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Ho So TONG THE TH-[I. C rrrBN GSP

1. Thdng tin chung co s&

1.1. Thbng tin li6n hQ co s&

- TOn co s6: BQnh viQn da khoa L6m Hoa -Htmg Hd

- Eia chi: Th6n Ddng LPc, Xd Hrmg Hd, tinh Hrmg Ydn

SO AiCn thoai: 02273.6528989

- Dia chi kho b6o quin: Tang 1, BQnh viQn rfa khoa Ldm Hoa- Htmg H?t

- Girim d5c: Tr6n Ngqc TuyAn S6 aiQn thoai:0904441268

- TCn crin bQ php trrich: L6 Th! Thanh Trn 56 diQn thoai: 0983 1 19751

1.2. Hogt ilOng ttuqc cdp phdp cfia co s0:

BQnh viQn da khoa Ldm Hoa - Hrmg Hd ld bQnh viQn ngoiri c6ng lflp duo' c BQ y

t,5 c6p gihy phip hoat dQng s6 184/2018/GPHD-BYT-ngdy 05/04/2018 c6 chr?c nang

,f,ie- iu L*iAoorrg bQnh viQn da khoa hqng III tuy5n huyQn dim nhiQmkh6m.chta
-O-r.*, 

"n* sOJsric thOe cho nhdn dAn' 
".C*:ll'm0 

th€m Phdng ti6m chtng vdc xin

ai"n w dugc S& y tii tting th6ng b6o co sd dri didu kiQn ti6m chtng ngiy 06/0512019'

2. HQ th6ng quin lf chAt lugng

2.1. HQ thdng qudn l!' chiit bqng cfia co sO

- ViQc quan ly ch6t luqng vicxin duqg quy tlinh trong c6c SOP (c6c quy trinh

chuAn ti6p rfrarr, q,ra., ly, bao quan, c6p phit vic xin' sinh phAm)

3. Nhin sq

BQnh viQn da khoa LAm Hoa - Htmg Hi xdy h€ th6ng kho vic xin vdi mgc dich

il6m bio an toan cho vdc xin dugc b6o quin t4i don vi' thqc hi€n theo dtng quy dinh

cria BQ Y ti5.

- Phdn c6ng nhAn sg quan ly kho vic xin:

+ BO phfln kitim tra gi6m s6t ti6m chring:

- Bs CKI: Trdn Ngqc TuyEn Chric vu: Gi6m d6c chuy€n m6n

-DSDHNguy6nThiMai Chr?cvg: TrudngKhoaDugc

- CNNguy6nVbnPhudc Chrlc vu: Ph6 phdngk6 ho4ch

+ Bdc s! phg tr6ch phdng ti€m: L6 Thi Thanh Tri

+ B6c s! ldm viec t4i phdng tiOm: Bs Ph4m Thu Phuong' Bs Vi Thi Ch6nh'
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+ Tht kho vic xin : DS. LE Thi Yiin, Ds Trdn Thi Y6n

+ Di6u duong lim tqi phdng ti6m : Ph4m Thi Nam, Pham Thi e$'Iq:V-:" fti
Hoa, NguyEn Ngg"i-*, fran fni H6ng Ytin, Nguy6n Iftrinh Ly' Nguy6n Thi M€n'

* So dd t6 chric qui'n lf kho vic xin nhu sau:

TIIUKHOVAC.XIN
Ds. L€ Thi Ydn
Ds.Trin Thi Y5n 4

Y
eE

OA KI

\k

- Phdn c6ng trrich nhiQm cho timg v! tri quin lli vdi nhiQm vg cg th cho timg c5e

nhdn trong bang phAn c6ng nhiQm vu vi tri viQc ldm vi ph6i dugc ph6 duyQt cria lSnh

dao b9nh viQn. C6c vdn bd,n phAn cdng nhiQm vu dugc luu git trong bQ h6 so dAP rmg

GSP cta elon vtphuc W kitim tra, d6nh gi6 tlugc thu$n I01.

