¢ thai.

BAO QUAN:

Nai khd mét, nhigt dd khéng qua 30°C, tranh &nh
néng tryc tiép. Dé xa tam tay tré em.

CHONG CHi BINH:

Ngudi man cam véi bat cd thanh phan nao cla
san phdm.

Canh bdo vé thin trong:

~Sén pham khéng diing dé nhé mét, khdng diing dé tiém.

~Khding diing cho nquel mén cém vl bét ci thénh phdn nio cia sén phém.
~Chua ghi nhén béo cdo vé cdc phan dng phy cla san pham.

~Céc thanh phén trong sén pham an 1odn v cho phép sd dung nhiéu in.
Cosdsanxudt: | .

CONG TY CO PHAN DUOC VTYT HAI DUONG
Dia chi: $6 102, phd Chi Lang, phudng Nguyén
Trai, thanh phd Hai Dudng, tinh Hai Dudng.

Pharma

Chii & hiiu 56 Iutu hanh TTBYT va phan phai:
CONGTY CPDAU TU VA THUONG MAI QUGC TE TAM VIET
Dia chi: 139 Da Loc, Kim Chung, Béng Anh, HN

Website:Duoctamviet.com.vn

Dung dich xit mi uu truong

3% }
NOSE & SIN '

HYPER

Salt Spray

SODIUM CHLORIDE 3%
SODIUM BICARBONATE

WITH 6
HYALURONIC ACID

AN TOAN CHO TRE EM VA
PHU NU CO THAI

Giam viém mdi, nghet mdi ty nhién
khéng gay kho rat

THANH PHAN:

Sodium chloride 3%, Sodium hyaluronate 0,02%,
Potassium dihydrogen phosphate, Potassium hydrogen
phosphate, Methylsulfonylmethane, Disodium edetate,
Benzalkonium chloride, Distilled water.

PRODUCT ADVANTAGES:

Hyper Salt Spray 3% hypertonic nasal spray
with a suitable buffer system for the nose -
sinuses combined with Sodium Hyaluronate to
help reduce nasal congestion, increase moisture
in the nose, thin mucus in the nose, bring
effective effects in all situations nasal mucosal
obstruction helps to reduce rhinitis. stuffy nose,
runny nose and physiological rhinitis.

USES/ PURPOSES OF USE:

Cleaning the nose helps to moisten and
remove mucus, dirt, and other factors that
cause upper respiratory infections. Especially
in cases of colds, rhinitis , sinusitis, vascular
point exudates and all situations in nasal
mucosal obstruction. Keep the nasal mucosa
warm and moist due to dry air and constant
use of air conditioners. The product can be
used continuously and safely with children,
pregnant women.

HOW TO USE:

- Spray 3 - 5 times in each nostril and 2 - 3
times daily

- Use more as needed or as directed by a
physician.

- Clean the nozzle after use

PRESERVATION:
Keep in a dry place and out of reach of children.
STADARD: TCCS
TIEU CHUAN: TCCS
$6 luu hanh TTBYT:
LSX:
NSX:
HSD:

UET MA
BE DAT HANG




