
BOYTE C()NG HOA. XA HOI CHU NGHIA VIETNAM . . . 

D<)c l~p - Tt! do - H~nh phuc 
S6:J--'RZ /QD--BYT 

Ha N(Ji, nRiiY oU thong 6 nam 2012 

QUYF~T D~NH 
Ve viec ban hfmh sl'ra doi, bo sung Quy trlnh thanh tra duoc 

BO TRUdNG BO y TE . . 

Can cu Lu~t Thanh tra so 56/2010/QH12 ngay 15 thang 11 nam 2010 va 
Nghi dtnh so 86/2011/ND-CP ngay 22/9/2011 etta Chfnh phu guy dinh chi tiet va 
htr6ng dan thi h~mh m¢t so dieu dta Lu~t Thanh tra: 

Can cu· Luat Duoc s6 34/2005-QH 11 ngay 14 thang 6 nam 2005 va Nghi 
dinh so 79/2006/ND-CP ngay 09 th<ing 8 nam 2006 quy cttnh chi tier thi hanh m(Jt 
so oieu CLta Luat Dtrq"c: 

Can c(r Ngh! cttnh so 77 /2006/ND-CP ngay 03 thang 8 nam 2006 cua Chinh 
phu qui d!nh ve t6 chuc va ho~t d¢ng etta Thanh tra Y te: 

Can cCr Ngh! ct!nh so 188/2007/ND-CP ng~1y 27 th{mg 12 nam 2007 dta Chinh 
phlt quy dinh Ch lJ'c nang, nhi¢m VLI , quyen h~n Y~ CO Call tt) cbt:\"c CUa 13<) Y te: 

CC:u1 ctr Thong ttr 16/20 I I rrr-BYT n g~y 19/4/20 I I cua B¢ Y te quy ctjnh ve 
nguyen tac san xuftl thuoc ttr chrqc lieu va 1¢ trlnh ap dung nguyen uk. tieu churln 
thuc hfm h tot san xuat thuoc doi voi co so san xuat thuoc ttr duoc lieu: . . . 

Can ell' Quyet d!nh so 5026/QD-BYT ngay 21/12/2009 cua B¢ tru6ng B¢ Y 
te ve vi¢c ban hanh quy trlnh thanh tra dtrQ'c; 

'Theo de nghi cLta ()ng Chanh T'hanh tra Be) Y te, 

QUYET DlNH: 

Dieu 1. Ban hanh kem theo Quyet dinh nay st:ra d6i, b6 sung muc 2.2 phan 3 
ve n¢i dung thanh tra co sa san xuat, che bien thuoc dong y, thu6c ttr cluqc li ~u 

dtrqc ban hanh kern theo Quyet d!nh so 5026/QD-J?YT ngay 21/12/2009 cua B¢ 
tnr6ng BQ y te ve viec ban hanh quy trinh thanh tra dtroc . 

Hieu 2. Quyf't dinh co hi cu llrc k t~ ttr n g~y ky. han h~nh . 

Dicu J. C.ic (mg/h~t: Ch~inh V[m phong B(). Ch<tnh Thanh tra Bt> v~1 ThLI tru6ng 
T6ng c~tc, V~t. C~tc lien quan thuoc 86 Y te; Gi{un doc Sb Y te tinh, thanh ph6 tn:~"c 
thu¢c Trung U'Ong va y te cac B<), Nganh; Thu twang cac don vi tn!C thu¢c BQ y tc 
chiu trckh nhi~m thi h~mh Quyet dinh nay. 

Noi nh~n: 
- Nlmdieu 3: 
- Bo tnr6"ng (debao caoJ: 

Cac ThCr rnr6"ng: 
- Luu: VT. Tl'rB. 

---·--·----·· 
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NOIDUNG 

Thanh tra vi~c tht!C hi~n cac quy d~nh ve san xm)t thuoc tir duqc Ii ~u. 
(Ban hanh kern 1heo Quvel dinh s(fo2-i8S? IQD-BYT ngav.:l..-11 6 12012 nla Bn rruitng 

B(J Y te) 

sTT 1 
N(H DUNG -~Khong- ~---- C:.'~h.ta NMn 1 

H)· -~H~~~i\~s~1L--~-~~~-~--~: ~ 132 - :~:: : ];; ~ ,: l;~ :1 

I - Be) phan san XU<lt: I I I 

~-~ -~-. 2- I ~ ~~ ~~~:~ ~~~~~l~~h~~~~~~~:_· - --- --- -- _l_l---+ ---
I Ca sa xay d~t'n g ban quy d!nh chu'c nang 1 

nhiem vu cua cac can b6 chu chat va cac I II 

nhan slf: 
- Be) ph~n san XU<lt: ! I 
- Be) ph~n ki~m tra chat luqng: ' I 
- B¢ ph~n bao quan: ±±1 

____ j 

[ ___ ~:~ -- - ~~~nq;l~~ln~1u~c ~~-~~~r-a -s~c-~~oe ~~nh~~ _ ____ _ _ _ __ _ _ _______ L---- .. I 
I l Nhnn \'ll' n thtrc hil'n cCmo vice cu thf hay 1 · 

1.5 

2 
2.1 

I 
giam sat co tuan th~l dung cquy. trlnh da du·q~ 
xay dung va phe duyet: 
- Sa che/xu ly, che bien duqc lieu . 
- Chiet xuat va xu ly cao chiet. 
- Pha che, che bien V ~l san xu f-It . 
- Dong goi. dan nhan . 

