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NGHI BINH
Sira diji, b sung mat 54 quy dinh lidn quan dén didu kién diu fr
kinh doauh thugc pham vi quén Iy nhi nwoie coa B Y th

Can otr Ludt 16 chure Chink phi nudy 19 théng 6 nam 2675,
Xér dé Aghi et Bo tnoomg Bé J"ré:;

Chink phi ban hanit Nghi dinkh st déi, bé sung mit 86 quy dinh lién
FLaN dén didu kidn ddu i kink doanh thuoe pham vi guan IV rhd reoe ciia B9
¥

Chuwrong 1
LINH VL'C AN TOAN THL'C FHAM

Pién 1. Bai bd mdt st vin bdén, quy dinh thiedc linh vwe an toan
thwe phim

1. Bl bo Pidu 2 Chuomg I, Chueng IV va Chuong ¥ ocua Nehi dinh
st 632016NPCP ngdy 01 thing 7 nam 2016 cis Chinh phi quy dink v&
diéu kifn sin xudl, kinh doanh thuc pham thude linh vire quin 1¥ chuyén
npanh ciia Bé ¥ 18,

2. Bl bo ditm ¢ khoan 2 Bidu 3 Nghi dinh 36 1$/2018/NB-CF npiy 02
thang 02 nam 2(H# coa Chinh pho quy dink chi tidt thi hanh mat sé dide cla
Ludr an todn thyre phiit (sau &y gol tic la Nghi dinb =6 152018MNA-C

3. Bii bo Thong tu 58 152012 TT-BY T ngay 12 thing 9 niim 2012 cia
Ra trudmg Bd Y 1€ quy dinh vé didu kidn chung bio dam an todan thye pham
div veri cor 50 san Xuét, kinh doanh thaee phim.

4. Rii bo Théng tr 36 V6201 TT-BY'I' ngay 22 thang |0 nam 20]2 ciia
Bi tnromg, BS Y 1€ quy dinh vé diu kidn hio dém an toan thue phim déi v
car 5& sdm xudt, kinh doanh thwe phim, durg cu, vat lifu hao ghi chia dymp
thie phdm thudc pham vi quan Iy ¢ha B4 Y té,



T3

5. Hal hd Thang tu afs 2620 27 11-BY] ngay 30 thang 11 ndmn 2012 ¢0a
B trudng B Y 1@ qQuy dinh ca]:n Glaw chimg nhén cor sé i digu kién an todn
thure pham d&i véi cae o sé san xudt, kinh doanh thue pham chire nang, duwre
ph.im ting cudomp vi chat dinh dudng, Fhu pia, chit b trer che hién Lhue
ph’am medc Khodag thin nhién, nwdc udng dong chai, dung e, vt [lidu bao
wol, chira dung thre phiam thude pham i quan 1y cda B Y é.

t. Bl b0 Thong twr 23 FOZ012TT-BYT ngay 05 thang 12 ném 2012 cia
Béd teodng Bd Y té quy. dinh vé didy kifn an todn thee pham dfi v cor s
kinh doanh dich vi dn wong, kinh doarh thie in duémg phé.

7. BEi bo Thing ur 56 47201 4 TT-BYT ngay 11 thang 12 nam 2014 cia
Bé trudmg Biy Y t2 haomg, dan quan 1¥ an codn thue phdm ddi véi co sé kinh
doanh digh v an 1|-;:|]'|g

&, Bi ho khoar |, 3 Didu 14, khodn 1 Diku 15 Thong ll_rm 4330 ATT-HYT
ngfy 24 thdng 11 ndm 2014 cla B mwing B Y 18 vé quéan 15 tuee phim
chore néng,

Diéu 2. Sira @i, hid sung ndt s& didu cia Nghi dinh s 677201 6/MD- CP
ngay {1 thang 7 ndm 2016 eda Chinh pha quy dinh & dién kién san xuat
kinh doanh thie pham thude linb vuc quan 1§ chuyén nganh ciia B Y té

1. gy 1 Chwvomg [ durere sita d61 nhu seu:

"Mahl dih nay quy dinh du,u kign sin xuit, kinh doanh thye pham v ho
sw, teinh ot thi tue, thim guytn cap Lﬂzw chirng nhdn co sé do déu kién an
taan thire ]:lh."im {sau diy goi b 1a (Gidy chlmg than) thude linh vie quan |y
chuyén nganh cua B Y 8 ddi itk eo sé san xudn, kinh doanb HAT phém va nham
thue pham trong Pl lue 11 ban hinh kémn theo Nghi dinh s6 13:201 8NB-CP
(sau diy goi Lrlt la cor s gam xudt, kink doanh thue phim) va co s& kinh doanh
dich vy in Lmng Riéng didu kign sdr xuit, kinh doanh vi hé v, trind tur, thil
tuc, tham quyén cip, ¢ip ly Gidy ching nhin co so do dicu kign an todn thy
ph:m:u dat véu ¢iu Thue hanh sén xude Ll {GMF) thyre ph’un bac vé sirc khoe
va digu ]c:len san xudl kinh doanh phu gia thue phim thye hién theo quy dinh i
Nehi dinh 58 15201 #ND-(P

2. Chuomyg 11 duoe sia d&1 ndur sau:

“Chuony 1T
PIFU KIEN BAQ PAM AN TOAN THUC PHAM DOI VOT GO SCTSAN X1UAT,
KINH DOANH THUC FHAM THUOC THAM QUYEN QUAN LY CTA BO
¥ TE VA CC S0 KINH DOANH DICH VT AN {JONCG

Biéu 4. Cor 56 sdn xuiit, kinh doanh thue plmm thuic thim l‘.'[ll‘l-"l.l'l
quéan 1% ciia 3o ¥ 18

1. Tuiin thu ¢de quty dinh tai Exidu 19, 20, 21, 22, 25, 26 va Didu 27 Luit
an todn thie phim va cac vEu cio cu the sau:



a) Quy trinh sdn xuat chiee phimn duge b i theo neuyfn tic mit chidu
tr nguyén [1¢u ddu vag choe d2n sin phim cudi clng;

. H 3 Ny . i - . 2
b Tirdnyg, trdn, nén nbi khu vue san xudl, kinh doanh, kha sin phim

khing tham mrde, ran mr, dm mébe;

¢] Tranp thidt bl. dune cy tiép xic truc G8p val thue phim d& 1am vé

sinh, khing thai nhidm chit déc hai vi khdng ghv & nhidm déi vai tre phim;

- . ik Lo . - :
oy {06 dnp hofc piay, diép d¢ s dung néng trone khu vie sin xodl

1 gTh s phﬁm;

dy Béo dim khong o ofdn trong vd donp vil gay bal xan nhap vio kbu
vire san xudr va kho clata the phim, nguvén lidu thye ]nhfim; khing s dung
hod chir digt chude, eon tring v dong vat gy hai toong khu vre sio ¥udt i
khe vhia thoe ph.'im, nguvén lidu thue phém;

e) Khang by ban hoa chit dimg cho mue dich khac frong oo s Kinh
doarnh phuy zia, chit hé tro ché bidn thue pharn.

2, Wmrai true tiép sdn xudt, kinh doanh phai duce tip hodn kidn there an
todn thre phitm v diege chd co 5& xac nhén va khong bi mac cac bénh ta, Ly,
thuwng han, vidm gan A, E, viém da ehiém tring, lao phdl, téu chay cap khi

dang san xuét, kinh doanh thue phim.
Bidu 5. Ca s& kinh doanh dich vy fin uﬁug

I. Tudin thi cée quy dinh Gl Didu 28, 29 va Didu 30 Ludl an lodn thue

3 -. . ~ 1 )
phim vi cic yéu cie oy the sau;

a) Thaee hign kidm thyte ba bude vi L mén thive o theao hurdmg, dan cla
2& ¥ 1f;

b} Thift bi, phueng tén vin chuyén, bio guin thue pham phal bao dam

vé sinh va khing gy & nhiém cho thue phim.

2. Maurd e tiép ché hién thire an phal duge ip hudin kién thnte an tadn
thure ph:i::n vi duge chil co s& xac nhan va khéng b mac cac bénh 14, v,
thueng hin, viém gan A, L, viém da nhidgm teing, lao phél, tidu chay cap khi
danp sin xu:iL_ kirh ¢oanh thie phﬁm."



3, Clivreng 111 duog sira d60, bé sung nhu sau:

“Chuomys 111
THAM QUYEN, HO 80, THD TUC CAP GLAY CHUNG NILAY (¢ S0
HU PLEL KIEN AN TOAN THIUC PEAM DO VOT CO SO SAN XUAT
TUHUC PHAM TIIUGC THAM QUYEN QUAN LY CLA BO Y TE
VA CU S0 KINIL DOANEH DJCH v AN UONG

Diéu 6. Thim quyén, ho so, (hi tue cip Gidy chimg nhin
1. Thimn quyén cdp Gidy cliing nhén:

BoY It ¢ip hoiic phin Lﬂp, Ly quvul cip Glﬂ\' chirng nhin dbi volL ¢o s
san xudl nhidu loai thue pham thuge thim guyén quan 1§ cia B Y o duaoe
quy dinh tai khodn 5 IDicu 17 va gquv dinh gl Phu loe [T Nghi dinh
s L 5201RNB-CP,

2, Hi s xim cap Giay chimg nhdn thwre higa theo céc quy dinh tal khodn L
Frigu 36 Tuft an todn thue phim va cac véu cau ¢y thé sau;

Al Frxm, dé ngh cﬁp Giﬁ}' chimg nhan theo Miu 5h 01 Pl Jue 1 kém theo
Nirhi dinh nay:

B Rin san Gidy climg nhin dang k¥ kinh doanh hodc Gn} chirng nltdn
ding k:, doanh nghiép ¢d nginh nghé phu hap wa1 loan thee phém coa co sd
san XUdl {66 xAe nhin cla o5&,

<) Danh sach ngudl san xudt thee phim, kinh deanh dich v &n wine da
duge tip hadin kién ture an todon thie phdm of xac abide cla chi cor sd.

3. Tha toe cdp (ray chume ohin thue higéo theo cae quy dinh tat khodan 2
Erigu 36 Ludt an todn thye phim va cac viu ciu cu the sau:

a) Lip hd s thea quy dinh lai khodn 2 12180 ndy va nop qua hé théng
dich vu eéng roe luyén hode qua dueng buu dién holie Ll co guan Uép nhin
hé sir

rr - ) - 3 1 2 - A VA - =

b} Trudmp hop oo véw cdu sga doi, ba sung b so, cor guan tiép nhan ho

s0f oo trach nhigm thitng bao bdng vin ban cho co s trong thon han 05 npay
lam vigc ké wr khi nhan dn hi so.

Truimy hop qua 30 ngiy ki ter khi nhin duge thong bao, o s khing bd
slng, hodn chink bd 5o thea :.eeu cau thi b sor {:Ll’l. o g0 kKhong ¢on gla tr.
Té c:hm: ca nhan phat ndp hd s mini dé dugee cdp Gidy chimg nhin ndu ed
nhu ¢éu,



n

¢} Trdme hop khdng o yéu cdu stu &6l bd sung hé su, co quan tdp
nhin ho so cd trach ohidm thinh lip doan thim dioh holic Gy quyvén tham dinh
vit lip Bién ban thim dinh theo Mau s6 02 Phu luc T kém theo Nghi dinb nay
wrong thén han 13 ngdy 1am vide ké tir ngdy nidn dd hd se. Treemp hop uf
quyen tham dinkt cho oo quan ¢f thim quyén cip dudi thi phdi co vin bin
iy quvin;

Padn thim dinh do co quan cé tham quvén chp (Hay chimyg ohin hode
cor quan duge dy quyén Lhim dinh o quedt dinh thinh Mp o6 o 03 dén 05
nawiri. Trone dd co 1t nhit 02 thanh vién lam cOng (A vé an twan thye phim
(ed the mat chuyén gla phl hop [inh wre san xuwdt thie phim cta oo si tham
o1 dodit thémm dinh co 300,

d]n Trremg hap kit qui thim dinh dat véu caw, trong than gian 05 ngdy
lim vige kE e I:'lE.:l‘-.- co lu,L qued thim dinty, co quan tép nhin hd sa cap Gidy
chirng nhin thee bMaun 58 03 Pl lue L han hanh kéro theo Nghi dink nay.

dy Trramg hop k&t qua thim dinh tai cu sy chua dat yiu cdu v e thé
khic phoe, dodn thim dinh phai ghi o ndi dung, yéu cau vi théi gian khie
phuc vao 13ién ban tham dink vén thol ban khae phue khdng quid 30 ngasy.

San khi cd hio cio két qua khic phuc cia co so, trong thid han 05 ngdy
iam vide, Poan thim dinh dénh gid kél qud khic phuc va ghi két lwdn vao bién
ban thim dirh, Trudmg hop két {ua khdc phue dat véu cin sé dirgre chp (Fidy
chirig nhan theo quy d_!_:lﬂl tai diém d khodn nay. Truémg hop ket qua khiic
phuc khing dat vén chu th coquan l]n:p nhin hi s thiny bao kit U thin
dinh co s khanp dat yéu ciu bing vin bin che co s va cho co guan quan 1§
dia phuomy;

) Truimy hop kit qua thim dinh khong dul véu cAu, o quan tép nhin
hé so thdng biao bing vap ban cha oo quan quan ¥ dia phuoronp gidm sat va
wé cin oo aé Khiang duge hoat ddng cho dén khi duwe cdp Gidy chong nhan,

4. Treime hop thay 41 tén cia doank nghisp hodc dai il oo s, thay
a1 dia chi nhumg khdng thay i vi 1] va quy trinh san xuit thue phim, kinh
daanh dich vu an uing va Gidy chimg nhan phai con théd han thi co so g
théng bao thay doi théng tin trén Gm} chimng nhin va kém ban sao vin han
hop phap thi hién s thay ddi 46 dén co quan l'lﬂp whan hé sor di chp Cridy
chimp nhin qua hé thing dich vu cong trire tuyén hodic qua duimg buu didn
hade tan co quan tiép nhan hi se.

a. Gifi}r chimg nhin dugc cﬁp trude khi Nghi dinh néy b hidu Dy tié"p
tue duge st dung dén hét thid han ghi trén Gidy chimg nhin.®



Bidu 3. Sika d5i, bd sung wdt s didu ciia Nghi dinh sé 15/2018/ND-CP
nan 02 lh:ing {2 ndm 2058 ciia Chinh phit quy dinh chi tiet thi hanh mbi
50 ditu cda Lufl an foin thye phim

1. Si1a L‘hfﬁi, bé sunp didin a khoan 2 Fhicu 5 nhu sau:
i

i) Ta clite. cd nhdn or cdng b sdn pham trin phuong Lén thong, tin di
-::hung hodc trang thing tin dign uT cia minh hode nigm yEt cing khal @i o
3 clia th chie, od hhiiel va cdng, hé trén Ha thing thiing tn dif liéu cfip nhit
vé aty T thite ptnrn {Trong trurdémp hop chia cd HE ehang thing tin dir 1120
ciip nhiie vé an taan thiee ph’urn rhi #& chire, cd nhin nip 01 bin qua diimg
dién hodc trre tigp dén Cor quan quan 1y nhi muede o tham quyen da Uty ban
nhin dén tiny, thanh phﬂ- trwre thude tumg womp chi dinb dé Tweu trir hd sor v
dang ral tén i clhate, cd nhin va tén cdc san pham nr cing, bt trén trany thing
tiy dién 1y cua cor guan Tlep nhin, tredng hop 13 chike, £d nhin co to 02 cor sd
5an NUAr 1d 18 clng 3an *uit hit Ran ]'.nhfim thi & chite, cd nhén chi L hé
S0t MGt oo quean guan Iy nha mode o dia phuaong of oo sd san xudl do L
chire, ca nhdn lua chon, Khi da lua chon cir quar gquan L nha nwde dF ndp hd
a0 thi cac 1in tu cOng, hi t]n:p theo phal nép i so tai oo quan d3 lua chon
irrge daj”

2. BA sung khoan 6 Diéu 40 ohu sau:

“&, T chive -:.,ﬂp Giiy -::hurlg rhfin cor sd G0 didu kidn an toan thie pham
déi véi oo s sdn xudt quede udng dong chai, mrdc ]~.hmng thigén nhign. mrde
da ding lién, g da dung, dé ché hién thee ;:-]ﬁm GO S0 San :-:uar. thire phiem
i sung, thie phﬂm dinh dhrimg v hoe, thire pham ding cho ché diy in dac
IMér, sdn pham dinh dlrm1g dimg che e dén 34 thang wéi, phu gia, chit hi
tray ché hidn thue phim, cac i chdt bd sung vao thue pham Coros0 AR KuAt
thirg ;}ham khac khiing diroe guy dinh tar danh muc coa B Cong Thuong vi
B& Nong nghigp va Phat trién ndng thdn, e si kinth doanh dich vy in udnge.™

Chuoong [T
LINH Y1 DLUOC PHAM

Diée 4. Bii b cde quy dinh sau dfy caa Neghi dinh sd S4/201TIND-C P
ngsy 08 thing 5 ndm 2017 cia Chinh phi quy dinh chi fiét mat sé diéu vi
hién phap thi hinb Lual deve

|. tném ¢ va diem o khoan | Diéu 3.

]

_BiEm b khodn 1 Didu 4,
3. Biéu 9, Bidu 10, Bidu 11, Bidu |2, Pido |3,

4. Khoan T, khoan 3 va khodn 4 Bidy 14,



5. Khoan 4 Didu 19,

6. Didm a, didm b, didm ¢, didm d, didm d va didm e khoan 2 Pigu 21
7. Khodn 2 Bién 23,

5. Dt 241,

Y. Dicu 25,

140, T¥cu 26.

11. Dicu 27,

12, Khoan 1 Piéuw 28,

13, Chy ;:lm]'. YE1L céu phai ci thém L) bedu chuven endn kv thudt va nhin
sit theo npuyén tic Thuc hinh ml phin phii thude, nguyén llr::u Jam thude dii
vaL ruimg hom oo sor dé nghi La}'.l {nuv Lhn.rm-:, nhin 40 diéu kién kinh doanh
v phar vi xudt khiu, nhip khiu d‘mn-.: nguwn lidu lam thude ¢é ban thudce,
neuyén ligu lam {hudke nhip khau cho co s& ban 1€, co 50 khiam bénh, chira
bénh tal didm by khodn 2 Didu 32.

|4, Khodn 3 Diédu 32,
15, Khudn 5 Biéu 38,
L&, Khodn 2 Pidu 40,
17, Piém d khoan I; ditm d khodn 2; diém b, ¢ khodn 3; didm d khoan 4;
digm ¢ khodn 5; didém d khedn 7; diém b, d khoan 19; digm b, c khoan 11
Frigu 43.

18, Quy dinh khao, kho vue nmf:, phil co Leirmg va trin kidn of duoe Jim
rlr vt lidu chiac chan guy dinh i diden & khadn 1, diem a khoan 2, difm 4
khodn 5 va didm 4 khoun 7 Liéu 43,

19. Fidm ¢ khoan 1; diém ¢ khodn 2, didin b khodn 3; dicm b khodn 4;
khoan 5; diém ¢ khoan &; khoan 7; diém b khoan 12 Biéu 44,

20, Khodn 2 Biédu 49,

21. Diéu 30,

27, Didu 52,

23, Diém b khodn 1 Féu 53,

24 Priém b, c khoan 2 Dicu 55



23 Pidm ¢ khoan 1, diém a khodn 4 v didin a Khodn 5 Piéu 60
26, Didm ¢ khean 2. didm b khodn 4 Exidy 62,
27, Pidin ¢ ¥hodn b, digm i khoan 2 Bidu 65,

28. Yéu chu phal ed Bao cdo k& qud kinh deanh thude 1 nng hiv sor &8
nglt Cﬂp phén !lha'p- khiu thudc irong ]J::mh [{alN[ tlumc duge chiér thude Mhanh
e chit by cam s dung trong mdt 55 nganh, Tinh vee quy dinh tal digm g
khoin 2 Biéu 65, didm h khodn ? Diéu 66, ditm ¢ khodn 2 Bliéu 60,

29, Yéu -:::11.1 phai oo (Hiy chimg nhin the hinh L T XUt cila oo 54
tham gia san it thudic nhip khio trong hit si7 d¢ nehi dp phép nhip l-’.h’u.l
thude quy dinh tai diém h khodn 2 Dido 63, diém | kboin 2 Biéu 66, didm g
khodn 2 Biéu 69, diém b khoan 2 Dicu 71, didm 1 khodn 2 Bidu 72 48] Vil
truimg hop trén {Tidw chimg nhin san phﬂm (g <13 H4C nhin ¢ a0 sdn xudt
dat neuyén e, G chudn thee binh 13t sin xuic

30, Whitm k khodn 2 Biéy 66,
51, Diém a khodn 12 khoan 2 Blidu 63.

3”' Yéu cau phii ca han chinh Ban cam két coa co s& 5an xudl va oo s
CLbE mp thude mrde nRoal Vi vigc dam hao chit lirgmer, an toan, hidu qua gquy
dinh tai didm e khodn 3 Didu 68 dii voi troome kop nhip khidu Hi.]'.lh pham.

33. [hiém h khodan 2 Diéu 61,
34, Diém b khodn 2 Bidu 70,
3%, Didm | khoan 2 Bigu 71,
36, Fidm d khoan 2 Bidu 73,
37. Frém b khoan | Bidu 74.
3% Didm b va diém d khodn 3 Diéo 74,

39, Yiu cau phai lap dom hang rigng quy dinb tad khodn | Bride 76 doi
i rudmg hop nhip khiu thode theo quy choh tal Bigu 72,

40, Bidm b khoan 3 Pidu 76,

41, Yéu ciu +& hop phap hoa lanh su i voi nhdn thude quy dinh
diém d khoan 3 Didu 76.

42, Ouy dinh v€ véu cau Gidy chimg nhdin sam pham duge phai ef nid
dung x4c nhin thude diege o hanh thure @ & nueode cip Gidy chaog nhidn gdn
phim duge guy dinh i didm d kboan 4 Diéu 76,



43, Khoan 2 Bidy 78,

44, Briém b khodn 2 Fridu 82,

45, Digm b, diém ¢ khoan | Difu 84
46, Bigm d khoian 7 Fiéu 85,

47. Bhiém b khodan 1 Fidu 86,

48, Quy dinh ¢or 5¥ cung cip nguyen tidgu lam Lhude ]:Ih-.-l.l klem 50t die
biét duge nhap khin oé kidm npghidm, nghifn cuu ]'IUHL 5311 xuat thude xudt
khiu theo quy dinh tal Pidu 80: nguvén Hau Jim thute nhip khiu thea quy
dinh 1 Didy 82, 83, 84, 85 thude vidn trer, vidn tro ohdn dao phai thire hién
auy dinh tan Khoan 15 Eliéu 2.

40 Y éuy -::au phal nip bin chink holic ban sao cd dong diu xac nhin cla
o5& nhip khiu Phidy kifm nzhiém cho timg, 13 lhuﬂc nguyén 1ié0 Lam thude
hhap khiu dwoe quy dinh tai diém ¢ khodn 4 U]Lu 02 trong trdmy hgp nhip
khiu thude then quy dink 1ai diém a, b khodn 1 Diéo 72,

5. Yéu cdu ndp ban sao ¢f déne diu xéc nhin olia co sé nhip khio déi
vl gidy Oy guyin huiic pidy phép han hang hode pidy chimg nhén quan he
dhi e guy dinh tal diém d khodn 2 Pridn 92 ddi véi thuiic vién trg, vién oy
nhirn duo.

51 Yéu cﬂu nip hin san ci ding déu xic nhin cda ot i nhip khiu liTL:-J
vid gldy ty quyén hoje pidy phép han hang hofic gidy chimy nhan yuan he A
tac quy dinh tai: didm d khoan 4 Pigu 92 ddi véi thude nhip khiu theo quy
dinh tal Piiéu a8, Fyidu 72, nguyén lifu lam {huéc phii kitm soat dhv bidt nhdp
khdu d& san xudt thude xudt khdu quy dinh tan Dida 80, nguyén Hél lam thudic
nhip khiu thee quy dinh ai Bidy 34, 85,

52 Biém a, ¢, d va doan “B& twdmpe BG Y Ll:.. guy dinh cw the danh mps
dirgre [idu phai dang kv hru hanh™ i khosan | Dide 93,

53, Bidm d va difm o khoan 2, didm b va didm ¢ khodn 3, diém ¢ khoan 4
Briéi 08,

54, Diém % khodn 2 Pica 100.

55, Tha tuc 143 xudt nguyén ligu lam thude tai khoan 4 Picu 104,
56. Khoan 2 va khodn 3 Biéu 107,

£7. Bidm d kiwan 1 va ¢idm d khodan 2 Bidu 108,

5%, Bidy 109,



349, Dén 119,

60. Khodn 4 Biéu 111,

a1, Didu 114,

62, Didu 113,

63, Khoan 2 va 3 Digu 120,

64, Diém d khodn 1 vi didm & khodn 2 Bidu 121,
63, Diéu 122,

&6, Didu 123,

67, Khoan 4 Prify 124,

68, Pigm b khoan 4 Bidu |30,

9. Pidgm d, didm e, didém g khoan 4 Pidu 131,
. Khoan 2, khodn 3, khoan 4 Difu 134,

- Bl s T ST TR S 1o 3

71, Quy dinh v& 1§ winh thue én véu cdu ve chimng chi hanh nghé duge
cua ng i phu trich vit bao dam chit hoomg thude ciu eo s sin xudt quy dinh
tal khodn 1, khodn 4 Diéo 140,

72, B30 b 0%, 09, 10, 11, 13, 14, 13, 16 w4 17 Phy lue L.
73 Déng 12004 152 Phy Iuc Y,
74, MAu s& 03 va 04 Phy lpe VI

Bidu 5. Sia Adi niit i ditn ciia Nahj djnh SO 54!21’.)1 TNB-CP nga}f 0%
thang 5 nam 2017 ¢ia Chinh phit quy dinh chi titt mbt 54 difu vé hign
phap thi banh Luat dwge

. Khoin 2 théu 2 dooe stra d40 b sung nhu sau:

“2. Héi thio giti thiéu thude 13 budi gioi thidu nde hofe thao luju
chuyén dé lign quan dén thude cho ngwd hanh nghé v, duge.®

2. Didém a khodo | Didu 3 dirgrc sira dﬁ[_. bé sung b sak

“a} BPom dé g -:5]:: Chimg chi hanh nghf': dire thure hién theo My s8 02
tai Phe loue T ban hanh kém theo Muhi dinh nay ™

3. Diem a khoan | Didu 4 dweoc sia 401, ba sung abar sau:

“a] Bun dé nghi cdp far Chimg chi hink nghé durgre thire hidn then Mau
af 04 tai Phu lue T ban hanh kém thee Ngha dinh nay "
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4, Pidm a khoan 1 Pidu § oo sira déi, bl SUNE, Nl 54

“a} Bien dé nghi didu chinh ndi dung g chi hanh nohé dwe thue
hidn theo MAu s 035 ta Phu lue T han hanh kém thea Nghi dinh nay.”

5. Iném a va didm ¢ khean 3 Bign 6 duge stra dda, béd sung nhar sau:
a) Digm a duge sos doa, b sung nhe sau;

“a) {Hp Chime chi hinh nghé duee trong théd han 15 ngéy. ké tir ngdy
phi rén Fhiéu tiép nhidn ho so; truome hop khoog cap Ching ol hanh nghé
ducee phai ¢b van ban tra lai va néu rd 1y dog”

by Fidm o duroc sia did, bo sung nhe sau;

"o} Chp lai, didu chinh ndi dung Chime chi hanh hehé dirge trong thir
han 05 ngdy lim vige, ke 1l n;&,m ghi trén Phiéu tidp nhin hé so; tréme hop
khéing cip lai, didu chirh ndi dung Chime <hi hanh nghé duge phai oo van
b tra 1on wa néu th Iy do”

6. Didu B dure sia di, b sung nhu sau;
ST - " . - » L - n ~ A
“Ridu K. Cor siv dao tas, cip nhat Kién thive chuyén min v dwge

. Cor 50 daa 190, ¢dp nhit kign thire chuyén man vé dure phat la e
r.run_;:_ cac 16 chire sa Cor sd glag duc ng_he nohidp od ddo 1ao chuvdn n}jcmh
vy, duge; oo sé pido dye of ddo tan mi nganh thude khii nuanh khos biows sl
khoe: vién nghién citu cd chie ning dao tan chuyén npanh y, doroe; cor sl o
chire nfing dio tao nhan hee v té; cde bl nghé nghiép vé dug;

2. Co so dao tao cip nhdl kién thire chuyén mon v& duge phal xiy dung
chiromp, trinh dao tao bao pom cac ndl dune chinh sau iy,

a) Mol dung &0 tao bao gdm:
- Kién thirc chuven nganl;
r [ . " - - - 1
- Fhdp ludt va quin 1§ choyén mdn v dues;

h) Théd gian dao tan, cip ohit kién thie chovén mdn vé diege: 108 thigue
Of pri ™

7. Didm a khodn | va didgm a khoan 2 Pidu 15 duge =0a ddl, bd sung,
nhur sau:

a) Didm a khodn 1 dwoe stra dii, bd sung nhu sau:

“ah Kigm tra, gidm sit ode oo s ddo teo, cip nhdl kitn (e chuvén mén
vt duoe quy Ginb tai BPeéu 8 cia Nght dinh nay;”



b} Pidm a khoan 2 duge sira 360, b sung nhu sau:

“a) Kl tra, giam sdc va phid hop v&i cde co s dao tao, ciip nhiit kién
thire chuyvén mén vé duge én dia han quy dinh tai Ficu 8 coa Nghi dinh ndy
tromg vife 16 chire dao we, cip ohio kiétn thic chuyén mdn vé duge;”

8. Khoan 2 Didu 21 dwege stra dbi, bd sung nhar san:

“Z. That gian thue hinh chuyén mon @ co s dwoe pho hop guy dinh i
BENgu 15, BNdu 16, Bidu 17, Béu 18, Euéu 1%, Bidu 20, Buéu 21 va Bigdu 22

Ludt duere durge piam:

a) ¥ thaol oian déi v RELET] i hﬁng tign g hode chuvén khaoa 11 vé Tinh
viee lidn guan dén ndt dung chuyién mon thue hinh;

) Y4 thivi gian doi v nguii cd bing thac s§ hoac chuvan khoa I vé link
vire Lign guan dén ndt dung chuvén mén thue banh ™

4 Khodn 3 Diéu 28 dugoe sia 860, bd sung nhu saw:

“3. Bd Y 1€ o teach nhigm chi dinh co s dd didu kidn theo quy dinh
tai Bidu 23 ¢ia Nehl dinh ody @ chie thi xét cdp Chimg chi hanh nghé
duge trong truémg hop khng of co sé nda b chire thi xét cdp Chirng ol hiaoh
nghé drge, "

14, D 31 durore sita A, b sung nher sau:
a) MTa ddi didm b khoan 3 Pidu 31 nlnr sau;

“by Cé dja diem ¢o dink, riéng hide dusre xdy dune chic ching dién tich
phi hop véi quy md kinh doanh: ha tri & noi cao rdo, thodng mat, an todn,
cach xa ngudn & nhiém.”

by Scea dal dicm ¢ khodan 5 Pidu 31 nher sau:

“Phai cé khu vie bdo quan vi trang thiét bj bie quin phd hep ¥ véu
¢iu baa quan ghi trén nhan,

Duge idu dde phai duce by bén (néu o) vi bde quin tai khu vae rfag;
trudmp hop duge biay han va hao quan trang cing mdt khi vire vd cac duaoe
lidu khic thi phal dé tidng vé ghi 1o “duee ligu d8c” & trdnh nham Hn,

Car ser churvdn ban 16 thude duere lidu, thude f truyen hoiic chuyén bin 16
dirgc lidu thi chi cin od khu vge baa quan tuong 1mg d€ hao quan thude duge
lidu, thude cd lruvén bode 3¢ bao quan duoc licu, vi thube b truy "



1 1. Briém a khoan 2 Biéo 32 ducrc sira A& nhur sau;

‘) PIAi v oo sd sdrn Wikt t]u:-::n: npwvén ligw lam thudc: Tai i vé dia
diém, nhi XIS, sin Xudt, phang kiémn tghigim, khe bao quan thude, Uy
lidu lam rhudc. hé tlmng phl.,L ey, trang thiét bi, may o san xudt, kidm
nghidm, bao quan thude, hé t}mng ausan 1y chit lirgmg, tad fiew chuyen mon k¥
thudt vi nhin sy theo neuyén tie Thue hanh 9 san xudt thude, nguvién ity
Jam thude.

