
CHINH PHI) 	ONG 110A XA HQI CIHJ •NGIIIA VIET NAM 
Dc lap — Tyt — Hanh phtic 

SO: 91/2016/ND-CP 
	

Ilit Nói, ngay 01 thang 7 nam 2016 

INNH 
Ve roan IY hem chat, che pliant diet con trang,.cliet khuan 

clang trong linh vtrc gia dung va y te 

Can c& Luat td chtric Chinh phti ngay 19 thcing 6 nam 2015; 

Can ar Luat hoa chOt ngay 21 thang 11 nam 2007; 

Can cif Luat ciatt tic ngsay 26 thang 11 nam 2014; 

Can cif' Luat chat ltrong san pham, hang hoa ngay 21 Mang 11 nam 2007; 

Can are Lu at doanh nghip ngay 26 dicing 11 nam 2014; 

Can cz:r Luat thtrang mcii ngay 14 thong 6 nam 2005; 

Can ct:r Ludt tieu chum va quy chuank9 thuat ngery 29 thcing 6 nam 2006; 

Theo dé nghicita BO Throng B Y tE; 

Chinh phit ban heanh Nglen clinh ve quan lj h6a chat, ch"d pham diet con 

tritng, diet khuan dung trong linh vue gia clung vO y 

Chuang I 
QUY DINH CHUNG 

Dieu 1. Pham vi dieu chinh 

Nghi clinh nay quy dinh ve san xuAt, sang chai thing goi (sau day g9i tat 
la san xuat), kiem nghiem, lchao nghiem, lint hanh, mua ban, van chuyen va 
xuat khau, nhap Ichau boa chat, che pham diet con thing, diet khuan clang 
trong finh \Tut gia dung va y t. 

Cac hoa chAt, che phAm diet khudn tinrc pham va cac h6a chat, die pham 
sir dung cho muc dich duy that la diet lchuan trang thiet bi y te kheng thuoc 
pham vi diet' chinh cUa Nghi dinh nay. 
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Diu 2. Grail thich tir ngir 

Trong Nghl dinh nay, cac t& ngir duei day &roc hieu nhu sau: 

1. Hog chAt la chat có hoat tInh diet con trang, diet khuAn. 

2. Hem chit diet con trang, diet khuin la boa chat có chua boat chAt diet 
con trang, diet khuan a dang,  ky thuat dang de gia cong che hien thanh ch6 
pham diet con trang, diet khuin dang trong firth we gia dung vi y té (sau day 
goi tit la hoa chat). 

3. Ch a phAm diet con trung, diet khuan la san phAm có chira hoat chat 
diet con trang, diet khuan,.co ten thucmg mai rieng va dirge sir dung truc tiep 
de diet con trang, diet khuan clang trong firth we gia dung va y te (sau day goi 
tat la cha ph'Am). 

4. Cha sifir hau cha phAm la tO chat, cá than thut hien viec: 

a) Cung cap che phAm bang ten rieng cUa minh hoc bang bat kY nhan 
hieu, thiat ke, ten thucrng mai hoc ten 'chat hoc ma hieu khac thuOc ser hi.fu 
hay kiem soat caa cá nhan, to chat do; 

bjChju trach nhiem ve viec san xuat, than mac, bao bi hoac xac dinh 
cho che phAm dO mOt mue dich sir dung. 

5. -Chii se him s6 dang k ltru hart IA ta chat, cá nhan thing ten clang kY 
hru hAnh ch6 pham va dirge cap Giay chimg nhan clang kY lint hanh. 

6. GiAy ter ye tu each phap nhan la giay ter do ca quan co tham quyen cap 
cho to chat, cá nhan khi clang IcY theo quy dinh cUa Lula doanh nghiep, Luat 
dau tu, Luat thucrng mai va Lust hop tic xa. 

7. Ban sao hop le IA bin sao dugc cap tir s6 gac hoc ban sao dugc cap 
tir ban chinh bed ca quan, th chirc cO tham quyen. 

Dieu 3. Danh muc haat chAt 

1. Danh mpc boat chat gam: 

a) Danh mvc boat chAt cam sir dung trong che phAm; 

Danh mpc boat chat han ch6 pham vi sir dung trong chE phAm. 

, 2. BO truemg BO Y ta ban hAnh Danh muc boat chat cam, sir dung, han 
ch&pham,vi sir dung quy dinh tai khoan 1 Dien nay can cir vao mOt hoc 
nhien nguon thong tin sau: 

, a) Canh bio elm cac th chat quot e tá, tinh hinh sir dung tai cac nu& tren 
the giosi; 

b) D& lieu ye' an toan clm boa chat, che pham. 
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Chuang II 
SAN XUAT CITE PHAM 

Dieu 4. Dieu kie:n dot yfri co sr san xuAt che phim 

1. Ca sa la doanh nghiep, hgp tac xa, he kinh doanh dugc thanh lap theo 
quy dinh caa phap 1114. 

2. Dap ang cac you cau ve nhan six, ca ser vat chat, trang thiet bi theo quy 
dinh tai cac Dieu 5 va 6 Nghi dinh nay. , 

3. Hoan thanh viec &ring be da dieu kin san xuat cite pham theo quy 
dinh tai Dieu 8 Nghi dinh nay. 

Dieu 5. Dieu kies n ye nhan sty 

1.05 it nhat 01 nguai chuyen tech ve an tain hiaa chat dap img cac you eau sau: 

a) Co trinh de tir trung cap ve hoa hgc tr .& Fen; 

b) La nguari lam viec toan thin gian tai ca ser san xuat; 

c) CO van ban phan ceng chuyen tech ve an toan hoa chat. 

2. Di veri cor sâ san xuat che pham thulec danh mvc hoa chat nguy hiem 
theo quy dinh cüa phap luat ve Ma chat, nguai trvc, tiep dieu hanh san xuat 
phai dap img yeu cau tai cac diem b va c ichoan 1 Dieu nay va co trinh do dai 

hgc ve h6a hge tit' len. 

Men 6. Dieu kren ye' ca thy@ chat, trang thiet bi 

1. CO ca ser vat chat, k9 thuat dap ung y8u cau cat girl, bao 9uan hea 
chat; xfr 1Y, thai be hoa chat ton.dtr, chat thai va dvng cv chira Ma chat; ?I-16;1g 
ngira sr ce hea chat, c6 trang thiet N, lvc lugng frng ph6 sr ce h6a chat theo 
quy dinh caa pilaf) luat ve h6a chat. 

2. CO phong kiem nghiem kiem nghiem dugc thanh phan va ham lacing 
hot chat caa che pham do ca sà san Xuat. Trueng hgp ccr ser san xuat IchOng 
c6 -pi-1611g kiem nghiem thi phai c6 hgp deng thue co ser kiem nghiem cO dü 
nang lvc theo quy dinh tai Dieu 10 Nghi dinh nay. 

Diu 7. HO sir clang IA dti dieu kin sin xuAt che pham 

1. Ha so cling bedü dieu kin san xuat: 

a) Van ban ding bedü dieu kin san xuat die pham theo Mau se 01 tai 

Phv lvc I ban hanh kern theo Nghi dinh nay; 

b) Ban ke lchai nhan sr theo mu quy dinh tai Pha lvc II ban hanh kern 
theo Nghi dinh nay; 
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c) Van ban phan cling ngueri chuyen trach ve an toan h6a chat do ngueri dai 
dien theo phap luat dia,ca sof ban hanh. Trutng hop co ser san xuat boa chat 
thuOc danh mpc boa chat nguy hiem theo quy dinh cüa phap luat ve h6a chat, 
phai ce, them van ban,phan dog ngued dieu hanh san xuat ctia CO s& san xuat. 
Tnrerng hop ngueri dieu hanh san xuat dong theri la ngued chuyen trach ye an 
toan haa chat thi van ban phan ding phai neu ro n0i dung nay; 

d) So 6' mit bang nha xtrong, kho. Truong hop san xuit h6a chat thu0c 
danh muc h6a cha't nguy hiem theo quy dinh cna phap luat ve hta chat, phai 
bo sung them giay ter chimg minh tuan thu quy chuank9 thuat ve khoang each 
an toan cua BO Cling Thuang; 

d) Danh ;nue trang thi'et bi, phucrng tin phuc vv san xuat va ung cfru sir 
cô h6a chat; 

e) Bang nOi quy ve an toan h6a chat; 

g) Danh ;nue cac bien phap phi:mg nsira, 1mg pho sr c0 hoa chat hoc k'e 
hoach phong ngira, Img ph6 sty CO boa chat. 

2. Yeu cau doi vai ho sa ding bet du dieu lcien san xuat: 

a) Ha so ding ba dü dieu kin san xuAt lam thanh 01 b0 ban giay kern 
theo ban dien tlr dinh clang PDF; 

b) Cac tai 1iu trong ha so phai dugc in r6 rang, sip xep theo trinh tv 
theo quy dinh tai khoan 1 Dieu nay; glib cac phan c6 phan ckh, c6 trang bia 
va danh mpc tai lieu; 

c) Ban g8c hoac ban sao hop le ck giay ter quy. dinh tai diem b va c 
khoan 1 Dieu nay; 

d) Giay ter quy dinh ti cac diem d, d, e va g khoan 1 Dieu nay phai c6 
xac nhan dm co ser san xuAt. 

'lieu 8. Cling WO dil dieu kien sin xuAt che pharn 

1. Co ser san xuat nop ha so tut tip hoc giri ha so qua btru dien dan SO 
Y te noi,co ser dat nha xueing san xuat. Tru&ng hop SO Y te trien khai cong be) 
tut tuyen thi co se.  san xuat nop ho so tnrc tuyen. 

2. Thu tic &Ong b0 true tiep: 

a) Truck khi,thuc hien sin xuat che pham, ngueri,  dai dien theo phap hiat 
dm co so san xuat et trach nhi'em giri ho so ding bo dü dieu kin san,xuat 
quy dinh tai Ichoan 1 Dieu 7 Nghi dinh nay den SO Y ta ncri CO se san xuat dat 
nha xuang san xuAt; 

b) San lchi tip nhan ha so day du, ,SO Y tá cap cho,ca s& Phieu tiep nhan 
ha so ding b8 dieu kin san xuat the pham. Phieu tiep nhan ho so &Ong bo 

dii dieu kien san xuat the pham theo Mau so 01 tai Phu lye III ban hanh kern 

theo Nghi dinh nay. 
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3. TM tvc cong ba trvc tuy'en theo quy dinh tai Chucmg VIII Nghi 
dinh nay. 

, 	4. Trong,thbi han 03 ngay lam viec, Ice tir ngly ghi ten Phial' tip nhan 
ho so, Ser Y te c6 tech nhiem cong lchai tren trang th8ng tin then tà dm SO Y 
te cac thOng tin: Ten, dia chi, s8 dien thoai lien he,  dm co siO sari,  xuat; ten 
nguoi chuyen trach ve an than boa chat; ten nguai dieu hanh san xuat (dOi vai 
co siO san xuat h6a chat nguy him). 

5. Trong qua trinh boat dOng, cor set san xuat ca tech nhiem cap nhat 
thong tin trong M so cong be)dü dieu kien san xuat trong tiled han 15 ngay, ke 
tir ngay co mOt trong cac thay doi sau: 

, a) Thay dai ve nhan six: Van ban de nghi cap nhat thong tin cling ba du' 
dieu hen kern theo giay to quy dinh tai diem b khoan 1 Dieu 7 Nghi dinh nay. 
Trutmg hop thay doi ngtrai chuyen trkh ve an toan hoa chat Mac ngued dieu 
hanh san xuat thi phai bo sung them giay to quy dinh tai diem c Ichoan 1 
Dieu 7 Nghi dinh nay; 

b) Thay dai ve di'en tich nha xtrOng, kho: Van ban de nghi cap nhat thOng 
tin cong badü dieu kien kern theo gib ta quy dinh tai diem d khoan 1 Dieu 7 
Nghi dinh nay; 

,c) Thay,  dal ve trang thiet bi, phucmg tien plum vv san xuAt va,ung dru 
sv c8 h6a chat, che pham: Van ban de nghi cap nhat thong tin cong bo dU dieu 
kien kern theo giay ter quy dinh tai diem d khoan 1 Dieu 7 Nghi dinh nay; 

d) Thay dai ten, dia chi, then thoai lien he: Van ban de nghi cap nhat 
thong tin cong ba da dieu kien. 

6. Trong thed hail 03 ngay lam viec, k tir ngay nhan dugc van ban de 
nghi c4'p nhat thong tin cong ho dü dieu hen quy dinh tai khoin 5 Dieu nay 
(dried diem ti8p nh'an van ban cap nhat dirge tinh theo ngay ghi tren dau tiep 
nhan cong van den ciia So Y te), Sb Y te co nth nhiem cap nhat thong tin 
hen trang th8ng tin then ta dia Sb Y te. 

7. Trueng bop co so chuyen dia diem hoc b'a sung nha xuamg san xuat 
trong cimg mOt dia ban tinh thi phai thuc hien lai thn tvc &mg bo dir dial hen 
san xuat theo quy dinh tai Nghi clinh nay. 

8. Truang hgp co sOr san xuAt thay dai dia diem san xuat tü tinh nay sang 
tinh Ichac thi phai thong bao voi Set Y te noi ea siO san xuat dã thvc hien viec 
ding NI dü dieu kien san xuat trong thai han 15 ngay, ke tü ngay chuy8n dia 
diem san xuat. 
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Trong then han 03 ngay,  lam viec, k tir ngay nhan dugc thong bao ye 
viec chuyen dia diem san xuat sang tinh khac cüa ca so san xuat (theri diem 
tiep nhs4n van ban thong bao dugc tinh,theo ngay ghi tren dau tiep,nhen cong 
van den cOa Sà Y CO), Ser Y te nai da tiep nhan he, so cong bo dfi dieu kien san 
xuat c6 trach nhiem cham dirt viec dang Lei cac thong tin c6 lien quan den ca 
so do. 

Chuang TH 
KIEM NGHItM, KHAO NGHIEM CHE PHAM 

Moe 1 
KIEM NGHICM CHE PHAM 

Dieu 9. Ni dung va cac truirng hop phai kiem nghim 

1. Nei dung kiem nghiem: Xic dinh thanh phan va ham lugng hoat chat 
trong che pham di@ con thing, di@ lchuan theo h8 so (fang Icy luu hanh, 
nhap Ichau. 

2. Cac truang hgp phai lciem nghiem: 

a) Ch a phem trong qua trinh san xuat; 

b) Che pham truck 'chi dang kY luu hanh mot 

c) Che pham trong qua trinh luu hanh tai Viet Nam theo quy dinh cOa 
Luat chat lugng san pham hang him. 

Dieu 10. Dieu ki?n di veri co' sir thot hi?n kiem nghi4'm 

1. Dugc thanh lap hcxp phap. 

2. Dat tieu chuen ISO 17025:2005 hoac the phien ban cap.nhat. 

3. Roan thanh viec cong be dO dieu kien thvc hien lciem nghiem theo 
quy dinh tai Dieu 12 Nghi dinh nay. 

Dieu 11. HO so' cling b6 dil dieu kin thot hi?n kiem nghi?m 

1. Van ban ding ba du dieu kin thirc hien kiem nghiem theo l\eau se 02 
tai Phi luc I ban hanh kern theo Nghi dinh nay. 

2. Danh muc,ten cac boat chat ma ca ser c6 Icha nang kiem nghiem co xac 

nhen coa ca ser kiem nghiem. 

3. Ban sao hop le Giay chi:mg then dat tieu chuen ISO 17025:2005 hoc 

phien ban cap nhat. 
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Dieu 12. aing bt) dieu kien thip hien  kiem nghiem 

1. Co se kiam nghiem nOp ha so trvc flap hoc girl ha so qua buu din 
den BO Y tE. Trueng hop BO Y tE trian khai deg M trvc tuyen thi ca se cong 
be' nOp h so tivc tuy'an. 

2. Thir toe cling b trvc tiap: 

a) Truac khi thvc hien hoat Ong kiam nghiem, nguei dai dien theo phap 
luat cila co se kiam nghiem c6 tech nhiem gin h so ding bã do diu kin 
tkurc hien kiam nghiem quy dinh tai Diu 11 Nghi dinh nay dan BO Y ta; 

b) Sau khi tiap nhan ha so day &I, BO Y tE cAp cho co sa thvc hien kiam 
nghiem Phiau tiap nhan ha so ding bá dU diau kien thvc hien kiam nghiem. 
Phieu tiep nhan ho so Gong bapdU diau kin thvc hien kiam nghiem theo Mau 
sa 02 tai Phv lvc III ban hanh kern theo Nghi dinh nay. 

3. Thil tic cong ba Ulm tuyan theo quy dinh t3i Chucmg VIII Nghi 

dinh nay. 

, 	4. Trong tiled han 03 ngay lam viec, ka ngay ghi ten Phiau tiap nhan 
Ito so, BO Y ta c6 Udell nhiem cong khai.tren trang thong tin din tCr dm BO Y 
ta cac thong tin: Ten, dia chi, so din thoai lien h'ecUa dan vi kiam n iem; 
danh mvc cac loai hoa chat ma don vi có kha nang kiam nghi'em. 

5. ,Truemg hop c6 thay dai trong ha so cong 1)8 	diau kin thvc 

hien Iciem nghiem, trong thin han 05 ngay lam viec, ka tü khi co thay doi, 
co se kiem nghi'em ca trach nhiem lam thu tic eking ba lai theo quy dinh tai 

khoan 1,2 va 3 Diau nay. 

Muc 2 
'CHAO NGHItM CHE PHAM 

Dieu 13. Cac truivng hcrp phai khao nghiem 

1. Cha pham clang kY luu hanh mai. 

2. Cha pham clang lcY ltru hanh be sung quy dinh tai cac diem c va d 
khoan 2 Diau 21 Nghi dinh nay. 

Dieu 14. Dieu kien dOi yid co' so' thtpc hien khao nghiem 

1. La ca sO y ta. 
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2. You cAu ve nhan sy: 

, a) Ngueri phu trach be phan khao nghiem c6 trinh de' di hoc lien quan 
den linh vgc y h9c hoac sinh hoc ter len, Co it nhat 03 nam kinh nghiem trong 

vgc khao nghi'em che pham; 

b) Co it nhat.05 ngueri lao deng c6 trinh do tir trung cap chuyen nganh y 
hoc hoac sinh h9c hoc hoa h9c trey len trong de c6 it nhat 02 nguoi ca kinh 
nghiem 02 nam trong linh vvc  khao nghi'em che pham go' len. 

3. You cAu ve co ser vat chat: 

a) CO phOng khao nghi'em va cac phOng phy trg, phong nuoi con tang, 
vi khuan, vi rgt khao nghiem phi' hop yeti yeu du 1c9 thuat cna quy trinh khao 
nghiem do BO Y te ban hanh va dugc quan 151, van hanh theo lieu chuan 
ISO 17025:2005 holac tieu chuan ISO 15189:2012 hoe phien ban cap nhat; 

b) CO phong thir nghiem, khao nghiem dugc cAp Giay chting nhan 
an toan sinh hoc phi' hop voi timg chOng con thing, vi khuan, vi rat khao 
nghiem theo quy dinh Lai Luat phOng chong benh truyen nhiem vã cac van 
ban quy dinh chi tiet; 

c) CO Sc chgng con trang, vi khan, vi rat dü cho quy trinh khao nghiem; 

d) CO day dg phuong tien, trang thiet bi dap ung yen quy trinh 
khao nghiem; 

d) Truong hop ca thgc hien khao nghiem tai thyc dia, phai ca dia diem 
then khai khao nghi'em theo clang quy trinh khao nghiem; 

e) Dap Ong quy dinh tai cac khoan 2, 3 va 4 Di'eu 33 Luat hoa chat. 

