Maiu s6 01

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

Tén co s¢ dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | Mo ta san pham trang thiét bi y t¢: Nhom san pham
1- GACY TE (chwra tiét trung)
2- GACY TE (da tiét trung)
1.1 | Mo ta trang thiét bi y té

1- Gacy té

* Gac duogc cit va gip va may
(hoac khong may) thanh tung
miéng, véi nhiéu kich thudc va
quy cach khac nhau, cé céac tén
goi khac nhau, gdm c6 cac
loai:

Tén goi: Gac y té& quy cach:
5cm x 5ecm; 5¢cm x 6,5cm; 5cm
X 7cm; S5em x 7,5cm; ...

- Tén goi: Gac phau thuat: quy
cach: 7,5cm x 20cm; 7,5cm X
30cm;. ..

- Tén goi: Gac dan hmu: quy
cach: 1,5cm x80cm; 2cm X
20cm; 2cm x 30cm; 3,5cm x
75cm; 4,5cm x 75cm; 5cm X
80cm;...

- Tén goi: Gac ép so ndo: quy
cach: 1cm x 4cm; 1cm x 8cm;
2cm X 4cm; 2cm X 8cm;...

- Tén goi: Gac cAu: 10cm x
10cm; 40cm x 40cm; @ 45;
Gac ciu da khoa 030; Gac cau
than 19cm x 22cm; Gac con
23cm x 25¢m; Gac bong 23cm
X 80cm; So r1 san; Gac cu
au,...

- S6 I6p gdp ciia miéng gac: 2
16p; 4 16p; 6 16p; 8 16p; 12 16p;
16 16p;...

- San pham c6 thé c6 soi can
quang hodc khoéng co soi can

Nguyén li¢u:

Gac duoc dét tir soi cotton 100%, c6 chi s6 soi doc
32s/1 va chi sb soi ngang 32s/1.

Chi tiéu vé ngoai quan:

Trang thai: khéng dwoc am uét, soi chac, min.

Mui vi: khong dwoc ¢6 mii mbe hodc mui khac la.
Mau sac: phai hoan toan tring, khong duoc ding chat
quang sac.

Tap chét: chi co soi bong, khong c6 loai soi ndo khac.
Sau khi xir Iy hoa chat san pham dat cac chi tiéu chét
luong theo Ban bd sung Dugc dién Viét Nam, xuat
ban lan thtr 1 (1930-77)

Quy cach dong goi:

*

Gacy té:

Gac y té (miéng) duoc goi kin trong 1 16p bao P.E
hozc bao hién thi, sau d6 dong vao thung carton hozic
duoc gbi kin vao 1 16p bao P.P, sau d6 dong vao 1
I6p bao P.E hoac bao hién thi roi dong vao thing
carton.

Gac phau thuat duoc géi kin vao bao P.E, sau d6
dong vao thung carton hoac dugc goi kin trong 1 16p
bao P.P, sau d6 dong vao 1 16p bao hién thi roi dong
vao thung carton.

Gac dan hru dugc goi kin vao 1 16p bao P.E, sau d6
dong vao 1 16p bao P.P rdi dong vao thiing carton.
Gac ép so nao dugc goi kin vao 1 16p bao P.P, sau do
dong vao 1 16p bao hién thi rdi déng vao thung
carton;

Gac cau, Gac con, Gac bong,. .. duoc goi kin vao bao
P.E hoic bao hién thi, sau d6 déng vao thung carton.

San pham néu ¢ yéu cu tiét tring s& dugc tiét tring
bang khi EO




quang, tiy theo nhu cau khach
hang
1.2 | Danh myc linh kién va phu kién Khong c6
1.3 | Muyc dich/ Chi dinh str dung Gacy té dung dé thAm hat dich vét thuong hodc dung
bang dap vét thuong, dung chén cam mau, dan luu dich,
mau, mu. ..
1.4 | Huéng dan sir dung - X¢é bao bi theo dudng cat san.
- Dung miéng gac thim thudc sat tring dé lau rira vét
thuong hodc dung miéng gac dap 1én vét thuong can
cham so6c
1.5 | Chéng chi dinh Khéng co
1.6 | Canh bao va than trong San pham sir dung mot lan
1.7 | Tac dung bat lgi c6 thé xayra | Khdng c6
2 | Thong tin san pham da luu hanh tai cac nude: Chua xuét ban nudc ngodi

Co so dang ky Ivu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trudce phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cuaa co s6
GIAM bOC