, - Kho bao quan. 
- Ki6rn tra chat luang. 
- B<:1o du6'ng, bao trl nha xu-6'ng, thiet_QL_ _ __ ____ __ 1' 
Nhan vien duac trang bi, mac trang ph1,1c -
bao h6 lao dong phil hqp vai vt trf cong tac. ---
Dao tao 
Ca sa c6 xay dlfng va t6 ch(rc chu~ng trlnh- ------- . --­

dao tao, dao lf:lO lien tl,lC ve kien th1J'c, chuyen 
l mon cho can bo, nhan vien vr: 

I 
I 
I 
I 

··-----~-- · ~- ·- - -

I I 
--- - -----L-- ·- -- ·----- .. , 

i -- __ "l ____ _ 

I 
i 
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! --- l:~f~r~~~~~i(~~::~;;-~~~ t~~~:l~~:{~l~~~~~~ln~-l~~~~-1 --------r -----~--- .. -------r --- --­

h~,--~-i~~~~<f~X~t~:!~Xt;~~~-;; rHu£i-tli +- +- -; · --1- -~ 
[ 

... / 1 ' ;~~d:~: ~:~~~01~:u~~a't~~ ~~.~~0p~&~ ; .. r ~ --r-· ·_·· __ _::=-~-~----~ 
khac nhau. , , , .- , , _ · ,. 1 L___ I 

1 I 2 , Khu vLrc han qu <m co ho tn e tc khu VlfC ! 1 1 l 
I 1 ric 11g :·hu . ngu y~n li eu ban ddu,. nguy~ n li c~J I j 

I
. b~u got _s an pham ~~ rung ~J a n ~ san ,pham c~~u· 1

1 

1

. 

dong g01 , san pham bJet tru, thanh pham 1 

~r~q~e ~oe{c ~~~~h~~:&ng,--~~:~~~-~~~--~~oa~--b~,- -- .. _____ j __ . ---1 .. _. --·- ---r.'-- _I 
1.3 Ck khu vu·c b ~io qu ~m c6 cl:ra cl6ng kfn v~1 Cl) 1 

khoa, c6 he thong chong du·qc sLr xam nhap 
cua con trung, cac loa i gam nham va cac ' I I 

~-- I " tt-:; '~;;~16 kt;;~ vtfc . hU~ . <]u,\n ni-ni biii-Chn 1- -t --- _)___ --
r. I dung moi boac nguyen li~ u de ch<:iy. I -+---~--

1. 5 K hu v ~;rc hao quZm c6 du gia kc bAo qu <'m I i ' 

~~~~ ~i~u, d~~~ .thanh ph~~~:~-n~-~~am - ~~~-' _______ i! ________ I _ 1 

1.6 I Ok loai duqc lieu duac bao goi , sap xep I 
, rie ng Va ghi nhan lla:v' d u theo l}U :V dinh . I 

1.7 I Co ..:.0 c6 khu vue ri eng M h;-1n qu ;-ln c;ic loa i ! 
i dLfO'C l i~ u c6 mu i, dugc lieu c6 doc hay co J I 

, tinh chat dac bte l. ' t 
r1~8 -Khu ~vc ~:,:1o q.uan thanh ph <l~~~- nguy-it~r--- - - -----r 
·~ f ~~ad:~~nl~~ t~~h~~·~ ~~~~~i-------------- ---------- -------- j _________ '\ _________ _ 

--- ---------- ----- ·- ---------- ----- . ·-. - - - ------- -~----- ---- ----· .. --- . -. 
2. 1 ! Nha xuc'mg c6 dU'O'C thie t ke va xay dung phu ! I ! 

~ ~~1~ v~;r~;~~i~2~r~~~~X~!};~ h;i~;--~~~u ~li~~;--!(i~~ ~--- -- -~------ +-------~------
' : \'C vl: .'>lll h Jlllll trL.rO'n.g ~Cmg n i!L~ -v~ si nh~ s·:m ' I li It 

1 

xuat khong. C6 ngucm 6 nhiem ti:r mot I ' 

2.3 ~!~~~~~i~::~~~fM"~~"~ ph:+--L 1---± __ " 
2.4 

1 
Co sa co du chen lich tJ11ch hop cho vtcc bo I 1 , 1 I 

l ________ : trftran_g thiet bt haply. tuan thu tm)t chteu. · , · 
1 2.5 I Viec bo trf day truyen cong nghe b;1o dam I 

l lhco m(lt chicu d6i n1i ng uy(:n li ~u. S:m 

I fr~;,~,,~~;~l~n'~tda~11ba~~~ ,:~~an 1 ~1 M _ __ .. _ 
1 

_ J _ -l- _ 
t6 __ ;i;~_l~1P::~~~~'~tv~:~~g~6~q: t~1Ct . ··1 -------1! --------~~------ ..... I 
1 2.7 San, .:mm~ v~ tr <:u: co dLroc xa~ dLJ'I:g _.ba n~- ,

1 

. 

1 
I 

I I vat li eu de dang lam sach, co rua va tay ue I , 

I_-zllt~~~g;~;: ~~~:~;:,~ ~'"'g-~, can ~~~~- _ .r. __ _ _ __ 1 ____ :_ _ _l 
2 
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1 _j _c) .... T C(r ',(\ c l~ O--b, (l l de , :i 1 ~ -r l d~1{ \:~~ trt11 1g ~hi~ J·c _l_ -T - -- l --·--·I 1 

h 
rhiet ke va xay dung dac bi¢t tach kh6i ca~~· I I I 

khu VU'C san XUa t khac. t t DO Nha ~"uo·ng d~m bao gon gang sachse vade -- -- -----· -~ ------- ------- ---· 

h~~:. cl:~"ang tranh duoc s;i -~fim nhap J;J --~ ----+-----r - ---i 
1 I chu (H. C()n t rLin n. rw) j ! 1 . 

san xuat dam hao dtl theo nhu cau cho moi I 

ngll'O'i tU'ng khu VlfC va dam bao hqp v¢ sinh. ---+---· 
2. 14 Ki~m. soa t ?U'ac nhiet do va do am trong khu t 

vLrc san x. uat. 1 1 
[·---··- .. - -~---·- -·-· --··--·-.. --.. -- ·-··- ·· .. . .. ----- ----·- .. .. --·-···--·-·· - ··-t----··-··---~-. .. ........ 1 
1 2. 15 i C6 he rh6ng xLr ly nu'O'c thai. khf th <.-i. i, chat 

1 
i I 

I _____ .. Jrl~AL t_~·s)!1_g _ ~tl_~-~~·c: ~;in xual va Sll1h hO<!L. . ~ -I .. + -·· . . ,. I 
r J Sa c~ e '~~ chr hien .dU'f)'(.' lieu ' ' ---~----. ' I ----+-----· ----- I 

13.1 I c.~- sa co ~u VU'C n eng sa che/x u ly va che r : l i 
J b~en cluac heu. I 1 

I - C6 san phoi dam bao ve sinh . / 1 

I 
- C6 lo hay ru say cluqc li¢u kh6ng. I I 

1- Qk rh ier bi sify du·ac li eu du·oc theo doi. . 1 

I I kh C1ng chl.· _nhict ds) 'i fl )' . 1.·-- - +· ... --·1·. 
3.2 I Qua trlnh scr che/xLr ly duoc li eu duac trang 1 1 ____ -· - f~i~~1~i-~i c~~~~ ~~~-1 ~~ ~~)~- ~<tn th1c~ ph LI ~-op __ . [1 .. .. .... -·· _. 1 

3.3 Khu Vl!C sa che/xu ly duqc li¢u duqc b6 tri 
ch hi~t v6i khu VU'C san Xll ftt thUOC khac . ! 

1 - Khu vlfc so chc/xLr Iy duqc lieu duqc xay I 
! u~rng . lh ict kc· rhong rhoang, d ~tm bao de I 

dang !au rLra, an to ~lll ve sinll . I · 
- Khu vu·c sa chtVxu· ly duqc lieu dam bao 

1 
__ -+-v_a_d_e_' _dang lam v~ sinh. _ ·--· 1 ____ _ ____ _ 

3.4 Kh_u v~c ng~ien, c~t du~c li ~ u c6 cac bie1: I i 
phap va th1et bt dam bao v1¢c lQc bl;II de I 
g1am b61 t6i da v i ~c nh iem ban vao b<?t duac I i 

1 l ieU va g ~\ y bUl ru tll (J i lru·(m g. . i 
3.5 I C6 he th6ng nha cau n6i v6'! khu san x uf~t. i 

' ho·k n~ phunn" ticn phLI hup ~~a~u~~-u-~-e r~- ... __ ... _ ......!. . .... J ... 
I i I . 

ac th--ie-''t_k_e_' -va-, +----~-- - ·t-·------~ 

I 1 I 

< C' 

hduqc li¢u c.ti'i so che den x u6!:!.8. s 
4 i Khu vt,rc kiem -ti:;-clu1t-tuong·-· 

4.1 j Phong k i ~m tra chat luang dv 
I xay. dvng ~H~ng ' b i ~ t VCJ'I cac 

'\ LI M . kho hao quan. -- --t-----· --- ------- -.-- ---- ... 
4.2 Lite phong klem nghtem v1 s 

khu Vl,l'C S ~\11 

nghiem hoa [19c -~_6 duqc_~6 tri t~ 

r:~~h~~~ -b~w --·-· --·-
1 

-··-- -~ - ---~ 

