UBND TINH THANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE DPoc |ap — Tw do — Hanh phc

S6: 5693 /SYT-KHTC Thanh Hoa, ngay07 thdang 12 nam 2021
V/v hudng dan nop hd so Cong bd
hop quy vé Quy chuan ki thuat vé
chat lwong nudéc sach sir dung cho
muc dich sinh hoat trén dia ban tinh
Thanh Héa.

Kinh gui:
- Trung tdm Nudc sinh hoat va VSMT nong thon;
- Cac Cong ty san xuat, kinh doanh nudc trén dia ban.

Can ctr Thong tu s6 41/2018/TT-BYT ngay 14/12/2018 cia Bo Y té vé
viéc Ban hanh Quy chuan ky thuat quoc gia va quy dinh kiém tra, giam sat chat
lurong nudc sach sir dung cho muc dich sinh hoat.

Cin ctr Quyét dinh s 16/2021/QD-UBND ngay 20/8/2021 ciia UBND tinh
Thanh Hoa vé Ban hanh Quy chuan ky thuat dia phuong vé chat lugng nudc
sach stir dung cho muc dich sinh hoat trén dia ban tinh Thanh Hoa.

S¢ Y té huéng din cac don vi nop hd so cdng bd hop quy nhu sau:

1. H6 so cong bb hop quy dua trén két qua ching nhan hop quy cua to chirc
chung nhan dugc chi dinh (bén tha ba).

2. HO so cdng bd hop quy dua trén két qua tu danh gia cua to chirc, ca nhan
san xuat, kinh doanh (bén thtr nhat).

(c6 phu luc chi tiét kém theo)
S Y té thong bao dé cac t chirc, ca nhan c6 lién quan thyc hién./.

Noi nhgn: KT. GIAM POC

- Nhu trén; K p A

- Trung tdm kiém soat bénh tat;

- Trung tam y té cac huyén, thi x4, thanh phd;
- Phong NVY, Thanh tra S¢;

- Cong thong tin dién tir So' Y té;

- Luu: VT, KHTCOI(HoangNV).

Nguyén B4 Cén
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Phu luc

HUGONG DAN HO SO CONG BO HQP QUY ,
(Kem theo Cong van so:5693 ISYT-KHTC ngay 07 /12/2021 cua So'Y teé)

T chirc, ca nhan cong bb hop quy lap 02 (hai) bo hd so cong bd hop quy,
trong do 01 (mot) bo hd so ndp truc tlep hodc gui hd so qua duong buu dién to1
S6 Y té Thanh Hoa va 01 (mot) bd hd so lwu giit tai to chirc, c4 nhan. Thanh
phan hé so duoc quy dinh nhu sau:

1. HO so cong b hop quy dua trén két qua ching nhan hop quy ciia to
chirc chirng nhan dwge chi dinh (bén thir ba).

1.1. Trinh tg thuc hién:
Buwéc 1: Tiép nhan hé so

T6 chirc, ca nhan (dang ky kinh doanh tai tinh Thanh Hoa) c¢6 nhu cau ding
ky cong bd hop quy vé chat luong nuéc sach st dung cho muc dich sinh hoat
phU hop véi quy chuan k§y thuat tuong (ng nop ho so ding ky cong b hop quy
tGi Vin phong (Van thu), S¢ Y té Thanh Hoa (dia chi: S6 101, Nguyén Tréi,
phuong Ba Dinh, thanh phd Thanh Héa).

~ Thoi gian tiép nhan ho so: Trong gio hanh chinh vao ngay lam viéc trong
tuan (thtr bay, chu nhat, ngay I¢ nghi).

- Buoi sang tir 07 gio 30 phut dén 11 gio 30 pht;

- Budi chiéu tir 13 gio 30 phat dén 17 gio 00 phut.

Budc 2: Xir Iy hd so

S6'Y té Thanh Hoa kiém tra tinh day du cta ho so:

- Truong hop hd so ding ky cong bd hop quy khong day du theo quy dinh:
Trong thoi han 03 (ba) ngay lam viéc, So Y te Thanh Hoa thong bao bang vén
ban den t6 chuc, ca nhan céng bo hop quy dé nghi b6 sung cac loai gidy to theo
quy dinh. Sau 15 (mudi 1dm) ngay lam viéc ké tur ngay guri van ban dé nghi ma

ho so dang ky cong b6 hop quy khong dugc bo sung day du theo quy dinh, S&'Y
té c6 quyén huy bo viéc xu 1y dbi véi ho so nay.