Nguyén Vin Ninh




Maiu s6 01

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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | Mo ta san pham trang thiét bi y t¢: Nhém sdn pham
BANG CUOQN Y TE (GAC CUON Y TE)
1.1 | MO ta trang thiét bi y té
Bang cudn (Gac cudn) | Nguyén liéu: )
* Puoc lam tll’ vai gac y te. | Gac duoc dé‘g tir soi cotton 100%, c6 chi so soi doc
Gac duoc quan va cat thanh | 32s/1 va chi so soi ngang 32s/1.
trng cudon nho, cc’)‘ cac kich | Chi tiéu vé ngoai quan: q ’
thudc khac nhau, gom c6 cac | - Trang thai: khong dugc am udt, soi chac, min.
loai: - Mui vi: khong dugc ¢ mui moc hoac mui khac la.
- Tén goi: Bing cudn y &, quy | - Mau sac: phai hoan toan trang, khong dugc dung chat
cach: kh6 0,07m quang sac. _ o
- 0,07m x 1,5m; 0,07m x 2m; | - Tap chat: chi co s¢i bong, khong co loai sei nao khac.
0,07m x 2,5m; 0,07m x 3m; | - Sau khi xur Iy hoa chat san pham dat cac chi tiéu chat
0,07m x 5m,.... luong theo Ban bo sung Duogc dién Viét Nam, xuat
- Tén goi: Bang cudn y t&, quy ban }an thEI 1 (1,9,30-77)
cach: kho 0,09m Quy cach dong goi:
- 0,09m x 2m; 0,09m X 2,5m:; B?\‘/}%F“"P VBt? & (Gac et v ) duoe b
0,09m x 3m; 0,09m x 5m:| - Mol cudn Bang cuon y te’ (Gac cudn y ‘Ee) ugc boc
0.09m x 12m:. . trong 16p gidy goi; sau do duge dong vao 1 16p bao
,TA ) B“’ . . PE roi dong vao thung carton hodc dugc déng vao 1
o ;n kgl(l')xLO 1ang cuon y te, quy 16p bao PE, 1 16p bao PP roi dong vao thung carton
o x B 0. x B (s6 lugng mdi thing 500 cudn; 1.000 cudn; 2.000
i\I ’ m X m: ’h [n X OMm,... Kich cudn, tuy theo quy cach moi loai Bang cudn y t€)
g(,)al ra’ co t ¢ co Ca? 'E - Séan pham khong c6 nhu cau tiét trung
thude khac, tuy theo yéu cau
cua khéch hang.
1.2 | Danh myc linh kién va phu kién Khong c6
1.3 | Muc dich/ Chi dinh st dung Bing cudn y té dung dé bing bé, bao boc bén ngoai vét
thuong.
1.4 | Huéng dan sir dung - Xé bao bi theo dudng cit sin
- Dung cudn bang dé bang bo va cb dinh bén ngoai vét
thuong
(Cht ¥: vét thuong phai duoc lau rira bang thudce sat tring)
1.5 | Chéng chi dinh Khéng co




1.6 | Canh béo va than trong San pham st dung mot 1an
1.7 | Tac dung bat lgi c6 thé xayra | Khéng co
2 | Théng tin san phim da lvu hanh tai cac nude: Chura xuét ban nudc ngoai

Co so ding ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trude phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cuaa co so
GIAM DPOC

Nguyén Vin Ninh




Maiu s6 01

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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T6 20, 4p Lai Khé, xa Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | Mo ta san pham trang thiét bi y t¢: Nhém sdn pham
1- BONG Y TE (chwa tiét triing)
2- BONG Y TE (da tiét trung)
1.1 | MO ta trang thiét bi y té
1- Bongy te Nguyén liéu:

* BOng y té duogc cat theo cac
kich thuadc va trong luong khac
nhau, tly theo nhu cau khach
hang ma thanh pham dugc thé
hién ¢ cac loai:

- Tén goi: Bong y té (dang
miéng): dwoc cat thanh ting
miéng hinh chix nhat, thanh
pham tinh theo trong lwong goi
bong loai hang gram- gdom c6
cdc loai: 5gram; 25gram;
50gram; 100gram;...

- Tén goi: Bong y té (dang
cudn): dugc quan thanh cudn,
thanh pham tinh theo trong
lwong goi bong - loai hang:
1kg hoac 0,5kg.

* Hodc: Bong y t& duoc cit
thanh tirmg miéng hinh ovan,
hinh vubng, hinh chir nhat,...,
v6i nhiéu kich thudc khéc
nhau, thanh pham tinh theo s6
lugng hoac trong luong khi
dong goi, gdm cac loai:

- Tén goi: Béng y t& 3cm X
3cm; 4cm X 4cm; 4cm X 8cm;

- Tén goi: Bong tiém cat 2cm X
2cm; 2,5cm x 3,5cm; 3,5cm X
4cm;. ..

- Tén goi: Bong nha chu 3cm x
3cm; Bong amidal; Bong ép so

Bong y té: 1a Bong hut nude duge ché tir 1ong cua hat
cday Bong, da loai md, tay trang va lam toi.

Chi tiéu vé ngoai guan:

* Bong y té

- Trang thai: Soi manh, mém, khong c6 1an cac manh 1a
hoac vé hat.

- Mui vi: Khong mui.

- Mau sic: Bong c6 mau tring.

- Bongy té chi c6 soi bong khong c6 loai soi nao khéc.

- Sau khi xtr Iy héa chat san pham dat cac chi tiéu chat
luong theo Ban Dugc dién Viét Nam xuét ban 1an thi
4 (Phan Bong hut nudc)

Quy cach dong goi:

* Bong y té

- Bong duoc gdi kin trong 1 hodc 2 16p bao PP hoac
bao PE, sau d6 dugc dong trong thung carton.

- Bong duogc gbi kin trong bao gidy hoidc bao PP, sau
d6 dugc dong trong thung carton hodc dugc goi kin
trong bao hién thi rdi déng vao thung carton.

- San pham c6 thé & dang chua tiét trung hodc dugc tiét
tring (néu c6 yéu cau)




ndo 4cm x 8cm; Bong bang
mét 5cm x Tem;...