- NhAn vi6n tham gia quAn ly kho dugc diro tao' t6p hu6n c6c qui dinl'." gSP'

q,rv airr.uio'q;tur;t; *in 
"ing 

nhu duqc ptr6 ti6n, nlm chic c6c quv trinh soP'

Nt a., ,ien tam viec trong kho bno quan vic xin dEu duo. c kh6m. sric kh6e dlnh kj theo

quy aU, 
"a 

duo. c trang ti t.*g pt'1'l pht hqp voi c6ng viQc (quAn rio blu)'

- 56 luqng nhdn sU tham gia viro qurl trinh ti6p nhin' quan lf' bio qran' c6p

ph6t vic ;in: i6rig t6, 12 crin bO, trong d6 03 b6c" si, 0l Dusc si dai hgc'01 Ds cao

i-g, oj oicu du&re d4i hpc, 04 Di6u duong cao ding'
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TT Hg vi t6n Chric danh Trinh tI$ chuyOn m6n

1 L6 Thi Thanh Trd Bs phq tr6ch phdng ti6m B6c sf

2 Vi ThiChAnh Bs ldm vi€c tqi Phdng ti6m B6c si

3 Pham Thu Phu<mg Bs ldm viQc t4i Phong ti6m Bdc s!

4 TrAn Thi Y€n Thri Kho vacxin Duo. c s! Cao <lang

l L€ Thi Y6n Thri Kho vacxin Ds dai hgc

6 Pham Thi Ndm Di€u dudng thuc hi6n ti6m Di6u du6ng Dai hoc

7 Pham Thi Anh Ei6u dudng thgc hiQn ti6m Di6u du0ng Eai hqc

8 Nguy6n Thi Hoa Di6u du0ng thUc hien ti6m Ei6u du0ng Dpi hgc

9 Nguy6n Thi MiSn Di6u dudng thuc hi6n ti€m Di6u duong Cao dlng

10 Trin Thi H6ng Ytln Didu dudng thuc hi0n ti6m Diiiu du&ng Cao ddng

11 Nguy0n Ngec Lan Di6u dudng thgc hiQn ti€m Di6u dudng Cao ddng

t2 Nguy6n Kh6nh Ly Di6u du0ng thUc hi9n ti6m Didu dudng Cao <Iing

13 Nguy5n Thi M6n DiAu du&ng thuc hi0n ti6m Di€u du0ng Cao ding

4. Nhir kho vn thi6t bi

4.1. Nhd kho

- Kho duo. c xdy dpng t?i vi tri cao, co hQ th6ng tho6t nudc tr6rnh duoc dnh

hudng cria nudc ng6m, lfr lut. Kho c6 l6i ra vdo thu4n tiEn cho viQc vdn chuy6n xe 6 t6
Ar5 xu6t nhfp, b6o quin, phdng ch6y, chira ch6y.

- N6n kho cao 16o, phing, nhin, <It chic ctrin aam b6o cho ho4t dQng cria kho.

Kho dugc trang bi di6u hda, qu4t th6ng gi6, mriy hrit Am dnm bio bio quan hang h6a

khdng bf nnh hu&ng do nhiQt dO, dO Am.

+ Di6n tich kho: 8 m2;

MO ta: Kho nam tai tAng 1, trong khu6n vi0n B6nh viQn da khoa LAm Hoa -
Hrmg Hd, Th6n Ddng L4c,xd Hmg Hi, tinh Hmg YCn.

+ Phan bO c6c khu vuc nhd kho: khu tiiip nhfln/d6ng g6i, khu v1lc b6o quin vic xin
TCDV, khu rr.uc c6p ph6t, khu v.uc biQt trr vat ly. C6c khu v.uc cta kho c6 bi6n hiQu

chi 16 c6ng ndng cria timg khu v.uc.

BAn vE so lugc bli cpc t4i kho vir c6c khu v'uc bAo quAn, v6i c6c khu v.uc bi€t
trt:
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Tt3 Tts62 Tri s6 1

Cria kho

So tI6 m{t bing kho vic xin

4.2. Thier bi

4.2.1 ThiA bi chinh

- HQ thring dAy chuy€n lanh bAo quan vic xin gtim: Tt lanh Haier 360-HYC,
phich vic xin chuy6n dung <tat ti€u chuin PQS cta ti5 chric YTTG v6 thitit b! bAo quan

vic xin, dim b6o viQc bio quin theo cfiing nhi6t tlQ quy dinh trong thdi gian ddi ngay

cd khi m6t diQn trong 1 ngdy.

- C6c thi6t bi theo d6i nhiet dO hiQn c6 tai klio vic xin (dat ti6u chuin PQS cira

t6 chr?c YTTG) gdm: nhiQt k6, theo doi nhiet d0 tu dOng Elitech. C6c thi6t b! theo d6i
nhiQt dO di3 cirng vic xin b6o quan trong fu lanh, th0 kho vic xin ki6m tra nhiQt d0 2

lin/ ngey vd ghi vdo bi6u theo ddi hang ngdy theo dring quy dinh. HO so theo d6i nhiQt

tlQ cta tung thii5t Ui Oeu dugc lrru trft, <ldm bio truy xu6t dt liQu bAo quan khi cin.