4. Hoan thanh viec ding b6 dü dieu kien thyc hien khao nghiem quy dinh 
tai Dieu 16 Nghi dinh nay. 

Dieu 15. HO so.  cling bi; du dieu kian thut hin khao nghim 

1. Van ban ding bedü di'eu kin thgc hien khao nghiem theo Mau se 03 
tai Phy lyc I ban hanh kern theo Nghi dinh nay. 

2. Danh myc ten Sc quy trinh lchao nghiem ma co ser c6 kha nang thgc 
hien cep xac than cüa co sokhào nghi'em. 

3. Ban ke khai than sr theo mau quy dinh tai Phy lye II ban hanh kern 
theo Nghi dinh nay. 
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4. Ban sao hop la Giay cluing nhan dat tieu chuan ISO 17025:2005 hoc 
fiat.' chuan ISO 15189:2012 hoc phian ban cap that. 

5. Ban sao hop la Ginty cluing than an toan sinh hoc. 

6. Danh muc phucmg tien, trang thiat bi phuc Iry hoat dOng Bac, nghiem 
có xac than dm co so khao nghiem. 

Dieu 16. Cling bto du dieu kien thkic hien khao  nghiçm 

1. Co so khao nghiem nOp ha so trvc tip hoc gin ha so qua buu dien dan 
BO Y ta. Truang hop BO Y té trian khai deg bo trvc tuy'an thi co se• nOp ha so 
tivc tuyan. 

2. TIM ti,ic clang bo Ulm tiep: 

a) Truck khi thvc hien khao nghiam, nguai dai dien theo phap luat caa 
co se( khao nghiem co tech nhiam gin ho so ding,  ba da diau kien thvc hien 
khan nghiem quy dinh tai Dieu 15 Nghi dinh nay den BO Y ta; 

b) Sau lchi tip nhan ha so day 	BO Y tie cap cho co,s& Phiau tiap nhan 
ho so cong boo du dieu kien thvc hien khao nghiem._Phieu tiap nhan ha so 
&Ong bo da dieu kien thvc hien Ichao nghiem theo Mau so 03 tai Phu lye III 

ban hanh kern theo Nghi dinh nay. 

3. TIM Mc &Ong b6 tivc tuyOn theo quy dinh tai Chuang VIII Nghi 
dinh nay. 

4. Trong then han 03 ngay lam viec, katü ngay ghi ten Phiau tip nhan 
ha so, BO Y ta co trach nhiem ding khai ten trang thong tin dien tCr dm BO Y 
te cac thong tin: Tan, dia chi, so dien thoai lien he oh co so khao,nghiam; 
danh nmc cac quy trinh khao nghiam ma co so khao nghiem ding b8 dU dial 
kien thvc hien khao nghi'em. 

5. Trong qua trinh hoat dOng, co set khao nghiem co trach nhiam cap 
nhat thong tin trong ho so cling bo du diéu kien thvc hien Ichao nghiam trong 
thai han 15 ngay Ice tü ngay CO mOt trong cac thay dOi sau: 

a) Thay dai va nhan sv: Van ban da nghi cap,  nhat thong tin dog 136 dO 
diau kien kern theo giay ter quy dinh tai khoan 3 Dieu 15 Nghi dinh nay; 

b) Thay Tad va Giay chung nhan dat tiêu chuan ISO 17025:2005 hoc 
lieu chuan ISO 15189:2012 hoc phian ban cap nhat: Van ban da nghi cap 
nhat th8ng tin c8ng bo dU diau kien kern theo giay t& quy dinh tai khoan 4 
Dieu 15 Nghi dinh nay; 
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c) Thay d6i ve GiAy chimg nhan an toan sinh hgc: Van ban de nghi cap 
that thong tin ding be) dU dieu kien kern theo giay ter quy dinh tai khoan 5 
Dieu 15 Nghi dinh nay; 

d) Thay dM ve phuang tin, trang thiet bi phuc vv‘hoat dOng khao 
nghiem: Van ban de nghi cap nhat thong tin ding bo dü dieu kien kern theo 
giay ter quy dinh tai khoan 6 Dieu 15 Nghi dinh nay; 

d) Thay d6i ten, dia -chi, din thoai lien he: Van ban de nghi cap nhat 
thong tin clang belt  dü dieu kien. 

6. Trong theri han 03 ngay lam viec, ke tir ngay nhan dugc van ban de 
nghi c'ap nhat thong tin cong ho dñ dieu kien quy dinh tai khoan 5 Dieu nay 
(theri diem tiep nhan van ban cap nhat dugc tinh theo ngay ghi ten dau tiep 
nhan cOng van den dia BO Y te), BO Y te c6 trach nhiem cap nhat thong tin 
ten trang thong tin dien ter dm BO Y 

7. Truemg hgp thay di cac thong tin trong ha sa ding b6 khong thuOc 
quy dinh tai khoan 5 Dieu nay, ccx so khao nghiem thirc hi'en lai thu tic &Ong 
bo du diEu kien theo quy dinh tai Nghi dinh nay. 

Chilling IV 
LUV HANH CHE PHAM 

Muc 1 
DIEU MEN Mit HANH, SO BANG Kt Lim HANH, 
TO CHfiCliCIC DUNG TEN BANG Kt LUAU HANH 

Dieu 17. Dieu ki0 	hanh 	che phAin 

1. CO s6 tang Icjr luu hanh. 

2. Dugc clan nhan hoc c6 kern theo than phy yeti dAy dü cac thong tin 
theo quy dinh tai Nghi dinh nay. 

r 	3. Cac chE pharn dugc cap s6 clang ltru hanh dugc san xuat truac ngay 
so clang k ltru bath het hieu lye nhtmg ccr so clang 1c5r khong tiep tuc clang 14/ 
gia ban  thi so clang k hru hanh van duce phép luu hanh teen thi truerng sau 
khi s6 clang kjr luu bath di het han cho den lchi het ban dung ghi troll nhan 
che pham. 

Dieu 18. SO clang 14 tutu hanh cüa che phain 

1. Mot che phAm chi dirge cap mOt s6 clang 	hanh. 

2. S6 clang Icjr.h.m hanh ch'e phim ce, gia tri 05 nam, k tü ngay cap. 
Tn.remg hgp ch'e pham dugc gia han s'6 clang kjr hru bath thi Van gill nguyen 
so Clang k luu hanh da doge cap. 
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3. SO dang ltru hanh duct cAp bang hinh thirc Giay chimg nhan clang 
kY Km hanh. Mau Giay chUng nhan dang 	hanh thgc hien theo quy dinh 
tai Phu lye IV ban hanh kern theo Nghi dinh nay. 

Dieu 19. Dieu kien dOi voi che 	din g k3'7 liru hinh 

1. DOc tinh cüa cha phAm khong thuOc nh6m Ia, lb theo phan loai cüa Ta 
chirc Y ta the giôi doi \red che pham ,diet con trimg hoc nh6m I, II theo phan 
loai cna He thong hai hoa toAn eau ye phan loai va ghi nhan haa chat - GHS. 

2. Ong chira hog chat cc!, ten trong danh muc cam sir dung trong cha 
pham. 

3. Ch a pham cep chira hoat chat thuOc danh rime hart cha pham vi sir dung 
trong cha pham thi chi &rot clang Icy hru hanh voi pham vi sir dung d'a duct 
quy dinh. 

4. Dugc,san xuat tai co SO dã con4 badü diau kien san xuat (dai ved cha 
pham san xuat trong nuerc) hoc c6 Giay chung nhan Km hanh hr do (dai \Teri 
cha pham nhap khau). 

Dieu 20. TO chat &Kit dtimg ten ding lijrtim hanh 

1. Co s& duct dUng ten dang lint hanh mai ch'a pham bao gm: 

a),Doanh nghiep, hop tac xa, he kinh doanh trong nu& la chit s& .hau 
che pham hoe van phong dai di'en cüa thucmg nhan nu& ngoai tat Viet Nam 
ma throng nhan do IA chn se him cha pham; 

b) Doanh ng,hiep, hop tac xa, h0 kinh doanh trong three duce chit s& him 
che pham Uy quyen dang kY; 

c) Van pheng dai dien cüa thuong nhan ntrec ngoai tai Viet Nam duac 
chit s& him cha pham ny quyen clang 14. 

, 	2. Truemg hap clang 14 ltru hanh ba sung, gia hart so clang 14 ltru hanh và 
cap lai Gidy chi:mg nhan dang Icy hru hanh, ca so clugc dung ten clang k km 
hanh la chit ser hau s8 'tang k ltru hanh. 

, 	3. Truemg hop chit'  sO hut cha pham cho phop cor s& dugc,minh fry quyen 
tiep tuc Ay quyen cho ca se khac duce dUng ten dang 14 che pham thi phai 
ghi r6 nOi dung cho phep üy quyen lai trong Giay ily quyen. 

4. Trueng hop chn so him cha pham uy quyan cho hai hay nhiau co s& & 
Viet Nam dang kY ding mOt che pham, BO Y ta chi tiep nhan va giai quyet 
cho co s& clang kY dau tien c6 Giay üy quyen hop le. 
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Muc 2 
BANG Kt LITh HAND 

Dieu 21. Cac hinh that ding k5i Itru hinh 

1. Wang km hanh mei áp dyng dai vai cac trueng hap sau: 

a) Ch a phArn meri duce san xuat trong nuck trir cha pham dugc san xuat 
chi de xuat khau; 

b) Chet  phamga dugc cho phep sir dung a nuac ngoai nhung Fan dAu tien 
dugc nhap lchau de sir dyng a Viet Nam; 

c) Chia pham dã dugc cap st) clang IcY ltru hanh nhung khong thtrc hien 
dang k gia han so clang 1(3'7 ltru hanh trong theri han guy dinh tai khoan 2 
Dieu 24 Nghi dinh nay. 

2. Dang k km hanh bt) sung áp dyng dal vói trueng hgp cha phAm da 
dugc cap so clang k hit hanh tai Viet Nam can hieu lye nhtmg có rri8t trong 
cac thay d8i sau: 

a) Thay dai guyen ser hem s6 dang kY ltru hanh; 

b) Di ten thuong mai cim cha phAm; 

c) Thay d6i dia dim ca ser san xuat, thay d6i co ser san xuat; 

d) Thay dai ten, dia chi lien lac ciia co se.  clang 14, ten ca sà san xuat, dia 
chi ncri san xuat; 

d) Thay d6i the dyng, chi tieu chat lugng, phucmg phap sir dyng cha pham. 

3. Dang k5,  gia han st) (tang IcY ltru hanh dugc áp dyng dai yeti cha phAm 
cIA dugc cap so dang k ltru,  hanh nhung den thin han phai clang IcY gia han 
theo guy dinh tai khoan 2 Dieu 24 Nghi dinh nay. 

4. Dang kY cap lai Giay chimg nhan clang IcY 	hanh Op dig tIM voi 
tnrang hap Giay chimg nhan dang ks,  hit hanh bi mat, heng. 

Dieu 22. HO so' clang kj,  hru hanh mai 

1. Van ban de nghi clang kY liru hanh mai theo Mu s6 04 tai Phy lye  I 

ban hanh kern theo Nghi dinh nay. 

2. Giay ter ve tu each phap nhan cüa ca ser clang kY, ca sà san xuAt. 

3. Giay üy guyen thtrc hien viec clang k km hanh tre tnremg hap guy 
dinh tai diam a Ichoan 1 Dieu 20 Nghi dinh nay. 
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4. Tai lieu k'y thuat cfia cha pham de ngh1 dang k9 gam cac nOi dung theo 
quy dinh tai Phu luc V ban hanh kern theo Ngh1 dinh nay. 

5. Kat qua lciem nghiem thanh phan va ham lugng hoat chat trong che pham 
(dirge bier sung ding Phieu tra led ket qua lchao nghiem). 

6. Phieu tra 1&i ket qua khao nghiem (dirge be sung sau khi BO Y ta c6 
van ban cho phep khao nghiem). 

7. Mu than cüa che pham. 

8. Gidy chüng nhan hit' hanh tir do (dei vgi che pham nhap khan). 

9;  Tai lieu, ket gua nghiên cfru ve an toan va hieu lye hoac khuyen cao 
dm To chi:re y te the gigi hoc cac to chfrc quoc te tucmg &mg ye vie sir 
dung che pham trong 11th vue gia dung va y te (doi vgi che pham có chin 
hoat chat hoc c6 dang san pham lan dau tien dang kY tai Viet Nam). 

DilOu 23. HO so' clang 147 liru hanh bO sung 

1. Doi vOi tnxemg hgp thay dei quyen sex him se dang k1 luu hanh: 

a) Van ban de ngh1 dang lc)? km hanh be sung theo Man se 05 tai Phu lye I 
ban hanh kern theo Nghi dinh nay; 

b) Giay fly quyen thuc hien viec dang IcY km hanh, nix truer-1g h9p quy 
dinh tai diem a khoan 1 Dieu 20 Nghi dinh nay; 

c) Van ban chuyen quyen sâ hau se clang k32 liru hanh cüa chi' se hau se 
dang k32 km hanh; 

4) Van ban tiep nhan quyen se hau,se dang km hanh vá cam kat sau 
khi tiêp nhan sO clang kY km hanh se flop we darn bao vi'ec kinh doanh ale 
pham dung veri ho so cla dirge BO Y te phe duyet; 

d) Giay ter ve tu each phap than dm ca ser tie') nhan se dang kY km 
hanh; 	- 

e) Mu nhan mai cüa cha pham. 

2. Doi vai truerng hgp dai ten thircmg mai dm che pham: 

a) Van ban de ngh1 dang IcY km hanh be, sung theo Mau se 05 tai Phu lye I 
ban hanh kern theo Ngh1 dinh nay; 

b) Giay fly quyen thue hien viec dang lcY km hanh cha pham ved ten 
thuong mai mai, trir truang hgp quy dinh tai diem a lchoan 1 Dieu 20 Nghi 
dinh nay; 
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c) Giay chimg nhan ltru hanh qr do oh cha phAm vai ten thucmg mai • 
meri (d6i voi cha phAm nhap khAu); 

d) Matu nhan mod cüa cha pham. 

3. Dai veri truirng hop chuyan nai san xuAt, thay d6i ccx s& san xuat: 

a) Van ban de nghi (tang Icy km hanh 136 sung theo Mau sa 05 tai Phu lkic I 
ban hanh kern theo Nghi dinh nay; 

b) Giay tb va tu cach phap nhan cüa ca ser san xuAt ghi dja dim mei (dai 
vai ca sac tai Viet Nam), van ban thong bao thay doi dia diem, CO ser san xuat 
(doi voi CO Sb tai nuerc ngoai); 

c) Phiau tra leri kat qua khao nghiem cha phAm san xuat tai  co.  so' mai; 

d) Gi'Ay ity quyan thgc hien viec clang ky ltru hanh trir truemg hop quy 
dinh tai diem a khoan 1 Dieu 20 Nghi dinh nay; 

ci) Giay chimg nhan ltru hanh ykr do, trir tnrimg hop cha pham &a duce 
cap so ,dang IcY ltru hanh de san xuat tai Viet Nam va dang IcY bo sung ca sec 
san xuat tai nuerc ngoai; 

e) Mu nhan mai dm cha pham. 

4.,  Tnremg hop thay dai ten, dia chi lien lac cita ca s& clang kY, ten ca sb 
san xuat, dia chi nai san xuat: 

a) VL ban da nghl clang Icy luu hanh ba sung theo Mu sa 05 tai Phu luc I 
ban hanh kern theo Nghl dinh nay; 

b) Giay ter ye tu each phap nhan cüa Ca sb dang k, co ser san xuat ghi 
nOi dung thay,  dai (dai voi ca ser tai Viet Nam), van ban thong bao thay dad 
ten, dia chi (den veri ca se(' tai nuem ngoai); 

c) Mu nhan mai cUa cha phAm. 

5. D6i volt trueng hop thay 6;1 tac dung, chi tieu chat luang, phucmg 
phap sir dung: 

a) Van ban da nghl clang IcY luu hanh ba sung theo Mk s'a 05 tai Phu luc I 
ban hanh kern theo Nghi dinh nay; 

b) Phiau tra lei kat qua khao nghiem cüa ch'a pham sau khi thay di (trir 
truang hap thay dM han sir dung cita che pham); 

c) Tai lieu nghi8n thu de an dinh (di vdi truang hop thay dai han sir 
dung dm che pham); 
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d) Kat qua kiem nghiem thanh phan va ham luang boat chat (di voi 
truang hip thay doi thanh phan va ham lucmg hoat chat); 

d) Mau nhan mai caa cha pham. 

Dieu 24. HO sr ding kf gia han st) ding kf ltru hinh 

1. Ha so clang k gia han sa clang 14 ltru hanh bao gam cac tai lieu sau: 

a) Van ban de ngh1'dart' g 14 gia han th dang.14 km hanh theo Mau sO 06 .tai 
Phi,' lac I ban hanh kern theo Nghi dinh nay; 

b) Giay tO ve tu cach phap nhan cua ccr ser clang k5r, co so san xuat; 

c) Giay fly quyen thac hien viec clang k$7 km hanh, trir truang hap quy 
dinh tai diem a khoan 1 Dieu 20 Nghi dinh nay; 

d) Bao cao qua trinh ltru hanh che pham theo mu quy dinh tai Phi lac VI 
ban hanh kern theo Nghi dinh nay. 

2. Theri han net ha sa clang 14 gia han sa *Tang 14 luu hanh t6i thiau la 
03 thang va toi da la 12 thang truerc lchi so clang k57 km hanh hat hieu lac. 

Dieu 25. Ha sr ding kf cap lai Giiy chfrng nhn ding kSrhm hinh 

, 	1. Van ban de nghi cap lai Giay chUng nh ;an clang kST ltru hanh theo Mau 
so 07 tai Phi lac I ban hanh kern theo Nghi dinh nay. 

2. Giay chimg nhan clang k571tru hanh bi hong. 

Dieu 26. Yen can dot 	ho so ding kjr Itru hanh 

1. Ha so clang k5f km hanh meri, clang k5r km hanh bo sung, gia han 
so clang 14 hm hanh lam thanh 01 be ban giay kern theo ban dien tir dinh 
clang PDF. 

2. Cac tai lieu trong ha so duce in re rang, sap xap theo trinh ta cl6i vOi 
tang hinh thac (tang 14 quy clinh tai cac Dieu 22, 23 va 24 Nghi dinh nay, 
Oita cac phan c6 phan cach, c6 trang bia va danh mac tai 

3;  Cac tai lieu,  bang ;tiang Anh phai dich ra tiang Viet va kern theo tai 
lieu gOc. Tai lieu bang tieng mac ngoai IchOng phai la tieng Anh phai duce 
dich ra tieng Viet, ban dich tieng Viet phal dugc ding chung theo quy dinh 
cüa phap luat. 

4. YOu cau dal voi giay ter trong be ha so Tang k km hanh: 

a) Ban goc Giay ay quyen thac Men  viec clang 14 km hanh. Giay ay quyen 
phai dap ung you cau tai  Pha lac VII ban hart kern theo Nghi dinh nay; 
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b),Ban gac hoc ban sao hgp 1'6 GiAy chimg nhan Itru hanh tg do dai veri 
che pham nhap khau. Giay chUng nhan ltru hanh tg do phai dap Ung cac yeu 
cau tai  Pho loc VIII ban hanh kern theo Nghi dinh nay; 

c) Ban g6c hoc ban sao hop 16 Phiau tra 1&i ket qua khao nghiem &rot 
thgc hi6n bed ca ser dOc lap (Ichong phai ca ser san xuat, ca ser clang 4 che pham) 
va dla dieu kin thgc hi'en lchao nghi6m theo quy dinh Lai DiOu 14 Nghi dinh nay; 

d) Ban gac hoac ban sao hop re KOt qua kirn nghiem thanh phan vã ham 
lugng hoat chat dm ch8 pham duce thgc hi6n ben ca ser du die‘u kien thgc hi6n 
kiem nghi6m theo quy dinh tai Dieu 10 Nghl dinh nay; 

d) Mau nhan cua tAt ca cac quy each clang goi .theo kich thudre thgc c6 
xac nhan cüa ca ser Tang 14. Truerng hop nhieu quy each dong g6i c6 nhan 
thiet ke giong nhau, ca sO dang,4 nOp nhan cUa quy cach,dong g6i nh6 nhat. 
Truerng hgp mau nhan che pham nhap Ichau ghi bang tiong nu& ngoai thi 
phai kern theo nOi dung nhan phi bang tiOng Via. Mau nhan, nOi dung than 
pho cua chae pham phai dap Ung the you cau tai Pho loc IX ban hanh kern theo 
Nghl dinh nay. 

e),Ban sao hgp 16 giAy ter va tu each phap nhan cua Co ser dang 14, ca ser 
san xuat; 

• g) Ban gac hoac,ban sao hop 16 van ban thong bao thay dai ten, dia chi, 
dia diem hoc thay dal co.  50 san xuat ctia ca ser nuerc ngoai duce hop phap 
hoa lanh sir theo quy dinh. 