~~~~~~~1u· -----' _j_ __ j 

4.3 Phong ki~rn tra chat lvqng du(_)'c 
. hqp v6'i nhung ky thu ~t cua ki~ 

4.4 Phong ki~m tra chat lu(_)'ng c6 
quan m~u. chat chuAn, dung m 
va h6 sa rai Ii¢u ri eng. 

·--~- - - ·- --·--' 
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~--6_--is . ~iet k~ cua cac ~)ng dan n.uoc thai ph_ai ti<lm I l .. i I 

I 6. 19 ~~0 ~}~~~ 1~u~a ~1~~~;~x,;f~T~hla~6; v6T ·· ··· -+-- ' .. · · ·1 ' j 
~7~~~}{J~~~:~~~~~~.v::~~:~:~a, -~~-~- =~---=-ll=+=-=i~=-===]1 
1 can ph~ n ~o <m _ph;-irn , vR bien phap than ~ 

trong de tranh nht cm cheo. I I I . - -- . - --·-· ----1- --- ------· . -- -·-··-- ···----
7.2 Khu V'-!C can dam baa sc:tc h , _~-~!!~sang. ______________ _j ______________ _ 
7.3 Cac d~:~ng c ~:~ phuc Yl,l cho vi¢c can c6 duqc 

M 0 noi thfch hqp va duoc Jam s ~;~ch rru6c 

1
1 

I khi can? 

ru--J-HOA.T OQNG THEO CHUC N_A_N_G_-----+-____ -___ -----+

1

: ___ ---__ 

1 
_____ -____ -_-_--1-

1 
__ : ________ -___ -_

1

_ 
1 l Quy d~nh vc cha t luang duqc li¢u _ 

1 

l~~i- Cu· ..,( ·l- -.~<i y du·ng t i0~, chuJn chat J~·~mg v ~;-
ph uong phap kiem nghiem chat lu0ng du\1c j 1 1 
lieu dftu vao thea rietl chu~n co so ho~c tieu , 1 I 
chufin DLrqc di~ n Vi~ r Nam da ban h ~mh . 

1. 2- --+-::l:c--)tr_o __ c------,Ii-e_u,__d-c-u-a-va-, o---'-s-:-iin_ x_u_a:-t -r h-t-t t1-c-, c- d- ac:-., m-b--:ac-o-+--· 

I 
c6 ngu6n goc ro rang va duoc kiem tra chat 
luqng thea tieu chu fin da xay dl,fng (nh~n 

1 bic't cam quan . dinh t[nh. so i bot duvc li ~u . 

1.3 ~~ ~b'~~ t6 ~uc nuoi rrcfi1g-duoc-lieu -ta~ - - -f--- ·- t .-......... ! 
ngu6n nguyen li¢u ph~:~c v ~.;~ s~m xwi t. __ J ________ j ____ ' 

I A4 1~- :'i~c n:ua ~UQ'C lie~ phl;IC \~1,1 san X~lat l ~i~~ ---- -------- I 
sa co day du hqp dong , boa don vm dan V! 
cung cap? 

I - Don vi cung cap duac li eu c6 du co sa 
· ph<1p l.v hoat dCl ng thco qu y dinh? (c hling chi 
h ~mh nghe, gifly chung nhan d[mg ky kinh 
doanh, giay chung nhan du dieu ki~n kinh 

I 

1.5 ~~~n~h~~~c :;~u~e ngu6n --cu~gc~p:--;-g-u-on ------- -----·------- --- ---~1 ----- -- --- :

1

·- - j'l 

goc , phuong phap thu hai, che bie'n va bao 

I 
quan duqc li¢u ph~.;~c vy san xuat thu6c duqc 
tap hel s( ) thco doi vi:\ luu trCr. · I j · - ----j--"- ----------- ---------·- ------------ ----- ----- - -+- ------+----- -

1 1.6 I ~g::~~~~~~e~~~~!l!'a~~~~o~~:~~~htimg I 
r--TT Co sa c6-san 1,:;-au duac lieu d6-;-chieu d-~ Slr - ------ -- -----l----
1 I d~:~~1g trong_ cac p~ep thu· nghi~m so ~anh nhu 1 1 

kiem tra bang mat thuong , kinh hien vi, sac 
ky va cac r~U'Cmg phar kt~~l~------ _ _____ __ __ _ _____ ___ __ -1- _ __I 

t.R Mau doi chie'u c6 ghi c1£iy du ren khoa hoc. . j 
! ~ ~~ n ~ i 0 t ~a111 . ng:tcin g6c xu f[~ - xu~-: (ti~Cm~ I 1 

I tm ve ngay thu ha1. nOI thu ha1 neu co vl 
1.9 Mau doi chieu dU'Cf'C b ~1o quan 0 dieu kien 

L :;~: l~;:·~:u ~~i~~::: ':~ d~.:h~tl~ong_ . . . .. . ... L . -L -... 
5 
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-r-1 2 Quy dinh ve giao nh:)n 
2.1 C6 kho ben ngoai d ~mh _cho: 

1

- Dung moi . 