Trueimy hyp o so dé nghi cip Gidy chimy nhin db déu kién kinh doarh
véi pham vi san xuit thuée, npuyén Lo Jam Lhude eo ban, giuo thude, m2LLy 1
ligu 1am thude do co =& sén xudt che co s bdn buding bin 18, co sF khim
: i vin mon kb thudl vi nhin sy
theo nguyén tac Tlnze hinh tht phin phoi th.{ff‘fucm npuyén lidu lam thube, trir
trurdmg hop piac hing tal kho cia co =0 san xudt da”

12. Tigu dé, didm a khodn 3 vit khoan 4 Fiéu 33 duoe sira 44i nhu sau:
#3_ Cor quan tiép nhin hé so thue hidn:

a) Cip Chidy chirng nhin dd didu kién kinh doanh duge trong thed han
2 ngdy, ke Ur ngay zhi rén Phidu udp nhin hd so d6i vol lrwime hop oo sé
vt chit, k¥ thuil va nhin su da duwoe kidm s, dinh gid dip L'mg Thue hink
tét phi hop ved pham vi kinh doanh. khéing phii 1§ chire dinh pid the 1 tal
ot 56r o nuhi cip (Hay chémp ohin du diée kicn kinh dounh duge;

4. Khi ed yfu ciu sua déd, b sunpe ho sa i v Lrl.r'i:rng hop gquy dinh tal
d[Lm a khoan 3 L]ILLI ridy, trong thin han 07 ngay lam vice, ke 1 ngdy ghi trén
Phi¢u tiép nhin hé se, co quan tiép nhan hé 50 ¢O wAD ban g oo scr & nghi,
trong d6 phat néu cu thé cde 1 ligu, ndl dung cin sta dHi, bd sung,™

13. Bidm 2 khoan 3 Pridu 34 duoc sira didi nhur sau:

Ha) 'll_'dp lai, difu cliinly [I]d\ chinp nhin do dicu kién kinh doanh duo
wong thil han 15 nody |:ili.. b ngay ghi wén Phifu lLLp nhin b so 5 v
trrdme hop quy dinh tal didm a khodn 2 va khodn 3 Bidu 36 ca Ludt deeoe;”

14, Khoan 3 Didu 40 dwoe sia dﬁri, b subg nhr saus

“3_ Trong thin ban 05 neay lam vide, ké tir neay nhdn duee théng bao
cha oo &7 chie ban le thude L dang, §¢ ¥ 16 of trich nbném cong hé
théng no co sd té chire ban 12 LhLl{]-L. Iru dgnp irén Ciing thong hn diém 100 cua
don vi vi théng bao cho Phang Y té huvén dé gidm sat, kidm tra.”

13, Khoan 2 BYiéu 41 duge sira d3i, hé sung nhur sau:

a) Sira tlén dé khoan 2 Pifu 4| nhu sau:

~ r: £ £ - i - L -
“I, Cong bd danh muc thuoe, duge chiét thude danh mue chat by cdm s
dung trong mat &5 neanh, linh vee:™
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by Sita di didm b khodo 2 Diéu 41 iy sau

“hY Sau klu ohin duu;r-:: danh muc chiit bj cim s dung cia cac b, co
quan ngang hi. Bd Y & cing ba dunh mue thude, dure chm thude danh muc
chil bi cAm st dung wong, mét s& nganh, linh vuc trén cing théng Lin dién 1o
coa Bd Y 12"

Fa. Khodn 2 Dicu 42 duee sta dbi, bd su ng nnr sau:

3 Trwdmg hop trén dia han khéng of oo 5@ kinh deanh thode phal kiém
5040 dde higt, Sa Y (i ef trich nhigm chi dinh co sé ban budn hodc co so
b 1€ thuee hig€n sndéc kinh doanh hodc khoa duge cta co s¢ kham benh,
chitd bEnh nhuone lai thude phil kidm soat 43¢ bigo dé bio dém dit dwde cho
newrdd bénb

17, Lhiim a khoan 4 Bién 43 duwore sika 461, bE sung nhny sa:

“a) 0 kho rténg hodc kha vue m_m_:, dap irng Ly i Thue hinh 161
bio quin thud, ngiyén Ligu lam thude d& ban qua thude gy tghic, thude
hudmg thin, thudc tiéo Lhal nj:_LJ‘-.-L]'.I 12w lam thude 13 duge chal gdy nghicn,
dm;u: chit hudng ﬂf‘l"lt] uen chit ding Jam thude, Kho haae khu wize niy phai
¢d eia, co khoa chic chin:™

15. Khoan & Biéu 43 duge sira di, b sung nhir sau:

6, D1 wai oo sd wudt khiv, nhip I:It_s"ht. hin b thude phong xa phai
e he thing guin by, theo dil bing b s 0 sach theo guy dinh cdy Bd treomg
H':} ‘IT .["' LL]

19, Diim a khodan 8 Didu 43 dwoe sia déi, bo sung rthir saw:

“al Thude giy nphién, thuéic buromp, thiin, thudc tién chéit phii biae quan
trong Gl riéng hodc ngdn rigng cd khoa chic chan;™

260, Khoan 12 Difu 43 dioe stra ddi, b sung nhr sau;

“12, D&i vdi ¢o 5 kinh doanh dich vu thia thuéc trén lam siap, kinh
doanh dich vu tha toomy duong sinh hoe cua thude, kinh doanh dich vy kiém
nghu-;-m thude phai kiém soat dic bigt nir cac truimg hop quy dinh ta l-:ht:rﬂtl 1]
Diéy nay phai bdo quarn thudc gy nghién, thufc hudmg thin, thudc iico :,har
nguyen licu lam thude 14 dm;n: chit gdy nghién, dirge chit huremy thén, 1ién
chit ding fam thude, thude dang ]:nhm hop céd chira duge chit gy nphién,
thude dang ]:1]1:::1 hop cé chita duge chit hwdng thin, thube dang phm hp co
chia lién chit trong kho e riéng <o khéa chic chan hoac 0l 1iéng, ngiin
ridng ¢& khoa chac ¢han.”
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21, Phadu 44 duoe sita ddi, b sung abur sa:
Thay cum or 02 nam™ hfmg cum tir 12 thdng™ 1ai cde khodn 1,2, 4,6, 10
22, Khoan & Biéu 44 chrge stra 361, bd sung nhu san:

“O. P} woi oo sét bdn 18 thufic phing xa: Nousi chiu tréch ohiém bin B
phat 12 ngarot oo banp tot nphidp trong cap nganh duge g oo™

3. Pidm ¢ khoan 2 Didu 46 duoe sira 461, b3 sung nhu sau;

1:] Cor sér ding thin cé Eli:l]r chime nhin dd diéu kidn kinh deanh duce
pham vi xudl khiu, nhdp lc;h.iu thude vi ban budn thube chi duae ban thude
cho oo 50 dong thii co iy chime nhin 40 didu kign kinh doanl dusre pham
vi xudl khin, nhap khau dwde vi ban budn thude khae, co sir kham bénh,
chita bénh, co s¢ pphién cing kidm nphigm, oo s cal nehidén bit bude, oo sa
didu tr] nghign chét dang thufic phidn banp thude thay 1hé, co s¢ dio tao
chuyén npanh v, duge, nhi thude (én pham vi ca mede, lua chon (] oo s& bin
huén trén dia ban 01 tinh 3¢ ban todn bd cac mat hdng do co sé kinh doanh;™

24. Bidm d khodn 2 Bidu 46 diuge siea 467, bé sung nhu sau;

“d} Co 5é béan budn chi duoe han thude cho o si kham bénh, chita bénh,
ot 5 hphidn o, kridm nghiém, co 80 cal ashicén béL bubc, cor sd didu 1rj
nghidn chit dang thude phicn bing thude thay hé, co 3¢ dio tao chuvén
nidnh v, dugc, vo s0 ed hoat dong duge khiong v mye dich tharomg mal khac
va nhd thude teén dia ban tinh ma co s& ban budn ¢at dia didm kinh doanh;™

25 Pidm d khoin 2 Didu 46 durire s1ra di;}j, hé sung nhur sAal:

41 Cor 56 khidm béuh, chita bénh, co sd cai nghién hit bude, co so ditu
t¥ nghign chit dang thude phién bing thude thay thé duoe moa thude gl cic
co s duve quy dinh wi cac didm a, b, ¢ vi d khodn nay theo két quai tming
thiu <ua oo s hodc ké hoach diu thiu di duge noudi o6 thim quyén phé
duvét. Cac cor st kham bénh, chita bénh e nhan doge moa thudc 10 cdc oo s
duge guy dink tal cae didm a, b, ¢ va d kbodn nay theo dom hing mua thudec
di duge cor quan o tham quidn phit duyét

26. Piém a khaan 2 iéo 48 duoc sira 461, b sung rhw sau;

“a) Ca sor dé nghj hiy nop vin bdn tnec Gép hode gl qua dudmg b
dign tai Ba ¥ té di vl co s sin xwdt, xud khiu, nhip khiu hofe i So Y té
not e s 46 dil try so dbi vé cde co s& kinh doanh duge khée trir cde co
s trén, hoac tal Cuc Quin v - B Quic phing dol v oo sé¢ thude BE
Qudc phémg”
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27 Didm ¢, d khodn 2 Didu 48 dige sia di, bd sung nhu sau:

“e) lrudmg hop khing o véu ¢du sita d6i, bd sung, co quan tiép nhin hi
o huy ¢b cong vAn cho phep huy trong thixi han 20 ngay ké tir ngdy ghi teén
Phidu tiép nhin hé so;

d) Treemg hop oo véu cdu sia did, bit SN, hé ser xin hay, ca guan [I.':l‘p
nhan cd van han yéu cin sia A, hit sunp hé s xin hiy trong thin hao 20
ngay, ké tir ngdy ghi trén Phifu tiép nhin hd so;”

2%. Khoan 3 Peéu 48 duoc sia 46, bd sung nhu sau:

“I. Vige hiv thudc gy nghida, thude hudng thin, thude Lién thﬂ
nguyin licu lam thude Li duge chit piy nehidn, duge chit hurdne thin, tidn
-::hm dang Jam T.hul:rr.: chil durgre thire bién san khi cd cdng vin cho phép cla Bd
Y 1 hode S0 Y 18 nod oo o dit dia digm kinh doank hoae Cye Qudn v - B
Cude phang.™

20, Biém b khoan 4 1%éu 348 duge sia 46, b sung nhe saw

b} Wike by thude va npuyén lidu lim thude phal co su chime, kifn el
dai dign 50 Y 1é teen dia ban hofic Cue Quan y - Bo Cude phing vi I:IIH_TL lap
hién han thea MAu sé 16 tai Pho Juc 1T ban hinh kém theo Maoha dinh néy,”

3k Biém ¢ khoan 4 Dhéu 48 duee sia ddi, bd sung nhir sau:

“17, Trong thii han 10 neay, ké ur nedy két thie vide hiy thude va
nguyén liéu lim thude, co sé phii o bio cdo vide iy thude theo M sd 17 14
Phy lye IT ban hamh keém thee Nghj dinh ndy kém theo bién ban by thudic téi
B Y té hode 56 Y € hodie Cuc Cuin v - B Quéc phong.™

31, Khoan | Difu 49 duge sira 480 nher sau:

"4 T lidu thuyct mirh oo s dap dng cac bidn phap bao dam an ninh,
khéng thit thoir thude phai kiém sodt dic bidét deo Miu sd 18 tai Fhu lye [
ban hanh kém theo Nghj dinh nay.”

32 Fhéu 5| dugre sira doi nhu sau:

“Didu 51. Trinh 1w, tha 1ue cip gify ching nhin di diéu kién kinh
doanh duwge ¢lo o s& Kinh doanh thufc phii kiém sodt 3¢ hide

CUrinh e, thit tye Lﬁp glay chirng nhan da didy kién kinh doanh hrgee
cho eo s kinh doanh thude phal kigm soat dac bigt thye hién thea Pidu 33
Mg dinh nay.
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CTrodmg hyp co 20 d3 dug cép GiEIw chirmg nhin du ttidu kidn kinh
{[nanh dlrm: hode di ddp dmpg Thye hanh tit thee quy dinh tai Disu 33 1 uit
Dargee vi of db nghi bt sung pham vi kinh dosnh thude phai kiem sodt dic
higt, ¢o quan tidp nhin chi danh gid hi so ndp theo Digu 49 MNghj dinh
54201 T ND-CT.

33 Biéu 53 duoc sia dal nb saw;
a} S dor didm a khodn 2

“ad (11 hdrl_ dom harg mua npuyén lidu lam 11111:1:-:: 14 durre: chit g a Ay nghud,
hirdmg thin, ticn chit dang lam thude theo Mau sé 19 tai Phu lue 11 ban binh
kém theo Mphi dinh oas:™

b} Sira dd difm b khuan 3;

“b) & hin don hany Ii}]u'l.’ﬂt% lai nguwén ligu lam T.hu{:n._ l4 duye L}]-:]l vy
bghién, dirge chit hudng than, tén chir dung lam thude theo Miu 58 19 Lyi
Phu lue IT ban hanh kém theo toghi dinh nay,™

34 Khoan | Ditu 534 duoe siea 4l bé sung ahar sau:

a) Biém b khodn 1 duge stea 451, b sung nhar sau:

“by ¢ Y (& noi co sé dat dia didm kinh doanh ddi veri eo so bdn budn,
ban 1¢ thude, cor sé kham bénh, chifa hénh ur nhan, oo 50 nehien cuu, Kiém
nghiém, o s dio tae chuyén nganh v, duge, co s cai nghién bt budc, cor s

didu nghu,n chét dang thuée p]u-.f:]l bang thudc thay thé, co s oo heat ddng
duoc khong vi muc dich thurong mai khae™

by B SUNE diém ¢ khodn 1 nhu sau:

"o} Cuc Qudn ¥ - Bd Quoc phone d&i vii co sé thude Bd Qudbce phong.”

15, Pidu 65 diree sira ddi, bd sung nhir sau

a) Didmm a va b khodn | Pidu 65 duge sira d6i, b sung o sau:

“u} Duoe cAp phiép liru hinh i mt trong cde nude sau: Nude s Xudt,
nudc thanh vidn caa hdi neghi quoe té i hai hia hoa cae thd tue dane by duos
pham =¥ dung cho agws (The International Council for Harmonisation of

Techmical Requirements for Phanmaceuticals for Human Use - ICH) hode
Australia;

) Thude thufe mét (rong cie wwdng hop sauw:

- (h trong cde hudmg an chén dadn, phang bénh, didu tri do Bd Y &
ban hanh hode phé doyét,
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- Thute dong cho mue dich ¢dio o, chéng déc, chémy thai ghip,

_ Thufc dimp trong chin dodn, due phing hofie didu i ddi vai: bénb
truyen nhigm nhom A, bénb ung Lhe, HIVAALDS, bf_‘:lnh "r"l-rii,l'['.l pan vi nit, hénlh
lao, Bénh sat rér, cac bénh khac do Bd traomg Bo Y 18 quyén dinh ™

b} Biém d va & khaan 2 Pidu 635 duoe strta ddi, bi sunp nhur sau:

“dy Ban chinh 01 ki mm] nhan i e hudng din sir dung cia thude o
oudic sdn xudt hodie mud };uat khdu, trir trwdng hop méu nhin vi tir hidmg
din sir dune hoiic tir 10m e e toh sée phim duoe dinh kém Gidy chirng,
nhin san pham duge;

¢l Dy Iéu lim saoe v& an tan, haéuw qua theo quy duah @ dane ky thudc
cuy B trudmp Ba Y 1L

Mitn ndp L7 ligu i diém nay lrong truomg hop thude d3 timg duroe ¢hp
phip nhip khiu Lheo (uy duh tai Didu niy vi khéng cé thay déi théag tin
lién quan din ehi dinh, liéu ding, d6i wong si dung,™

36, 10cm e, d va e khodn 2 Dy 66 furei. sia :IEIL_ b sung oot sau

Mol M s chit luong thea quy dinh ¢da B treeomg B Y 1 vé dp dung hf:r
sor k¥ thudn chung ASEAN {ACTD) trong ding kv thude bode 1iéu chudn chér
lurng va kér qua nghidn cteu toomg dueong, sinh hoe thee gquy dinh @i khodo 7
HéEW 76 MNihi dirh nay.

43 Do chinh 01 bd mdu ahdn vi té hudng din st dung ¢a thwde & nrde
san xudl hotic NGy xudl kbdu, tri trudmg, hop mau nhin vil 1 hudng dan s
dung hoae wr Lom LE dde tinh san pham duge dinh kém Gidy chong nhan san
phﬁm dirore;

) Mo s Lam some 460 v cie trirdng hep phin nép hé ser Jam sing theo
quy dinh cla BS trudne 136 Y 1€ vé dang ky thudc.

Mikén ndp L i€ 1l didm nay trong theimg fep thube di timp durge cip
phép nhap khiu theo quy denh i Briéu nay va khéng cé thay ddi thing tin
lién quan dén chi dinh, ligu ding, d&i tugmg sit dung.™

37, i ¢ Khoan 2 Bidu 67 dhrge sira did, ha sung nho sau:

“«) Ban chinh hodiz bén sac ef déng dau eiia co guan ¢d tham -;Ju;..fnl,n vitn
ban d& nghj hodc phé duyt cda co quan vd thirm quvén quy dirh 1ai diém a, b
hedc ¢ khoan | Fridu nay, trong d6 phi 1hé hifn céc ngi durg: tén hoat chit
d&i viri thufc héa duge, sinh phim hode tn duge lidu ddi véi thudic dirgre lign
va thudc o truvén, dang bao ché. Ilélna déh holie ham Tuong dirge chitl dai voi
thudic haa durpe, sinh phdsm hodc khéi luong dirge [idu ddi viri thude duye lig
vi thude cd truyén, quy cich ding goi, tha san xudt, nudc san xudt ooy thudc ™
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38, Digw 68 duod sira dit, b sung nber sau;
ad Didm b khodan 1 Didu 68 die seea i, bo sung aho sau;

“bY Thude chuwa dap dnp di nbwe cdu diéu 119 va thude mit rong cac
triromyz hop zau:

- - . ' H - X - K .- r
- Thude s dung cho e dich cap ctru, chidng doe; ching thas phep;
- Thade thude Danh mye thude hiém:

- Thude cé trong hudng din phong va su tet séc phan vé do Ba Y 1 han
hanh hodc phé duvét,

. Thude duoe s dung cho ngoéd bénb oy thé dang didu i i oo so
thirm hénh, chite bénh dé chin dodn, du phong hodc difu tr dii veni- bénh
truyén nhifm nhom A, bénh ung the, ITVAAIDS, bénh lao, bénh sat rét; cic
bénh hidgim nghio khiac do B tnrdmg Ba Y té quydt dinh.”

by Diém ¢ khodn 3 Didy 68 duge sita di, b sunp nhur sau:

“z} Ban chinh wvin l}.’in cua vor o khim bénh, e.hfrﬂ bénh néu rd 1§ da dé
n‘g}u nhﬁp khau thude, sb hrqrt]g bénh nhén di kign cin sa duny thude, b
cdu thudc teomy (L w3 cam két chiu hoan todn tedch nhiém 1ién guan dén
vigg sl dyng thude dé nghi nhip khiu. Van ban phai kém thee ban chinh hoje
han san of dong diu coa oo sit khdm bénh, chita bénh ién ban hop Hai dng
thubc va didu i déi véi nhu cdo nhip kbhiu thude. Truimg hop oo sé ém
ching khong co Hai dong thude vi diéu o hofe meimg hop thube si dung
cho tmue dich cﬁp cim, chﬁng ddc ma trong vin ban cua <o 5 kham hénh,
chifa banh d3 ghi ri danh sach bénh ohin o oho cdu sg dung thude thi khang
phai ndp kém theo Bidgn bin”

¢} Didm ¢ khoin 3 Didy 68 dupe st dfi, bd sung nhu sau:

“g} Khing bat hudc co s cung -L',tilp thude phai thiee hign quy dinh tai
khoan 15 Dicu 91 cia Nehi dich néy néu o6 bin sao Gidy phép kinh doanh
duge do co quan ¢b tham guyén nude si tai cip duge chimg thire vi b phap
héa 1anh su theo quy dink.”

3%, Diém d khodn 2 Bidw 69 dege sira déd, bd sung nhu sau;

“d) Ban chinh 01 B miu nhdn v té ldng din 517 dung cda thude &
nioe san Xudt hode pude xudt khdu, i tredme hop mdu nhan va o brdmg
dén st dung duoe dinh kém Gidy chimg nhén san pham duwge;”
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40, Biéu 71 dure st d6d, b sung nhe sau:
o) Didrn b khoan 1 Digu 7) droe sita dai nhu sau:

"by Buroe chp phép g hinh fai mét trong cie nude sau: Nude sn xud,
e thianh vicn IOH hedc Australia,”

b) Bhiém e, d vird khodo 2 Didn 71 duee sta ddi ndnr sau:

“y Hé so chdt loeng theo quy dinh cus 13 trugng Bo Y té vé ap dyng, hé
50 kT thudt clumg ASEAN (ACTD) lrong dine ky thude hode tiu chudn chit
liomg va kbt qui nghién ciru trome duemp sinh hoe e quy dind tai khoan 7

Bidu 76 Nghi dinh nay;

d) Flé sor Jim sang b & cdc trudmg hop oo véu cdu phat ndp ho so m
sing theo quy dinh cia R tioémg B Y 1€ wE ding ky thude.
.= - R . - . . H - . I
hAign ndp tai léu tai diém nay trong troomy, hop thude dd wmy duge cap
pligp nhdp khiu theo quy dinh tal Biéu niy va khing et thay dii thimg tin
lién quan dén chi dinh, ligu dong, dit twemg sl dung;

d) Ban chinh 0 1 mau nhin va e hurdrng d.m s dunpe cod thude & muik:
sdn xudt hadc muede xudt khaw, tir tredmgs hc:rp miu nhin va 1 hudmy din s
dung dhege dink kém Gidy chimg nhin sin pham duwcoe.™

41 Biku 72 fuoe Rua dc;}i, b gunpe b san:
a} Khodn 1 $iéu 72 duge sia 461 nhu sau:

"1 'I'hu{'h'.: chi duge vip phep nhip khdu khi duoe cap phép leu hinh tai
nude san xudt hode nude la thinh vién cda ICH hofe Aostralia va thude mot
trong cdc trudng hop sau

1) Thude vitn toy duoe cdc dodn cdng, tac khamm bénh, chifa bénh nhin
dao ol nude ngoal mung theo dé phuce vu cong e kham béah, chifa bénh
nhén dao;

b Thui dure vidn oo dé sl dung cho ngudr bénh cy thé dang didu tri
tai co 5 kham bénh, chira bénh theo dé ruahi ena e sé Kham bénh, chira bénh,

) Thude duge vién ro dé st dung cho cae chrong trinh v 8 nhd nude
hodc du an v té nha nuac,

41 Thude vidn tee khéng thude tneimg hop guy dinh tai didm a, b, ¢
khodn nay va kivdng phai 13 thude gdy nghién, thude phong xa, vae xin”

k) BYidm a, c, 4, ¢, i, h va k khoin 2 PYiéu 72 duoe stira déi nhur sau:

“a) Fdam hing nhap khiu theo MAu sd 24, 25 hode 26 1ai Phy lue 111 ban
hanh kém theo Mgl dinh néy.



Z1

¢y Ban chinh bofic ban sao co Lhng thire win ban cua co quan quan Ly
ki nuxic ¢d thim gquyén phe duy it s dung thudc phwc v chizong, trinh y 1€
cla Whi nwdre hodc du an oy oz eas ohd oo Ati vl thude vién o nude neodl
thiéng qua cde chuomg irinh, dur an hode ban chinh van ban phe duyét cna co
quan ¢ thdm quyén vé vice thae hién hoat ding khiam, chita hcnh ihiin dao
ddi vl trwdng hgp nhap khiu then quy dinh tai diém a khoano 1 [éu niy;

d1 114 so chir luong then quy dinh cda B iruwdmy, BE Y & v dp gung, héd
sor kF thwidt chung ASEAN (ACTD) trong danu ky thudc hode tidu chudn chit
Loy 4 kit qua nehidn e (romg deomg sinh hoe theo quy dinh Ll khodn 7
Lidu 76 Mghi dioh nay;

i = . a- .= r . - - Z n + L -
¢) FLo sor Lim sdng doi v cde innéme hop e yéu cdu phai ndp ko so Tim
sing theo quy dinh oda B trwdmg B Y 12 vE danp ky thadc.

bifo nép 1ai bidu ta didm nay trong brrémg hop thude di tng, deecte f:’tp
nhép nhap khiu theo quy dinh gl Pidu nay va khong oo thay 48 théng tin
lign quan dén chi dink, Tidu dung. dit promg sir dung;

2} Ban chinh 01 bd méu nhan va o huimg dén siT dung coa thude & nuwde
san xual hofic mde xudt khau, trir tredma hop méo nhin va e hodng dan s
dyng duene: dink kém Gidy chime nhan san pham dioie;

a = - LA . = . L i e . : A N
hy 02 bd maw nhan va e huimy din s dung lieng, Viét oo dong dau cia
co 50 nhdip kha:

kY Mién cdc tai ligu quy dinh tai d, d, ¢, g, hovii ddi vdi trudme hop nhap
Khiu l:hum: quy dinh tai du_m a, b khodn 1 Bidw nay nhung phii co vin ban
cam két v& vidc thude duoc cip pth Lunt hanh tai twrde san xudt hodc owde |4
thanh vién cda ICH hodc Australia va frong van bin cia cor s nhin vicn o
ghi rd danh sich ngwid bénh ob rhy ciu st dung thude d6i vii truimg, hep
quy dinh tat didm b khoan | Py nay;”

42. Bidu 76 durge sta dii, bb sung nhu sau;
a} Pidm d khoan 3 duee sira o0 nhir sau;

“q) Tér hrdmg din s dung eda thude & nwde san xudt hofe medc xudl
b |

khau trlr triréng hop quy dinh tai diém d khoan 2 Diéu 66, didm d khoan 2
Didu 69, diém d khoan 2 Piéu 71 va diém g khoan 2 Diéu 72 Nghi djnh niy.”

b Tiéu dé khedn 3, didm b, ¢ kbodn 5 Piéu 76 dugce sia déi nbur sau:

5. Yéu chu vé xac nhdin m&n nhin va tér hureme din st dung coa thude &
e san xudl hodic nude xudt khau trir thudc b cling 18n thieny mai, théanh
ph..i.n hoat chat, ham luene hodc néing dé, dang bao ché wirl kgt durge pdc ol
Cridy damp ky lww hink thude tai Vit Nam, deoe sén xudt bid chinh nhd sin
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xudt higt duge ghe hoiic bii obi sin xudt duroe iy then ety pid thap hon so
v thude bigt duee gde uu hinh wi ¥Wist Narn nhip khiu then quy dinh Lai
Béu 70 cita Mirhi dinh niy:

b} Tér hudmg diin s dung cd diu cla co quas tbes murdse ¢ tham quybn
cdp (Gidy chimg nhin san phﬂm duge cla nudy sum vt hode nude Xuat kh’m
e tnrdmg hap quy dinh 14 didm d khedn 2 Didy i’:.f: dicémm d khodn 2 Diéu 69,
digm d khodn 2 Pidu 71 va digm o khoan 2 Biéa 72;

¢ Tor fhuedmig din s dung dé thre hidn quy trinh hop phap haa linh s
phal la ban chinh,”

<1 Bé sung ditim d vao khoan 5 Pidu 76 nhu sau:

“dy MAu nhin quy dinh tai diém d khoan 2 Riéu 65; mau nhin va Lo
hrémg din st dung guy dinh @i didm d khodn 2 Piéo 66, digm d khoan 2
Frdu 69, didgm d khodan 2 Piéu 71 va diém g khoan 2 Pisu 72 phai co dong
dau ciia o 5o san xudt hode cia cor s s hifu san phﬁm hirdc cua cor 8o S0 hidw
gify phép san phim (ghi wén {Hiiy chimge nhan san phim duoc) va cla co s
11hap khéw."

d3 B sune khoian 7 Didu 76 nhur sau;

"7, Quy dinh vé tide chudn chit leomg va két qud nehién efu tromg
luung sinh hoc:

a) Phai 14 ban za0 o ddng dau cila Cof 54 Sdn xudt hofle cila chil s i
SAT) pham heafic cla chil a5 hin pidy phép san phérm (phi trén Gidy chdng ahin
sam pham duwoe) ¥ ¢ia co so nhap khiu;

by Két qm ng]nen Ciny tuong dlmng sinh hipe chi yéu ciu dbi vai cde
trudng hop cd }'eu ciu phii héo cdo s ligu nghién ¢ tueng duong sinh hoc
thew quy dinh cta Ba trcdng B Y € v& ding kv thude,

Midn ndp i ligu tai diém nay trong iruimg hop 1J1u_[;u: dirge san xudt va
cip phieép e hanh {thé hi€n trén {ndy clhimg nhan san pham dwoc) tal nuede (4
thanh vién thnrdng trize hoae sang 18p eda ICH hodc Australia”

43. Fridu 77 duoc sia d6i nhar s

a) Tién 4% khoan 1, diém g khoan 1 Bign 77 duge sira ddi nhur sau:

1, D6 v truéng, hop cip phép nhip khiu thufic theo quy dinh tal cde
Ditu 65, 66, 69,71, didm ¢, d khodn § B¥éu 72 cda Nghi dinh nay:

g) Trudng hom thuéic nhip khiu dé phuL vy ¢t hoat déng kham benh,
chita bénh nhin dao di duge co quan nha nue oo thim gquyén phé duyér i
khéng cung cap dirge tai ligu theo quy dinh tat diém d, d, &, g, h, i khoan 2



Diéu 72 ciia Nghi dmh ndy nhung cdn 1}:|mt cho nbu cau didu b, Bo trudme,
RA Y 1& xenl xét, quy &t dinh trén co st win cla Hoi ddng tu win cip Gigy
dang kv luu hanh thude.”

by Tiéu dé khodn 3 Bidu 77 duec sy it ninr san:

“3. 1O v insémp hop nhap khau thude quy dink tai cac didm b, o khoan |
Bidu 68, Diéu T, diém a, b khodn | Diéw 72, 73, khoan | Fréu 74 via Nphi
dinh nay.”

b Lhém ¢ Khodn 4 Didu 77 duge sira A nhur sau;

"¢y Trong thai han 03 thang, ki tir ngdy S Y té ¢4 viin ban thong bio
sira ddi, b sam, 16 chie, ca nhan dé& nghi edp phép thip khau phii nip his so
sira ddd, bA sung thee véu cdu. Sau thivi han eén, 14 chire, ¢ nhén khong, sita
ddi, bd sung huic san 04 thing ké tir ngiy oop o so lin diu ma hi sar bé
sung khong dap (g, véu ciiu thi hi so 33 ngp khéng con gid "

44 Khoan 3 Fhéu 78 duqe sy déi, b suns nhur san:
41 1760 dé khodn 3 Didu 78 duoc sira dbi shu saw;

w3, P vai thude s dung cho mue du,h cap o, ching déc, vic xin
dung cho miL s& trm:rng hop i bidt va s legmg =0 dung tmt1 chié vi ¢ée
thudc khic duge cdp phép n]nrn khin Lheo quy dinh tui cde didm b, ¢ khodn 1
Piéu 68 ¢ia Nghi dinh naw:™

b Bé sung didém ¢ vao khoan 3 Pien 78 nhu sau:

“o) Khing phal thary hn::u quy dinh a1 khean 4 Difu 103 ¢ia Ludl duge.
D6I vén cde thubde cd yBu ciu bio guin & didu kicén lanh hodic 8m sdw, oo 50
nhdp l-:hau ¢ trach nhigm heu giiy hang div Lo then débi diéu kign hao ULl
(ddy chuyén lanh} trong gud trinh vin n;,}my-:n 1& hing nhdp khiu foo dong déu
X3¢ nhin cda co 5 nhip lchdu) tir cdc thiét bl ur ghi nhidr di, két qua chi thi
ddng bang [ né cal)”

45. Khoan 3 Piéu 79 duwe sira ddi nhur saw;

T véi thudc 1h|.u:n: danh muc thudi, duq:r-: -::hfﬂ thude danh muou chit
bi cam s dung trong mot 50 nganh, finh vire ot tdng 0 lrgng thude d:, ngh
nhép khiiu, sé Lurgmye lhude can tén Lai thed didm lip den hang va 5 luomg,
thufe cin cd thé tu:p tue ehin khau Lt cac Gidy phép nhap L:hau dii duere chp
truccre i owirot qua 150% so vol mng nhu ciu kinh deanh the 1€ trong 0L nam
trrdre thin difém lip dom hing thi phai cd van ban gial trinh kém tai ligu
chump minb,”
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46, Didm a, d, d. = khodan 1 Bidu 80 duoc sira dfi nh saw

“a] 01 bhan chinh Dom hing nhap khin thea Mau 56 35 hofic 36 hofic
41 tai Pl lue 1T ban hanh kem theo Mgha dinb ndy,

d) Biie cao sit dung nguyin lidu Jam thude theo M 56 37 tai Phy lug T
ban hénh kém theo Nghj dinh nay. trir trrémp hop nhip khiu nguyén Ligu doc
lam thude, Bdo cdo két qua kinh doanh thudc thianh phim san xudt wr nguyén
héu lam thude theo M 58 38 tai Phu luge UT ban hénh kém theo Nuhi dinh
nity, trit wdmg hop ohip khiu npavén ligu dde lam dude.