* Hodgc: Bong Y té duoc quan
thanh vién véi nhiéu kich
thude va hinh dang khac nhau,
thanh pham tinh theo sé lrong
hoac trong leong khi dong goi,
gom céc loai:

- Tén goi: Bong vién 5gram;
10gram; 20gram;  25gram;
40gram; 50gram; 100gram;
300gram; 500gram; 1kg;...
(duong kinh: ©@2,5; 95;...)

- Tén goi: Bong tam thudc
2cm; 2,5cm; 3cm; 3,5cm; 4cm;
5cm; 6cm; Gon lam thubc
4cm; Gon vé sinh 6¢cm; Bong
cau san khoa 2,5cm x 3,5cm;
Bong vién 2,5cm x 3,5cm;
35cm X 4cm; Gon than
3,5cm;...

1.2 | Danh muyc linh kién va phu kién | Khong c6

1.3 | Muyc dich/ Chi dinh str dung Bong y té ding dé rira sat trung vét thuong, thim hit
dich vét thuong,. ..

1.4 | Huéng dan sir dung - X¢é bao bi theo dudng cit sin
- Dung miéng bong dé thim méu va dich vét thuong,
hoac tham bong véi thude sat trung dé lau roa vét
thuong,...

1.5 | Chéng chi dinh Khéng c6

1.6 | Canh bo va than trong San pham sir dung mot lan

1.7 | Téc dung bat loi c6 thé xayra | Khdng c6

2 | Thong tin san pham d4 luu hanh tai cac nude: Chura xuat ban nude ngoai

Co so dang ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhi€ém trudce phap luat vé cac thong tin da ké khai néu trén.

Nguwoi dai dién hop phap cia co so
GIAM DOC

Nguyén Vin Ninh




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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tom tat
1 | M6 ta san pham trang thiét bi y té: Nhém san phim
1- QUE BONG Y TE (da ti¢t trung)
1.1 | Mo ta trang thiét bi y té
Que bong y té Nguyeén li¢u:
Pau que bong dugc lam tir | 1- Pau que bong: 1a thanh pham bong hdt nude duoc
bong y té, co cac quy cach | ché tir 1ong cua hat cAy Bong, d loai md, tay trang va
khac nhau, tily theo nhu cau | lam toi.
cua khach hang: 2- Que nhua (que bong y té): 1a nhya PE, PP, PVC
- Tén goi: ¢ cac tn goi khac | chinh phim hodc twong duwong
nhau tiy theo yéu cau cua | Chi tiéu vé ngoai quan:
khach hang, cu thé: que bong y | * Piu que béng v té
t&; que gon; que xét nghiém; | - Bong phai dai, xp, mém min. Bong duoc se chit,
tam bong y t6,...quy cach san | ron déu, gén chic chin vao dau que. Khi st dung
phém nhu sau: . thdm hat tot nhung khong bi tan ra, c6 thé tua xo
- Que nhya; dau bong nhieu, nhung khong déng ké va khong dé lai soi bdng trén
duong kinh dau bong tr 4-|  mat tidp xtc. Bong c6 mau trang tinh khiét, ddng
5mm; chiéu dE:ll que: 15cm;... nhat khong mui.
- Que nl}ua, d'flu bong it, duong | .. Que nhua
kml} d%L.J bong tir 2-3mm; - Que nhya phai tron, lang, duong kinh dong déu,
chieu dai que: 15cm; 10cm; khong bi gdy gap, khéng bi cong khi sir dung. Mau
7,5em;,... sac (néu co) phai khong thdi, khong lem ra céc vat
lidu tiép xuc
Quy cach dong goi:
* Que bong v té
- Que bong y t& dugc goi kin trong bao nhya PP hoic
PE hodc bao c6 16p hién thi han kin, bao dam sach s&,
sau do dugc dong vao thung carton.
- San pham thudng & dang dugc tiét tring
1.2 | Danh muyc linh kién va phu kién | Khong c6
1.3 | Muc dich/ Chi dinh st dung - Que bong y & dung dé lay mau bénh pham, rira vét
thuong, 14y hoa chit xét nghiém,. .

1.4 | Hudng dan sir dung Sau khi kiém tra bao bi va han sir dung, xé miéng bao
theo duong cit sin, dung que boéng dé ldy mau bénh
phém can xét nghiém,...

1.5 | Chéng chi dinh Khéng co




1.6 | Canh béo va than trong San pham st dung mot lan
1.7 | Tac dung bat lgi c6 thé xayra | Khéng co
2 | Théng tin san phim da lvu hanh tai cac nude: Chura xuét ban nudc ngoai

Co so ding ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trude phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cuaa co so
GIAM DPOC

Nguyén Vin Ninh




Mau s6 01

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

Tén co s¢ ding ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, xa Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat

1 | M6 ta san pham trang thiét bi y té: Nhém san phim
1- GAC SAN XUAT TU VAI KHONG DET (chura tiét triing)
2- GAC SAN XUAT TU VAI KHONG DET (da tiét trung)