-:_ _I:'Jg~~!:l _li ~_u -~e -~~~Y : _______ __ _____ _ ... u. _ _ _ _ _ ----- --- ---------~-r----------1---------- -i 2.2 C6 khu vue d~mh rieng cho nhCirtg ngu yen 
lieu, duac lieu bi loai bo. ! I 

2.3 Moi lan gtao nh~m hang c6 ki~m_t_r_a_b-::-a_n_g-+---- -~----· --~-- --- --~--~~ 

I mat ve: 1 

'I - Tlnh tr~ng chung. ! i 
- Su· nguyen ven do bao g6i. 1 

I ~---- --· J: KhA l}_a_ng __ b_l!_ h_?I}.K: __ __ _ ~-- -~-- - --- _____ ______ ~- ~------ -· 
, 2.4 C6 ghi chep nhap xuat bao g6m thong tin 

---~---- - ---- +- ---~-- --
1 

i 
I 

sau: 
- So chung tLL 
- Ngay nh~n. 
- Ngay xuat, so lm;mg xuat. 

I - Ca sa cung c£lp. 1 

'I • - Co so s<'m x u ~tL , so 16, han dung. 
1 ~----LThong tin khac uen guan den ~hung ru.:~uat._______ _____ _ _ ___ --~-- _ - +---~- __ --- - ~ ___ - u~- _ ~ 

2.5 ' Cac ngu ye n lieu. dum: lieu ban dau du'O'c 1 
I 

__ ghi nh~I!_ -~-~ tiel:! _chu~~Jj_~hu!!~~----- --~~- - ---- ____ -----~--- - - -- _______ _____ J ___ __ ____ ~ 
2.6 Cic nguyen lieu , duqc li~u ban dau c6 duqc 1 

bao quan trong dieu kien moi truang thfch J 
hap theo guy dinh. 

-~}__ Ca~ th~ ~l:!_o._s;6 _gy_Q_c_~i!1h, _li_~-~L~~ieu. ---~ -- ______________ ________ ____ _______ j ___ _____ _ 
2.8 Moi ian xuat duac kiem tra de xem xet I' 

1 nguyen lieu , du'O'C lieu duac cap phat CQ phu ! 

i hap VOi phieu Cap phat. I 
1---+--<J..._--'-----''---'----- -----+-- --+-------

2.9 I Bien ban xuat nh~p nguyen lieu, duqc lieu 
. va san phfim c6 ghi r6 dieu kien bao quan va 

ngay het h~n. 
3 Quy trlnh san xuat 

3.1 Nhan vien thuc--h-i-en--q-u_y_d-in-h-hu6'~gda~-~{ra _ _ ____ ______ ---- -- - - -~- ------ -

tay. ve sinh ca nhan tru6'c khi vao khu vue 
S<.ln xuat. 

.. 3_2 f C~-C-- ;lg L; yen-·i;e u -- b~~ ---d-ft~ - d~fO~- k~~;.;-t~~:------- -------~~---l 

ki?m nghtem ~at chat lu-q~g the~ tieu chufin. ----t----
3.3 Co chu·ang tnnh quay vong ton kho theo 1 

nguyen t~c het h~n truac-ra rruac (FEFO) va -~ 
nh~p tru6'c-xuat tru6'c (FIFO) doi v6'i 
nguyen lieu ban dau . _l_ 1 

3.4 . Cic dung cu can dong sau khi dung duac 1 ! 
! l lam s<;tch theo LlUY dp1h . 

3.5 !I Cac nguyen li~u ho~c thanh phftm cho moi 16 
duac tach biet sau khi can hoac pha ch€. 

3.6 Tru6'c khi can va c.ap phat moi do dlfng II 

nguyen li~u duqc kiem tra va dan nhan phu 
hap. I 

3.7 Tat ca nguyen li~ u , vat li~u. bao bl, san I 
phftm trung gtan , san pha:m cha dong g6i 

I dLra vao khu ton trCi' phai c6 QLI chung tLr va I 

[ ___ _ls!uqc kiem tra d6i chie u. -----~-------'------'----'----__ji'-------' 
6 
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3.8 Cac cio dt!ng c6 nap day dung cho nguyen I II 

li~~ cha che bien, san pham trung gian, san 

13:9-~~~iP~~;;::b::j-:; ;;~;;:k~~ :~ ·· , ·· · i ···-· -- ··· --1 

I~ 3.Jiit~:ii~;~i~::~~n~~~-~h~Y- ti nh -k~= -~o~J- -·. --+ __ --j··· ____ 
1 

I 
- !ie~ n~1an :a dmh_, tinh ·:an ph<:i1;1 ch0 d6ng I l 1 I 
g01 va cac thanh pham cha bao go1. · ! 

~~ - _!<i6m tra trong qua trlnh san xuat theo yeu I 

cau. 
- D6i chieu cac san pham cho d6ng g6i va I 
cac v~t li~u san d~ c16ng g6i. + 
- Ki~m tra c16ng goi !an cu~ . 

