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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia trang thiét bi y té thudc loai A

S6 cong bd: 220000773/PCBA-HN
Ngay cong bo: 04/03/2022

1. Tén co s& cong bd: CHI NHANH CONG TY CO PHAN DUQC VAT TU
Y TE HAI DUONG TAI HA NOI ’ ‘ ,

2. bia chi: Lo dat s6 01 6 D6C, Khu dau gia quyén su dung dat, Phuong Xuan
La, Quan Tay HO, Thanh phé Ha Noi

3. S6 vin ban cua co so: 2202/HD-TBYTA Ngay: 10/02/2022

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Goi mudi rara miii

Tén thuong mai:

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

Chung loai: Hyper Salt

M3 san pham (néu co):

Quy cach dong goi: Hop 5 go1, 10 goéi, 14 goi, 20 goi, 28 goi, 30 goi, 50 goi,
100 goi.

Muc dich st dung: - Rira v¢ sinh mili, xoang hang ngay va sau khi phau thuat
gitp loai bo dich nhay, bui ban, cac yéu td gay bénh qua dudng hod hap

- HO tro diéu tri va phong ngtra cac bénh ly viém mi, viém xoang cap, man
tinh, viém mui di ing, nghet mui, s6 mili, viém miii thai ky, cam cum va virus
lay qua duong ho hap trén.

- Gitr am cho niém mac miii trong mdi truong khong khi kho hodc sir dung
diéu hoa lién tuc.

Tén co s& san xuat: NHA MAY HDPHARMA EU - CONG TY CO PHAN
DUGQC VAT TU Y TE HAI DUONG

Pia chi co s san xuit: Thira dat sb 307, Cum cong nghi¢p Cam Thuong,
Phuong Cam Thuong, Thanh ph Hai Duong, Tinh Hai Dwong, Viét Nam
Tiéu chuan chét luong san pham 4p dung: Tiéu chuan co s&

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



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

Tén chi s¢ hitu: CONG TY CO PHAN DUQC VAT TU'Y TE HAI DUONG
Dia chi chi s¢ hiru: S6 102, phd Chi Lang, Phuong Nguyén Trai, Thanh phd
Hai Duong, tinh Hai Duong, Viét 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: 200000001/PCBSX-HD

9. Thanh phan ho so:

1 | Van ban cong bé tiéu chuan ap dung doi véi trang thiét bi y té thuoe |
loai A

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

3 | Gidy uy quyén cta chi s¢ hitu trang thiét bi y té X

4 | Gidy x4c nhan du diéu kién bao hanh X

5 | Tai liéu mo ta tom tit k¥ thuét trang thiét bi y té bang tiéng Viét X

6 | Ban tiéu chuin ma chi s¢ hitu trang thiét bi y té cong bd ap dung X

7 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cic thong s6 khac do|
co s& du diéu kién theo quy dinh ctia phap luat vé danh gia su phu
hop cap hodc Gidy chirng nhan danh gia chét luong do co quan c6
thim quyén cua Viét Nam cip di véi TTBYT chéan doan in vitro
(TTBYT san xuét trong nudc)

g | Tai liéu k¥ thuat mo ta chirc nang, thong s k¥ thuat cua trang thiét bi|
y te do chu s& hitu trang thiét bi y té ban hanh

9 | Tai liéu hudng dan su dung cua trang thiét bi y te bang tleng Viét; doi|
v6i trang thiét bi y té nhap khau kém theo ban gbc bang tiéng Anh do
chu s hitu trang thiét bi y té ban hanh

10 | Mau nhén trang thiét bi y té X
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MUC BICH SUDUNG:

- Aitta vé sinh m{i, xoang hang ngay va sau khi phiu thudt giop
loai bé dich nhay, byi ban, cac yéu 16 gay bénh qua duiing hé
hip.

- Ho trg diéu trj v phong nglia cac bénh Iy viém moi, viém
xoang cdp, man tinh, viém midi Gng, nghet mdi, 58 mai, viem
miithai ky, cAm cum va virus lay qua dudng hd hdp trén,

- Gii &m cho niém mac mdi trong mai trudng khdng khi khd
ho#c s dynig diéu hoa lign tyc.

