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ISO-SYTHG-OO-01

1. Mgc ilich

Quy trinh ndy:

- Quy dinh c6ch thric ban hinh, sta d6i vd quin l1i c6c tdi liQu thuQc h€ thdng

quan ly chSt lugng cria Sd Y t.i Hfu Giang.

- Hu6ng din, phdn c6ng tr6ch nhi€m vd quy dinh c6c bu6c ti6n hdnh vi€c qu6n

ly vin bdn di - diin nhim dim bio kiiim so6t ch{t chc, gi6i quytit kfp thdi viQc so4n

thio, ph6t hanh c6c v6n ban <ti vd tiiip nhfln xr? ly c6c vdn ban diin.

2. Phqm vi 6p dgng

Quy trinh niy rip dpng A6 n6m soiit ciic tdi liQu sau:

- Chinh s6ch ch6t luong, mpc ti6u ch6t lugng;

- 56 tay ch6t luqng;

- Cric quy trinh, hudng d6n c6ng vi6c, bi6u miu cta h0 thi5ng qudn lf ch6t

lugng;

- Ciic vdn bin phrip quy vd tieu chuAn sri dqng trong hQ thtSng quin lj ch6t

luqng;

- Vdn bin di vd vdn bin diin.

Ghi chti: Cric hd so khdng thuQc ph4m vi rip dpng cta Quy trinh ndy.

3. Tni liQu li6n quan

- DiAu khoin 4.2.3-Ki€,m so6t tii liQu cta TCMrI ISO 9001:2008

- Muc 4.2.3. STCL-SYTHG.

-Ph6p lQnh 34I2OOL|PL-UBTVQH1O ngity 041412001 cta Uy ban Thudng vu

Qu6c hgi vd Luu trir Qudc gia;

- Nghi dinh sti t t tlZOo+fNO-CP ngdy 8/4l2OO4 cta Chinh pht quy dinh chi tiiit
thi hanh mQt s6 <tidu cria Phrip l6nh Luu trt qu5c gia;

- Nghi dinh sO t t0lZ00+/tlO-CP ngdy 8l4l2OO4 cria Chinh ph[ vA c6ng tic v6n thu;

- Th6ng tu li6n tlch s6: 55/2005/TTLT-BNV-VPCP ngiry 6/512005 cna B0 NQi

W vd V[n phong Chinh phrl huong a6n ve ttr,5 thric vi ky thuat trinh bdy vin ban;

- Quytit dinh s6 30/2009/QD-UBND ngdy 18/9/2009 cria UBND tinh Hflu Giang

V/v Ban hdnh quy tlinh v6 thrS thric vd k! thuft trinh bdy vin bin.

4. Dinh nghia vi Thu$t ngfr vi5t tit
- Tdi liQu kiiSm so6t: ld cric tdi liQu c6 d6ng d6u DA KIEM SOAT mdu d6 d trang

02. Nhtng ngudi sri dgng tdi li6u ki6m so6t sE cfp nhAt m6i khi tdi liQu thay rl6i.

-Vdn bin dt5n: ld todn b6 vdn bdn, gi6y td, tdi liQu, bin fax, ki6n nghi... tu co
quan ho{c c6 nhdn b6n ngodi grii dtin.
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- Vdn ban tti: ld todn bQ vdn bin, gi6y td, tdi liQu, ban fax. . .. mang danh nghia S&

Y ti5 Hau Giang grii tli cho ciic don vi vd c6 nhdn.

- Ban th6o vin bAn: ld bAn tlugc vi6t tay ho4c drinh mriy, hinh thinh trong qu6

trinh so4n th6o mQt v[n ban cta co quan.

- BM: Bitlu m6u

- QT: Quy trinh
- HD: I{udng din
- EDLE (QMR): Dai di€n lanh d4o vC ch6t luqng

- HTQLCL: HQ thdng quan ly ch6t lugng

5. NQi dung quy trinh
5.1. Ki6m soft c6c tiri liQu cfra HQ thiing quin lf ch6t tuqng

5.1,1. So ili ban hdnh, sfira ddi tdi liQu:

Nguli thr;c hifn Trinh tg c6ng viQc
Bi6u miu, thi
liQu li6n quan

Td;tcicanbQ, c6ng
chric, vi6n chric

Phu trdch phong

Php tr6ch phdng

C6c phdng c6 liOn

quan

Gi6m d6c

Thu ki Ban ISO

Nhtrng ngudi st dung
tni liQu

BM-00-01-01

+
PhAn c6ng ch bi

du thAo

Xem x6t
g6p f, hodn thiQn

DuyQt

C{p nhflt vdo
danh muc tdi li€u

Sao chup, d6ng dAu

kitim sorit, ghi s6

Phin ph i
Thu h6i ban l6i rhdi

Sri dr,rng, b6o.quin.
CQp nhAt khi cdn thi6t

BM-00-0r-02

BM-00-01-03
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5.1.2 Quy illnh vd hinh thtbc tdi liQu cfia Sd Y ft nQu Giang :