Mifn nip bie cio két quad kink doanh t3h didm niy dbi voi trcémg i
npuyén lién, chit chuin nhip khiu df kidm nshigm, nghidn etn thude.
neaydn hHau lam thude:

43 K& hoach san xual st dung, kinh deanh déi val nguyén Ligu, n:‘hat
chusn -:ic nihi nhap khiu va ké hoseh kinh doanh dur kidn ¢ v think pham
sAn xuAt L npuyén Ligu d8 nghi nhip khiw, i trdmg hop ohap khiu nguyén
liéu ddic lam thudic;

Mién ndp k& hoach kinh dounh dy kién @51 v thinh phim sin xuat ti
nguyen i de nghi nhip ki lai diém nay déi vai tririmg hip nguycn
ligu, chit chudn nhap khiu dé kidm nghicm, nphién cou thufie, npuycn 116
laen thube.

D1 vl nguyvin licu dL nehi nhip khiu thuge danh muc thudc, duge {.h.:ﬂ
thude danh mue chit bi edm si duny trong mel 563 nganh, linh vue cb L{mE 4
luu‘nf:, npuyén L dé nE,]'u nhdp khiu, s& iLrL‘fl'.lf: nguyin ]]LLI com &n tyl thai
difm lap dim bing va 5§ luome nguyéno lidu con co thé Lll:p iuc nhap l-:.h.iu L
ciac (n.d} phép nhip khiu 43 duee cip trede dé virgl qua 150% 5o v 1y,
nhu cdu kinh doanh, st dung thue i tromg 01 ndm irude Lhin diém lap don
hang thi phai cd tai fifu chimg minh;

¢} Trrimz hop npuyéo lidu, chit chuin ohip khin & kiém nptuém,
nzhién cir thuiic, nguyén lidu lam thude; npuyén e doe Lam LhLlUL durore
chit trong Danh muc thudic, duoe chél Ihum Danh mue chir ]:u CAM s du.ng
trong mdt adt nganh, Imh vue nhip khéu A san xudt thude xufl khaw; TEE Ly ErL
liéu lam thudc oo Eidy ding kv lou hanh tai Vide ham hofe thude Pranbe omic
ducre chit, ta dirge, ban thanh pham thude dé sin xudt thude theo hd so dang
kv thude di od Gidy ding kv lug hanh thode tal ¥idt Nam thi khéng phai ndp
kAl ligu quy dinh tai cac diém b vi ¢ khodn ndy.”

A7 Diku 87 duwoe stra 881 ntur sau:
a) Tén Didu 87 duge stra dbi nhu sau:

“Bitu 87. II6 so dé nghi cip phép nhip khiu dwye lidu khong
thufe trrdrng hop gquy dink tai cac Pifuo 82, B3, 84, 85 va Piu 86 coa
Mehi dinh nay™
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by Bidm d vi diém d khoin 1 Piéu 87 duoe sira d61 nh saw:

“d} Khéng bit bude oo sé cung ¢dp duge ligu nude ngoal phid thye hign
quy dinh a1 khodn 13 ridu 91 MNehi dinh nay néu cb ban san CHidy phép kinh
doanh duge do co quan eb thim quydn oude sé tai cip duge chimg thue v
hop phap hda ldnh so theo guy dinh.

Jd3 Ban san cd chimy thue (dy chimy nhan thee hanh 16t sédn xudo coa co
.. : .2 L ; N
¥ 5801 xUAL do cor quan cd tham quyen nue 5o tal cap.

A%, 1080 91 dege siva B, bé sung nhu sau:
A) Khodn 3 Didn 91 duge stra ddi nlnr sau:

5. Van phong dai dién tai Vigr Nam oila cor serosan NUAL, ¢ 0 dirmg, 1én
tang kv, cor si s hitu gidy phép luw hinh ¢ta thude thit Lim sing, l.l'm-:}-: danh
oid sinh kha dunp, thir luene deong sinh hpe, cor sée nhdn thae thude trén Lam
sing, ca si nhén dinh gid sinh kha dyng, ik tueng duremy sinh hoe duge
nhap k]lau Hmnc nguyén liu Lim thude, baa bi tidp xe true tiép v thude vé
¢hét chuin ¢é phue vo vige th iam sang, danh fid sinh kha dung, th wrolg
duong sinh hoe, ding k¥ Luu hanb, nghidn ety kidm nghiém lhufic, ngayén
lign 1am thudc."

) B sung khodn Sa vao sau khodn $ Biéu 91 nha sau:

*5a. Cor quan, 16 chioe dudi ddy dap tmg quy dinh tai T3éu 35 Ludt duoe
duge phép:
a) Nhap khiu thude thudbc tredng hop quy dinh dai IMéu 67 clla Mol

dinh nay khi duge B Qué:; phéng, Bé Cing an hode Bg Y it chi dirh trong
vin bin dé nghi ohdp khdu.

b3 Nhip khiu thube vién trg, vién tro nhin dao khi duge eo quan quan 1y
nhd ouede ¢b thim guyén phé duyét tiép nhin vién trg, vién trg nhin dao”

) FHém a khoan & Diéu 21 dwgee sira ddi nhu sau:

"a) $6 lugny cdp phép nhap khéu thudc eh chita dm:lc chat chua oo gidy
dang ky hru hanh thude, thude cé chia duge ligu Lin diu sir dung rail Vigt
Namn theo quy dinh tai Fridu £5 ena Nehi dinh ndy can o vio nho cdu Kinh
doanh cta co sd nhip khaw;"

d) Khoan 15 Fién 91 due sirs ddi niny saw:

“15. Cur sér cung cip thudes, nouyén ligu lam thude 14 CO S Mo Tt
k¥ hop dnng mua bdn v&i co s nhap khin. Co sé cung ¢ip thude, nguyén
lidu 1am thude phél thude mdt trang cc co sd suu;

a4} Co s san Wit thude, nouvén lidu lim thude nhip khéu;
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b Cor ser sér bifu sin phim hode si hitu gidy phép luu hinh cia thudc,
durge chét nhip khiu duge shi (cfn {Hiy chime nhin sin phim dure ddi v
thude duoe cﬂp giﬁ}' dang ky [ hanh theo quy dinh ta Laudt duoe va thude
vhua oo giﬁv dang kv hiu hanh tal Vigr Nam,

c) (o 5o nudre npodn :'hmp_; tén dang ki thude, nglyEn J1éa lam thudic cé
gidy ding kv lua hinh thudk, nguytn gl 1am thudc 1o Vigt Nam con higu
firc tai thii difm thing quan ﬂhLmj:. khine phal la oo sd quy dinh tal didm a, b
khoan nay;

d) Cée ca s 03 duge chp Gidy phép hoat déng cia doanh nzhiép owrdc
nodl ve thud: vi nguyén lgn l[am thude i Vit Nam, gidy phép hoal dung
cla efng ty nude npodl vé& VA xit, sink phim v 18 vE npuyén lidu san xudl
vic xin, *-.mh pham y & ta Vidt Nam;

d) Trudmy hop cor s cuirg chp 13 cor sd quy dinh tai dism ¢ hode d hose h
khoan nay thi ph.i] dmIL cor s quy dinh tal didm a hoge b khodn nay dy quyén
bhing van han d cung cap thude vao Vit Nawm, oir truémg hap cor s quy dinh
tai diém d va didm b khodn ndy chinh 13 o s quy dinb tai diém a2 hode didm
b khodn nay.

Vin ban Uy quyén bao gn:rm aidy Oy quy én fuode aidv phép hin hing hode
nmw.- chimg nhin quan hé 461 tée. Vin ban Uy quyén phal dwoe thé hidn bing
tifng Vit hade ticng Anh va Lot Lhu.u co LAC 1hm!g tin saw: Tén, dia chi cua
oer B0 11y quw_:n ey 50 duge Oy quyin; phﬂm vi Uy quyeén trong 48 cd huagt
déng cung cip thude, nowvén ity lam thude vao ‘Hm Nam; thiv han Ty quvén
hodc thén han cha phép ban hing; trach nhiem cda cae l:ILI'J trong vigc bio dam
chit hegng, npudn ghe cla thube, nguyén lidu lAm thude cung cip vaa Yiél
Nam; chir k3 xac nhan cia cac beén;

e} Co s& cung cp thude nhip khiu theo gquy dinh ta cde Didu 67, 73 v
khoan 1 Bigu 74 cda Nghi dioh ndy khdng phar thoe bién quy dinh i
khodn nay.

2] Ca 5& cump cap thude nhép khdu theo quy dinh tal Bidu 68, Didu 70
ctia Nehi dinh nay khéng phai thue hién quy dinh @i didm d kKodn ndy;

hl Cic o sé dirge cdng bd thee quy dinh i khoan 22 Digu nay;”
4 Khadn 16 Pidu 91 duoe sa dai nhae sau;

o, (o s cung cap té durgee, w6 nang, bao bi Liép xue g lu.,p vl l:hu::r-:
chét chudn, nzuyén ligu Jirn thude phai l-:!IEI!'I] sodt .L':IdL bidt duwre nhip khiu dé
kn:m nghttrn, nehién ciru hode sin xudt thude :r.udi khiw theo quy dinh i
héu Eﬂ cia Nghi dinh nidy; nguyén lidu ldm thude nhap khii theo quy dinh
tai Didu 82, 83, 84, 85 cha Nahi dinh niy; thude vién tro, vién trg nhdn dao
khing phai th:r';_ hitn guy dinh tai khoan 15 Didu ndy "



¢) Béd sung khodo 22, 23, 29 vio théu 91 obue saw:

"22, Tredng hop BSY 1é rthin dirge vin ban ¢oa oo quan ¢o thim quyén
mecre xudc khiu dé nehy cdog bd dank sich cdc co s san xudt, kinh doanh
thude, nguyan ligu lam thude dang ky cung cép thude, nguvén ligu lam thude
vao Vit Nam, B8 Y té thue hign nlnr sau:

a) Treng thixi han 30 npay ké tir ngay nbyn curge vam Tan dé nghi ey co
quan o6 tham quyén nude xudt khiv, B Y 18 cang bd trén [nng thing tin
dién T cls Bd danh sdch céo co sé sdn xudt, kinh doanh thuée, nguven Lidu
lam thude mude nepedd dang ky cung cép thube, npoyén ligu Lim thude van
Viet Nam.

b) Trudmg hop B ¥ té nhn duye viin bin clia ¢ quan o thim quyen
TG :-:uﬂt khau d& nghi thay &i, b sune thang tin lién quan dén cdc e s
cung, ca]‘l thude, nguyén Licu lam thude nude ngodt da duge BH Y 1€ cong b,
Ré Y cé thue hign theo quy dinh tai digm a khodn néy.

2%, (lor quan co thim quyén mrde xudt khiu quy dinh tai khoan 23 Didy
niy cd trach nhidgm thing hice bang vin ban v& Bg Y té theo quy dink sau:

ay 15 vl truding hop cor sir cung pip Lhuu-; newvén ligu lm thude dang
dueare B Y 18 céng hd ob thay Ao thdng Lin v 16n, dia digin kinh doanh hodc
pham vi kinh doanh: thong bao trong thot han 01 thang ké tr ngdy o6 viin bin
cla oo quan co thim quyén mrde xudt khdu phé duyét vide thuy 46 thiog tn

b Db vidi tridmg hom cor sér od thing bao tan nutmy hode cham dert hoat
ddrg san wudt, kinh doanh thude, nj:,uvm litu lam thude E2 o xuit khiin:
thidng bdo trong thai han 15 ngay ké i agay ¢ vin han cia co quan co thirn
quyén nuese npoedl v& viéc oo s cung cip bi nging hodic cham dir hogo déng.

24. ViEn ban cia co guan <& thim quyEn mude xudt khdu quy dink i
khoan 23 ¢4 24 B)iu nay phai dap dnpe ede gquy dinh sau:

a) Ghi 1 tén, dia chi vi 1hung (o lien bé cia co quan co thim f.[u:rﬂl
mrdc xudt khing thang Lin vi quic pia hode ving lanh thé dang k¥ cung CAp
thudce, nguvén ligu lam thufc vao Vidt Nam; tén co 50 cung cép, dia u;hun
kirh doantt, pham v kinh dounh vé théng oo lign hé clia cac oo sd san xudl,
kinh doanh thude, nouvén Ligu lam thude dang k¥ cung cip thude, nuuyén lidn
lan thudc van Viét Nam;

W) 1.2 han chinh duwee thé hign bing tiéng Anb hodc téng Vide Trnrdng
hap khane thé hién bing téng Anh hode tigng Viél thi phidi co thém ban djch
sang tifnge Anh hodc téng Vigt va phii dvoc cdng chimg theo quy dinh.”
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44, 1méu 9% duge sra i, b sung nlur saw:
a) £3iém d khodan 2 Ditu 92 duge sira $6 nhur sa:

*d) Trudmg hop nhip khiu thude, ugu:,in ligu lam chude quy dinh
tai diém d khodn | Piéu 59 cda Luét dm:rL vi kehing thude treimg hop phid cb
sidy phép nhip kidu, co & nhip khau xuét trinh viin 14l dom caa Lo thude,
nzuyén Lifu l4m thuée thé hién hang hoa duge wudt wr cang di elda o
wudt khin trde npay giy dine kv o bich hét thal han higu lye dé duge
rhing guan.™

1y Ré sung digm e, @ va h khodn 2 Didu 92 atwr saw,

“e) Trrémg hop nhip khiu thube, HEU‘-‘LII lidu fam thude ouy dinh
tai diéo d khodn 1 Bidu 59 eia Ludt duge v Lhode tiuimy hop ]:lhal o pidy
phép nhap l-'.h’l.u cor 83 nhip Klviiu xudil trinh van tai dom cda 16 thude, ng_uw-.,n
l1éu lam t]]U'L-.l\- thé hign hang hia diroe :-:uai Lir cang di cds nudc xudt khau
[rde ngay glaj.r dang k¥ Lot hanh va eify phép nhip khiu hit thin ban hidu
lue dé duecre thong quan;

g} Tredmg hop nhip khiu neuyen lidu lam thum: thude danh muc duge
chit, td duee, bén thanh phdm thudc dé san xudr tede thea hd so dang ki
thude da cd glajf dang ky Loy hanh thude tai Vit Nam va khing thufe trémg,
hep phzu cd gidy phép nhip khiy, cor s rhip khdu '.!-:u’LT trink vin 1l dem ena
16 ngmcn ligu lam dhudc th-: hign hang hda duge XUAr o cang di cla murd
xudt khiu trirde ngdy gidy dang ky lr hand cua thude ding 4f cong l;--:::
nguvén figu hét thed han hidu Iye 48 duee thing quan (rang rerang hop pidy
dang ki luu ik cda thude ding dé cong bd npuyén liéu hé thid han hidu lire
tal thisd didm théng quank;

by Trudmy hop nhip Khauw hguvén lidu Jam T.hum. thadc danh mue diroe
chil, 3 dure, bin thanh phim thude dé san xudt thude theo hd so ding ki
thudc d3 m gidy ddng ky luw hinh thude tai Vidt Iarn +d thude tnromg, o
phai cd gidy phép nhap khaw, co s nhip khiu :-:mt trinh. win 1&i dim coa 16
nguyén ligu lam 1hum, thé hidn hang héa dwee xuft tr cang i coa nuc wuiit
khiu trudc neay aldy dang ky lue hish coa thude dimg dé ciing hd nguyén
lidu va gidy phép nhip ldﬁu npwyén Lidn hét thai han higu ue & duoc thimg
quan (troag tudmy hop pidy ding ky luw hanh cda thude ditng & cing b
nguven liéu hode may phép nhip khiu nguvén lidu hét hidu lee tai thid digm
thdnp quan).”

¢} Flidm e khodn 3 Pidu 92 drge sia dbi nhu saw:

“g} Trrdmp hop nhip khiu dwere lidu, bin thinh I}h’l.m dirore Lidn quy dinh
tai diém d khoan 1 Diéu 5% cua Lujt duc:r-: vi khing thude tnromg hap phat co
gidy phép thip kKidu, co si nhip khiu xudt tinh vén &l don ea 16 dige liéu,



ban théanh phim doge iu the hién bing hia duoe xui e chng 4 cla mede
wuft khau trede ngdy pidy ding ky boe hanh héL thin han hidu e d€ duge
thomg quan,”

d) B surg didrn b va didm i vao khodn 3 Bidu 92 nhi sau:

“h} Triwdmng hop nhap khidu duge ligu, han thanh phim duoge Ligo quy
:Imh i didm d khean 1 Diéu 59 s Ludt diege wi thude truimg hep phai b
aidy phép I!'lh.i}'.l khiu, cor 50 nhip khiin xudr trinh van tal doty eia 18 durge ligu,
bin thinh phim L’ll_rm_ ligu th hién hang hda dugue xudt 17 cang di clla medc
xudt khdn trude ngay pidy ding ky luu hinh vé gidy phép nhap khdu hés i
han hién hoc dé durgre thing quan.

i} Trardmg hap nhép khiu due l1éu, hdn thanh phim duoc Léa theo hinh
thure gm} phep nhip Hﬁu chira of gidy dang ky luu hanh lal Vigt Nam va tal
thd diém thdong quan gl'ﬁ. 1hén nhip k-hau hét higu lire, cor 20 n]mp khiu xudr
trinh wdn a1 don cda 18 dwge Tigw, ban thanh pham durge = thé hi¢no hing,
hc}a deore Xudt tir cang, il cua nuée XL khau trnce npay pidy phip I'J}]dp khan
hét thir han higw lue dé duge thidng quan,™

A1 B sung didm e vio khoin 4 Biéu 92 nh sau:

“g) Trudng hap nhip khiu 1]1u:“"n;_ neovén Lidu lam thuie thea hinh thite
gm_y phep nhip L-::hau chra cd El’l‘-.- dang, k¥ luu hanb G VIEL Mam v tai thi
dicmn thing quar giiyv phép whip khu hét higu fue, co st nhip khin xud tritiki
van tin dom cna L rhu-::u: nguyeén Tigu lam LhLmL thé hidn hing hda dwos xudr
tir cang di cia murde xudt khin tnnde ngay pidy phép nhap khiiu hét thin han
hidu hue dé duwoe théng quan.”

A0, Bidm d khoan 1 Bédu 93 duoe siea 461 ahar suu:

“d) Durcre ligu nhap Lhau thuge Danh mye duege Tigu nudi tréng. thu hai
frong nuae dap g, veu ¢iu vé didu i vit kha nang cung cap, gia hop 13,7

31, Biém b klwaan § Phidu 98 duoc saa dil nher suu:

“b) Glﬂ} chimg nhiin thire hanh 181 san xudl, bdo caﬂ- kiém tra thirc hanh
11 zdn xudt theo quy dinh taj céc khodn 1, 2, 3 va 4 Bheu ndy, pldy phép san
xufl quy dinh tul cie khoan !, 2 va 3 Pidu nay phai la bin chinh hodc ban sao
ca chimg thue i con ludu e tal thin diém ngp hi so. Treimg hop khong ghi
higu lye, cdc tai lifu nay phai duge ciip hodc han hanh trong thol han khing
qua 03 nim ké tir nay cép.

Mién nép Gidy chimg nhin Thue hink tét san xudt hoac (Hay phép san
xuat thude trong truimg hop da :Imzfc leg bé teén tratg théng tin dién i cia
Co quan quan 1y dirge cb thim quw.‘:[l



59 Pidma vi b khoan 1 Pidu 99 duwege stra 46 nhu sau;

“a) 20 npav kE v ngay nhin di ho so 381 vEl trudmg hop danh gig theo
hinh thire mng ithiin, thira nhin l-::ET qua thanh tra, Kigm tra cha oo guan quan
|y nha mude vit duee 41 win yéu ¢éu dap imz thue hanh t&t san xudl;

vy 40 nLa:, ki 1ir hgay nhin di hé 50t A& vai trucmg, hcrp Jdanly 2id Lheo
hinh thive thim dinh hé sor lidn quan dén dibu kidn san xulr;’

53, Pidm a khoan 2, diém ¢ khoan 3 i khoan 4 Bigu 100 duee stea din,
ha sung b sauw;

ah Didrn a khoan 2 duge siva ddi nhir san:

“a) Cd¢ trwdng hop hi tho hidi gn}f dang kv luu hanh thude, npuvén U
lam thude quy dinh tai cde diim &, d, d khodn 1 Dicu 58 cia Ludt duge.”

by Piém ¢ khodn 3 diroc sia 460 obue saw:

“e} Tir U6 thing, dén 01 nam ddi ¥oi cdc trudmg hop qu:, dinh tai diém b
khoan | Diftu 58 cda Ludt duoc va didm g khean 2 Didu nay.”

£ Khodn 4 dirge sira did nbur saw:

“4_ |1h s etd nghi cdp, wia han g]’t‘-.- dang kv Tuu hanh thim-.: nouwvén ligu
lam thudk cha cAC oo 55 of hanh vi vi pham quy dinh i diém 2, b, d, 4, ¢
khodan 2 Diéu ndy hip trde nghy b oxek 1§ vi pham s@ khong con gia i kK hi
hét thérd hun tamn oglmg nhin hir s gquy dinh tai khoan 3 Difu ndy, oo s
mudn dane ky thude, nguyén Ligu Lam thude phai nép hi so theo quy dinh i
Tt duere.™

34, Dita 105 dirge stra doi ohu saw:
“Didu 185, Cdc hinh thire thing tin thude

Théng tin thude cho g hanh ng,hé ¥, duoc duge thuc hién then cac
hinh thire sau:

1. Thong tin thude théng gua “Nguwii giti thigo thudc™,

. Phit hanh i liéu théng tin thude,

ka2

3. Héi thao gidl thidu thude. ™
S5 Tén Diku 107 duge sta 481 ohr sau-

“Bidu 107. Cic trudmg hop cip giay xic nhin ndi dung thing tin th nhc”
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56, Digm e khoan 1 va didm e khoan 7 Didu 108 droe sira déd nir sao:

") Grdy phiép thanh Lip vin phong dal difn cia cbug ty nude ngoal lal
Wit Wamn 960 vl oo sé mrde ngodl dime tin 48 nehi xée nhan ndi dung théng
tin thude hodc Gidy chimg nhin do didu kidn kinh doanh duge ddi vii co sor
kinh doanh diroe ola Yiel Nam dime 180 d& nghi xéc nhin ndi dung thing tin
thude, Midn nép Gidy chimg nhin di didy kién kinh doanh dvoc do BS Y ré
c&p déi v co 56 kinh doanh durge eia Vidt Nam ding tén dé nghi x4¢ ohir
néi dung thang tin thude.™

7. Foidu | L duooe sia 487 nhar sau;
a) Tén Frdu duoe stra ddi mho saw;

“Pidu 111, Yéu chu dbi voi i lign trong hé so d€ nahi cip pifiy xic
nhin ndi dung théng tin thudc™®

bi Khodn 2, khodn 5 va khadn 6 Bidu 111 dug sis did nbae sau:

2, Tai lidw guy dinh tai cac diém d vi o khodn 1, didém d vd & khadn 2
P&y 108 12 han sao co domp ddu cla vo so dé ngetu xac nhin ode dung thang,
tin thudc A& vad tai iéo do BS ¥ & cdp hode bin sao ¢6 chimg thue déi voi
1ai lidu khény do BG Y (& cdp,

5. Tal ligy quy dinh tal cac didm b khodn |, didgm b khoun 2 Biéu 105
cfia Nghj dinh niy 14 ban chinl v 1im thanh 02 bun,

6. M&i hé =o 48 nehl cdp pify xde nhin néi dung théng tin thude thue
hign theo gquy dinh sau:”

5% Khoan 2 Pida 113 dirge 3114 dBi nhu sau:

“2 Trong this han 10 ngay, k& tr ngay ahan du hd so, co quan tiép nhén
hé sa n:-flp Giﬁ'}' xdc nhin thee Miu 58 U3 hoidic 06 Phu lue ¥ cita Nphi dinh
ndy. Trudmg hep khiing edp (ridy xde nhin, co quan tiép nhin hé so phii trd
181 béng viin ban va nfu 18 1y do khdog cip.”

56, Khoan 3 Pidu 113 duge sia ddi ninr ssu:

"3. Trréng hop co yéu chu stra ddd, bd sung hé so, trong tha han 10
ngdy ké tir ngay nhan dd bé se, co quan tiép nhin 1é s cé vin ban dé nghi ca
sr 51 i, bd sung va thee hidn nhur sau:

a) Van han de ng,hl sita ddi, bd sung phai néu cu thé, chi Lt nhitng tat
ligw, ndi dung ¢dn sira 460, bd sung;
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b} Tromg thén han 14 ngay, ké tir ngay nhin durge hiér v sira déi, b g
thea yéu i, co quan tiép nhdn hd so cip Gidv xdc nhin theo Miu sé ns
hiedc 06 10 Phu lue ¥ ban hanh kém theo INehi dinb ndy bodc 13 Lon khdng
cip oidy xdc nhin bing van bin va néu 1a 1y do;

¢) Trong thin han 90 ngay, ke L ngay oo quan tidép nhin b so co vin
ban théng bio sia dai, bd sung, e 80 phdi nip hé so sira déi, bd sung than
viu eat, W qui thai han trén, bo so di ndp khéng con gig i

Gl Diéu 116 duoc sia ddi nhur saw
“Diéu 116. Thim quvén cap gidy xa¢ nhin ndi dung théng tin thude

| B Y 18 cip oidy xdc nhin ddi vol hinh thite théne tio thude guy dinh
tai ¥hoan 2 Fiéu 103 caa Nphi dinh ndy.

2. 84 Y & cip Gidy xéc nhan ¢5i voi hinh thire théng tin thude quy dinh
tal khodn 3 Féu 105 cita Neghi dinh nay "

61, Tén Pidu |20 duoe sia doi nhe sau;
“Pigu 120, Cac trrdme hop clip sify xdc nhin ndi dung quang cao thuae”
62. Piém e khoan 1 va didm ¢ khodn 2 Didu 121 duge sra dii nhir sau;

g (3idy phép thanh lip van phang dai dign cla cdng ty nude ngodl 1ai
Viér Wam dbi vii co 50 nurde ngoal dimg tin dé nghi xdc nlin néi dung
quang céo thude hode Gy chimy nhin dd didu Kidn kinh deanh duoe déi voi
cor s kinh doanh duge cha ‘nu Nam dimg tén d& nghi xac nhin ndi dung
quing cao thum: Mign ndp Cizy chime nhin di diéu kién kinh doanh duge
do 36 Y 1€ cip o6 vdi co ad kinh doank duge ¢ha Vigr Nam dimg 1én d¢ nghi
xdc nhin ndi dung quang cao thode.”

63, Didu 124 duge sira doi nbur saw:
a) Tén Didu |24 duore sira ddi nbng saw

“Dikn 124, Yéu chu déi voi hd so i nphi xdc nhin ndi dung qudng
cdo thodc™

b Khoin 2, khodn 5 vi khodn 6 EBidu 124 duge sira dbi ohe sau:

“2. Tai lidu quy dinh tai cde diém d vi ¢ khoan 1, diém d va e khoan 2
Diéu 121 14 bdn sac ¢b dong diu cia cu s 3¢ nptu xde nhan ndi dung quing
can thude déi v tai ligu do B Y é cap hodc ban sap co chimg thuee ddl v
Hi lidu khdng do Ba Y 1€ cép,
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5. Tai ligu guy dinh i cde didm b khodn 1, didm b khean 2 Didu 121
ciia Mphi dinh ndy 14 hén chinh va lam Lhanh 02 ban;

. Wi ho so dé nghi cdp gidy xic nhidn né dune guang cao thuds the
tuén theo quy dinh saw:™

6. Didu £27 dure siva A6l nhur sau:

“Bién 127. Trinh ty thil tue cip gidy xac nhin ndi dung quing <o
thube

I Cor sl e nghi oiip gify wie nhan ndi dung quang cao thude nip o o
i Ba Y e

2. I'rimh 1 th tc cip gidy xée nhin ndi dung quang cda thude thye hién
wong Lo guy dinh tad Biéu 113 cda Nghi dinh nay.™

63 Ditu 128 duge sia ddi nhur sau:

“Pidu 128, Thim quyén cip gifiy xic nhin ndi dung guing cio thube
R& Y 1 cap pidy xd¢ nhin ndi dung quina vdo thude.”

&66. Ba sung Bié 129 vao sau Diéu 129 nhu sau:

“Pigu 1292, Quy dinh v& viée ditu chinh 50 vid cic ndi dung da
dwge clip pifiv xfic nkan

b Truwedng hgp ngi dung théng tn gh teen eidy wac nhin ndi dung thang
Eif, QUAnL ¢do thude bj ghi sa1 do 13 cda oo L] LLATE cap §'_'l“1‘.- wdc nhin, cu s
dimp tén diE mphi xéc rbidn niy dunf: théng tin, quang cdn thudc gl van bt
thong, bio cha co quan clp pidy xde nhin v néu ré cie ndi dung ghi sat CAN
dinh chinb. Khi tiép nhdn vfn ban théng hdo, co guan cip pldy Xac nhdn tra
cha g sé Phidu tiép nhan van han théng bao ndi dung thang tin thudc, quang
cin thude cédn dinh chinh theo Mu =8 07 tai Phy luc VT ban hanh kém
thea Mehi dinh nay, Cor s& duge Gién hanh hoat ddng Ming tin, qudng cio
thude thea ndi dung ¢ sér dinh chinh va phai cluy trach nhigm vé ndi dung
dinh chinh.