BOITUGNG SUDUNG:

- Mgudi o6 bainh b vé mdi, xoang, bdnh nhan sau philu thudt
mii, xoang.

= Nguti hay nal ngdy do nghet mii hodc lam vide trong céc
khu vyc nha may, cong truting nhigu khoi byi, hoa chét dge hai
wa ngudi hay hit thude.

- Ngudi thuéing xuyén lam viéc trong moi truéing dé lay bénh
nhunhan vién y 1, gido vién, ca s hay van ddng vign thé thao.

BAO QUAN: Noi khé réo, thodng mat. Tranh 4nh sang trc tidp
TIEU CHUAN: TCCS
SO LUU HANH TTBYT:
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SODIUM CHLORIDE /-SODIUM HYALURONATE # SODIUM BICARBONATE

@ Rifa vé sinh mii, xoang hang ngay va sau khi phau thuat gitp loai bo
dich nhay, bui ban, céc yéu 16 gy bénh qua dudng hd hap.
@ Hd trg diéu tri va phong ngila cac bénh Iy viém mdi, viém xoang cép,
man tinh, viem mdi dj ting, nghet mdi, S0 mi, viém mi thai ky, cam
* cUm va virus lay qua dutng ho hap trén.
© Gifi 4m cho niém mac mdi trong mai truéng khdng khi kho hodc st

—— dung diéu hoa lién tuc.
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THANH PHAN:
Sodium Chloride 4,5g, Sodium Bicarbonate, Sodium
Hyaluronate.

UU DIEM SAN PHAM:

- Hyper Salt |4 sy két hgp gifa mudi véi hé dém phi hop
cho mii - xoang, cung vdi Sodium Hyaluronate gidp gid
Am va tao ldp mang bao vé cho niém mac mi, gitp lam
lo@ing va sach dich nhay mai, dem lai tAc dung hidu qua
trong gidm tinh frang nghet mii, 6 mii va viém mi ,
viém xoang va sau phiu thuat.

- Gidi phap giam su dung khang sinh tién tién frong ho
trg didu tri nhidm khudn dudng ho hép trén.

CACH DUNG:
sqch {nude tinh khifit, rudc miy inc holic nutc dun sai dé

0 mi ik sach & 16 thanh dung dich ding trusng 0.9%, 5t
hing ngiry.

300 mi nute spch o8 tao thinh dung dich uu triang 1,5%, sddyng
il micii xoang khi cé bénh b v mili xoang hode sau khiphii thudt,
Phi 2 o8 mulil v 300 mi made sach of 2o thish dung dich u ruong 3%, sii dung
i midi Zoang s phiu thudt hodc theo chi dinh cGa bac 51
Mgy riia mdi 2-3 Lin hodc theo chi dinh cfia bac sT
S diang dun dich mudivil dung oy s mdi chupdn dyng ti nhi holle che ca sdy i,
Bt 1: Pha dung dich mudi ding tniing hode ta trigng ty thea il dink v mue

o iy w8 v s, 5 bAng g
J oy rleg mOivikd 1 b 18 mii, cho dung
i chdly mat it xudng hong), Lis
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| SODIUM CHLORIDE //SODIUM HYALURONATE / SODIUM BIGARBONATE

@ Riia vé sinh mili, xoang hang ngay va sau khi phau thuét gitp loai bo
dich nhdy, bui ban, c4c y&u to gay bénh qua dudng hd hap.

@ Ha trg diéu tri va phong ngtfa céc bénh Iy viém mdi, viém xoang cap,
man tinh, viém mii di ing, nghet mdi, s0 mai, viém mdi thai ky, cam
clim va virus lay qua dudng ho hap trén.

@ Gii am cho niém mac mii trong moi trudng khong khi kho hodc st
dung diéu hoa lién tuc.