- Truong hop ho so cong bd hop quy day di va hop 16, So Y té Thanh Hoéa
ban hanh Thong bao ti€p nhan ho so dang ky cong bo hop quy cho t6 chic, ca nhan
cong bo hop quy.

- Truong hop ho so ding ky cong bb hop quy day du nhu:ng khong hop ¢,
SoY te Thanh Hoa thong bao bang van ban cho té chiic, ca nhan cong bb hop
quy vé ly do khdng tiép nhan hd so.

Buwéc 3: Tra két qua

So Y té Thanh Hoba s& ding trén Coéng thong tin dién tar cua So Y té
(https://syt.thanhhoa.gov.vn/) va theo duong buu dién.



1.2. Céch tharc thuc hién:

Nop qua dudng buu dién hoic nop truc tiép tai Van phong, S¢ Y té Thanh
Hoa (qua Van thu).

1.3. Thanh phdn, sé lweng hé so:

a) Thanh phan hd so bao gdm:

+ Ban cong bd hop quy (theo Phu luc sé 02 QCVN 01-1:2018/BYT)

+ Béo cdo két qua ty danh gia bao gdm cac thdng tin sau:

- Tén t6 chtrc, ca nhan; dia chi; dién thoai, fax;

- Tén san phém, hang héa, nha san XUAL;

- S6 hiéu quy chuan k¥ thuat qubc gia;

- Két qua thir nghiém phu hop voi quy chuan k¥ thuat qudc gia cta to chirc
thur nghiém chat lugng san pham, hang hoa nhom 2 theo quy dinh tai quy chuan
k¥ thuat qudc gia twong ung;

- Két luan san pham, hang hoa phu hop vé6i quy chuan k¥ thuat qubc gia;

- Cam két chét luong san pham, hang héa phi hop voi quy chuan k¥ thuat
quéc gia, tiéu chuan cong bb ap dung va hoan toan chiu trach nhiém trudc phap
luat vé chat luong san pham, hang héa va két qua ty danh gia.

+ Ban sao y ban chinh gidy chung nhan phu hop quy chu;m ky thuat tuong
g do to chirc chung nhan dugc chi dinh cap kem theo mau dau hop quy cua to
churc ching nhan duoc chi dinh cap cho to chiac, ca nhéan.

Trong qua trinh xem xét hd so, néu can thiét s& xem xét, d6i chiéu véi ban
goc hoac yéu cau bo sung ban sao ¢6 cbng chang.

b) S6 lugng hd so: 01 bo.
1.4. Thoi han gidi quyét:

- P6i véi hd so dang ky cong bd hop quy khong day du theo quy dinh,
trong thoi han 03 (ba) ngay 1am viéc ké tir ngay nhan duoc hd so ding ky cong
bd hop quy, So Y té théng bdo bang van ban dé nghi bo sung cac loai gidy to
theo quy dinh tai to chuc, ca nhan cong bd hop quy. Sau thoi han 15 (muodi 1dm)
ngay lam viéc ké tir ngdy S¢ Y té giri van ban dé nghi ma ho so ding ky cong bo
hop quy khong duoc bd sung day du theo quy dinh, Sé Y té Thanh Hoéa co
quyén haty bé viéc xur 1y dbi vai ho so nay.

- Béi vé6i ho so dang ky cong bd hop quy day du theo quy dinh, trong thoi
han 05 (ndm) ngay lam viéc ké tir ngay nhan duoc hd so ding ky cong bd hop
quy, S¢ Y té phai to chic kiém tra tinh hop 18 cia hd so ding ky cong bd hop
quy dé xt Iy nhu sau:

+ Truong hop ho so dang ky cong bd hop quy day da va hop 1¢, S6 Y té ban
hanh Thong béo tiép nhan hd so dang ky cong bd hop quy cho to chuc, ca nhan cong
bo hop quy.
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+ Truong hop hd so ding ky cong bd hop quy day du nhung khong hop 1€,
So Y té thdng bao bang van ban cho to chuc, ca nhan cong bd hop quy vé 1y do
khong tiép nhan ho so.

1.5. Péi twong thuec hién:

T chirc, ca nhan thuc hién ding ky cong bd hop quy san pham hang hda,
dich vy, qua trinh, mdi truong phu hop véi quy chuan ky thuat quéc gia twong
tng do Bo Y té ban hanh.