3.11 Co tach biet rhfch h<._Yp cac day chuycn dong ----· - - --
goi M tninh nham ian. 

3.12 0:\c c16 dung bao qua~--~ho mot s'll~ phan~ ·- -----------· . --- -

cha dong goi, sim pham dong goi co duoc i 
ghi chep ve: D?c tfnh san pham, so l11<;mg so I 

f------+--16--'--, _tl __ n_h !r~ng, ha_!_~ dl:mg . ______ _ _ ______ _ _____ _ 

I ch0 dong goi dtr thl:ra sau khi d6i chieu c6 
I dmrc kicm tra chat che. 1 i 

4 J Kicm soat trutig' qua-trinh sim xu~t ---- ··· -~--=~---- ~-=- _: _1-=-~---=-~~---·=-=--4.-i' - ~ s1'~h~~-t~~-;:;g-gi;;;~~-sa~--ph~~~-~~;b'~f6-~~-i · 1
1 

I 
goi duqc bi~t tn1 d~ cha ki~m tra chat Iuong 
va tranh nham l<in . I I 

~--+--~~~~~~~--~~----~--r----~-~r-----r-----
4.2 Vi¢c H(y mau d~ ki~m tra chat lm:mg duoc I I 

4 .3 ~ort'~~1 ~[~~t!~~~e~~ -ghi d~y--d-uth6n-g -t-in-. --- --- --- ------ ----- · ·- ---- ---~- .. ·----- i-~-. ------ ---

- Ten ngw) i lay mllll I 
- S6 luqng mau lay duqc 
- So lu'9'ng do dvng lay mau 
- Ngay lay mau 
- Dieu ki~n bao quan llic H1y mau 

~ - Mo ta hien tran_g mau 
r:4-- l-co quy-dl;h- ~~ - ct~~- nhin -~-h;-~:5 ~~ZthG~1g: . -- ---

, ______ J..~i!<2_ b)_r~g-~1 J'~ I~_li~_L_I_~~~g~·- !ft.>-' ~~ ~~L!_: ___ ··---------- ___ __ __ _ 
i -t.) ; Co so· x<ty dvng quy d!nh gioi h<_tn b<lO d¢ng 

~ 
V~l gi6i han hi'mh dong d6i v6i vice theo doi I 

m6i twang san xu£\t va cac bien phap duqc t- !I 

th~~c h~~n k~i gi6i !~an ~1ay b~ vuot :1uci. , ·-+-- - --
4.6 Vu:~c ta1 che cho cac san pham khong di;lt va 1 

1 ~~~h~htlm bi rra ve cluqc rtwc hien theo guy _ ______ _ _ ___ I _________ I ______ J 
4.7 Viee kie'm tra. ki6m SO<lT va ghi lai tiit d de i t I 

r=s:J~~i:i-~i~~~~,;~~~1~g~~- 'rinh '"-~ x uilt __ ~ • __ .•. __ . J . .. .. :. L :.. . • 
r--l.J__ -~o n6Lg_~_ kho. _ _ ------ -------. --r--------- - --+------

5.2 Co cac qui d!nh ve thai gian d6i chieu, kie'm I 
ke h~mg hoa trong kho. 

. - . --- - - --· : - --- - j 

. ------ -------------t--- -------.--~ 
I 
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f
: 5 ~l C6ih6 kho~hQtiffig!O~iS~n Phiim. - - 1·-· -- - ~ - -- -. -- -- --~--- ! 

5.4 C6 qu~d~nA~ v~ viec_ ki~m, tra chclt , luqn~ , - ----- ---- ______ ___ i ______ -- --~ 
1 theo dot chat lw;ng san pham duqc bao quan ! · 
I trono kho. 1 ' : 

~ s .s ... _Tf::~~~ ~~~:ua cac dii J ; e~-~~~h6~g - -
1

- - - r - --- -i ---
- Ngay nh?p, ngay xuar. 
- S6 luang nh~p, xuat, ton. 
- so J() 

! - Han di:tno 
' • 1:::-

1 I - H~un luang. 
1 

l- s~6-+~~~~ J~~~~ ~-0~,t~:f~~t~t:~~o-d6Tct¢-T,~1~- ~hi <it ---------- - (- ---1- -- -- ·-·-- t-
~ cto va <;_6 st\_theo d6i .J;i1ic1••' r lei ,__ _ ______ . _____ I__ _ l -1 
I C6 th uc hi~n day du viec ki~m soat nhiet do , r I ! 

d¢ ~m va anh san 0. t---t-- ---~ 
ctieu kien bao quan du9-c duy trl theo 1 1 

du. I :. ______ _j 
I - .9 I Co xay dung va ap dung he thong nhan theo i ~---+-- I 
I cl~i t~nh rrcu~g nguyen lieu. ban thanh phi m I I 

