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BO Y Tfi CONG HOA H6I C H T ~  N G H ~  VIET NAM I * 

BO Y TI? VA P&C Lo1 CON NGWI HOP C H ~ G  Q U ~ C  HOA KY 

BQ Y tk (MOH) C6ng hod x6 hiji ch.3 nma Viet Nam vd BO Y t6 vh Phcc 1g.i con ngubi 
(HHS) I j q p  c h h g  q d c  Hoa Ky, du6i day g ~ i  &t 18 "cbc Ben"; 

C h  cu vho Hiep @-h hqp the khoa h ~ c  vh cBng nghe giBa Chhh ph.3 Cong hoh x6 hQi 
ch.3 nghia Viet Nam vd Chinh ph.3 Hqp c h h g  qubc Hoa Kjr kjr n h  2000; Hiep &h hqp thc 
kinh t6 v l  Y th4 t  gifta Chinh ph.3 CQng hoh x6 hOi ch.3 nma Viet Nam vh Chinh ph.3 Hqp 
c h b g  qubc Hoa Kjr kjr n h  2005; Hiep @nh hqp the y tk vd khoa h ~ c  y h ~ c  gifta Chhh ph.3 
Ceng hod x6 hQi ch.3 nma Viet Nam vd Chinh ph.3 H q  c h h g  qu6c Hoa Kf kj7 niim 2006; vd 
Tuyh  bb chung v& hqp thc gifia Bij Y t6 Ceng hod x6 hQi cht~ n m a  Vi& Nam vd Bij Y I& vh 
Phhc 1g.i con ngubi Hqp c h b g  qubc Hoa Kjl kjr n t h  1997; 

Nh@n thllrc 1g.i ich c.3a c l  hai nutrc v& viec blo ve sfrc kho& c8ng dbng th6ng qua hqp tAc 
v l  trao d6i song phuung gifta chc Ben v& an t o b  th\rc phhn, t h ~ c  iln chin nu6i; v i  sv an toh ,  
hi& qu8 c h  cic siin ph$m y ti; 

D M  gib cao su hqp the song phucmg gifia c b  co. quan c.3a Bij Y t6, vh Cuc Q& 19 
~ l d t  luqng NBng L h  sin vh Thuf s b ,  BQ NBng nghiep vd phht tribn n6ng then Viet Nam 
(MARDI DAFFQA) v6i Cu quan Q u h  19 dugc vh thuc ph%n, BO Y t6 vh Phcc 1g.i con ngubi 
Hoa Ky (HHSI FDA); 

V6i mong mubn t h g  cubng hqp tAc song phucmg giih chc Ben d& bho ve sbc khoh vd an 
t o b  clia con nguhi VA dong vat $i Viet Nam vd Hoa Ky, db du phbng, can thiep vd dBp fmg v6i 
m ~ i  v h  d& v& an t o b  thw phhn, thirc Bn c h h  nuBi vh hqp tbc t oh  dien v& an toQ vd hi@ qul 
c h  s h  y tk  dugc x d t  khhu tii nuuc nAy sang nutrc khbc; 

Ghi n h b  r b g  su hqp thc nhy c6 th6 chi thi& vd t h g  c u h g  suc kho& ngui3i d$n b Viet 
Nam vh b Hoa Kjr vh t b g  de tin c&y v& an to& t h ~ c  phhm, thirc tin c h h  nuhi vh an toh ,  hi@ 
quA clia s h  ph$m y d x d t  khku t t ~  nubc ndy sang nutrc kMc; 

D6 gh~ &&I nhu sau: 

~ h a n  I 

Mpc dich va cac nguy8n tkc 

A. Mpc dich c.3a B b  Ghi nhtr nay nhkn th& hien 9 djnh hqp thc song phuung c.3a chc Ben v& an 
t o h  thuc ph%n, thuc c h h  nubi, vA an toQ, hieu qu8 c.3a sBn phhn y t6. B b  Ghi nh6 nhy 



khdng co tinh rang buijc, khdng n h h  mpc dich tao rra cac nghia vy phhp lf theo lu$t qudc tk 
hay cac diAu lu$t khac. 