5. Cac gidy ter Ichac trong b ha so clang ky Itru hanh phai dugc CO sO 
clang 4 dieing dau giap lai hoc vao tUng trang tai 

Dieu 27. Tip nhin, thim dipth ha so' ding k ltru hanh ma% 

1. Co ser dang 14 nOp ha so tmc tip hoc gin ha so qua butt din dan 
BO Y !8. Truerng hop BO Y tO triOn Ichai clang k trgc tuyOn, co ser dang 
nOp h8 so tnre tuyen. Vi'6c dang 14 trot tuyen thgc hi6n theo quy dinh tai 
Chuong VIII Nghi dinh nay. 

2. Sau Ichi than dirge ha so, phi tham dinh ha so clang 14 ltru hanh meri, 
BO Y te gui cho ca ser clang icY Phieg fiep than ho so. Phieu tiep nhan ha so 
theo Mau sO 04 tai Pho loc III ban hanh kern theo Nghl dinh nay. 

3. Trong thin hart 30 ngay, ka tit ngay ghi tren PhiOu tiap,nhan ha set quy 
dinh tai lchoan 2 Dieu nay, BO Y te c6 trach nhi6m thong bao bang van ban cho 
ca sO clang 	hni hanh' 	vi6c yeu cau boz  sung, sin dai ho so hoe cho 

phep hoc Ichong cho phep Ichao nghiam. 
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TnrOng hop c6 yeu du ba sung, sfra dai h'a so thi van ban th6ng bao 
phai neu r'6 nOi dung can b8 sung, sfra doi. 

TrizOng hop kh8ng cho phép khao nghiem phai neu re 15/ do. 

4. Truemg hop 130 Y te c6 van ban you du ba sung, siia dai ha so, trong 
theri han 90 ngay, ke dr nay ghi tren,van ban ccr sâ &rig k32 phai hoan chinh 
he so, giâi trinh re nhfing nei dung b8 sung, sira doi bang van ban va gfri den 
BO Y to. Ngay tiep nhan he sa bo sung, sfra doi dugc ghi tr8n Phieu tiep than 
he so. Neu qua then han ten, ho sa dang IcST km hanh mai se N tidy be,. 

Ha sa,ba sung, sfra d& dugc tip than va tham dinh theo quy dinh tai 
khoan 3 Dieu nay. 

5. Truerng hop khong con yeu cau ba sung, sira dOi BO Y te phai c6 thong 
bao bang van ban cho ca sà clang 14r ye viec cho phep hoc khong cho phep 
khao nghiem. Truing hop thong cho phép khao nghiem phai neu fob',  do. 

6. Sau khi c6 van ban cho phep khao nghiem, ca ser dang 1c9 ca trach 
nhiem hoan thanh viec kiem nghiem, khao nghiem theo quy dinh,  tai 

Chucmg III ,Nghi dinh nay va nOp ket qua kiem nghiem, khao nghiem de bo 
sung vao he) so trong theri han 12 thang, ke tü ngay ghi tren cong van cho 
phép khao nghiem. Ngay tiep than ket qua kiern nghi'em, khdo nghiem dugc 
ghi ten Phieu tiep nhan ho so. Neu qua theri han teen, h8 so clang 1c57 km hanh 
mai se' bi hay 136. 

7. Trong theri han 30 ngay, icetü ngay ghi ten Phieu tiEp nhan ha so quy 
dinh tai khoan 6 Dieu nay, BO Y te co,trach nhiem thong ban- bang van ban 
cho ca so clang 107r ye viec you cau be, sung, situ doi h8 so hoc cap hoc 
khong cap so dang k5r km hanh. 

Truong hap c6 you cau ba sung, sfra dai ha so thi van ban th8ng bao 
phai neu re MN dung can bo sung, sfra del 

Truong hop Ichong cap sa dang 147 km hanh phai neu rö VT do. 

Truang hop ca ser clang 1c51 km hanh mai sir dung nguyen lieu nhap khAu 
de san xuat che pham thi trong Giay chung nhan dang kST km hanh phai the 
hien re nOi dung cho phep nhap khau nguyen lieu theo mau quy dirt tai Phu 
luc IV ban hank kern theo Nghi clinh nay. 

8. Trons theri han 03 ngay lam viec, k tü ngay cap sá dang lcST lint hanh 
mai, BO Y te c6 trach nhiem dog khai teen trang thong tin din tCr dm BO Y te 
cac thong tin sau: 

a) Ten oh che pham; 
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b) Sa dang kY ltru hanh; 

c) toan van Giay chUng nhAn (tang Icy kru hanh. 

9. BO Y te khong flap nhan mai ha so cling kY km hanh va khong cAp s6 
cling kY km hanh cho ?ác  ho so dã nOp trong thai,han 02 nAm deli \Rai co se( 
cling ky, ca sO san xuat cep che pham bi thu hed so clang ky thuOc mOt trong 
cac truang hop quy dinh tai cac khoan 1, 4 va 9 Dieu 38 Nghi dinh nay. 

Dieu 28. Tip nh4n, thim dinh hi so' ding kST km hanh bt'i" sung 

1. Co so cling IcYr nOp ha so trkrc -hap hoc giri ha so qua bun din den 
BO Y te. Truorng hop BO Y te trien khai Tang IcY troc tuyen, ea so cling kir 
nOp ho so trot tuyen. Vic clang 	true tuy'en thoc hien theo quy dinh tai 
Chuang VIII Nghi dinh nay. 

2. Sau khi,nhan dugc ha so, phi tham dinh ha so clang kir km hanh ba 
sung, BO Y te cap cho Co see clang k5r Phieu tiep nhAn h8 so. Phieu tiep nhan h8 
so theo Mau sa 05 tai Pho lye III ban hanh kern theo Nghi dinh nay. 

, 3. Trong thed han 30 ngay, ice tic ngay ghi tren Phieu tiep than ha sa, BO 
Y te co trach nhiOm thong bao bang van ban cho co sig cling kyr km hanh bô 
sung ve viec: 

a) Ba sung, sira dai ha sa hoc dang hoc khong dang ved nOi dung 
clang k5r ltru hanh ba sung va neu rO bi do (cleii yeti truemg hop ho so cling k)2 
km hanh bei sung Ichong phai khao nghiem); 

b) Ba sung, sin di ha so hoc cho phep khao nghiem hoc kheing cho 
phep khao nghiem va neu re 1y do (doi vai truang hap ho so clang k)2 km 
hanh bei sung phai Ichao nghiem). 

, 	4. Truang hap BO Y te có van ban cho phep Ichao nghi'em, trong thed han 
tOi da 12 thang, ke tic ngay ghi tren ding van cho phep Ichao nghiem, CO ser 
clang kY ltru hanh bo sung phai nOp ket qua khao nghiem de ba sung vao ho 
so. Qua thOi han teen, h8 so clang Icy km hanh bo sung se bj hay bo. 

5. Truemg hop BO Y t ca van ban yeu cu ba sung, situ dai ha so, trong 
thed han 90 ngay, ke tic ngay ghi teen van ban, ca so.  clang kY bo sung phai 
hoan chinh ho so, giai trinh bang van ban va girl den BO Y ta. Ngay flap nhAn 
ha sa ba sung, sfra dai dugc ghi teen Phieu tiep than ho so. Qua then han teen, 
ha so clang kY km hanh bo sung se bi hay be. 

6. Tnreing hap khong con you cu bá sung, slim dai, BO Y tá phai thoc 
hien viec be sung Giay chimg than clang kY luu hanh. 
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7. Trong thei han 03 ngay lam viec, ke tir ngay ba sung Giay chirng nhan 
dang 147 luu hanh, BO Y te c6 trach nhiem dog khai tren trang thong tin din 
tit dm BO Y te toan van van ban 1)6 sung Giay chung nhan (tang k hm hanh. 

Dieu 19. Tiep nhin, thim dinh ha so ding k37,  gia han at, ding 147 km 

hanh 

1. Co so dang k nap ha so trvc tip hoac gin ha so qua butt dien den 
BO Y te. Truong hap BO Y te trien khai clang k)i true tuyen, ca se( clang k57 
nap 116 so trvc tuyen. Viec clang k)2 trvc tuyen thvc hien theo quy dinh tai 
Chtrcmg VIII Nghi dinh nay. 

2. Sau Ichi nhan,ducc ha so, phi tham dinh ha so clang icS7 gia han s6 dang 
10'7 km hanh, BO Y te cap cho ca sa clang lo'r Phieu tiep nhan ho so. Phieu tiep 
than ha so theo Mau so 06 tai Phv lvc III ban hanh kern theo Nghi dinh nay. 

3. Trong thed han 30 ngay, ka tr ngdy ghi tren Phiau tip nhan ha so 
quy dinh tai khoan 2 Dieu,  nay, BO Y tO trach nhiem thong bao bang van 
ban cho ca so clang k57 ve viec yeu,cau b8 sung, sira doi ho so hoac cho 
phep hoc khong cho phep gia han so clang kyf km hanh. 

Truang hop c6 you cu ba sung, sfra dai ha so clang 14,gia han so clang 

ic5r km hanh thi van ban thong bao phai neu re nai dung can bo sung, sira &IL 

Truang hap khong cho phop gia han sa clang 41tru hanh phai neu rô VT do. 

4.,1Chi nhan duce van ban yeu eau ba sung, sira dai ha so, ca dang 
phai 136 sung, siüa d8i kern theo van ban giai trinh va gtri,den BO y te trong 
thai han 30 ngay, ká tir ngay ghi teen van ban thong bao de nghi be) sung, sin 
doi ho soya cham nhat trong thed han 10 ngay truac khi sO clang 1c3i luu hanh 
het hieu lye. Ngay tiep nhan ho so bo,  sung hoac stra dal duce ghi teen PhiOu 
tip than ho so. Qua thed han tren, ho so gia han 58 clang 1c32 ltm hanh se bi 
law b6. 

Ha so ba sung, stra dai dugc tham dinh theo quy dinh tai lchoan 3 Dieu nay. 

5. Truemg hap khong con you cau ba sung, sin dai, BO Y te phai thvc 
hien viec gia hart sa (tang k57 km hanh 

6. Trong thai han 03 ngay lam viec, k tir ngay gia han so dang k57 ltru 
hanh, BO Y ta c6 trach nhiem &Ong khai toan van Giay chung than clang kyr 
luu hanh thay the thong tin quy dinh tai diem c lchoan 8 Dieu 27 Nghi dinh 
nay tren trang thong tin din tü dm Bac Y te. 
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Dieu 30. Tip nh5n, thLrn dinh h sr d5ng kji cAp 	GiAy churn 
nh5n ding kjr Urn hanh 

1. Co ser dang IcY nOp ha so tai BO Y te. 

2. Sau khi nhan duct ha scr dang k9 cap Iai GiAy chimg nh'an clang kY 
kru hanh, BO Y te_cap,  cho co ser Clang k9 Phi8u tiep nhan ho so. Phieu tiop 
nhan ho so theo Mau so 07 Lai Phu luc III ban hanh kern theo Nghi dinh nay. 

, 3. Trong thin han 10 ngay, k tir ngay ghi tren Phieu tip nhan ha so, BO 
Y t8 phai cap lai Giay chUng nhan clang kY Km hanh. Tnremg hep khong cap 
lai phai c6 van ban tra led n8u ro 19 do. 

Muc 3 
TEN THUONG MI, NHAN, BAO GOI, BAO QUAN, 

TIEU ROY H6A CHAT, CHE MANI 

Dieu 31. Ten thwang m@i  cüa che phAm 

1. Mai che pham cUa mot nha san xudt chi dugc dang k9 met ten thucrng 
mai a Viet Nam; 

2. IChong dugc dung met ten throng mai dat cho hai hay nhieu che phAm 
dm met nha san xuat; 

3.,Ten throng mai ,cira,che pham khong ducc trung vOi ten thucrng mai 
ctia ch8 pham dâ dugc cap s8 dang ky km hanh tnrec do con hieu kit; 

4. Ten thuong mai cfra ch'e pham lchong dugc tang v6i ten hoat chat, hoc 
ten hoat chat va ham lugng hoac ten hoat chat va ham lugng va clang che pham; 

5. Khong dirge dat ten thucrng mai cho cher.  pharn vdri 9  nghia khOng phi 
hgp voi hieu lye va tinh an toan cira ch8 pham do. 

Dieu 32. Nhan hew chat, che pham 

1. Viec ghi nhan He chat, che pham thgc hien theo quy dinh tai Phu luc 
so IX ban hanh kern theo Nghi dinh nay. 

2. IChi c6 thay dai nei dung, hinh thirc nhan che pham ngoai cac nOi 
dung dirge quy dinh tai lchoan 2 Dieu 21 Nghi dinh nay, chn ser hau so Tang 
k9 km hanh phai c6 van ban thong bao nal dung thay dOi va gait kern mau nhan 
mai (gom mau than dm tat ca cac quy each dong g6i theo kich thuerc thoc, 
truerng h9p nhieu quy each dang g6i ca than thiet ke giOng nhau, chit so hem so 
dang kY km hanh nap nhan caa quy each (long goi nhO nhat) den BO Y te de bo 
sung vao ha so cham nhat la 15 ngay twit Ichi ltru,hanh than moi. Truerng hep 
BO Y te trien lchai dang IcY troc tuyen, thU ser hftu sO dang kY km hanh gin thong 
bao thay dai nei dung hoc hinh thire nha'n truc tuyen. Viec gun thong bao true 
tuyen thuc hien theo quy dinh tai Chuong VIII Nghi dinh nay. 
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3. Trong tiled han 05 ngay lam viec, k tir ngay nhan dugc van ban thong 
bao thay dOi nOi dung than (thari diem tiep nhan van ban thOns bao dugc tinh 
theo ngay ghi teen dau,tiap nhan cling van den cila BO Y te), n8u BO Y te 
khong c6 van ban yeu cau sfra &A bo sung: 

a) Chii set hitu s6 clang lcSrkru hanh dugc quyan hni hanh nhan mgi; 

b) BO Y ta cep trach nhiem b6 sung mu nhan mei dm ch'a pham vao h6 
so dang 147 ltru hanh. 

Dieu 33. Bao g6i h6a chat, che pham 

1. Ch a pham khi lint hanh tai Viet Nam phai dugc dong ggi trong cac 
bao bi dap ling cac yeu cau sau: 

a) ChAt lugng bao goi can phai dfi dO ban chac a co tha chiu dirge va 
chain va chan Ong binh thugng trong qua trinh van chuyen, chuyen tiep hang 
hoa gicra cac phucmg tin va xep clg vao kho bang thit ding hoac thiet bi 
co gigi; 

b) Bao g6i phai kat eau áü kin da bao dam lchong lam rO ri cha phAm 
trong qua trinh van chuyen hoac khi.van chuyen vgi cac tac Ong nhu rung 
lAc, thay doi nhiet dO, dO am va áp sua; 

c) Phia ben ngoai bao ggi phai bao dam sach va Ichong dinh mOt loai h6a 
chat nguy hiem nao. 

• 2. Cac phan tha bao g6i c6 tip xüc vgi cha pham phai bao dam cac yeu 
cau sau: 

a) Khong bi anh huong hay bi suy giam chAt lugng do tac dOng tha ch'a 
phAm Ong goi ben trong; 

b) Khong lam anh hiremg dan thanh phan, tinh nang va tac dung tha 
cha pham. 

3..Khi dong goi cha pham & dang long phai d lai khoang !thong gian can 
thiat d'a bao dam bao goi 'thong bi rô H hay bian clang vi sir tang the tich cUa 
cac chat long lchi thay dgi nhiet d'O. 

4. Bao g6i ben trong thuOc clang d bi vg hoac dam thong nhu thüy tinh, 
sanh sir hoac ma so loai nhua phai dirge ellen cO dinh yeti 16p bao gói ben 
ngodi bang cac loai vat lieu then, dm giam chan dOng thich hgp. 

5. Bao g6i cac chat de bay hori,  phai dU lcin a bao dam trong qua trinh 
v'an chuyen mgc chat long kh8ng xtiong thap dugi mgc gigi han. 
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6. Bao g6i cac chit long phai c6 the chlu.  dung thich hop vdri áp suAt tir 
phia b8n trong sinh ra trong qua trinh vSn chuyen. 

7. Bao s6i dung a chira ch'a phAm a clang long du phai thir de re ri 
truec khi xuat xuerng. 

8. Bao g6i cht phim 6 clang hat hay bet phai dü kin a tranh rcri let hoc 
can c6 cac 16p dm lot kin. 

Dieu 34. Bao quan hem chit, che pham 

Vic bao guan hod chAt, cha phAm phai theo dimg nei dung huerng &an 
cüa nha san xuat ghi trOn nhan san pham. 

Dieu 35. Tieu h&j,  boa chat, che pham 

1. Cac truang hyp phai tieu hu9: 

a) Hod chAt, ?he  phAm dã hat han sir ,dpng ma khong tha tai cha hoc 
khong bao dam chat lugng ma khong the khk phpc; 

b) Mpg cu, bao g6i chira hod chAt, cha phAm khong tiap tpc sir dpng; 
chat thai b6 hoc h6a chat, che pham khong sir dung het trong qua trinh san 
xuat, kinh doanh, sir dung ma khong the tai che. 

2. Cac hoa chAt, cha phkm do he gia dinh, cá than sit' dung trong pham 
vi he gia dinh phai duct thai be) theo khuyen nghi cua nha san xuat, guy dinh 
cUa phap lust ye bao v moi truang. 

, 3.,TE chirc, ca nhan co h6a chAt, cha phAm hoc bao goi cüa hoa chAt, 
• 68 pham buOc tieu hit),  phai chlu m9i chi phi cho viec ti8u hay. 

4..Viec thu gom, tieu hay h6a chAt, cha phAm vã bao got cua heia chAt, 
che pham Ichong dirge lam rcri vai, phat tan hoc lam tang them chat thai nguy 
hai ra mOi trueng va phai dirge xir 19 bang ding nghe phi hop theo guy dinh 
cita phap luSt v8 bao ye  moi truang. 

Mpc 4 
DINH CHI LUIJ HANH CHE PHAM 

Dieu 36. Thu tyc dinh chi Itra hanh the phain co canh bao ella chii 
so•.hitu che pham hoac chii so hum so (tang 14 Itru hinh 

1:  Truang hop xac dinh cha phAm c6 1& hoc co nguy ca gay anh huang 
xAu den sire Ichoe ngueri sir ding hoc moi twang, chit ser him so clang 1c9 km 
hanh c6 trkh nhiem: 

a) Tam dung viec ltru hanh cha phAm; 
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b) Co van ban thong bao cho BO Y tá va cac ta chirc, cá nhan dang thut 
hien viec phan ph6i cha pham; ding theri thong bao tren phuang tien th8ng tin 
dai chimg Ira viec tam dung ltru hanh va sir dung cite pham. Trong van ban 
thong bao phai neu fel 18 san xuat, yau to loi hoac nguy Cu gay anh huong xau 
den six khoe ngueri sir dung hoac moi tnxerng cling thu viec ca the hay khong 
the khac phue you to da. 