5.10 -~-~~-h~-;~y~~~~-1~-- -u-bil~~i b6-du·q~-h~-{ho~c tr~- --- ------ r·- _J ____ . 

~~~9~g~~n~~~n~~a c~~~ca'~ _:_~~~ L'Y- ~~l nl~~~- ______ 1 

5.11 Cac vat li eu bao hi eta in c6 duac bao qu im i 
va _duoc d ip ph<:ll duO'i SU' giam sat nghiem I I 

. ngar. j 
5.12 l c6'khu VU'C.' bict tru· rieno. lliCt V~t an toi'tn cho - . I ___ ,_ - I 

IV ~;:>'~ir~r;;i~~~~lfti~s~z~g~·Hux-i· 1 t _ -I 

1 Yeu cau chung -----1 r __ ____ _j_ ____ --~ 
1 1.1 C6 dfiy ctil ho so tai lieu, quy trlnh thao t<k, ho 1 ~- ~ 
~d~O' ltru }~j m9i hO~I! d(>ng CUa _ _<::O si!__. __ ________ -----------···· ----l------ -- ---····--
i I 2 1 Oic tai li eu co c1 uoc dinh k\' xem xh ca p . 
, I , - I I 
~ nhat, b6 xuno. I t 

1 - l.:l~ac titi lie~''~:6dudc-bien soan~ ban hilnh ----c---r---r---------
~(A ~f11~1~a1,11~~~~~0~~.~~gb,ien- s~)al~ --~6tc~~h-de t----- --- ~ - - ----+1 ------·-;· 
I hi ~u , r6 rang, tn\nh hieu nh£un . I r 1.5 Cac quy trlnh ctu·oc thftm c1~nh ch1nh gi<i h~y-·- --+,-----1---------~----------------
1 khong . Cic k~t q~c1 th ~m dinh. hieu chinh I 
_________ _d uqc_~~~~~ l <:t! __ (-!_~ y _d_u_. --·-·----- ___________________ _ _____ r-- - - ------r- ---

1.6 Co cfic 4ui dinh v0 \·icc bien soan , phrtn 
I ph6i, SLJ' dung cac h6 so tai lieu, qui trlnh san l 

i 22
1 ~~!fr!~!!;::~:~:~~:~-~~~~ cap-~iay - - ···=1~ !-----

phep san xuat thuoc. 1hm_g~an_~,S'Jll h1 t; ~L,£_<:__t ______ --f _____ . _______ 1 ___ _ __ 

2.2 I Cac san ph£\m thuoc ttr dtroc li t:'LI. n ~ u ye n J 1 

________ l~_~t,1~~ll~~~~~-~~-~-~ ~ ~~~-~~--ph~~~-~~- -·-- ---- _1________ _ _____ _ ! ________ _ _ 
8 
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2.3 -- N h~n thuoc c1ung quy-c !~6. -~o 4ui-C1 r~i; btu{g --- ----~ ·1 

van b~{n ve quan ly nhan rt:r tan tri:i" den st:r I 
dung nhan, c6 bien phap chong thu6c gii 
thuoc mao trong in an, Slr dung va bao quan 
nhan. 

r--- --------~--------

2.4 C6 cac qui dinh ve viec Slr dl;lng nhan d~ 
chong nham l<i n. 

r----~-~~-------------------~-----~---
3 Ho SO' hao trl, ve sinh thiet bi 

3.t · ~~~~~a:6~ie~~!~-d~~0~e~.~~~~~c ~~1~ - ·· - T T -
nghiem.. .. _ t -+--

3.2 C6 quy dinh viec bao trl thiet bi may m6c va ----- ------- - ------ I ----

quy trlnh ve bao trl va v¢ sinh cho tung trang I I 

3.3 · 'Fh:~ ~~c ve sinh co duaC ghi chep -difj di1 v~ f ·- . 1 - + j ---

:__}~ ~ 'f~~~}~~~~~~~~~~!-~;;~~a~~c~~~~~~ ~;;;t=~ J -••~ ~=j=•=----j ~·-•· :~:~~ 
p~~m . ~ac nguyen li¢u, bao bl su dl;lng tron~ I , i I 
san xuat. 

5 

5.1 C6 h~ thong cac tai li ~u ky thu~l ph~:~ c Yl.,l 

san xuat hi¢n h ~mh . 

~s:-2·-- c6-ctK-~XZ tai li e-~ ho so san xuat cho r~:ng 
. If 1 S~lt l phCtlll. chu d tc L'(lllg du<Ul lrung S<lll .\LISt. 

----. -- j. --;-· --------- -- ,-- -- -- -;------- --~-----· .-- ·-· --· > -----;-- -· ___ ,_ 
5.3 1 Cac qu y tnnh, huang dan san xuat co quy 

I dtnh cu the, chi tiet cac thong s6 va thao tac 
ky thu <:tt. 

6 
1-----+--,---- ---------------- ------------------ ---

Ho sa lo 

I I 

-+=t~~- ~~-
- I - - -1 

+ J ------ --··-
1 I 

-------- -\ ----- -- - ·----

f---:----+----:---c:-----------.,--------·------·- -----· -----······------- -·- - -
6. I I Ho sa lo duac viet cho t i:rn ~ !() san pham 

/ -· - - -I- --­

------ i-- ----

I 

-l 
I 

I 
--------~-- ---,---·· ---------. --- --· ... ------------ ... 
6.2 I H e) so 16: 

1- c~. ghi r6 _tha i ~ian , chrqc k2 d.uye~ ~6- i 
1 ngum chtu trach nht~m, duoc gm t~ t nm lam 

vi¢c trong toan b¢ qua trlnh ho~t d¢ng. 
- Duqc luu giu· va san sang cho viec thanh 

II tra ft nhat 24 thang sau khi he"t han dung cua 
16 thu6c. 

.... -+------- -

r6.it H6 -s-a--16 cttic!c gh( c h~p - d[iy di:t cho · e:a~ 
cong doan che bien. dong g6i \1~\ ghi day du: 

'l! II - T~nl , nO,ng dhO, · ham IU'Cm ~ Clla san ph~m . I ; 
-So o san p am. 

1 

_j ~ ~~~~~ ~ha~cd~~avto~1gay ke~~~~~ _ _ __ ___ L_ _______ .. __ _l _____ L _______ J 
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,--T ~:~ ~~~~ d,~: ~~~~i~i ,:6;;a~~~.,~-:o~~l r. ... .. .. I 
· [ s<tn lu'(_.mg ly thu yC:t. I I 
I i - Ten ngLri'l'i lhtrc hi cn va ki0m Ira a lllCli I 

c<-)ng cloan . j 

- ~~c l~et q~ a ki ~ t~ tra ~rong q,ua trlnh s~m 

1 

xuat, ban thanh pham , thanh phfun. 
- Cic thong so may thi et bi san XU<lt 

- Chu· ky cua nguoi tht!C h i~ n. nguoi kiem I 

1. 

tra trong cong do~n, cua nguoi c6 rham ,, 
qu yen X<:lc nhftn ll)(}i n)ng doan dl1<JC thl;I'C 
hi_en rh ll hcrp voi qui trlnh san xucit. dong I I ' I 