¢. Trudmg hop ndi dung théng fn thufic, quang cdo thude 4 dugc cip
pidiy xdc nhin ¢d thay déil néi dung nhimg khing thude Ld-!.. trwdng hep quy
ﬁlnh tyi didrm b kKhoan | Bitu 107 hode didém b khoan | L"huu 120 Kghi dinh
7 53201 7/ND-CP, co =i dimg tén dé nghj xac nhin ni dung_ théng tin,
quang cac thudc ¢ win ban thing bdo cho co quan -:ap pifiy xae nhim v& ndi
dung |:I1eu chinh. Cor 5& duge Wr ﬁ[lﬂb thue hién digu chinh va chw rdch
nhidtn v& ndl dung thang tin, quang cio thude didu chinh.”
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7. Khoan 3 Freu 130 dirge sira déi nhur saus

“3. Hi so kd khai gia thude 44l v toeimg hop thay ddi Chay dang ky
L lnnh thude thude gquy dinh tal du.m b khoan 2 Didu 55 Luit duce thyc
hitn theo quy dinh kKhodn | Exidu nay.”

6%, Pigm ¢ khoan 1 Didu 131 duge sia déi nhur sau:

“c) Khi cé thay di Gm ding ki liu hanh thude thude bruomg hop quy
dinh tal :In:m b khaan 2 Didu 55 Ludt duoe hoae khi eb thay déi {iidy phép
nhip khau thude va troere kbi dia ra lou hink b thude diu tidn 1wén thi treing
Vige Nam, co 50 phil nop b sor ke khai gia thudc.

Trudmg hop thay dait {:13.:-.* dang ky Tuu hanh thude khirng thude quy dinh
tai diém b khodn 2 Bitu 35 cla Lujt duge hodc thay déi Gidy phép nhip khdu
thude ma khong co didu chinh gid 50 vdi gid ban budn, pid ban L& du kidn cia
chinh thudc db 43 ké khai thi oo s 3 k& khai khong phid ndp i s kit khai
gi4 thude mi chi phii ndp hé ser thea quy dinh tai khoan 4 Diéu 130 cau Nghi

dinh nay.”
49, Dhdm ¢ khoan 2 Bidu 131 duge sira ¢ nhir saw:

-.:} Khi cé thay déi G mw dang k¥ leo hanh thutic thude trwdms hop guy
dinh tai difin b khoan 2 D!LLL 3% Ludt drore w3 tnte kha dua ra oo hanh
16 thube dau tén trén thi oudmg Viét Nam, co sé phii ndp hé sar ké ki
i thude,

Trudme hop thay d67 Ciidy daog k¥ hre hanh thudic l-;hung thudc quy dinh
tai diém b khodn 2 Digu 55 cua Ludt dirge ma khéng cb ditu chinh gla 50 Vi
gid ban budn, gid bin 14 dur kién via chinh thude dé di ké khai thi cor sédd ké
khai khdng phii ngp hé s ké khai gid thude ma chi phai ndp hd s thea quy
dinh tal khoan 4 Biéu 130 cia Nehi dinh ndy.”

70, Diden b, didm ¢, didgm d khodn 4 Diéy 131 durire siia déi nbur sau:

“hjl Cén bd tidp nhin l-cic:m 1ra vé thanh phin, 56 lugng hf‘:r s0f, [rLrng hop
hé sor oo di thanh phan st luomg theo quy dinh, can b hn::]:l nhin thire hign
dong r diiu webng van -::!en e ghi ngay thang nirm rép rihén vao hé 5o v trd ngay
0} han hd se cho td chire, ca nhin den ndp trire tiép hodc chu}en ngav theao
dudmg buu dign 01 ban hd so cho té chite, cd nhin da iy hé a0 theo duimy
cong vAn kém thea Phifu 11&111 nhan hé se thes Min 56 06 e Phu lue "I.e’II ban
hach kérm theo Mghi dinh nay déi v&i trdme hop B4 Y 18 tiép nhin hd FERT
theo Mau s& 07 tai Phu e ¥ ban hinh kém theo MNghi dinh niy dm v
truréng hop Uy ban nhén dén tinh, Lhanh phd truc thufc trung wong tiép nhin
Ré so déng thir, Lhuycn ngay 01 ban hd ser dén lanh dao co quan, phéng, ban
nghigp vy co thim guyén,



Ll
Ln

Truirng hop h i LKhong du thanh phan, s luomg theo quy dinb, cdo b
tiép thin ghi ed ¥ do trd lal, cae ndt dung can bé suny Va tra fal npay Ihér 5o
cha té chite, ¢4 nhin dén ndp wwe tiép; hode 81 da khang qua 02 npiy lam
vige ké ol npdy nhin dwoe bS sotiép nhin i theo duime cdng vin

¢} Trong thai han 07 nzdy ki L ngay tidp nhin dd hd so k& khai, ké khai
lai gia thube, thay ddi thoag dn cia thude d3 ké khai, ké khai lai wid, 30 Y té
chng b gid thude ké khai, k€ khai lai; thdng tin bi sung, thay ddi cila thude
trén C8ng thing tin Kén o cda B Y o,

d) Y6 wéi hé ser k& khai lai gia thude sin kit lrong nudy;

- Trong thoi han 03 ngdy lam viée, ké o nedy tiép nhén di hé s theo
quy dint, Uy ban nhin dan tinh, thinh phé tnee thude trung vomp phai bébo
cao B& Y té cac thude ké khal lai thes M3n sé 08 tai Phy Iye VII ban hanh
kém theo Mghy dinh nay.

- Trong thin han (4 nedy lam viée, ke ur ngdy nhin duge bieo cdn clua Ly
ban nhén dan dnh, thainh phi tree thude g comg, Be Y 16 16ng hop v
cang bé trén Cong thing Lin dién i cua don v,

- Tnrdmg hop Uy ban nhan din tinh, thanh phé e thude trang wone sau
khi ri sodt cd vin ban g deaoh nghiép e hién ké khaj pia wéu cdu b eio
vé e gid ké khai lai pha hop vai hidn didng cuy ;-r'éu 1& hinh thanh gia phil
pini déng thin U1 ban vé Bg Y 18"

71, Khoan | Pidu 132 duoe stra & nhir sau:

“1_ Trang thei han lu hanh cda thede, o guan quan 15 nha mede o
thém quvén cin ol cic nguven dic rai Pidu 134 d& ra sudl ho so ki khai, ke
khal lai gig thude 48 nip bac pdm rd sodt vé ngay thue hign mbe gid ké khai,
ké khai lai. phat hign hir s ké khal khong chinh xa¢, véu ciu bing van han
doi vol dmnh nghiép thyre hién k& Khai pid bdo cio vé mire gid k& khai
phi hop véi }re;u 16 hinh Lhanh pid hodc mic gié l-:E! kIvai 1ai phtt hop vid bién
démnr Lllﬂ ‘-.-LLl 1& hinh thanh 14 (rong T.T‘I.Irmg hop cin thiél dé phuc vo cdng £ac
hinh én eid, quan v nha mordc vE pia, kigm tra, thanh tra theo quy dinh cha

phap Juat”
72. Didn b khoan 2 Pidu |32 duge st doi nhu sy

“h) Khéng difu chinh gid nhung khdng bae cao thea vin bhan véu ciu
cla o quan quan 1y nhi nude v& gid thude doi vl ho so ké khal, ké khai i
cua daanh nphidp; bio cdo khéng chinh xdc cac y&u td hinh thanh pia;”
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- - - . -1 -y . A
73, Khoan 2, khoan 3, khoan 4 Phicu 133 duge sita déi nhu saw:

L 1 - H L] .|: H 1 - - 1 H

7 s0 kinh deanh duoe duec ban thuoe ké oy ngay co 50 sa0 Xt

hode cor a0 dit gia cdig, ca sd nhip khiu thute 40 ndp ho sa ke khai, ké kha
lat pia thude.

3, Cior 3 kinh doanh duge khang duge ban budn, ban [& thude cao hon
e pid ke khai. k€ khai lai do ¢hinh co s sén xude hode cu s dat mla cing,
cor 50 mhip khiu thude 44 48 k& khal, k& khai lai,

4, Trudmg hop co quan quan 15 nhi nede co thim quvén ¢t van bin yéu
i e s¢ kinh doanh duge hao cie vé mive gid ciia mit hing thude do co so
J44 k& khai, k& khai lai, trong thin han &0 npay k& Lir nqav cd van ban cua cor
gun qmn Iy nhi o of thim quyen, oo s phai oo vin ban phan hot baa
cho ve mie gia k& khai phi hop voi cac w&u 15 hinh thanh gid hode disn chink
Em ké khal, ke khai bai phiy hep theo § kidn cua co quan quin [¥ nhi pude vE
gid thude, Sau thii hyn wén, néu eo s kinh doanh duge k_'rmng &6 van ban
phan héi thi bé se ke khal, ké khai lai d8 nop khdng con gid Lri"

74 Khoan | Piéu 134 duge sira dai ohu sau;

“1, Y¥idc ra sodt gid thude do eo =i kinb doanh thude ke khai, k& khai lai
dam bao theo nguyen Lic;

a) Khoéng cao hom giéd bin thude tui cde nudc Asear;

b} Tinh chinh m:, cla cac véu th chy phi céu thanh gid ban san phim cua
eer s nbdp khau thube, cor aé san xust thode hodc cor s ddt gia cong thude:
kf khai,

oh Sue phl hop win bidn ding cis }LL:I té hinb thanh pia san pham mhr
nouvEn Liéw, nhign ligy, [y gia, tén h.r{mb vi cdc chi phi khie hén quan trong
truimiz hop thudc diéu chinb ting gid™

75, Khodn 5.6 Dicu 134 chrere sira ddi, bé sung nhir sau:

"3, Co quan quan Iy nhad nude vé gld thude thanh lip & chuyén gia vi
pid thude §é ra soit tinh ehinli xic ota hi so gid thude ké khai, ké khai lai.

6. Bo truong B Y té thanh 1ap Hod dung li€n nganh Vi gla thudc wim
dai dién B3 Y & Bé Lu chink, RBao hicm x& Wi ¥Vigt Mam VA CAC COn quan,
dom +1 hidn quan d# o van cho R rndng 36 Y té v& vide ra sodr pid thude ke
khui, ks khai lai trong cac troémp hop:

a] Thude ké khai co nbng df, ham lugng khic vél cic thude da duge
cang bé trén Cong thing tin dién 11 cla B3 Y g

b Thude e dang bao ché khic vii cie thude dF duoc cong bo trén Cing
théng tin dign ur cia B§ Y €.



o) Thudc méi;

d) Thude thudic Thanh mug dam phan gia, thude Mgt dirgee gﬁn, thufe sén
xuft trén diy chuvén san xudt dal tién chuin BU-GMP hodic PIC/S-GMP 1al
oo s sAn xudt thude nude thanh vidn [CH hode Australia hode thude sin xudrt
irén déy truyen san xudl dat téu chuin WHO-GMPE do 36 Y té Wid Nam cip
Gidy chimp nhdn va duge oo guan quin ¥ guéc gl oo tham quvén cap phép
lrw hanh tai owde thanh vién 1CH hodc Australia ké Ehar la cd mire ting, e
thé nhur sau;

- Trén 10% déi vél thude ¢d gid tinh tén don vi ddng géi nhd nhét o
rén 3,000 (nidm nghin) dong d&n [0EO00 {mdt tram nghin} ding.

_ Trén 7% ddi vai thude o6 pid linh trén dom vi dong géi nhé nbén 1 rén
100000 {mde tram nyghind d:f'rnj-:r den 1,00 000 frmde teidu) dong,

- Trén 5% ddi vid thude cé eid tinh trén dom vi déng goi nha nhél trén
1.000.000 {mit triée) dong.”

76. Ehaan 2 B¥éu |36 duoe stra 461 ohur sau:

2. Ol 5o ban 1é thude trong khudn vién oo s& kham bénh, chita hénb
edng l4p chi dude mua thade tring thin cia chink co st khdm hénh, chira
binh, thude di cd ql_n-et dinh trimp thiu tai cic co =& ¥ té tuvén tinh, by i
trung 1rang rong vang, 12 thang; thudc 48 cd quvél dinh trome thin mua sim
tdp trung cap dia phurong, chp quic gia trong thiri bar ¢la hap ding hodc thoa
thudn khung mua sim tap tmg tinh dén mmede thai didm mua thude vii gia
tua vao theo quy dinh nhar sau:

a) DG win cde thude cd trong Danh mpc tring thiu cia chinh co sé
khém bhénh, chita bénh, pid mua vaoe coa co sd ban e (hade kbéap duge cao
hom gia thude tring Lhu clog thol didm,

b) B v thude khéng eb trong Danh mue toing thiu cda chinh o sé
khim hénh, chira bénh, gié mua vao khéng duge cao hon g rang théu ciia
chinh thude dé d4 tning thiu tai cac Y SOy 1 tu;,tn tirh, teyen trutlg Tong
trong vang 12 thang; trang thiu mua sam 1ap trung cép dia plueong, cap quac
2i1a rong thin han cda hop ﬂnnb hotic thoa thudn khung mua sam tip tung
tinh dén trrde thai didm mua thude,

Quy dinh nay khing ap dung A v cde thide dugre cap phép nhip khiu
thea quy dinh tal Piéu 67, Bidu 68 cia Nohi d:!nh s8 542017 ND-CE; che
thude piy nghidn, thude hurémg, tam thin, thudc tién chit va thubc ey theﬂ
quy dinh tai khoan 14 Didu 2 Ludt duoe chira tring thi 1ai cde co 5oy té
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77. Khoan 2 Briéu 140 ehroc sira déi nhu sau:

“2, Chiitm nhit dén ngay 0| thanL i T.hdm_., 2021, nguir phu trach vé bao
dam chit lugme cha co 59 san xudt thube, nguvén lidu L thude phii cé
chirng chi hanh ng_hc duce.™

TA. Bidu 143 duoe soa di nhir sau:
a) Sira 460 khoan 3 nhu sau:

3. Fm} phép %At E{hau, nbdp khiu thude, nguvén ligu 1am thude,
don hing xudt khidu, nhap khdu thude, neuyén lide 1am thude va cde th e
hinh chinh ¢d lién guan duge thue hién thea quy dinh cua Tudt dege
56 34200500H | | w3 cac van ban nnimp din ¢ lién quan dugre Lhue hign dén
hét théxi han hidu luc ciia CHiay phep,

Thude, nguyvén ligw lim thwde quy dinh i khoan niy duae g khiu
véa Viét Narn hoag xuat Hnu ra khed Vigt Nam duge thdng quan néu dap g,
quy dinh cia Tadt dirge sy I42005/0H11 va ede win han eing din cé Tién
gquan hoac theo quy dinh tan Nghi dinh nay k& tir ngay Nghi dinh nay cH méu
lue thi hanh.”

k) Sara déi digm a khoan § nlir sau:

“a} Cac cor s dang kinh doanh thude phas kiém sodt ek T hiet 14 thude
quy dinh tai cde ditm a, b khodn 26 Difu 2 cda Ludt duge duoe ép tue buat
ding dén hét nedy 30 thang 6 nam 2019, Sau thol han nay, cic co sé mudn
tlep tuc hoat dong phar co Gidy chitng nhin 40 didu kidn kinh doanh ducc
pham vi kinh doanh thudc phii kidm sodt dac higt phi hop vii pham i hoat
dinp cha oo s theo quy dinh {al Muc 4 Chuonp [11 caa Nihi dinh ndy;”

) Sira ddi khoan 7 obu sau

7. Chirm nhit tir ngay 01 thang 01 nam 2021, deoe Tidu tde khi Teo
hanh tai Vidt Nam phai c6 pify dang kv luu hinh hode cong bd tiéu chwan
thea quy dinh tai khoan | vd khodn 2 £nél 93 Nehi dinb nay,”

d} Saru dol khodn 11 Didy 143 nhw sau:

ML, Gidy phep hoat dong cus dounh nghidp nude ngodl vé thude vi
nguyin ligu lam thude tai Wigt Nam, Glﬂ}’ phép hoat diing r::ua doanh nghigp
nwrde ngodl vé vic xin, sinh pham y I va npuyin litu sin xual vic xin va sinh
phim v 1 tai Viét Nam duge cip trude ngdy Nehi dinh 50 54201 TNR-CP ca
higu luc duge st dung dén bét thid han higu lire cla Gidy phép.”



79, Thay thé cum tir *Sé Y té nm co s da die tr sa7 hang “Sé Y 0 e
dat co sd do it dia didm kinh doanh® tal diém b khoin 1 Thiéu 33, didm b
Lkhodn 1 DI.EU 14, didm b khodn | Diéu 30, digim b khoan 1 Bidu 51, digm b
khon 2 E)iéu 55,

B0, Sua ddd Mo 55 06, 07, 19 eia Pho lue T ban hanh kém theo Nghi
dinh nay.

81, Sita ddi Miu 58 19 coa Phu lue [1 ban hinh kém theo Nghi dinli ndy.

22, Sita ddi Pl lue TH:

a) Sira chc midn 56 03,04, 05 | 15, 16, 17, 14, 19, 20, 21, 22, 23, 24, 25,
26,27 30,33, 34, 35, 36, 37, 38, 4/, 43, 46, 47,48, 49, 50.

b Sira tén cha cac maw 86 03, 24, 25, 26, 38, 46,

B3, Sura déi Phy lwe V@ Bé sumg “Thudc phién vi céc ché phim tir

thude phicn”.

B4, Sira ddi Miu sb 06 ban hanh tai Phu lue VL

55 13 5UNE M 56 07 vao Phu lue VI

86. Sl déi Miu =6 01, 02, 03, 04 bun hinh tw Phy luc VI

Chu‘n‘ng ITI _ 1
LINH VUT HIEN, LAY, GHEP MO, BQ PHAN CO THE NGUOT
VA HIEN, LAY XAC

Bidu 6. Biii bo cae quy dinh sau diy ctia Nghi dinh s6 Hﬂflﬂlﬁf[\ﬂ EI‘
ngay 22 thang T nam 2016 clia Chinh phi siva déi, bd sung mot si diéu
cliia Mghi dinh s S6/2008/NB-CF ngay 29 thang 4 ndm 2008 cia Chinh
phii quy dinh vé th chirc, hoat dgng cia ngin hing mo va Trung tam
Ditu phiii Quie gia vé ghép bi phin co the npwi

I. Tiét 4 didm b khoan 2 Biéu a,

2. Tiét 4 didm ¢ khodn 2 Piéu 3a.

3. Tidt 2 didm d khodn 1 Pidu 4.

Piéu 7. Sirn diii, bf sung mot s8 didn cila Nghi dinh =5 IIH."EIJIIE.""H:J—CI‘
nua}f 22 thang ?' nim 2016 ciia Chioh phi stra ddi, bd sunp mot sb didu
ciia Mehi dinh 51] S6/Z00R/NB-CP ngay 29 thang 4 nan 2008 coa Chinh
phu quv dinh vé 1 -cl,urc, hoat dinp coa ngan hing md va Trung tim

Piéu phii Uuﬁc sia vé ghép bi phin oo thé npodi
1. Bidu 3a dugre sira o1 nher sau:

“Ditu 3a. Pitu kién hoat ddng va ¢ip Gidy phép hoat ding npin
hiang mb
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1, Pridu kién hﬂat ding cta ngin hng md: Ngan hang mé chi dues hoat
ding sau kb ¢or Gidy phép hoat dong ngan hing mi de Bé Y té cip.

2 Pidu kitn cAp Cidy phép haat ddng hgin hing md:

a) Cé Quyet dinh thanh ldp ngds hang md hodc ngdn hang mi cd 1én
lrong van han cia ¢ quan oo thim qum;n uy dinh cur Can 19 chite cla oo 50 ¥
té ddi vai ngdn hing md cha nhi oudc hoac {ndy chimng nhin doanh nghidp
61 v ngdn hiang md tr nhin,

by o ¢ vt chit phi hop, phat oo cic bi phin sau &y
_ Gding k¥ thugt 42 tigp nhin, xi 1y, hao quin va cung ong mé;

- Phémp xét nghiém. Rigng ngin hing mé thude oo s¢ ¥ té thi vige xet
nuhiém ¢d the s dung chung v bd phin xet nzhiém cla oo so v i

- Khu vire hénh chinh ttng hop, quirn ¥ W ser, 1 v
) Mhin lwe tdi thifu:

- Wauei quén 1§ chuvén mon ngdn hing mé phai 40 didu kién theo quy
dirh 14 khodn 4 Biéu 35 Ludt hén, 14y, shép mé, b phin co thé naedd va
hign, 13y xdc;

- 01 bac s da khoa c6 ching chi hanh nghé vé xét nghigm {Sioh hoa
hodc Hu}-;ét hoo ode Vi sioh vit) hoae 0l of ohin xét nghigm co ching chi
hinh nghé kham bénh, chita bénh ve xét nghigém;

- 01 k¥ thuit vién ¥ hodc didu duiimy Lt nghidp trung clp tré 18 Vi

l'

chuvén nganh y, cé ching chi hinh 11ghe khém bénh, chita bénh,

Dé] vl npin hang md thude co sd oy @t nhdn Tue cb LhE ki€m nhigm,
viéng k¥ Lhudt vign v hodc diéu dudng phal lam viée chuyén trach.

d) Trang thidt bi; Cé i cac lrang thidt bi theo Danh muyc quy dinh tal
Phu ]LlL [ ban hanh kém theo Nghi dinh néy, Fadi i 11gan hane md thufe cor
5ér v 18 oo the s dung chung trang thide hi v oo sd ¥ té,

L o~ - r r. Y . . - v v S 2 s
- Méu ngfn hiang mé <6 hoat ding +& giac mae thi phil ddp dop didu kén
tal khodn 3 Biéu nay.

- Cuy trinh quin 1§ hanh chinh.

_ Quy irinb k¥ thudt lay, bag quim, phin ph:f-.i ciia tirng loal mb nedn
hinp ding kv
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3, Bidn kidn ¢cip pidy phép hoat déng déi vii npin hing piac mac {ngin
Bing méd chi hoat ddng vé pidc mac):

a} Cor 2 viie chdt: P didu Eign theo quy dinh tai digm b khodn 2 THéw Ay,

by Trang thidr ki Cd o teang thigt b1 thea guy dinh L Phuy luc U han
hanh kém theo Mgh dinh nay,

ey Nhan lue:
- {6 du nhin bue quy dint tai didm < khodn 2 Bida nay,

- Naui lay glac [TIAC phal cd trinh dd viin hda b ]'JEh]L]:I phé théng trung
hoc, duoe dio Lao vé LAy vi bao quan, vin chuygn gidc mac,

2. Dhidu 4 duoe sita di nkr sau:
“Dicu 4. HH sory thid tue 38 nghi cip Gifiy phép hoat dong ngin hiang mé
1. 114 sor d& nghi cap (fidy phép huat ddne ngén hang mé bao gém:

a) Pan d& nphi cdp (Hdy pheép hoat $ong ngdn hing mé thee midu guy
dinh eai Thu luc 1 ban hanh kém thea Nghj dinh nay;,

b} Béan sao qu\-u dinh thanh Jdp ngén hang mé hode ban photocopy of
bin chinh dé¢ déi ctiéu hoje Gidy chimg nhin doanh nghiép déi véi npan
hing md tu 1hin;

¢y Ban ké khai cor sd vl chil, rang thiét bi ¥ té ¢té cining minh do didu
Kign quy dinh tai Biéu 3a Nghi dinh nay,

d) D& voi ngin hing md ddc [fp: Ban ké khai ohin lwe cda ngan
h.mg md d¢ chitng minh dd didu kidn quy dinb sl Diéu 3a Nghi dinh ndy. B2
vl e (uan 1y chuyén mén con phil ¢f ban sao ching, thue vin T,

chivng chi,
P14 wi npiin hang ma thude oo s v té chi ¢dn ching chi hinh nihé,
2. Trink tiy thi e cfp Ciidy phép hoat déng ddi vl ngdn hing mé:

a3 Cor quan, 16 chire, ca nhin nop 01 bé hé S dé nghi ¢dp Gidy phép hoat
déng yuy dinb tai khoan 1 Pigu nay cho B§ Y 1 theo duwdmg hinb chinh hoae
nép e Lidp;

b3 Sau khi tiép nhin, trong thix gian 03 ngay lam vige, BGY té g trach
nhiém xem xé tinh kop 12 cia hé so. Truemge hup hés 5o chiuea hop 18, Ba Y 18
co vin ban théng bdo hudmg din dé cer quan, 18 chire, ed phin hodn Lhién
hé LT



c} Trong thai gian 03 ngay bim vige ké tir ngdy nhin i hid 50 hcrp 18, Bd
trwdng Bé Y t€ ra Quyél dinh thanh lp 113 dung tham dinh -::ar.n CHdy pth
hoat déng ngin hiang md, Thanh phin [16i ddng thim dinh thi thidy pém 3
thinh vidn la dai disn don vi cé lién quan cla BO Y €, chuvén pia vé ¥ &,
phap ludr;

d) Trong thii ban |7 ngay lam vide ké tir MEAY CO Quyr.::t dinh thanh lap.
Hai ddny 11én haoh thém dinh tal nean hane méd, lHp bidn ban thim dinh v
baa cdo kér qua thim dinh che Ba twimg 36 Y L, can o ké qud tham dirh
ciu M dong, 136 tradme Bd Y té cdp Gidy phiép hoat dong cho ngdn hiang mé
theo mdu quy dinh tai Phu lue 113 k&m theo Nehi dinh ndy;

Thin gian gidi quyér Tir khi nbin duge hé sorhop 18 ctia oo 50 46 nuhi
Bé Y té cdp Gidy phép hoat d6ng ngdn hing ma dén khi B Y 16 cip phép 14
30 npay.”

LChreng TV
LINH ¥UO HOA CHAT CHE PHAM DIET CON TRUNG, DIET KHIAN
DUNG TRONG LINH VU GIA DUNG YA Y TE

Pitu §. B3l bd eac quy dinb sau day cia Nghi dink so 91.2016/ND-CP
ugm 03 thidng 7 ndm 2016 cia Chinh phi quy dinh vé quan I héa cbil,
ché phim diét cim triing, diét khudn ding trang Finh vue pia dung va y té

|- Khaan 1 Biéu 4.

k-3

_Bidm e khoan 1 va khodn 2 Didy 5.
3. Difm ¢, ¢, g khodn 1 va didgm ¢ khodn 2 Biéo 7,

4. Yéu ciu phai cb gidy tir chimg minh tudn thi quy chudn kvt
vt khoaog cach an wan ¢cia Bg Odng Thuong tai diém d khadn 1 £1éu 7.

5. Khoan 1 Di¢u 10

&. Plidm b khodn 2; cac dicm b, d, d v& ¢ khodn 3 Bidu 14
7. Khoin § Fiéu 15.

5, Didm b khodan | Fridu 44,

Y, Khodn 1 va khodan 3 Pidu 41,

[0, Khaan 3 Piéu 42
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Bitu 9. Sia 451 Gt 6 dicu cia Nghi dinh s6 91/2016/ND-CP ngay 01
thing 7 nim 2016 ¢ha Chinh phi quy dinh vé quan B haa chit, ché
phim didt cin triong, did khudn ding trong Unh vize gia dung va y t&

|. Khwoan 1 Bidu 6 duce sira ddi nhir sau:

“FMip tmg céc véu cau tai Muc | Chuemp, [1 Nghi dinh 50 113201 TiNE-CP
nedy 0% thang 10 ndm 2017 cla Chinh pha quy dinh chi tiét va hedng ddn thi
bankh mat 26 didu oda Toidt hda chat™

2. Pigm d khodn 2 Diéu 7 duge sia ddi nhu sau:

“oy Gidy 1 quy dinh tal cde didm d, d khodn 1T ENiéu ndy phii cf xdc
bibiin ¢1la cor 50 san xudHl”

3. Khoan 4 Dido £ duge st &80 nhuo san:

“4. Trong thin han 03 nedy Lam viée, k& i ngdy ghi trén Phigu 1iép nhin
hé 5o, 5 ¥ 1€ ¢o trdch nhidm cdng khai trén drang théng tin dign e ena Sa Y
¢ cde thdng tin: Tén, dia chi, 58 dign thoai lign hi eia co sosdn xuis”

4, Pigm a khoan 5 Bidu 8 duge sia 401 nhu sau:

‘i) Thay ddi w& nhén sic Van bin dé nghj cip nhit théng tin cdng bé chi
digu kién kém theo eidy trgquy dinh i digm b khedn b Eiéo 7 Nehi dinh ndy

5. Khoin 2 Didu 10 dirore sira déi nhu sau:

“3 fyat tidu chudn 136 17025:2005 hoidc cic phign ban ¢ip nhit duge
cap chitng nhin bid t6 chire chime nhan 33 diog ky thea quy dinh cla phap
lude vé didu kidn kinh doanh danh gid s phi hop™

6. Didu 12 ditoe sira d6i nhu sau:
“Prign 12. Chng bd di ditu kign thye hign kidin nghiém

{. Trude khi thue hign kigm nghiém 1in du tign, co sé kiém nghidm gin
thorg bio g cdc Ha}f r thew guy dink tal Bidu (LN ghi dinh ndy din 3o Y
té. lrutmg hop By Y 1;5 trién khal hé thong tore tuyén thi cor s thimg bio
bing hinh thite e tuvén.

2. Trong thisi han 03 ngdy lam viée, ké tir npdy nhim duge thong bio cla
co 50 kigm nghidm, B& Y e od wach nhidm cfing khai trén trang thong
tin didn oF cia B3 Y [é cdc thong tin: Tén, dia chi, s6 dién thogi lién h§
cita dom vi kidm nEh;q;In_ danth muc cde doai hda chit ma don i of kha ndng
kidm nghidm.
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3. Truimy hop co s ki nghigm co thay 36§ difu kifn kidto nghigm 501
virl bl s thong bdo du didwe kign thye hign kigm nghigr di gui dén S ¥ 18,
‘lrung thit han 5 I]i':,-ﬂ"" larn vide, ké tir khi ofr s thay di, wir 50 kicm nghmm
i trdch nhidm el thange bdo dén Bé Y té wai cac midy th thee quy dinh wi
Didu 11 Nghi dinh nay.

4. Trodng hﬂ'p phiit hign cor s kidm nghigm khdng 3 cae di¢u kién theo
thing, bao dil gl B{ Y te mi kidng khic phuc trong thid han thee }L-'..l Cau
clia B ¥ 14, Bo Y 12 chim dim vide dang i thiag tin lign S[itly dén cer so
kiém nghiétn v co van bin thang bin cha ca 2o kifm nghiém v& viée chim
dirt diing t’u thang tin. Co ,~_-.|:|r kidm nghidm khdng -:Ium: phép thue hién kifm
nehiém ké tir ngdy B4 Y t& ca van han thimg ban v& vide chim Jdim ding L
'[]]-.?ng 1n lién quan dén cor s kidm nghifm do khing da didu kign thee hifn
kiérm nghiém."

7. Diém a khoan 2 Dicu 14 duoc sda d61 nhur sau:

“a) Neudi phy trdch bo phin khao nghu,m ¢d it nhal 93 nim kiok
rehiém trong linh viee khao nghigm ché phim.”

2. Priém a khodn 3 Didu 14 duoe sia ddi nhur san:

Fah Co phénp khao nghigm duge quan Iy, win hanh theo oéu chufn 150
| 72520005 hodc ticu chudn IS0) 151842012 hodc phién ban cdp nhit.
Trudmng hop o hogt ddng dich vy thar oghieém thi hoat ddng tha oghiém phis
duoe ding ky theo gquy dinh cas phap lu# vé didu kidén kinh deanh dich vy
danh gia sy phu hop™

. Blidu 16 duoc soa d6i nhny sau:
“Biéw 16, Cing b G dién kign thye hign khao nghifmn

1. '['rm".rL khi th_n; hican khio ophiém lin diu ti#n, co 56 khae nghitm
Lhung bdu gom cae g_m‘-.- L thu ey dioh tad Dicu 15 Mahi dinh nay dén Bo Y
LE. Troong hop Bo Y LL trifn khai hé Ihung Lrure: 1.'|.|"'.'L-ﬂ 1ht cor s thing bao
bing hinh thic true wyén.