2. TruOng hop cha pham c6 tha khAc phuc dtrac 18i hoac yau t6 nguy co 
gay anh huang xau den süc kh6e nguai sir clung hoac mad truerng: 

a) Trong theri han 05 ngay lam viec,,ka tir ngay nhan dugc th8ng bao cua 

chit'  so hftu the pham hoac chit so.  him s8 dang kYr km hanh, BO Y te c6 trach 
nhiem ban hanh quyat dinh dinh chi luu hanh dôi voi ch8 pham; 

b) Trong theri Ilan 90 ngay, Ica tir ngay c6 quyat dinh dirt chi km hanh 
cha pham, chit kr huu so dang ky km hanh c6 trach nhiem hoan thanh viec 
khac plum 18i hoac you to nguy Cu gay art huerng xau den sirc khOe ngueri sir 
dung hoac mirk truemg cUa san pham; 

c) Sau Ichi dä Flit thanh viec Ichaz phpc, chit so him sa dang Icy km 
hanh ca trach nhiem gin van ban bao cao BO Y.te kern theo tai lieu chimg 
minh dã hoan thanh viec khaz phuc loi hoac yeu to nguy ca; 

d) Trong theri han 30 ngay, Ica tir ngay nhan dugc bao cao khac phuc coa 
chit kr heru so clang IcY km hart, BO Y te co trach nhiem ban hanh quyect dinh 
cham dirt dirt chi luu hanh ch'a pham. Truong hop BO Y te khong dong 
cham dirt dinh chi ltru hart cha pham, phai co van ban tra led va neu re, lY do. 

3. Truong hop cha pham khong tha khac phue dugc li hoac yau t6 nguy 
co gay art huong xau den sire Ichee ngueri sir dung hoac moi tnremg hoac dal 
qua theri hn Ichac phtic quy dinh tai guy& dinh dirt chi Itru hanh ma ca ser 
van chua hoan thanh viec khAc phuc 18i, BO Y t6 ca trach nhiem ban hanh 
quyat dinh thu hi cha pham bi dinh chi. Quyat dinh thu h6i cha pham bi dirt 
chi phai dugc dang tai tren trang thong tin dien tit dm BO Y te. 

4. Noi dung oh quyat dinh dirt chi km hanh hoac thu hi cha pham bi 
dinh chi: 

a) Ten chat  pham bi dinh chi hoac thu hal; 

b) S6 18 cha pham bi dirt chi hoac thu h6i; 

c) So dang IcY luu hanh cUa cha pham bi dirt chi hoac thu h6i; 

d) Theri ban dirt chi; 

d) Yeu cu xir 1 di voi cha pham bi thu hat. 
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Dieu 37. Thu tyc dinh chi Itru hanh the phAm co canh bao ctia co.  
quan co tham quyen 	che phAm 

1. Trong theri hart 05 ngay lam viec, ke tir ngay nhAn dirge thong bao ve 
yeu to nguy co gay anh huong xau den sire khoe ngueri sir ding hoc m8i 
truemg cüa boat chat hoc the pham do,  cac qu8c gia ma che pham dang ltru 
hanh hoc To chire Y te the gieri giri den, BO Y te c45 trach nhiem ban bath 
quyet dinh dinh chi Itru hanh doi voi che phim va gin van ban yeu thu chü ser 
hau sa dang 1(9 ltru bath bao cao giai trinh. 

2. Trong then han 05 ngay lam viec, ke tir ngay nhAn dugc van ban dm 
BO Y to,cliii ser httu so clang k9 km hanh c6 trach nhiem giri van ban bao cao 
BO Y te. 

3. Trong theri han 05 ngay lam viec, ke tir ngay nhAn ducyc bao cao ctia 
chit ser hitu so dang k9 km hanh, BO Y to c6 trach nhiem danh gia yeu tá nguy 
co gay anh. huemg xAu den sire Ichoe con ngtreri va men truerng cita boat chat 
hoc che phArn. 

4. Truerng hgp xac dinh boat chit hoc che pham khong c6 yeu t6 nguy 
co, trong then han 05 ngay lam viec, ke tir ngay c6 ket qua clanh gia, BO Y te 
c6 trach nhiem ban hanh quyet dinh charn dirt dinh chi km hanh. 

5. Tnrerng hgp xac dinh boat chat hoc che pham eg yau t6 nguy co gay 
anh huong xau den sire Ichoe con ngtrgi hoc moi truang ma c6 the khac phvc, 
BO Y te c6 trach nhiem ban hanh van ban thong bao den chil so hitu so,dang 
1c9 km hanh de thtrc hien viec khac phvc theo quy dinh tai Ichoan 2 Dieu 36 
Ngh1 dinh nay. 

6. Tnramg hgp xic dinh boat chat hoc ch pham c6 yeti to nguy co gay 
anh huerng xau den sire Ichoe con ngtred hoc m8i trubmg ma Ichong the Ichae 
phvc 161, thy tinh chAt, mUc d5 cüa yeu t6 nguy co, BO Y te cep trach nhiem 
ban hanh quyet dinh thu hai theo 18 hoc toan b0 san pham. 

Moc 5 
THU HOI SO BANG Kt LUU HANH 

Dieu 38. Cac truieng hqp bj thu hi s6 ding kj, km hanh 

1. Co ser clang 1c9 km hanh gia mao ha so clang Ic9 km hanh. 

2. Che phAm dugc san xuat tai co ser Ichong du dieu kin san xuat. 

3. Ch e phAm dugc san xuat c6 chi tiou k5 thuat khong dung vgi h6 so 
dang k9 ltru hanh. 
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4. Ch e pham c6 03 lo to' len bi dinh chi ltru hanh trong thin han se, dang 
IcY km hanh con hieu 

5. Ch e pham nhap khau bi rut sO dang IcYlint hanh a ntrac xuat khau. 

6. Che pham c6 yau th nguy co gay anh huang xAu den sire Ichoe con 
ngtrai hoac mOi tn.rang bj thu hoi toan be' che pham theo quy dinh tai khoan 6 
Dieu 37 Nghi dinh nay. 

7. Chit sa him cha phAm hoc chit sat hint sO dang kY Km hanh de nghi 
rut so dang IcY Km hanh cite pham tai Viet Nam. 

8. Cite ‘pham dirge co quan ca tham quyen kat lu'an vi pham quyen se( 
him tri tue bang van ban. 

9. Chit ser hau dang k,2 km hanh cho thue, mugn giay chimg nhan clang ky 
km hanh hoac tu sira dOi Wei dung Giay chimg nhan clang ky km bath. 

10. Chit sO hiru s dang k Km hanh cham dirt hoat dOng hoac khong con 
dü dieu kien de dang ky hru hanh the pham. 

Dieu 39. Thu tyc thu ho' se, Tang 147hru hanh 

1. Trong tiled han 15 ngay, ketir ngay xac dinh ck twang hgp theo quy 
dinh tai Dieu 38 Nghi dinh nay, BO Y to xem xet, quyet dinh viec thu hoi so 
'Tang ky !au hanh. 

2. Quyet dinh thu hi set clang IcY km hanh dirge giri den chit'  sO hau só 

dang lcY km hanh, BO Tai chinh (Tong cuc Hai quan), illy ban nhan dan tinh 
va dang tai &Ong khai tren trang thong tin di'en ta• cita BO Y te. 

Chuang V 
MUA BAN CUE PHAM 

Dieu 40. Dieu Wit d& vifri te• chat, cá nhfin mua ban che pham 

1. Nhan six: 

a) Nosed Om trach vE an toan Ma chat phai c6 trinh dO trung cap tit len 
ye boa h9c; 

b) Nguai truc tip ban hang c6 kien thirc ve eh e pham. 

2. Co sac vat chat, k5' thuat: 

a) Nai bay ban cha pham diet con &mg, diet khuan tach biet veri cac loai 
thuc pham; 

b) Dieu kien bao quan che pham dap img cac yeu cau bao quart ghi tren 
nh'an cha phAm; 



26 

c) C6 trang thiot bi so cap ciru dap img y8u cau so cap dru ghi tren than 
ch'e pham. 

3. Ta chirc, cá than mua ban cac che pham diet con trimg,,  diet khuan 
th6ng dung bao gom: Nhans (hucrng) xua, diet muai; tam Me chat xua muOi 
ding trong,gia dung va y te; binh )(it xua, diet con trimg; ba diet con trimg; 
kern xoa, tam dan, yang xua can trang dims cho ngueri; dung dich bac hai 
xua,,  diet muai; man, rem, giay tam boa chat xua, diet muoi; che pham diet 
khuan dims trong gia ding khong phai dap (mg cac you cau quy dinh tai 
khoan 1 Dieu nay. 

Dieu 41. Dieu kien dal 	co. so. cung cAp dich vy diet can  trung, diet 
khuan bang che phAm 

1. Co so' la doanh nghiep, hcp tac xã, h0 Icinh doanh dugc thanh lap theo 
quy dinh cUa phap luat. 

2. Ngueri tryc tiep thgc hien diet con trimg, diet khuan c6 kien thirc ve sir 
ding che pham a diet can trimg, diet Ichuan theo huong dan dm BO truemg 
BO Y te. 

3. C6 trang thi'et N ph0 hop vâi y8u eau dai vâi timg kyr thuat ma co sb 
cung cap dich vy. 

4. Hoan thanhyiec ding badU di'eu kien cung cap dich vp diet con thing, 
diet khuan bang ch8 pham quy dinh tai Dieu 43 Nghi dinh nay. 

Dieu 42. 116 ding b6 dü dieu kien cung cAp dich vy diet can triing, 
diet khuin Wang che phLm 

1. Van ,ban cong boa du dieu kien cung cap dich vy diet can trimg, 
diet khuan bang che.pham theo Mau sa 08 tai Phy lyc I ban hanh kern theo 
Nghj dinh nay. 

2. Ban ke than sr theo mu quy dinh tai Phi lye  II ban hanh kern theo 
Nghi dinh nay. 

3. Danh myc trans thiet bit sir dung de' diet can trimg, diet khuan có xac 
nhan dm co sà cang ba. 

Dieu 43. Cang b6 dü dieu kien cung cAp dich vy diet can trung, diet 
khu6n bang che phim 

I.,  Co ser cung cap dich vy nap h'a so tryc tip hoac,giri,  ha so qua buu 
dien den Ser Y te nai co so dat try sa. Truemg hop So Y th triOn lchai ding 1)6 
tryc tuyen thi co so nap ho so tryc tuyen. 
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2. Thu tyc cong b trvc tiap: 

a) Truck khi thgc hien cung cap dich vy diet con trang, diet khuan bang 
cha pham, ngueri di dien theo phap luat cüa co s& ce, trach nhiem gai ho so 
cong b8 dit dieu kien cung cap dich vy di@ con trang, diet khuan bang che 
pham quy dinh tai Dieu 42 Nghi dinh nay den SO Y te nori CO sas dat try so; 

b),  Sau lchi tiep than ha so day &I, SO Y t cap cho co s& thyc hien vi'Ec 
ding bô Phieu tiep nhan ho sa,cong bo dü dieu kien cung cap dich vy diet con 
trang, diet lchuan bang che pham theo Mau so 08 tai Phy lye III ban hanh kern 
theo Nghi dinh nay. 

3. Thit tyc clang b tryc tuyan theo quy dinh tai Chucmg VIII Nghi dinh nay. 

, 	4. Trong,theri hart 03 ngay lam viec, k ta ngay ghi hen Phieu tip nhan 
h8 so, So.  Y te CO trach nhiem ding khai teen trang thong tin dien tücUa SO Y 
te cac thOng tin: Ten, dia chi, sa dien thoai lien he dm CO sor cung cap dich vy 
diet con trang, diet khuan bang che pham. 

5. Trong qua trinh hot dong, co s& cung cap dich vy diet con trang, diet 
khuan bang the pham co trach nhiem cap nhat thong tin trong ho sa,cong bo 
dU dieu kien cung cap dich vy diet con trang, diet Ichuan bang the pham trong 
theri han 15 ngay, kE tir ngay CO mOt trong cac thay doi sau: 

, a) Thay di ve nhan sy: Van ban a nghi cap,  at thong tin ding ba da 
dieu kien kern theo giay to quy dinh tai khoan 2 Dieu 42 Nghi dinh nay; 

b) Thay dal ve trang thiEt bi, phucmg tien phyc vy di@ con 'hang, diet 
khuan: Van ban de nghi cap nhat thong tin cOng bô dU dieu kien kern theo 
gray tar quy dinh tai lchoan 3 Dieu 42 Nghi dinh nay; 

c) Thay di ten, dia chi, dien thoai lien he: Van ban de nghi cap nhat 
thong tin cong bô du dieu kien. 

6. Trong theri han 03 ngay lam viec, ke ta ngay nhan &rot van ban de 
nghi cap nhat thOng tin ding bo dU dieu kien quy dinh tai khoan 5 Dieu nay 
(thin diem tiep nhan van ban cap nhat dirge tinh theo ngay ghi tren dau flop 
nhan ding van den dm SO Y te), SO Y to co tech nhiem cap that thOng tin 
tr8n trang thong tin dien ta ca' a SO Y ta. 

7. Truang hap ca sor chuy'en dia diem hoac ba sung CO ser cung cap dich 
vy trong cling mOt dia ban tinh, phai thyc hien lai thU We &Ong bodU di'eu 
kien theo quy dinh tai Nghi dinh nay. 
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8. Truerng hgp co ser thay dOi dia diem tir tinh nay sang tinh khac, phai 
thong bao yeti S& Y to nai co ser da thvc hien viec cong bodü diou Icien cung 
cap dich vu diet con trimg, diet khuan bang CM pham trong theri han 15 ngay, 
ko 	ngay chuy8n dia diem. 

Trong thed hart 03 ngay lam viec, ketü ngay nhan,dugc thong bao ve 
viec chuy8n dia diem sang tinh khac ciia co s& cung cap dich vii diet con 
triing, diet khuan bang ch8 pham (thin diem tip nhan van ban thong bao dugc 
tinh theo ngay,ghi tren du tip nhan ding van Mn cila Sà Y t8), Ser Y tO nai 
da tiep ;than ho so ding bá áü dieu kien cung cap dich vu diet con tiling, diet 
lchuan bang che pham c6 trach nhiem charn dirt viec clang tai cac thong tin c6 
li8n quan den ccr ser do. 

Chtrcrng VI 
VAN CHUYEN 116A CHAT, CITE PHAM 

Dieu 44. Nguyen tic van chuyen luia chat, che pharn 

1. Viec van chuyen Ma chat, che pham thuOc danh intic hga chat nguy 
him theo quy dinh cUa phap luat ve hga chat, ngoai viec thvc hien quy dinh 

.tai Nghi dirt nay, phai wan thia quy dinh cüa 014)101 ve van chuyen hang 
nguy hiEm. 

2. 1ChOng dugc van chuyen cac Ma chat, the pham c6 Icha King phan 
ling \fed nhau tr8n cimg mOt phuong tien. 

Dieu 45. Wu can 	vfri bao bi, thung chin hoc cong-ten-nor trong 
qua trinh van chuyen 

1. Phai duce bao goi phi hgp vgi timg loai hga chat, che pham theo dung 
quy dirth tai Di'eu 33 Nghi clinh nay. 

, 2. Phai dugc dan hinh tugng bieu thi tinh chat vat 19 dm Ma chat, the 
pharn. Kich thuon cüa hinh tugng biOu thi tinh chat vat 19 cüa h6a chat, cho 
pham la 100 mm x 100 mm d8i veri moi thing dtmg hoa chat, che pham va 
dan Von cOng-ten-na la 250 mm x 250 mm. 

3. Doi yeti Ma chit, che pham thu'Oc dant.' intic hga chat nguy him theo 

quy dinh cila phap luat,v8 h6a chat, phai duce din biou trtmg hang nguy 

hiem. Kich thuerc cüa bieu tn.mg  nguy hiem IA 100 mm x 100 mm doi veri moi 
thing thing h6a chat, eh& pham va dan ten cong-ten-ncr la 250 mm x 250 mm. 
Phai c6 bao hieu nguy him 6 vi tri phia clued biou trtmg hang nguy hiem. 
Kich thunt bac) hieu nguy hiem la 300 mm x 500 mm. 
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Dieu 46. Wu ciu din voi phtrang tin van chuyen 

, 1. Co dung cu, trang thiet bi phong chay, chita chay plth hop vori h6a 
chat, cha pham khi van chuyen. 

, 2. CO che phil kin toan bO khu \Ric hoa chat, che ph'am bao dam khong 
tham nu& trong qua trinh van chuyen. 

3. Kich thuec dm bleu tnmg hang nguy him dan trén phuang tien la 
500 mm x 500 mm 

Dieu 47. Quy dinh ye qua trinh van chuyen  hoa  chat, che phim 

1. Trong qua trinh van chuyen h6a chat, cha pham nguai dieu khien 
phucmg tien van chuyen phai di chuyen theo dung lich trinh ghi trong hop 
dOng hoc giay ter khac co lien quan ye van chuyen gicia chit phuang tien \TA 
chi sà hau hang h6a. 

2. Trueng hop xay ra sr c6 boa chat trong qua trinh van chuyen, nguOri 
dieu khian phuong tien, chil hang, chit phuang tien phai áp dung cac bien 
phap kip thin de han che hau qua, khac phuc sr co, clang tiled thong bao cho 
lye lugng phong ,chay, chin chay, co quan, ca ser c6 lien quan, chinh quyen 
dia phuang nai gân nhat de phoi hap üng ph6 va lchac phuc su co. 

Chuang VII 
XUAT KHAU, NHAP KHAU 116A CHAT, CHE PHAM 

Dieu 48. Nguyen tic thtrc hin xuat khiu, nhap khan h6a chat, 
che pham 

1. Vic xuat khau,,nhap Ichau hoa ,chat, che pham thuc hien theo quy 
dinh cüa phap luat ye xuat khau, nhap khau hang He. 

2. Cher' pham co Giay,chUng nhan dan4 14 km hanh con hieu lye duce 
phep nhap khau theo nhu cau, khong han che so lugng, gia tri, thn tic lam tai 
Hai quan, khong phai qua BO Y te phe duyet. Ca so nhap khau tu chiu trach 
nhiem truot phap luat ye cac hoat Ong coa minh. 

3. Nguyen lieu de san xuat,che pham da,ducc cap,  s6 da'ng 14 km hanh 
thi ca ser san xuat dugc nhap khau theo nhu cau san xuat, thu tic lam tai Hai 
quan, IchOng OIL qua BO Y te phe duyet. Ca kr nhap khau tu chiu trach 
nhiem truot phap luat ye cac hoat dOng cüa minh. 

4. Trong tnrong hop nuorc nhap khau c6 you eau xac nhan ch pham dã 
duct luu hanh tai Viet Nam, ,cha s& him so clang 14 km hanh thuc hien theo 
quy dinh cda,  phap 111'4 ye Giay chimg than km hanh tu do di vai san pham, 
hang h6a xuat khau ya nhap khau. 
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Dieu 49. GiAy phep nh4p khan 

1. Cac loai hoa chat, cha pham phai c6 giAy phep nhap khan: 

a) I-16a chat, che pham nhap khau d nghien ciru; 

b) Chia pharn nhap khan phuc vu muc dich vien trg; sir dung cho muc 
dich die this khac (la qua Neu, cho, tang hoc tren thi trueng khong c6 san 
pharn va phuang phap sir dung phir hop v6i nhu cau sir dung cilia to chuc, ca 
nhan xin nhap khau). 