1.1 | MO ta trang thiét bi y té
Gac san xuat tir vai khéng dét | Nguyén liéu:
duwoc cat, gap va may (hoic | - San pham lam tir vai khong dét (vai ngim): thanh
khong may) thanh cac loai san phan tir 100% vicose/ polyester.
pham nhur sau: - DPinh luong vai: 20gsm, 25gsm, 30gsm, 40gsm,...tay
- Tén goi: Gac phau thuat, gom theo nhu cau khach hang.
cac loai: 10cm x 20cm; 20cm x | Chi tiéu vé ngoai guan:
40cm; 30cm x 30cm; 40cm X | Mau sic: Vai c6 mau mau trang
40cm; 80cm x 80cm,...S6 16p | - Mui: Vai khdng co mui
gap: 4 16p, 6 16p, 8 16p, 10 | - Nguyén lidu vai khong dét duoc kiém soat mot sd chi
16p.... tiéu chat luong vé do bén dit cua vai, gia tri pH va
- Tén goi: Gac dan hru, gom co thoi gian thAm nudc.
cac loai: 1,5cm x80cm; 2cm X | Quy cach dong goi:
20cm; 2cm x 30cm; 3,5cm X | - Gac ph?lu thuat, Gac dan luu, Gac €p SO nado,... san
75cm; 4,5cm X 75cm; 5cm X xudt tir vai khong dét (d tiét tring) dugc goi kin vao
80cm; 6cm x 80cm;...So l6p: 1 hoac 2 16p bao P.P, hoac 1 16p bao P.P, 1 16p bao
3 16p; 4 16p; 6 16p; 8 1op; 12 |  hién thi, sau d6 dong vao thing carton.
16p;.... - San pham c6 thé & dang chua tiét tring hodc dugc tiét
- Tén goi: Gac ép so ndo, gom |  tring (néu c6 yéu cau)
cac loai: 1cm x 4cm; 1cm X
8cm; 2cm X 4cm; 2cm X 8cm;
4em x Semy;... SO 16p: 2 16p; 4
l6p;...
- San pham c6 thé cd soi can
quang hoac khoéng co soi can
quang, tiy theo nhu cau khéch
hang.

1.2 | Danh myc linh kién va phukién | Khdng c6

1.3 | Muyc dich/ Chi dinh st dung Cac san phém Gac san xuat tir vai khong dét dung dé

thdm hat dich vét thuong hodc ding bing dip vét
thuong,...
1.4 | Hudng dan sir dung - Xé bao bi theo dudng cit sin

- Duiing miéng gac dé dap 1én vét thuong sau khi da duoc




lau rtra bang thudc sat tring

1.5 | Chéng chi dinh

Khong co

1.6 | Canh béo va than trong

San phém stt dung mot lan

1.7 | Téc dung bt loi c6 thé xay ra

Khong co

2 | Théng tin san pham da lwu hanh tai cac nude: Chua xudt ban nude ngoai

Co so dang ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trudce phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap caa co s6
GIAM bOC

Nguyén Vin Ninh




Mau s6 01

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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc , , Néi dung mé ta tém tat
1 | MO ta san pham trang thiét bi y t€: Nhém séan pham )

1- MU, AO, QUAN, GIAY, SANG, KHAN,...DUNG TRONG PHAU THUAT SAN
XUAT TU VAI KHONG DET (chua tiét trung) i )

2- MU, AO, ‘QUéN, GIAAY, SANG, KHAN,...DUNG TRONG PHAU THUAT SAN
XUAT TU VAI KHONG DET (da tiét trung)

1.1 | MO ta trang thiét bi y té

Cac san pham néu trén duogc
lam tir nguyén li¢u vai khong
dét, khong ngim, gdm co cac
tén goi va kich thudc khac
nhau, tuy theo hinh dang va
nhu ciu s dung cua khach
hang. Cu thé nhu sau:

- Tén goi: Sang mo, cO Ccac
dang san pham:

* Sang moé chir nhat, kich
thude: 50cm x 50cm,. ..

* Sang mo 16 tron, kich thuéc:
50cm x 50cm,...

* Sang mé duc 13, kich thudc:
45¢cm x 45cm; 50cm x 50cm,...
* Sang mo théng thuong
(khong khoét 16), kich thudc:
50cm x 50cm; 65cm x 75cm;
60cm x 80cm; 80cm x 80cm:;
80cm x 120cm; 120cm X
140cm; 140cm x 160cm;
150cm x 250cm:;. ..

- Tén goi: Ao phau thuat: Than
40: 120cm x 142cm; Tay ao:
49cm x 50,5cm,. ..

- Tén goi: Quan phau thuat:
chiéu dai: 106,5cm ; ngang:
71,5cm,...

- Tén goi: Non phau thuat (nit/
nam): @ 53cm. Dai: 65,5cm;
ngang: 30,5cm,... c6 loai 1 16p
hodc 2 16p

Nguyén li¢u:

- San pham l1am tir vai khong dét (khong ngam):
thanh phan tr 100% Olefin hodc Polypropylen.
DPinh lugng vai khong dét: 20gsm, 25gsm, 30gsm,
35gsm, 40gsm, 45gsm, 50gsm, ... tiy theo nhu cau
cua khéach hang

Chi tiéu vé ngoai quan:

- Mau sac: Vai c6 mau xanh duong (hodc mau trang,
tly theo nhu cau khach hang)

- Mui: Vai khéng c6 mui

- Nguyén liéu vai khong dét duoc kiém soat mot s chi
tiéu chat lugng vé do bén dut cua vai, gia tri pH va
thoi gian thAm nudc.