1.6. Co quan thuc hién:

- Co quan c6 tham quyeén quyét dinh: Sé'Y té Thanh Hoa.
- Co quan tryuc tiép thuc hién: S¢ Y té Thanh Hoa.

1.7. Két qud thuc hign:

Théng bao tiép nhan hd so cong bd hop quy.

1.8. L¢é phi: 150.000 dong theo Diéu 4, Thong tu s6 183/2016/TT-BTC
ngay 08/11/2016 cua B¢ truong Bo Tai chinh.

Hinh thirc ngp: Nop truc tiép tai Phong Ké hoach - Tai chinh, So Y té
Thanh Hoa hoac Chuyén khoan qua s6 Tai khoan 3511.0.1001160, tai Kho bac
nha nudc tinh Thanh Héa (ghi r6 noi dung nop 1€ phi cap giay déng ky cong bo
hop hop quy vé nudc sach sir dung cho muc dich sinh hoat).

2. Ho so cong b hep quy dua trén két qua tw danh gia cia to chiic, ca
nhén san xuat, kinh doanh (bén thir nhat)

2.1. Trinh te thuc hién:

Buwéc 1: Tiép nhan hé so

T6 chirc, c& nhan (dang ky kinh doanh tai tinh Thanh Hoa) ¢ nhu cau ding
ky cong bd hop quy vé chat luong nuéc sach st dung cho muc dich sinh hoat
phu hop véi quy chuan k§y thuat tuong ang nop hd so dang ky cong b hop quy

toi Van phong (Van thu), So Y té Thanh Hoéa (dja chi: S6 101, Nguyén Trai,
phuong Ba Dinh, thanh pho Thanh Hda).

~ Thoi gian tiép nhan ho so: Trong gio hanh chinh vao ngay lam viéc trong
tuan (thtr bay, chu nhat, ngay I€ nghi).

- Buoi sang tir 07 gio 30 phat dén 11 gio 30 pht;

- Buoi chiéu tir 13 gio 00 phat dén 17 gio 00 phut.
Buwéc 2: X Iy hd so

S&'Y té tinh Thanh Hoa kiém tra tinh day du cua ho so:

- Truong hop hd so dang ky cong bd hop ‘quy khong day du theo quy dinh:
Trong thoi han 03 (ba) ngay lam viéc, S¢ Y té tinh Thanh Hoéa thong béo bang
van ban dén t6 chic, ca nhan cdng bd hop quy dé nghi bd sung cac loai glay to
theo quy dinh. Sau 15 (mudi lam) ngdy lam viéc ké tur ngay gui van ban dé nghi
ma ho so dang ky cong bd hop quy khong dugc bd sung day du theo quy dinh,
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S Y té tinh Thanh Hoa c6 quyén huy bo viéc xir Iy ddi véi hd so nay.

- Trudng hop hd so cong bd hop quy day du va hop 18, So Y té tinh Thanh
Hoa ban hanh Thdng bao ti€p nhan ho so dang ky cong bo hep quy cho t6 chuc, ca
nhan céng bo hop quy.

- Truong hop ho so dang ky cong bd hop quy day da nhung khong hop I¢,
So Y té tinh Thanh Héa thdng bao bang van ban cho t6 chic, ca nhan cong bé
hop quy vé Iy do khdng tiép nhan hd so.

Buwoéc 3: Tra két qua

So Y té Thanh Hoa s& dang trén Coéng thong tin dién tar cua So Y té
(https://syt.thanhhoa.gov.vn/) va theo duong buu dién.

2.2. Cach tharc thyc hién:

Nop qua dudng buu dién hoic nop truc tiép tai Van phong, S¢ Y té Thanh
Hoa (qua Van thu).

2.3. Thanh phdn, sé lwong hé so:
a) Thanh phan ho so bao gom:
- Ban cong bd hop quy (theo Phu luc sé 02 QCVN 01-1:2018/BYT);

- Ban sao y ban chinh gidy t& chimg minh vé viéc thyuc hién san xuat, kinh
doanh ciia t6 chuc, ca nhan cong bd hop quy (Gidy dang ky doanh nghiép hodc
Gidy diang ky kinh doanh hodc Ping ky ho kinh doanh hodc Gidy chung nhan
dau tu hoic Quyét dinh thanh lap hodc Gidy to khac theo quy dinh cia phap
luat);

