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11 0 gISYT-NVY 	 Thanh Hoa, ngay I l_thang 7 neim 2019 
V/v thong bao kitm tra ca sa tiem 
chimg, kiem tra dam bao an toan 
sinh h9c phong xet 

	

Kinh giri: 	  

Thuc hien Ke hoach so 1429/KH-SYT ngay 12/6/2019 dm Sa Y to ve kiem 
tra, danh gia viec thuc hien cac quy dinh ve tiem chting, quy dinh ye an toan 
sinh hoc phong xet nghiem. 

De ket hop kiem tra, danh gia viec dap img man thu GSP cua cac co s& 
tiem chting theo quy dinh tai Thong to so 36/2018/TT-BYT ngay 12/11/2018 
ciia BO Y to quy dinh ye thuc hanh tot bao quan thu6c, nguyen lieu lam thu6c. 

Sa Y to thong bao kiem tra cac co so• tiem chung va dam bao an toan sinh 
hoc phong xet nghiem tir ngay Ir./.V/2019 den ngay .1D./.?.7/2019 bao g6m 
cac not dung sau: 

1. Lich kiem tra cac co s6: (Co danh sach kern theo) 

2. Thanh phan doan kiem tra: 

Theo quyet dinh s6 616/QD-SYT ngay 12/6/2019 oh Giam dOc Sa Y to 
(Co Quyet dinh kern theo) 

3. NOi dung kiem tra: 

- DOi vai co se/ tiem chung: Kiem tra viec thuc hien cac quy dinh ve tiem 
chimg, cac nOi dung cong bo ctla co so tiem chung, viec dap img tuan thit GSP. 

- Doi vai cac phong xet nghiem: Kiem tra viec dam bao an toan sinh h9c 
phong xet nghiem. 

Don vi dugc kiem tra chuan bi bao cao cac not dung kiem tra, h6 so minh 
chimg va cac dieu kien can thiet de lam viec vai doan kiem tra. Bao cao kiem tra 
de nghi lam theo mau giri qua dia chi email: maiducthangth@gmail.com  tOi 
thieu 01 ngay truac thiyi diem kiem tra (Co mk bao cao kern theo). 

Nhan duorc cong van nay, de nghi don vi nghiem tut trien khai thuc hien 
Noi nh?in: 
- Nhtr Wen (that hin); 
- Luu: VT, NVY. 
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LICH KIEM TRA 
Viec thtic hien cac quy dinh ye Hem chung, AO dap irng tuan thit GSP, 

vqc dam bao cac quy dinh ve an toil' sinh hoc pilling xet nghi§m 

TT Don vi dm 	kiem tra Thai gianic kiem tra Mit dung kiem tra 

1 Phong to van va tiem 
chimg 	vac 	xin 
36CARE 
Dia chi: Lo 60, MB 
530, Dong Ve, TPTH 
Chu ca sir: Ha Dinh 
Ngtr 
DT: 0972235136 

Tir 	8h00- 
9h00 	ngay 
16/7/2019 

(Thin 3, ngay 
16/7/2019) 

Viec thuc hien cac quy dinh ve 
tiem chimg; 

Viec ddp img tuan thit GSP 

2 Chi nhanh Thanh Hie 
— Cong ty TNHH 
AMV Gentical 

Dia 	chi: 	s6 	109 
Nguyen Trai, phuOng 
Ba Dinh, TPTH 	, 
Chu ca sir: Phan Tien 
Diing 
DT: 0988778118 

Tir 	9h30 	— 
10h30 	ngay 
16/7/2019 

(Thu. 3, ngay 
16/7/2019) 

Viec thuc hien cac quy dinh ve 
tiem chimg; 

Vies dap img tuan thu GSP 

3 Trung tam Kiem soat 
benh tat tinh 

Dia chi: s6 474 — Hai 
Thuang 	Lan 	Ong, 
TPTH 
Chit co* sir: 	Luang 
Ng9c Truang 