Quy cach dong goi:

- San pham Mii, Ao, Quan, Gidy, Sang, Khan,... ding
trong phau thuat san xuét tir vai khong dét duoc gbi
kin trong 2 16p bao P.E rdi dong vio thung carton,

- Hodc: san pham dugc goi kin trong 1 16p bao P.E, 1
16p bao hién thi, sau d6 dong vao thing carton.

- San phém ¢ thé & dang chua tiét trung hodc duoc ti¢t
tring (néu c6 yéu cau)




- Tén goi: Giay thong dung: dai
80cm, cao 26¢cm, dai: 79,5cm,
ngang: 20cm,. ..

- Tén goi: Gidy cao co
(ntr,/nam): dai 40cm, cao 22cm
hoac 34cm.

1.2 | Danh myc linh kién va phu kién

Khong ¢

1.3 | Muc dich/ Chi dinh st dung

Mii, Ao, Quén, Gidy, Sang, Khan,...san xut tir vai
khong dét (khong ngam) dugc st dung trong phong mé
(phau thuat) hoac phong thi nghiém,..

1.4 | Huéng dan sir dung

- Xé bao bi theo dudng cit san

- Péi voi Mii: doi trim vao toc, phai che kin toc

- f?éi v6i Ao/ Quefln ro1 hodc b~cf) Ao lién Quén: mac ‘éo/
quan bén ngoai dong phuc phau thuat, co6 dinh do bang
cach bugc day 4o sau lung.

- Péi voi giay: mang giay phia ngoai (trum bén ngoai)
giay cua can bd y t€ dang sir dung

(Chu y: san phaim phai dugc tiét trung trude khi stir dung
trong phong phau thuat)

1.5 | Chéng chi dinh

Khong co

1.6 | Canh bo va than trong

San ph'flm st dung mot lan

1.7 | Téc dung bit loi c6 thé xay ra

Khong c6

2 | Thong tin san pham da luu hanh tai cac nude: Chua xuét ban nudc ngodi

Co so dang ky luu hanh cam két nhitng ndi dung trén 1a dung su that va chiu trach
nhiém trudce phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cuaa co s6
GIAM DPOC

Nguyén Vin Ninh




Mau s6 01

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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T6 20, 4p Lai Khé, xa Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Noi dung mé ta tém tit
1 | M6 ta san pham trang thiét bi y té: Nhém san phim
1- KHAU TRANG THAN HOAT TiNH (chwa tigt trung)
2- KHAU TRANG THAN HOAT TiNH (d tiét trung)
1.1 | Mo ta trang thiét bi y té
Thanh phan cia khau trang | Nguyén liéu:
gom: - Vai khong dét (khong ngdm): thanh phan tir 100%
* Vai khong dét (dinh lugng Olefin hodc Polypropylen.
20gsm, 30gsm,...) - DPinh luong vai khong dét: 20gsm, 30gsm,...
* Vai than hoat tinh (dinh | - Vai than hoat tinh: 45gsm,...
luong 45gsm,...) - Vailoc: 20gsm,....
* Vai loc (dinh lugng | (Tuy theo nhu cau cua khach hang c6 thé c¢6 dinh
20gsm,...) lugng vai khac)
* Day deo: 1am bang thun: kich
thuéc 17cm -> 18cm., Chi tiéu vé ngoai guan:
* Gong nhya: bé ngang 3mm, | - Khau trang c6 3 nép gap song song nhau.
bé day: 0,2mm, chiéu dai gong: | - Mau sic: mau tring (hodc co thé c6 mau xanh, tly
9cm -> 9,5¢m. Khoang cach tir | theo nhu cau caa khach hang)
bién nep gan day thun dén moc | - Mui: Vai khong ¢ mui
dinh vi chira gong khau trang | - Nguyén liéu vai khong dét dugc kiém soat mot sd chi
la 2cm -> 2,2cm. tiéu chat luong vé do bén dit cua vai, gia tri pH va
* Khau trang gém 4 16p: 2 16p thoi gian tham nude.
bén ngoai la vai khong dét, 2 | Quy cach dong goi:
16p bén trong 1a vai than hoat | - Khau trang duoc géi kin trong 1 hodc 2 16p bao PP
tinh va vai loc. hodc bao PE, sau d6 dugc dong vao thung carton.
- Hodc: dugc goi kin trong 1 16p bao PP hodc PE, cho
vao hop gidy carton, sau d6 dong vao thung carton.
- San phém c6 thé & dang chua tiét trung hodc duoc tiét
tring (néu c6 yéu cau)
1.2 | Danh muyc linh kién va phu kién | Khong c6
1.3 | Muyc dich/ Chi dinh st dung Khau trang dugc st dung dé ngan ngura va loc bui, loc
khi, loc mu,. ..
1.4 | Huéng dan sir dung - Xé bao bi theo dudng cit san

- Kéo day deo ra hai bén. Dat khau trang 1én mat, deo
day qua tai. Di€u chinh nep miii vira sat song miii va




khudén mat. Kéo mép dudi khau trang che kin cam.