2. Ha so cap giAy phep nhap khan gam: 

a) Van ban d nghi nhap khan theo Mau sa 09 tai Phu lgc I ban hanh 
kern theo Nghi dinh nay; 

b) Tai lieu ky thuat cüa h6a chat, cha pham gam cac nal dung theo quy 
dinh tai Phu km V ban hanh kern theo Nghi dinh nay; 

c) Darr veci h6a chat, cha pham nhap khan a nghien ciru: D cuong 
nghien thu c6 xac nhan cüa ngueri,dai dien theo phap luat cira ca set c6 chirc 
nang nghien ciru hoc ca ser san xuat da c8ng bo dü dieu Ici'en san xuat; 

d) Dai vori tnrong hop vien tro: Ban sao hop le ctuyet dinh phe duyet tip 
nhan vien try cira co quan c6 tham quy'en va tai lieu ve 18 hang xin nhop khau; 

d) Di voi throng hop la qua bieu, cho, tang: Thu thong bao viec bieu, 
the, tang,va tai lieu chung mirth the pha'm xin nhap khau dugc ca quan Co 
tharn quyen tai nuot xuat khau cho phep sir dung; 

9 Di yen truerng hop kh6ng CO san pham va phucrng phap phir hop yeti 
nhu cau sir dung eüa to chirc, ca nhan: Tai lieu chimg minh ten thi tn.rang 
Viet Nam khong c6 san pham va phuong phap sir dung phir hop voi nhu cau 
cüa tO chirc, cá nit xin nhap khau va tai lieu chins mirth che pharn xin nhap 
khau dã dugc ca quan c6 tham quyen nuac xuat khau cho phep sir dung; 

g) Cay truemg hop nhap khan che phAm tees* dung cho muc dich dc thir 
khac voi tong trong lugng mat lan xin nhap khau tir 50 kg trar len phai c6 ban 
sao hop le 9iay chimg nhan thuc hanh san xuat tot (GMP) hoc ISO cira nha 
may san xuat va Giay chung nhan luu hanh tu do. 

Dieu 50. Thii tyc cAp giAy phep nh4p khau 

1. Ta chirc, ca nhan d nghi nhap khau (sau day goi tat la tá chirc nhap 
khau) nap ha so truc trap hoc giri ha so qua buu then den BO Y te (Cuc Quan 
19 mai truang 	Tnrang hop BO Y‘t'e then Ichai cap giay phep nhap Ichau 
true tuyen thi th chirc, cá than nap ho so true tuyen. Thir We xin cap giay 
phep nhap khau true tuyan thut hien theo quy dinh tai Chucmg VIII Nghi dinh 
nay. 
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2. Sau khi nhan dugc ha so de nghi cAp,phep nhap khau, BO Y t gui cho 
to chirc, cá nhan de nghi nhap khan Phieu tip nhan he,' so de nghi nhap khan. 
Phiau tip nhan he, so de nghi nhap khau theo Mu so 09 tai Phu luc III ban 

hanh kern theo Nghi dinh nay. 

, 3. Truang bop khong c6 yeu cau ba sung, sin di ha so de nghi nhap 
khau, BO Y te c6 trach nhiem cap giay phap nhap khau. Truimg hgp khOng 
cap phai c6 van ban tra lbi va n'eu re 17 do. 

4. Twang hap ha so de nghi nhap khau chua hoan chinh thi BOY t phai 
c6 van ban thong bao cho to chirc nhap khau de be) sung, sin dOi,h8 so trong 
theri han 15 ngay, ke tir ngay ghi ten Phieu tip nhan ho so de nghi nhap 
khau. Van ban thong bao phai neu ro nOi dung can bo sung, sfra doi. 

5. Truang hop BO Y t c6 van ban yeu cu ba sung, sfra dai,ha so, trong 
thin han 60 ngay, ke tü ngay ghi ton van ban, to chuc nhap khau phai hoan 
chinh.ho so, giai trinh re' ,nhimg nOi dung b8 sung, sfra doi bang van ban va 
giri den BOY to. Ngay tiep nhan ho so bo sung, sin doi dugc ghi tren Phieu 
tiap nhan h8 so. Neu qua then han ten, h8 scr de nghi nhap khau së bi 114 bg. 

6. Trueing hgp kh8ng con yeu cau ba sung, sira dai, BO Y ta phai tin 
hanh viec cap giay phep nhap khau theo quy dinh tai khoan 3 Dieu nay. 

7. Trong thin han 03 ngay lam viec, ka tir ngay cap giAy phep nhap khan, 
BO Y te c6 trach nhiem cong khai ten trang thong tin dien tcr dm BO Y te cac 
thong tin sau: 

a) Ten cila cha pham; 

b) Sa gidy phep nhap lchau; 

c) Toan van giay phep nhap khau. 

Chuang VIII 
cONG BO, BANG Kt TRIJC TUYEN 

Dieu 51. Cac trutng lutp cling IA, &Aug k57, a nghl cAp phep nh4p 
khan tryt tuyen 

I. Cong ba du diau lcien san xuat cha pham. 

2. C6ng ba c/U dieu kin thuc hien kiam nghiem ch'a phdm. 

3. COng badü diau kien thuc hien khan nghiem cha pham. 

4. Dang k2 km hanh. 
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5. Thong bao be sung Mi dung hoc hinh thirc nhan theo quy dinh tai 
khoan 2 Dieu 32 Nghi dinh nay. 

6.,Cong bedU dieu kien cung cap dich vii diet con tang, diet khuan bang 
che pham. 

7. De nghi cap giay phep nhap khau. 

). 	• 	 A 	 A 

Dieu 52. Yeu au 	vol ha scr clang bo, ding k5, de nghi cap phep 
nh4p khan tryc tuyen 

Ha 

 

so cOng be, dang kY, d nghi cap giay phop nhap khan, thong bao b6 
sung nOi dung hoe hinh thin nh'an (sau day ggi tat là h8 so dang kY) tire 
tuyen dirge coi la hgp l lchi bao dam day du cac you cau sau: 

1. Co day da cac giay ter va nOi dung cac giay ter do dirge ke khai day da 
theo quy dinh nhu M so bang ban giay va dirge chuyen sang clang van ban 
dien dr:  Ten van ban then tir phai dirge dat tucmg ung voi ten loai giay ter 
trong he, so bang ban giay. 

2. Cac th8ng tin c8ng be, dang Icy, de nghi cap giAy phep dirge nhap day 
dU va chinh xac theo th8ng tin trong cac van ban dien dr. 

Dieu 53. Thu tyc ding kS7 tryt tuyen 

, 	1. Ngued di dien theo phap luat ke khai thong tin, tai van ban dien tir, 
so vao ho so clang k trgc tuyen va thanh toan phi, le phi trgc tuyen theo quy 
trinh tren Trang th8ng tin dien tü dm BO Y ta hoe Se( Y te. 

2. Sau khi hoan thanh viec gui he so dang IcY tivc tuyen, ngued dai dien 
theo phap luat sê nhan dirge Phiau dap nhan he so troc tuyen. 

3. Co quan tip nhan he so 'Tang lcy tivc tuyen thvc hien cac thU tvc harih 
chinh Mang ing yei he so dang theo quy dinh tai Nghi dinh nay. 

, 	4. Ket qua caa tha t‘ic hanh chinh tryc tuyen la van ban dien tir c6 chit IcY 
sO caa ca quan tiep nhan ho soya c6 gia tri phap l nhu ket qua thit tvc hanh 
chinh giai quyat theo phucmg thin thong thuemg. 

Dieu 54. Ltru trir ht) so.  ding kST tryc tuyen 

1. Truemg hgp thvc hien dang lcY trgc tuyen, te chirc, cá nhan slang 14 
(sau day ggi tat la co so clang lcY) phai lint tril he so bang ban giay. 
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2. Truemg lwp cac giay tâ trong ha so clang kir,  quy thnh tai Ichoan 1 Diu 
nay bi mAt hoac hr hong, ca kr clang k)2 c6 trach nhiem thong bao bang van 
ban cho ca quan tiEp nhan h so va hoan chinh 1i h so trong then han 60 
ngay, k tir ngay bi mat hoc hr hong ha so clang 

3. Trong then han 05 ngay lam viec, ket  tir khi hat then han theo quy dinh 
tai khoan811 nay, neu ca see clang 14 Ithang hoan chinh lai ha so, ca quan 
dap nhan ho so c6 trach nhiem: 

a) Chain dirt viec clang tai tren,trang thong tin then tir cac thong tin c6 
lien quan den ca sey san xuat che pham, ca so kiEm nghiem ch8 pham, co seY 
khao nghiem cha pham, ca so cung cap dich IT diet con trung, diet Ichuan 
bang chE pham; 

b) Thu hi sá clang 14 luu hanh, giay phep nhap khau chO pham Ira cham 
dirt viec clang tai tren trang thong tin then tir cac thong tin c6 lien quan den so 
(tang 14 ltru hanh, giay phep nhap khau cüa the pham. 

, 4. Co sey (tang k2 lchong dirge tip tvc hoat dOng kE tit tiled dim co quan 
tiep nhan ho so hüy b6 cac thong tin theo quy dinh tai diem a lchoan 3 DiOu 
nay. Che pham khong .dugc km hanh ka tix then diEm co quan tiOp nhan h8 so 
hüy b6 cac thong tin theo quy dinh tai diem b khoan 3 Dieu nay. 

Chuang IX 
TO CHITC THIrC HItN 

Dieu 55. Trach nhi?in ctia B Y 4 

BO Y ta Chip trach nhiem trutc Chinh phi thvc hien quan nha nuoc va 
h6a chat, che pham va Co cat nhiem vv, quyen han sau day: 

, 1. Trinh Chinh phü, Tha tuerng Chinh phi) ban hanh va ban hanh theo 
tham quyen van ban quy pham phap lust v8 hoa chat, cho pham. 

2. T chirc thvc hien van ban quy pham phap lust, chian limy, chinh 
sach, ke hoach ye Ma chat, chE pham. 

3. TO chirc thong tin, gido dvc, truyEn thong vE hoa chat, chE pham. 

• 4. Dang tai cong khai tren trang thong tin dien tit cilia BO Y ta cac thong 
tin theo quy dinh tai Nghi dinh nay. 

5. Thanh tra, kiem tra, giai quyet khieu nai, to cao va xir 157 hanh vi vi 
pham phap luat trong linh vvc hem chat, 68 pham. 

6. TO chirc hop tac quor c tá vE h6a chat, che pham. 
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Dieu 56. Trach nhiOm dm BO Cling Thtrang 

, 	1. ChO tri, ph& h9p BO Y te ban hanh quy chuari v khoang each an toan 
doi vth ca ser san xuat che pharn va ghi nhan h6a chat, che pham theo He 
th6ng hai boa toan cau ve phan loai va ghi nhan hoa chat (GHS). 

2. Thirc hien cac hog dOng thanh tra, kiem tra boa chat, che pham km 
hanh trOn thi truerng theo quy dinh cUa phap luat. 

Dieu 57. Trach nhiOnrctia ty ban nhfin dan tinh 

1. Chiu trach nhiem quan ly hi:5a chat, che pham trOn dia ban. 

2. Dan* tai cong khai tren trang thong tin then tit dm luy ban nhan clan 
tinh (SO Y to) va gin B Y te thong tin ve ca so san xuat h6a chat, che pham; ca 
ser cung cap dich vu diet con trimg, diet khuan bang che pharn teen dia ban tinh. 

3. Thanh tra, kiem tra, giai quyet khieu nai, th cao va xir hanh vi vi 
pham phap luat trong linh \Tut hoa chat, che pham teen dia ban tinh. 

Su 58. Trach nhiOm ciia chili sir ham sto Tang 14Iiru hinh 

1. Dam bao tinh day du va hop phap cüa cac tai lieu trong ha sa dang kY 
km hanh nOp tai BO Y te hoac cung cap !chi co yOu can (doi vai ho scr ca sâ 
km trong truerng hap clang Icy truc tuyen). 

2. Thong tin day du, chinh xic v che phm teen nhan, bao bi, trong tai 
lieu kern theo hoa chat, che pham theo quy dinh cüa phap luat ve nhan hang 
boa va quy dinh tai Nghi dinh nay. 

3. Canh bao kip tiled, day dü, chinh xic ve nguy ca gay anh huerng xau 
den sirc khoe nguiri sir dung, m8i truemg; cach phang ngira cac nguy ca cho 
ngueri ban hang va nguesi tieu ding; cung cap th8ng tin ve,yeu cau dai veri 
viec van chuyen, 1mi gift, bao quart, sir dung h6a chat, che pham. 

4. Kip then ngimg ltru bath, thong,  bao.  cho ck ben lien quan va c6 bien 
phap xir 1Y, khac phtic hoc thu hoi che pham thuOc truang hap quy dinh tai 
cac Dieu 36 vi 37 Nghi dinh nay. 

5. Thu hai, xir lY hela chat, che pham thuOc truerng h9p quy dinh Lai de 
Dieu 36 va 37 Nghi dinh nay. Trong truang hap xir lY bang hinh thirc tieu 
phai tuan theo quy dinh cUa phap luat v8 bao e mai twang, quy dinh Ichac ctia 
phap luat co lien quan va phai chiu toan b0 chi phi cho viec tieu bUy do. 

6. Tuan thti quy dinh phap luat, quyet dinh ve thanh tra, kiem tra cUa ca 
quan nha nuac c6 tham quyen. 

7. Cdc ngllia vu khác theo quy dinh cUa phap luat. 
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Dieu 59. TO chit, cá nhan sir dung chephm 

1. Di vói cha pham vin trg hoac sir dung \Teri muc dich dac tha dugc 
BO Y te cho phop nhap khau, t8 chirc, cá nhan dugc phep nhap khau va to 
chirc, cá than sir dung phai hoan toan chiu trach nhiem va viec sir dung so eh& 
pham dugc phep nhap Ichau. 

2. Yeu cau co s& cung cdp cha pham cung,  cAp day do thong tin va cac 
dac tinh nguy hiem ea' a che pham va cae yeu cau bao dam hieu lye, an toan 
caa che ,pham; chrgc nha cung cap boi thuemg thiet hai trong qua trinh sir 
dung che pham do the thong tin sai lech ciia nha cung cap theo quy dinh &la 
phap luat. 

3. Tuan tha dung huOng clan sir dung tha hien tren nhan cha pham hoac 
huOng clan sir dung kern theo che pham va hoan toan chiu trach nhi'am n'au sir 
dung sai buck-1g dan; bao dam an toan cho ban than, moi truemg va cOng &Ong; 
nOu sir dung hoa chat, cha pham ma gay thiet hai va the Ichee, tinh mang, tai 
san ciia ngueri Ichac thi phai bOi thuerng theo quy dinh oda phap luat. 

4. Truemg hgp phat hien hoa chat, the pham IchOng dat hieu Itrc theo 
huOng dan ciiaccr ser san xuAt ghi tren nhan hoac cac thong tin va,cha pham 
Icheng dung voi Giay chimg nhan dang IcSr lini hanh duce cap, tO chirc, ca 
nhan sir dian phai tarn ngang sir dung va th8ng bao bang van ban clan BO Y t8 
hoac SO Y te noi chit ser hau so clang k5r km hanh dat tri s& chinh hoac nai ca 
than cu frit de xir 1' theo quy dinh caa phap luat. 

Dieu 60. Trich nhim cia ca sfr sin xuit 

1. Bao,clam diau kin san xudt dap frng quy dinh tai Nghi dinh nay va 
theo dung ho so dog bo da dieu kien san xuat caa co sac. 

2. Luu ket qua kiem nghi'am thanh phan va ham lucmg hoat chat cad cha 
pham do ca so san xuat dai \red timg 18 the pham true:re khi xuat xuong, theri 
han ltru toi thieu bang then han sir dung dm 10 ch8 pham. 

3. ThOng bao bang van ban cho SOY ta ncri co kr dal nha xuarng san xuat 
Ichi co ser Ichong con dii diau kien san xuat. 

Dieu 61. Trich nhim clia co so. khan nghim 

1.,Bao darn cac diau kien theo quy dinh tai Nghi dinh nay va theo ding 
dog b8 da dieu kin dare hien khao nghiem ciia ca sO. 

2. Tlarc hien khao nghiem theo tac dung, phuang phap va liau lugng sir 
dung ghi tren than che pham va man tha quy trinh Ichao nghiem do BO Y te 
ban hanh va tra leri ket qua Ichao nghiem theo Phu ltic X ban hanh kern theo 
Nghi dinh nay. 



36 

3. Truang hcrp chE phAm dugc phep khao nghiem nhung chua có quy 
trinh khao nshiem do BO Y to ban hanh, ccr ser thvc hien khao nghiem Icien 
nghi BO Y te ban hanh quy trinh khao nghiem. 

4. Chili trach nhiem truac phap luAt vE k'Et qua khao nghiem cha pham 
do ca sà cung cap. 

5. Bao cao dinh IcS,  6 thing viec thvc hien khao nghiem trugc ngay 15 
thang 7 trong nam va tnrem ngay 15 thang 01 dm narn tiep theo den BO Y to. 
Trong truong hop phat hien cif) sv khac bit ve lieu dung thvc to so voi lieu 
thing theo khuyen cao cña nha san xuat ghi tren than che pham hoc có bang 
chCrng ve viec khang hoa chat, cho pharn, ca so khao nghiem chlu trach nhiem 
bao cao bang van ban den BO Y to de xem xet, giai quyet. 

6. Thong bao bang van ban den BO Y te khi ca sof kheing can &I diEu 
Icien thvc hien khao nghiem. 

Dieu 62. Trich nhiem cüa co' so• kiem nghiae'm 

1. Bao dam cac dieu kin dOi vdri ca,ser kiEm nghiem theo quy dinh tai 
Nghl dinh nay va theo dung ding bo dir dieu kin thvc hien kiem nghiem cfra 
ccr ser. 

2. Chiu trach nhiem truec phap luat v& ket qua Ici'Em nghiem chE pharn 
do ca sà cung cap. 

3.,Theing bao bang van ban den BO Y ta khi khong dii dieu kin thvc 
hien Iciem nghiem. 

Dieu 63. Trach nhiem cim ca cung cAp dich vti diet con trimg, diet 
• A 	X khuan bang che pham 

1.,Bao dam dieu kien cung cAp dich IN diet con thing, diet khuan bang 
chE pham theo quy dinh tar Nghi di/1h nay va theo dung he so ding be dii diEu 
kin cung cap dich vv ciia ca ser. 

2. Thong bao bang van ban cho Sâ Y tE ncri ca ser dal try so khi khong 
can dii dieu kin cung cap dich vv. 

Chutmg X 
DIEU ICHOAN THI HANII 

Dieu 64. Hit‘u ltyc thi hanh 

1. Nghi dinh nay có hieu Ivc thi hanh tir ngay 01 thang 7 nam 2016. 
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2. Khoan 12 Dieu 12 Nghi dinh s6 89/2006/ND-CP ngay 30 thang 8 
nam 2006 dm Chinh phii ye nhan hang h6a; cac khoan 2 va 3 Dieu 8 Nghi 
dinh sO 108/2008/ND-CP dugc be sung, stia d6i tai khoan 8 Dieu 1 Nghi dinh 
s8 26/2011/ND-CP ngay 08 thang 4 nam 2011 dm Chinh phn quy dinh chi 
tiet va huong clan thi hanh met sO dieu cna Luat boa chat; lchoan 3 Dieu 18 
Nghi dinh so 104/2009/ND-CP ngay 09 thang 11 nam 2009 dm Chinh phit 
quy dinki. Dank myc hang nguy hiem va van chuyen hang nguy hiem bang 
pktrarig tierk.giao -thOng ca gidei throng bo het hieu hrc Ice Pr ngay Nghi dinh 
nayiohieu hre:thihanh. 

Men 65. Dreg khoan chuyen tiep 

1., to ser San xuat hi:5a chat, che pham dã hoat Ong truck ngay Nghi dinh 
nay c6 hieu lye thi hanh dugc tiep tqc boat Ong san xuat nhtmg phai hoan 
thanh viec cong bo du dieu Ici'en san xuat truac ngay 01 thang 7 nam 2017. 