5.1.2.1. Hinh thtc c6c tdi li€u thuQc HQ th6ng quan ly ch6t luqng cria Sd Y t6
Hiu Giang (bao g6m s6 tay ch6t lugng, quy trinh vd c6c hudng din) duqc quy dinh

gi6ng trang bia (trang l) vd trang 2 ciatii liQu ndy. Cric thdng tin dC ki6m so6t tdi liQu

Dao gom:

- T€n <lon vi: SO Y t6 Hiu ciang

- T€n tdi liQu: Ghi t€n ld s6 tay ch6t luqng, quy trinh hoic huong ddn;

- Md s6: theo quy dinh d muc 5.1.3;

- LAn ban hdnh: tdi liQu ban hdnh l6n dAu ghi ldn ban hanh lir 01, sau m6i lAn ban

hanh lai thi mgc "LAn ban hdnh" tdng l€n 01 don vi;

- Ngdy ban hanh: ghi ngdy c6 hiQu lgc hiQn hanh cria tii liQu;

- C6ch d6nh s5 trang: s6 trang/t6ng s5 trang.

St dung th6ng nh6t ph6ng chir Unicode dd soan th6o vin ban.

5.1.2.2. Hinh thfc biiSu miu dugc thii5t k6 theo muc tlich sri dgng cho cdc ho4t

dQng khrlc nhau, nhrmg cAn phii c6 md s5 vir s6 trang (6p dung d5i vdi truong hqp

bitlu m6u c6 nhiOu trang) d6 ki6m so6t:

- Ma sO biilu m6u: ghi d g6c tr€n b6n phii.

^t- 56 trang ghi o g6c dudi b€n ph6i (6p dqng khi bi€u mAu c6 nhi6u trang).

5.1.3 He th6ng mi ho6 tiri liQu (6p dgng ddi vdi 56 tay ch6t lugng, Quy trinh,

Hu6ng d6n vd birlu miu).

5.1.3.1. SO tay ch6t luqng ky hiQu: STCL - SYTHG

5.1.3.2. Ma s5 quy trinh: ISO-SYTHG-mn-xy
,. - i- mn l?r mE s6 quy udc cria c6c phdng, ban thu6c Sd Y te H{u Giang.

- xy li s6 thri t.u cria quy trinh, c6 gi6 tri tt 01 d6n 99.

Md s6 crla c6c Phdng cta Sd Y tt! Hflu Giang ttugc quy dinh nhu sau:

STT TGn bQ ph$n K{ hi6u

1 Tni tiQu chung ciia 56 Y t6 Hau Giang 00

VIn phdng S& 0l

3 P. Quin lf Hnnh nghd Y - Duqc tu nhAn 02

P. Thanh Tra 03

5 04

6 P.NVD

Vi dp: Quy trinh Ki6m so6t tdi liQu ld quy trinh chung cria h€ thi5ng quin ly ch6t
- ,(,.

luqng, dugc mang md sd lir ISO-SYTHG-00-01.
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5.1.3.3. Ma s6 cta c6c huong d6n: HD-mn-xy

- HD le chir vi6t t6t cria hu6ng din
,. - r- mn lir md s6 quy udc cria ciic phdng thuQc S& Y t6

- xy ld s6 thu tu cria Huong din, c6 gi6 tri ttr 0l d6n 99

Vi dy: Vin phdng Sd c6 0l Hudng d6n cdng viQc thi Huong d6n <t6 c6 ma s6 li
HD-01-01.

5.1.3.4. Md sii bi.iu miu: BM-mn-xy-wz

- BM la chfr vit5t tit cria bitiu m6u

,, - i- mn-xy ld md s6 cta quy trinh (ISO-SYTHG-mn-xy) ho4c hudng dan (HD-

mn-xy)

- wz lir sti thu t.u cta birlu miu, c6 gi6 tri tt 01 dtln 99

Ghi chrt: Khi c6 Quy trinh vd Huong d6n cta mQt b0 ph6n tt€u c6 Bi6u miu thi

Bi6u miu c6 tru6c dugc d6nh s6 tru6c.