- Kho dugc trang bf ditiu hda, quat treo trudmg, qu4t cAy, tlAm b6o cdc diAu kiQn

b6o quan. Cec thit5t bi trong kho dugc kitim tra, b6o tri, bdo dudng dinh k!.

- Kho dugc trang bi binh khi chta chey vd c6 quy dinh vC PCCC.

Danh mqc cric thi6t bl chinh trong diy chuytin hnh bno quin v6c xin nhu sau:

DANH MUC TRANG THIfT BI KHO BAO QUAN VAC XIN

-1r6

vre

ueu

6H

.,Nq

T6n thi6t bi Model
Dung

tich (lit)
Nim dua
vio SD

S5 lrqng Nhiet k6

Trl lanh

Tt lanh Haier
36O-HYC

360 20t9 I 1

Tri lanh Haier
360-HYC

360 2020 1 I

Tri lanh Haier
360-HYC

360 2021 1 i

Tt lanh AQRI287BN 267 20t9 i 1

Phich
!

vac xln
VX

7 20t9 1
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Dcrn vi tinh 56 luqng Ki mi hifu Ghi
chti

1 Di€u hoa khdng khi cei 0l DAIKIN
12000

2 Binh chta ch6y Binh 0l

3 NhiCt k.i t.u ghi cai 02 Elitech

TRANG THIET BI KHAC

4.2.2. VQ sinh thidt bi

- C6c thitit bi kho dAy chuy€n lanh: tt 14nh, hdm lanh, phich v6c xin thudng

xuy6n duo. c vQ sinh lau s4ch v6 ngoii vir b6n trong.

- Tri lanh tlugc bio du6'ng hang th6ng theo quy trinh SOp s6 t t.

- ViQc vQ sinh, b6o dudng thiilt b! ddy chuyEn l4nh dugc quy tllnh trong SOP s6

I I <lugc ghi ch6p dAy dri vdo 56 nhat kry kho.

4.2.3. H? thilnT mtiy tinh

Sti luqng: 02 miy tinh li6n quan d6n quan lf, theo d6i cdp phdt' luu trt nhiQt dg

cria thi6t bi theo d6i nhi€t dO t.u d0ng bio quin v6c xin.

+ 01 mriy tinh khoa Duo. c - VTYT: lap phi6u xu6t, nh4p v6c xin trdn phAn mdm

ti6m chtng, in, luu nhiet d0 theo d6i t.u dOng trong tu bio quAn v6c xin hdng th6ng.

+ 0l m6y tinh Phdng ti6m chtng quan li, theo d6i xu6t nhfp, b6o c6o vic xin.

5. Hd so tii ti$u

- Quan lf, lrru trii hti so li€n quan bio quan, phin phtii v6c xin:

- H6 so t6ng th6 cira co sd b6o quin vic xin TCDV.

- Gi6y phdp luu hanh vic xin t4i ViQt Nam (ban copy).

- Gi6y chimg nh4n xuAt xudng ttng 16 VX cria viQn KDQG (bin copy).

- COng vin c6p ph6t vic xin TCMR cho c6c don v! (hdng thring).

- H6a tlon xu6t kho, bi€n ban giao nhSn, 56 quan li vic xin, vat tu, Bang theo

doi nhiet dQ hang ngdy cria timg tu hnh, Bnng ghi nhiet dO in tu thi6t bi trr tlQng theo

d6i nhiQt tlQ li6n tttc, 86o ciio vic xin hang thdng, Bi6n bin kii5m kd kho th6ng.

- Hd so 6p huAn cho CB tham gia b6o quin, vin chuyiin VX: tii liQu, chuong

trinh, danh srich hgc vi6n.

s
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- Danh mgc crlc quy trinh chuAn thlrc hiQnviQc titip nhfln, quan ly, bio quan, c6p
ph6t v6c xin, sinh phAm (SOP)