B. CAc Bbn mong muin quan he h q  tic quy dinh tqi B h  Ghi nh6 nay sB tAng c u h g  suc khod 
can6 d8ng vA d6 dim bAo cac s i n  p h h  xu& k h h  tir mai nuuc la an t o h  va dat nhmg tidu 
c h u h  hi$n h h h ,  ki ca cac tiZu chuk  t o h  chu tumg dumg. 

C. CAc Bbn sZ ta chirc cac hoat dQng bong khudn kh6 bAn Ghi nhu nay phu hqp v6i lugt ph$ 
va quy dinh cua mai Ben. ~ 8 i  B2n chju trach nhiem thi trg cac hoat dong cua minh, tuy theo 
tinh hinh n h h  luc, ngubn luc v i  kinh phi duqc p h h  b6 c h  m8i ben, khi cac Bdn c6 
quydt djnh khac. 

~ h A n  11 

Pham vi hqp tic 

A. Theo BQ Y t6 vh B6 Ndng n&ep vh Phat triin n h g  thdn Vie  Nam: 

1. "Sin p h h  y t& bao gim thubc, t r ~ n g  di, co cic thu6c y hgc cd truy6n vh thao duqc, 
v b  xin v& sinh phi&, my p h h ,  tbi&t bi y t$ s13 dpng cho con ngubi; 

2. ' ~ ~ h u d c  th i~  y" bao ghm cac chit ho@c d c  hqp p h h  th dong thgc vat, vi sink khodng 
chit, hoa chit, duuc sir dwg trong phbng n&a, chdn Qdn, va tri benh ho* d6 phuc 
hbi C ~ U C  n~og ,  &U CM hoac c8i tbien C ~ U C  n h g  c k  dang vat ghm dupc p&, 
hoa c&t, &c xin, h6c mdn, sinh ph&n khac vti mot sd vi sinh vat ~ d p g  bong thu y; 

3. "Thuc p h h Y  bao cac s i n  p h k  chira chit dinh d u h g  s13 d w g  cho con ngubi, 
ki CA phv gia thuc thuc p h h  b8 sung V& thvc phi& chirc nhg;  

4. "Thuc h c h h  nudi" bao gbm thuc h d h g  trong c h h  nudi gia d c  v& gia & d 
duy tri .sire khod dQng v$t va tang cubng chkt luqng &c ph&n nhu at, sita hay 
tning. 

B. Theo Cu quan Q u h  19 duqc v& thuc p h h  BQ Y t& vb Phfic Igi con ngubi Hoa Kjr: 

1. "Sin p h h  y t k  bao gbm chc log thuhc sir d p g  cho con ngutri v& dang vat, vic xin 
va sinh phi&, thi&t bi y t6 s 3  d w g  cho con ngubi; 

2. "Thuc p&' bao gdm cac thuc h b  sir d w g  d& h vti udng cho ngubi hogc dong P vat vh cac thanh phkn clia thgc pham d6; 

3. "Thirc h c h h  nuai" bao ghm c b  slin p h h  d h g  d& cho dong vat h, u6ng, va cac 
thgnh p hdn c3a s h p h  do. 

C. Ghi nh$n r b g  mBi Bbn c6 phqm vi quy&n h w  d6i v6i cic s h  p& cu thi va c6 djnh nghTa 
khac nhau vd cac s in  nay, SIJ h q  tAc trong khuan kh6 Blin Ghi nh6. niiy s l  chi ap dyng 
d5i vbi n h k g  sin p h h  y ti, thuc p h h  va thuc h c h h  nuai thuijc t h h  quy& c h  c l  hai 
Bbn, duqc q u h  19 vb ki&m soat theo n h h g  h$ thang thi  chi cho ph6p cac Ben hqp t6c mat 
cach co 9 n@a. 

~ h h n  111 

Chia sd thdng tin 1 

Cac Bdn dy kikn trao d6i c h  thdng tin sau day; 

1. Thdng tin d he thdng q u h  19 cua rnai nu6c; 
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-. 



2. Cac v h  b&n lust V A  ccii quy dinh cua he thang q u h  ly tucmg ducmg; 

3 .  C6c taj  lieu h u h g  d b ,  hoac cic thtbdng tin k h b  vB he thdng q u h  I j  c6 lien quan d n  thvc 
ph&, thuc c h h  nudi, v a  sin phdm y tk; 