Pharma




MUOI TIEU CHUAN PHA TIEM USP

HYPER Salt

SO[}IUM CHLORIDE Si]I]IUM HYALURONATE § SODIUM BICARBONATE

@ Fila v sinh mii, xoang hang ngay va sau khi phd thudt ghin loal b5 dich nhdy. bul bén, cac y¥ 16 gay bénh qua duding ho hip.
° maa:mammwmummmmwmmmwﬁwwmsﬂmmmuv




|

{ “ [CONG TY COPHAN Ot

2| pygc VATTUY TE

HUGNG DAN SU DUNG

o .“.

41 N A \ A1 ‘. ] il
i NHANH \ea\\ G6i muoi rira miii

Hyper Salt

phan:
Thanh phan cho 1 géi mudi: Sodium Chloride 4,5g, Sodium Bicarbonate, Sodium

Hyaluronate.

Muc dich sir dung:

- Rira vé sinh miii, xoang hang ngay va sau khi phiu thuat gitip loai bo dich nhay, bui
ban, cac yéu t6 gy bénh qua dudng ho hip.

- HBb tro didu tri va phong ngira céc bénh Iy viém miii, viém xoang cip, man tinh, viém
miii di g, nghet miii, sé mii, viém mii thai ky, cdm cim va virus lay qua dudng ho
hép trén.

- Giir 4m cho niém mac miii trong méi trudng khong khi kho hodc sir dung diéu hoa

lién tuc.

Giai phdp giam sir dung khdng sinh tién tién trong hé tro diéu tri nhiém khudn dwong hé

hdp trén

Poi twgng sir dung:

- Ngudi ¢6 bénh ly vé miii, xoang, bénh nhan sau phau thuat miii, xoang.

- Nguoi hay ngi ngdy do nghet miii hodc lam viéc trong céac khu vuc nha may, cong
trromg nhiéu khoéi bui, hoa chat doc hai va ngudi hay hit thude.

- Ngudi thuong xuyén lam viéc trong méi truong dé lay bénh nhu nhén vién y té, gido

vién, ca si hay van dong vién thé thao.

Cach dung:

Hoa tan g6i mudi v6i nude sach (nude tinh khiét, nrée may loc hodc nude dun soi dé
ngudi) nhu sau:

Pha 1 géi mudi v6i 500 ml nuéc sach dé tao thanh dung dich déng truong 0,9%, sir dung
vé€ sinh mili xoang hang ngay.

Pha 1 g6i mudi v6i 300 ml nuée sach dé tao thanh dung dich wu truong 1,5%, str dung
rira miii xoang khi ¢6 bénh Iy vé mili xoang hodc sau khi phau thuat.
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mili xoang sau phau thuat hodc theo chi dinh cua bac si.
Ngay rira miii 2-3 1an hoic theo chi dinh ciia béc si.
Sir dung dung dich mudi vé6i dung cu rira miii chuyén dung tai nha hogc céc co sd y té.

- Budc 1: Pha dung dich mudi déng trrong hodc wu truong tiy theo chi dinh va myc
dich sir dung.

- Bude 2: Plng trude bdn rira, hoi ciii ddu vé phia trude, thé bing miéng.

- Budc 3: Dbc ngugce binh va dit dau cia dung cu rira mili vao 1 bén 16 mili, cho dung
dich chay tir miii bén nay sang miii bén kia (dich ¢o thé chay mét it xudng hong).
Lap lai thao tac cho dén khi dich chay ra trong va sach.

- Buéc 4: Nghiéng vé phia ddi dién v6i bén miii vira rira, xi nhe dé loai bé dung dich
trong miii nhung khong bit chat miii dé tranh ap luc 1én mang nhi tai, khac bo phan
dich chay xudng hong.

- Budc 5: Lap lai thao tac bude 3 va bude 4 véi bén miii con lai.

- Budc 6: Sau khi sir dung can vé sinh dung cu sach sé&, lau kho va bao quan.

Chong chi dinh:
Ngudi man cam véi bat ky thanh phan nao ctia san pham.

Canh bao va than trong:
Tré em st dung duéi sw huéng din clia ngudi 16n.