--------- +_g_2.!..:_ ________ -------·· ---------------------- --------- ---t __________ T ___ J _ _ --- --- ------~---·---------- j 
6.4 'I H6 so ve tieu chuan doi v6i duoc lieu, I I I 

nguyen lieu va bao bl t6i thieu c6 cac thong I I I 
tlll sau: I 
- Ten goi (ten khoa hQC) va ma noi b<? (neu I 
c6). I 

1 - N,sw6n g6c (rHl'i thu h{ti hoftc nh ~1 cung d\p) [ 
1l - So to, han dCmg. 'I i I I 

- Tieu chu an chat Iuong ho~1c tham ch ieu I + I I 
cluoc dien (neu c6). J : 

6.5 Ti~u chu~n thanh ph~m co di:t thong tin theo -- - -- ~ ----- --------t-------

6 6+ ~~~cd~~~ - Ira 1;-~;~chu i\n-Zh:ii j;I(;;;[;th~nh j . 
I phftm tlwc bien dung thco hu·ong J~m cua ho I I I 
, :--.U d<tll g J... y ll lLI Ul dLfOC U i quai l CO lha111 . ,. 

quycn duy~ t. _ 1 

6. 7 C6 cac bien phap J o~i b6 cac cluqc li~u sau ----~-----
khi che bien neu khong dat tieu chuin chat I ! 

6.8 ~~~:y dinh v~ viec sirng inC-vi!l ~~~b;\i;pl-- - ... ·-·· +-.. j · ·! 
chat Ia trong. qu{t trlnh che hi en. I 1 I 

6.9 I C6 cac quy tr1nh scin xufit cac che ph <.i m cao i 1 

, tLr c~ trcK' :i_eu , _ tron~ d6 ~:11 r~ dun~- mt''l i chiel [ J 
xu~t , t~OI- gtan va nh1et do chtet, phl1ang · I 

6.10-- ~~1~~; ~;:;~~ da~bao sLr-d-6ng ~~~l~{r-;~e;r- ---- ------- - ----- ----+-------- -
lochebicnkhon?· ----- ------ - __ ------~ - _ 1 _ __ : I 

v QUAN LV CHAT LUON<; vi\ TV Kif~M 1 1 

h--n~~:~ :~:: -tra~hat I.Ja;;gd6c 1-fi j) ~;;; c;,J -- ·-· J . --·f-t- . ~ - ! 

-21-c6 th~glli¢~ l~ i v6i-t~g~;yi;1 li~u duqc bao. ------ ~------ -----r-------1 
1

1 quan 6 dieu kicn khac nhau rm6c khi dLra 1 I 
vao san xuat. I I ___ T _______ ------- -- --- ------- - ------ ----------- ·--- ---------- ------------- . ··- ··--------------- - _____ , ________________ _ 

L) I Kicn1 'i o(tt trut·l·g qu <1 trl11h _s< tJI \_u,i t <- (.) li l; It • · I! 

___ .1 hanh ban_~ -~c-~--~h~c~c 1_11_a u d~_i_ di~n eLI ~ j 1 
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-,-----·----.,· -----·----------·-·---~--- -·--;-r-~-

.., :111 phfun trung gian ch(J dc'lng g<l i cun l(l I 
rhu6c ve mar dinh tfnh. ham lvang, d6 tinh II 

khiet va char luang thfch hap. 
4 Q~-i trlnh ki~m tra trong qu <:1 trlnh san xuat 

c6 m6 ta: 
- Loe;ti thi:r nghiem can ti en h~mh V~IO khoang ! 
thai gian qui dinh rrong qu y trlnh sim xual 1 

t hu 6c dn L' n' -; ('J d~mg k v vi't dtroc co qu;m . 

I 
quan ly nh ~t t1U'6'c co th[lm qu ycn tham dinh . 

. - Nhli·ng ki ~m tra ' ' ~t ti eu chu rln ky thwlt "e 
thi:r n hi~!11 da duqc __ ~!1iet ! ~£: ____________ ·-- ____________ _ 

5 86 phan dong g6 i c6 thuc hien cong doan 
lam s?ch day tru yen. 86 ph~n ki~m tra chat 
luqng c6 ki~m tra tw6'c kl1i tien h ~mh th<tO 
rae dong g6i. 

6 ! U l tlt itllh p-h<'tlll da dt)ng. goi dtroc dc' ._-,. khu 

~----- -r- -----l 
I I .. I 
I I 

I I 

-+-- !··········· 
I 

I 
I 

I 

vLrc rieng cho r6'i khi b6 ph£m ki~m rra chat I 

7 -
1 c~~fh~J~~Pi~~~~U,!~~~1° :ct-~:9~ k1~~n i~-a--ciap -- i --- --~~-- -------~---------
crng cac tieu chuan ky t hu ~t tw6c khi xuat I I 
hay phi:'m ph6i. j-

8 L6 thu6c kh6ng dat khi th l:r nghiem thl c-·-o-l---- ·-- --- -------- - i~----- ---- ~ 
tim hi~u nguyen nh;;-\n . _ I 

l) co·--q-uy dinh rht:r nghiem k t~m tra chat r ---- -- -- -;--- -- --- ----1 

1 ~IU\Hlg citu tllO t ttg uyc n lt~u va ~lld tl h plt am.t __ i ---~------t'------- 1 

1 10 I - C6 qui trlnh lay mau. 1 I --1 

U
-9ui trlnl: nay _c6 ~l19C bien SO~Ill phu hqp . f I 
Vat Quy d!nh taJ Thong tu' 04/20 I orrr-BYT ' ! I 

. ~;u"%c ~~~~~~~~~~ ;~~~0\'~~~ vi~c l ~y_m:~ I. 1-- I ... l-- i 

1 
Qu1 tnnh quatt lv dwt lu'tmg \'a tLr than h lra i i 1 I 

I c6 qui dinh ro : 

I -Nguoi lay mau. I I 

I 
- Thiel bi v~ do dWl g mau du·oc di:mg. I I 
- Nai lay mau. I I 

r
l ~~r~~~}~~fii;~:: "::a kh~~~~~-" - _ I ~ -: =t--~-~-- tl -=---==~-~tl ::--::. -=j 
3 Hd so kii!m nghiem c6 diiy dU cac dfr lieu: l l I 

. - N ~~:'t v tht'r n ~ hi <.'111 , · ! I 

i 
1 

- Tt11 s<:in p!tltn, so lCl s<tn pham . . I 

1 

- S6 luqng nhan. I 
- Phuang phap thi:r nghi¢m, quy chwin. II . 

\ - Ca~ d~· li~u pha_~~ tich , k~t qui , _ . , _ 1 

'---- --L..- 01~cua ngu·m ~hl!c b~~~-Qg_~(~!__gi~~~--~~-~_:__ _____________ L. ______ L ______ J. 
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14 Phieu ki~m nghi~m c6 day du cac dil lieu 
sau day: 
- Ten ca quan ca'p phieu. so phieu. 

1- Ten da,ng b~? ch,~, ~am lu;mg san ?hftm. , 
! - Nm san :wat. so dang ky . han dung, ham 
' luang, s6 16. 

- Ket qua tht:r nghiem , gioi han chap nhan 