4. Thdng tin cap nhat cac thubc thu y sir dmg trong nudi trBng thuy s h  ma HHSRDA d i  
thdng qua; 

5 Thdng tin v& cac ca hiji d b  tqo liln quan din an toan va kiim soat hieu qua t b c  ph&, 
thirc ih c h h  n d i ,  sin p h h  y tk, bao g8m an t o b  cua s k i  ph& y t& sau khi dua ra thj 
tnrbng ( g i h  sat hhu mii); 

6, Thdng tin liBn quan vii kip thbi vk n h h g  v h  d6 ti& & hoac dang ndi l& va an t o h  sin 
phi& trong nhap x d t  khiu thvc ph&n7 v6 benh truy&n qua thuc phi&, va 8 nhigm thuc 
ph&7 the0 quy&t qnh clia cac Bln; 

Hqp tic trong cang t8c quin 19 
4. Ciic Ben du dinh hgp tAc td chuc ho4c tham gia cac hiji thho hoec cac khoa dao Qo U c  nhau 

vi thuc p&, thirc ~n c h h  s h  p h h  y t iy kg CB C& SIJ Icien do c b  co quan q ~ a ~  t i  td 
chfxc. 

3. MARDDAFFQA v l  HHS/FDA du &nh tiip tyc cic n8 lvc hpp t8c h i C  c6 d8 di din trao ddi 
thu hgp tic v& an t o h  sin p h h  c l  vA thuf s8n d t  kldu ttr Viet Nap sang Hoa Kj.. 

3. Cbc co quan cda MOH va HHS/FDA du dinh hgp tic dB0 QO vd Thuc henh 1 h ' s k n g  tat 
(GCPs) vA thanh kigm tra ciic th13 nghi€m l h  s h g  d ha trq p u t  trih cac s8n p& y ti. 

D. Qc An t o h  v@ sinh thuc p h h  (VAF), MOH vA HHSLFDA du &inh s$ xem xkt cic ccb hai v& 
cac kh6a &o . t ~ o  phdn tich nguy cu, g i h  silt, &i&u tra vvB thanh h-a &c b@h truY&n qua thuc 
p h h  vA g i h  sh d n g  tac d t  a p  kldu thuc p&. 

E. Ciic ca quan c h  MOH, MARD vA HHSEDA ~ I J  cQnh ti& ~ I J C  hqp v6i T r u n g . e  ~ i g n  
dim d h h  'a va nghi2n cliu thu6c clia ~ S / F D A  v& &go tqo danh gii that ciic ha sa &g 
lcj sin ph%n y tk d dBm bAo tlnh an t o C  &a cic s in  p& tm6c khi cAp phdp 6ua ra thi 
tmbng. 

F. C&c ca quan cCa MOH, H, va HHSlFDA dy djnh hpp t8c xem xit chc co hai chia sd 
thdng tin khoa h ~ c  cap nh$t v6 q u h  19 nli ro, cic titieu ch& vB Quy trb$ s b  d t  ndng 
n&&p t6t v& an t o h  thuc p h h  vA thuc &I c h b  nu6i t . n g  qua cic kh6a &lo Qo, cic hai 
thb ,  cic cuac trao d6i va cgc hinh thirc hgp tAc khac. 

BAn Ghi nhir nay c6 hi& luc ki tir ngiiy lcf v i  c6 thbi hqn hieu 1yc la ba (03) n h  k& tir ngay 
kv. CBc B h  c6 th8 quyit b h g  vih biin viec gia hqn BAn Ghi nh6 nAy t h h  t h g  thbi h y  ba 
(03) n&n mot. C4c Ben c6 th8 quy6t &.h b k g  v h  bin viec chtnh sua B8n Ghi nhCr nly, va m8i 
B2n c6 d chi& dir( hieu 1uc cim BALI Ghi nh6 niy  thBng qua th6ng b b  b b g  v8o bAn sho Bdn 
kia truuc sau muui (60) ngay. Viec c h h  dirt hi& luc cim BAn Ghi nhCr nAy h a n g  h u h g  
d&n gia tri hay thbi hqn cua cac du in duqc tiin h b h  trong khudn khd Bin Ghi nh6 tnruc khi 
v b ,  bin nly hkt hieu luc. 



Ky t$ Washington DC, vao ngly 24 t h b g  6 niim 2008 t h u  hai b h ,  m8i bhn bang tien I ( Viet vii tiing ~ n h .  

THAY MAT 80 Y l% VA WC Lgl CON 