Bao quan: Noi kho rdo, thoang mét, tranh 4nh sang truc tiép.
Han dung: 36 thang ké tir ngay san xuit.

Nha san xuit:
NHA MAY HDPHARMA EU - CONG TY CO PHAN DUQC VAT TU Y TE HAI DUONG
Thira d4t s 307, Cum cong nghiép Cam Thugng, Phuong Cam Thugng,
Thanh phd Hai Duong, Tinh Hai Dwong, Viét Nam

Nha phén phoi: .
CONG TY CO PHAN PAU TU & THUONG MAI QUOC TE TAM VIET
139 Pa Loc, Thon Bau, X4 Kim Chung, Huyén Pong Anh, Thanh phd Ha Noi, Viét Nam




TIEU CHUAN CO SO
05:2021/TV-TCCS

GOI MUOI RUA MUI HYPER SALT

1. PHAM VI AP DUNG

Tiéu chuén nay 4p dung cho san phdm G6i mudi rira miii (Chung loai/M4 san phim:
Hyper Salt) do Nha may HDPHARMA EU - Céng ty C6 phan Dugc VTYT Hii Duong
san Xuét.

2. THANH PHAN
Thanh phan cho 1 géi mubi: Sodium chloride 4,5 g; Sodium hyaluronate; Sodium

bicarbonate.
3. YEU CAUKY THUAT
STT “Tén chi tiéu | Yéu cau
1 Tinh chét Trang thai: Dang bot/com

Mau séc: Trang hodc gan nhir tring.
2 | Do dong déu khdi luong 4,58 g/gbi = 10%
3 | Dinh lugng Ham lugng NaCl: 4,5 g/g6i £ 10%

4. PHUONG PHAP THU

4.1. Tinh chat:

Bing cam quan, ché phim phai dat yéu cau.

4.2. Py dong déu khdi heong:

Cén khéi luong ca géi (m,). Ding kéo cit m& gbi, @6 hét hdn hop trong gbi ra. Dung
khan gidy lau khd mit trong cta g6i, can xac dinh khéi lrgng gbi rdng (ms). Khdi lugng
ché phim trong g6i dugce tinh bang hidu sé m; — m,. Tién hanh twong ty véi 19 géi khac
ldy ngdu nhién. Khéng dwoc ¢ qua 2 don vi cé khdi lugng nim ngoai gidi han quy
dinh (4,58 g/gbi + 10%) va khéng duoc cé don vi ndo c6 khdi lugng vuot glp dbi gidi
han quy dinh (4,58 g/gdi + 20%).

4.3. Pinh lwong:

L4y 10 goi, xac dinh khéi lugng trung binh ché phim trong 1 goi, tron déu. Hoa tan
chinh xé4c khoang 0,9 g ché pham trong 100,0 ml nuéc duge dung dich A.

Lay chinh xac 10,0 ml dung dich A, cho vao binh nén 100 ml, thém 3 giot dung dich
Kali cromat (TT) 1am chi thi. Dinh lugng bing dung dich Bac nitrat 0,1 N (CD) dén khi




¢6 tiia hong.
1 ml dung dich Bac nitrat 0,1 N (CP) tuong duong 5,844 mg NaCl.

5. PONG GOI, GHI NHAN, BAO QUAN
- Hop 5 géi, 10 goi, 14 goi, 20 gbi, 28 goi, 30 gobi, 50 géi, 100 goi.
- Nhan ghi rd rang, ding quy dinh.
- Baéo quan: Noi khé rao, thoang mat, tranh anh sang truc tiép.
- Han st dung: 36 thang tir ngay san xuét.

