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1. MUC oicn
- Quy dinh viQc b6o tri, b6o dudng vd sria chta m5y m6c, thi6t bi. Vi€c xdy d1mg, thyc

hiQn vd duy tri quy trinh ndy nhim khai th6c c6 hiQu qu6, ting tuOi tfrq srl dpng vd

trSn} l6ng phi, han cht! nhirng sy c6, rui ro do m6y m6c, thitit bi gay ra ldm anh

hu&ng d6n c6ng t6c sin xu5t.

2. PHAM VI AP DUNG

Ap dpng cho ciic bQ ph{rn sri dpng m6y m6c, thi6t bi c6 anh hutmg diSn qu6 trinh san
i.

xuiit cta UOng ty.

3. TAI LIT,U VITN DAN

- 56 tay ch6t lugng

- Ti€u chuAn ISO 13485:2016

- CLc hudng d6n sri dung, b6o du0ng, sria chfra m6y

4. EINH NGHIA

4.1. C6c khrli niQm

- Bio tri thi6t bi, mhy m6c: hdnh itQng dugc ti6n hdnh dinh !ry blng c6c phuong ti€n 116
,l

d6m b6o sy vfln hdnh c6c thi6tbi, m6y m6c dugc 1i6n tuc-. . .- . : ",

- Sria chta thiiSt bi, m6y m6c: hdnh dQng dugc ti6n hanh ct$I xuSt ttri c6 thiiSt b! hdng

nham dim b6o MMTB hopt dQng li6n tgc. ,1;'::r' ."'
- Phucrng tiqn bao.gOm: ngudi, thi0t bi, phuong ph6p.

4.2. Danh mgc cic chr vi6t tft 
- 

'
- BLD: Ban l6nh dao ,1"

- MMTB: M5y m6c thi6t bf

- BDDK: 86o du0ng clinh kj,

s. Ngr DUNG .

5.1. Quy tlinh chung

5.1.1. Quy ilinh drinh mfl s6 thi6t bi

x-Y
X: Lo4i m6y

Y: Sd thf tu ctra miiy dO (B6t dAu 01)

Vi dr,l:. . .

5.1.2. Quy ilinh'bQ phfn qufln lf
- Tr6ch nhiQm BP quin ly thitit bi: quin ly hoat tlQng sta chta, b6o du0ng ctra th ch

c6c MMTB trong COng ty.

Trrlch nhiQm BPSX: ld bQ phfln sri dsng thi6t bi. BPSX c6 tr6ch nhiQm b6o quan thiiSt

bi, sri dpng thi6t bi theo dring huong d6n, chu6n bi m6y m6c tlti b6o du0ng theo kti

hoach vd th6ng bilo ngay cho BP qu6n lf thiist bi khi c6 sU co



-l

5.1.3. Quy ilinh quin ry thi6t bi

- BP quin ly thi6t bi c{p nhft todn b0 MMTB theo BMl0-01

- CuOi ndm tru6c ho4c ttdu nim sau, BP quan li thi6t bi c6 tr6ch nhiQm ki6m kO vi
it6irh gi6 lai hiQu qu6 sri dUng cria todn bOMMTB theo danh mpc, n6u c6 b6t thuong

ph6i brio ngay cho BLD nha mdy. "

- DOi v6i m6i thi6t bi,.BP quin ly thi6t bi lflp hO so thi.st bi theo BMl O-02, cin crt

. huong ddn sri dpng cta nhd sin xu6t vd tinh hinh sri dpng cria mdy,l$ph4ng mpc b6o

duong clinh kj, (ghi tr.uc tii5p ft6n hO so thiiSt bi); lfp bang ki6m tra thi6t bi hang ngny

theo BMl0-03 trinh BLD nhd m6y ph€ duyQt

- BPSX tru6c khi sin xu6t, kiem tra theo BM10-03 vi khi c6 bdt thudmg, su cti b6o

ngay cho quin ly vd BP qu6n ly thi6t bi

- BPSX, b0 phfln sri dgng thi6t bi cflp nhft nhihrg nhdn vi6n duo. c srl {rng m6y theo

BM10-11, ghi rO dugc ldm nhftng c6ng viQc ndo tr6n m6y, huong dAn nh6n vi6n thpc

hi6n vd treo & vf tri dE nhin tr€n m6y.