2. Cac co so kiem nghiem, khao nghiem hoa chat, che phAm da boat 
deng theo quy dinh ciia phap luat tn.roc ngay Nghi dinh nay co hieu lire thi 
hanh dirge tiep tyc hoat Ong kiem nghi'em, khao nghiem nhtmg phai hoan 
thanh viec de nghi ding b8 dii dieu kien thyt hien kiem nghiem, khao nghiem 
truot ngay 01 thang 7 nam 2017. 

3. Cac ha so dang k57 luu hanh, cAp giAy phep nhap kkau dã ducc Yap 
nhan Unlace ngay Nghi dinh nay c6 hieu luc thi hanh dugc tiep tic giai quyet 
theo quy dinh cna phap luat tai thbi diem tiep nhan. 

4. Cac hoa chat nguyen lieu dã dirge tip nha.n truck ngay Nghi dinh nay 
co hieu lvc thi hanh va dirge cap s8 dang1c9. itru hart thi tiep tyc Km bath den 
het thai han ciia so dang k5T ltru hanh dã dirge cap. 

5. Cac h6a chat, the pham,da dugc tip nhan truck ngay Nghi dinh nay 
co hieu lye thi hanh va dirge cap so clang k32, ltru hanh thi tiep tyc luu hanh 
nlumg phai hoan thanh viec ghi nhan h6a chat theo quy dinh ciia Nghi dinh 
nay truck ngay 01 tharig 71 uam 2018. 

- 	 A 	, 	• 
6. Cac co soYcAng cap. dIck-vu diet con trung, diet khuan bang che phAm 

da hoat deng theo quSrlialk fetla phap luat truck ngay Nghi dinh nay co hieu 
luc thi hanh dugc:yeg tut? hoate,deng cung cap dich vu nhtmg phai hoan thanh 
viec cong bO &I dimeitkicti-cung cap dich vi truac ngay 01 thang 7 nam 2018. 

Dieu 66. Trach nhiem huirng clan ve thi hanh 

1. BO truOng BO Y ter% co tech nhiem huong dan, -CO chirc va kiem tra viec 
thi hanh Nghi dinh nay. 
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HANH VAN PHONG 

Nguygn Dot Thi 

38 

2. Cac BO truth-1g, Thit truong cu quan ngano BO, Thil truemg ca quan 
thuOc Chinh phü, Chit tich I:Jy ban nhan dan cac cap vã cac ca quan, to chirc, 
ca nhan lien quan chit' tech nhiem thi hanh Nghi dinh nay./. • 

Nol nh tin: 
- Ban Bi thu Trung uong Bang; 
- Tha tuang,.cac Pho Thit Wong Chinh pho; 
- Cac BO; ca quan ngang BO, ca quan thuOc Chinh pha; 
- HDND, UBND cac firth, thanh pho tint thutie Trung uong; 
- Van phi:mg Trung uong vá the Ban caa Dang; 
- Van phong Tong Bi thtr; 
- Van phong Chit tich ntroc; 
- HOi dang Dan tOc va cac Dy ban tha QuOc hoi; 
- Van phong Quoc hOi; 
- Teia an nhan dan toi cao; 
- Vien Kiem sat nhan clan t8i cao; 
- Kiem toan Nha nuot; 
- Dy ban Giam sat tai chinh QuOc gia; 
- Ngan hang chink sach xã hOi; 
- Ngan hang Phat trien Viet Nam; 
- -0y. ban Trung uong Mt tran TO quoc Via Nam; 
- Co quan Trung uong tha the doan the; 
- VPCP: BTCN, cac PCN, Trg 1 TTg, TGD COng 1 iDT, 

cat Vp, Cpc, don vi truc thu0e, Citing bao; 
- Ltru: VT, KGVX (3b) gjc 

111/ BAN NHAN DAN 	 SAO Y BAN CHINH 
TINH BINH DINH 

S6: 1127/SY-UBND 	 Binh Dinh, ngay 29 thang 7 nehn 2016 

Noi nh'on: 
- Y 
- SO Nong nghi4 va PTNT; 
- K10, K15; 
- Luu: VT (04b). 



Phv Iv I 
VAN BAN C6NG BO, 

N DE NGH! BANG Kt uru HANH 
theo Nghi clinh se' 91/2016/NDICP 

01 thang 7 nam 2016 cilia Chinh phit) 

ML soc  01 Van ban ding be at dieu kin san xuat che pilau' 

Mau 	02 Van ban ding bii dii dieu kin thuc hien kiem nghiem 

Mau 56 03 Van ban ding ba dii dieu kin thuc hien khao nghiem 

Mau s6 04 Van ban de nghi dang ky km hanh mad 

ML se, 05 Van ban de nghi dang kY luu hanh 1)6' sung 

ML sa 06 Van ban de nghi clang ky gia han se, dang 14 Itru hanh 

Mau sd 07 Van ban de nghi cdp lai Gidy chung nhan 'rang kY hut halt 

Mau sr; 08 Van ban cong,b6 ,do dieu kien cung cdp dich vu diet con 
tang, diet khuari bang che pham 

Mau se, 09 Van ban de nghi nhap khau 



2 

• 

Mau so 01 

CONG HOA XA.  HQI CHiJ NGHLA VItT NAM 
Dc 14p - Ti; do - Hanh phtic 

......, ngezy 	 thang 	nam 20... 

VAN BAN CONG BO 
Dü dieu kien san xuAt che pham 

Kinh 2 

 

  

1. Ton ca 

Dia chi try se:: 	3 

Dien thogi: 	 Fax: 	  

Email: 	 Website (nu c45): 	  

2. Nguoi dai din theo phap 101 cüa ca s& san xuAt: 

H9 va ten: 	  

Dien thoai c dinh: 	 Dien thoai di &Ong: 	  

Fax: 	 Email: 	  
4 

3. Dia chi nai sin xuat: 	  

4. Cong be; ran 61105  

Cong b lai Els6 phik tip nhan 	6 

5. Cac chO pham do co se sari xuAt: 

STT Ten che pha'm Dung che phAm 
 7 	

QuY 1116
( /na .m) Ghi chti 

1 

2 

' Dia danh. 
Y te nai ca sâ san xuat at try ser. 

3  Ghi theo dia chi teen giay cluing nhan clang 147 kinh doanh. 
4  Neu trung voi dia chi nai dang kS/ kinh doanh thi ghi "tai try so". 
5  Danh dau vao 6 cOng bo Ian dau hoc ding bei lai. 
6  Ghi so phi6u tiep nhan cña Ian Gong be gan nhat. 
'Don vi tr9ng Iucng hoc thE tich. 



3 

• Sau khi nghien dru Nghi dinh s 	./2016/ND-CP ngay 	thing ... 
nam 2016 cila Chirth,  phi, chi:mg tell ding b6 co ser san xuat cüa chfing. toi d8 
dieu kien san xuat che pham va gfri kern theo van ban nay b0 ho so gom cac giay 
to sau: 

1 Van ban ding b8 du dieu kin san xuAt che phAm 

2 Ban ke khai nhan sv 

3 Van ban phan cong nguOi chuyen trach ve an toan h6a chAt fl 

4 
Van ban phan cong ngueri dieu hanh san xuat (deli \red ca 
kr san xuat h6a chat nguy hiem) 

5 So da mat bang nha mon& kho El 

6 
Danh mtic trang thiet bi, phucrng tin phtic vii san xuat va 
Img cfru sv c8 h6a chat 

7 Bang n(ii quy ve an toan Ma chAt 

8 
Danh myc cac bin phap phong ngira, ling ph6 sr c"8 h6a 
Chat hoc ke hoach phong ngira, img ph6 str co' hoa chat' 

, 	A 	• A 	 I 	I 	• Co s& ding bo du di lu eu en san xuat che pham xm cam ket ve tut chinh xac 
ciia cac tai lieu trong ha so ding bei./. 

NGUTh £14.1 DIN THEO PHAP LUAT 
(K35 trite Hap, ghi it hp Mn vet doing dau) 
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Mau sir') 02 

CONG HOA XA HOI CHU NGH1A VIET NAM 
iNic 14p - Tv do - 11#nh phtic 

......, ngay 	 thing 	nom 20... 

VAN BAN C6NG BO 
Di deu Men thyc hien kem  nghiem 

Kinh 	BO Y tá (Cuc Quail lyr moi truang y tá) 

1. Ten co sec 	  
Dia chi try ses: 	  
Dien thoai: 	 Fax: 	  
Email: 	 Website (nu có): 	  

2. Dia chi pile:mg kiem nghiem• 	  
3. Cong be lan dau 0' 

Cong be lg 	Ds 6 phieu tip than 	3 

Sau khi .nghien ciru Nghi dinh sa.../2016/ND-CP ngay 	thang 
nam 2016 cila Chinh phñ, chung toi c8ng b8 ccr so• kiern nghiem cüa chi:mg tali 
dill diet' hen thvc hien kiem nghiem va gui kern theo van ban nay b0 he, so Om 
cac giay ter sau: 

1 Van ban cong be dil dieu kien thvc hi'en kiem nghiem . 

2 Danh mix ten cac hog chat ma co so' co kha nang hem nghiem 

3 
Giay chfrng nhan dat tieu chuan ISO 17025:2005 hoc phien 

ban cap nhat 

H 

Co so' cling b6 dü dieu kien thvc,hien kiem nghiem xin cam ket ve tinh chinh 
xac cUa cac tai lieu trong ho so ding b8./. 

NGUth PSI DIEN THEO PHAP LUAT 
(Ky trvc tiep, ghi ra hp ten vii (long cat) 

I  Dia danh. 
2  Danh dAu vao ô cong b8 lin tau hoc ding 136' 10. 
3  Ghi so phiEu tiep nhAn dm lin c6ng 136 gAn nhat. 
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Mu so 03 

ONG HOA xA HQI CHIJ NGHIA VIET NAM 
DO 14p - Tv do - II#nh ph& 

......, ngay 	 thcing 	nam 20... 

VAN BAN CONG BO 
Dii dieu kiçn thvc hiçn khao nghqm 

Kinh gfri: BO Y tá (Cuc Quail ly molt trubng y ta) 
1. Ten co kr: 	  
Dia chi tru 
Dien thoai: 	 Fax: 	  
Email: 	, 	 Website (lieu có): 	  
2. Cong bo lan dau 02 	, 

Cong bo lai 	Elsa phial flap nhan 	3 

San khi nghien cfru Nghi dinh so .../2016/ND-CP ngay 	thang 
nam 2016 dm Chinh phu, chi:mg tOi cling bo co sb khao nghiem cüa chung toi 
dü dieukien thuc hien khao nghiem chê pham va gin kern theo vAn ban nay b0 
ho so Om cac giay to sau: 

1 Van ban cong bO dfi dieu kien till:re hien khao nghiem 

2 
Danh muc ten cac quy trinh khao nghiem ma co kr co kha nang 
khao nghiem 

3 Ban Ice lchai nhan su 

4 
Gidy chUng nhan dat tieu chuan ISO 17025:2005 hoac tieu chuin 
ISO 15189:2012 hoc phien ban cap nhat 

, 
I 	I 

5 Gidy chimg nhan an toan sinh h9c • 

6 
Danh flux phucmg tien, trang thiet bi phuc IN boat dOng khao 
nghiem 

Ca sex cong M dü dieu lcien thut,hien Ichao nghiem xin cam kat ve linh chinh 
xk cüa cac tai lieu trong ho so cong 

NGUTh DA! DItN THEO PHAP LUAT 
(1C3 trtiv ti'ep, ghi ro h9 ten va thing clau) 

I  Dia dank 
2  Danh dAu vao 6 c6ng b6 lAn dAu hoc ding be lai. 
3  Ghi so phieu tiep nhAn cüa Ian cong be gAn nhAt. 
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Mau sit) 04 
CONG HOA XA HOI CHU NGHIA VIET NAM 

Bc 114 - Tty do - Hanh phtic 

	,ngay 	ththng 	nam 	 

VAN BAN DE NGIEt BANG Kt LIffi HANH MOT 

Kinh gai.   Bo Y ta (Cuc Quan lY moi trubing y ta) 

2 	dE nghi 'Tang kY ltru hanh mai chE pham nhu sau: 
3 

1. Ten thucmg mai. 	  
2. Thanh phan' va ham lugng hoat chat (%)* 	4 

3. Dang chE phAm: 5 	  
4. Quy cach dong goi: 	6 

5. Ten co ser san xuat: 
6. Dia chi noi san xuat. 	 Din thoai. 	 Far 	 

7. Ten ca se( sang chai, (tong g6i (nett c6). 	  
8. Dia chi nai sang chai, thing gild: 	 
9. Ten co ser clang Icy. 	  
10.Dia chi- 
11.DiEn thoai:  	Fax: 	  
12.Tac dung cita chE pham: 	7 

13.Han dung dm cite pham. 	8 

14.Xin nhap Ichau (nEu c6) 	9 

NGLYOI DAI DIN THEO PHAP LUAT 
(ICY hi/Pc tiep, ghi rad hp fen viz clang dclu) 

'Dia danh. 
2Ghi ten ca ser clang IcY. 
'Del vai che pharn nhap IchAu, ghi chinh xac ten throng mai thee giay chimg nhari ban tu do a &nye cap 

- Chi ghi cac hog chat va phu gia c6 tac dung cOng Sang. 
- Ham Krung boat chat ghi du& dang % va ghi rO thee kb& luung/the tich (IdAt hoac w/v), Ich6i 

Krung/kW& ltrcmg (UM hoac w/w) hoat the tich/the tich (ttAt hoc v/v) thy thee tinh chat dm che phAm. 
5  La clang thanh pham trong bao hi, khong ghi quy each dong g6i. Vi du: dang thanh phatu trong 

binh xit la clang long, nhang mu& la dang ran. Doi voi cac the pham diet con trang,co,dang the pham 

nhu nha dau,,huyen 	thi ghi dang the pham bang tieng Viet kern theo ten viet tat dia dang che 
pham bang tieng Anh trong ngoac. Vi dm: huyen phi) (SC). 

6Ghi re dang chai, g6i, tai... va kern thee dinh luqng. 
7  Ghi ngan gun tac dung cila che phAm va ghi rO pham vi sir dung la gia dung hay y te hoc ca 

hai. Vi du: diet radii dung trong gia dung; it tay sat khuan dung trong gia dung va y 
8  Ghi rO bao nhieu nam hoc thang Ice tit ngay san xuat. 
9Neu c6 can ghi rO nhap klcau ale pham (den vai che pham nhap kliau) hay nhap khau nguyen 

ieu áé san xuat the pham a lam kiem nghiem, khao nghiem va bao gm cac th6ng tin sau: 

TT Ten thucmg mai Ham lacing hoat chat Don vi tinh Se Krung Ten, dia chi nha san xuat 
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mail A 05 
coNG HoA xA HO CHU NGHIA VI :ET NAM 

Di)c 14p - Tv do - 114oh phtic 

	,ngity 	thang 	nam 

VAN BAN DE NGIII BANG Kt LUT1 HANH BO SUNG 

Kinh gfti:.130. y t (cuc Quan 1' m6i.truong y ta) 

2  	nghi clang 14 km hanh b6 sung che pham nhu sau: 

3 1. Ten thumg mai 	  
2. Thanh phan va ham ltrong boat chAt (%) 	 4 

3. Dang che pham• 	 5 

4. Quy cach clang g6i: 	  
5. Ni dung de nghi clang 14, km hanh 1)6 sung: 
6. Sa (tang 147 luu hanly 	 c6 gia trj den- 

, 7. Ten ca ser san xuat• 	  
8. Dia chi nai san xuat: 	 Din thoai• 	Far 	 

9. Ten ca so' sang chai, thing goi (nu 6)- 

10.Dia chi nai sang chai, (long g6i: 	  

MT& ca so.  dang 
12.Dia chi: 	  
13.Dien thoai:  	Fax 	- 

NGIAII 04I DIN THEO PHAP LUAT 
(KY, trtrc ti6p.  , ghi r5 hQ Mn va clang dciu) 

Dia danh. 
2Ghi ten ca sâ clang IcY. 
3  Dei ved che pham nhAp khan, ghi chinh the ten thuong mai theo giAy chung nhAn luu hanh tii 

do da duce cap. 
4  - Chi ghi cac hoat chat va phi gia c6 tac dung cOng huOng;  

,Ham Itrong hoat chat ghi clued dang °A.  va ghi rO theo khoi krong/the tick (Id/tt hoc w/v), khei 
Itrong/khoi hrong (WM hoac w/w) hoc the tich/the tkh (tt/tt hoe v/v)tay theo tinh chat oh che pham. 

5LA dang thinh pham trong bao bi, '<hong ghi quy each dong g6i. Vi clu: dang thanh pham trong 
binh xit IA dang long, nhang mu6i Ia dang ran. Doi vai cac che phAm diet con tning co clang che phain 
nhu nhU dAu,,huyen 	thi ghi dang che pham bang tieng via kern theo ten viet tit cna dang the 
pham bang tieng Anh trong ngoAc. Vi du: huyen phn (SC). 

6  Ghi ro dang chai, g6i, 	va kern theo dinh Itrong. 
7  Ghi re cac nOi dung de nghi thay dai ye sa hint giay chUng nhan, ton thuong mai, dia chi, 

thong tin lien lac, tac dung, chi tieu chat luong. 

6 

7 
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Mb si; 06 

CONG HOA XA 110! CHU NGHIA VIET NAM 
Di)c lAp - Tkr do - Hanh pink 

	,ngay 	thang 	nenn 	 

VAN BAN BE NGHI BANG Kt GIA H3N 
se BANG Kt LUTJ HAM! 

Kinh gun: Bo Y t (Cue Quan 1' moi truong.y te) 

...... 2...d nghi clang ky gia han sa dang k luu. hanh die pham nhu sau: 

1. Ten thuang mai- 	  3 

2. Thanh phan Nà ham luceng boat  chat (%). 	  
• 3. Dang cha pham• 	 5 

• 4. So dang 1qt luu hanh• 	 c6 gia tri dery 	 

5. Cac thay 61 trong qua trinh ltru hank'. 	
6 

6. Ten ca so san ;mat; 
7. Dia chi nai san xuat• 	 Dien thoai• 	 Far 	 

• 8. Ten ca so sang chai, thing g6i (lieu c6). 	  
9.. Dia chi nai sang chai, thing Oh 	  
10.Tenca sO dang kY• 	  
11.Dia chi: 	  
12.Dien thoqi: 	  Far 	  
13.Tac dung dm che ph'am• 	 7 

14.Han sir dung 	  - 

NGUOI BA! DIN THEO PHAP LOT 
(ICP Pint tiep, ghi rö h9 ten va clang date) 

- 'Dia danh. 
2G1Ü ten don vi dang ky. 
3D61 :wed the pham nhap khAu, ghi chInh xic ten thuong mai theo giay chung nhan luu hanh in 

do da duce cap. 
- Chi ghi cac hog chat va phi gia c6 tac dung cOng huang. 

- Ham lucmg hog chat ghi duoi clang % vA ghi re theo khei luong/the tfch (Mitt hoc w/v), kh6i 
Itrong/kh6i Itrong (kl/kl hoc w/w) hoc the tich/the tich (tt/tthoac v/v) thy theo tinh chat cita the pham. 

5LA clang thanh pham trong bao bi, Icheng ghi quy each dorig goi. Vi du: clang thanh pharn tong 
binh xitla clang lOng, nhang man IA clang ran. DOI v6i the che pham diet con 'En:Mg c6 clang che pham 
nhu nhu dau, huyen 	thi ghi.  dang chi pham bang tieng Viet kern theo ten viet tat dia clang che 
pham bang tieng Anh trong ngoac. Vi du: huyen phn (SC). 