Hai Dwong, ngay 29 thang 11 ndm 2021

&

EQ CHUC, CA NHAN W&C\M

TONG GIAMBOC
DSCK1: NGUYEN THITU ANH




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

CHI NHANH CONG TY CO PHAN DUGC VAT TU Y TE HAI DUGNG TAI HA NOI

Pia chi: Lo dat s6 01 6 D6C, Khu dau gia quyén sir dung dat, Phuong Xuéan La, Quan Tay Ho,

Thanh phé Ha Nbi, Viét Nam

Ngay 14 thang 01 nam 2022

STT

A
Pé muc

Noi dung

I

Tém tit chung vé trang thiét bi y té

1.1

M5 ta tong quan

G6i muoi rira miii Hyper Salt 12 su két hop giita mudi véi
hé dém phu hgp cho miii - xoang, cing vdi Sodium
hyaluronate giup giit 4m va tao 16p mang bao vé cho niém
mac miii, gitp lam lodng va sach dich nhay mii, dem lai tac
dung hiéu qua trong giam tinh trang nghet miii, s6 miii va
viém mili, viém xoang va sau phau thuat.

|

Lich str dua san
pham ra thi
truong

Cung c4p danh séch cdc nudc ma san phim da duge bén trén
thi truong: Khong co

1.3

Muc dich sir dung

- Rira vé sinh mili, xoang hang ngdy va sau khi phau thuat
gitip loai bé dich nhdy, bui ban, cac yéu t& gdy bénh qua
dudng ho hap.

- Hd trg didu tri va phong ngira cac bénh ly viém mili, viém
xoang cép, man tinh, viém mili di tng, nghet mii, s6 miii,
viém miii thai ky, cdm cim va virus liy qua dudng hd hap
trén.

- Giit &m cho niém mac miii trong méi trudng khong khi khé
hoéc str dung diéu hoa lién tuc.

1.4

Théng tin cap
phép luu hanh tai
cac nudce

Cung cap thong tin vé tinh trang cap phép luu hanh san phdm
tai cac nude sau: cac nudce thanh vién EU, Nhat Ban, Canada,
Uc (TGA), My (FDA), Anh, Thuy Si: Khéong ding ky luu
hanh

125

Cac thong tin
quan trong lién

- Cung cép thong tin tom tat vé cac sur cb bét loi da Xay ra,
cac hanh dong khic phuc dam bao an toan trén thi trudng tir




quan dén sy an
toan/ hiéu qua cua
san pham

khi san pham duoc dua ra thi truong hodc trong 5 nim gan
day: Khong c6 thong tin.

- Thanh phin Sodium hyaluronate ¢6 ngudn gdc tir qué trinh
1én men vi khuén,

II

M0 ta trang thiét biy té

2.1

MO0 ta trang thiét
biy té

Thanh phéan cho 1 g6i mudi: Sodium Chloride 4,5 g; Sodium
Bicarbonate; Sodium Hyaluronate.

G6i mudi sau khi pha v&i nude sach tao thanh dung dich
mudi, ding rira vé sinh miii, xoang gitp rira tréi dich nhay,
bui bén, cic yéu t§ giy bénh dudng ho hap.

Dung dich Sodium chloride ndng d6 wu trrong hut nude tir té
bao vi khuén, lam vi khuén bi bat hoat. Dung dich mubi wu
trurong ciing gitip giam phil né niém mac miii, giam tinh trang
nghet miii.

Sodium bicarbonate tao hé &ém diéu chinh pH ctia dung dich
phu hop cho mili, xoang.

Sodium hyaluronate gitip gir 4m va tao 16p mang bao vé cho
niém mac mii.

2.2

Hudng dan sir
dung

Hoa tan goi mudi v6i nude sach (nude tinh khiét, nudec may
loc hozic nuée dun sbi d& ngudi) nhwr sau:

Pha 1 géi mudi véi 500 ml nudce sach dé tao thanh dung dich
dang trwong 0,9%, sir dung vé sinh miii xoang hang ngay.
Pha 1 géi mudi véi 300 ml nudce sach dé tao thanh dung dich
wu truong 1,5%, st dung rira miii xoang khi c6 bénh Iy vé
mili xoang hodc sau khi phau thuat.

Pha 2 g6i mudi véi 300 ml nude sach @ tao thanh dung dich
wu treong 3%, sir dung rira mili xoang sau phau thuit hoic
theo chi dinh cua béac si.

Ngay rira miii 2-3 1an hoic theo chi dinh cua béc si.