DT: 0912603218 

Bu6i 	sang 
ngay 
1 7/7/20 19, bat Viec 
dau tir 8h00Viec 

(Thin 4, ngay 
17/7/2019) 

Viec thuc hien cac quy dinh ve 
tiem chting; 

ddp img tuan thit GSP; 

dam bao cac quy dinh ve an 
toan sinh hoc phong xet nghiem 

4 Phong Icham to yin va 
tiem chang vac xin 
Nhi Ha NOi 

Dia chi: 07 - D4i 115 
Le Lai - phtrimg Phil 
San, TPTH 
Chit co.  sir: Tran Tuan 
Dung 

DT: 0913293408 

Ur 14h00 den 
15h30 	ngay 
17/7/2019 

(Thu. 4, ngay 
17/7/2019) 

Viec thuc hien cac quy dinh ve 
tiem chimg; 

Viec dap img tuan thil GSP 



5 Cong ty c6 ph'an y 
&K.:lc Hoang Bao Anh 

Dia 	chi: 	116 	Dinh 
Cong Trang, phtrong 
Ba Dinh, TPTH 
Chi] co sir: BUi Thi 
Khe 

DT: 02373. 75.75.95 

Ter 16h00 den 
17h30 	ngay 
17/7/2019 Viec 
(Thu' 4, ngay 
17/7/2019) 

Viec till:re hien cac quy dinh ve 
tiem chAng; 

dap ung tuan thin GSP 

6 B'enh vien Dai An 

Dia chi: QL 45, xa 
Thieu 	Do, 	huyen 
Thieu Hod 
Chu co sir: Le Dinh 
Hoang 

DT: 02373.929292 

Bulii 	sang 
ngay 
18/7/2019, bat 
dau tir 8h00 

(Thu 5, ngay 
18/7/2019) 

Viec thvc hien cac quy dinh ve 
tiem chi:mg; 

Viec dap irng tuan thil GSP; 

Viec dam bao cac quy dinh ve an 
town sinh hoc phi:mg xet nghiem 

7 Phong 	xet 	nghiem 
Medlatex Thanh Hoa 

Dia chi: Lo b94, MB 
1821, phirerng Quang 
Thing, TPTH 

Chuco sir: Nguyen 
viet Hung 

DT: 0948574599 

Bu61 	chieu 
ngay 
18/7/2019, bat  
dau ter 14h00 

(Thfr 5, ngay 
18/7/2019) 

Viec dam bao cac quy dinh ve an 
toan sinh h9c phong xet nghiem 



CQNG HOA XA HQI CHU NGHIA VIET NAM 
Doc Iap — Try do — Honh pink 

S6: 6./ 6 /QD-SYT 	Thanh Hoa, ngerpbtthang 6 'Om 2019 

QUYET DINH 
'ye viec thanh lap doan kiem tra, danh gia viec thtrc hien cac quy dinh 

ve tiem cluing, quy dinh ve an Wan sinh hoc 'long xet nghiem 

Wiwi Dew st'f Y TE 

Can dr Nghi dinh s6 104/2016/ND-CP ngay 01 thang 7 nom 2016 dm 
Chinh phu quy dinh ve hog dung tiem chimg; 

Can dr Nghi dinh so 103/2016/ND-CP ngay 01 thang 7 nom 2016 dm 
Chinh phu quy dinh ve dam boo an toan sinh hoc phong xet nghiem; 

Can dr Quyet dinh so 1100/QD-UBND ngay 12/4/2017 dm Chu tich 
UBND tinh Thanh Hod ve viec ban hanh quy dinh ve phan cong, phan cap Tian 
Vi to chirc bO may, bien the va can bO, cong chfre, vien chirc thu0c UBND tinh 
Thanh Hoa quail 1r, 

