
UBND TINH THANH HOA CONG HOA XA 	CHU NGHIA V1 . 7f NAM 
SOY TE 	 Hoc lap — Tty do — Hanh pink 

SO: ,{ 	/KH - SYT 	 Thanh H6a, ngay /p( dicing 6 nom 2019 

KE HOACH 
Kiem tra, danh gia viec Hive hien cac quy dinh 

ye tiem chung, quy dinh ye an toan sink liQc phong xet nghiem 

De to chdc thuc hien tot cac quy dinh ye tiem chling, quy dinh ye an wan sinh 
h9c 'Thong xet nghiem, dirge quy dinh tai: 

- Nghi dinh so 104/2016/ND-CP ngay 01/7/2016 dm Chinh pha quy dinh ve 
boat (tang tiem chnng; 

- Nghi dinh se; 103/2016/ND-CP ngay 01/7/2016 dm Chinh phn quy dinh ve 
darn bao an toan sinh hoc phong xet nghiem; 

- Thong to se) 34/2018/TT-BYT ngay 16/11/2018 cilia BO Y to ve viec quy 
dinh chi tiet mot so dieu cua Nghi dinh so 104/2016/ND-CP ngay 01 thang 7 nam 
2016 cilia Chirih phii quy dinh ye boat dOng tiem chUng; 

- Thong to so 37/2017/TT-BYT ngay 25/9/2017 cOa BO Y to Quy dinh ve 
flint hanh dam bao an toan sinh hoc trong phong xet nghiem. 

Sa Y to xay dung Ke hoach kiem tra, danh gia viec time hien cac quy dinh ve 
tiem chUng, quy dinh ye an toan sinh hoc phong xet nghiem, vo.i cac not dung sau: 

1. Muc dich kiem tra 

Danh gia viec thuc hien cac quy dinh ve tiem chang, guy dinh ye an toan sinh 
hgc phong xet nghiem, cac nOi dung tit' cong bO cua cac cg sa tiem chOng, ca s& xet 
nghiem. Tren co so de de xuat cac giai phap tang cirong guan 1)2, ming cao chat 
lugng chuyen mon trong hoat•dOng tiem cluing va trong viec dam bilo an toan sinh 
hoc phong xet nghiem. 

2. Yeu &Au 

Cac dan vi duqc danh gia khach quan, trung there, dat hieu qua. 

3. DQi tuvng, not dung va phuo'ng that kiem tra 

3.1. Doi tuvng kiem tra 

- Cac ccr ser tiem‘chUng cong lap va ngodi cong lap, cla 	cong be Float chua 
tix cong bo co 	dieu kien tiem citing. Tap trung kiem tra cac co so tiem chung 
chua to cong bo du dieu kien tiem chUng, cac co s& tiem chung ngoai cong lap; 
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- Cac co ser co phong xet nghiem lam viec vii vi sinh vat co nguy co gay benh 
truyen nhiem, die mau benh pham co khd nAng chira vi sinh vat co nguy co gay 
benh truyen nhiemcho ngtrei (sau day gpi tat Id co se, xet nghiem). Bao gem tat ca 
cac co sa xet nghiem thugc cac don vi y to cong lap va ngodi cong lap. 

3.2. Neil dung kiem tra 

3.2.1. DOI voi cac cu s& tiem cluing 

- Kiem tra cac dieu kien ve co se.  115 tang, co se vat chat, trang thiet bi va 
nhan toe theo Nghi dinh so 104/2016/ND-CP ngay 01/7/2016 dm Chinh phi) quy 
dinh ye boat Ong tiem chOng; Viec thoc hien cong bo diet) kien tiem chfing theo 
quy dinh; 

- Kiem tra viec thoc hien Thong to so 34/2018/TT-BYT ngay 16/11/2018 dm 
13<) Y to ye vies quy dinh chi tiet met so dieu cua Nghi dinh so 104/2016/ND-CP 
ngay 01 thing 7 nam, 2016 cua Chinh phi) ,guy dinh ye hot dAng tiem chOng. Bao 
gem cac quy dinh: Ve tiep nhan, van chuyen va bao quan vac xin; Ve to chat tiem 
chOng; Ve bao cao va quan 19 he so; Ve gidm sat va xir tri pilau Ong sau tiem chOng. 

