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1. Mgc dich

Quy trinh ndy dugc x6y dlmg vdi msc ctich thitit lfp c6c biQn ph6p ki6m so6t

ch6t luqng tir khdu titip'nhan nguydn vQt liQu di5n ki6m so6t sin phdm cu6i cr)ng tru6c
khi ra khoi nhd mdy.

2. Phpm vi 6p dqng

Ap dpng cho qu6 trinh ki6m tra chix.lugng nguy6n vflt liQu, san phAm san xuAt
trong chc ca ldm viQc cria COng ty. Tryc tii5p la BQ phfln Quin ly Chitt luqng KCS vd
c6c b0 ph4n li6n quan (K! thuflt, Xuong SX).

3. Tni liQu Quy trinh li0n quan

- Ei6u khoin 7.1, 7.5.1, 7.5.5, 8.2.4,ISO 13485 :2016

4. Dinh nghia, cric tir vitit tit:
Ti6t trung: (Sterilization) ld ti6u diQt tdt chc6c vi.sinh vAt (kC ch nhabdo) vd

b6t hoat virus ho{c t6ch b6 chring hodn todn ra kh6i vOt cAq.tiQt trupg.

- KhAu trang y t6: Ld khAu trang chuy6n biet (da tiet,t nuarr.v-A,kh0ng tiet khuan)
sir dgng trong c6c co so y t6. ',.,

- KhAu trang y t6 phdng nhi6m $huAn: Khdu {*g- V te. e}rafrg,tihiEm khudn c6
tric dpng ngdn cin vd diQt gg,gyovi khuAn ngay tr6n b6 mat khdu trang

,, .a. . - QA: Ki y lllla::|61 tuonq (9:"li? Assurance (Engineer) c6 tr6ch nhiQm

thi6t lap, duy tri vd cii ti6n h6 th6ng qu6n ly ch6t luqng. 
,:

, ;,QC: K! su quin ly chdt lugng (Quality Control pnSin6er) c6 tr6ch nhiQm tr.uc
titip ki6m tra cho nguy6n liQu, brin thdnh ph6m, thanh phAm tpi ttmg cdng do4n cria sin
xudt.

- KCS: ld vi5t tilt c'iaNhdn vi6n Kii5m tra Ch6t lugng San ph6m, tuong t.u vai

- IQC: Nhdn vi6n KiiSm tra chit lugng nguy6n liQu dAu vdo (Incoming Material

,')Quality Control)

- KCS or PQC: Nhdn viCn Ki6m tra chdt lugng trong qu6 trinh san xu6t Gn
Process Quality Control - KCS or Process Quality Control - PQC).

- KCS: NhAn vi€n Ki6m tra chit lugng 16 hdng thanh phAm (Outgoing Quality
Control).

- Thdnh ph6m: ld c6c chi tirit hodn thiQn theo ti6u chu6n, sau d6 chuy6n tr.uc tii5p

d6n khdch hdng

5. NQi dung
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So tI6 quy trinh sin xu6t

TIEP NHAN NGUYTN LIEU
(VAi lqc khdng dQt, thanh ngp mti,

dQm mti, dAy neo)

MAY THAN CHAY PHOI

HAAY QUAI (han vi6n, han ddy iteo)

THANH TRUNGKHTJ TTI

EONG TUI NILON, DONG HQP
VA DONG THUNG CARTON

Ki6m nghiQm
thanh phem

NHAP KHO

5.1. Nguydn liQu chfnh:

Vai PP kh6ng dQt (kh6ng th6m nudc), lop vni vi lgc, lop vii lqc tam nano b4c,

thanh ngp mti, ddy thun, vi6n.

- Lop vii: sri dUng vii c6 bC m{t nhEn, c6 ttQ thoring khi, kh6ng thSm nudc vd
c6 khd nlng cin bpi.

- Lop vi lqc th6u khi kh6ng th6m nu6c.

- Lop vii tdm ch6t nano - b?c, c6thc dung diQt khudn.

- Thanh kim lopi d6o: dtng kim 1o4i bgc nhga dim b6o d6 udn, git nguy6n hinh
d4ng sau khi u6n.

- DQm mfii: mAm, khdng gdy kich img da.

- Ddy deo: ddy itdn h6i t6t, girip cho viQc deo, thiio kh6u trang dE dang, itim b6o

chic chin, dE chiu

5.2. Tinh chht
C6 4 lop vai d4ng phing, c6 g6p n6p d4ng m6m, dim b6o bhe kin mfii, m6m.

Lop vi lqc.
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- Lop vii lqc tam ch6t nano - b4c,

- Thanh ne.p mfli, dQm mfli, ddy deo, vi6n;

- Mdu sic: dti mdu, c6 th6 lam theo y6u cAu kh6c nhau.

