MAu 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: T6 20, ap Lai Khé, xi Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thdng......... nam 2019
STT Pémuc ’ Noi dung mé ti tém tit
1 | MO ta san pham trang thiét bi y té:
BO DUNG CU THU THAP MAU CUONG RON (b3 tiét tring)
1.1 | M0 té trang thit biy €

BO dung cu thu thap madu

cuéng ron (da tiét trung) dugc

dong go6i thanh 01 b san

pham.

Bg san pham gom cé 04 mon:

1. Kep ron: s lugng 01 céi.

2 Sang md: kich thudc 50cm
x 50cm, c6 khoét 16 tron tai
4 gée. SO wong: 01 céi.

3 Téam tréi: kich thuéc 50cm
x 50cm. S lugng: 01 ci.

4. Gacy t& quy cach 10cm x
10cm x 6 16p (+ 0,5cm). SH
lwong: 10 miéng.

Cdc thanh phan trong B¢
dung cu thu thdp mdu cudng
ron (da tiét trung) duoc sdp
xép gon, day di trong 01 khay
nhwa va ¢é thé c¢é nhiing quy
cdch san pham khdc nhau, tity
theo nhu cau khdch hang.

Nguyén liéu:

1- San phém lam tr Gac y té: dugc dét tr soi cotton
100%.

2- San pham lam tir vai khong dét (khong ngim):
thanh phan tir 100% Olefin hodc Polypropylen.
Dinh luong vai khong dét: 30gsm, 35gsm,
40gsm, 45gsm, 50gsm,... ty theo nhu ciu cia
khéich hang

3- Kep rén: duge 1am tir nhwa Polypropylene.

Chi tiéu vé ngoai quan:

Gac y té:

- Trang thai: khong dugc 4m uét, soi chac, min.

Mui vi: khong dugce c6 mui mdc hodc mii khc la.

- Mau sic: phai hoan toan tring, khong dung chat

quang sic.

Tap chat: chi c6 soi bong, khong c6 loai sgi nao khéc.

Sau khi xtr Iy héa chat san pham dat cdc chi tiéu chat

luong theo Ban bd sung Duoc dién Viét Nam, xuat

ban lan thir 1 (1930-77)

Vii khong dét (khong ngim):

- Mau sac: Vai ¢6 mau xanh duong (hodc mau tring,
tity theo nhu cu khéch hang)

- Mui: Vai khong ¢ mui

- Nguyén lidu vai khong dét duoc kiém sodt mot sb chi
tiéu chat luong vé d6 bén dit cua vai, gia tri pH, kha
nang thAm nudc va ham luong formaldehyde.

Kep ron:

- Mau sdc: ¢6 mau trang duc dong nht.

- Céc mau ring ctia hai ham khép kin vao nhau.

- Hai ham song song nhau.

Quy cach déng géi:

- Diing 01 hop nhya mau tring ¢ 1 ngan, xép tat ca 04
thanh phan san pham vao trong hop, gom cé: 01 kep
1on (da dong bao riéng, dugce tiét trung); 01 sang mo;
01 tAm trai; 10 miéng gac y t& (duwoc cho vao bao




nhya, gap miéng bao lai). Sau d6 cho hdp san pham
vao 01 bao hién thi, ép kin miéng bao, tiét tring.
Péng thiing: 20 bao hién thi/ 1 thiing carton.

- Hodc ¢6 cdch dong géi khdc: 04 mén san pham néu
trén dugc cho truc tiép vao 01 bao hién thi (khong
dung hop nhya), sau d6 ép kin mi€ng bao, ti€t tring.
Déng thiing: 50 bao hién thi/ 1 thiing carton.

- San pham duoc tiét tring bang khi EO

1.2

Danh muyc linh kién va phu kién

Khong c6

1.3

Muc dich/ Chi dinh str dung

B0 dung cu thu thdp mau cuéng ron (da tiét trung) dung
trong san khoa, hd tro viéc sat trung lam sach khu vuc
can thao téc, 16t d& hoac che chin khu vuc can thao
tac, kep giit cudng ron tré so sinh trong quy trinh thu
thap mdu cudng ron tré so sinh

14

Huéng dan sir dung

- Sau khi kiém tra bao bi va han st dung, m¢ bao bi va
str dung trong qud trinh thu thap mau cudng ron bé vira
chao doi.

- San pham nén dugc sir dung dudi sy gidm sit ctia bac
sy hodc y ta.

1.5

Chéng chi dinh

Khong c6

1.6

Canh béo va than trong

- San phém chi str dung mot lan
- Khéng str dung san pham khi bao bi rich, ho.

1.7

Tac dung bét 10i 6 thé xay ra

Khong c6

Thong tin san pham da luu hanh tai cadc nude: Chua xuat ban nude ngoai

Co so dang ky luu hanh cam két nhitng ndi dung trén 1a ding sy that va chiu trich
nhi¢m trude phép ludt ve cac thong tin da ké khai néu trén.