3.2.2.1-)01 vol clic co' set xet nghiem 

- Kiel)) tra cac dieu kien ye co. sa ha tang, co sec vat chat, trang thiet bi va 
nhan bye theo Nghi dinh so 103/2016/ND-CP ngay 01/7/2016 cua Chinh phi) quy 
dinh ve dam bao an toan sinh hoc phong xet nghiem; Viec thoc hien cong. be  an toan 
sinh hoe theo quy dinh; 

- Kiem tra viec thoc hien Thong to so 37/2017/TT-BYT ngay 25/9/2017 
Bo Y to Quy dinh ye Jive hanh darn bao an toan sinh hoc trong phong xet nghiem. 
Bao gom cac quy dinh: Ra vao phong xet nghiem; Bao hA ca nhan va gidm sat sire 
khee; Khu voc lam vies va sir dung trang thiet bi; Thoe hien thao the trong•phong 
xet nghiem; Khii nhiem, x(r 19 chat thai, phong ngiya, xilr' 19 va kliac phut so co ve an 
toan sinh hoc. 

3.3. Pinning fink kiem tra 

- Thong bao thai gian kiem tra cu the truac 01 ngay cho don vi dugc kiem 
tra. Doi vii cac co se tiem chfing va co so xet nghiem chua thoc hien viec to cong 
b(), thi kiem tra dAt xuat khong thong bao truac. 

- Don vi dugc kiem tra chuan bi day du cac ho so minh chimg cac dieu kien 
ye co se ha tang, co se. vat chat, trang thiet bi va nhan luc, he so ding bO an toan 
sinh hpc, cong be di) dieu kien tiem chting xuat trinh down kiem tra. Bao cao van tat 
ye boat deng cila co so xet nghiem/co sa tiem chOng. 

- Doi vii cac co sec tiem chOng: Doan kiem tra, nghe bao cao, kiem tra ho so 
minh chirrig, kiem tra thoc to viec thuc hien cac quy dinh ye tiem chung theo Nghi 
dinh so 104/2016/ND-CP ngay 01 thing 7 nam 2016 ctlia. Chinh phil quy dinh ye 
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hoat dAng tiem chting; Thong to so 34/2018/TT-BYT ngay 16/11/2018 am BA Y to 
ye viec quy dinh chi tiet mot so dieu cua Nghi dinh so 104/2016/ND-CP ngay 01 
thang 7 nam 2016 caa Chinh phn guy,  dinh ve boat Ong tiem chimg. LAp Bien ban 
kiem tra viec thuc hien cac quy dinh ye tiem chUng. 

- Doi v6i cac co kr xet nghiem: Doan kiem tra, nghe bao cao, kiem tra Ito so 
minh chimg, kiem tra thuc to viec thuc hien cac quy dinh ve an toan sinh hoc then 
Nghi dinh se 103/2016/ND-CP ngay 01 /7/2016 cna Chinh pita quy dinh ve dam bao 
an toan sinh hpc phong xet nghiem; Thong to so 37/2017/TT-BYT ngay 25/9/2017 
cna BO Y to Quy dinh ve thuc hank darn bao an toan sinh hoc trong phong xet 
nghiem. Lap bien ban kiem tra viec thuc hien cac quy dinh ve an toan sinh hpc 
phong xet nghiem. 

- Doi I/6i cac co so' co ca co ser tiem chang va co sa xet nghiem thi tien hanh 
kiem tra dAng thai ca viec thuc hien cac quy dinh ve tiem chimg va quy nth ye an 
toan sinh hoc. 