Vi du: Quy trinh Ki6m sorit hti so - md sti ISO-SYTHG-00-02 c6 hai Biiiu mau

thi Bi€u miu c6 tru6c mang s5 hi€u ln BM-00-02-01 vd Biiiu miu c6 sau mang si5 hiQu

ld BM-00-02-02.

5.1.3.5. Ddi vdi nhi6u quy trinh md sri dgng chung mQt biiSu m6u thi bitiu m6u

chung <16 dugc danh ma s6 li: BM-QTTN-wz trong d6 QTTN ld vi6t tAt cta Quy trinh

t6c nghiQp; wz ld s6 thu qu bi€u m6u.

5.1.4. NQi dung thi liQu

5.1.4.1. SO tay chdt hrqng:

Ld tdi liQu quy dlnh hQ th6ng quan lj ch6t luqng cria Sd Y t6 H4u Giang. 56 tay

ch6t lugng c6 nhtng nQi dung nhu sau:

- Muc dich, ph4m vi 6p dgng cria hQ thiing qu6n lj ch6t luqng

- C6c thuflt ngt vd chf vi6t tit trong s6 tay chdt luqng

- Gi6i thiQu vA S0 Y tii Hflu Giang

- Chinh s6ch ch6t luqng cria Sd Y ti5 Hdu Giang.

- Muc ti€u ch6t lugng cria Sd Y t6 H{u Giang.

- MO ta c6ch thuc hi€n cria Sd Y t6 Hlu Giang d6i vdi c6c y6u cAu cria ti6u chuAn

TC\,/N ISO 9001:2008 vd viQn din tdi c6c Quy trinh c6 li6n quan.

5.1.4.2. Ctic Quy trinh:

NQi dung cta quy trinh clugc quy dinh th6ng nhdt gOm c6c mpc sau:

Trang619
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- Gidi thi€u v0 SO Y t6 HQu Giang

- Chinh sdch ch6t luong cria Sd Y t6 H{u Giang.

- Muc ti6u ch6t luong cria Sd Y t6 Hflu Giang.

- Md te crich thgc hi6n cria Sd Y t6 Hflu Giang diii vdi c6c y€u cAu cta ti€u chuAn

TCVII ISO 9001 :2008 vd vi€n din tdi c6c Quy trinh c6 li6n quan.

5.1.4.2. Ctic Quy trinh:

NQi dung cria quy trinh duoc quy <Iinh th6ng nh6t giim c6c muc sau:

1. Mgc tlich: Quy trinh quy dinh th6ng nh6t n6i dung, c6c budc ti6n hanh trong

qu6 trinh thuc hiQn mQt c6ng viQc, dich vp hdnh chinh cdng Sd Y t6 Hflu Giang.

2. Ph4m vi 6p dgng: NCu cp th€ quy trinh dugc 6p dgng cho <I6i tugng nio,
ho4t dQng ndo, bQ phfln ndo.

3. Tni liQu li6n quan: LiQt k0 nhiing tdi liQu mi ngudi thgc hiQn phii st dung

khi thyc hiQn ttrng budc c6ng viQc.

4. Dinh nghia vh Thu$t ngfr vi6t t6t: NCu l€n dlnh nghia ho[c ciic cht vitit tlt
i.

trong tal heu. neu co.

5. NQi dung: NOu l6n nQi dung chi ti6t cria Quy trinh. Trinh bdy quy trinh c6

th6 dudi dang m6 td bing ldi, dtng so dd dong ch6y ho4c tiit trqp trinh bdy so dO ddng

chiy trudc, sau d6 ld md ti.

6. Hii so: NOu c6c loai h6 so li6n quan <Itin quy trinh vd crich thric luu trft c6c h6 so

d6.

7. Phg lgc: LiQt kE cdc lo4i bitiu m6u vi kdm theo phAn sau cta quy trinh.

Quy trinh nio kh6ng c6 tdi liQu viQn d6n ho4c khdng c6 c6c tu ngir cdn ph6i

dinh nghia thi muc tI6 dugc ghi ld khdng. Chri j kh6ng ttugc b6, thay d6i t6n ho[c

trinh tu cta ciic muc tr6n.

5.1.4.3. Htthng ddn

NQi dung cria hudng dAn c6 thO bao g6m c6c mgc nhu trong quy trinh. N6u

huong din don gian thi c6 thri trinh bdy ngay phdn nQi dung.

5.1.5. Tr6ch nhiQm xem x6t, ki6m tra vir ph6 duyQt crlc tiri IiQu hQ thiing
quin lf chdt luo.'ng:

-lTet cA cAc tdi li€u nOi bQ trong hQ th6ng QLCL cta Sd Y tC Hdu Giang d€u duoc

Thu ky ban ISO xem xdt vd QMR ph6 duyQt ban hdnh.