Ice the thay doi trong qua trinh lint hanh, ghi r'6 the thay d6i da dirge chap the, cac thay 
dOi chua dirge chap thuan. 

' Ghi tac dung dm che pham nhu Gray chimg nhan clang IcY km hanh. 
8  Ghi re bao nhieu nam hoc thang ketr ngay san xuat. 

8 
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Mau s6 07 

ONG HOA XA HOI CHU NGH1A VIET NAM 
D6c 14p - Tkr do - 114nh phtic 

	ngay 	thang 	n m 

VAN BAN BE NGHI CAP LAI 
GIAY CLUING NHAN BANG Kt LIX HANH 

• , 
Kinh 	Bo Y  th (Cue Quan 15/ moi truangy te) 

......d ngh1 cap 1a  giay chimg nhan dang k luu hanh cha pham nhu sau: 

1. Ten thuong mai. 
	 3 

2. Thanh phan va ham lucmg hoat chat (%). 	
4 

3. LY do de ngh1 cap lai giay chUng,nhan Tang IcY luu hanh' 	5 

4. Se, (tang k hnt hanh• 	 có gia tri clan. 	  

NGIYOI DAI DIN THEO PHAP LUAT 
(1C35 tnec trep, ghi ro h9 ten va clang diu) 

`Dia.danh 
2Ghi ten co sec dang V.% 
3D6i yen che pham nhap khan, ghi chinh xac ten thirong mai thec; gity chung nhan kin hanh tir 

do da duct cap. 
4- Chi ghi cat boat chat va phit gia: c6 tac ditng cong huang. 	. 
- Ham Itrong boat chat ghi diroi clang % va gin re the° IM61 Itiong/th'e tich,(kl/tt hoc w/v), khoi 

luong/Ichei luong (1d/k1 hoc w/w) hoc the tick/the tich (tt/tt hoc v/v) thy theo tinh chat caa eh& phAm. 
5Ghi to dac 1S7 do hong, mat. 
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Mau so 08 

C()NG HOA XA ROI CHU NGHIA VIET NAM 
Dec lep - Tv do - 14nh phtic 

......, ngiy 	 thang 	nam 20... 

VAN BAN CONG BO 
• 

Dii dieu kin cung ap dich vy diet con trung, diet khan bang che pant 

Kith giri: 	2 

1. Ten to sec 	  
Dia chi try 	3 

Dien thoai: 	 Fax: 	  

Email: 	 Website (nu c6): 	  

2. Mfg be lap du 04  

Cling ba lai 	- Elsa phieu tip nhan 	5 

Sau khi nghien thu Nghi dinh sa .../2016/ND-CP ngay 	thang 
nam, 2016 dm Chinh phi, chimg -UK eking b lo co se( cila,ch6ng t8i dii dien kien 
cung cap dich \Tv diet con timing, diet khuan bang che pham va giri kern theo van 
ban nay bQ ha so gôm cac Oa)/ ter sau: 

1 
Van ban clang be dii dieu hen cung cap dich vii diet din 

trimg, diet khuan bang che pham 
I 	Im  

2 
Danh mue cac dich vu diet con trimg, diet khuan do co se( , 

LJ cung cap 

3 Ban ke khai nhan sv . 

4 Danh roue trang thief bi sir dung de diet con tang, diet khuan 

, 	Co ser cling be) du dieu hen cung cap dich va di@ cOn,tning, diet khuan bang 
che pham xin cam lc@ ye tinh chinh xac ciia cac tai lieu trong ho so clang bol. 

NGUIJI DAI DIEN THE 
 • 	

9 PHAP LUAT 

(1(.35 nix tiep, ghi ra hp ten va clang debt) 

1  Dia danh. 
2  Ser Y tec noi ca sâ cung cAp dich vu dat tru Sa. 
3  Ghi theo dia chi tr8n giay chirng nhan dang 1c5T doanh 
4  Daub dau vao 8 ding bo Ian Mu hoc ding 66 10. 
5  Ghi so phiktiep nhan cüa lan ding 136 gan nhat. 
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Man so 09 

ONG HOA XA 1191 CHIT NGHiA VIET NAM 
Dic lip - Tty do - Hanh ph& 

	,ngay 	thcing 	neim 20 	 

VAN BAN DE NGIII NHAP ICHAU 

Kinh gfri : BO Y tie (Cnc Quan 132 m8i truirng y te) 
Ten don vi xin nhap khau: 	  
Dia chi lien he: 	  
Dien thoai.: 	 Fax: 	  
D8 nghi duce nhap ichau cha phalli dung trong tinh vire gia clung va y tá 

nhu sau: 
TT Ten thtrang 

mai 
Ham limn 

A hoat chat 
Tic clang cfia 

• X che pham 
Don yi 

tinh 
Si' 

luting 
Ten, dia chi 
nha sin xuit 

2 3 4 

Muc dich nhap lchau (ghi rod). 	 

ChUng tôi xin cam.ket dam bao viec nhap Ichau che pham neu teen nhu sau: 

1. Dam bao hieu lye, an toan cüa chid pham cho ngued sir dung va mien truarg. 

2. Bao .dam sir dung sOch pham duct nhAp lchAu theo dung nOi dung van 
ban a nghi nhap khau. 

Neu vi pham cam lc& neu teen chung toi xin hoan toan chiu trach nhiem 
truac phap luAt. 

NGUOI DAI DIN THEO PHAP LUAT 
(KY tncc ti41o, ghi ra hip ten vet clang du) 

• ' Dia danh. 
2Ghi chinh xac ten thuong mi. 
3  Chi ghi cac hog chat va phu gia c6 tac dung ceng htreng, ham luting hog chat ghi dueri dang 

% va ghi re theo kh6i Itrung/the tich (kl/tt hoc w/v), khoc i lugng/khei lugng (kl/kl hoc w/w) hoc the 
tich/the tich (tt/tt hoc v/v) thy theo tinh chat dm che pham. 

4  Ghi ngan gun tac dung ona che pham va ghi re pham vi sir dung la gia dung hay y te hoc cá 
hai. Vi du: di@ mu8i ding trong gia dung; rim tay sat khuan dung trong gia dung và y 

5Ghi re muc dich nhap khan de nghi8n dm, vin trg hay qua tang... 

5 



Pity hp II 
N KE ICHAI NHAN SIr 
Nghi clinh so' 91/2016/ND-CT 

hang 7 nam 2016 cilia Chinh pha) 

CONG HOA )CA HQI CHU NGHIA VII' NAM 
DOc 14p - Tv do - II9nh phtic 

ngay 	thang 	nam 20 

BAN Kt ICHAI NHAN Sti 

TT H9 vã ten 
Trinh d9 
chuyen 

mon 

Bang chi va 
chthig chi 

dirge deo t90 

SO nam kinh 
nghicm 

Vi tri dam 
nhiem 

1 Nguyatn Van A 	 

2 

3 

NGCOI HAI DIEN THEO PHAP LULT 
(ICY trzic dap, ghi ra ha tan va clang dou) 

I  Dia danh 
2  Ghi s6 nam lam viec trong linhyve en the vi dy: 05 Wain lam kith° nghiem di@ con trang hoc 

03 nam chuyen trach ve an toan hoa chat. 



Phy lye III 
EU TIEP NHitiN HO SO 
o Nen clinh so' 91/2016/ND-CF 

thing 7 niun 2016 czia Chinh pH) 

Mau so 01 
Phieu tip nhan Ha so ding ba dit dieu kik san xuAt .che 

, pham 

Mau sa 02 
Phieu hop nhAn Ha so ding ba du dieu kien thuc hien kiem 
nghiem 

Mau sa 03 
Phieu tip than Ha so cong ba du dieu kien thtrc hien khao 
nghiem 

Mau sa 04 Phieu tip nhA.'n Ha so dang1471tru hanh mai 

Mau sa 05 Phial.' tip nhan Ha so clang 14 luu hanh bã sung 

Mau sa 06 Phieu tiep nhan Ha so clang k5rgia han sa dangloiltru hanh 

a  Mau s 07 
Phial tip then Ha so de nghi cap lai giay chUng nhan dang 
147 luu hanh 

so  Mau 	08 
Phieu tip nhAn Ha so clang ba du di'eu kien cung cap dich vu 
diet can trimg, diet khuan bang che pham 

Mau sa 09 Phieu tip nban Ha so de nghi nhap khau 
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UBND TINE!.... 
SOYTE 

MA'n so 01 
CONG HOA xA HOI CHU NGHIA VIET NAM 

Dc lfip - Tv do - Hfinh phtic 

      

SO : 	/ 	 ,ngay.... thang.... nom 20... 

PHIEU TIEP NHisiNT 
Ho sa cling ha (In then kien san xuac t cht pliant 

1. Ten ca san xuat: 	  

2. Dia chi tru sec 	  

3. Dia chi nui san xuAt: 	  

4. Thanh phàn ha so: 

1 Van ban c8ng b6 du diau kian.  san xuAt cha phAm 

2 Ban Ice khai nhan skr 

3 
Van ban phan cong, b6 nhiam nguti chuyan trach va an than Ma 

A chat dm co see san xuat 

4 
Van ban phan cling nguai dial' hanh san xuat dm co ser san xuat (di 

vial co so san xuat hoa chat nguy hiam) 

5 So do mat bang nha xuang, kho pi 

6 
GiAy t& chimg minh tuan thil quy chutn ky thuat va khoang each an 
than (di voi h6a chat nguy him) 

— 

7 
Danh muc trang thiat bi, phuorng tin phuc vi san xutt va (mg dm 

sv c6 Ma chat 
ri 

8 Bang Mi quy va an tOan Ma chat 	• 

9 
Danh nuic cac bien phap phong ngira, frng pho sy c6 Ma chtt hoax 
kg hoach phong ngira, Ung pito sr ca boa chfit 

NGIXÔI TIEP NHAN HO SO 
(Kji, ghi r5 civic danh, ha va ten) 

Tip lila ha so ba sung lfin: ngay thang nAm Kjr nhan 

Tiep nhatn ha sa bac sung Ian: ngay thang nam Kjr nil:an 

Tip nhfin ha so bã sung tan: ngay thang narn Kjr nhan 
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BO YTE 
Man so 02 

CONG HOA xA HOI CHU NGHIA VItT NAM 
Dc Ip - Tn. do -14nh phtic 

   

      

      

sa: 	/ 	 ..., ngay.... 	nam 20... 

PHIEU TIEP NHJ:k1s1 
HO 	c6ng du di&I 	thyt 	hem nghit'm 

1. Ten ca ser ki6m nghiem• 	  

2. Dia chi tn,i ser: 	  

3. Dia chi phong kiem nghiem• 	  

4. Thanh phAn ha so: 

1 Van ban cong ba dit dieu kin kiem nghiem 

2 Danh mpc ten cac hoat chat ma ca sa có kith hang kiem nghiem Fill 

3 
thay chimg nhan dat tieu chuan ISO 17025:2005 hoc phien ban cap 

that 

— 

NGVOI TIE')  NH 4N HO SO 
ghit-13 chilly danh, hQ va ten) 

Tip nhan ha so ba sung Ian: ngay thang nam KY nhan 

Tip nhan ha sa ba sung ran: ngay thang ham KY nhan 

Tiep nhan ha so ba sung lan: ngay thang Mm KY than 
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Be Y TE 
Mau se 03 

ONG HOA yeA HQI CHU NGHiA VItT NAM 
Dec lep - Tty do - Hunh phtic 

   

      

      

se, • 	 Ha N -Ci, ngay.... thang.... nam 20... 

PHIEU TIEP NHA:N 
He sr cling be dii dieu kin thyt hien kith) nghiem 

1. Ten co se Ichao nghiem: 	  

2. Dia chi try sec 	  

3. Dia chi phong lchao nghiem• 	  

4. Thanh phAn ha so: 

1  Van ban cling b6 dit diau kien th‘rc hien khao nghiem 

2 Danh muc ten cac quy trinh Ichao nghiem ma co s& c6 kha nang Ichao 
nghiem 

3  Ban ke khai nhan sr 

4 Giey chimg nhan det tieu chuen ISO 17025:2005 hoc tieu chuan ISO 
15189:2012 hoc cac phien ban cep nhat 

n 

5  Giey chimg than an toan sinh hoc 

6  Danh myc phtrang tin, trang thiat bi phuc vu hoet dOng Ichao nghiem n 

TIEP NHAN HO SO 
(K35, ghi re5 chirc danh, h9 va ten) 

Tiap nhan ha so bã sung lan: ngay thang nam KY nhen 

Tip nh'en ha so 1)6 sung Fan: ngay thang nam 1(3? then 

Tip nhan ha so bó sung Fan: ngay thang nam Ky nhen 



5 

BO Y TE 
Mau sift 04 

CONG HOA xA HOI CHU NOMA VItT NAM 
Dc lip - Ty' do - 114nh phtic 

   

      

      

s6  	 ngay.... 	niim 20... 

PHIEU TIE')  NHAN 
Ha so' ding 147 lut hanh meet 

1. Ten dun vi 'Tang IcY• 	  

2. Dia chi try sag: 	  

3. Thanh phAn ha so: 

1  Van ban de nghi clang IcY luu hanh mai 

2 Gthy tiy ve tu cach phap nhan cila ca so clang ky, ca so san xuAt 

3  GiAy ay quyen thuc hien viec clang lcy hni hanh III 

4  Tai lieu ky thuAt dm che phAm 
fl 

5  Ket qua kiem nghiem (nOp ding Phieu tra lari k'et qua Ichao nghiem) LI 

6 Phieu tra lari ket qua khdo nghiem (b6 sung sou kin BO Y te c6 van ban 
cho pile') lchao nghiem) 

7  Mau than dm che phAm LI 

8  GiAy chUng nhan luu hanh Ur do (dai vori die phAm nhAp khau) 

NGU'aI TIEP NHAN H6 SO 
(KP, ghi r5 chav danh, ho va ten) 

Tip nhan ha so 1)6 sung lan: ngay thang Mm Ky nhAn 

Tip nhAn ha so b6 sung lAn: ngay thang nam ICY nhan 

Tip nhAn ha so 136 sung lAn: ngay thang nam ICY nhAn 
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BOYTE 
Mn se, 05 

ONG HOA xA HQI CHU NGH1A VItT NAM 
Dc 14p - Tv do - 14nh phtic 

   

      

      

Seri :  	 ngay.... thang.... nam 20... 

PHIEU TIEP 
Hso'dangkIiru hanh bôsung 

1. Ton ca ser (tang Icy. 	  

2. Dia chi till see: 	  

3. Thanh phan ha sa: 

1 Van ban d'e nghi dang Icy kru hanh ba sung 

2 Gidy ily quyen thvc hien viec dang lcY luu hanh 

3  Tai li'eu ve nOi dung ba sung 

4 mau nhan mai dm che pham 

NGTJOI TIEP NitfiN HO SO 
ghi ra chtiv danh, ha vii ten) 

Tie') nhan ha so ba sung Ian: ngay thing nam K nhan 

Tie') than hA so ba sung lan: ngay thang nam nhan 

Tip nhan ha so ba sung lan: ngay thang nam K nhan 
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BO Y TE 
si; 06 

ONG HOA 3CA MS CHI) NGHIA VIVT NAM 
Dc lip - Ty do - Hanh phne 

   

      

      

S : 	 ngay.... thang.... nam 20... 

PHIEU TIEP NHAN 
sr ding ky gia hn s6 ding IcSTitru hinh 

1. Ten don vi clang k)2. 	  

2. Dia chi try so: 	  

3. Thanh phan ha so: 

1 Van ban de nghi gia han so dang lcSr luu hanh 

2 Giay to ve tu cach phap nhan dm ca so clang Icr 

3 Giaty ily quy'en thuc hi'en viec clang lcr km hanh n 

4 Bao cao qua trinh km hanh san pham 11 

NGUtl TIEP NHAN HO SO 
ghi r5 chic danh, ha va ten) 

Tip than h6 so b6 sung Fan: ngay thang nam 1(5,  nhan 

Tip than his sobs sung Fan: ngay thing narn 1C3i nhan 

Ti'ep than ha so b6 sung Fan: ngay thang nam IC)? than 
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BO YTE 
Mau SO 07 

ONG HOA )6. HOI CHU NGHIA VItT NAM 
Dew lAp - Tv do - Hunh phtic 

   

      

      

sa :  	 thang.... nam 20... 

PHEW TIEP 
Ho so' de nghi cap l ui giAy ch ting nhAn dang ky Itru hanh 

1. Ten don vi clang kr 	  

2. Dia chi try sec 	  

3. Thanh han ha sa: 

1 van ban de nghi cAp lai 	chlrng than clang Icy luu hanh giAy Iii 

2  Gila)/ chfrng than clang ky bzu hart bi hang III 

NGUOI TIEP NHAN HO SO 
ghi ra char danh, ha va ten) 

Tip than ha sob' sung lan: ngay thang nam ICY than 

Tiep nhan ha sa ba sung Fan: ngay thang nam KY nhan 

Tip nhan ha so ba sung Ian: ngay thang tram ICY than 
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Mau so 08 
OY BAN NHAN DAN TiNH.... CONG HOA xA.  Ho' CHU NOMA VItT NAM 

Y TE 	 Dec 14p - Tty do - Hwth phtic 

sa • 	 ngay.... 	nam 20... 

PHIEU TIE!' NHAN 
HO 

 
sr ding be dii din kien cung cap dich vu 

diet din thing, di@ khuen bang che phãm 

1. Ten ca ser cung cdp dich vy: 	  

2. Dia chi try so': 	  

3. Thanh phan ha so: 

1 Van ban cling ba dii dieu kien cung cap dich vi diet con trimg, di@ 
,;), 	. 	A 	A khuan bang che pham 

2 Danh muc dich vu diet con trimg, diet khuan bang the pham ma ca 
sor cun: cap 

3  Ban ke khai nhan sy 

4  Danh myc trang thiet bi sir dyng de diet con trang, diet khuan 

NGISOI TIEP NHAN HO SO 
(KV, ghi r5 char danh, ha va tan) 

Tie') than ha so ba sung Fan: ngay thang nam KY nh'an 

Tie') nhan ha soba sung lan: ngay thang nam KY nhan 

Tie') nhan ha so ba sung lan: ngay thang nam KY nhan 
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BOY TE 
ivdu A 09 

CONG HOA xA HOT CHIJ NGHTA Yin NAM 
DO Cap - Tty do - I-4nh phtic 

   

      

      

: 	 ngay.... 	nam 20... 

PHIEU TIEP NHAIST,  
Hil 

 
so' a nghi nh4p khau 

1. Ten don vi d nghi nhap khAu: 	  

2. Dia chi tru so: 	  

3. Thanh phAn ha sa: 

1 Van ban de nghi nhAp Ichau Fl 
2 Tai lieu kSi thulat 

3  Tai lieu ve mix dich nhAp khAu 

NGUUT TIEP NHAN H6 SO 
(4, ghi rö auk danh, h9 và ten) 

Tiep nhAn ha so ha sung lin: ngay thang Mm 1(32 nhAn 

Tip nhan ha sa ba sung Ian: ngay.  thang Mm IC5T nhAn 

nap nhAn ha so ba sung ran: ngay thang nam K32 nhan 



Phu lyc IV 
ClItTNG NHAN BANG Kt Lift HANH 

Kern theo Nghf clinh so' 91/2016/ND-CT 
gay 01 thcing 7 norm 2016 cita Chinh phit) 

BOYTE 
CVC QUAN Lt 

MOI TRU'ONG Y TE 

ONG HOA XA HQI CHU NGIIIA VITT NAM 
Dc Ip — Ty do —Honh phtic 

   

SA: 	/GCN 
Ref No. 