- Truong hop té chirc, ca nhan cong bb hop quy chua duoc t6 chirc ching
nhan d3 dang ky cap gidy ching nhan phu hop tiéu chuan vé hé thong quan ly
(ISO 9001, ISO 22000, HACCP...), thi hod so cong bd hop quy cua t6 chirc, ca
nhan phai ¢6 quy trinh san xuit kém theo ké hoach kiém soét chét luong duoc
xay dung, 4p dung (theo Mau 1. KHKSCL quy dinh tai Phy luc III Thong tu s6
28/2012/TT-BKHCN ngay 12 thang 12 nam 2012 cta Bo truéng Bo Khoa hoc
va Cong nghé) va ké hoach giam sat hé théng quan 1y;

- Truong hop t6 chirc, ca nhan cong bd hop quy duoc t6 chirc chting nhan
da dang ky cap giay chung nhan phu hgp tiéu chuan vé hé thong quan 1y (ISO
9001, ISO 22000, HACCP...), thi h6 so cong bd hop quy cua to chure, ca nhan
phai c6 ban sao y ban chinh gidy chimg nhan phu hop tiéu chuan vé hé thong
quan 1y con hiéu luc;

- Ban sao y ban chinh Phiéu két qua thir nghiém mau trong vong 12 thang
tinh dén thoi diém ndp hod so cong bd hop quy cua td chirc thir nghiém da dang
ky;

- B4o c4o danh gia hop quy (theo Mau 5. BCDPG quy dinh tai Phu luc
[l Thong tu s6 28/2012/TT-BKHCN ngay 12 thang 12 nim 2012 cta B truong
Bo Khoa hoc va Cong nghé) kém theo miu déu hop quy va céc tai lidu co lién
quan;
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~ Trong qua trinh xem xet hé so, néu can thiét s& xem xét, ddi chiéu véi ban
goc hoac yéu cau bd sung ban sao c6 cong chung.

b) S lwong hd so: 01 bd

2.4. Thoi han gidgi quyét:

- Béi véi hd so dang ky cong bd hop quy khéng day du theo quy dinh,
trong thoi han 03 (ba) ngay lam viéc ké tir ngay nhan duoc hd so dang ky cong
bd hop quy, S Y té théng bao bang van ban dé nghi bd sung céc loai gidy to
theo quy dinh t6i t6 chirc, c& nhan cong b hop quy. Sau thql han 15 (muoi 1am)
ngay lam viéc ke tir ngay S¢ Y te gui van ban dé nghi ma ho so dang ky cong bo

hop quy khong dugc b sung day du theo quy dinh, S& Y té c6 quyén hay bo
viéc xtr Iy dbi vai ho so nay.

- Béi véi hd so dang ky cong bd hop quy diy du theo quy dinh, trong thoi
han 05 (ndm) ngay lam viéc ké tir ngdy nhan duoc hd so ding ky cong bd hop
quy, S¢ Y té phai to chic kiém tra tinh hop 1¢ ciia ho so dang ky cong bd hop
quy dé xir 1y nhu sau:

+ Truong hop ho so dang ky cong bb hop quy day du va hop 1§, S6 Y té ban
hanh Thong béo tiép nhan ho so dang ky cong bd hop quy cho to chuc, ca nhan cong
bd hop quy.

+ Truong hop ho so dang ky cong b6 hop quy day du nhung khong hop 1€,
So Y té thdng bao bang van ban cho to chuc, ca nhan cong bd hop quy vé ly do
khong tiép nhan ho so.

2.5. Doi twong thuc hign:

To chuc, ca nhan thyc hién dang ky cong bd hop quy san pham, hang héa,
dich vy, qué trinh, mdi trudng phu hop vai quy chuan ky thuat quoc gia tuong
ung do B6 Y té ban hanh.

2.6. Co quan thuc hién:

- Co quan c6 tham quyeén quyét dinh: Sé' Y té Thanh Hoa.

- Co quan tryc tiép thuc hién: So'Y té Thanh Hoa.

2.7. Két qud thzec hién:

Thong bao tiép nhan ho so cong bé hop quy.

2.8. Lé phi: 150.000 dong theo Piéu 4, Thong tu sé 183/2016/TT-BTC
ngay 08/11/2016 cua B¢ truong Bo Tai chinh.

Hinh thic ngp: Nop truc tiép tai Phong Ké hoach - Tai chinh, So Y té
Thanh Hoéa hoac Chuyén khoan qua so6 Tai khoan 3511.0.1001160, tai Kho bag
nha nudc tinh Thanh Hoa (ghi rd noi dung nop 1€ phi cap gidy déng ky cong bo
hop hop quy vé nudc sach sir dung cho muc dich sinh hoat).