5.1.6. Quin lf vn phin ph6i tni liQu hQ thiing quin lf ch6t luqng
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. Tdi liQu sau khi dugc ph€ duyQt, Thu ls-i Ban ISO c{p nh{t vio danh mpc tdi liQu

theo bi6u m6u BM-00-01-02 vd sao chpp sri lugng theo y6u ciu sri dpng <16 phin phi5i

cho c6c b0 phfln li€n quan.

Lttu !,:

- Cric bi6u mdu thuQc ciic thi tuc, quy trinh ndo cta h€ th5ng thi di kdm v6i thri

tr,rc, quy trinh 6y, kh6ng cAn l6n danh mgc ri6ng.

- Cec hd so dugc c{p nhft vdo BM-00-02-02.

o Ciic bin sao duo. c d6ng d6u ki6m sorit d trang 0l ho4c 02 theo m6u du6i d6y:

SO Y TE HAU GIANG

DA KIEM SOAT

. Khi ph6n ptri5i pnai ghi vio s6 ph6n ph6i theo biiiu m6u BM-00-0r-03.

o C6c tdi liQu khi cung c6p cho bOn ngodi ph6i dugc s1r ddng y cta Ldnh <tao Sd Y
tti H4u Giang. Theo d6i tinh trang muom./tra tii liQu theo BM-00-01-05.

5.1.7 Sfra O6i vAr c$p nh$t tni liQu

5.1.7.1. Trong qu6 trinh sr? dung n6u thSy tdi liQu cin ph6i sria d6i, thi ngudi d0 nghi

phii ghi y6u cAu sta d6i va n6i dung sta d6i dy ki6n vdo phi6u theo biriu m6u BM-00-
01-01 vi chuy6n cho phq tr6ch phdng, trinh tu theo so AO ban lanh, sta d6i tei tdi liQu

mgc 5.1.1, tr:ang4l9.

. .,i ^ :
Truong hqp phi€u y6u cdu sta d6i kh6ng di ch6 d€ ghi n6i dung sta <I6i thi dinh kdm

trang c6 nQi dung sta d6i ctng phii5u y€u cAu.

5.1.7.2 NOi dung thay d6i dugc in nghiCng n6u thay d6i dudi l/3 trang; thay c6 trang

n6u thay AOi nfri6u hon 1/3 trang.

5.1.7 .3. Cdn cri vdo theo ddi phAn ptr6i tai li6u tr6n trang dAu cta timg tai liQu, Thu lcj
Ban ISO thu hdi tai liQu cfr dtl thay th6 trang duoc sria ttOi, <l6ng thdi cflp nh4t lAn sria

d6i vdo bang theo d6i sria cl6i d trang diu. Sau 3 ldn sr?a d6i thi tAi liQu sE tluo. c ban hdnh

lai.

5.1.7.4. Tai lieu l6i thdi sc bl hty b6 sau khi thu hdi, ban g6c tdi liQu ci c6 th€ giE lai d6

tham khAo, nhmg cAn c6 d6u hiQu dO nhin bitit (vi dp g4ch ch6o tr0n trang bia) d€ tr6nh

nhAm lin.

5.2. Ki6m soit vin bin tli, il6n vir cic tiri liQu bOn ngoiri kh6c

5.2.1.1. Tni liQu b6n ngo]ri cfra Se Y t6 Hfu Giang: lir ciic vdn bin phrip quy, ti6u
chuAn c6 li6n quan. C6c tdi liQu niry duoc quin ly t4i c6c phdng, clon v! sri dung.

ISO-SYTHG-()O-OT

M6u dAu
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5.2.1.2. BQ phfln luu trt vd c6c don vi srl dung phii lip danh mqc c6c tdi liQu b€n ngoii
dang ilugc sir dpng tai bO phan cria minh theo bi6u miu BM-00-01-04. Ri€ng cdng vdn

d6n <tugc theo d6i tai Sd dang $i vdn b6n d6n BM-00-01-06.

5.2.1.3. Cdng v[n tti tluoc theo ddi t4i 56 dang ky v[n b6n di BM-00-01-07.

5.2.1.4. Dinh k! hang ndm, bQ ph{n luu trf, rton vl sri dung vd Vdn phong c6 triich

nhiQm li6n hQ vdi c6c co quan ban hdnh tuong tng a6 ni5m tra x6c nhfln c6c tdi li€u

dang sri dpng tAi Sd Y t6 Hiu Giang ld c6 hiQu lsc.