    

GIAY CHUNG NHAN 
PANG Kt Lilt HANH CHE PHAM DIET CON TRUNG, 

DIET KHUAN DUNG TRONG LiNH VI/C GIA DUNG VA Y TE 
CERTIFICATE FOR INSECTICIDE AND DISINFECTANT REGISTRAHON FOR 

HOUSEHOLD AND MEDICAL USE 

Ten thuang mai dm che phany 	  
Trade name of product 
Thanh phAn, ham lugng hoat chat: 	  
Active ingredient(s) 

Pham vi va phuang phap sir dung: 
Scope and method of application: 

Tac ding 
Purpose of use 

Ph4m vi sir dyng 
Scope of application 

Liuloon va Phtrang &tap sir dong 
Dosage and 

 
Method of application 

Han thing: 	  
Shelf life 

SA 'Tang 1c1f luu hanh: 	CO gia tri tr 	 dan: 	 

Registration No. 	 Valid from 	until 

Ten don vi clang V: 	  
Name of certificate holder 
Dia chi don vi clang 1c5f: 	  

Address of certificate holder 
Ten don vi san xuat: 	  
Name of manufacturer 
Dia chi nai san xuAt: 	  

Address of manufacturing site 
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Nguan cung cap h6a chat nguyen 
Source of active ingredients 

Ten hem chit 
Active ingredients 

Ham Itnyng hoat chit 
(Concentration ofActive 

Ingredients) 

4 Nha sin xuat 
Manufacturer 

Dia chi 
Address 

Ghi chit. 	  
Notes 

Ha N0i, ngey 	Mein, 	nom 	 
CIJC TRU'ONG 
Director General 



Phu lyc V ct".- 1,.(61;._.1/4.., 
Ovytm G TAI LIEU Kt THU4T 

hj clinh so 9 I/2016/ND-CP 
7 tram 2016 ctia Chinh phi() 

I. lithiNG DAN CHUAN BI TAI LIEU ICI THIJA.kT 
1. DOI yoi che pham chira hog chat ran dau tien dang ky tai Viet Nam thi tai lieu 

ky thuat phai bao gôm day dü cac num theo you cau tai Muc II. 
2. Di yoi the pham ma hoat chat da‘dugc clang IcY tai Viet Nam thi tai lieu ky 

thuot bao gôm cac nOi dung quy dinh tai Phan 1, Phan 3 (tli lieu ye che pham) ya Phan 
4 Mx II. 

II. YEU CAU VE TAI LIEU Kt THUAT: 
Phan 1 

CHI TIEU CHAT LUDNG 
1 Thanh phan ya ham lugng heat chat 
2 Thanh phan, ham lugng phu gia cOng huOng 
3 Loai che pham 
4 Dang the pham 
5 Han sir dvng 
6 Nguein hoat chat (ten heat chat, ham lugng, nha san xuat) 

PhAn 2 
HOAT CHAT 

1 Ngoai clang 
2 Ham lugng t6i thieu \fa t6i da ciia hoat chat 
3 Nhan diOn ya ham lugng cac d6ng phan, tap chat 
4 ThOi hp sir dung 
5 Phucmg pith') ya quy trinh phan tich xac dinh ham lugng hoat chat 
6 SO CAS 
7 Ten thong thudng 
8 Ten hoa chat theo IUPAC 
9 &Ong thirc eau tao 
10 Cong thirc phan dr 
11 Kh6i lugng phan tir 
12 H9 Ma chat 
13 Diem nong chay, soi, phan hug' 
14 Ap suat hoi , 
15 Ty trong (vol chat long) 
16 ICha nang hoa tan trong nuot Ira dung moi hint co 
17 DOc cap tinh 
17.1 Doc cap tinh qua mieng (LD50) 
17.2 Doc cap tinh qua da (LDso) 
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17.3 DOc cap tinh qua hid hap (LCso) 
17.4 KM rang kich thich mat 
17.5 KM nang kich thich da 
17.6 Kha rang gay di img 
18 DOc can man tinh (ten gpi khac: dec ban trutmg, dec bdn man tinh) 
19 Dee mAn tinh 
20 Khd nang gay ung this 
21 KM nang gay dot ban gen 
22 Doc tinh vai sinh sari va sir plat trien (bao g6m ca kha nang sinh qudi 

thai) 
23 Cdc nghien ciru dec tinh klac, neu c6 
24 Dir lieu y khoa, trieu chimg ng6 d0c, thuoc giai dOc nEu có 
25 Chuyen Ma trong mai twang 
25.1 Trong dat 
25.2 Trong ntrac 
25.3 Trong khong khi 
26 DOe tinh sinh thdi 
26.1 DOe tinh vai chim 
26.2 DOe tinh vai ed va the loai thily sinh 
26.3 Doc tinh vai ong 
26.4 Doc tinh vEri the sinh vat khong phai din tugng ph6ng trir 

Plan 3 
CHE PHAM 

I Dti Litt Lt - HOA . 

1 Nhan dien eh e pham 
1.1 Ten thuang mai dm che pham 
1.2 Ten Ira dia chi nha san xuAt the phAm 
1.3 Ten va dia chi dem vi sang chai, thing g6i (neu c6) 
1.4 CAp dee cAp tinh theo phan loai cim he thong hai h6a trait cAu v6 plan 

loai va ghi nhan haa chat 
2 Thanh phan 

2.1 Ham lugng hoat chAt 
2.2 Ham lupng cdc chAt Ow gia (bao gm ca' dung m6i, chat mang) 
3 Dc tinh lY hod dm chE phdm 

3.1 Ngoai dang . 
3.2 TY trpng \raj chat long 
3.3 Kha rang bdt lira, diem chop 
3.4 KM nAng an mon (nu c6) 
3.5 DO ben bao quan 
3.6 DO acid, kiem hoc pH 
3.7 •Kha Tang lilin hgp voi che plain khde 
4 Phuang pia]) va guy trinhyhan tich 
5 Quy trinh san xuat chE plain 
II DOC TINH 
1 Dec cdp tinh qua miC•rig (LDso) 
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2 DOc cap tinh qua da (ipso) 
3 Dc cap tinh qua ho hap (LCso) 
4 Kha nang kich thich mat 
5 Kha nang kich thich da 
6 KM nang gay di irng 

III DOC TiNH SINH THAI 
1 DOc tinh veld chim 
2 DOc tinh ved cá NI the loai thily sinh 
3 Dc tinh yeti ong 
4 De tinh yeti cac sinh gt kh6ng phai do" Mang pheng trir 

IV HItU LIX SINH HQC 
1 Ca che tac dOng dm che pham de diet khuAn, diet con tiding 
2 KM nang diet khuan, di@ con tiding (chting loai vi lchuan, loai con 

tiling) 
3 Linh we sir dung (trong gia dung hoc y ta,...) 
4 Liu lugng sir dung 
5 Khoang thai gian giita the lAn sir dtmg (doi voi cha phAm c6 tac dung 

din luu) 
- 6 M6i truing pha bang neu ca (ntrac, clau,..) 
7 Phuang phap sir dung (phun, rai...) 
v CAC TH6NG TIN KHAC 
1 Huang &An sir dung cha phAm 
2 Huang d'an bao quan che phAm 
3 Chit Y ve an toan khi sir dung eh& pham 
4 The dOng xau ca the xay ra doi veld ngued khi sir dung cha phAm va 

each xir ly 
5 Phuorng phap tieu hit)/ cher  pham hat han hoac khong sir dung het 

6 Phtrang phdp dell My bao pH cite phAm 
7 Ma HS (HS code): áp dung di voi cher  pham nhap lchau 

8 Ma so Lien hiep quoc (UN No.) 

PHEW 
PhAn 4 

AN TOAN HOA CHAT CiJA H6A CHAT, CHE PHAM 
Material safety data sheet (MSDS): 

Doi yeti nhting 
chat. 

lap Phieu an toan hod chat theo quy dinh eth phap Mat ye Ma che pham phai 



cpt4 	G  uj 
hu luc VI 

TRINH LOU HANH 
*nh sax  91/2016/ND-C13 
m 2016 cna Chinh phn) 

ONG HOA xiA HO CHI) NGHIA VIET NAM 
Dc Ip - Tv do - Hunh phtic 

	 ngay 	thcing 	nilm 20 	 

BAO CAO QUA TRINII 	HANH CHE PHAM 

Kinh gni: BO Y tá (Cuc Quail l)2 moi truemg y te) 

Ten co. s& dang IcY. 	  
Dia chi: 	 Dien thogi• 	 Fax 	 

Ten cc; see san xuât 	  
Dia chi: 	 Dien thoai. 	 Far 	  

Ten co sof sang chai, dong goi (neu cep). 	  

Dia chi. 	  
Ten co s& nhap Ichau (di \fled che pham nhap Ichau 	  

Dia chi • 	  
Ten thuang. mai• 	  
Thanh phan ya ham lugng boat chat (%). 	  

'Han sir dung: 
Dang che pham ya quy each dong goi• 	  

Thai gian 
sin xuWnh4p 

khan 

Don vi 
tinh 

So hryng 
sin 

A xuatinhb 
khan 

St) hrqng 
tieu thy 

Vi phum phip luUt ye hoa 
A 	A 	A chat, che pham ya hinh 

that xii phut 

Nam 20 

Nam 20 

Nam 20 

tiring cOng 

Chung VIM cam ket cac nOi dung neu tren IA dung. Neu sai, chang toi hoan 
toan chiu trach nhiem truot phap 

NGIXOI DAI DIN THEO PHAP LUAT 
(Kf)trifc 	ghi ro ho ten va clang cal) 



Phil Ice VII 
CAU DOI VOI GIAY UY QUYEN 

heo Nghi clinh so' 91/2016/ND-CT 
01 thing 7 nam 2016 ceta Chinh phi) 

1. NOi dung: 

Giay Cry quyen phai c6 day dir the nOi dung sau: 

- Ten, dia chi coa chit ser him che pham. 

- Ten, dia chi cila te chirc, cá nhan dirge Cry quyen. 

- Pham vi üy quyen (dung ten dang ky lint hanh..che pham tai Viet Nam 
dôi von truang hop üy quyen 'Tang ky. Cho phep sang chai dong g6i tai 
Viet Nam c/6i vai , truirng hop sang chai. dOng g6i tai Viet.Nam). 

- Ten thucmg mai dm che pham dirge ny quyen. 

- Dia chi ccr sà san xudt che pham. 

- Thai han fry quyen. 

- Cam ket cira chü sà hiru che pham cung cp day du he so thong tin the 
phain cho to chirc, cá than dirge Cry quyen de thvc hien viec dang kY.  km 
hanh. 

- Ten, chirc danh, chit kY trvc tiep cüa nguai dai din cho ben fry quyen. 

2. TruOng hop chir ser hitu eh e phamilyrquyen cho rnOt co ser clang k32
Km hanh che pharn tai Viet Nam va dirge cap so dang 	km hanh; trong 
thin han so clang kY km hanh con hieu lijd, chn ser,hilu Cry quyen cho ea so 
khac clang lcY Km hanh tai Viet Nam thi giay Ay quyen mai phai kern theo van 
ban chap thuan khong tiep hie dung ten dang 	hanh va de nahi rut sr.; 
dang hm hanh dm co sor dang so hitu so dang kY lint hanh che pham 

3. H9p phap hoa la'nh sv: 

Gidy ñy quyen cüa don vi a nuerb ngoai phai dirge hop phap hoa lath sir 
theo quy dinh, trir truang hop dirge mien hop phap h6a lanh sv theo dieu trac 
qu8c te ma Viet Nam la thanh vien. 



   

Phu lye VIII 
061 VOI GIAY CHITh4G NHAN LUV HAND TV DO 

(Kern theo Nght clinh so 91/2016/ND-CF 
ngay 01 thcing 7 neim 2016 eaa Chinh pha) 

1. NOi dung 

Glary chUng nhan ltru hanh tu do (Certificate of Free Sale — CFS) bao 
g8m cac loai giay chUng nhan c6 nOi dung sau: 

- Ten ca quan cap giay chfrng nhan; 

- Ngay cap giay chimg nhan; 

- Ten thucmg mai cua che pham duct cap giay chung nhan; 

- Thanh phan va ham lugng hoat chat (bat buOc dei vol che pham diet 
con tiling); 

- Ten va dia chi dm tiM san xuat; 

- Xac nhan die pharn dirge ban tv do tai thi truong mot cap giay chtIng nhan; 
, 	. 

- Fig ten, °hire danh, chit k true tip cña ngueri cap giay Chang nhan. 

2. Nuerc" cap CFS 

Nuac cAp CFS phai la nu& san xuat che pham hoc met trong cac nuot 
thanh vien To chile Thuang rriai The gigi. 

3. Thai gian ban hanh 

CFS phai dugc cap trong khoang thei gian khong qua 12 thang tinh Mn 
ngay Op he sa dang k3'T luu hanh. 

4. Hieu luc cüa CFS 

CFS phai con hieu lye toi thieu la 06 thang ke tü.ngày nOp ho sor clang 11 
luu hanh den ca quan tiep nhan ho sa trong truemg hip CFS c6 ghi ngay het 
hieu lye. 

5. Hgp phap hoa lath su 

CFS phai dirge hop phap h6a lath sr theo quy dinh, trir throng hup dirge 
mien hgp phap h6a lath sr theo dieu trot quec te ma Viet Nam la thanh vien. 



Phu lcie IX 
CH GHI NHAN HO.A CHAT, 

>MON TRUNG, DItT KHUAN 
inh so' 91/2016/ND-CP 

am 2016 ceta Chinh phit) 

Hoa chat, cha pham hru hanh trong nugc, xuAt khau, nhap khan phai ghi 
than phü hgp van quy dinh ye ghi than hang h6a tai Nghi dinh so 89/2006/ND-CP 
ngay 30 thang 8 nam 2006 oh Chinh pith va huemg dan cüa h thOng hai hoa 
toan cau ye phan loai va ghi nhan hga chat theo quy dinh cUa BO truong BO 
Cong Throng. Ngoai ra, nhan hoa chat, che pham phai dap Ung cac yeu cau sau: 

I. DOT Vth CITE PHAM 
I. Ni dung bat buOc phai ghi teen nhan 

a) Ten thuang mai; 

b) Thanh phan, ham lugng hoat  chat; 

c) Tao dung va hugng dan sir dung; 

d) Huang dan bao quail; 

d) Thong tin earth bao v nguy co gay hai dan sirc khoe con ngirgi ya moi 
trueng; ' 

e) Bien phap xir 15( khi bi nhiam cha phalli.  (qua da, mat, tieu hga, ho hap); 

g) Ten, dia chi don vi san xuat; 

h) Ten, dia chi don vi gia cong, sang chai, (long g6i (nau c6); 

i) Ten, dia chi cila don A/ dang IcY; 

k) SO 10 san xuat; 

1) Ngay, thong, dam san xudt hoac thang, narn san xuAt; 

m) Han sir dung; 

n) So dang k luu hanh tai Viet Nam. 

2. Hinh thirc nhan: 

a) Cac tir, 	tu tao thanh ten throng mai phai,dugc,viat lien ttic theo dung 
van ban de nghi dang IcY km hanh, c6 chieu cao toi thieu bAng 	tir ion nhat 
trait nhan; 

b) Nhan phai dugc in re rang, a dgc, Ichong bj mg nhat, rach nat trong qua 
trinh km thong, bao quan, van chuyen va sir dung, chieu cao chit Bong dugc 
thap hcm 0,9 mm; 

c) Nhan phai dirge On chat hoac in tren bao bi cha pham; 

d) Nen than khong dirgc dung mau tang vgi mau chi dep dOc cüa che pham. 



2 

3. Biau tugng dO dOc tren nhan theo phan loai eüa to chdc y ta the giôi 

Doi voi cac hod chat, che pham dietcan trang có d dc thuOc nhom I, II, 
III theo phan loai dm TO chire Y ta the gigi•thi nhan phai ghi them cac hinh 
tugng bieu hien dO dOe nhu sau: 

a) Vach matt chi dO dOc &at a phan dirgi caiig 'dm nhan va cep dO dai bang 
dO dai eüa nhan, chieu cao arcing ducmg 10% chieu cao cUa nhan. 

b),  Cac hinh tucmg biau hien dO dOc va canh bap Prang ung cila m& loai 
hod chat, ch8 pham phai ddt a phia tren ten thumg mai dm san pham nhu sau: 

DO dew Vac') mau 

Nhom dOe Ia, lb Rat dOc 
..4. • . 

••,6-se• % 

Hinh tugng mau 
den tren nen mau 
trang. 

Do 

• . 
C 	 ) 

/ 
\ 	 / 

/ 

Nhom dOc II DOc cao Hinh Wong malt 
den tren nen mau 
trdng. 

wog  

Nheim dee III Nguy 	hiam Hinh tugng mau 
den trail nen mau 
tang. 

Xanh lam 
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II. D6I VOI HOA CHAT 

1. Ni dung bat buOc phal ghi teen nhan 

a) Ten thucmg mai; 

b) Thanh phan, ham lixong boat chat; 

c) Huang dan bao quan; 

d) Thong tin canh bao v nguy co gay hai den siic khoe con ngueri ILA 
mai truong; 

d) Ten, dia chi don vi san xuat; 

e) S6 lo san xuat; 

g) Ngay, thang, nam san xuat hoac thang, nam san xuat; 

h) Han sir dung. 

2. Hinh tithe nhan: 

a) Nhan phai &roc in re rang, de"' doc, khong bi mer nhat, rach nat trong qua 
trinh ltru thong, bao quan, van chuyen va sir dung, chieu cao chit khong duce 
thap hcrn 0,9 nun; 

b) Nhan phai &roc gan chat hoac in ten bao bi h6a chat. 



Phy Itic X 
TRA LeiI KET QUA KHAO NGHIEM 

m theo Nghi clinh so 91/2016/ND-CF 
ay 01 thcing 7 niim 2016 cna Chinh phn) 

DON VI KHAO NGHIEM ONG HOA xA HOT CHU NGIIIA VIET NAM 
DOc Ip - Tv do - H4nh phtic 

So:  	 , ngay.... thang.... nam 20... 

PHIEU TRA LUI KET QUA KHAO NGHIEM 
(Kern theo kit quit kheto nghiem chi tiit) 

I. TEN HOA CHAT, CUE PHAM KHALI NGHIEM: 

1. Ten matt lchao nghiem• 	  

2. Thanh phan va ham lugng boat  chat. 	 

3. Ten nha san xuat• 	  

4. Dia chi nha san xuat• 	  

5. Ngay sari xual• 	  

6. Han sit ding• 	  

7. Si; lugng mu sir'  ding trong thu nghiem va urn' - 

II. MIX BICH KHAO NGHIEM: 

III DON VI YEU CAU KHAO NGHIEM: 

IV: DON VI KHAO NGHIEM_: 

Y. NGAY vA NA pitm KHAO NGHIEM: 

VI. LIEU LUONG VA PHIYONG PHAP stY DUNG: 

VII., KET QUA: 

1. Hieu km: 

2. An toan: 

'Ket qua phai ghi chi tit each danh gia va Icgt qua danh gia higu hrc cüa h6a chat, chg pham d6i 
voi con tràng thir nghigm theo lieu luong va pinion phap sir dung ghi teen nhan che phAm; each danh 
gia va lc& qua daub gia tac dung phu cüa the pham thir nghigm doc i v6i ngudi tham gia thir nghigm. 
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VIII. KET LUAN: 
I. Hiau Ivc:1  

2. An toan:2  

3. IrT kin d xuat.3  

TRUONG PHONG THE NGHItM ICHOA/PHONG GIAM DOC/VIEN TRUONG 

I Toin tAt ket luan v hieu lire eüa che pham theo timg phuong phap sir dung va lieu Itrong sil dung. 

2Tom tat danh gia ve tat dung phu cim che pham d& yeti nguti tham gia thir nghiem. 

3Phai ghi TO che pham c6 th'e dime clang ks,  Inn hanh hay kh6ng va veri muc dich, phuong phap 
va 1iu lucmg sir dung nhu the nao can cir tren ket lu'an ve hien hm va an toan. 
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