i



5.2. Luu tI6 bf,o du0ng thi6t bi

5.2.1. Lfp kO hogch bio dudng ilinh ki nim/th6ng

- Vdo dAu nlm ho{c c5n cr? tinh hinh sin xu6t cria MMTB, BP quan ly thiiSt bi lQp k6

ho4ch BDDK hdng n5m theo bi6u m6u Kti ho4ch BDDK nim BM10-04 trinh BLD nha

m6y duyQt

Trich nhi6m Luu tld Bi5u mfiu

BP quin b? thi6t bi
Lfp ki5hoaoh BDDK

nam/thring

J
D6nh gi6 tinh tr4ng thi6t bi

tru6c khi b6o du0ng

Phan tich, t6ng hgp sU c6
b6t thucmg sau bto du0ng

Dua thi6t bf vdo sin xu6t
cap nhQt h6 so TB

K6 ho4ch BDDK n6m

BM10-04

KiS hoach BDDK thring

BM10-05

BP quan ly thi6t bi

BPSX

K6t qui dinh gi|MMTB
tru6c BD

BMl0-06

BP quin ly thi6t bi DA nghi xu6t vat tu

BP quin ly thi6t bi Phi6u BDDK

BM10-07

,:l

BP qu6n lli thi6t bi

BPSX

Phi6u BDDK

BMl0-07

BP quin ly thiCt bi

BP quin lli thi6t bi

BPSX

Phii5u BDDK

BM10-07

BP quin l)i thi6t bi



- Sau khi BLDNM duy$t, BP qu6n bi thi6t bi lOp k6 ho4ch b6o du0ng thring BMl0-05,
chuy6n BPSX s6p x6p MMTB

- Trong kti hopch b6o du0ng cAn ghi rO b6o dudng nQi b0 hay b6n ngodi. O6i vcri bao

du0ng bdn ngodi cdn dg tru kinh phi vd cl6nh gi6 nhd cung img theo QP-09

- Trucrng hqp BPSX kh6ng the sdp x6p dugc MMTB theo ki5 ho4ch, cen b6o l4i BP quin

ly thitit bi <1i0u chinh lpi cho phn hqp

5.2.2. Drlnh gi6 tinh tr4ng thi6t bi trufc khi bio dudnrg

- Tru6c khi BDDK 5 ngdy, BP quin ly thi6t bi kOt hqp BPSX ddtth gi|tinh tr4ng thi€t bi

diS chuAn bf nhdn lr,rc b6o duong vd vpt tu, thitit bi thay thtS theo bi6u m6u Ki5t qu6 etffi
gi6 MMTB tru6c bio du0ng BMl0-06

5.2.3. ChuAn bi vft tu, thitit bi thay thti

- Cin cri ktit qui d5nh gi6 tru6c b6o duong, BP quin ly thi6t bi lflp dC nghi xu6t v4t tu/itA

nghi rnua hang chuyiSn phong rnua hang

5.2.4. Thgc hiQn bio du0ng

- BP qu6n ly thi6t bi c6 trhch nhiQm sip xi5p nhdn sU thpc hiQn BDDK theo kti ho4ch

thhngd6 dugc ph€ duyQt 
j: ,' , ' ",'

': ...
- DOi v6i c6c thi6t bi cdn thdi gian b6o hdnh hoflc b6o du0ng thu6 agOqi, q BP quan ly thiiSt

bi c6 tr6ch nhiQm li€n hQ nhd cung c6p thgc hiQn b6o du0ng dring thdi han vd girim srit

thgc hiQn qu6 trinh bio du0ng . ' .

5.2.5. Ddnh gid ,,1'

- Sau khi BDEK, BP quin ly thitit bf vd BPSX it6nh girl hiQu qui bio du0ng vd ho4t rlOng

cta MMTB, cflp nh6t k6t qui vdo phi6u b6o du0ng dinh ky BM10-07

- DOi vdi ciic sp c6 ph6t sinh kh6ng th€ Xt ly. qgay trong qu6 trinh b6o dudng, nh6n vi6n

BP qu6n lf thi6t bi phai ldm btn b6o c6o dii)u tra sy c5, gii BLD'dO dua ra phuong iln

xrlr ly.
,

Truong hgp rU c6 do h4ng mpc b6o du6ng chua phi hgp, BP quan lli thi6t bi Thay ddi,

b6 sung hang muc BDDK vd <16 nghi v4t tu - TB dg phdng

5.2.6. Eua thiiit bi viro sin xu6t, cSp nhgt h6 so thi6t bi

- N6u k6t qui b6o dutrng t6t, MMTB hoat dQng 6n dinh, BPSX ky x6c nhfln vdo phiiSu