Can dr thOng tu so 34/2018/TT-BYT ngay 16 thang 11 nom 2018 dm BO 
Y to ve viec quy dinh chi Wet mot s6 dieu cua Nghi dinh so 104/2016/ND-CP 
ngay 01 thang 7 nom 2016 cua Chinh phu quy dinh ve hog Ong tiem chung; 

Can dr thong to so 37/2017/TT-BYT ngay 25 thang 9 nom 2017 cria BO Y 
to ye viec Quy dinh ye thuc hanh dam boo an town sinh hoc trong phong xet 
nghiem; 

.ket de nghl cua Tnrang phong Nghiep vu Y — Sb Y to Thanh Hod, 

QUYET DINH: 

Men 1. Thanh lap doan kiem tra danh gia viec thuc hien cac quy dinh ye 
tiem chung, quy dinh ye an town sinh hoc phong xet nghiem, gom cac ong/ba co 
ten sau: 

(CO danh sach kern theo) 

Dieu 2. Doan kiem tra co nhiem vu: 

- Tiis,chfrc kiem tra danh gia viec thuc hien cac quy dinh tiem chung, 
quy dinh ye an town sinh hoc phong xet nghiem, cac not dung to cong bo cua cac 
co. soy tiem 	 xet nghiem. Tong hop ket qua kiem tra, boo coo Giam 
d6c Sa Y te; 

UBND T1NH THANH HOA 
S6 Y TE 
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GIAM DOC 

Trinh Hum HOng 

Tren ca so ket qua kiem tra, de xuAt htly ding bt) &Ai voi cac ccr so 
khong dam bao du dieu kien tiem chimg, dieu kien an town sinh hoc. 

Doan ttr giai tan sau khi hoan thanh nhiem 

Dieu 3. Quyet dinh nay co hieu luc ke ter ngay 14; 

Cac ong/ba Chanh van phong, Truemg phong To chirc can bt), Tnrang cac 
phong, ban So Y te, Thu tnrevng cac don vi 	quan va cac ong/ba có ten O. dieu 
1 chiu trach nhiem thi hanh quyet dinh 

Nai nhOn: 
- Nhu di&I 3; 
- Luu VT, NVY. 
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DANH SACH THANH VIEN 
Doan kitin tra danh gia viec thoc hien cac quy dinh ve tiem chiing, 

quy dinh ve an toan sinh hoc phong xet nghiem 
(Kern theo Quyil dinh so i  .11/Q-D-SYT ngayt z /6/2019) 

TT H9 ten Thanh 
Chfrc vu va dan vi cling 

Vac phi'in 

1 Ong: Nguy8n Ba CAn Pho Giam doc So Y to Twang &An 

2 Ong: Le Him Uyen Throng phong Nghiep vu 
Y, So,  Y to 

Pho twang 
down 

3 Ong: Mai Dix Thing Chuy 	han en vien p 	g 
Nghiep vu Y — SO Y to Thu 14 

4 01 — 02 ng,uiyi Hai din phony Quin 1$/ 
duoc — So Y to Thanh vien 

5 On g: Nguygn 	Van HoAng Chuy 	 Ke hon en vien pg 
hoach TC — So.  Y to Thanh vien 
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TEN CO SO 	 CONG HOA xA HOI CHU NGHIA VIET NAM 
DOc lap — Tv do — lignh phut 

BAO CAO 
Viec thtyc hien cac quy dinh Ye dam bao An town sinh hoc phong xet nghiem 

I. Thong tin chung ve co sii• 

Cac thong tin chung ve ca so: Ten, dia chi, ngueyi thing dau, thoi gian, pham 
vi hanh nghe? 

Danh sach nhan su, trinh d6 chuyen mon, vi tri deg viec, thing chi tap 
huan, danh sach trang thiet bi? 

So do, each thirc b6 tri cac khu vuc xet nghiem? 

Pham vi hoat d6ng? da thuc hien viec cong b6 dam bao an town sixth h9c 
chua, a cap nao? 