. SOP 0l: Quy trinh ti6p nhen viirc xin vir dung m6i

o SOP 02: Quy trinh b6o quan vic xin trong tt lanh duong

o SOP 03: Quy trinh b6o quAn vic xin trong tt l4nh 6m

o SOP 04: Quy trinh theo d6i vd ghi ch6p nhiQt ttQ bio quin v6c xin

. SOP 05: Quy trinh ldm <l6ng bdng vd rd <l6ng binh tich lenh

r SOP 06: Quy trinh cl6ng g6i vic xin vio phich vic xin

r SOP 7: Quy trinh thu hOi, bigt trr v6c xin, hriy vic xin

o SOP 8: Quy trinhbdo du0ngtu lanhbno quin vic xin

o SOP 9: Quy trinh v€ sinh kho, kiaim so6t c6n trung, xt tri khi gf,p lo vic xin vo

o SOP 10: Quy trinh ki6m kC v6c xin, dung m6i bio qudn t4i kho

. SOP I l: Quy trinh tg thanh tra gi6m s6t

. SOP 12: Quy trinh dim bio An Ninh

o SOP 13: Quy trinh drinh gie dQ ddng dAu nni€t d0

6. Bilo quin

Cic sin ph6m, nguyGn liQu ttuqc bio quin

- BOnh viQn thUc hiQn bio qudn vic xin dich vu theo quy dinh. C6c sAn ph6m
ndy d6u c6 gi6y phdp luu hanh cdn hi€u lgc vd c6 bin sao gi6y chtmg nh{n xu6t xudng
vic xin theo quy dinh.

- t6t ca v6c xin dich vp ddu bdo quan trong dAy chuyAn funh dAp img theo y€u
I . ^^ -, ,(

cau cua lJo Y te.

+ Kh6ng d6 thu6c, h6a ch6t, bQnh phAm, thpc ph6m vd d6 u6ng trong day
chuydn funh b6o quan vic xin. Bio quan vic xin dich ru trong tir ri€ng.

+ V6c xin vd dung m6i tlugc sip xtip theo loai, theo 16, han sri dUng O6 tnuan
tipn cho viQc c6p phit.

+ Sip x6p hQp vic xin theo ban chdrt ttmg lo4i vic xin, Aii tranfr ldm il6ng bdng
vic xin nh4y cim v6i nhiQt d6 th6p vd c6 khoang c6ch d6 khdng khi lpnh luu th6ng
gita cdc hQp.

+ Vic xin sir dung theo nguy6n tic h4n ngin phdi dugc su dqng tru6c, tiiip nh{n
tru6c phii st dqng trudc valho{c theo tinh trang crla chi thi nhi0t dO lg vic xin.

+ Theo d6i nhiet dO cta tu l4nh hang ngdy ft6 cn ngdy 16, ngdy nghi) vn ghi vdo
bing theo doi nhiQt dO t6i thi6u 02 ldn/ngiLy vdo buiii s6ng hic d6n fthoang 7h30 d6n
8h00) vd butii chitiu tru6c khi vA fthoang l6h-17h).

+ Kh6ng bdo quAn trong d6y chuydn l4nh cilc vic xin el6 h6t han st dpng.

+ Kh6ng md thi6t bi d6y chuyAn lanh thulng xuy€n.

6
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TT Lo4i vic xin vh dung m6i Nhiet.I0 bio quin Ghi chri

1

N6o M6 ciu BC
Kh6ng dC el6ng bdng

2
SAT

+2oC d6n +SoC Khdng d6 ddng bdng

3
Vi6m n6o nhit ban Imojev

+2'C d6n +8'C Kh6ng dii d6ng bdng

4
B 20mc

+20C d6n +80C Kh6ng dd ddng bing

5
Euvax B lOmcg

+2oC d6n +8'C

6
Euvax B 20mcg

+2oC d6n +8oC Khdng d€ tl6ng bing

7
Hexaxim

+2oC d6n +8oC Kh6ng d6 ddng bdng

Infanrix
+2"C d6n +8'C Kh6ng <t€ ddng bdng

9
Vc Menactra

+2'C d6n +8'C Kh6ng d6 d6ng bang

10
Vc Prevenar 13

+2'C d6n +8oC Kh6ng d6 d6ng bdng

11
Rotavin -Ml

+2oC tt6n +8oC Kh6ng d€ d6ng bang

12
MMR II

+2"C d6n +8oC Kh6ng h6ng do d6ng bdng

13 +2'C d6n +8oC Kh6ng <lti d6ng bdng

A Synflorix Kh6ng d6 d6ng bdng

15 Rotateq +2'C d6n +8"C Kh6ng di3 <l6ng bdng

t6 Gardasil 4 +2oC ilain +8oC
-t -^Knong oe oong Dang

17
Avaxim 80

+2'C d6n +8oC Kh6ng d6 d6ng bdng

18 Varivax +2'C d6n +8oC Kh6ng d6 d6ng bang

19 Vc Tetraxim +2'C d€n +SoC Kh6ng d6 ddng b[ng

20 Dung m6i MMR +2'C d5n +8"C Kh6ng d6 d6ng b6ng

Vc U6n v6n bach hiu 12og 6[1 +goC Khdng d6 d6ng b[ng

+ Dam bio v€ sinh: nia tay sach trudc khi cdm hQp, lq vic xin.