6. Hd scr

7. Phg lgc

1. BM-00-02-02. Danh mqc hii so cria hQ th6ng quin ly ch6t luqng

TT Mn sil TGn h6 str Noi luu Thdi gian lru

I
BM-00-01-01

Phii5u y6u cAu ban henh/sta dOi

tdi liQu
Ban ISO 02 ndm

2
BM-00-01-02

Danh muc c6c tdi liQu cta hQ

th6ng qudn lj ch6t luqng
Ban ISO Bin m6i nh6t

3 BM-00-01-03 56 theo d6i phdn ph6i tdi liQu Ban ISO Bin mdi nhdt

BM-00-01-04 Danh muc tdi liQu bdn ngodi
Ban ISO

Cdc b0 phdn
Bin m6i nh6t

5
BM-00-01-05

Vin thu +

C6c bQ phin

6 BM-00-01-06 SO aang ky van bdn diin Vdn thu Theo quy dinh

'7 BM-00-0 r -07 SO Oang ky vdn bin di Vdn thu Theo quy dinh

4.

Sd theo d6i mugn tdi li€u, h0 so Theo quy dlnh
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BM-00-01-01

pHrEU ytu cAu n.lN nANrvsr1a oor rAr r-mu

Ngucri y6u ciu:

ThuQc phdng ban:

TGn thi liQu tI6 nghi
sfta:

NQi dung y6u ciu ban hinh/sira:

Dugc sr?a diiilit: (trudng h. p kh6ng dil ch6 thi dinh kdm trang duqc sna d6i)

Ngdv: Kj t6n:

Y ki0n PhB trich phdng

Ngdv: Ky t€n:

DuyQt cria D4i diQn lfrnh rlao

Ngdv: K! tOn:

Phin c6ng nguoi thr;c hiQn vir thcri gian hoirn thinh

Trang 1/1



BQ ph$n BM-00-01-02

DANH MVC TAI LIPU NQI BQ

TT T6n thi liQu Me s5 Ghi chri
LAn I Lin2 Lfln 3

3

5

7

11.

12.

13.

14.

Trang: l/1

Nghy ban
hinh/Sfra

-:.dor

Sii lAn ban hirnh

1

2.

4.

6.

8.

9.

10.

15.



so Y rp nAu craNc
BAN ISO

BM-00-01-03

ceNG HoA xl ser cnu xcgia vIET NAM
DQc lSp - Tg do - H4nh phfc

so rHEo o6r psAN PHor rAr LrEU
HE THONG QUAN r-,f CUAT LTIqNG TCVN rSO 9001 : 2008

TT Mf, tiri li6u Ngiy ban
hirnh

Nai nhin Ghi
chri

Chi cgc tru6ng Ph6 Chi cgc
tru&ng

Phirng
HC-TH Phdng QLDL

Kf nhin

Hg, t6n ngutri nhin

Trang 1/1
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BQ phfn:

DANH MUC TAI LIBU BTN NGOAI

BM-00-01-04

t hiAu fuc

TGn tiri liQu 56 hifu Co quan
ban hhnh

Tinh tr4ng
hiQu lu's {-)

s6
luqng

Nguoi
quin lf Ghi chri

C : cdn hiQu h;c; H:

Trano'1/l
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BQ ph{n BM-00-01-05

so THEO Dor riNH TRANG MIION/TRA rAr LIEU/HO SO CUA HTQLCL

Me s6/
^r . .^so hleu

T6n tii liQu/hd so
Tinh trgng muqn Tinh tr4ng tri Ghi chri

(Tinh trang tdi [Qu.rtr6

so, thcri gian muon...)Ngiv Ngutri muqn
/BQ ph$n

Kf nhin Ngiv Nguoi
nhfn

Trang 1/1
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BM-00-01-06

SdY TE HAU GIANG

sO oANc r.f vAN nAN orN

NAM

Quy5n s6 ......

Trang 1/2



BM-00-01-06
Ne3v
tl6n

s0
-tden

T6c gii 56 vd
kf hiQu

Ngiy thing
cta vin bin TGn lo4i vir trich y6u nQi dung

Don v! ho{c
nguoi nh6n

Ky
nhin Ghi chti

rang



BM-00-01-07

so y rt Hau GrANG

sO oANc x.f vAN nAN or

Quy6n s,ii

Trang ll2

NAM ...............



BM-00-01-07

Sii vir kf hi6u
Ngiy th:ing
cria vin bin TEN LOAI VA TRICH YEU NOI DUNG Nguoi

ky

Do'n vi ho{c
ngudi nh$n

bin lru
NOI NHAN

Sii luqng
bin

Ghi
chti
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