5.3. Kich thwdc:

- Chi0u ddi: 17,5cm (+/- 0,5cm).

- Chi6u r6ng: 9,5cm (+/- 0,5cm).

5.4. TiAu chuAn chdt lwqng:

Theo ti6u chuAn ch6t lugng sin phAm khAu trang y tC dAc6ng bO

5.5. C6ng dqtng:

86o vQ co thi5 do 6 nhi6m m6i trudng xung quanh; dugc sri dpng rQng rii: c6

nh6n, bQnh viQn, phdng kh6m, nhi m6y xi nghiQp, ...

5.6. Ctich dilng:
- Khdu trang co 2 m{t, deo m{t mdll tr.ing ,rao trilrg.(rygt,trang tirip xric v6i

mdm, mfli), m{t c6 miu sic kh5c n[m phia'ngoii. Sau kh! mlc 2 d6ry thun quang]vdo
tai, k6o nhe c4nh dudi.xudng qu6 cim mQt chrit, c4nh tr6nrc6.th.anh.ne.p thi b6p thanh
ngp sao cho 0m khft s6ng mti; dung ng6n tr6 vd ngdn c6i miiSt.ntrg hai b6n kh6u trang
dC 6m khit hai ma.

- KhAu trang chi n6n dirng 1 lAnhoac ding t6i da mQt ngdy. 
'

- Khi thSo bo khOng vut"bria b6i md phii cho vdotlatrrg r6c theo quy tlinh <t6

tr6nh vi khu6n c6 co hQi ph6t tri6n.

5.7. D6ng g6i:

Sin phAm chria trohg c5c trii PE vd dpg trong hQp gi5y.

5.8. Bdo qudn:

Eti noi kh6 m6t.

5.9. Hgn dilng:

36 th5ng tC tir ngdy sdn xu5t

6. Quy trinh sin xu6t

6.L Ve sinh vO tring vd An todn lao iIQnS

- Ve sinh c6 nhdn: Nguoi ldm vigc b cdckh6usan ph6m ho phii deo khAu fr*g,
dQi mfl, tay phii deo.g[ng tay. Tru6c khi vdo san xu6t phii duOc rhatay vd khri tmng
tay b[ng dung dfch c6n 70 d0.

- Nha xu&ng, dung cg, m6y m6c: Dpng cp phii dugc rfta s4ch, P- klr6 vi tiQt

trung. Khu v.uc d6ng gOinrau trang phni ri6ng biQt trfnh bpi, n6m m6c, kiiSn, chuQt,

girin vd cric lo4i c6n trung kh6c.

6.1.2. An todn lao dQng:

4
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- Khi ldm viQc phii c6 dAy dri 6o b6o h0 lao dQng, kh6u trang, ffifl, gdng tay vd
chc trangthi6t bi ldm viOc cAn thi6t.

- Phai c6 quy trinh vd hudng d6n sft dung m5y m6c thi6t bi.

- Nguoi vpn hdnh m6y m6c phii dugc hucmg d6n sri dpng, vQn hinh m6y.

- Khi c6 sq c6 phii ngirng ngay sin xu5t, l4p bi6n ban hiQn trqng,b6o c6o ngudi
phg trrich xu I;i.

6.2. D,pn quong tlfry chuyin trwdc khi sdn xudt

6.2.1. Chudn bi s6n xu6t:

Khu vuc s6n xu6t khAu trang y tti phii ri6ng biQt kh6ng chung khu v.uc san xu6t

v6i cdc san phAm kh6c.

6.2.2. Ve sinh nhd xuOng

Khu vgc sin xuSt phii dugc vQ sinh lau chii spch s6. Cric dpng cp ding tt€ c6n

dong, do diSm ph6i dugc ki6m tra vi vQ sinh s4ch se. '... :a, l.,..
6.2.3. Cdng nhdn: - ,: :r .:'

Tru6c khi vdo sin xu6t phii dugc r&atay, vd khri tt'urrg tay bing dung dich c6n

70 dg, mpc <tdy dir b6o hQ lao dQng, deo khAu trang, dQi rnfl, dee'-gaqg tay

6.2.4. Thi6t bi:

Ki6m ta circ thi6t bi sin xu6t g6m: M6y ldm than,, m5y'quai l, M6y 6p tui
nilon, Mriy in sO 16 vA h4n sri dung, c6n d6ng trO tO xo, di6u [da trong phdng, ..,

,;

6.2.5. Nguy6n liQu:

Ph6i dugc ki6m tra dqttiCu chuAn nguy6n liQii mdi dua vdo s6,n xu5t, AOi ctriiSu

crne vdi thuc t6. tinh toiln vd ti6n hdnh cdn. done chia nzuy€n liOu.hdm I vdi thuc tC, tinh to6n vd ti6n hdnh cdn, dong chia n l.l v wll llvu.