Danh mgc c6c vic xin trong TCDV tlang bfro quin tai kho:

+2'C d6n +8'C

Khdng d6 d6ng bdng

8

Influvac Tetra 0.5m1

+2'C d6n +8oC

2l
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22 Vc U6n v6n +2"C d6n +8oC

23 Vc Vaxigrip Tetra 0.5m1 +2oC d6n +8oC Khdng dC <l6ng bdng

Vc IVACFLU-S +2oC d6n +8'C Khdng d6 d6ng bnng

25 +2oC d5n +8oC Khdng d6 el6ng bdng

26 VC Varilrix +2oC d6n +8'C

27 Vc Twinrix +2oC tttin +8oC Kh6ng d6 d6ng bdng

28 VC Shingrix +2oC d6n +8oC Kh6ng dO tl6ng bdng

29 VC Quimi hib +2oC d6n +8oC Khdng d€ ddng bdng

30 VC Qdenga +2'C d6n +8oC

31 VC Pneumovax 23 +2oC d6n +8'C Kh6ng dE tl6ng bdng

'Z VC Menquadfi +2oC d6n +8oC Kh6ng dti d6ng b[ng

33 Vc Boostrix +2oC d6n +8oC Kh6ng d6 d6ng bdng

Vc Gene - HBvax +2oC ddn +8oC Kh6ng dC <16ng bnng
I

7. Xt ly sin phAm khdng tl4t yGu cAu vir thu h6i sin phAm

7.1. Xft li cric sdn phdm khilng ily yAu ciu:

Don vi thpc hiQn xrl lj' cilc vhc xin kh6ng d4t y6u cAu theo quy dinh/ yCu ciu

cria BQ y tii, 56 Y ti5 khi c6 16 v6c xin ph6i ngrmg sri dgng sE dugc b6o qu6n ri6ng tAi

khu Wc biet trft d,6 chd hu6ng dan xt ly.

7.2. Thu hii srtn phdm

- HQ th6ng xri ly viQc thu htii san phAm: Thgc hign theo y€u cAu cna BO Y t6' Sd

y t6. C6c 16 v6c xin kh6ng <lim bio ch6t lugng phii ngimg sri dpng sE duo. c bio quin

ri6ng tai khu vgc biQt tr[ dr6 chd huong din xri li.

- Thu hoi, biet trft vic xin theo quy dinh khi c6 c6ng vin chi d4o cta BO Y t6'

Sd Y ti5.

_ v6c xin thu h6i dugc bio quan theo nhiet dQ quy dlnh tai khu bi€t trfr chd xti

ly.

- Trudng hqp hty vic xin: v6c xin hiy dua ra ngodi ddy chuy€n lanh' c6 luu trtr

diy dt euyi5t i'i"frif,".f, l6p h6i d6ng hiy vic xin, bi€n ban hriy v6c xin, bilo c6o hty

v6c xin cho tuy6n tr€n'
8

Khdng di5 d6ng blng

an

Gardasil 9

Kh6ng <t6 <ldng brng

Khdng de ddng bdng

34



8. Tg thanh tra

- BQnh viQn tiir chric ki6m tra, giriLrn s6t cdng t6c kho chria vic xin:

- Dinh ki hang th6ng thri kho vd chuy€n tr6ch ti6m chtng kitim k€ kho'

- Hang th6ng thgc ki€m kE kho vdi sU tham gia cria c6c phdng chirc ndng: K6

toiin, khoa Du-o. c - Vflt tu y t5, t6 chirc hanh chinh (c6 bi€n bdn ki6m kO)'

- Hing ndm t6ng ki6m k6 kho vdi c6c su tham gia cria c6c phdng chirc n6ng: K6

torfur, khoa Dugc - Vft tu y t6, t6 chric hanh chinh, (bi€n ban ki6m kE sao luu)'

- Ld.m vi l{P b6o crio theo quY dinh.

_ Eon vi t.u ki6m tra theo Danh mgc <I6nh gi6 thuc hi€n GSP (theo checklist):

Quyi5t Cinh tu tLanh kii5m tra, c6 bi6n ban b6o c6o kiit qui kitim tra GSP/'
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