2. Trong tha hgn 03 ngay lam vige, ké tir ngay hdtt duegre thing hdo coa
e s khao nghidgm, B ¥ t8 cd trach nhiém cong khal teén trang thing tin
dién tircuoa BG Y té cdc Ehing tin: Ten, dia chi, ad dién thoai lién hé cia oo s
khian nghigm; danh muc cdc quy trinh khao nghiém ma co sd khao nphigm
eéng bd 40 didu kidgn thue hifo khao nghidém.

3. Trwimg h{rp cw s¢ khdo ngtugtn <o thay déi cac didu kidn so wii hé sor
thang bio 43 piri dén Bé Y 1€, trong thir han L3 Ay ké tir khi cér thay r_fm cor
50 khao nehigm ¢b rach nhigm gin thung hao dén Bd Y 8 wéi cac pidy o
theo quy dinh ta Difu 15 Nehj dinh nay.,



4, Trong thii han 03 ngay lam vide, ké 1 ngay nhin dues théng hao cia
et & khido nghifm thea quy dinh tal khodn 3 $icu nay, Ba Y 18 ¢ wach
nhi¢m cap nhart thong tin trén trang thong tin dign 11 eia Bg Y 1C

5. Trudmg hop phal hién co s khao nghiém khang di cac didu kién the
théng bao di gin B3 Y 12 mi khong khic phuc trong thol han theo yéu cho
cia B Y &, BO Y té cham din viée ding tai thang tin lién YuATL dén cor sér
khio nghiem wi ¢o vin bin théng bdo cho oo 53 khio nghiém vE& wvide chiim
dint ding tai thing tin. Co s khao nghiém khoog deee phép thiee hign khao
nghiém ké tit ngdy Bd Y (& cd viin bin thdng bic vi vide chim dimt dang tai
thing tin lién quan dén co sd khio nghiém do khing du digy kign e hign
khae nghagm.”

10, iém d khodn 4 Breéu 26 dwege siea 3610 nbar sa:

“d) Ban g hodu ban sao hap 1€ Két quA kiém nghigm thanh phin va
him lirong hoat chit cda ché pham. K& qua kiém nghigm phai diegre thure hién
héri co s 40 didu kien thee hign kiém nshidm theo quy dinh tai Pide 10 Ngh
dinh néy, Trrgng hop cie o s kiém ]'I1-.E]'II.L]'.I'E ¢ Wigl Nam khang du nang lure
dé l-:nam nghiém, oo sér danp ky duge s dung kéL qua kiém nghidm clia don vi
Sarn ’.!';.l.lﬂt hode mdt phing wét nghidm doc LEp dae IS0 170252005 hodc tidu
chudn TSO 1518912012 hoac phjen ban cip nhit va dom vi ding ky phat chiv
trich nhifm trude phip ludt vé tink hop phap cda két qua kiém nphim do
minh cune cip,"”

11. K.hodn 3 Bk 40 dirors sita dtdd nlne sau:

"3 ThH chire, ci nhdo mua ban cdc ché phﬁm diét chn trimg, digt khuan
théne dung bue pom: Nhang (hueng) xua, digt mudi; tim héa chit xua mudi
dung trong gia dung va y &) binh xit xua. digt cdn wing; ba dift cin ining;
kem xoa, tam din, vong xua cdn trong dang cha agud; dung dich l::-cu: hoi
x¥ua, didt mudi; man, rém, gla} tim hia chal xus, didt mum, chid rlhim diét
khuin ding trong giz dung khang phii d4p ing cdc véu ciu quy dinh tai
khain 1 va diém ¢ khoin 2 Dicu niy."

12, Khoan 2 Biéu 41 duge sica ddi nhu saw:

3 Wguet true Gép thue hidn did eén tiing, didt khadn ph’u chugre Edp
hudn kidn thite sau va duge chd oo sé xde nhin 48 due tip hudn vé:

a) Céch doc thdng tin trén nhin ché phim;

b} K§ thudt digt chn triung, dige khuin pha hop véi dich v ma co sd
cunp cip;

c) 51 dung v thai bo an toan ché phim digt cén teing, diét khuan.™
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13, Khaan 2 Duéu A2 duooe sia 6 nhee sau:
“2. [Janh sach ngwdn duge Bip huan kéo dote b 2de nhdn coa chi co =0
14, B& sung khodn 1a vao iorde khaodn 1 £298u 63 nhur sau:

“la. Téa choc Lip huin cha @il trrc tiép thiee h[-&tl diét con trung, digt
klmdn cda ca s0. Trodng hop khing td chire tip huan, chi co s phai cu
nguit truc llL]:I IJ'ILIL hién diét cdn trinag, dift khudn cia co sir dén hoe ta1 cac

dom vi co cung cdp chuong trinh tdp hudn ¢é cée ngi dung dheo quy dinh ai
khadn 2 Bligu 4] WNghj dinb ndy"

15. Sita i Miu 56 01, 03, 04, 05, 08 va 0% Phy jue |; Phu lue VT; Phy
lue YII va Phu lue [X ban hinh kém theo Nphit dinh nay.

Chuonp 'V
LINI V1O KHAM RENIL CIIUA BENI

Piéu 10. Bai biv cic quy dinh san ddy cit Mehi dinh SD 105/2016/ND-CT*
ngay [Ill thang 7 nam 2016 caa Cllmh pha quy dinh cp chirng chi hanh
nghé doi véi nguidi hanh nghé va cap gidgv phép hoal ddng d5i vai oo sé
kKham bénh, chira bénh

1. Pigm d khedn 1 Pisu 7.

2. Khoan 17, 18 va 19 Didu 22,

3. Dicm a khodn 3 Diéu 23,

4. Diém b, ¢ va k khodn 5 Didu 23,

5. Biém b, ¢ khoan 2 [%éu 24,

6. Khoan 3, khodn 5 Pjéu 24.

7, Digm a, ¢ vi d khoan 2 Pidu 25,

8, Biém a khodn 3 Biéu 25,

9, Diém b khodn 4, khiodn 3 Didu 25,
10, Difm 1, d, d va e khoan 1 Biéu 26,
11. Tiét 2 tai didm ¢ khoan | Piéu 26.
12. Diém a khoan 2 Didu 26,

13. Diém o, d va d khodn | Didy 27,

14. Tit thir hai diém a khodn 2 v4 didm a khoan 3 Eiég 27,



47

15,176t 10, 11 didm a, didm b v ¢ khodn 1 Dida 28,
16. Pidm a va tift 3 diém b khodn 3 Diéu 28,

17. Fyidm b va ¢ khoan 1 Bifu 9.

18, Khoan 2 Digu 29,

19, Biérm a, b khoin 3 Diéu 29,

20, Diém a, o vi d khoan 1 Bidu 30,

21. Diém a khodn 2 Didwe 30,

22, Diém a khean 3 Didu 30,

23.Tiet 2 va 3 didm b khodn 3 Dicu 30,

24. Ditm a khodn 4 Dién 31,

25. Khoan 5 Diéu 31,

26. Priém b khoin 2, didn b khoan 3 va didm a khodn 4 Bidy 32,
27, Bidu 33, 34, 3%, 36, 37 vi 38,

28. Diém b va ¢ khodn 1, diém a khodn 2 Biég 39,

Pidu 11. Sira d6i mdt sd ditu cia Nghi dinh s6 10%2016/NB-CP
ngay M thing 7 ndm 2016 coa Chinh phii quy dinh ¢ip chimg chi hanh
nghd déi voi nprivi hiinh nghé va cfp pifiv phép hoat déng 460 v or si
khim kénh, chira bénh

1. Sira dfi digm h khoan | Difu 4 nhe sau:

“b) Chp dicu chinh t.,hlfmg <t héank nghe khi ¢6 thay ddi ndi dung trang
chimg chi hink nghé, baa edin:

- 136 5L pham vi hoat dong chuvén mén trong chumg chi hanh nghé khi
neuai hinh nghé de rghi thém chuyén khoa khac vén pham v hoal dong
chuvén mén di duoe cdp rong th.mg_ chi hirth nghé;

Fyfi vii cac k¥ thuit chuvén mdn thude chuyén khoa khic & chuvén
khoa ma npudi hianh nghd 3 dwoc shi trong ching cki hanh nghé, ngéi
hanh nghé duoc thue hién k¥ thufit sau khi cd chimy chi hofic cinmg nhan dao
tao k¥ thudt chuyvén mén 4o do co 5o dao tao hop phap cap va duge ngodi
chiu trich nhiém chuyén médn k¥ thufit cia co s cho phép thuc hién hang_ v
bén, ma khong can b:} SUNE pham i hnat déng chuyén mén ghi trén chimge che
hanh nghé,
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- Thay ddi rham vi hoat ding chuygn mdn trong chimg chi hanh nghé
khi ngudn hanh nghg dé nghu thay €41 chuyen khoa khac o1 chuven Khea da
dirge cip trong chimge chi haonh oghé;™

2. Sira ddi Pigu 7 nhur sau:
“Biéu 7. [T s dé nghij cip dién chinh ching chi hianh nghé

1. TH s &€ ngho cip bd sung pham v heat ddoz chuvén mdn wong
. R 1 B
chumg chi hach nghe bao gém:

4} Don d¢ nehi oip b sung pham vi howt ddng chuyin mén trong chimyg

chi hanh nghé theo 8w 05 Phy lue 1 ban hiaoh kém theo Muhi dinh nay;
b} Ban sao hop 1 chimg c¢hi hanh nphé ¢8 duge cap;

c} Han sao hop 1€ van hﬁng, ehimy chi, gia’i}r ehimg nhin dao lae do oo so
dan tan hop phdp cip voi thed gian dao lao 161 thifu 13 6 thanpe phi hep vai

pham vi hoat ding chuyén min dé nghi b sumn.
3. Sira déi Pidu 22 ninr sau:
“Bién 22, Hinh thire td chive ¢ia co sir kham bénh, chiia bénh

Cor =& khdm bénh, chita hénh duge thanh ldp theo guy dinh cuz phap ladt
i phal thao mi trong cdc hinh tinic té chite sau diy:

|. Bénh vién han gfm hénh vigén da khoa 3 hénh vién chuyin khoa,
2. Réph %a thudc e hegmg Cdne an nhin dén.

3. "hong khdm da kKhea,

4, Phong khim chuyvén khea, bao pdm:

&) Phong khdm néi tang e,

1Y Phing kham chuyén khoa thude hé ndi: Tim mach, ha hé'p, réu hoda.

rhi va chuvén khoea khic thude hé noi;,

c) Phong khim tw vin sic khée hodc phong tr vin sire khde qua cac
phircmg Bén ofng nghé théng Lin, vién thimg;



49

d) Phang kham chovén khoa npoat;

d) Phanmg kham choyén khoa pho san;

g) Phong kham chuyén khaoa nam hae;

2 Phang kham chuyen khoa cing - ham - mal;

hY Phang kham chuyén khoa tai - midi - hong:

1) Phang kham chuyén khoa mIAL:

k) Phang khim chuyén khoa thim mé;

1) Phing kham chuyén khoa phuc hii cliie nang;

1) Phong khdm chuyen khoa tdm théin;

0 Phong khdm chuyén khoa ung uro;

o) Phong khdm chuyén khoa da [idu;

o) Fhang kham chuven khoa ¥ hoe of tuvén; Phong chén i v hoe b truyén,
q) Phong khdm chuvién khoa dinh dudng;

ry Phimg kham hi oy diéu tei v nghién ma ey,

3y Phanp kham, didu irn HIVAILYS,

tl Phong xé nghidom,

1) Phong khim chin dodn hinh anh, Phong X-Ouang,

v BPhiong khdm, diéu 1 nohién chir dan_g_ thudc phién bing thudc thay
thi thue hign theo quy dink tai Nehi dinh si Y2016ND-CP neay 01 thang 7
hdm 2016 cua Chinh phin quy dinh vé didu tri nghién vic chit dang thudc
phi¢n bing thude thay thé;

k) Phong kham, wr van i digu trj di phong,
v1 Phing khim, diéu i bénh nghé nphigp:
7} Phong kham chuvén khoa khac,

5. Co s kham hénh, chita biénh ¥ hoc gia dink (hodc co s& kKham bénh,
chita bénh then npuyén 1y ¥ hoe giu dinh): Thye hidn thi diém theo quy dinh
cua B tnrémg B Y 18



f, Nha hd sinh,
7. Co sé dich vy v 1 bao pdm:

) Cor 80 dich vo tigm (chich], thay hang, dém mach, do nhiél 48, do
byt ap;

by Cley ser dich wvo chiim s6¢ stre khod tai nha;

) Cor sir dich v céip edma, b oy vén chuyés ngudd bénh trong mrde v ra
LI nRoal.

d) Car sir dich vu kinh thufic;
d) Cer =iy dich v thdm m§;
g) Cor 5 dich vu ¥ 1F khde,
B Tram ¥ 14 L‘fip xd, lram xd.

9. (o s gidm dinh v khoa, oo s& giam dinh phap v, ¢o thue hign kham
bénh, chira bgnh thi pha 16 chiic theo hinh Lhire th chire co s0 khim bénh,
chifa biénh quy dinh 1ai khoan 3 Bidu nay. Co sé giam dinh phap v tim thin
o6 thuc hién kham bénh, chita bénh thi phai 10 choc hee md rong ¢ds hinh
thire 16 chire oo sé khdam bénl, chifa hénh quy dinh tai cde khodn 1, 3 hejc
dig¢m m khoan 4 Pidu nav. Cic co so niy phal ddp mg didu kidn trong, g
vini tung hinh thoac 1 chive cor 3¢ khém béah, chira hénh.

|0, Car sét v t€ oo quan, dom vi, 16 chire o thue lién viée kham bénh,
chita bénh thi phai thre hign thee mit trong cie hinh thie by ehie quy dirth tai
khain 3 hodc diém a khoan 4 Didu niy va phii dap ng diéa kign quy dinh
tirem verle, i hinh thie th chire dé.

Ll. Trung tdm ¥ t& ¢& chiie ning kham bénb, chira bénh thi cip aidy
pheép hogr déng theo hinh thic té chire la bénh vidén du khoa hojic phing khdm
da khou va phai dap (mg didu kign quy dinh neeng tmg voi hinh thiw o chire
dd, Vige phin hang thue hién thee npuyén 15 néu duoc {rﬁp pidy phép hoat
ddng theo mé kinh phoog khiam da khaoa thi dugc :u'.é]:u hang IV, néu dueoe cﬁp
gify pheép hoal ddng theo mé hinb bénh vidn thi duge xép theo hang bénh
vién feomg duromg vl quy nid cds oo sd do.

12, Trudmg hop cde eo = khdm bénh, chita bénk dép (e din didu kign
cila cac cor s0 dich vy 1€ quy dinh tai Nghi dinh nay thi duoe bd sung quy
rod va pham vi hoat ddng chuyén min teong dng.”™

4. Bé suny £iéu 23 nhur sau:



“Dien 23a. Bicu kién chung d& cap gidy phép hoat ding ddi ¥61 cie
cor 50 khidm hénh, chiza bérh

1. {0 507 val chit;

a) 6 dia diém <o dinh (Ui wredme hop 18 olire khém bénh, chita hénh
hirw dang b

by Ban dam eac dide kién v& an todn bie xa, phong chiy chita chay theo
quy dink cua phap ludt;

) Phai bd o ke viee tiét ting d& w15 dung oy v & s dung lal, ol
tneimg hop khdng ¢6 dung cu phai tidt i lai hode of hop dong, v co s y
te khae dé oét tronge dung ¢u.

Z. Trang thiét by té:

) O dd trang thidt bi y té phit hop vai pham vi hoat ddoe chayén mén
CLIA CIF 50T,

b) Riéne co 5o khim, digu tr bénh nphé nehifp i nhil phai <& bi phin
s nghidm sinh hoa,

¢} Phang kham tr vin ste khoe hoae phong te van sue khoe qua cde
phuong tién céng nghé théng tin, vién théng khéng bil bude phii ¢f rang
thiét bj y t¢ quy dinh tai diém a, b khoan nay nlumy phii co do cac plurong
tién cdng nghé thing tin, vién thang, thiét bi pha hop v pham 0 hoat Jéog
dang ky.

3. IWhiin luc:

ay WAL cor 8 kham béoh, chita bénh phai cd mit ngodi chin wéch nhisdm
chuyén mdn k¥ thuit. Neowdd chia trach ahiém chuyén man ki thuic va truﬁ’t}g
cde khoa chuvén min coa ¢ 50 kham bénh, chita bénh phal dap g cdc diéu
ko suu g

- 1.4 ke 2% cd chimg chi banh ng,hE co phamn w1 hogt ddng chuyén mén
phi hep pham vi hoat ding chuyén mon clu co so.

- Trirémg hop o sé kham bénh, chita béah pom nhidu chuyén khea thi
chitng chi hanh nehé oha nguedi chiu trach nhidgm chuvin mbn k& thudt phii ed
phum vi hoat déng chuyén mén phit hep voi it nhit mét lrong cic chuwyén
khow lam sang ma co sd ding ky hoat dimg,

- D80 vl cte phing khim chuyén khoa dedd diy, nguein chiu rach
nhiém chuvén min k¥ Lhudt con phal dip dng cic didéu Kign nhr sau:

— Phémg kham chuyén khoa Phuc béi chie nang: LA bae =§F et chirng ch
hanh nghé vé chuyén khoa vt ¥ irp gy hodie phue hdl chire ning;
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+ Phang kham, diu iri ha trg cai nghugn ma tiy: La bac =¥ chuvén kKhon
tam thén, hic 5% da khoa ¢ chumg chi daa 10 vé chuyén khoa tam thiir hode
bac s¥ chuyEn khoa ¥ hoc e Lru‘ven ¢ chimg chi dio tao vé hd tr cai nghién
ma Ly hanE phutmg phép ¥ hoe of truyén;

— Fhéng kham, didu tri HIVIATDS: La bac sF chuyén khoa truwn nhiém
hode bic 5% da khoa vi o gifly chime nhin d8 dio o, e hudn vé didu 1
HivV/AIDS,

+ Phing kham chuyén khea y hoe 08 truyén: La bac s% hodic v % choyén
khoa ¥ hoo o truyén,

~ Phéng chiin e v hoo of tnwm La lwong v hodc & npud duoe cip
(vifiy chimg nhan bai thube gia ’rmyen hode la nowdi deoe cap Gidy chimg
nhin phuong phip chira hénh gia tmj.En,

+ Phiing khdm dinh dufing: La bac 5% chuyén khoa dinh dirfimg hode hdc
5% da khoa +d ed chime chi dao o +& chuyin khea dinh duims hode bic 9 v
hoo diy phéng vi b chimg chi 440 tao vé chuyén khos dinh dudng hode oo
nhdn chuyén nganb dinh dudng hodc bac 5§ v oo b truyén va ¢o clumg chi
dao 1ao v& chuyén khoa dinh dufmg hode o nhin v khoa v o6 chime chi dio
tao v chuyén khoa dinh dufing hede ¥ 5% v2 co chimg chi dio fan v chuyvén
khoa dinh dirdmis;

+ Phang khim chuvén khoa thim m3: L bac s¥ chuyén khoa phiu thudt
tao hinh hode chuyén khoa phiu thud tao hink thém m¥ hodc chuyvén khos
phiu thudl thim m¥;

I Phéng kham chuyén khoa nam hoe: La bdac s% chuvén khoa nam hoc
hodc bac s¥ da khoa va cd chimg chi dao 1ao v chuyen khoa nam hog;

+ Phatg khim, digu tri bénb nghé nghigép: La bac s§ chuyén khoa bénh
I'IEhE nphiép e chimp chi hanh ngh? hofc bdc 57 da khaa ¢d ching chi hanh
nehé va chimg chi dio tao v bénh neghé nghip;

! Phong =xél nghidm: La bde 5% hofic k¥ Lhudt viéo chuyén nganb xé
nghigm, trinh dé¢ dal hec trd 18n €6 ehimyg chi hinh nghé chuyén khoa xét
nghiém hodc ok nhén héw hoc, sinh hoc, duroe sT ik &6 dai hoe ddéi v
ngirir di duce tuvén dung lam chuycn nganh xét ngh:em trudc ogay MNgh
dinh nady ¢6 hidu lue va duoc cap ching chi hinh nghé chuyén khoa xdé
nghiém v chure danh 13 k¥ thudt vién;

+ Phang khiam chan doan hinh dnh, Phong X-(Quang: La bac 53 chuyén
khoa chin dodn hinh anh hofc o0 nhin X-Quang inh dd dai hae wed 1@n, co
chimg chi hanh nghd;
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- (G4 Lhin wian hanh nghé kham bénh, chita bénh 1t ohdt 14 36 thing sau
khi duge cip chime chi hinh nghé hodic ¢6 Lhen pian true Gép tham pis kham
bitnh, chiva bnh it nhit 13 54 thing Wide phin cony, béy nihidm neween chir
rach nluém chuwyén mon k¥ thudt cita oo sé kham bénh, chita hénh phai dirge
thé hién bt;irlg van bdn;

- La ngaon haoh nzhe co hito td o s,

B Meod nerai chun trich ntugém chuyén mdin k¥ thudt coa oo 5o Kham
bénh, chita bénh, cac db treng ki lam vige trong aor s néu ¢ thoe hidn
wibe khdm bénh, chita bénh thi phai oo chimg chi hinh nghf: va vhy doone chuee
hign wige khdm Dénh, chita bénh trong pham ve cong vige dege phin
cHng. Can cif vaa pham vi hout déng chuvén mde, van bang, chimg chi,
chimg nhin dao lao va ndne lue cla npwéd hdnh nghé, nauwid chiu teich ohidm
chuyén mén k¥ thuil cua co sé& khim bénh, chita hénh phin cdnp ngudn banh
nghé duwe Lhue hidéo cac ki thiedt chuyén mom hang viin bin;

¢) K¥ thudt vién xét nghigm cd trinh di dat hoc dwee doc va ky két qua
xét nehugém. Trneomp hop cor s khdm bénh, chita bénh khéng cé bac 5% chuyén
khoa x€t nghigm hode k¥ thudl vién x€t nghidm o) (rinh 6 dat hoc thi bae 53
chi dinh xét nghiém dogc va kv e qQua xef nghidn;

dy Cb nhiin X-Cuang oo teinh 36 dai hoe duge doc vd md A hinh anh
chan dodn. Triréng hop e s khdm binh, chita bénh khng oo héc s% chuyén
khoa chin dodn hinh dnh hodc bie s§ X-Quang thi bic =¥ chi dinh k¥ thudt
chin doan hinh anh dov va k¥ két qua chan dodn hinh anh;

a4y Cac dai teronig khde tham gia vio qua lrinh kKhatm Dénh, chira bénh
nlumg khang cin phai ciip himg chi hanh nghé thea quy dinh cis Ludt kham
hénh, chita bénh (b duge phép thue hign cae hoat ddng theo phidn cing cua
g chju trach nhidm chuvén mon ki thudt eila ¢ sd kham hinh, chita bénh
(ke s vat iy oy hoo, k¥ su Xa ], dtm ngT tr léu, tim t:.- tri ligu va cic etédi
trong khic), viée phin céng phii pha hop véi viin l:lifing chuvén man ciu
npual dia.

4_ o siv khdm st khde dip (mg cde dicu kién sau:

a) L4 co s& khim, chita bénh d3 duge cip giiy phép hoat déng theo quy
dinh cua phap loit;

by Phii 6 d0 cac bd phin kbim lim sing, can idm sing, nhan e v
thift bi ¥ té cin thiét d& khim, phét hién duge tinh trang sic khoe theo 11y
chudn sitc khae vi mdu phidu khim sic khoe durge ban hanh kém thea cac
van ban hwdmg din kham sic khde thea quy dioh cous phdp ludr.
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3. Co s dich vy tham mf khdng thude logi hinh phil oo gidy phep ol
diong ninmp [.Ihal cd vian han leug ban dip i di didu kign cung vip dich vy
tham m¥ theo mau quy dinh tai Phy lue VIIT ban hanh kem thea Naht dinh
ity g vE S Y 1é il die tru s teude khi host dong it whil 14 apay.

Cic dich vu thim my ¢ stir dyng thute, cac chit, thiét bi 42 can thicp
vio co the nTuis (phiu thude, tho thudt, cic can thigp cd tém, chich, bam,
chiéu tia, song, dit hode i can thLL]:l wdm lan khac) lam thay ddi miu 53¢ da,
hinh dang, cin ning, khifm khyét cia cac b phin trén co thé (da, mii, mir,
méd, khwdn min, ngue, bung, ming v cac bdé phin khic Lrén ¢or thé npusi),
xfim, phun, théu trén da ¢ stk dyng thude way 18 dang tigm chi duwge theee hién
lai bénh vidn cf chuyén khoa thim m§ hodc p}lﬂng__ khim chuyén khoa T.hqm
m¥ hofc co s& kham bénh, ¢hita bénh co phum vi hoat ding chuvén tndn va
chuyén khea thiam m¥ Loy thea pham vi hoal ddne chuyén mén duge oo quan
6 thim quyén phé duvel”

3, Sira déi Fyicu 23 nhu sau;
“Pign 23. Pibu kitn cip gify phép haat ding dbi véi binh vidn

Naodi vide dip ftog cac digu kién quy dioh i Didu 23a Nghi dinh nay,
hénh vién phai dap dmg thém cde dicu kién sau:

1. Quy md bénh vién:
a) Tiénh vign da khoa phai ¢4 it nhidt i3 30 piudmg bénh;

by Bénh vign chuyen khoa, bénh vién ¥ hoo o I:ruwn phii vo 1t nbtdc 24
girdmg bénh; rigng dhi vivi bink vién chuyén khon mit, 18m than phai cé it
nhdt la 10 g lrdmg hiénh.

2. Cov 5ér wiit chat:

Mpodi vide dap mma cde didu kidn quy dinh tai Bifu 23a Nghi dinh nay.
tiy theo quy mé hénh vitn da khoa hoje chuvén khoa, bénh vién phat dirge
thidt k&, xdv dunp dip img cdc didy kign sau diy:

2) B& tri cac khoa, phoog, hanh lang bao dam hoat ddng chuyén mon
thep mé hinh tip trung, lién hodn, khép kin trong pham vi khudn vién cua
bénlh viEn;

by Bdi wovi béEnh vién da khoa, bénh vign chuyén khoa bao dam dién tich
san XAy dimg it nhit 12 50 m .-'gnmng bénh erdr 1&n; chifu riny mdt inade (mat
tién) hénh vién phai dat it nhit 13 10 m;

¢} Ca mdy phit dién dy phong;
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d) Bao dam cac didu kidn vit xir 1y chin thai y t& theo quy dinh ena phap
luat vé mda tredng,

3. ThiEt bl v id o el pluromp tign v -::huj,fén cip o toohg vi ngodl
bénh vidn. Trwemg hop khéng ¢f phiremg G8n cap i ngod 'I:nth vidn, phis
ed hop déng v co sd khim bénh, chia bEnh i duge cip iy phep hoat
ding v o pham vi hoat dong chuyén mon vé cung cép dich vy edp ciu hd
tra van chuvén newdni bénk.,

4. Té chire:
a) {ac khoa:

- €20 it nhdt 02 trome 04 khow nidd, ngeal, sao, ohi ddi v bénh vign da
khoa hodc mit khoa [Em sanp pha hop 861 v& bEnh vien choyvéo khoa;

- Khaoa kKham hénh: C6 noi tiép don ngwid bénh, phing cip el lwu
hénly, phimg kham, phaog ticu phau (néu thue hién tee phiu};

_ Khoa cin 1dm sang: 6 {1 nhidt mdt phing xél oghidm va mot phang
chin doan hioh anh. Riéng dbi véi bénh vicn chuvén khoa mat néu khong b
b phin chidn dodn hinh anh thi phat oo bop dong hd tro chuvén mén vl co
s kham bénh, chira bénh 43 duoc n;.'ip 5'15-"1;.-‘ phep host dong <o bd phan chdn
doan hinh anh;

« Khoa dure;

- (C4e khoa, phiang chuyéno mén khic trong, biénh vién phat phit hop vai
guy mo, chirc nidng nhidém vu.

b) Cé ¢de phdng, bd phin de thurg hign cde chute nang vé ké hnach tong
hop, 16 ¢chie nhin s, quan 1y chit lugmg, didu dudmg, tai chinh k& toan va cac
chire ning cn thiét khac.

5. Mhin sur:

) 54 lromg npudn hanh nghl., Larn vige toan théi gian (e hirn) trong timg
khoa phai dat 13 12 {L nhat la 50% trén téng 56 ngued harh nghé trang khoa;

b) Trudmg cdc khoa chuyén mdn cda bénh vién phai cd ching chi hinh
nghé phi hop wdi chuyén khoa do va phit 14 ngudn hanh nghé ¢ hi ra
bénh vién;

c] Tm.;:mg khioa khae khong thade déi tucmg cap chirng chi hianh nahl.,

phai «o bﬁng tht nohidp dai hoc véi chuvén nganh phi hn‘p virl clng vige
duoc giao va phai 1a ngwurdt hanh I'IL]'IE- oo hitu {ai bénh vién.’
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6. Sira ddi Féu 24 nhar saw:

“Pigw 24. Pitu kién cip pify phép hoat dong déi v&i bénh xi thuic
Iue lwgrng Conn an nhiin din

Mpoal vice dap dmy cie didu kign quy dinh tal Bigu 232 Nghi dinh ndy,
binh =a thude lue uomp Chng an nhin ddn phai ddp Gnge thém cde dicu
kiEn sau:

1. Oy mé:
a) Bénh xa phat ¢d it nhit 14 10 aiemy bénh tro lén;

b Cé it nhit 02 chuvén khoa ndl, ngoal. buo gdm phing ofp ciu; phing
ngwdl bénh bd phan cin lim sane,

2, Co s wilt chidt: C6 phong khdm, phong chp ciu, phong nguwdi bénh,
phong ®ét nghiém cd dign tich du &€ tnén kha cdc phuong tién, dung oy phuc
vl cho ¢ong tac kharn bénh, chiva bénh,”

7. Stra ddi Didu 25 nhur saw:

“Dhien 25, Difu kifn cip gifdy phép huat ding dii v&i phong khém
da khoa

Maoal vige dap g cic diéu kién quy dinh tai Piéu 23%a Nghi dinh nay,
phang kham &a khoa phal ddp tmg thém cic digu kién saw:

1. Quy tnd phéng kham da khoa:
a) S it nhde 02 trang 04 chuyén khoa ndi, ngoai, san, 1hi;
b1 Cd bd phin ¢iin 13m sing {xét nghigm va chan doén hinb énh),

2. Cood vilr chan Ca rhang Ldp viru, phong luu ngu‘m bénh, phong
kham chuyén kea va phémp tido phiu {néu thue hién tiéu phiv). Cde phong
kham trong phong khim da khoa phal ed da dién tich dé thue hién k% thudt
chuyén mdn,

3. Thiét b v 1é: Co hop thude chdng sfic va 8t thude cap el chuyén khoa,
4, Nhidn s

86 lugng bic s§ khdm bénh, chita bénh hanh nphd eo hitu phai dat o 1€
it nhit i S0% trén téng s& bdc s§ hanh nghé khdm béuh, chita bénh cia
phong khim da khoa, Nauwdi phu trich cae phong Kham chuyén Khoa va hi
phin cin ldm sang (xét nghiém vi chin doan hinh anh) thuede Phong khdam da
khaa phii 13 npudi 1Jdm viée ¢o hino tal phang kham.™



8. S0 doi Dido 26 nhr sau:

“Piéu 26. Pitu kién {:ﬁp gidy phép hoat ding di viri phang khim
chuyién khoa

MNewil vide dap g cac diéu ki¢n quy dinh tui Digu 23a Nyuhi dinh nay,
trir dicu kign v8 ngudd chiu trach nhicm chuyén mon K¥ thudr, phong, kham
chuvén khoa phii dap ong thém cde dicu kién saw:

1. Cor 5 vil chél:

4y Trudng hop thwe hign tha thwde, bao ghm cd k¥ thudt cay ghép rang
{implanc), chdm e, xoa hop duy dn huyét thi phdi of phone hode kKhu s
riéne danb cho vife twwe hign tho thudt Phone bode khu vye thues hign tho
thudl phai e di didn tich d& thue hign k% thudt chiuyén mén;

b} Trudme hop phéng kham chuyén khoa thye hién ca hal k¥ thuatl ndi
ol téu hoa trén va ndi sni tiéu hoa dudd thi phat €6 02 phang riéng bigt:

¢l Trudme hop khdm diéu i binh nghé nghiép phdi co bi phin xét
tehiém sinh hdéa,

2. Ttuét b y té: O hdp thude chong s6c va du thude edp e chuyén khow™
0, Sira dai Dhéu 30 nhe saw:
whridu 30. Ditu kién cip gify phép hoat Agng dbi voi nha hi sinh

|. Npoil viée dap tmg céc didu kién quy dink lai Difu 23a Nghi dinh
hiy, nha b sinh phii dap g thém cdc didu kign sau:

a) Cor adr vat chat;

- Cée phong chite ning phar duoc thiét ké lidn hodan, hop 1y d thodn tién
cip cou, Khdm bénh, chita bgnh,

- 6 cac phing kham thal, kham phuy khoa, phong nam eiia san phi. Cie
phens niy phai di cd dign tich de thue hign k¥ thodt chuyén man.
by Thict bj v té:

- {20 d0 plremg 1ién vin chuvén chp el trong vi ngeal nha hd sinh.
Trwémng hop khdng cd phuong tign cip ciru ngodl nha hd sinh thi phii cd hep
ditng véi co s kbam bénh, chita bénh 43 duwoc cép gidy phép hoat ddng va
dueere phép cung cﬁp dich vu :;aip ciny, i tro van chiuwén ngeeénd bénly,

- 4 hip thude chong s0¢ va do thude ¢dp o chuydn Khoa.
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2. Npwin chiu trich nhigm chuyén me k¥ thudt ciia nha hd sinh pha
dap (g cac diéu kién sau diy:

a} La béc s¥ chuyén khoa san pho khoa hofic hd sinh vién trinh 46 dai
hoe 1rdr 1én cd chidmg chi léinh nghé;

- Cd thixl gian hanh 115_:_113 khim bénh, chita bénh v sin phu khoa it ]ﬂtat
1 36 thang sau khi duge ¢ip chimg chi hanh nghé hoiic o6 théa glan e tigp
tham gia khdm bénh. chita hénh it nhir 14 54 Lhang Viee phin céng, b 1hign

ngudi chiu trach nhigm chuvén mén ki thude eoa nhi hd sinb phai dwoe thé
hign bdng i hin.