1.5 | Chéng chi dinh

Khong co

1.6 | Canh béo va than trong

San phém stt dung mot lan

1.7 | Téc dung bt loi c6 thé xay ra

Khong co

Co so ding ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trude phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cuaa co s6
GIAM DPOC

Nguyén Vin Ninh




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

Tén co s¢ ding ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | M6 ta san pham trang thiét bi y té: Nhém séan pham
BONG KHONG HUT NUGC
Tén goi khac: BONG MO
1.1 | M6 ta trang thiét bi y té
- Tam bong ban thanh pham | Nguyén liéu:
(sau chai) dugc cat thanh timg | - Bong khdng hat nude duge ché tir 1ong ciia hat cay
tdim nho, sau d6 quan thanh | bong, khong loai m& (theo TCCS Bong y té (chua tiét
cudn. tring)- nguyén liéu sgi Bong.
- Thanh pham: Tén goi: Bong
md cudn, co nhiéu kich thudc | Chi tisy vé ngoai quan:
khac nhau, gom ¢6 cac loai: - Trang thai: Soi manh, mém, tron, dugc chai k¥, c6
* 006m x 2m; 0,06m X d6 dan hoi cao va khong con qua nhiéu nut.
2,7m;... - Mui vi: Khéng mui.
* 0,075m x 2m; 0,075m X | . Mau sc: Bong chua tiy trdng, co mau hoi nga vang
* 0,lmx2m; 0,lmx 2,7m,... | . Bpng khdng hit nudce chi ¢6 soi bong, khong co loai
*0,15m x 2m; 0,15m X soi nao khac.
* 322){ 2m; 02m x 2,7m;... | 2uy-cach dong goi: . y
’ > 75| - Bong khong hut nude duge goi trong bao gidy va boc
Hodc: TAm bong ban thanh bén ngoai bdi 1 16p bao PE kin, sau d6 dugc dong
pham (sau chai) dwgc quan| trong thang carton.
thanh timg cudn 16n, tén goi: | - Hodc: Bong khong hut nudc duoc goi kin trong 1 16p
Bong khong hat nudce, cé trong bao PP hodc PE, sau d6 dong vao thung carton.
lwong: 0,5kg; 1kg; ... (ngoai ra tity theo yéu cau ciia khdch hang, Bong khong
Neodi ra, tity theo nhu céu ciia huit nudc con co thé co cac quy cach dong goi khac)
khach hang ma c6 thé cit,
quan, ... bong mé thanh nhiéu
kich ﬂ’lu’O’C va trong luwong khac
nhau.
1.2 | Danh muyc linh kién va phu kién | Khong c6
1.3 | Muc dich/ Chi dinh str dung Bong khong hut nuée ding dé lam 16p dém khi quan
bing bé bot trong linh vuc y té, lam nht bit ong
nghi¢m,...
1.4 | Hudng dan sir dung - Xé miéng bao theo dudng cit sin, ding bong dé 1am

16p dém trude khi quan bot




1.5 | Chéng chi dinh Khéng co
1.6 | Canh béo va than trong San pham st dung mot 1an
1.7 | Tac dung bat loi c6 thé xayra | Khdng c6
2 | Théng tin san pham da lwu hanh tai cac nude: Chua xudt ban nude ngoai

Co so dang ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trude phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cua co sé
GIAM DbOC

Nguyén Vin Ninh




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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T6 20, 4p Lai Khé, xa Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | Mo ta san pham trang thiét bi y t¢: Nhom san pham
BANG THUN Y TE
1.1 | MO ta trang thiét bi y €
- Bang thun y t€ c6 dang cuén. | Nguyén liu: 7
- Kich thuéc mot cudn bang | Bang thun y t€ 1a san pham dét tir so1 Polyester va soi
gom co6 cac loai sau: cao su
* Loai 0,dm x 1m; 0,Im x s .
om: 0.1m X 3m: 0.1m x | Chitiéu vé ngoal quan:
Am. . Chi tiéu vé ngoai quan soi Polyester:
* Loe,1i 0.075m x 1m: 0.075m | - Trang thai: Soi déu, mém, min.
x 2m; 0075m x 3m; | MuiviiKhongmui. ,
0.075m X 4m. 0.075m x | - Mau sac: Mau trang dén mau trang nga.
6m, ... \
*  Loai 0.05m x 1m: 0.05m x | Chi ti€u v€ ngoai quan sgicaosu:
om: 0 ’05m X 3m" 0505m x | - Trang thai: Soi manh, mém, dan hoi tot.
A o - M vi: Khong mui. ,
’ - Mau sac: Mau trang dén mau trang nga.
(Kich thuéc bang thun cé thé
thay doi tity theo yéu cau cua | Quy cach dong goi: )
khach hang) Moi cudn Bang thun y t€¢ dugc goéi trong bao PE, han
kin miéng bao; 100 cuén dugc dong vao 01 thung
carton. . .
(ngoai ra, tuy theo nhu cau cua khach hang, co thé co
cac quy cach dong goi khac)
1.2 | Danh muyc linh kién va phu kién | Khong c6
1.3 | Muc dich/ Chi dinh str dung Bang thun y té ding dé bang c6 dinh cac khdp xwong,
bong gan,...
1.4 | Huéng dan sir dung - X¢é bao bi theo dudng cit san
- Thao méc nhom ra khoi cudn bang thun
- Kéo dan bang thun dén d6 dan can thiét, sau d6 quén
quanh khu vyc can cham séc
- C6 dinh bang thun bang cach cai méc nhém vao mép
cua bang thun.
1.5 | Chéng chi dinh Khéng co




1.6 | Canh béo va than trong Sg’m phrflm st dung mot lan (hoaflg 6 thé giuc_yc gidt sach
dé tai s dung, tuy nhién san pham c6 thé s€ khong gitr
dugc nguyén dang kich thude nhu ban dau)

1.7 | Tac dung bat lgi c6 thé xayra | Khéng co
2 | Thong tin san pham da lwu hanh tai cac nude: Chua xudt ban nude ngoai

Co so ding ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trude phap luat vé cac thong tin da ké khai néu trén.