4. Thai gian va dia ban kiem tra 

- Thiti gian va dia ban kiem tra dugc sap xep nhu sau: 

TT Thbi gian kint tra Dia ban kiem tra (Ituy@i, thi xii, thanh phi)) 
1 	. Tuan thtt 26 nam 2019 (tit 

ngay 17 den 23/6/2019) 
Thanh pita Thanh 1-16a; Thanh Oa Sam Son 

2 TuAn thir 27 nam 2019 (tit 
	 ngay 24 den 30/6/2019) 

Thanh phA Thanh Hoa; Thanh pha SAm Son; 

3 Titan thir 28 nam 2019 (tit 
ngay 01 den 07/7/2019) 

Quang Xuong; Tinh Gia; Nang COng; Nhu 
Thanh 

4 Tuan thir 29 nam 2019.  (tit 
ngay 08 den 14/7/2019) 

Hoang H6a; Hatt Lec; Ha Trung; Nga Son; 
Birn Son 

5 TuAn thir 30 nam 2019 (tit 
ngay 15 den 21/7/2019) 

Thieu Hoa; Tho Xuan; Yen Dinh; Vinh LAc; 
Cam Thity; Ngyc Lac 

Tang tiled gian 5 tuAn/17 huyen, thi xa, thanh pile 

- Thai gian va dia diem cu the se dugc xay dung hang tuan, can cir vao dia 
ban, dial gian kiem tra 6 tren va Ice hoach cong tac Man cua Truang doan kiem tra. 

- ,Thu 	doan de xuat thai gian va danh sach cu the cac co sCy dugc kiem tra 
trong tuan, thong bao cho CO SOYA cac thanh vien doan kiem tra. 
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GIAM DOC 

5. Tnich nhiem to chic thu•c WO 

5.1. Milos= Nghiep nu Y: 

- Tham 1111.111 thanh lap doan kiem tra do Lanh dao So' Y to lam twang doan, 
cac thanh vien gem: phong Nghiep vu Y (thu ky doan); pitting Ka hooch tai chinh; 
Laub dao Trung tam kiem soat bent) tat; Lanh dao Trung tarn Y to cac huyen, thi xa, 
thanh ph() tren dia ban kiem tra; 

- Can cu• vat) ke hoach nay va lich cong tac tuan cfia Lanh dao 	Y to - 
Truth-1g doan kiem tra, de mint tiled gian va dia diem kiem tra cu the hang tuan, 
thong be° cho cac thanh vien doan kiem tra, cac ca sa dugc kiem tra de to chirc 
kiem tra theo Ice hoach. 

5.2. Van phong 	Y to 

Bo tri phuang tien di lai cho doan kiem tra theo ke hoach. 

5.3. Thank tra 	Y to 

Phoi hop van doan kiem tra xu ly cac vi pham (neu co) cua cac ca sa dirge 
kiem tra theo quy dinh cua phap luat. 

5.4. Coe pining, ban So• Y to 	- 

Bo tri can be tham gia doan kiem tra theo ke hoach. 

5.5. Cie dot ni y to lathe 

Can dr Ice hoach nay va elide !tang nhiem vu dugc giao, phi hop voi doan 
kiem tra to ch(rc kiem tra, dinh gia khach quan, trung thuc, hieu qua. 

Tren day la ke hooch kiem tra, danh gia viec that hien cac quy dinh ve tiem 
chung, quy dinh ve an Wan sinh hoc phong xet nghiem. Cac phong, ban ca quan Sa 
Y te, fin) throng cac don vi va ca nhan lien quan can dr chirc nang nhiem v>i dirge 
giao, to chat thgc hien tot Ice hoach nay j 

Arai Wien: 
- Cac co.  se.  duoc kiem tra (that 
- Cac pilling, ban ct quan 	Y to (tlurc hie:n); 
- Ltru: VT, NVY. 
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