3. Trudmg hop nha hé sinh cd da dido kién Cunp, cap dich vu khim bénh,
chita hénh chuyén khoz nhi theo quy dinh tai DLLLL 27 Mehi dinh nay bodc
tigm ching vic-xin then quy dinh cia phap Jwil v tém ching th duoe b
sung vao quy md, phao v hoal domg chuyén man coa nhd hi sinh”

19, B3 sungz Dhéu 33a nho sauw
*Hitu 33, Pitu kién cﬁp giay phep hoat dong &6i vir eor sivdich vo v té

L Cer sér viil chat: Exip ng cac didu kién quy dnh tzn didm a khoan 1
Figwe 23a Nohj dinh nay.

- Riéng cor so dich vu y t& néu cung cép dich vy kinh thude thi phai eb
dién Lich t6i thiéu 1a LA m’.

- Phing tiém {chichy, thay bane phii o didn tich it nhitla 10 m”.

3. Thidt by v t&;

Neodi vige dap (g cac diéu kign quy dinh tal diém a khoan 2 Biéu 23a
Mahi dinh nay, o sd dich vty 8 néu cuag cip dich v

a} TiEm (chich), thay bang, dém mach, do nhiédt 4§, Jda hu}ei ap thi pha
ci3 hip thudc chnng sleH

b} Van Lhuan {_d[':' ciro phail o xe § 16 ol thuomg; co hip thude -:_hu-ng
st v do thude Lap ciru. €2 hop dfing van LhLLj-’I:!'l cdp ciu vl odng Ly dich
vu hing khdng néu vo s& ding ky vin chuyén ngueol binh ra nueise ngod,

3. Nhdn s

Ngodi viée dap (g cdc diéu kién quy dinh tai Piéu 23a Nghj dinh niy,
n'u' -:Ileu kign we nguin chiu trdch ohiém chuyén mén k¥ thuat, co sédich vo v
té néu cung cip dich vu:

a} Van chu;.-rn:n_ cip el thi ngwdi chiv trich nhiém chuyén mdn k¥ thudt
phii dap dmu cde didu kico sau:

- L& bie 5% oo chitng chi hinh nohé,
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- Co van hany chuyén min hodc chung chi hoae gidy chung ohin di
dvrgrs o Vi chuyén nganh Téi stre cip .

by Tiém {chich}, thay bang, Sém mach, do nhidt db, do huvét ap; dich v
chim soe sirc khae tal ohd thi ngudd chio trach nhigm chuyén mon k¥ thuat
p]‘ual 13 g thit nphigp trung clp ¥ trdf én ¢ chirng chi hinh nghé va cf thai
gian klkam bénh, chita bEnh & tiém (chich), thay bang. dém mach, do nhigl
dd, da huj,ret ap it nhil 14 45 Lhang;

c} Kinh thuéic thi npurdd chiu trdch nhiém chuyén mon k¥ thuét phai 14
ngIrd tét nghigp tnmp edp y Iré lén, ¢d chimg chi hanh nghé v ed chimg chi
dio tan v& chuyén khoa mit hode do kibm, chin dodn tt khic xa mat;

d} Thiim m¥ thi newdd the higa xam, phun, 1théu rén da khéng so dung,
thudic giy & dang im lai oo so dich v tham ¥ phii cd gidy ching nhin
hodc chimg chi déo tao, day nghé vé phus, xam, théu trén da do co se dio a0
hodc day oghe hop phép fap,

d) Cae co sdr dijch vy cham séc sire khée tai nhd cung cip cac dich vy
nhu thay bing, cat chi; vt 1y 1] ligu, phuc el chire ning; chim sos me vi bé;
l.a::.-' rudil xet nphiden, tra k& qua; cham sde npét bénh ume thir v cde dich wy
didn dudmg khic tai nha, npudi chiv wéch nhiém chuyda mdn k§ thud dm VeI
cet sar dich vu cham séc sire khae lai nha phiy 18 ngwoi 181 nghiép trung cap ¥
trér 18n ¢h chimg chi hanh nght va 6 thol gian khim bénh, chita hénh it nhat
1a 45 thang™.

11. B& sung B3idu 45k sdoe sau:

"Pide 45b. Clip, cip lai, thu hdi gidy chimg nhan newid sé hiu bai
thufic gia truytn va phuong phép chiva bénh gia truyén

1. Hé ser d& nghi cdp, cip lai Giay chime nhin nguét s hitu bai thLll:}L.
gia fruyén va phuomg phip chita bénh gia truyén (san diy poi tic 14 Gidy
chimg nhin}:

1) Ho s edp méi:

- Dom dé ngh cép Gidy chimg nhin theo Miu £ 01 Phu [ye XV han
hanh kém theo Nghi dinh nay;

- Ban 1.h|_13,'1§l minh vé& bii thude gia truyén, phaomp phip chifa bénh gia
teyyén theo Mao 50 02 Phy lue XV ban hanh kém theo Nght dinh nay;

_ (idy chimg nhin sioe khae twong thii gian khdng qua 06 thing tinh dén
ngay nip dom thea mau guy dinb;

- Hai anh 4 x 6 ¢, dnh mau, nén wréng, trong théd gian khoog qua 06
thanp, tinh dén npiv nop dom,
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b} Hi s dé nghi cip lai Gidy chimg nhin do bi mde, bi héng hay bi thu bai:

- Pon dé nghi cip 1ai Gidy chitng, nhin theo Miu 8 04 Pl lpe XV han
hanh kém then Nzht dinh nay;

- ﬁiﬁ}.ﬂ chimg nhin sire khoe eromp, thixi gian khdng qua 06 hang finh dén
ngay nop don:

- 02 anh 4 x 6 om, anb mau, nén trang, trong thod elan khéng qua 08
thampg cinb dén npasy nop don,

2. Thit tuc cip mai Gidy chimp nhin npwi s& hitn bai thude gia truyén
v phuromp phap chita bénh pia truvén:

4] D dé nght L:ip T {:iﬁ}r L]‘ILTI!'[E nhin nguin co bl thude gla
[ruyer, phueng phip chia bénh gia truven w01 b hu 5er theo quy dinh i
S0 Y 0f noi e tro. Sau khi th Flh.il!'l hil s, 5 Y (& cdp cho TLELD'J] e Hj:,h]
Fhidu LlL.p nhin hd so 4& nehi edp, cap lad gtfﬁ chimg nhédn ngu‘m e bid thude
=i truyén hofic phuong phap chita bénh gla truvén thee Mau a6 05 Phy e
X% ban hanh kém theo Nghs dinh bay,

b) Trrdmg hop cd yéu ciu stra dii, b sung hé son trang thei E].i!'l 03
ngay lam vige, ké tir ngday ghi trén p]nr_u T.u.:p nhdn hit so, 8& ¥ 18 l'JLTl lI."..-P
than hé sor i trach nhidin g vin ban théng bae choe noi it nghi L.i]:l Lrlcl:r
chirng thin dé sira dii, b sLLE hé 5.

Trong thir gian 60 ngdy, ké b ngay So Y té co vin bin véu -:au sara i,
bé sung hi so ma g {IL nizhi cip Giiy chirme nhin l{hm]g sira dai, bd sung
héi sr thi hu sar @ ﬂEhl chp Lua;, chimg, nhan khimg con gld tel, Npirén dé nphi
phii nép hd so mat de duoe cip Gidy chimg ahin néu cd nhu cau.

) Tru-::rrlg hop khdng cé yéu cAu sia d64, bé S hir 5o, oy thin gLan
l{] nedy lien vide, ké tir ngay nhin ahi trén ph]Eu tiép nhan hi so, S Y (& rii
ticp nhdn hé s ¢b trach nhiém gt hd 5o dén Hm Dang v linh, thinh phéd trpe
thitde trung watlg nad ngied 46 e tri dé xin ¥ kicn;

¢) Trang thai gian 30 ngdy, ké tr ngay rhin dwoe vin bin cva S Y t2
HI60 Txng v tinh cf trich nhiém pid vin Ban tcd 160 theo Miu 26 03 Phu lue XV
han hanh kém then Nghi dinh nay;

d} Sau khi nhin d‘ucrc: viin bdn era 1ai olia Hin Bane y tinh, thinh ph-::l gl oo
thude lrung vone, $6 Y 16 ¢d trach nhiém té chire hop Hai dong dé tham dinky

d) Trong thid han 10 ngiy lam vide ké tilr ngdy 6 bién ban hop Hiu déng
thim dink, $¢ Y té cAp Gidy chimg nhin theo Mau 5..;;:. {4 Phy tue XV han
hanh kédm theo Nghi dinh ndy hofe ban hanh vin ban vé vige tir chdi cap Gify
chimy nhin va néu rd 4y do tir chéi.
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3. Giam dic S0y té tinh edp, ¢dp lai, thi hdi Gn}r chitng nhin npudi cb
hai thude 2ia '[t"ll}éﬂ phuong phip chiza bénh gia mnyen

4, Cac treomg hop thu bt Gldy chang nhin:

a) Giay chng nhén duge cap khing dilng tham quvén;

b1 Gidy clnmg nhin cd nédi dung trai phap ludt;

¢ Co kit ludin ctia 1157 ddng chuvén mén clia %0 Y 18 thanh [Gp v vide
ngurdt duge cap Gidy chimg nhiin co sai 504 chuyvén min gy hio gud ngluéin
trong dén st khoé va tinh mang ngudn hénh;

o) Mawein durne cdp Gifw chime nhin thude mél trong cac ddi negng quy
dhioth tal khodn 4 Pigu |8 coa [udt kham bénh, chita bénh,”

1 2. Bé sung khoan 5 1Héu 59 ahu saw;

“Phamnpg kham da khoa khu vire ¢é dida tri ndi i chi ap dung dod v cée
phimg kham da khoa kha viee ¢ digu tr] nd i 43 duge thinh Lap v hom
ding lrude ngay Nghy dink ndy oo hién luc, fai cac khu wuc mn:n KLELE, WIS

sdu, ving xa, duce [y han nhén din tinh, thinh phi vi S ¥ t& cho phép
béng via ban,”

Chwang V1
LINH YL MY PHAM

Pidu 12. Bii bé mit 56 vAn ban, quy dinh thode linh vee m§ phim

1. 31 bod cac quy dinh sau diy clis Nghi dinh sy 3 200 6NE-CP ngay 0
thémg 7 nifim 2016 ¢ia Chinh pha guy dinh didw Kige san wudt my phin

a) Khoan 1 Bidu 3.

b) Difm ¢ vi e khodn 3 Pidu 4,
) Didm d khoan 1 Bridu 7.

d] 1iém b khodn 2 Biéu 7,

2. Bdl bo mit 56 quy dipth cia Théng tu 4a 06:201 'TT-BYT ngay 25
thang 01 ndm 2001 coa Bo Y t& auy dinh v& guan I5 m§ phim:

a) Khoan 2 Piéu 4.
b} Pidm b, d va g khean 1 Fiéu 34

) Khodn 1 Diéy 35,
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Ditu 13. Sua dai difm a khoin 3 Didu 4 cfia Nghi dinh s6 93/2016/¥D-CI
negay 01 thiang 7 nam 2016 ciz Chinh pht guy dinh difu kién sdn xufl
m¥ plmm

“a) Mguyln l1&L, P}m Lén. ban thanh pham duni_:, Lronig san xuil m¥ pham
phai dart tiéu chudn chit hepng cia pha san xoie™”

Chueong VI1I
LINH VU'C PHONG, CHONG BENH THUYEN NEIEM

Diéu 14. Bai bo mi s& quy dinh thude linh vue phong, chéng hénh
lruyén nhifm

I, Bai hd mdt 56 quy dinh cda Nghi dinh s& 103/2016ND-CP ngay 0]
thang 7 nim 2016 cda Chioh phi guyv dinh +¢ béo dam an todn sinh hoe Lal
phing x&t nphiém:

u} Didu 2.

b} Diérn d khodn 1 Bidu 4,

cy Piéma. ¢, d, d vé e khoan | Biédu 5.
d} 17iém b va ¢ khoan 2 Biéu 5.

¢t Didm b, d khoan 3 Diéu 5.

e} Pigm b, ¢, d, ¢ va g khoan 4 Bidy 3,
a] Pidrn ¢ khodn 2 Pigy 6,

h) Diém b khoan 4 Fiéu 6.

i) Biém d kboin 1 Didu 7.

k) Piém ¢ khodn 2 Didu 7,

[) Pridu 4.

m} Etiém d, ¢, h khoan | Bidu 11,

L D b khodn 4 Diéu 11

2. 1341 bd mdt 56 quy dinh cta Nghi dinh s6 104201 6/NB-CP npay (1
thang 7 narm 2016 eig Chinh plul quy dinh v& hoat déng tiém ching,:

4] Biém ¢ khaoan | Bifo &

by Didm b, c, d, d v ¢ khoan 1 Diéu 9,
¢y Dicm b v d khogn 2 Diéu 3.

d} ifm b khodn 1 Dicu 10,
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3. Bii b Thing w 56 43200170°1- BYT ngay 05 thing 12 nim 2001 coa
Ba Y te quy dinh ohé d6 quan 1y rmdu bénk phim bénh tuyen nhifm.

Pitu 15, S0a déi, bé sung mdt 56 guy dinh thufe linh vie phong,
ching bénh trevén nhitm

1, Sira ddi mol 50 didu cla Nehi dinh 34 10372016-NE-CP ngay 01 thing 7
nam 2016 ena Chinh phit quy dinkh vE bdo dam an lodn sinh hoe tai phong xéc
npchid e

a) Pridm d khoan | Piéu 4 duere sira ddi nhur sau;

"dy Cor s quy dinh tai edc didm a, Iy, ¢ khodn iy dure phep baa quéan,
hew gitr, su dung nghién cim, trao dm v 11y hujr miu mau, huyel fhanh,
hwvét trong, e tido, phin, n:h{:h tiét cor thé oy, e miu khée tr ngum
cd chira huﬁl., ot kha na.n-i_., chiva tig nhin giy bénh tonyén nhidgm cho npued,
ok Lhung vi sinh val, min cd chia vi a.mh vir ¢ khi nang gy bénl cho
nEIdl néy od Cac trang thiét bi bao gquan mau bénh phim +i cic quy dinh v
e hind -::huan lién gquan dén vide luu gift, 8T dung, nehidn ¢, trao dai va
tidu by mdu bEnh phirn."

b Diém b khodn | Piéu 5 nhu sau:
"B Ca dung cu rra mil khin cip, hitp so oiu”
cj Khodn 1 Bidu ¢ duge sia doi nhw saw:

1L o sar XA nghmm an toan sinh hoe ¢dp I, cép 11, cap TTT phii dn the
cde didy kidn vé oo B0 Vit chiit, Lrang thiét bi, nhén s va thee hanh; bio i,
bac dudmp, higu chudn thidt bi xét nghigm; gidm sat vige thue hanh trong
xEt nghiém."

a4 Khoan L Dictu 10 doee =ia da1 nhur sau:

"1. Ra truong Bé Y té tham dinh, ¢lp mdi, cp lai vi thu hhi Gidy chitng
nhiin cor sdr xéL nghigm dal Ll chudn an todn sinh hoe dAi v cic cor s xét
nghlem cép L {sau diy goi Lt la Gidy chirng nhén an todn sinh hoec), tor cc
cor sér xét nghifm thudic tham quyen quan 1% cla Ba Cde phaog.”

d) Piém b khodn 1 Pidu 1t duge sia dii nhur sau:

"hy Bin ké khai nhdn su thew nMAw 58 03 tal Phu luc ban hinh kém theo
Mehi dinh naw.”

g) Diém ¢, d khoan 2 Bigu || duoe sira 403 ninr sau:
) Ran cao vé cic thay dai lién quan dén nhén sy (néu cd)."

"3} Bao cio vé cic thay dbi lién quan dén co sg vat chat."
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) Khoan | Diéu 17 duoe sia d6i nhe san;

1. B3 ¥ & kiém tra dinh k% hode ddt xudt tién hanh Lh..tnh tra cac ofr S
x¢L nghiém di duoe Ldp [11.1:, chirng nhan 1n lwan sinh hoc l:..dl'.l QU PR
£0F XS nEh]L!‘l‘J d.i I'.Lr cony bi dat Géu chuin an tudn sinh hoc cap |, -Ld].'.l Il rén
phum vi tosn qude.”

h1 Khodn 2 Dicu 19 duge sia déi nhe sau;

"2, Hang ndm, v s0 xé ophiém an wan sioh bhoc cip 11 phis b chie
didn tip phing ngia va khic phus sy <6 an toan sinh hoe theo gquy dinb ot
B trudmg B Y 18

v Khodn 4 Byidu 20 diuee s didi nhar saw:

"4, Teurimg D 5ir o %ay ra tai co s& %6t nghidm an todn sinh hace chp [1,
va cf]p I lan tmyng'_-n rivng, anh huimg m dén COnp, dﬁng din cu hodc an ninh
quéc aia thi vige xir 1¥. khic phuc s e thue hign theo quy dinh tal Muc 2
Chuong 1V ciia Ludt phime, ching bénh truyen ohigm.”

2. Sira d6i, bd sumg Digu 36 Nghi dinh s& 832018 ND-CP ngay 25
thang 6 nim 2018 cua Chinh pha quy dinh chi riét thi hinh mat 3o didu cla
Ludt phone, 4:[1c-t1g hénh truyen nhidin vé kidm dich y t& hign gidi nhu sau;

"1, Kigm dich vign v t& thu thap:

a) iy khai bao ¥ t8 dd vol san phim sinh hoc, mé, bo phén co thé
ngrii nhip khiue nhim mue dich du phiong, nghién e, chin dodn, chita bénh;

bi Cridy khai béo ¥ 6 v play phep nhip kb ciia aB§Y té dfi vai miu
mau hu»é[ thankb, hmét tuong, nude tidy, phan, dich tiét co thé nguii, cac
man khac ti ngudi ¢é chira hode cd kha nang chia tic ahin gay bénh Eruyen
rhim cho nguwdd, cie ching vi sinh vit, miu ed chita vi sinh vit o6 kha ning
giv hénh che ngidi nhip khio nhim mue dich du phonge, nghién e, chin
dodn, chira banh.

2. H& 5o 42 nphi nhip khiu bao pom:

a) Van ban d¢ nghi cdp gidy phép nhip khau theo Miu 58 25 quy dinh tai
Phuy lue ban hanh kém thea Nghy dinh nay,

k) Bin sao quvét dinh phe duvél coa co quan of thim quyn:n cho phép
thare hign 48 tai kodc du dn nzhidn e con hidu e hode ban sao dé cuong dé
tai hodc van kién du an dd duoc phé duyét hade bin sao van ban thda thudn
cfh h]s;u lye hodc 14l licu cu l1én guan 210 CdC COF 5 [HONE NS vA nude
ngodi vé vide nhip khau miu bénb pham;



ch Bin suo bdn o cdne b dat téu chudn an Woan sink hoe ddi win oo s
x€L nhiént an toan gsinh hoc cép |, 1T hode Gidy chiong nhan oo 5o xét nghiém
dal an todn sinh hoe doi vl corsdoxét nghidm an toan sinh hoe céip 3L

3. Thi wee cép phép nhip khéu:

af {u so dé nghi cip phép nhip khiu nép hd setnee tip hode gl qua
duomy buu dién vé BO Y18

by Trudmg hop khéng <o yéu -LELLI sita o, bé sung hu sor, Do Y T Lap pheép
nhip khau trong thii han 15 ngay ké Lo ngiy ghi rén phitu iép nhin b se,

¢} Trudmg hqp ¢0 2y chu i ch:u vt SLINGE hé sor, Ba Y Lé Bl van han
che e sér dé yéu ¢du siea d8i, hé sung hd so trang thid han 10 npay ké v ngay
ghi téin phidu Gép nhin b so;

d) Trang thin han 30 ngay, ké tir ngay Bg Y 1¢ o viin ban lthine o sira
40, bd sung, ol dé nghi cip phép nhip khéu pha nip hu 500 SUTH i[m, bé
sung theo yéu ciu. Sau thai han trén, co so khing sia dél, bd sung o se thi
phai thue hign lai ti ddu thi e nhip khiu miu bénh phém;

d) Truomg hop hd so sia ¢, bd sung khéng ddp (ng véu cdu, RG ¥ té
¢ v ban thung bio cho co sd theo quy dind tai ctidm ¢ khodn iy Trudng
hop khdng ¢d yéu -:’u.l sta dii. bd sung dii vl hi so sia dm hé sung, Ba Y
té cap phép ahap khiu theo quy dinh i didém b khodn nay”

3. Sda ddi mit 56 dicu cla Nghi dich s6 1042016ND-CP ngay 01 thing 7
nam 20106 cda Chinh phi gquy dioh v hoal dényg uém chiing:

a} Difm d kbodn 1 Biéu 8 diege siva dai ning sau:

“d) Cé thiét bi theo d5i nhigt d6 cita viie xin trong qud trinh vin chuvén,
hae quan, sir dung va ghi chép diy di l-;l'u vin chuveén, glao hang. Tai co so
bac quan vac xin phai theo ddi nhidt 40t thidu 02 lat].'“tlg’l‘v

b) Diémn a khodn 1 Biée 9 duge st doi nhu sau:

“a}p Khu v tigm chung phai bio dam che duge mos, nding, kin gid,
théng lhuang v bé el theo nguyén tac mot chidu tir don 1iép, huimg din, w
vin, kham sang loc, thue hién tiém chune, theo dd va o i phdn g saU
t1ém chang ™

1 Biém b khoin 3 Dicu 9 duee sia 43 ntur sau:

“}y Whiin vién y t& tham pia hoat ding tidm ching phii duge t3p hudn
chuyén mén vé& tiém chiing. Nhin vién trire tiép khdm sang lac, tr vin, theo
did, xir tri phan iy sau tém ching phal ¢d trinh & chuyén min tr v 8% tro
lén; nhin vidn thue hénh tém ching ¢f winh 46 tir tung cép Y hoe hojic
trung cip Pidu duimg - H sinh trd [én”
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d1 Didgm ¢ klhoan 1 Pidu 10 dugs sua ddi nhnr sau:
“¢] 06 phich viG xin va hip ching sbe theo quy dinh cia B toomg Y "
d) Didm b khoan 2 Pién 10 drge stra Aol nhuy sau:

by Cor s vl chét Bé ud theo npuyvén e mat chifu tir dén tigp, hiemng
d3n, nr vin, kKhim sing loe, thuee hign tém ching, theo déi va xiv tri phan g
sall tigm chung,”

e} Didm ¢ khodn 2 Bigw 10 duoe sia déi nhir sau

“ey Trang thiél bi: Co phmh viic xin hodc hom lanh va hop ching sdc
theo guy dinh cla B6 treang Y Lé."

¢) Bidm d khoan 2 Pidu 10 duoe sita doi ahu sau;

»dy Nhin @i Co i thiéu 02 nhin vién chuvén nganh ¥ dép ing didu
kign quy dinh tai digm b khedn 3 Pien 9 Nghi dinh nay.”

by Khoan 2 Bidu 11 duge sia ddi nhur s

"2. Trang thoi han 0% ngay bam vide, ké Ui ngay rhéin {uge thine bao diy
didu kign tiém <hiing, 5& Y té phin dang tal théne lin ve tén, dia chi, ngui
dirng din co sdr da cing hé du didn kign tiém ching rén Trang thénge tin dién
LT cha 8¢ Y té {that diém inh :1g_aj.a phai céng bb thing tin duge xac dinh thea
du cong vin dén cia S Y 1é).”

Chireng V1L
LINH YU PHONG, CHONG HIVAATDS

Diéu 16. Bii bd mdl st gquy dinh thude linh vire phimyg, l:h't:lllg
HIV/AIDS

. Bai ha céc quy dinh sau dity cda Nghj dinh s8 7572016/ND-CP ngiy {11
thang 7 nam 2016 cia Chinh phit quy dinh dign kign thaee hidn X8t nghigm HIV:

a) Dl 3,
by Bigin b khoan 1 iy 5.
) Piém b khodn 2 Didu 5,

2. Bai ba céc quy dinh sau ddy cla Nghi dinh &0 9O/20 16 NDCP nuiy
01 thanp 7 nim 20146 clda Chinh phti quy dinh w& didu trf nghign cac chit dang
thudc phién bang thube thay thé:

ay Biém b, ¢ va d khodn | Pigu 12.
b} Tidt 6, 7 diém u khoan 2 Pidu 12
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<) Nl dung “S::n lgmg nhdin vign lam vide oan thin gian phai dat ty e tir
Ta%% trdr [&n eén mnp 56 nhin vidn oiia co sé difu i thay thé” quy dinh ta
digm h kKhoan 3 Pién 12,

dy Fiém b khoan | Pido (3.

3. Bai b Théng nr sh LS2M370T-BY ] ngay 24 thang § nam 2013
bwrémg dén bao dam chat ligmg thiee hign k3 thuil xé nghitm HIV.

Bitu 17, Stra dfi, bé sunp mit s6 digu ciia Nghi dinh 6 752016/ND-CP
ngay 01 thang 7 nam 2014 ciia Chinh phi quy dinh diéu kién thue hign
xét nghiéin HIV

1. fidu 4 duge sira o1 nhe sau:

“1. Xét nghiém sang loc HIV docosa v 1& cung cap
4] Mhin su:

{74 nhin vién xé nghidm dap (g cde didu kign sau:

- {6 trinh 6 chuyén min tir tung hoc ehuyén nghiép tro [&n thude mdr
trong cAc chuyén npanh sau: Y, duge, sinh hoc, hoa hog;

- P direre tip hudn vé ki thudt xé nghigm IV,

1) O trang thifl by xét nghidtn v bdo quin sinh pham, miu binh phi
Cphit hop vl ki thudt x4 nghigm HIY ma e sodd thue hiéng

¢) Co sa vil chit: C6 dia didm ¢é dinh.
Z. Xét nghigm sing Joe HIV i céng dong:

- s . - ¢ gt . i z . . . -
a} Mg lam wét nphiém of kien thoae vé twr vin, xét nghiém HIV wva
thure hién x€t nghiém HIY theo hurdng dan cia nha san xuadt;

~ b) Cé dung oy xé€t nghiém, bio guin sinh phim phi hap vé& loal sink
phirn x4t nghigm HIV duge st dung™

2 Didm a khoan 1 Piéu 5 duoe sia 360 nber sau

“Nhan vién phy tréch chuyén mon phdi 6 tinh dd dal hoe trr icn
chuvén nganh ¥, duge, sinh hoc hodc hia hee, ¢b kinh nghiém v& xét nahiém
HIW tir 06 thaug trdr 1én.”

3. Khoan 3 Deéu 3 duegg sira ddd nilnr sau:
"3 (To g7 it chal bao dam tdi thigu cac digu kién s

a} Khu vue thee hidn wét nghiém a0 dung cde vt ligu khdng tham mrde,
chiu duge nhiét va cac loal héa chat dn man. Bao dam anh sang, thoang, sach,
r - i 1 . . '
tranh bui, chong fm va ¢f murde sach;
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by Ban %€t nghiém 492 lam sach bing cac chat tay mra thang img, duge
A3t & v trf i anh sdng v tranh hedng gid;

¢l Co chd 1a tay;

d} Ci pharomp tign hodac bign phap xr 1¥ chil thii rwde khi chuyén v
nil chira chit thai chung.”

4, Bliém ¢ khoan 4 Bidu 5 direre sira ddi nhur sau;

L Fr\- - -—- r - r . - - 1 -t .-'\C
*c) 6 két qua thue hién xét nehién chinh xic nén bd méau kicm chudn
ol o ao xet nghiény HIV duge B4 Y LE cdnpe nhan.™

Chwang IX ]
LINH ¥U'C 8UC KHOE SINH SAN

Bidu 18, Bai bo mijt sd quy dinh thudc linh vue sire khiwe sinh sén

E. Bl bo ugéLL 7 Myhi dinh =6 $82005ND-CF ngay 05 thang § nim 2008
caa Chinh pha vé xac dinh lar gior tinh,

2. 133i bé kbodn 1 Pidu 1 Nghi dinh 54 982016/ NB-CP ngay 0] thing 7
ffan 2016 cha Chinh phi han hanh sta doi, bd sung mdt s8¢ difu cia Nzhi
dinh 8d 10:201 S/NB-CP npay 28 thing 01 nam 2015 cia Chinh phi guy dink
vé& sinh con bing k¥ thuat thy tioh tone Sz nehiém va dica kidn mang thai
b vi mue dich nhdn dao.

3. l{ﬁi bo Théog w s.rC"-r 2XICLOTT-BYT ngay 24 thang § ndm 2010
hudrig didn thi hdnh mdt s§ dien Nghi dinh =8 8R2008NE-CT ngay {5
thang & nfim 2008 ctia Chinh phi vé wac dinh lar gidn tinh.