Nguwoi dai dién hp phap cia co sé
GIAM DPOC

Nguyén Vin Ninh




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

Tén co s¢ ding ky luu hanh trang thiét bi y té:

CONG TY CO PHAN THIET BI Y TE BAO THACH

Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc | Néi dung mé ta tém tat
1 | Mo ta san pham trang thiét bi y t¢: Nhom san pham
KHAN TRE SO SINH
Tén goi khac: KHAN EM BE
1.1 | MO t trang thiét bi y té
Khin tré so sinh hodc con goi | Nguyén li¢u: L )
& Khin em bé c6 cac kich | Khan duge san xuat bang vai cotton 100%, kiéu dét van
thudc khac nhau, cu thé: diém. Vai duogc tay trang, say kho, do tham hut tot.
- 20cm x 25cm; 25cm X Chi tiéu V& ngoai quan:
25cm; 35cm x 40cm; 60cm | = o2 . C
- Khan lam tir vai ¢6 cau tric soi dét dong déu, khong
X 70cm (£1cm). 11 . o , . .
L ) sui, khong rach, khong co dim, bd s¢1 hay so1 thua
- S0 lop vai: 3 16p; 4 16p. timg doan. o o
Ngoai ra, c6 thé c6 cac quy |~ Kh?h g&“’c r}rll?y N 1er(11 béng du’onﬁa vat p 0 Eﬁ?ﬂg
cach san pham khac, tly theo gggiéch ?{I;%rfg lbglfrlllf;i uong may phang deu, kKhong
nhu cau caa khach hang. ~ Mg vii iréng ddng nhat

- Mui vai déc trung, khong c6 mui mdc, mui kho chiu

Quy cach dong goi:

Khan tré so sinh (khan em bé) ¢6 cac quy cach dong goi

nhu sau:

- V06 02 cai / bao nhya PE, ép kin miéng bao, tiét
trung, dong chung vao 01 by san pham (B sanh
hoac B don bé chao doi (da tiét trung),.... ).

- V6 50 céi/ 1 bao nhya PP, ép kin miéng bao. Bong
thang: 20 bao/ 1 thung.

- V0 10 cai/ 1 bao nhya PP, ép kin miéng bao. Bong
thung: 25 bao/ 1 thung.

- V0 50 cai / 1 bao nhya PP, ép kin miéng bao. bong
thang: 06 bao/ 1 thung.

(ngoai ra con c6 cac quy cach ddng géi khac tly theo

yéu cau cua khach hang)

1.2 | Danh myc linh kién va phukién | Khéng c6
1.3 | Muc dich/ Chi dinh st dung Khan tré so sinh (Khan em bé) dung dé lau rira vé sinh

hodac lau kho cho bé,. ..




1.4 | Huéng dan sir dung - X¢é bao bi theo dudng ct san.
- Thdm nudc, vt khd trude khi dung khin dé vé sinh
cho bé
(Chu ¥: nén giit san pham trudce khi sir dung)

1.5 | Chong chi dinh Khong co

1.6 | Canh bao va than trong Sz:m phém st dung mot lan (hoeflq ¢6 thé duoc giat sach
de tai st dung, tuy nhién san pham s¢ khong gitt dugc
nguyén dang kich thudc, mat o sgi vai nhu ban dau)

1.7 | Tc dung bat loi c6 thé xayra | Khdng c6

2 | Thong tin san pham da luu hanh tai cac nude: Chua xut ban nudc ngodi

Co so dang ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trude phap luat vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap caa co s6
GIAM bOC

Nguyén Vin Ninh




Mau s6 01

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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T6 20, 4p Lai Khé, xa Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | M6 ta san pham trang thiét bi y té: Nhém séan pham
BONG TAY TRANG
Tén goi khac: BONG TRANG PIEM
1.1 | MO ta trang thiét bi y té
- Bong tay trang (hodc con goi | Nguyén liéu: ,
la Bong trang diém): la san | - BOngy t€: la Bong hut nudc duoc ché tir long cua
phém dugc cu tao & 2 dang;: hat cay Bong, da lqai m0, tdy trépg va lam toi.
hodc 14 ca 2 bé mit déu lam tir | - Vai khong dét ngdm: thanh phan tir 100% vicose/
Bdng y t& hit nude hodc 1a 1 polyester, dinh luong vai: 15gsm, 18gsm, 20gsm,
bén mdt lam tir Bong hut nudée, 25gsm, 30gsm, ...tuy theo nhu cau khach hang.
1 bén mat lam tir vai khong dét _ .
ngém. Chi tiéu ve ngoai quan: ‘
_ TAm bong Va thm vai khong | - Bﬁng. hut nuoce C('). thanh ’phﬁn. la bong 100% cotton
dét dioc cat thanh t g mi éng tu nh.1én, mém mai, k{:t cau s¢i bong chat ché, khong
c6 kich thusc khéc nhau, gom dé lai xo bong trén bé mat sir dung. Bong khong str
c6 cac loai: 50mm X 50mm: dung keo hoa hoc, an toan va tao cam giac mérp mai,
50mm X 60mm: 50mm X thoai mai cho da khi str dung. Bong c6 d6 tham hut
65mm: 60mm x 60mm: 60mm cao giup tiet kiém luong dung dich tay trang hodc
x 70mm; 55mm x 70mm.,... dur}g dich dudng am khi str dung. o
(dung sai + 2mm) - Vé1,1 khQng dét co do ngam nqc’rc cao, c6 d6 dai, bén
chdc, bé mat vai lang min, dong déu, tao cam giac
. ém ai khi str dung.
Ngodi ra, tury theo nhu cau cua
khéch hang ma c6 thé cat Bong | Ouy cach déng goi:
tay trang thanh nhieu hinh | - Bong tay trang (Bong trang diém) duoc dong vao hop
dang va kich thudc khac nhau | giy, dan kin miéng hop, sau d6 dugc dong vao trong
thung carton.
- Hoic: Bong tiy trang (Bong trang diém) dugc déng
vao trong 1 16p bao PE, han kin miéng bao, sau d6 dugc
dong vao trong thung carton.
(Ngodi ra, tity theo nhu cau cia khach hang sé ¢ cac
quy cdch déng goi khdc nhau cho san phamy)
1.2 | Danh myc linh kién va phu kién | Khéng co
1.3 | Muc dich/ Chi dinh st dung Bong tay trang ding cho nhu cau chim séc da co ban,