Str dung dung dich mudi v6i dung cu rira miii chuyén dung
tai nha hodc cac cosd y té.

- Bu6c 1: Pha dung dich mudi déng truong hodc uu trrong
tuy theo chi dinh va muc dich sir dung.

- Budc 2: Ping trude bdn rira, hoi ciii dau vé phia trudce, tho
bing miéng.




- Buée 3: Doc nguoc binh va dit dau cia dung cu rira milii
vao 1 bén 16 miii, cho dung dich chay tir miii bén nay sang
miii bén kia (dich c6 thé chay mdt it xudng hong). Lip lai
thao tac cho dén khi dich chay ra trong va sach.

- Bu6c 4: Nghiéng vé phia ddi dién véi bén miii vira rira, xi
nhe d loai bo dung dich trong miii nhung khong bit chit miii
dé tranh 4p luc 1én mang nhi tai, khac bd phéan dich chay
xubng hong.

- Bude 5: Lap lai thao tac budce 3 va budce 4 vdi bén miii con
lai.

- Budc 6: Sau khi sir dung can vé sinh dung cu sach sé€, lau
kho va bao quan.

2.3 | Chéngchidinh | Ngudi min cam véi bat ky thanh phan nio ciia san pham

2.4 | Canh bao va than | Tré em sir dung duéi sw hudng dan ciia ngudi 16n
trong

2.5 | Céactac dung bat | Chua ghi nhan
loi tiém an

2.6 | Phuong phép diéu | C6 thé sir dung két hop cac phuong phap didu tri khac theo
tri thay thé huéng dan cia thiy thude.

2.7 | Théng tin vé - Sodium chloride:

nguyén vat liéu

Cong thire phan tir: NaCl

Khéi hrong phan tir: 58,44

Bot két tinh tring hodc gin nhu tring hay tinh thé khong
mau hay hat tring hodc gan nhu tring. D& tan trong nudc
thue té khong tan trong ethanol khan.

Nhiét d6 nong chay: 801°C.

Natri 1a cation chinh cua dich ngoai bao va c6 chirc nang chu
yéu trong diéu hoa sy phan bb nuée, can bang nude, dién giai
va 4p suét thim thiu cua dich co thé. Clorid 14 anion chinh
cia dich ngoai bao. Dung dich natri clorid 0,9% (ding
trrong) ¢6 ap suét tham théu xap xi v6i dich trong co thé.

- Sodium bicarbonate:

Cong thire phéan tir: NaHCO3

Khéi lrgng phén tir: 84,01

Bot két tinh tring. Tan trong nudc, thuc té khong tan trong




ethanol 96 %.

Nhiét d6 nong chay: 50°C.

Natri bicarbonat giit vai trd quan trong trong hé théng dém
cua khoang ngoai bao.

- Sodium hyaluronate:

Cong thirc phén tir: (C14H20NNaO11)n

Sodium hyaluronate 12 mudi natri ctia acid hyaluronic, mot
glycosaminoglycan bao gdm cac don vi disaccharide cua d-
glucuronic acid va N-acetyl-d-glucosamine.

Bot mau tring hodc gin ngu tring, rat hat 4m. Tan trong
nudc, thuc té khong tan trong aceton va ethanol khan.

Nhiét d nong chay: 241-247°C.

Sodium hyaluronate, duéi dang acid hyaluronic dugc phén
b rong rai trong moéi trudng ngoai bao cia cac md lién két,
biéu md, mé than kinh va ndi mé gidc mac cia dong vat co