Bitu 19, Siea ddi, b sung mat 5 quy dinh thujc Tink vire sie khoe
sinb s4n

1. Sita d6i, bd sung Nehd dinh sé 88/2008WE-CP neay 05 thang 8 nim 2008
cila Chinh pha ve xdc dinh lai g6 tinh nbw sau:

ay 1o B duroc stra ddi nhar sau:

"Biéu B, Pitn kién d6i vai co si¥ kham bénh, chia binh dwgc phép
can thidp v t& ¢ xae dinh lai gi&i tinh

Bénh vien duoy thue hign can thidp v 1 dé xac dinh Tai gidi tinh khi dap
img vie divu kidn sau:

1. La bénh vién chng lip da khou, chuvén khoa ngoal, san, abu toyén
tinh, tuvén trung wong hodc bénh vién i nhin «d khoa npoai va khos sdn
hodc khoa ohi.
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2. Enroc cﬁp ¢t tham yuyen phit duydt pham vi hoat d6ng chuvén mon vé
vun Lhigp v 1€ d¢ xav dinh lag gid1 unh.”

b) E¥iéw 10 dug sitw 901 nhu sau:

"(lor 5 kham bénh, chiva bénh 38 thue hién vide can thugép ¥ & xac dinh
lai widi tinh cép wifiy chimg nhin v 1€ cho cho ngwén 83 duee xde dinh lai gidi
tinh theo 1mdn coa oo 9 kham bénh, chita bénh,”

2, Sira d&i, 1bé sunp MNghi dink 363 1201 3N-CF ngay 28 thing 01 péom 2015
cua Chinh phn gquy dinh +& sinh con bing ki thudt thy tnh teong dng pehigm
va digu kign mang thai hd vi mue dich rhian daa nhr sau:

a} Khain 2 Diéu 7 duoe sta dd7 nhie sau:

"2 Coso il chit, trang thidt bi v té va nhin su 48 thure hién ki thudt thy
tinh trong ung nzhi¢m bac gdm:

a} Cor s&r it chét:
- C4 phéng, hai sire edp oo
- C6 %€t nehidém ndd LiEL sinh sam;

- (o -;In;m nguyén riéng cho vige thyc hign k¥ thudt thu Llinh trong brig
nghitm gum cde phéng: Choe heit nodn:, Ay tinh tring; lab nudd chy; xér
nghiérn v lpc nia fink triing dép img cac tifu chudin theo khuyén cao cla Té
chirc ¥ té thé pidd,

1Y Trang thide hi v é:

(26 61 thifu cac trang thidt b v & 02 wi chy C0q; 02 wi dm; 01 bink
trf tnh g O mdy Jy tam; 01 Tinh il phil ding lunh; 41 miy siéu dm cad
din dd am dao; 01 kinh hién vi dio nguoc; 02 kinh hign vi sai ndi; 01 bd 10
thao tac.

<) Nhim 511

Whin i tryee Gép thue hign k¥ thudt thy toh troag dng nghidm phai dap
oy, cac veu ciu san diy:

- o oit nhit 02 bdc =% duoc d3o tao vé k§ thuft thu tinh trong dog
nghiém vi 02 ¢dn bd ¢d winh df dai hoc v, duge hode sinh hoe duoe dac 3o
vé phii hoo LEm sang;

- {2 bie sT lam sang phai cd chimg chi binh nght theo quy dinb coa Tudt
khim bénh, chira bénh;
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- Cidc nhin sy phal «d van hang chimg chi hode ching nhiin 43 dege diao
tan vé ki I'.hudl thu linth trong ang nghidgm do e sd dio o trong ke hodc
nudc ngodi cap,

- 24¢ nhdn st phal o xac ohin 44 thue hiah {8 nhie 20 chu ky dieur tri i
sinh bing k¥ thudt thu tinh tong dng nghigm do cor ade di duge B Y (& cong
rthén do dicu kicn thue hidn K chude thy tinh trong dng nghigm cén.™

by Sira ¢tdi Mau sd 02 - Bién bin Tham dinh co sé duge the hign kg
thugt thy tinhy trong 6ng nghigm, hry gii onh trong, ley gnr phid] kém theo
Mehi dmh i 147 Eﬂh MNER-CF ngase 28 thing ﬂl namm 2015 coa E‘hmh phud quy
dinh v& stnh con I:bang k% thude thy tinh trong nng nehldm va diéu KIER mang
thai hid vi muc dich nhin dan.”

] Cheong X
DIEL KIHIOANM THI HANH

Biéu 20. Hidu fuc thi banh

kghi dinb nay b hiéu lye thi hdnh tr ngay ky ban hanh.

Biéu 21. Déu khoin chuyén tiép

[. B khoin chuvén tidgp 44l véi Nehi dinh s0 89,201 8MWP-CP:

B ) D6] vol dom vi 93 duoe cip phép xudt, hhip khiu miu bénh phim
terre npay Mghi dinke nay @6 bigo luc thi hinh duge thre hign vige nhap khiu
mau hénh phim theo cac ndi dung 43 shi trong wiay phep:

b} B3l voi don vi d& nehi cip phép xude, nhan khdu miu bénh phim d8
nép hé 5o teude nedy Mehi dinh niy oé hicu fue thi hanh nlimg chira due
c::ip giﬁry phép thi thye hign viée nhip khiu miu bénh phﬁm Lheo quy dinb sl
Mghi dinh ndwy.

2. Didu khoan chuyén tiep doi vol Nghi dinkh 58 103201 &/NB-CP;

a) CAc oo so xét nghidém &3 duimse cdp gliy churng nhin phz’mi tiép twe duy
tri cée digu kidn Lheo quy. dioh trung thin han hidu lyc cha gidly ching nhin va

Shre hign vige ty cong b hode cip lal gidy ching nhin trede khi iy chimg
nhan hét hidu lue theo quy dinh tai Nghi dinh s& 1032016 WE-CF vi Nehe
dinh ndy;

1) Cdc cor sy xét nghidgm d3 thue hign wiée 1 edng bé oo 3 xét nghigin
dat t1éu chuin an tean sinh hoc rha tiép tuc duy tri cac diéu kign theo gquy
dinh tai Nghi dinh sé 103:201 6/NI-CP va Nghi dinh nay,
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¢) Cac co s xét nghigm hoat dijng xiv dymg meyd hode cal tao sau npay
Nehi dinh ndy oé hidu loe phii dép dmp dimg cie difu kidn vé an toan sinh
hoo phi hop véi timg cip db theo quy dinh tal Nehi dinh s6 103/2016/ND-CP
vi Wahi dinh ndy.

3. Briéu khodn chuyén tiép d6i vai Nehj dinh 56 104/2016/NB-CP:

a) Co 57 Uém ching 48 duve odp gigy chimg nhin cor sé do didu kign
liém ching phai tiép e duv el cic didu kign theq quy dinh traong théi han
higu hre cia gify chimp ohin v bodn thinh vide wr cdng bd oo s 40 didu
ki¢n tiém chupg tnrde khi gidy eling nldn hét higu lee theo quy dinh tai
Nghi dink 58 104/2016/ND-CP va Nghi dinh néy;

b) B8] v co sirtiém ching d4 cong bd co s& dd didu kién tiém ching
phai tidp me duy i cde dise kign theo quy dinh tai Mghi dinh 58 [04:2016°ND-CP
vi Nghi dinh nay;

o) BYAi v oo s tiém chilng hoat déng sau npay Nghi dinh ndy ef higo
luc phai dap dng cae didu Kidn then quy dinh tal Nehy dinb =6 104201 6N0-CP
va nlghy dinh nay.

4. Piéu khedn chuyén tidp dédi véi Nghi dinh 56 54/2017/ND-CP:

.i} Cac hé so dé nghi cﬁp clhnmg ﬁhi hanh nghé hodc cip iy Lhimg, nbin
d diéu kién kinh doanh duoe hede cip phép xudt khdu, nhip khau thde,
nguyén Jidu Tam thude theo quy dinh tai Nghi dinh s §4:2017T/ND-CP dd ndp
teude ngay Nghi dink ndy ¢d hidu hre thi hanh duge thue hign theo quy dinh
cia Nghi dinh =8 54201 WND-CP,

by Cdc nguyén Fidu 1am thude dé sin xudt thude thee hé so dang ky thude
43 cd pidy dang kv la hénh thude di duge coing bé trude npiy Nghi dinh nay
cé hidu luc tidp we duee phép nhip khiu dén hét thin han higu lve ciia gidy
dang ky luu hinh thude;

c) Cac tmbe d3 duoe cac co 50 bdan 1& thude trong khudn vién co sd
khém bénh, chita bénh mua vao truoc ngay Meht dindy nay od hidu hue duoc
thite hi€én theo quy dinh ta1 Nghi dinh s 347200 2/WB-CF.

<, Bidy khoan chuyén tidép dbi vai Nehi dinh s& 10942016 NP

Cic hid s de nizhi a.:ip churng chi dnh nghé ho#ic cip piiy phép hoat
ddng trude thid diégm Nghi dinh pay co hidu lee thi ap dung thee quy dinh oia
INghi dinh 56 1092016/ND-CF ngdy 01 thing 7 nam 20146 cia Chinh pli,
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Pitu 22. Trach nhim thi hanh

Cic Ré trudmg, Thil frudnp co quan ngang b, Thu truang oo quan thudc
Chinh phu, Chi tich Uy ban nhin dan tinh, think/phi tpe thude trung wanp,
chiu trich nhiém thi hinh Nphj dinh nay./.

Nt nhin:

- Ban Bi thar Trung romg Danye;

« Thi tuemp, cde Fhé TR neomg Chinh ph;

- Cdc b, o quan ngarR I:-iu, e quun thuds Chinl phit,

« Win phanh Trung TR v csc Ban cia Dang;
- ¥in phdug T fing Bi thu:
- Win phﬂng Chi tich rirde;
- Hii ding dén t:;sc vi cac Uy ban voa Qude Lbi;
ST pl‘u:u:ng Cudk: hul.
- l'pd 30 nhﬁn Ain t4i cao; - - . .
‘u’l.n_:n kiem sal nhin d3n l-ﬁll EAST, MNguyen Xuan Ploae
- Kiem todiny nld nurde;
-1y han Ciigm st L ::Il:rﬂ! Qb gia,
- Hgﬁn hing Chinh sach x3 hii
- Mgan hang Fha {ridén Vit Mam;
- Ul bywn trung wonp BARE Lrin T qu-a.'u., Vigt Mam;
- CT quan trung wang cid cac dazn the;
CVTCR: BTN, cac PON, Tog I9 TTe, TGR Chng TIRT,
cac Wiy, S, [T@'n Vi ey thude, Cang bio,
SLane VT, KOGV (2B o o0




A'f!t" a1 T[—L‘Lh{; T NAM El}lﬁ

o
J‘;%{{{‘f{ﬂm :i'J".' i':l Merlei dinl 26 155/200 8NP

"'-"-:H:- 1
IR e R A
e

9 “_ :..

cpng {1 ndm 2008 cua Chinl phg)

bAdu s 01

Drone &8 g cap Gy chitng nhin co s di digo kign an
luin thue phim

bdu sd 02

Bién ban thim dinh diéu kién an todn thr-: ]'.nhdm LY 4T

ME]I 55 03

Gidy chimg nhin oo s di didu kidn an 1odn thre phim







ivau si 01
CONG 110A XA HOT CHI NGHIA VIET NAM
Die Lip - Ty do - Hanh phae

LoRgay.. L thedeg e 20

DON PE NGHI )
Cép Gidy ching nhin ¢o 56 dii didu kign an toan thye phiim

Her wit TN GRG0 88 i e rs e o s

a . - a a - A L - -
Tén co s san xudt did nghi cap Chay chaeng nhine oo

Piachi corsd san =il o

i . [ V4 r a -, . V1 - .
£¥ nghi duge cip Cigy chimp nhdn oo s du didu Kign an tedn the
phim cha sin xudt {loai thue pham va dang san phidm. e

CHU CO 30
(R, phi vd fio tén)
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Mausd 02

CONG HOA XA HOLCHU NGITIA VITT NaM
Pic lip - Ty do - Hanh phiic

AR tHkmyr Mo 2.

RIEN BAN
Thiim dinh diéu kign 2n tain thiee phim co s

Thue hién Duyét dinh s .. . ngay........ thing...... T 1A PO
AN -

[1&m nay, ngay ... thang. . ndm ........., Bodn thim dinh ghm co

PR e Trromye Jodn
PR R I'hir kv

e et e e r e et e e e i Thanh vién
it ertetenm e e e et e et e e e ettt L R cememr-r Thanh vién
TR e Thinh vién

tidgn hank thim dinh dicu ki an toan thue phim tai co sde o

Enénthoa l'ax
[ T T TR L il [ PO PR
"2

KET QUA THAM DINH
[ KIEM TRA HO 50 GOC:
1. Théna tin v& (idy chune nhin kinh deanh{idy dang kv doanh nghiép,
2, 1 sor nguyen bdo, phu sia chiit b o ché bién, ngwim nude sin xudt,

3, [05 swr wdc tbdn sire khoe, tHp hudn kién b an twan thec ]:uhﬁm cua
cho cor sk v npudn toye iép san Xudt.

I, KTEM TRA THU'C TE VE BRI KIEN AN TOAN THUC PHAM:
| Fna didm, dign tich co sd, khu vie sén xudtché bidn.

2. Thigt ké, kil ciu nha xung sdn xuit'ché bién, kho, nhi & sinh. ne
hay da bido hi lan ding, edng rdnh thodl nude, i tha gom, xo by chir that.



3. Trang thid ki, dung cu san xudt, ché bién, buo gdi, bio guan, vin
chuyén, phang chimg cdn wrinyg vi &ng vit gdy hai. ..

4, Nendn mrde san xwdt, chi bidn thue phimdthies an.

5, Weguvén lidu thye phim, phu gia, chét bd tee ché bidn va bas biidung
cu chks dung chyee phimdthuae An.

a, Site khodhénh l.‘ru}..'én nhigm -:::"lp tink cua nEwol san xufitiché hign ..

7. Cac ndl dung khac ¢d lidgn quan.

(1. BPANH GIA VA KET LUAN:

1. Franh gid vige dap Gng cia cor s d81 véi LAC yeu caul dmu kién ao loan

thiee [’~h1m (F}mu kidn vé cia didgm, cor sé vt chét, trang thiét bi dung cy,
nguvén 118w, npudn meie, thre hinh vé sinh, ),

T Tam tai va hidn plap gidd quydt:. . .........

I

3. Két l1_1.'1t1r

Etidng dar [ ]
Chér hodn thién []

Thivi tan hodn thién: || npay ké tir ngay thém dinh,

4. ¥ kién ¢l co séeduge thdm dinh:
Rién ban kél thie hii: ..., T . N9AY 1o, tharlg., ... MAM ..o,

vi lép thinb 02 bdn cd @i i phap |¥ nhe phau. Moo ban do o quan thim
denb gitf wa rdl ban do ehi co ad gl

BAl DIEN OO 50 TRAFGNG BOAN THAM DINII
(EY, ghi rd lio tén) fRy, ghi 73 ho tén)
IV, KET QUA BANH GIA KHAC PROC (01 VI TRUGNG HOT
CHE HOAN TLIIEN)
Lt :l
Brhiing dat J

T dakhong dat o

L Mgy didng wdin 2.
]H‘.l ING BHOAN TITAM T'.'l]"'”[
(RC), goid i3 i 150

(13 Ghi rd 1én nhém, dang thege pldm duoe san xudt hode kinh doanh dick v an uf'mg
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MAn sd 03

FEN GO QUAN CHU GUAN CONG HOA XA HOL CIIU NGITA VIET NAM
TEN CU QUAN CAP Die 15p - Ty do - Hanh pliic
Sh; L ATTICCNBK

GTAY CHIU'NG NHAN :
CO SO DU PIEU KIEN AN TOAN THUC PILAM

CHIT € 80
Tén cn =er:

Flacla:

P PIEU KIEN AN TOAN THUC PHAM TIVEOQ QUY BINH

GIAY CHUNG NHAN NAY GO GIA TR 3 NAM KE TU NGAY KY

SR ) o L 1 )
DAI DIEN CO QU AN CAP
FRI tén, dang dari)

-y s ._.\_ - . - P . I i . _ H
£17 Crbd e En 1duno, dang e pidm deoc sdn xudt bods kinh deanh dickh va dn uéng



e d A Bng H n'&m XHIIH cia Chink pm};

N

Miin 56 06 Thuy lae T

Vw6 07 Pt lue I

Chimp chi hanh nghé deege cép theo hinh thire xét hi so

! Chimy chi binh nehé duoe cfp theo hink thic thi

MAu 56 19 Thy lue 1

MAu sa 19 Phy lue (1

Fiom, de ng]n 1:1p gn}' chlm g, n]mn n:[u diu k]f;n kmh ﬂcranh n:hn;rc

Born hdnf:, wua thufic oy n;:,hu_n Ll1um hmm&, T.hdn 1.hu:‘.u: Lh:n
chit npuyén liéu lam thudc 14 dinre chit gay nghién'douoe ch it
hircmg thin/tién chit ding lam thude: nhugng lai nguyén lidy
ldm thudic 12 duge, chit giy nghiénidrge chit hedng thinsién
chét dung lam thudc

Miu sé 03 Phy lue TT

Mau sd 04 Fhu lue 11!

Bao cao nguyén licu lim thude 14 duee chit gy ng,hLLn duroye
l...]la'[ huréng, than, tién chir doog lam thude dé sém xudt thude
" xudt khiau

£2om hang xudt khidu thude phéng xa, thude tromg Jdanh nmc
thude, duqe chit thude danh nmc chit bi cim st dung trong
mat 3 nganh, Fnhowvrg, thuog déc

Mau =8 15 Phy Jyc I

Pron hing xudt khiu dege chit wone danh mue thufie, duoc
i - £ ' o r r. .
chit thude danh muoe chit ki cdm st dung trong mét sd nodnh,

finh vire, nguyén héu dde Lam thudbe

MAD s& 15 Phy tug 11

Mau 56 16 Phy luc (71

Ehrn h&nf:, nhép khifin vae xindsinh phdms'thu-n-: hiva duwce chua
cdr pidy dimg ky lru hioh thude tal VIGL Nam, i thuéc iy
nghign, thude !urﬂng than, thude mn chit, Lhuu:, dane phat
e e el duge chdt gdy nehién, thude dune phdi bup wi chira
dm;r{' chiit Tnrdmg thin, [hl_mc dung phdi hop ¢d chioa 1ién chit

thon hang  nhip khdiu thuéc iy nghu;n.-‘ihunu hueimsz
- thanthude oén chémhuf‘.ﬁ. dang phi hop cé chit duoe chit
gay nghien thudc damys phidi hap ed chua duge chit heomg
than:Ahude ddnf:, phm hep cfr chira tién chit chua oo gnx- thang
kv fuw hanh thude tai Vidt MNatn

M sé 17 Phy lye 111

Bxon hingr nhiip khiu thude duwac Liéuthude ¢d truvén chra co
| gidy dang ky lou hanh thude tar Vigeo Nam




Mau s& 18 Phy [ue 101

Bia cao két qua kink doanh thudhe pdy nghiéndhude hudug
thin‘thude tién chitthude phing xathuoe dang phai hup oo
chwra duce chit LAY ngluén."th uhc dang phii hop o chit duee
chit hurémg :hmlthum; dang phm hop o6 chira tidn chit thum:
trong danh mue lhum, dypire chdt thuag danh me chit bl s
tromp e si nganh, [Inh vire

*Bu 56 19 Pl luc 1T

i
¢

Mau s 20 Phu luc 118

| Danh mue thude giy nghign, thude huedmg thin, thede dén

Manh muc vac xinfsinh phimihude hoa duoe chua oo gidy
ding ky lin hanh thude tal Vigt Nam dé nght nkdp khinu ddp -
e nh ciu diéy tr} dac bigr, tuie thude pay nghidn, thude
hurdmep t]lan thudc tidn l;‘hEt[ thudc dang, phéi bop <o chifa
durgre chét gy nghiér, thude dang phéi hop cé chuva duge chit !
Iun:mg thilt, thude dang phéi hep od chiea tién chit

chil, thude dang phit hop cd chira duoe chit gy nghién,
thudc dang phéi hop cd chita duge chit arcmg than, thude
dang phm hop o clnta tén chit chua ob pidy dine Ky Luu
hanh thufe tai Vidt Nam dé nighl nhip khi dap e nhy A |
didu tri dide bigt

bEu 56 21 Pho luc 11T

NEu sd 22 Pl ue L

H e H Z 1 . V5 -
Danh e thude duge liéu'thude b truyén chuoy ¢o pidy ding
ky T hanh thode ta Vier Nam d¢ nghi nhip khdu ddp tmg
ribil cAn dido i e bide

Bao cao v& vidge st dung thude nhdp khau dap (mg nhu ciu
diéu w dac higt

“aw sd 23 Phy fuc 1

Miu sh 24 Pl Juc 1L

Mau 56 25 Phy lue 101

Ban cam kér clia oo o 2 Rudtico s& 50 hitu iy pth CETy
pham vE vide dim bdo chit lorng w3 xin, sinh phim nhap
khiu vio Vit Nam

Bon kimye nhip khin vae xindsinh phamithude héa duge clara
"y Lun ding ky hot hanh thude tai vi 180 Mam dé VIRN Q. Vigrn
iy ohin dao, i thuede gy nghign, thudc hudng, thin, thudc
Lidgn chit, thudec dang phéi hop oé cliia durgre chir gy [Lgim,n
thudic dang, rn]‘u::l horp <d chlra dug chdt burdng th.m thude
dang, plm] hap eé chita Gén chi

Dun héup, I'lh..tp khiu thuéc gdy nghicn, thude Tudma thin,
thude 1ién shil, thude dung phm hop oo eluta dege chiit iy '
nghién, thudc f.’ldug_ phm hop co chin duge chil by Lh.m

thude dang phm hop o chira tién chit chuy oo sidy ding h

Juw hint thude la1 ¥Widr Mam dé vidn tro, vifn o ohin dao




| MEu 8§ 26 Phy luc 11

Prom hang nhip khiu thude duoe lidwihade cd taydn chua ed
oify dinp k¥ hru hanh thude tal Vigt Nam dé vién teg, vién trg
nhén dao

MEu 56 27 Pha ue 101

Bon dé nghi nhp khiu thude chua ch gi:i:.«' danp kg lew hinh
thudc tal Vidét Nam khiimpg vi muc dich thuong mai

Man sa 30 Phu luc T

MAu Cang viin cho phdép nhdp khiu thude dang phdl hep of
ehia duge chit Réy nghién, thufc dang phél hop ¢d chira
durcre ehat hudmg than, thudc dang phfii hop o chita tién chat

b&u sé 33 Phu luc III

Pon hing nhap khiu thude giy nphitn, thube hudng thin,
thude tidn chitt, thude dang phéi hop b chia dugs chit giv
nghign, thude dang phal hep cd chita duge chét hurdmg thin,

 thade dang phéi hop oo chia tién chét c6 gidy dang ky o

, hanh thude tal Vist Nam

Miu 56 34 Pl lue 1T

[Jon hiog nhép khiw th.u?-c- phéng xa, thudic d{gc, t}huf}c: trong

danh mue thude, dirge chit thudec danh swe chat cim s dung '
trong, mit s6 nganh, 1k vue of gidy dang k¥ luu hinh tai

Vit Nam

Man 56 35 Phu lue L

Byan hang nhip khiu npayén lidn lam thude [ duge Fhét Ry

" nghién, duge chit hudng thin, tién chit ding lam thude

Miu 56 36 Phy luc 111

| Pem hang nhdp khau nguyéa ligu [im thudc 14 duoe chét, bin

thanh pham thude, trir dge chiit gy nghign, duge chét huémg
thén, titn chét ding 1am thube =

Mau sd 37 Phu lec TT1

Rao cho sit dyng npuyén lidu lam thude 13 duge chit piy
nghién, duge chét hudmg !Jh%m, tién ché:it dung lam thudc, duge
chiil trong danh muc thur‘;rc:, dirge chit thude danh mue chi
cam sl dung trong mdt 80 nganh, finh nre s dung trong san
xudt thude

MAu 58 38 Phu luc 101

Bio cio k&t qui kinh doanh thudc thinh phim sdn xuft (U

npuyén lidu d& nghi nhip khiu

Wau 56 41 Phy lye 111

Pon hang nhip khéu duge [io, bn thanh phim duge ligu

MAu s8 43 Phy lue 110

Plan hang nhip khéu ta dwge, vo nang, bao bi tiép xtic tnic
ti&p wéi thudc, chét chudn




M 58 46 Phu buc 11|

Danh mue g in lidu 4% san xudt thudc theo hd so ding oy
thu.crq. da cé gidy ding ki luu hanh L Viét Nam dueere nhip
khiu khong phii tinre hign C-EE! phép nhép khaw'Daﬂh e
nguytn ligu lam thude phal kidm sodt dic bigt dé san xuit
thude thee hd so ding ky thude di oé oidy déing ki lwu hanh
tai Vilt Mam phm thue hién cip phép nhap khiu

* Maw 36 47 Phy lue I

Bau cao nhip khiu i¢ viic xin

- MAL s6 48 Phy lye 11T

Bﬁﬂ cdo nhip khéu 16 ﬂ'll.ll.'.lli.- chwa cé gidy ddng ky hru hanh

i thude Lal Vl@t Mam

MWAu 58 49 Fhu luc [11

Bio cdo xufl khiv, nhip khiu vie xin

“in sé 50 Phu lue 111

MAu 58 06 Fhy Juc V1

Rio cao xuﬁt le:hsm nhip khéu thudc, nguyén heu ld_iTl thude

Lﬂﬁ}f i nhan ndl dong théng tin T.h:um, theo hinh thate B
thio gidi thidu thubelquang cdo thude qua phuong tién héi
thao, hdi ngh}, sir kifn gidn thidu thum:

M 56 07 Pl lue VT

Mau 56 01 Phu luc "»-’I]'.

Phifu uép nhan vin ban thénp l:léu ndl dung thing tin

thube/yuing céo thude cin dinh chinb

Bang ké khal g:a thubc mixte ngoai nhip khau VAD ‘ilert MNam

WiAu 58 02 Pha luc VT

Bany k& khai gid thuc:c 51y XUt trong nude

WA 55 03 Phg luc VII

N A0 58 04 Pha Juc V1

Ban,g ke khat lar gia T.hu:fm HLTGG 12 04l r}hap khau Va0 "Ju:t Nam

Bing ké khai lai gia thudc sin xuét trong mode




Miu 58 06 Phu luc I

SCGYTR ... CONG HOA XA HQI CUL NGHIA VIET NAM
B— e lgp - T do - Hanh phiic

Anh CHUNG CHI HANH m;qﬁ DUHF
| 53 hitu: IEJCHN-D-E':YT-...
I—
Chimg nhin OngBa ™ L,
MNgdy, thang, nam sinh: Lo .
S6 CMNLDVThé cin amée/Hi chidwCéc gidy 10 tuong duong
khdc:. ... Mgay Cip. .. Mol CAPZ. e e

Bia chi thusdmg th ..o e
Vian bt chUFE BT e
Pham vi hoat dfing chuv@n mon: ...

0 chidu kign hanh nghé dioe vin cde vi tl hinh nghé sau:
Hinh thirc cép Chitng chi hanh nghé: Xét hd se
Y8 clu oé phiién dich trong hinh nghé 1,

Chimg chi hinh nghé duge cd hidu lee tir ngay. . thing. . nim.. duge icflip
theo Ouyét dinh sde . AOP-SYT negy. (g, . ndm. ..cia Giam dic 56 Y e,

Thay thé cho Chimg chi hanh nrhé dirge 56, nedy . thing. .nin.... (néu
14 trémg hop cdp lai, digu chinh),

., gy, dhdng . ndm .
COQUAN CAP )
fRY vd gl rd ho rén, dodme ddn)

{rhi chii:

(19 Ghi o3 kv higu s Chimg chi hanh nphe due the quy dinh tai Mau 20 14 Phu loe | cta
Nk dint sé 345201 WRE-CT ngay DAS40 1T cha Chink phi guy ik <l g€ mit 28 didu va bign
phip thi Bdnd Lt dwsee. . . _

£2) C3hi ré hink thirz cap, Jan cap lrang tredoug hop cip lai, didu chich, vi du: cip Tl Lan 1 s
{2 HMNIY, ngay n:ép-. ., hoiic cap difu chinh lin T, s COHMD, ngdy cip ..

(3 Shién audn degc cﬁp {2HW1J hdng chir in hoa. . )

{49 Gl ohe ¢ cac pham vi haat dong chuyvén mdn o wgidi AL nghi cap CCHMND d& nghy vu
days TTng vEu oL .

(53 Gl tht ¢4 cde v el chuyén mén ma ngwiri 88 nghi cip COHND A2 nghj va dap img yEu cau.

(6} Chi ghi dénp nay trang troimg hip cdp Chimg chl hanh nghé duge cho ngui mnke npodi,
ngarin Viét Nam dinh cur o nwedc npedi chus duge eding nhan hict Geng Wiel trone hinh oghé duege.



Mau s6 07 Pho tuc

BOY TE ..... CONG HOA XA HOT CHU NGHTA VIET NAM
— Prijc lip — Tir do — Hanh phile

Anh CHIU'NG CHI HANH NGHE BUGQC
S& hidu: Tj’CCHN—I}—B?T
[
Chitng nhan OneBa 2 e

Mgay, thing, nidm sinh: ... eeran

86 CMITYThe  cin  cude/ld1) c}tiéufﬂﬁc pify i toomg  duomg
khae:. .. ... Nedveap. o WGNolelip o

Biia chi thudmp rl: cooee i oaas

Vin bing chUyEN ORI e e e

Pham vi hoat ddng chuvén mon:.............

i didu kign hanh nghét duge vt cde vi tri hanh nghé SHLL oesieans

Hinh thic edp Chimg chi hinh nghe; Thi

Bt U thi e 0ng THED RBAN! . oot

Tan co s 1 BT THET e e e

Chimg chi hinh nghé duge o6 higu hye tir ngay ... thang ... ndm..., drge
:;Lfl.p thea Quwvét dinh 55 /OD-BYT npay ... thang.... ndm ... cia B tneomg
Bd Y e

Thay thé che Chitng chi hanh nehé dure s8..... ngdy... thing . .nim.....
(néu L4 trudmg hop cép lai, didu chinh).

ey MOV thang ... M .
CO QUAN CAP

(Kp, ghivd ha tén, ding ddite)

Grhi ch:

{lj {ihi rd hinh thic cip, lin -:.ﬁp teeng wrdme hop :.-Lp lwi, didu chinh, 1.-'1 duw: cap lai Yan 1
sb CCHND, npay efip. . ; hoac cip dicu chinh 1in 2; si CCHND, neay cdp .

{2) Ghu t2n nguin duss -i:ﬁ]:l COHNI bing chit in hoa.

{3) Ghi tit cd cdc pharm vi hopt déng chuy®n mén ma ngwdd d& nghi cip CCIIND & nphi
vl {dap Emg Yéu CAd.

{4} Chi tét o8 edic v tr chuyfn mdn ma naudd dé nghi cip CCHND (1€ ruphd v Ay Gmg véu chu,



Miu 56 19 Phu luc [
CONG HOA XA HOI CHU NGHLA VIET NAM
Do« lEp - Tir do - Hanh phie

BN DE N{:H]
Cip Gify chimg nhin & didu kién kinh doaoh duge

Kinh B0 - ecicvvinai L

TEN CO B it e e

Eachi: ... e

Tare thude ooeevoveiene,, (080 1A oo sd trwe thuded e,

EMa Gl o e e e e e

Newdri chiu trach nhitm chuyén mdn v& duee .

 SOCCHNDuge ... Noi ¢lip .oooen-. Nam cap ... 6 gid )

T LI P = o A PP P

M puéi phu trdch vE bie dam ehdt luemg™ .