II. Tinh hinh thtyc hien cac quy dinh ve ATSH. 

2.1. Dieu kien ve cos& vat chit 

- MO to so do vi tri phong xet nghiem ATSH, c6 dam bao tach biet ved cac 
phong khac cila co sO? 

- MO to san, tuOng, ban xet nghiem, co dam bao phaibang phang, khong 
tha'm nuac, chiu dugc nhiet va cac loci hoa chat an mon va de co rira ve sinh hay 
khong? 

- CO b6n nu& rira tay? dt.ing cu rira mat khan cap? h6p so ciru? 

- He th6ng dien? tip dat, ngu6n dien du phong? 

- He th6ng cap nuac? NuOc sach? Duang 6ng cap nuOc? 

- He th6ng chiL sang phut vu xet nghiem? 

- Cac thiet bi phong, ch6ng chay n6? 

- He th6ng thu gom, xir 15/ va trang thik bi xir 15,  nuOc thai? 
- CO bin bao nguy hiem sinh hoc tren curs ra vao cua khu vuc xet nghiem 

hay khong? 

2.2. Dieu kien ye trang thiet bi: 

- Danh sach cac thiet bi xet nghiem phi hop vOi ky thua't va mAu 1*'nh pham 
ho4c vi sinh vat &roc xet nghiem? 

- Co cac bao bi, dung cu, thi6t bi luu chira chit thai y to theo quy dinh? 

- CO thik bi de kith trang dung cu va benh pham? 



- Cac trang thi6t bi bao h6 ca nhan phu hop vai loci ky thuAt xet nghiem? 

- Tu an town sinh h9c? CO to ATSH cap may? 

- CO thi&t bi hap chat thai y to lay nhigm hoc thie't bi khir khtiri? 

2.3. Dieu kien ve nhan sir: 

- Danh sach nhan vien xet nghiem: Van bang, chirng chi ciao two? vi tri Cong 
viec? tap huan ye an town sinh h9c? 

- Huang dAn v" ATSH cho nguai lam viec trong khu vuc xet nghiem? Ke 
hoach, chuang trinh, tai lieu, nguai hung dAn? 

2.4. Dieu kien ve quy dinh thtrc hanh: 

- Quy dinh ve ra vao khu virrc xet nghiem? Quy dinh the ci0 bao cao? Che d6 
luu tru ho ha? Quy dinh giam sat sue kh6e va y fa? Quy dinh ltru giu, bao quan 
mau benh pham, tac nhan gay benh truyen nhiem tai ca so. xet nghiem? 

- Danh muc cac quy trinh xet nghiem? 

- Quy trinh ve khir nhigrn va xir 13',  chat thai? 

- Huang dAn sir dung cac trang thie't bi phtic vu hoat (Xing xet nghiem? CO 
hay khong? 

- Ke hoach ciao tao, tap huan than vien lam viec tai khu virrc xet nghiem? Ke -
hoach danh gia nguy co. xay ra sir co an town sinh h9c tai ca soy xet nghiem? Ke 
hoach pheng ngixa, xir 17 sir co an town sinh h9c? 

III. De xuat, kien nghi 

De xudt, kien nghi vai Soy Y to va veri clown kiam tra 

NGUtiI DUNG DAU co so 



Dieu kien co so. tiem chung 

I. Co so Wit chid 

Ket qua tkr diinh gia 
(d#t/khOng d#t)  

- CO du cac Khu vtrc cher; Khu vtrc to van kham 
sang 19c; Khu vtrc tiem chimg (>8m2); Khu vvc 
theo doi va xfr 1y phan frng sau tiem (>15m2)  
- Dam bao vt` sinh, anh sang, quy trinh mot chiL 

D61 veri phbng tiem vac xin Nem gan B so' sinh: 