BDDK vd dua MMTB vio sin xu6t I

- BP quin ly thi6t bi cflp nhflt n6i dung BDDK vdo h6 so thitit bi BMl0-02

- BP quin ly thiCt bi luu todn bq hO so BDDK theo quy dfnh

'5.3. Luu tI6 sfra chfra, xfr lf srg cii MMTB



Tr6ch nhi$m Luu tli) Bi6u mfiu

BPSX
Phrit hiQn sU c6

lap phitiu b6o sf c6

Kh6o s6t thiist bi
dua b6o gi6

Thgc hiQn srla
chta/girlm s5t sua chta

thi.st bi

Tim dcrn vi xir lf

P[ii5u b6o sg cd

BMl0-08

BP quin ly thi6t bi

BPSX

BP quin li thi6t bi

Eon vi sria chta

'-rL- '

BP quin ly thiet bi DU to6n kinh phi sta
chta TB

BM10-09

BLD

BP quin ly thi6t bi
Don vi stia chta

Phitiu b6o su c6

BMl0-08

BP quin b7 thi6t bi
BPSX

BP quan ly thi6t bi

BPSX

Bi€n ban nghiQm thu

BM10-10 l

Hii so thi6t bi



5.3.1. Ph6t hiQn sg cii, t6p b6o c6o sry cii
- BPSX khi ph5t hiQn su cO U6t thudng nhu mti lp, ti6ng k€u 14, m6y ho4t <tQng kh6ng

binh thudng... 10p tric dimg mhy,b6o cho quin ly tr.uc tiisp

- BPSX-16p phitiu b6o sp cO theo BMl0-08 chuy6n BP quan ly thii5t bi

5.3.2. Drlnh gi6 mlirc tIQ sU c6

- BP qu6n lli thi6t bi d6nh.girl sg cO xem ty sria chfia hay cAn thu€ don vf b6n ngoii, cQp

nhdt phiiSu biio sg c6

5.3.2.L Trucrng hqp khdng th€ sria chfia dugc cdn phii thuO ngoii

- EOi v6i nhirng MMTB kh6ng th6 tU xri Iy,TBPSX phg trhchm6y tiSt hqp nhan vi6n BP

qu6n ly thi6t bi ldm bin bfuo c6o sg, diS tir d6 c6 co s0 tiiSn hanh thu6 dcrn vi b6n ngodi

sta chira, thay thi5

- Tim dcrn vi xir ly: Cln cri tinh hinh thpc t6 cria thiiSt bi, BP quin lf thiist b/ hoflc ngudi

dugc phdn cdng c6 tr6ch nhiQm tim don vi sfta chfta b6n ngoii

- Cdc don vi sira chta kh6o s6t tinh tr4ng thiist bi vir dua ra b6o gi6. Quin lj BPSX vi
nh6n vi6n BP quin l1i thiCt bi c6 trdchnhiQm gi6m s5t, h5 ,!xq cdc tlcrn vi srla chta di5

thpc hiQn kh6o s6t thi6t bi 'i . ; .r . : .:

, :-

- Cdn cri b6o giri vd ciic h4ng muc sta chira BP quin ly thi€t bi Hp,{U toen kinh phi trinh

BLD duyQt theo BMl0-09 i."'' 
"

5.3.2.2. Trucrng hqp c6 th6 sria dugc - 
"

- BP quin ly thi6t bi x6c dinh nguyCn nhdn vd dg tru vflt tu can A-e sria chfra

5.3.3. Thqc'hiQn sfra chfra/gifm sit sfra chila thi6t bi
- EOi vdi thiiSt bi tg sira chta: Sau khi c6 phuong 6n xtr'ly, BP quan ly thi6t bi tiiSn hanh

sta chfia, thay th6 thii5t bi ri6u cAn thi6t. Sau khi xri ly su cO can eien iIAy dri th6ng tin

- DOi v6i MMTB kh6ng th6 tU stia chta - d5 dugc duyQt b6o giri: Nhan vi6n BP quan ly

. thitit bi c6 tr6ch nhiQm gi6m s6t qud trinh sira chfia thi6t bi, ki€m tra cdcthiist bi thay th6, ')

dim bao dring ti6u chu6n k! thuqt.