STT Nsuy6n nhu li0u chfnh Sii luons Ti0u chu6n

1 Lcvp v6i loc kh6ne dCt thf 1 01 lcrp TC\/N 8389-l:2010

2 Lcrp v6i lgc kh6ng dQt thf 2 01 lop TC'[N 8389-1:2010

-) L6o vAi loc kh6ns d6t thf t tArnnano bac 01 lop TC\/N 8389-1:2010

4 L6o vdi loc kh6ns d6t thf 4 0l lop TC\/N 8389-l:2010

6.2.6. Bao bi cfip 2:

Dugc xir ly vd ldm sach tru6c khi d6ng thr)ng

ru U sdn xudt6.3. Danh m thiAt bi stin

STT D{c tli6m mfy m6c DIc tli6m lri thu0t

I Cdn ddne hO ld xo Nhotr hda (01-30ke)

2 M6v thdn C6ne su6t 2,5kw, diOn 6p220Y,ran so 50Hz-60H2

J M6v quai C6ne su6t 4,5kw, diQn 6p 220Y,Tan s6 50Hz-60H2

4 M6v 6o tfi nilon C6ne s#t lkw diOn 6p 220V,Ten sd 50Hz-60H2

5 Mriy in sO 16, h4n str dgng C6ng su6t 500w, diQn 6p 22OY,Ten s6 50Hz-60H2
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6 | rurav dieu hoa I corrg'su6t 180008TU, diQn iry22}Y,Tan s6 50Hz-60H2

6.4. MO td qay trinh sdn xudt
6.4.1. COng thric cho mOt 16 stn xu6t: cho mOt md 10.000 khAu trang thanh

STT TGn nsuv6n li6u Don vi S5luone

I Lcrp vii loc kh6ng det thf 1 Ke 06

2 Lopviti loc kh6ng dQt thf 2 Ks 06
a
J Lcrp vii lqc kh6ng det thf 3 Ke 06

4 Lcrp vAi lqc kh6ng dOt thri q tfunnano b4c Ks 06

5 Nep mfri Ks 02

6 ViAn Ke 0.72

7 D6y deo Kg 2,8

8 D6m mfii Ks 0,5

...' :l :r " : .:'

- Nguy6n liQu & kho phdi dugc kii5m tra, dqtyCu ciu mdi cho vdo sin xu6t.

- Cicphg kiQn s4ch s6, dAy dti, d4t y6u cdu theo quy di

. - Dung cp m6y m6c: d6m b6o s4ch sE, ch6ng nhi6m c,hdo,. an todn vA co diQn.

C6 <tdy dtr c6c quy trinh thao t6c chudn v4n hdnh m6y m6c thi€t b.i.

- Nhd xu&ng sin xu6t: D4t ti6u chuAn, d6y chuy6asiinxu6t duo.c do.n quang,
dugc'vQ sinh ngdn nip ggn gdng.

- ChuAn bi lQnh sin xuAt vi h6 so chti bit5n, d6ng g6i 16 sin xu6t.

6.4.3. Ti6n hdnh sdn xu6t

- Cdn: Nguy6n liQu, php liqu dugc cdn dAy dri cho mQt 16 sim xu5t, ghi sO lugng
cAn timg loai vdo hii so 16 sdn xu6t.

- Kh0i dQng d6y chuyAn: Kh0i <tQng d6y chuy6n c6t d6n t.u ttQng vd thanh ph6m
o cu6i ddy chuy6n dugc chria vdo b0 phfln chuyCn dung.

6.4.4. D6ng g6i

- E6ng kh6u trang vdo trii nilon

- D6ng trii nilon vdo trong hQp carton;

- Phi6u d6ng g6i ghi itAy dti: t6n dcrn vi sdn xu6t, t6n thi6t bi y ti5, Quy c6ch
d6ng g6i, s6 lugng, sO 16 san xu6t, ngudi d6ng g6i,'nguoi ki6m so6t, ngdy d6ng g6i.

- D6n nhSn dring theo TCCS 02:2017lCT vd Nhfin san phdm ducv. c duyQt.

6.4.5. Thanh trung sin phAm:

,A
pnam.

6.4.6.Nh4p kho:

NhAp kho khi d5 c6 ktit qu6 ki€m tra thdnh phAm.

Thdnh phAm dugc chuy0n diln b0 phQn thanh trung kht tt Oe tiet trurtg san
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6.4.7. Sau khi sin xu6t:

V€ sinh thi6t bi dung cg nhd xu&ng s4ch s6, sip x6p gan gang .