Co phOng tiem hoc ban tiem rieng 

Nai tiem chting du am 

CO nai kham sang 19c; nai to van cho ba me  

2. Trang that bi 

- CO du to lanh, hem lanh/phich vac xin, cac thi6t bi 
theo doi nh* d6 bao quan va van chuyen  
- CO du dung cu tiem, sat khuAn... 
- H6p ch6ng s6c va phac d6 chtmg s6c 

TEN CO SO 	 C()NG HOA XA HOI CHU' NGHIA VIET NAM 
DOc 	Ti, do — Hanh phtic 

BAO CAO 
Viec th lye hi"0 cac quy dinh ve tiem chimg, viec dap ung tuan thti GSP 

cti a co• sir tiem chimg vac xin, sinh pham 

I. Thong tin chung ve co.  sir 
Cac thong tin chung ve co. sir: Ten, dia chi, ngtari dirng &au, thoi gian, pham 

vi hanh nghe? 

Danh sach nhan sir, trinh d6 chuyen mon, vi tri cong viec, chimg chi tap ; 
huan , danh sach trang tin& N.? 

Sa 6, each -auk b6 tri cac khu vtrc don ti6p, kham sang 19c, tiem 
theo dOi sirc khoe sau tiem? 

Hinh thirc boat d6ng? da thtrc hien viec cong bo du di'eu kien tiem chting? 
cong bo dam bao quy dinh ye thtrc hanh tot bao quan thu6c (GSP)? 

II. Tinh hinh dam bao cite dieu kien ve tiem chimg. 
2.1. Dieu kien cita co sir tiem chfing 



- Dung cu chira chit thai 

3. Nhan sy. 

- S6 lugng va chi:mg lo4i nhan luc: ... bac si7; ....Y 
si; .... Dieu dueing 

- S6 nhin vien dugc tap huin chuyen mon ve tiem 
chimg: 	/ 	Nhan vien 

4. Thvc hien to ding bir) theo quy dinh 

2.2. Viec tiep nh4n va bao quan vac xin 

1. Co kiem tra va km trir thong tin khi tier) nhan Vic 
xin theo quy dinh  

2. Kiem tra va theo dad nhiet d6 bao quan vie xin  

3. Dam bao nhiet d6 bao quan Vic xin  

4. Vic xin dugc bao quan rieng  

5. Sip xep Vic xin dung vi tri, khoang each  
6. Dam bao ve sinh  

7. Bao clueing, hieu chuin, kiem dinh trang thiet bi 
dinh kST theo quy dinh 

2.3. Viec tuan thii cac dieu loin bao quilt thuOc, vac xin (tuan thu GSP) 
nix hien theo khoan 4, dieu 4 thong tu so 36/2018/TT-BYT ngay 12/11/2018. 

2.4. COn_ tic to chirc tiem „, 
Nii dung  

I. Qua' n 1.17 	A.  two'ng hem chiing  
- Quan13'T d6i tugng theo dieu 4, Nghi dinh 104  
-, Viec bao cao, quan 1ST d6i tuong,,  ghi chop bang van ban va phin mem He 

thong quan 1ST thong tin tiem chUng quoc gia?  
2. Bo id sap xep tiem chang  

- MO to b6 tri, sip xep tiem chimg?  

3. Kham sang loc va to van trwov tiem  

- MO to viec thuc hien kharn sang loc va tu yin tnrac tiem chfing?  
4. Thyr hien tiem chang  

- MO to viec thuc hien tiem chfing?  

5. Theo diii serc khoe sau tiem chang 



- MO to viec theo dOi sau tiem, huang dan gia 	Wong, ghi chep? 

2.5. Timing Ice, bao cao, quan 157 ho so' tiem chimg 

MO to va to cianh gia.v&• cong tac thOng Ice, bao cap? 

III. De xuAt, kien nghi 

xuAt, kin nghi yen Soy Y to \TA viii down kiehm tra 

NGUtil DUNG DAU CO SO 
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