3. Can ctr phap ly:

- Luat Chét luong san pham, hang hoa ngay 21 thang 11 nam 2007.
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- Luat Tiéu chuan va Quy chuan ky thuat ngay 29 thang 6 nam 2006.

- Nghi dinh ) 127/2007/ND-CP ngay 01 thang 8 ndm 2007 cua Chinh phu
quy dinh chi tiét thi hanh mot s6 diéu cua Luat Tiéu chuan va Quy chuan ky
thuat.

- Nghi dinh sb 78/2018/NDB-CP ngay 16 thang 05 nam 2018 cua Chinh phu
vé viéc stra ddi, bo sung mot s6 déu caa Nghi dinh sé 127/2007/ND-CP ngay 01
thang 8 ndm 2007 cua Chinh phu quy dinh chi tiét thi hanh mot sé diéu caa Luét
Tiéu chuan va Quy chuan k¥ thuat.

- Nghi dinh s0 132/2008/ND-CP ngay 31 thang 12 ndm 2008 cua Chinh
pha quy dinh chi tiét thi hanh mot so dieéu cua Luat Chat lugng san pham, hang
hoa.

- Nghi dinh s6 74/2018/ND-CP ngay 15 thang 05 nam 2018 cua Chinh phu
V¢ Viéc stra dol, bo sung mot so dieéu caa Nghi dinh SO 132/2008/ND-QP ngéy 31
thang 12 nam 2008 cua Chinh phu quy dinh chi tiet thi hanh mot so diéu cua
Luat Chat lugng san pham, hang hoa.

- Thong tu s6 28/2012/TT-BKHCN ngdy 12 thang 12 nam 2012 cua B

truéng Bo Khoa hoc va Cong nghé quy dinh vé cong bd hop chuan, cong bé hop
quy va phuong thitc danh gia sy phil hop vai tiéu chuan, quy chuan ky.

- Thong tu sé 02/2017/TT-BKHCN ngay 31 thang 3 nam 2017 cua Bo
truong Bo Khoa hoc va Cong nghé Thong tu sira d6i, bo sung mot sé diéu cua
Thong tu s6 28/2012/TT-BKHCN ngay 12 thang 12 nam 2012 caa Bo truong
Bo Khoa hoc va Cong nghé quy dinh vé cong bd hop chuan, cong bé hop quy va
phuong thirc dénh gia sy phi hop vai tiéu chuan, quy chuan ky thuat.

- Thong tu sd 183/2016/TT-BTC ngay 08 thang 11 nim 2016 cta Bo
truong Bo Tai chinh quy dinh muc thu, ché do thu, nop, quan ly 1é phi cap giay
dang ky cong bd hop chuan, hop quy.

- Thong tu s6 41/2018/TT-BYT ngay 14/12/2018 cia Bo Y té vé viéc ban
hanh Quy chuan ky thuat quéc gia va quy dinh kiém tra, giam sét chat luong
nudc sach s dung cho muc dich sinh hoat;

- Quyét dinh s6 16/2021/QD-UBND ngay 20 thang 8 nam 2021 cua Uy ban
nhan dan tinh Thanh Hoa vé Ban hanh Quy chuan ky thuat dia phuong vé chat
lurong nudc sach stir dung cho muc dich sinh hoat trén dia ban tinh Thanh Héa./.


http://congbotieuchuansanpham.vn/?p=1537
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Mau
BAN CONG BO HQP QUY
(Ban hanh kém theo Quy chudn QCVN 01-1:2018/BYT
ngay 14 thdang 12 niam 2018 ciia Bé trieong Bo Y té)

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

BAN CONG BO HQP QUY

CONG BO:
San pham, hang héa, qué trinh, dich vu, méi truong (tén goi, kiéu, logi, nhan hiéu, dac

trung ky thudt, ... )

...(Tén t6 chuc, ca nhan)..... cam két va chiu trach nhiém vé tinh phi hop cua....(san
pham, hang hoa, qua trinh, dich vy, mdi truong) ..... do minh san xuat, kinh doanh, bao

quan, van chuyén, sir dung, khai thac.

Pai dién T6 chirc, ca nhan

(Ky tén, chirc vu, dong dau)
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