- Th6ng kC vd xti ly bao bi sau sin xu5t

6.4.8. Ghi chdp h6 so s6n xu6t:
^;, t ,. a t '
TA,r ch cac c6ng do4n s6n xudt ph6i dugc ghi ch6p tl6y ttri trong SO nhflt ky San

xu6t vd ki6m tra chit lusng khAu trang y t6 6vtol-QT-Sx-01)
theo timg dcrn d?t hdng (16 sin phAm).

7. Quy trinh ki6m tra chit lugng
- Nguy0n, php liQu dung cho sin xu6t kheu ffang y tiS phii dpt Ti6u chutin

nguy€n ligu do COng ty ban hdnh. B0 phfln mua hdng c6 tr6ch nhiQm ki€m tra chdt
lugng nguy6n, vAt liQu tru6c khi cho ph6p nhap kho nguyCn vflt liQu

- COng ty ttinh kj ki6m nghiQm b6n thanh phAm vd thdnh phdm theo Ti€u chu6n
co so dd dugc duyQt. ::.

- COng ty quy dinh c5c giai doan ki6m so6t, ki6m trachdt luqng nhu sau:

Cdc qui
trinh sin
xu6t cg

th6

C6c chi ti6u

ki6m sodt

Quy
ilinh
ky

thu$t

tAn sudt

6y mfiu

/c(, mau

rhiSrbi
thfr

nghiQm

/ki6m tra

Phuo|rrg phip
.t
.'thfr/ ki6m tra

Bi6u

ghi

ch6p

ChuAn bi

NguyOn
li0u

Vai kh6ng dQt

vd cdc thanh
phAn dqt thgo
ti6u chu6n
nsuv6n li6u

Theo

TCCS

Ttmg 16 CAmciuaP't Quan s6t, do,
dtSm

I.IhAt
ki
ki6m
soilt
ch5t
lugng
BMOI.
Qr-
sx-01

Can
nguyOn

li6u

Khdi luqng tirng
thanh ph6n cdu
thanh l6n sin

.A
Dham

Ttrng m6

pha ch6

Can ddng
hO lO xo.

Cdn, Quan s6t
kiSt qun

Dflp thAn -
quai, php
kiQn ts
dQng vd
il6ng g6i

Thdi gian vdn
hanh, m6y vfn
hdnh 6n dinh

Theo
chc
hucrng
d5n
vanh
henh

Timg . m6
pha ch6

Theo d6i
th6ng sO

v{n hanh

Quan s6t

Ki0m tra

ch6t luqng
. ,^

san pnam

DO d6ng ddu,
khd nSng kh6ng
khuAn, loc bpi,

Theo

TCCS

Timg . md
pha chO

Cam quan

ve dinh k!
gui mdu di
thri nghiQm
b6n neoii

Quan s6t vi ifinh

ky gui m6u <ti

thtr nghiQm b6n
ngoii

Nhat
ky.
ki6m
so6t
chdt
lugng
BMOI-
Qr-

D6ng g6i Trii nilon, Nhdn,
H0p; sO lugng
bao e6i

Theo

TCCS

Tirng . 16

sin xu6t
Cim quan Quan s6t, d6nh

gi6 cimquan
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nhAn mdc, bao
bi; do ttiim sri

luons

sx-01

D6ng

thirng

Qui c6ch Thung;
Sd luqng; Nhdn

Theo

TCCS

Cim quan Quan s6t, ki6m
d6m, d6nh gi6
quy c6ch

86o quin S6 luqng nhQp

kho, nhiQt d0 vd
i ^.clo am mol

trucrng kho b6o
quin

Theo

TCCS

01

l6n/ngny
Quan s6t QImn s5t Hd scv

ki6m
so6t

Kho
b6o
quan

Ki6m

nghiQm

thanh

phAm

Toan b0 chi ti6u Theo

TCCS

Dinh k, 06

th6ngflan

Gui rn6u
toi Phdng.
thir nghi$rn
d{ kf hqp
ddng

Theo :,. phuong
ph6p oiia Phdng

,ttnl nghi.6m

Phi6u
k6t qua
thli
nghipm

7. Ki6m soit du phim - ph5 phAm

- Du phAm: Nhtrng nguy€n liQu cdn du n6u c6 dugc thu h6i, ki6m tra d€ sri
dUng cho m6 sau

- Ph6 phAm: Nhfrng nguy6n liQu, b6n thanh phAm, thanh phAm h6ng, khdng d4t
ti€u chu6n ph6i ldm bi6n bin th6ng k€ xin'huj'.

8. Hd so sin xu6t

9. Ph

Me sii TGn bi6u m6u

BMO1-QT-SX-02 Nhat ky San xu6t vd ki6m so6t ch6t lugng khAu trang y tii

Kf hiQu ISo TGn hd scr Noi luu
Thli

sian luu

BMO1-QT-SX-O2
Nhat kV Sin xu6t vd
ki6m so6t chdt lugng
khAu trans v t6

B0 phdn KCS 03 nim