cu thé: 1am sach cac chat ban, chét trang diém, tdy sach




nhitng té bao chét, lam thoang 16 chan long giup da
sang, min mang, ngoai ra co thé duoc dung dé dip
dudng am da.

1.4 | Hudng dan sir dung - Tham dung dich tay trang/ nudc hoa hong/ san phdm
cham soc da vao gitra miéng bong

- Lau nhe nhang 1én ving da can cham soc

- Bong c6 thé sir dung cho em bé

1.5 | Chong chi dinh Khong c6

1.6 | Canh bao va than trong Bong tiy trang 1 vét tu tiéu hao sir dung mot 1an

1.7 | Tac dung bat lgi c6 thé xayra | Khdng c6

2 | Thong tin san pham da lwu hanh tai cac nude: Chura xuét ban nudc ngodi

Co so dang ky lvu hanh cam két nhitng ndi dung trén 13 dung sy that va chiu trach
nhi¢m trude phap luat vé cac thong tin da ké khai néu trén.

Ngudi dai dién hgp phap cia co sé
GIAM POC

Nguyén Vin Ninh



Mau s6 01

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

Tén co so dang ky luu hanh trang thiét bi y té:
CONG TY CO PHAN THIET BI Y TE BAO THACH
Dia chi: T 20, ap Lai Khé, x4 Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thang......... nam 2017
STT Pé muc Néi dung mé ta tém tat
1 | M0 ta san pham trang thict bi y t¢: Nhom san pham
SQI CAN QUANG
1.1 | Mo ta trang thiét bi y té
- Trang thai: dang soi tron, déu | Nguyén liéu: , _ _
trén sudt chiéu dai soi. - Thanh phan chu yéu cua Soi can quang la Barium
- Mau sic: mau xanh bién. sulphate. "
.u \ P - Ngoai ra con thanh phan khéc nhu:
- Soi can quang duoc cat theo :
) , 2 . * Soi polyester,
kich thudc phu hop véi san
ham Gac d P * Nhwa PVC,
pham 2;10 ung trong y,te can « Mau xanh bién.
CO Sol Can quang, sau 510 duoc
dat vao trong san pha[n GaC, | Chj tieu vé ngoai quan:
gap lai, c6 may vién chan xung T hai- d = on. dou trén subt chidu dai soi
quanh hogc khong may vién |~ ra:mgc ai: \ang Soi t1_rcx>n, €u trén suot chieu dai soi.
(tl]y theo Chﬁng |Oa| san phﬁm - Mau sac: mau xanh bién.
va yéu cau cua khach hang).
Quy cach dong goi:
- San pham duoc dyng trong bao nhya PE hodc PP, ép
kin miéng bao, bao quan chung vai san pham Gac dung
trong y té. 7 ‘
- San pham ¢6 the ¢ yéu cau tiét tring (Chung voi san
pham Gac y t¢)
1.2 | Danh myc linh kién va phu kién | Khéng co
1.3 | Muc dich/ Chi dinh sir dung Soi can quang gilip nhan biét miéng gac ¢6 bi sot lai bén
trong Co thé hay khong (thuong dung trong phau thuat) .
Soi s€ phat sang khi chup bang tia X
1.4 | Hudng dan sir dung Soi can quang dugc dinh chung voi san pham Gac dung
trong phau thuat (Vai gac hut hoac Vai khong dét ngam)
1.5 | Chong chi dinh Khong ¢6
1.6 | Canh bdo va théan trong San pham sir dung mét lan
1.7 | Téc dung bat loi c6 thé xayra | Khdng c6
2 | Théng tin san phim da lwu hanh tai cac nude: Chura xuét ban nudc ngodi




Co so ding ky luu hanh cam két nhitng ndi dung trén 1a dung sy that va chiu trach
nhiém trudc phap ludt vé cac thong tin da ké khai néu trén.

Nguwoi dai dién hop phap cia co s6
GIAM DPOC

Nguyén Viin Ninh