Nguoi dai di¢n hop phap cia co s¢
GIAM bOC

Nguyén Vin Ninh




MAu 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: T6 20, 4p Lai Khé, xi Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thdng......... nam 2019
STT bémuc , Noi dung mé ti tém tit
1 | M0 ta san pham trang thiét bi y té:
BO TIEM CHICH FAV (P4 tiét tring)
1.1 | Mo a trang thiét bi y (€

By tiém chich FAV (da tiét
trung) duoc dong géi thanh 01
b san pham.

Bé san pham (théng thuong)

gom c6 4 mon:

1. Khin chéng tham: kich
thuéc 40cm x 60cm. S6
luong: 01 cai.

2 Gac 16t dbc kim: kich thudc
3,5cm x 5cm x 4 16p. S6
luong: 02 cai

3 Gac phau thuat khong dét:
kich thudc 7,5cm x 7,5cm
X 6 16p. S6 lugng: 04 cii

4 Gac than nhin tao: kich
thudc 3,5cm x 4,5cm x 40
16p. S6 Iugng: 02 céi.

Nguyén liéu: )
1- San pham lam to Gac y t&: dugc dét tir sgi cotton

100%.

2- San pham lam tir vai khong dét (vai ngdm): thanh

phan gdm 100% vicose/ polyester hoic Rayon/
polyester.

Dinh lugng vai: 20gsm, 25gsm, 30gsm, 40gsm,...tuy
theo nhu cau khach hang

3- Khan chéng tham: chét liéu mang PE nguyén chét;

glay tong hop 1am mang tham 1 chleu hon hop bot
giay, bong, bot thdm, c6 kha nang hit 4m siéu thAm

Chi tiéu vé ngoai quan:

Gacy té:

Trang thai: khong dugc am udt, SOl chéc, min.

Mui vi: khong dugc ¢6 mui méc hodc mui khéc la.
Mau sic: phai hoan toan tring, khong ding chat
quang sac.

Tap chat: chi c6 soi bong, khong c6 loai sgi nao khéc.
Sau khi xtr Iy héa chat san pham dat cac chi tiéu chat
luong theo Ban bd sung Duoc dién Viét Nam, xuat
ban lan thtr 1 (1930-77)

Vai khong dét (vai ngam)

Mau sac: Vai c6 mau mau trang

Mui: Vai khong ¢6 mui

Nguyén liéu vai khong dét dugc kiém sodt mot sd chi
tiéu chét luong vé d6 bén dut cua vai, gid tri pH, kha
nang thdm nudc va ham lugng formaldehyde.

Khin chong tham: bé mat 1dng min, tao cam gidc €ém

diu, thong thodng khi 16t, khong gy kich ung da, c6 do
thdm hut t6t
Quy céach déng géi:

VO bao PE ciac mén: Khan chéng thém, Gac ot dbe
kim; Gac phau thuat khong dét. Ep kin miéng bao.
Tiét trung.

Vo bao hién thi: Gac than nhan tao. Ep kin miéng




bao. Tiét trung. i
- Doéng bao PE va bao hién thi vao 01 bao PE 16n hon.
Ep kin miéng bao
- Dong thung: 200 bao PE 16n/ 1 thung carton.
(ngoai ra, tity theo nhu cdu cua khdch hang, co thé co
cdc quy cdch dong goi khdc)
- Sén pham dugc tiét trung bang khi EO
1.2 | Danh myc linh kién va phukién | Khong c6
1.3 | Muc dich/ Chi dinh str dung - San pl}ém B0 tiém chich EAV (da tiét’ trung) dugc
dung dé sat trung vung can tiém, thdm hat dich
tiet,... va I6t 4o bén dudi vung can tiém trong quy
trinh tiém FAV
1.4 | Huéng dan st dung - Sau khi kiém tra bao bi va han sir dung, md bao bi va
dat Ién ban lam dung cu
- San pham dugc sir dung trudc va trong qud trinh loc
than nhan tao.
- San pham nén dugc sir dung dudi sy gidm sdt cua bac
sy hodc y t4, theo ky thudt trong sudt qua trinh diéu tri.
1.5 | Chéng chi dinh Khong c6
1.6 | Canh bdo va than trong - San pham chi str dung mot 1an
- Khéng str dung san pham khi bao bi rich, ho.
1.7 | Téc dung bét lgi ¢6 thé xayra | Khong c6
2 | Thong tin san pham dé luu hanh tai cdc nuée: Chua xuat ban nude ngoai

Co so ding ky luu hanh cam két nhitng ndi dung trén 1a ding sy that va chiu trdch
nhiém trudc phdp luat veé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cia co s¢
GIAM bOC

Nguyén Vin Ninh




Mau 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: T6 20, ap Lai Khé, xd Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thdng......... nam 2019
STT Pé muc | Noi dung mé ti tém tit

1 | Mo tasan phém’ trang thiét bi y té:
KEP RON TRE SO SINH (P tiét tring)

1.1 | MO ta trang thiét bi y t&

- Kep rén duoc sir dung trong
cac bénh vién hoac cac nha
ho sinh.