5.3.4. KiSm tra, nghiQm thu vir luu hii so

- Sau khi sira chfia, BPSX vd BP qu6n ly thi6t bi ki6m tralqi MMTB, trucrng hqp MMTB

chua ho4t ilQne t6t BP qutn ly thiet bi y6u cAu dcrn vi sta chta kilSm tral1i
a

- Trudng hqp thu6 ngodi sau khi sira m6y ho4t dQng t6t, BP quan ly thii5t bi lQp vd ky bi6n

bin nghiQm thu BM10-10 vd bdn giao cho BPSX

- BP quin ly thi6t bi cflp nhflt n6i dung sria chfia vdo hd so thii5t bi vd luu hO so theo quy

' tlinh

6. HO So



stt TGn hd so Mfl s6 hii so Noi luu Thdi gian luu

I Danh srich MMTB BMl0-0r BP quan l)7 thi6t bi
Luu d6n khi thay

-t.oor

2
Hd so thi6t bi BMl OJO2 BP quan li thi6t bi

Luu theo vdng ddi

cria TB

3

B6ng kii5m tra

thiist bi hdng ngdy
BMl0-03 BP quan ly thiist bi I n[m

4
Kti hopch BDEK nlm BMt0-04 BP quan l), thiist bi 2ndm

f,
KC ho4ch BDDK thfing BMl0-05 BP quan ly thi6t bi 2 ndm

6

Ktit qu6 dfunh giirtru6c

b6o dudng
BMl0-06 BP quan ly thi6t bi

ti,
I ndm

7
Phi6u BDDK iruro-oz

1 n6m

8 Phi6u b6o su cd BMl0-08 I n[m

9

DU to6n kinh phi sria

chna thi6t bi
BMl0-09 BP quan ly thietbi I n5m

10
Bi€n bin nghipm thu BMl0-10

'':
BP quan ly thiet bi 5 nim

11

Bing quy ilinh ngudi

vqn hdnh thi6t bi
BM10-11 BQ phfln srl dung

mdy -

Luu di5n khi thay
-4.oor



BMl0-09
nAnc o{ roAN KrNH pni stla cntla rnrrr n1 Nedy ban hanh: z,to,2,zo

Kinh gfri:
Nguoi dC nghi:

Chric vU: ..

BQ phan:

1. Cic co s& A6 ti6n hinh c6ng vigc:
Cdn cri vdo Bi6n ban tti6u tra sp cd m6y duo. c lflp ngdy

2. DU toin kinh phi:

NG[IoI r,Ap nANc KIEM TRA
fl

BAIY GIAM DOC
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BIEN BAN NGHIEM THU
rumr ni

- Cdn crh ldng bdo gid rgdy ...... thdng ..... ndm

ME s6: BM10-10

Ngny ban hanh: 2810112020

- Cdn c{r vdo biOn bdn diiu tra su cd
- Cdn c* vdo tinh hinh thuc ft cila thi€t bi

- Eai diQn: ....... .................
- Chr?c vU: ..........

Hai bdn th6ng ntr6t t<y bi6n b6n nghiQm thu theo c6c di6u khoirr,sau:
i,

Di6u 1: B€n B dd hoan t6t viec thuc hien sria chta thi6t bi (c6 danh sach kdin theo).

2: BCn B hodn thanh sria chfra thiet bivd bdn giao thi6t bi cho can b0 k! thuflt b€n A.
DiGu 3: Hai b€n tl6ng y ky bi6n bin nghiQm thu vdi c6g di6u khoin tr6n. Kh6ng b6n ndo
dugc tg sta chfra, thay ttdi bi6n bdn nghiQm thu. Bi6n ban niy duo. c hm thdnh 4bLn, c6 gi6
trf ph6p ly nhu nhau. BCn A gitr 1 bin, b6n B gitr I bin, phdng TCKT gifr I ban, BP quan ly
thiet bi git I bin.
KCt luAn:

Thli h4n
bf,o hinh
(Thing)

MO te cdng viQc
(nQi dung bdd tri, s*a

chtra thiiit bi )

TOng

Thu€ VAT (10%)

T6ng cQng (da bao gdm VAT)

Bnng chfr:.
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