SO Y TE HA NOI CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

THONG TIN

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

S6 cong bd: 220001313/PCBA-HN
Ngay cong bo: 22/04/2022

1. Tén co s& cong bd: CONG TY CO PHAN DUGC PHAM MID

2. Dia chi: {

Dong, Thar

3. Sb van ban cua co s&: 002-22/VBCB Ngay: 16/04/2022

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Xit chong sau rang MIDKID

Tén thuong mai: Xit chdng sau raing MIDKID

M3 Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: MIDKID.2

M3 san pham (néu co):

Quy cach déng goi: Lo 20ml, 30ml

Muyc dich st dung: - Gitp lam sach khoang miéng, bao vé men rang, ngan
ngura ) vang rang.

- Ut ché, khong tao diéu kién cho vi khuan hinh thanh acid trong khoang
miéng sau bira an, trung hoa acid du thura do thirc an trong miéng, ngéan chén
mang bam chira vi khuan gy sdu rang, sun rang, ha rang, viém loi.

- Chong lai khang nguyén glucosyltransferase cta vi khuan S.mutans, trc ché
su hinh thanh va tang truéng cua vi khuan'S.mutans, {rc ché sy bam dinh cua
vi khuan S.mutans vao bé mat rang, e ché su hinh tl}énh glucan boi vi khuén
S.mutans, phong ngra va ho trg diéu tri sdu rang, chong viém sau khi nho
rang. o \

- Cung cap Flo giap phuc hoi ton thuong rang trong giai doan dau, bao vé men
rang gi'c’m} tinh hoa tan vo1 acid, giam € bubt rang. ) _?
- Cung cap cac dudng chat giup giam viém loi, nhanh lam lanh vét thuong, ton
thwong tai khoang miéng, giup loi chic khoe.

Tén co s san xuat: Nha may Dugc phdm DKPharma - Chi nhanh Bic Ninh
Céng ty C6 phan Dugc Khoa



Dia chi co s san xuat:

Tiéu chuin chat luong san phadm ap dung: Tiéu chuin co s¢

5. D6i véi trang thiét bi y té chira chit ma tay, tién chat (néu co):
6. Thong tin vé chu s& hitu trang thiét bi y té:

Tén chii s¢ hitu: Cong ty c¢b phan Dugc pham MID

Dia chi chu s& hiru:

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

8. S6 cong bd du diéu kién san xuat ddi voi trang thiét bi y té san xut trong
nudc: 200000002/PCBSX-BN
9. Thanh phan hd so:

1 | Van ban cong b6 tiéu chuan ap dung ddi véi trang thiét bi y té thudc X
loai A

2 | Gidy chiung nhan dat tiéu chuan quan 1y chit lugng ISO 13485 X

3 | Gidy uy quyén cua chu s hitu trang thiét b y té X

4 | Gidy xéac nhan du didu kién bao hanh X

5 | Ban tiéu chudn ma chi s¢ hiru trang thiét bi y té cong bd ap dung X

6 | Két qua ddnh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do|
co so du diéu kién theo quy dinh cua phap luat vé ddnh gia su phu
hop cap hodc Gidy ching nhén danh gia chét lugng do co quan ¢o
tham quyén cua Viét Nam cap dbi véi TTBYT chan doan in vitro
(TTBYT san xuét trong nudc)

7 | Tai liéu k¥ thuat mé ta chirc ning, thong s6 ky thuat cia trang thiét bi|
y t€ do chu s¢ hiru trang thiét bi y té ban hanh

g | Tailiéu huong dan st dung cua trang thiét bi y te bdng t1cng Viét; doi|
v6i trang thiét bi y té nhap khau kém theo ban gdc bang tiéng Anh do
chu s¢ hitu trang thiét bi y té ban hanh

9 | Miu nhin trang thiét bi y té X




CONG TY TNHH DICH VU \'A
THUONG MAI THIET B] Y TE
COLNEPH

S&: 0653 PL-COLNEPH/
190000025/PCBPL-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM

Dje Iip - Ty do - Hanh phic

Ha Ngi, ngay 02 thdang 4 ndm 2021

BAN KET QUA PHAN LOAI TRANG THIET B] Y TE

Ciin cir Nghj dinh s6 36/2016/ND-CP ngay 15 thang 5 nam 2016 ciia Chinh phti vé quan

Iy trang thiét bj y té:

Can cir Nghi dmh s6 169/2018 /ND- CI‘I ngdy 31 thiang 12 nim 2018 cia Chinh phu sira
dbi bd sung mdt sé didu coa Ng,h; dinh sb 36/2016/ND-CP ngay 15 thing 5 nim 2016 cia
Chinh phi vé quan |y trang thiét bj y té;

Can ctr Phiéu tiép nhan hd so cong bd du didu kién phén logi sé 190000025 do B Y 1é

cip ngay 04/11/2019;

Can cir gidy chimg chi hanh nghé phiin logi cla ngudi thyc hién phin loai sé:

19000577/BYT-CCHNPL, ngay cip: 13/08/2019;

Theo véu cdu eiia CONG TY CO PHAN DUGC PHAM MID cé dia chi S& R03R

‘Trang thiét bj y don I¢ nhu sau:

(Chi tiét bing két qud phan logi ¢ trang sau)

Ngudi thue hién phiin loai

\-'
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\g_uzvtn Huy Hoing
Trang thiét b| v 1¢ khéng la trang thiét bj
3 té chin dodn in vitro

Noi u.'f{m
-BOY té;

- Hai quan ctra khiu;
- Luu VT.

Pién thoai:
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E - Gitp lam sach
1 chéng | MIDKID khoang mi¢ng, bao vé
siu | men ring, nglin ngira
ring 0 vang rang.
MIDKID Nha mdy - Ngin chin méng
Dugc bam chira vi Khudn
phdm CONG TY | £dy sdu ring, sun
‘ DKPHARMA- | CO PHAN | rang, h ring, viém
| Chi DUQC | lei. "
i nhanh Bic PHAM | - Phong ngira vi hd Qu;; °l A
Ninh MID - | trg diéu tr siu rang,
Cong 1y ¢0 Vigt chdng viém sau khi
phin Nam | nhd ring.
Dugc Khoa - - Gidip gidm & budt
Vigt Nam ring, gidm viém lqn.
nhanh l.’:m lanh vét
thuong, tén thuong tai
' khoang mi¢ng, gidp
lgi chic khoe.
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