868 CCHN Thure ... Noicdp oooneenn o NAM EHp

1. D7 duge cdp Gidy chimg nhin thye hanh 1™

_ Gidy chimg nhan thue hanh it

B e U NERF REPT e

- (v chomg rhdn tuge hénh it

B r st e Ny SAPT .o
_ Gidy chimg nhin do didu kiéa kinh doanh duge
BB e eees e ererreeeeeeeeeeereeneeeeree. NEAY CAP i,

Co s i nphi B6 Y 1886 Y & cdp Gidy chimg nhan di didu kién kinh
doanb duoc:

+ Logi hinh oo sé kdnd doanth ¥ e
+ Pham vikinh doanh 0 e,



+ Pja diitrn kirh doanhs s

Bé nghi clp Gidy chimg nhin thye hinh tit kém theo Gidy ching nhin
40 didu kign kinh T PSR

Hirgitg din thue hanh tét dp dung P TP

Ching ti xin cam kit tuén thi iy 4a cie guy dinh cia phap Judt 6 hidn
quan, chip hinh aghigm su chi dac eta B§ Y t&/5& ¥ (&,

Cor s xin gl kém theo don nay:

- Cée tal héu d& nphi cip gidy CNBDEKDD quy dinh tai Pigu 32 el
Mghi (inh s& 540201 T/NEB-CP ngay 08/3/201 T chia Chinh phi quy dink chi tié
mfit 58 didu va hién phap thi harh Ludt dge™

- Céac i lign % nghi cdp gidy CNEBKKDD quy dink tai Didu 49 cla
Nghi dinh s& 54201 7MNE-CP npdy 08/5/201 7 cha Chinh phi quy dinh chi tiéL
mt 56 didu va hign phap thi hinh Ludt duge ™,

WGHEEY... Thang... :
NGU m m.i mﬁ TRUSC PHAP Lufm
NGUG PUGE UY QUYEN
(KT, ghi rd ho tén, chite dankh, déng ddu (néu o))

Lol chr _

{17 Co quan ¢ip Gié}' chimg phén dit digu kign kinh deanh duge. .

{2) Chi 4p dung dfi vim car 50 80 xudl ﬂ:uﬁc, ciryEn 1iEu Lo thude va khi bat bude ph
e COMRNTY 4 v npedn phiu erich dam bao chit leomg heo 15 minh quy dmh Imng Fealy dinh.
{3} L& ké CHidy chire nhin GPs con hién lee tai dja digém kinh dowsnh nEy Co-

{4} Lift k£ G’lﬂ}" chimpe nhan do ditn kién kinh doanh duge sioo h:l':t.'l lue nEu i

{3} 5hi rd loal hinb oo s kinh doanh thee quy dinheci khoén 2 Pigu 32 c0a Lust dugre.

{6} TiEt k& cae pham vi Kind deanh arong tmg vl didu kign kinh doanh duge ma co sé¢ 48
nghi va dap mz:

. L mit kodc mit sb pham vi theo guy dinb tai cde Diéu 15 dén 22, Bido 33 v 34 cia
Lt dirgeo,

- B v pham i Kinh doank wedc kérm sadt ¢ic bigt Ghi rd ting pham i kinh doank
thode Kidm soat dac hidt theo quy dinh tai khodn 245 BB 2 caa Ludt duce.

(73 Gt loal pidy ehomg whin dore hanh tae d4¢ nghi dege cép kém Gigy chimg nhan do
dirl:u_li:ir‘,:n kinh deanh (néw co 57 cd nhu cau). _

(8) Ap dung trang lewdmy hop oo s dwge phép lua shgn mot troog cae buimyg din v& Thue
hianh 5t 48 dwgee BS Y 18 ban banh hode coog nhin 98 ip dung khi kigm e viée ddp mg
Thre hanh ot

(71 Ap dung 431 vdi tnsdmg hep odp hd s thea quy dish el Ridu 32 Mehj i
LTS Tl L I o o N s o

(13 Ap dung &&i v tneimg hop ndp hét so theo guy dioh ta Bidu 49 Nghi dinh
38 541201 TIND-CP.



Wiu si 19 Phy loe 1
TEN LU 19

5,
BN HANG MUA THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN EH:‘«TNGU&'E‘J LILET
LAM THUOC LA DUGC CHAT GAY NGHIENDUGC CH AT HUONG THANTIEN CHAT DUNG LAM THUOC
NHUQNG LAI NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/DU'GC CHAT HUGNG THAN/
TIEN CHAT DUNG LAM THUOC

Kinh gl icimiieeeee
| Nzuyén ]I!}‘I.l.l'Tl.‘.]l Phin bio ¢io ki trude (Tir ngay.. .dén ngay......)
thute, hoat chat :
' Bom 55 : i ; A S5 hrong .
dany bio ché . 58 lorgnz 1 Tipg xi Ton aimhrong | Duvet Gl
R ning dd‘him h im;n’ng nhap Tﬂ,:“E xudt trong kho e “ HrenE YU el
y ‘ch iinbh | tin kbo trong K i) i cudi Ky Lai
WTE, Uy cath 'k troge | ng y
__ domg mai - o
() (2) 3} 4 | {5 (62 1O (8 | {5 o) ALy
Meod niran: coe TREY. L thADE. . DEML 56, e BB thangr. . IR
- Nhr trién NGUG1 NGLUGLPAT DIEN PHAP Chép thudn ¢ua corquan quan 1w
- Lutu tai cor s, LAP BAO  LUATNGLGI 8ATQC UY QUYEN Frm hing nay gom....trang.....khedan
CAC {Ry, ghi r ho tén, chure dank Durge tua tai efng ty........ Puoge nhugng cho céng ty.....
dong diu (mew coli Prom himp iy of gid ] mot nam ké tir ngiy ky ban hanh

CO QUAN CHAP THUAN
Ky tén, ddng deu)

- BMi i cae oo 5é kinh doanth thude giy nohign, thude hedng thin, thude tién chie, nguyén tiéu lam l:hu_én;: l dugr chit ghy
nghién, duee chiit hudng than, tién chat ding Jan thudie: Kém theo L lida ghi 13 t8n va dia chi khach hang, 58 luomy, ngay bin,
- Brom hang, mua thuéc diee lam thanh 03 bin {co sd lun 01 bin, ool ban 01 bin, co quan chip thudn leu G1 bén).
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Miu 55 03 Pho Iuc 11
TEN CUF 807 CONG HOA XA HOT CHI NGHTA VIET NAM
— Pie 1dp — Tw do — Ianh phae
T

. BAO CAO NGUYEN LIEL LAM THUOC 1 ‘
LA DUGC CHAT GAY NGHTEN, DUGC CHAT HUGNG THAN, TIEN CHAT DONG LAM THUOC BE SAN XUAT THUOC

NUAT KHAU
Kinh giti: Bé Y 8.
B L_ ) . ':I:]Tl_.l‘;r_l:g_tiﬂ vE thuibe xuiit khiu . - ) ;
S| st | et | ] St | Shme | o
: y o 3 H i ul;r'uﬁ ] g ~ [ ¢ ' N ' ] g
Tén | Dro | Ten Nonadd, | S8 gidy | oL o) ?i%:ﬁ‘: cho bifm | nguyén | k¥ trwie | khiufmua tu:;é:y -
TT  nguyén' v tude | DA legng f'Ei;IE niit dun S nghiém w‘: litu sir . tih dén: | rong k¥ (ngi:.;
litu  tinh xidit ﬂﬂ?&glﬁ; k]fa l;:l vi tink ﬁn‘ﬁxfh han but (néu | dung | ... (023¥, | ... (Eay, thing, n-fm.]
i khin | P ) " nhd ' e} thimng, iama} | thaAng, nim)
.. nbi
ik ) [ 7 153 TaE (7s e (¥ (13- (&) 4 (L (12) fIJ]-{ItLgrcll‘;
.. i el R L
11 (Tén {Tén |
nguyén thaatic 1) o : e
liéu 1} {I&n ,
thude 2] AT S : o
2. (Tén ; i
nguyén !
lign 2} TR !
* Mitu cé, phian baa cao chi tiét
Neirbdn: e, L AEay L thang . ne 1
= D 1, NGUGLBAL DIEN FHAP LUAT/NGITOT DITOC UY QUYEN

- faru tai casg. (Ky tén, ddng ddrg



MAu 50 04 Phu tuc 11T
TEN OO SO XUAT KIHAU CONG HOA XA HQ!I CITU NGHIA VIET NAM
Priic ldp - Ty do - Hanh phiie

Ty

RON HANG XUAT KOAU THUDC PHONG X4, THUGC TRONG DANH MUC TINTAC,
DUGC CBAT THUOC DANH MUC CHAT Bl CAM S0 BUNG TRONG MOT SO NGANH, LINH VI/C, THUOC DOC

Kinh gii: Bé Y 1&,

EI GO B0 AL AU 1 tev e eves oot everssemsassasers e ssasmssmss st et semmset et eneemee et eee s o eoeeeems e ee et eteo 1ot st et AnE S bnr et e r b e e e e
FRE CR e P e e
(Tan co sa xuit khiu) kinh 08 nghi B& Y € xem xét cip phép xuit kb cac thude sau dé (D theo glly
dinh tar Budu . (2. MNeht dinhsad ....... nhu sau:
| . e .
T&n thuie, dang bae | Hoat chat, 'Sﬂhﬁl“lf ﬂﬂl & I'E,lm' Dom 4 Téo nguyén lign [Tu, dja chicr st san| Ten, dia chi cose
ST | ché, quy cich déog | him luemg/ AR, gLLY pUER ¥i  hrony | phai kidm sost d§c | xuft - Tén niede san |nhip khao - Tén ninie
! .t ' B - nhip khin " ~ an 1 i
goi néng G { % o) tinh . (3 bidt (47 xuiit nhip khiu
1 e _ oy - .
E e - i . e
Cirakhiu du dinh 52 xust khiu {ghi il 180 820 Bay, HAL CAIE R .o..iiue e censcieesmsssmssisiesr s mseesamssemae e oo nm e etom s

U Cor sér 42 nghi B Y & cAp CPP (hodc FSOC) cho thufic tai khodn o6 . (5} f o
Cor s xuat khiu cam két ¢hiu trach nhigm wute phip lujt ve iinh chinh xéc, hip L& cta cde thdng tin, gidy th trong hd so dé
nehi cip phép xudt khiu va cam ket thee hifn theo ding cée quy dinh cda phap ludt cé lign quan.

) ~ BGY ™ e fhang... mam.. .
Chip thudn dom hing xuit khau gém.... trang.... khodn kém theo NGUUI PAI DIEN PAP LUAT/NGLOL DU UY QUYEN
Céng wAn st ongdy... thang.., nim..., coa Bd Y 18, (Uthi v ho tén, i), dong dau)

o Nai, npcy . thang.. ndm.
RO TRUONG



L2

Ghi chy: .

(17 Didin mue dich xudt kv phi hop:

= %1 mue dlch thirong mas.

- Tham gia trmg béy a7 triée 1m, héi cler.

- Thir lam sa:ng. thir femye dheemg sinh hec, danh gia s;mh kha dyung, lam maa kidm agkidm, nghién cim khoa hae, lam min Adng ky.

(2 Pién 50 D tai Nuhi dinls g l.mg v hind thire xuat khau,

(3 D ¥l trmg hom xudt khiv dmde teong Danh mue thum,, i chit thue denh inue chdt bi cim s dung trong midt s ngarh, Jick vie theo quy
dinh tai Difn 55 Nghi dinle phil dinh kér van ban giai rinh vé ké hrach xubt kidu thude dis kitn,

{43 61 v thude chita du.:;-c 3w déic ghi tén duge lidw, bé phin ding. Tén duwoe Lligu pom ten ticng Vit kém En khoa bhoe. i v bén thanh phim duge
lifu ghi thém danp ko ché.

(A H6Y té chi cdp CPP hedc F3C néu e sir oi chon oil dung ndv. Co st cin gl 15 42 nghi cap CPP hay FSC. Trwdmp fiop theo yéu chu elid puos nhdp
kb, o6 thé xac nhin thém cde nbi dung Sa vid CI'P e va FSC mao.



Miu s6 05 Phu lue IIT
TEN CO SO XUAT KHAU CONG HOA XA O CHU NGHIA VIET NAM
Pic lap — T do — Harh phue
S

BON HANG XUAT KHAU DUGC CHAT TRONG DANH MIC THUOC, DUQC CHAT THUQC DANH MLC
CHAT BI CAM SU DUNG TRONG MOT $0 NGANH, LINH VIJC, NGUYEN LIEU BOC LAM THUOC

Kinh giri: Bé Y t&.

01 OO S0 S K oo ettt sieie et e ramtne e —ieseemes et eeesesee et e AeAe e R A bt et R RS A1 n A st r e e e
LT v & PO PSP VTSR . e .
{Tén cor s xudt khiu) kinh d& nghi B Y 1 xem xét cdp phép xust khau cae ngayén Kéu lam thude sau dé .. {10 theo
guy dinh tal Diégu .. {2)............ hghidinhsa. . nhir sau:
| gp |Ténmauyén| o Lo S6 lwegmg | Tiéu chulin | S8 gidy ding &y hea hank, | Téo co sér sin xudt - Tén ev sf nhip khf -
ligu {3 o {#] | chitlegng gii}r phép nhip khau Tén nunine sén AMAL Tén nudc nhap khau
1
(2a khin dy dinh 22 xudt hang (el 16 10 530 13y, DAL CATEY . oo e e et em s

Co 5¢ xudt khau cam két chiu trich nhiém truaée phép lugt v& tinh chinh xde, hup 1€ cia cie thdng tin, gidy & trong hé so dé
nghi céip phip xuit khau vé cam két thuc hign theo ding cae yuy dinh cia phip ludt ¢b Ién quan.

~_ BOQYTE | e MY, thing... nim.... 1
Chép thugn don hang xudt khiu gdm..... trang..., khoin kém theo Cong van - NGUIUHE DATDIEN FHAP LUATNGUU1 DUGC LY QUYEN
56, .. neay. . thang.... nédm.... cla B Y &, (ki ri o Tén, kY, ddng ddu)

Ha Nai, ngay... thang. .. ndm..
BQ TRLONG



14

Ghf cled: . .

(1) Tién enue dlch xdt khdu phi bop:

= Wi muc dlch thuome mat.

- T'ham gia inmg by 1u3 trido Mm, b8 chi.

- Thir lam sa:ng thir ey direng sinh boc, danh gia sinh kha dung, am miu kifm nehidm, nghién cini khoa has, 1am mau dang k¥,

{2 Thién 56 Dign tai Nghi dinh arome img véi hink thite xudt kkiu

{33 03w dugrs lidu de gJu tén duege Ligu, b phin ding. Téo due ligu g n tén Léng ¥iét kém tén khoa boe,

{43 D& v trarime hop xudt khén duge chat trong Dunh mu 1hu-ﬁ-: e chit thude dank mpe chét bi edm sir dung trang mit s ngamh, liek virs then quy
dinh tai Bidu 3% Nghi djph; phil dink kém vin bin gidi dick vé k& hozch xodt khau pguyén Sidu Jam thudic du kién.
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Miu 56 15 Phoy luc TIT
TEN CO SO NHAFP KA CONG HOA XA HOI CHIU NGITIA VIET NAM
— B¢ lip — Te do — Hanh phie
ey SR ) .

PON HANG NHAP KHAU VAC XIN/SINH PHAM/THUGC ITOA DEQC (1) CHUA CO GLAY PANG KY LUU HANH THUOC
TAI VIET NAM

Kinh piti: B Y 6.

(Tén co sd nhip lhdn} kinh de nghi B& Y 1§ xom xit cap phép nhip khiu cae thude (loai thude nhip kbu (23 hodce mue dich
nhip khéu (37) theo guy dinh tal diém.... khoan........ Biéu | {4}, Nghi dinh s nhur sau;

Tén thubc, |Hﬂ%tch=‘1t,'

dang Wao chi:  ham Bea vi 56 H}“ Titu chuin o Tin co st sin xudt - TEn e =ir s-;r_ hifiu ;Iﬂy ph%p IuEu Caia hun_ huiin

e heyme|ding| Chi dinh . .. . | hainh irén Gifiy chnimg nhin sin dur Kién

quy cach lm;mg.-'uﬁug tinh (53 chit hrymg Tén mric san xuit him d : (6)
danyg géi di . - phsm fue ———t

Tén cor 24 cung u:ép thufie: {Chi ap dung ddi vin trurdmg higp nhap khiu thude qu}' dindy tai Bidu 68 ciia Nghi dinh),
{Tén co s nhip khin) cam két chiu trach nhidm rriréc phap ludt vé nguén _r:,nL chit lwmg ciia thude d& nghi nhap khiu, tinh

chinh wac, hop 1é oia cac thing tin, gify tir trong hé 3o d& nghi cip phép nhap khdu, sir dung thude ding muc dmh va there hign cic
quy dinh khic cia phap luat cé lign guan.

. BOYTE o . mEap... tdag . wdm.
Chap thudn don héang, nhi'ip lchaw g ... trang . khum: NGUOT BAI DIEN PHAP LUA' la'T"TGUﬂ'l PUGC UY QUYEN
kem theo Cong van s6.....70.. ngﬁy mfmg . hm.... el (K tén, dimr de)
Ba Y &

HG N, ngdy.. thdag.. ndm...
BO TRUONG
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{rhi ol
i1 Thude gy nghlun thade ]111':511g tham, Tluu:u:.: t]t:n chir, {thude dang p]:ﬁ: hirp o chua dinrc chit ady nghidn. thudie dany pl‘ml hrp e chita dugre chat

huufrng thin, thum. danp phdi hop cd chie tién chin: Bip dan hing obdp khiu theo Mau s3 16 Phu lus 111,
(2) Drign loai thudi ahip khiu phifs bup:
- (33 chira dre L.E:lﬁ.t chua go gm}.- dang ki lsw Sant tisde tai Wist Wam
- O chira direre shit 43 b gidy dang kY has hink thude sai Vidl Mam nhums chea dap eng da nbu cau ditu tr
- Cé el aloore [380 chuea due sdr dung 14m thizie taj Widt Mam
- Cé chira duere Fifu 42 g sitdunp lam e tai Vigt Wam nhung cka dap smg di nhu edu didu tr
- Flnuge Danl mge 1 hidrn
- Thude of oing fn thuremp, resa, thank phin hoat chit, b Leemg kode ndng d6, dang hie chié vt bt duge gix o gidy dang ki Lea hirh thube tal Vift Nam.
(3} Difn mye dich nhip khdu phit hu;r]:.-
- Bip 'mg nhn L.,J_||_1 1_.!_‘1]? ch cho q1_|,.|;|-|; phimp, an am', phing, l::"]cu']g dich binte, Klsic phuc haw qua thién ta, thin hoa
- Pap (g nhu cin didu tri ddc bigt
- Phuc vu cha -:huﬂng trink ¥ té oiia Mha nisde
- Lian nfu kigm nghiém/nghién ciu khoa hosthu oghiém ln sang ‘dénh gia sinh kha dunpgnrong duong sich hoe
- Préi vél thude nhap kbiu theo quy dinh i Fide a8 Nehi dinh- ghi 13 thodc 8 sf dung cho tmrtmg hop cu thé nie quy djnh tai diém b hoge ¢ khoan 1
Bity 68 MNghi dinh.
{4} Du:;n 56 digan, khoan, Difu 1 Nehi dinh arong (mg v hinh thire nhip khiu,
(5 D v thude phéng xa: khing yéu -
(63 Chi dp dung dbi vén trrémg hop nhip khio thee quy dinh tai Biign 70 cia Nehi dinh.



-
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MZu 6 16 Phu lge 111
CONG HOA XA HOI CHL NGHIA VIET NAM
Be lip — T do — Haoh phie

TEN C{J 8 NHAF KHAU

b

PON HANG NHAP KHAU THUOC GAY NGHIENTHUOC HUGNG FHANTHUOC TIEN CHAT/THUOC DANG PHOTHOT
€O CHUA DUGC CHAT GAY NGHIEN/THUOC DANG PHOI HQP CO CIIUA DUGC CHAT HUGNG THAN/THUOC
DANG PHOT HQP CO CHUA TIEN CHAT CHUA €O GIAY PANG KY LUU HANH THUOC TAL VIET NAM

Kinh giri: BS Y t&

Tén co 50 nhip khiu (hing HEME WIBL VA TIEIE AN E oo sas vt e oo oo oo cr oS ba s e s e b
Diu chi (bang tifng Vidt va ATl 1 ) ettt erurt e e e em e et et e e oo
{TEn co sé nhap khie) kinh 48 nghi BS Y 1é xem Xét cip phép nhip khdu cic thude {loal thudc nhap khau (13 hoide myc dich
niip khau {23} theo quy dinh tai didm.._kbodn . Biéu ....(3)... Nghi dinh T nhur sau;
Fén thude, . . Tong b khiit [ Ténva dia | Tén va lja | Tio co sé s hirn | Gis
dang hin Hagt chie, Pon| S5 TE.'} AR Trmg nguyen T":;" | chicosi | chieosd |giiy phép lim banh: hin
him . litu phii . .- Ham - chuin | Chi| . £ f: " - .
chi, quy vi |legmg| 3 li¢u phdi kiem =~ .7 . : M0 gan xudt - | xwdit Khiu - | freén Gigy ehimg @ budo
- lhromg! . kiEm sndk o, ., dong | chit |dinh L. . ; . . z -E
cdeh Fhng Iy tinh | {4} o o, |stdt dic bt timh - Teén noire  Tio nude ebgn san pham  |dur kién
. niug I . dae higt i leonp Loy K Lo ki o .
pi o _Eagam gin xudl |, swdtkhiv | dwge - Tén nude [5)

Ctra khau du dinh s nhip khiu (zhi 5 tén sin bay, hii cing):

Tén e 57 cung cAp thude: fehi dp dung d4i véi trwemg hop nhip khiu thude theo quy dinh 1a Friéu 68 Nohi dinh)
{Tén co so nhip khdu} cam két chiu trach nhi¢m trrde phip ludt vé nzuon pic, chit lugmg efa thufic d& nphi nhip khiu, tinh
chinh ®4e, hop 18 cia cac thing n, iy ti trong hd so dé nzhi chp phép nhip khéu, sir dung thude diing muc dich va thue hién cic
quyv dinh khac clta phip Judt cé Jién quan.

Niri niein,
-BiE Y1
- Lar 137 o w

wgcy... thang.,, ndm

NCUOT DAL DIEN PHAY LUAT/NGUOI PLUOQC UY QUY EN
Ry ton, dong ddug




1%

ki vl

(17 Bién lopi thuds -nhip Yhiu phit hep:

- T clora dg: Lhit chua ¢b g:&} dfng kv L hanh thude tal Vigt Nam

- 6 chia duge chit dé cd giﬂy dang k¥ Lo hinh thude tai Vit Nam nhung chira dép tma di nhu oo iy tr]

- Thuiic Dank mue thude hidem

- Thu-;n-c £ eting 18 thuromg mm. thinh phin host ehal, him lugng hade nong 38, dang bio ché voi bid duge e et aify ding ko hru bash Sude tal Vigt Nam.
{2} DYidn musc dich n.ha.p khau phi horpe

- THip img oho cﬁu edp bich cho quéie phing, an ninh, phing, '\..-I:l.ﬁl[:ln dich bénh, khéc phye hiu qui thign tui, tim boa

- THap dng nhu ciu dicu try dic biét

- Phwe vu cho chirone trinh ¥ £ i Nhd nudc

- Lam iy kiém nghi¢m/nghidn cirn khoa hae/thir nghidm: Jm sng/danh gia smh kba dungfwong duomg sinh hge

- {-}ﬁl viii thude nhip Lhiu thed gy dindy cal Bridu 68 Mphi dinh: ghi 6 thude d& a0 dung che inudmg hep cu thé nan quy dinh ai diém b heae ¢ khoan T
FYiéu 68 Nglu dinh.

(3) Bifn 56 didm, khrdn, Bigu tai Mehj dijnh twong ime v hinh thiz nhap k byfin.

[4) Gidl ik oo the Iy do (ke 11 lidn chimg minh) trang tredmg fop gt lugng thude df nghi nhip khiyg veot qua 150% i lugmg Uge 18 92 s4n xuas,
kinh deanh trong ki bdo ede Lidn rude.

{5} Chi dp dung déi v rdme hop nhip khau thee quy dink tai Fria 70 clia Mghi dinh.



Mau 56 17 Plia lge 11
TEN CF 50 NIIAP KIIAU CONG LOA XA HOI CHT NGHFA VIET NAM

. hic ¥ip — Tr do— Haoh phae

DON HANG NIIAP KHAU THUOC DUGC LIEU/THUOC €O TRUYEN CHUA CO GIAY PANG KY LUV HANH
THUOC TAT VIET NAM

Kinh giri: Bo Y s,

(Tén cor s& uhdp Khiu) kinh d& nahi B3 Y t& xem xét cfip phép nhdp kbiu cac thude I:!'Dﬂl thude rhip khiu (17 hoie mue dich

nhap khin (2)) theo quy dinh tai didm........ Yhodan....... Bidu (3. .. Nehi dinh 53 ., ... oo sau:
Tén thuiic, dang | Ten dwee liga [Den| Si ' Han Tién chudn | Chi dinh | Tén cor i sAn swit - Tén co 56 56 hirn giay phép fen [ Gk i buiio -
bao ché, guy | (4), b plin | +i |hegog ding chit hryng Tén nwnke san xudt |banh tréa Gjii}r chimg nhan sin dir kién
chich d6ng g6i | dimg(5)  |tink _ phim drre (6) (7}
I .

—_——

Tén ery sér eung cap thude: (chi ap dyng di vei mutmg bhop hip khdu thude quv dirth tal Fridu 68 cia Nghi dinh).
[Tf:n cor 50 nhip khiu) cam kit chiu tich nhigm tnde phap lug vé npudn JJnL chit lugmp cia thude dé nghi nh1p klidu, tinh

chinh xae, hop 18 cia cde t]mng tin, gidy tér trong hé s it nghi cip phép nhip khaw, si7 dung thude ding muce dich v thie hién céc
quy dinh khac ciia phap ludt ¢o lién quan,

BO Y TE Mgy thdng. ndm.. ..
{'Jh;ip thuén don hang nhiip khin gém ... trang .. .. khoan l{tm thee  NGUOTBAI UIEh PHAP LUATJ'I"'{GU(.TI DUOC UY QUYEN
Céng vin s0.... ... agay._.. thing . nim... cla B& Y &,

FRO tén, domga .:1'.:114;
Ha NI nady, | thing, | ndm,,

B TRUONG



20

CFhd clesi:

(171 Bién lea thude nhip kbiu phit hop: )

« 8 ety duoc iU chird duge sir dung [Am thodie i Yiél Nam _

- 06 chiera duge (e da s sit durg o thude tai Vigt Nam nhuog chira dip fmg di nhu caa didu o

- Thuie Dianh mye thudic higm

- Thube o cfing 160 (huemyp, ra, thinl phin hoat chit, i luomg hode ndng d, dang baa chi wii Wél duec pic cd pidy ding ky uu Idmh thude ta Vist Nam,
(2] Fyign muc dich nhap Khiu ]:nhu hl:l']:-

- E¥p imp nhoe Liu -r:ﬁP bach clo quéc phong, an ninh. phéng, ching dich hénh, khac phue hio qud thids i, tham hea

- Tap imp nho ciu didu v die hlr,:t

- Phue va che chirong teink v b8 cta Nhi mde

- I,ﬁm riu b::E;m ng]un:m_ ‘nehién cirm Khos heis 1h|.r nghidm lim sang/danh b nm sinh 21 dungtrone duone snh hoc

- Péi v&i thude nhip khiu thee quy dinh i Diga 68 Nohi diob: ahi ré thude 38 sir dunp cho tiremg hop ew thé nde quy dinh 13 diém b hode ¢ khodn 1
Eridiy GE thu dimh.

(1) Pitn 26 du:m, khodn, Fiéu tai Nehi dink treme img v hink thic nhip khéu.

{4} Ghi tén hr_-nﬁ; Wigt kam tén khea bhoe Trudme hop khéng i tén éng Wade thi ghi then 120 cha mude il khi kém 180 khoa hoe.

£5% DHi v 1dn thamh phﬂm duge lidu, phi dang bar shi_

() Brid won v thunn:'. ci) froyén: khooyg bat bofe @i nd cenp nay.

{73 Chi &p dung 380 wai tredmyg hop sl ko tee quy d.mh tai Biéu 70 cia Wehi dink.
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Miu s 15 Phy lue 111

CONG HOA XA HOI CHU NGHIA VIET NAM

Ivie lap — T de — Hanh phic

BAQ CAQOKET QUA KINH DOANH TIUOC GAY NGHIENTHUOC HUGNG THAN THUOC TIEN CHAT/THUOC PHONG XA/
THUOC DANG PHOI HOP CO CHIUA DUGC CHAT GAY NGHIEN/THUOC DANG PHOIHOP CO CHUA DUQC
CHAT HUUONG TILAN/THUOC DANG PHO1 HOP CO CIIUA TIEN CHAT/THUOC FRONG DANH MEC THUOC,

DEOC CHAT THUOC DANH MUC CHAT Bi CAM TRONG MOT SO NGANH, LINII VIJC

Kinh giri: B Y té.

(K3 béo cdo: Tl ngiy oo dénngdy )
| 54 lu:grng_lhuﬁc
Tén thudc, him ; Sohrgmg | P 2 i 'ein e6 Thé nhip
Wryngining a5, |56 gify ding k| Bon  thufethn  Souemg | SO leng | S legog S8 lugmg hao | Lbhdu tidp tir cde
) Ay I . s thude nhép | xvit bin |thute bi tra| bgt (hdng, +&, |Ten khe eusi . o
STT| dang hio ché, | lru bank, gidgy | vi | khocodi by . - . L: I . . .- dom bang nhap
T, N ; khiu trome | trong k¥ | vE biv che co| het hao ding, | ki bdo cdo ;L0
i uy cich ddng  |phép nhip khav) tinh | kdo eda PR B . . . A Llviu da dirge
S = k¥ o can | bdo ede el khae @ tién hixy, ) : . .
=iH Lruwfrc ¢ap phép trirdc
_ da*
[ . _ o 103 =(3) -
) 2 3 @ | ) (©) ™ (8) CIRR e )
Nei nhin: NCUOLLAPBAGCAD AEEY... . thdRE
- B Y g,

- T tai o s

NGUOL DA DIEN PHAP LUAT/NGUQI DUGEC CY QUYEN
(v tén, dong dis)



Chi ch:

*+ Nén ¢, phii Ido cdo chi tist trung phy lue dinh kém:

-t (6 théng tin vé thin diém nhip va 56 irong thuds 4 chip theo tiog dabi digm (dink kém b lién chimg mich).

- 6t (7); thong tin thin digm ban, 28 lrone thude d& hdn theo timg thin didm bdn, tén va dia chi cer st $3 mes thude.

- 26t (8% thong tn vE 181 va dia chi oo 3& trd laj thuss, thir Tiém rd Vi 54 luomp 108 Jai sromg {my cho timg iam tra Jai.

- £ () 19 do baa hut (hang, w3, hét bian ding, 08w hay!. ) va khét hegne hae byl nng eng, . .

- it {11} e phu Tne ghi 18 théng tin 56 gidy phep nhip Kiiu &3 duge eip oin o hét sty Gung &8 nhp khiu tidp thude, ngay hét hidu iue cia gidy phép,
s lgmg thutie 4 dieoc cip phép, 56 hugmg tbude thie € 43 nhip, £ Liymy cin o thé duce nhip xhin tiép (dinh kém tid 1én chimg minh).

*+ Rip cda trong k¥ 01 odm toue thin didm p bae cio: 48 v& meimg hap thuée nhip khiv L \qude weng danh mue thude, dos chit tmée dunh

muc chin bl cdm trong mdt s6 ngdnh, G v,