Nguyén liéu:

- Kep ron tré so sinh duge lam béng nhya
Polypropylene.

Bao bi nhya: nguyén li€u 1a Polyethylene

Bao bi hién thi: dinh danh nguyén liéu:

Phan mau xanh (mit ngoai): Polyalkylterephthalate
Phan mau xanh (mat trong): Polypropylene

Phan mau tring: Cellulose

* % ¥

Chi tiéu vé ngoai quan:

- Mau sic: Kep ron tré so sinh ¢6 mau trang duc dong
nhat.

- Miui : Kep rén tré so sinh khong mii.

- San pham Kep ron tré so sinh dugc kiém tra 6 khép
kin ctia hai ham rang, dam bao cic mau rang cia hai
ham khép kin vao nhau.

Quy cach déng géi:

- Kep rén dugc géi kin trong 16p bao PP hoic PE hoic
bao hién thi (tlly theo yéu cau khach hang), sau d6
dong vao hop carton.

- Thanh pham cudi ciing dugc déng vao thiing carton.

- San pham c6 thé déng riéng ré hodc déng chung bo
san pham chiam séc tré so sinh

- San pham dugc tiét tring bang khi EO

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

1.3 | Muc dich/ Chi dinh str dung Kep ron duge st dung trong ciac bénh vién hodc céic
nha ho sinh, dung dé kep gilt cuong ron bé trong thao
tac cat cuong ron.

1.4 | Huéng dan sir dung - Sau khi kiém tra bao bi va han st dung, m¢ bao bi va
dat Ién ban lam dung cu

- San pham dugc st dung trong san khoa.

- San pham nén dugc st dung dudi sy gidm sét ctia bac
sy hodc y ta.




1.5 | Chéng chi dinh Khong c6

1.6 | Canh béo va than trong - San pham chi str dung mot lan
- Khéng str dung san pham khi bao bi rich, ho.

1.7 | Téc dung bét lgi c6 thé xayra | Khong c6

2 | Thong tin san pham da luu hanh tai cidc nudc: Chua xuat ban nude ngoai

Co s& dang ky luu hanh cam két nhitng noi dung trén 12 ding su that va chiu trich
nhiém trude phép ludt ve cac thong tin da ké khai néu trén.

Nguoi dai di¢n hop phap cia co s¢
GIAM bOC

Nguyén Vin Ninh



Mau 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: T6 20, ap Lai Khé, xd Lai Hung, huyén Bau Bang, tinh Binh Duong, Viét Nam

Ngay......... thdng......... nam 2019
STT Dé muc | Noi dung mé ti tém tit
1| Mo ta san phm trang thi€t bi y té:
BANG RON EM BE (P4 tiét trung)
1.1 | MO ta trang thiét bi y t&
Kich thuéc Bang ron: Nguyén li¢u: )
o - Bang r6n la san pham dét kim tir s¢i polyester 100%

- Chiéu dai: 10cm = Icm theo kiéu dét Rib 1x1.

- Chiéu ngang: 7cm # lem Chi tiéu V,é ngoai quan: )

- Mau sac: san pham c¢6 mau trang nga cta soi, khong
co vét dau mo.

- Mui: san pham khong mui.

- D0 dan: duong kinh vong bang ron dan 3 dén 4 lan
so voi kich th}J:éC ban dau va sau dé tré lai kich
thude cti, 6m lay vong bung bé so sinh. ‘

- San pham dugc kiém tra cac thong so ky thudt vé
mat do vai, do bén dut, do kich ung da,...

Quy cach dong géi:

- Bang ron em bé dugc dong vao 1 16p bao PP hodc

PE, €p bao, tiét trung bang khi EO.

- Thanh pham cu6i cung dugc déng vao hdp carton.

(ngodi ra, tity theo nhu cau cia khdch hang, cé thé cé

cdc quy cdch dong goi khdc)

1.2 | Danh muc linh kién va phu kién Khong cé

1.3 | Muc dich/ Chi dinh str dung Bang r,én dugc ding dé bang dap bén ngoai, quanh
vung ron tré so sinh.

1.4 | Huéng dan st dung - X¢é bao bi theo dudng cit sdn

- Pat miéng gac trén rén bé

- Boc bang ron xung quanh bung bé, bén ngoai miéng

gac dap ron

1.5 | Chéng chi dinh Khong c6
1.6 | Canh bdo va than trong - San pham chi sir dung mot lan
- Khéng str dung san pham khi bao bi rich, ho.
1.7 | Téc dung bét lgi c6 thé xayra | Khong c6
2 | Thong tin san pham da luu hanh tai cdc nuée: Chua xuat ban nude ngoai




Co s¢ dang ky luu hanh cam két nhitng noi dung trén 12 ding su that va chiu trich
nhi¢m trude phép ludt vé cac thong tin da ké khai néu trén.

Nguoi dai dién hop phap cia co sé
GIAM POC

Nguyén Vin Ninh