va.
2.8 | Cacthong s6ky |- Go6i mudi sau khi pha véi nuée sach theo huéng dan tao
thut c6 lién quan | thanh dung dich c6 ndng d6 Sodium chloride 0,9% (ding
truong hodc 1,5%; 3% (uu truong).
- Dong géi: Hop 5 goi, 10 goi, 14 gbi, 20 gobi, 28 gbi, 30 goi,
50 goi, 100 goi.
- Bao quan: Noi khé rdo, thodng mat, tranh anh sang truc
tiép.
Il | Tém tit vé tai liéu xdc minh va thim dinh thiét ké
- San pham dugc kiém soét chat lwgng theo tidu chuin co s& s§ 05:2021/TV-
TCCS (ndp kém trong hd so cong bd)
- Két qua danh gia cac thong sb clia san phim theo tiéu chuin co sé do co so di
diéu kién theo quy dinh cia phap luat vé dénh gia su pht hop cip (ndp kém trong
hé so cong bd)
IV | Bang chirng Iim sang
Khong 4p dung
V | Théong tin vé san xuit
5.1 | Nha sin xuit NHA MAY HDPHARMA EU - CONG TY CO PHAN

DUQC VAT TU Y TE HAI DUCNG
Pia chi: Thira dat s 307, Cum cong nghiép Cim Thuong,




Phuong Cim Thuong, Thanh phé Hai Dwong, Tinh Hai

Duong, Viét Nam

3.2

Quy trinh san
xuét

Sodium chloride,
Sodium bicarbonate,
Sodium hyaluronate

= Cén
"| nguyén liéu

A
Ray
nguyén liéu

Tron dong
nhét

Y
DPéng hdn

Kiém nghiém

Mang ép gbi

Hép, HDSD

4

hop bt vao [ 7| b4n thanh phém
g6i

Y

Déng goi

=X n
cdp 2 Kiém nghiém

Y

thanh phim

(Boéng hop)

Co s¢ dang ky luu hanh cam két nhitng ndi dung trén 1a dlng su that va chiu trach nhiém

trrde phap ludt vé céc thong tin da ké khai néu trén.

Nguoi dai dién hop phap cia co s&
Ky pea(Ghishp-ién day dii, chirc danh)
‘ \dc‘zu hodc chit ky .

HO TONG GIAMDEC
DS.BONGQC SON




CHI NHANH CONG TY CO PHAN DUGC CONG HOA XA HOI CHU NGHIA VIET NAM
VAT TU' Y TE HAI DUONG TAI HA NOI

S6: 01/2022/HD-PL

Poc lap - Tw do - Hanh phiic

Ha N¢i, ngay 26 thang 01 ndm 2022

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Cén cir Nghi dinh s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh phi v& quan
Iy trang thiét bi y té;

Can ctr Thong tw 39/2016/TT- BYT ngay 28 thang 10 ndm 2016 ciia B Y té vé quy dinh
chi tiét viéc phan loai trang thiét bi y té.

Chung t6i phan phan loai trang thiét bi y té nhu sau:

TT

Tén trang
thiét bi y té

Chiing loai/
mai san
pham

Hang, nwéc
san XuAt,

Hang, nuwéc
chii s& hiru

Muc dich sir
dung theo chi
dinh cia chi s&
hiru

Can cir
dé phan
loai mirc
dd rairo

Mirc do
rii ro
dwgc
phan
loai

G6i mudi
rira miii

Hyper Salt

NHA MAY
HDPHARMA
EU - CONG
TY CO PHAN
DUQC VAT
TU Y TE HAI
DUONG,
Viét Nam

CONG TY
CO PHAN
DUGC
VATTU Y
TE HAI
DUONG,
Viét Nam

- Rira v€ sinh
mili, xoang hang
ngay va sau khi
phéu thuat gitp
loai bo dich
nhdy, bui bén,
cac yéu tb gay
bénh qua dudng
ho hap

- HO tro diéu tri
va phong ngtra
cac bénh ly
viém miii, viém
xoang cip, man
tinh, viém miii
di tmg, nghet
mili, s6 miii,
viém mili thai
ky, cam ciim va
virus ldy qua
dudng ho hip
trén.

- Giir 4m cho
niém mac miii
trong moi
truong khong
khi kho hodc str

Quy tic 5

TTBYT
Loai A




dung diéu hoa
lién tuc.

Ngudi dai dién hop phap cia co sé
thwe hién phén loai

(Ky tén, ghi ho tén day di, chirc danh)

Xac nhdn bang ddu hodc chit ky

PHO 'l:_éNG GIAMBOC
DS.PONGOC SON