dUQ'C . 
- Danh gia chat lUQ'ng mau san phftm. 
- Ngay va chG' ky cua nguai c6 thft m quyen. 

I 
15 C6 chuang tr1nh nghien cuu do 6n dinh cua ! 

thu6c tLr duac lieu. [ 
--~------~--------~--~------+-----~-----+------~ 

16 C6 cac tai lieu ghi chep ve qua tr1nh, ket qua II 

nghien cuu do 6n dinh. __ _ 
...... -- - ....... .. -----1·--- ------ -

17 Nhien cu-u d(> on d~nh c6 du9c tien hanh I'. 

trong nhG'ng truang h9p sau day: 
- Cac sim ph~m moi . I 
- Cac bao bl moi. I 
- Thay d6i cong tht!c , phuang phap che bie-n 1 

v1 --t1-1~n;~°C ,r~~~-~itu~~~~{~· v~ siNH -- --- -- j- -- -- ·--· ..... ·- ------------- --r---- ----1 

C6 khu Vl,i'C v~ sinh va giiti lao tach bi~t voi 
khu vue san xuat. 

r-~2--~K~h-u~v-l,i'_c_v_e-~-s~in~h--t-ru-a~-c~k~h-~i -v~a-o __ x_u_a~' n_g __ s~a-n,_ _____ -+----~------+--------

3 

xuat S(;lCh se va CO cac quy trtnh huang dan 
v~ sinh ca nhan (nhu each tht!c ri!a tay va sat II j 
trung). da duac ban hfmh. 
C6 qu y dinh han che ra vao khu nha xu6ng I 
d6i voi nguai khong c6 nhiem ~Y - _ _ _ __ _ _ ___ ___________________ --L ___ ___ _ 
Co 4uy d~~h car!1 an u6ng, hut thuoc ... trong ~ 
khu vue san xuat . 

4 

C6 du nha tam, nha thay quan ao, nha ve 
sinh danh cho nhan vien san xuat. I 

. 1--- --- - -- ---- ---1 ---- ---
Cac thiet bi lap d~t tao du dieu kien thuan 

1

1 , 1 

5 

6 
lai cho vice \am Ve sinh va bao dLrO'no 1 i ------- --'------ --- _,_, _ __,_ ____ .......... __ ;., . -- . ·. - ...... ...... ... -- .,,.~;" - ..... - . - . -' .. . . -- .......... ....... .. ' ... , ,._ -- . .. -

7 Thiet bi duac xac nhan bang van bim Ia sach I 

8 

9 

VII 

truoc khi dung. 
Yiec ki~m tra trong khu Vl,i'C san xuat truoc 
khi san xuat dtrQ'C 2 nguai ki~m tra. 
C6 qu y dinh thay gi~t quan ao sau khi lao 

I 

d(>ng. L 
------~-----+----+------ ,, --~ 

GIAI QUYET HAU QUA I 

1 Khieu na. i ve san ph~m -+-- --- ------~ --~ 
' I , 

I I ' c,) tnn hanh qu v- trtnh btm" \';·m b; u~-d~::~; c;:- t----~- ---~---- --·---:--- ------I - ' 1::' ; 

ly cac khieu n<;~.i. 
--

1.2 C6 chi dinh nhG'ng nguai chiu trach nhiem 
nh~n . xem xet va danh gia nhilng khieu n<;~.i 
ve san pha:rn. I 

1.3 Cac khieu nat duac dan VI ki~rn tra chat ! 
i lu<,mg xern xe l lai . _L_ l I 
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, .. ·····---~--~_,;···:--·----- _ ·--·:····- --------------.,- - -- -.. ·-_··::···-· ·- . 

1.-t · Cu lu'Lt tru b~t ll g \';m ban cho ILI'ng kl11cu nat 
trong m¢t ho sa dac bi~t trong mot khm1ng 
thai gian nhat ctinh ctuac mo ta trong quy 

I trl nh xi:r ly khieu nai eta ctuac du vet. 
Ho sa d6 c6 bao gom: 
- Ten va ham luqng cua duac ph.lm. 
- S6 h), h~n dung, ham luang. 
- Dang bao che. 
- Ten ngw1'i khie'u nai. 

I . 

' - H<:tn dt ilt c Lt<t " Lf k h il' u n<t i. 

l ... -- - ~--

1 

I 
I 

i 
! 
I. 

I __L - Tni ICI1 naua t khtcu nat. t' j J I r··-i ·s- I Nhfrng-k~u nai lien ' (.i-;:;-~;:;--!·6~ -~-l~G';1g ph <:t~- ---·- - --- -------~--- .. -----l, 
1 I Crng c6 hat duqc danh gia b(1i nguai c6t I I J 

_ _!!ghH~Q~l;).R!_1~ ______ =r ______ ! _____ --+ _________ j 
2 San ph~m b! tra l ~i ___ ______ ____________ ... ---t-- _________ J 

2.1 C:6 ~an h_a~h quy _trl.nh ba.ng van ban d~ xLr i I 

ly cac khteu n~u ve san pham. 1 
• 

2.2 H6~0_-~~~ ~1;;--ph~I;:;~- b! trci l ~ t clLrac lu'U -lro· . 1 
1 

bao g6m: I 
- T0n \'~ t 11 ~1111 tuvng CLta si't n phtilll. 
- Dang bao che. I 

-s6 to. I 
-Ly do tra ve. I 
- Chat Juqng ci:ta san pham tra ve . 
- Ngay rra vc. I 

; - C~tc du\_)L ph<i l1l ,.c co d uuc bau qu~ut ta t I 

~~ ~~n°~~r:u~6cft~fy"h~ d ;~;; ;;;;~A ----t- ---------;---~----
------7: - -:;··----.-·---- --·-·· -- --·-- -------·------- . . . 1 .. ·-- . .. ... .. ·-1---. - . 
Tim hoi san pham 1 

' '---.,.-----., ---~,----.. ----··-. ·--- --- ----t-------- --------- -----·--------- --
3.1 Co quy tnnh bang van ban de xu ly v1ec thu 

1 

, 1 

hoi san ph~m va quy d!nh ngu·oi c6 th£im I I 
q u,ye~ quyet dinh thu hoi cac S~lll ph am b i~ I i I 
tra lat. I 

1 ') cn-;htrn~0;-6 -;o ,.;, h:t o -~·,\n -vc: thu h6i -; ;)n ----- ~--r------~--~ 
I I ph~m bao gom ket qua cua viec thu hot san I I I 

-i3l{{~";;~~~i!~ ~~u ~6i duO~ bao 4 u a 1~a~ noi t--- ---~- - I 
an toan de dam bao tranh nguy co co the ct ua J I 
vao tli i luu thong. SLf dung ma chua ti en I 

'---''-han l!_ Q_~~~~ a, d <1 t ~ l_! _g t ~J.!u :tL:_.\ _~:r I)'._ L _l . 1 ____ . _ J 

I ~ 
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