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THONG TU
Quy dinh chi tiét mét $6 didu ciia Luat dwge va Nghi dinh s6
54/2017/ND-CP ngay 08 thing 5 niim 2017 cua Chinh pha
v& thude va nguyén ligu lim thude phéi kim sodt dic biét

Cén cie Ludr sé 105/2016/QH1 3 ngéy 06 thing 4 ndm 2016 vé duoc;

Ciin cik Nghi dinh s6 54/2017/ND-CP ngay 08 thdng 5 ndm 2017 ciia
Chinh phil quy dinh chi 1iét mét sé diéu va bign phdp thi hanh Ludt duoe,

Cdn cir Nghj dink s6 63/2012/ND-CP ngay 31 thdng 8 ndm 2012 ciia Chinh
phu quy dinh chie néng, nhiém vy, quyén han va co cdu 16 chive ctia BG Y 1é:

Thep dé nghi cia Cuc trudng Cuc Quin Iy Dupe,

B¢ truong Bo Y té ban héanh Thong tw quy dinh chi tiét mot 56 diéu cia
Ludt dupe va Nghi dinh s6 54/2017/ND-CP ngay 08 thding 5 ndm 2017 cia
Chinh phii vé thubc va nguyén ligu lam thuéc phdi kiém sodt dde biét

Chuong I
QUY PINH CHUNG

Piéu 1. Pham vi diéu chinh

Théng tuy n3y quy dinh vé:

1. Céc danh muc. li€n quan dén thude, nguyén liéu lam thuée phai kiém
soat dic biét bao gf)_m_:

a) Danh muc dugce chét giy nghién theo quy dinh tai Phy luc I kém theo
Théng tu ndy va Bang gidi han ndng d9, bam lugng duge oftdt gdy nghién trong
thude dang phoi hop theo quy dinh tai Phu luc IV kém theo Thong tu nay;

b) Danh muc duge chat hudng than theo quy dirh tai Phy lye II kém theo
Thong tur pay va Bang gidi han ndng d6, ham lrong dugce chit huéng thﬁn.ttong
thudc dang phdi hop theo quy dinh tai Phu luc V kém theo Théng tir ndy;

c¢) Danh mye tién chat dung lam thube theo quy dinh tai Phu luc 1 kém

theo Thong tu nay va Bang gioi han ndng @3, ham lueng tién chat dung lam thude
trong thubc dang phéi hep theo quy dinh tai Phy luc VI kém theo Thong tu nay;



d) Danh muc thude, duge chét thude danh muc chit bi cdm st dung trong
mol s nginh, linh vue theo quy dinh tai Phu lue VII kém theo Théng t nay.

2. Hoat ddng bao quén, san xu4t, pha ché, chp phét, str dung, hdy, giao nhén,
van chuyén, b4o céo vé thube, nguyén liéu lam thudc phai kiém soat dic biét.

3. Hoat ddng cung cép thudc phéng xa.

4. Hb so, sb. sach va I gitt chimg tir, t3i liéu 6 lién quan vé thubc,
nguyén 1idu 1am thude phai kiém soat diic biét.

Pitu 2. Péi twong ap dyng

1. C4c quy dinh vé danh myec lién quan dén thude, nguyén lidu lam thubc
phai kidm so4t dic biét va hd so, sb sach va luu gitt chimg tir, tai lidu co lién
quan vé thudc, nguyén liéu lam thude phai kiém soat dic biét quy dinh tai Théng
tu nay ap dung dbi v tht ca cic co s6 kinh doanh duge va céc co s durge quy
dinh tai khoan 2 Piéu nay.

2. Quy dinh vé& hoat dbng bao quan, san Xuat, pha-c_hé, cép phat, st dung,
htty, giao nhén, van chuyén, bdo cdo vé thudc, nguyén lidu lam thube phai kiém
so4t dic biét tai Thong tu nay chi 4p dung dbi véi co s& sau day:

a) Co so khdm bénh, chla bénh;

b) Co s& cai nghién bit bude;

¢) Co s& nghién ciry, dao tao chuyén nganh y dugc;

d) Co 50 ¢6 hoat dong duge khong vi muc dich thuong mai khéc.

3. Quy dinh vé hoat ddng cung cap thudc phéng xa tai Thong tu nay chi 4p
dung déi voi co s khdm bénh, chira bénh cé san xut, pha ché thubc phéng xa.

Diéu 3. Phin loai thudc phai kiém soit diic bigt

I. Thudc gay nghién bao gbm cac loai say diy:

a) Chira mot hozc nhiéu duoc chit gdy nghién hojc thudc chira duge chit
gay nghién phdi hop véi dugc chit hudng than va cb hodc khéng cé tién chit
diing 1am thudc quy dinh tai Phu Iyc I, IT va I kém theo Thong tu nay.

b) Chira dugc chét giy nghién (cé hoic khéng c6 dugc chat huéng than,
tién cht diing lam thudc) phéi hop véi dugc chat khic khéng phai 1a duge chét
gay nghién, duoc chat hudng thin, tidn chét diing 1am thude trong d6 néng dg,
ham luong dugc chét gay nghién 16n hon ndng do, ham lugng quy dinh tai Phy.
luc IV kém theo Thong tur nay.

2. Thudc hudng thin bao gdm cac loai sau dy:

a) Chira mdt hodc nhiéu dugc chdt huéng thén hodc thude ¢ chira duge
chit huéng thin phdi hap véi tién chit dung 1am thudce duge quy dinh tai Phu
lue I va IIT keém theo Thong tu nay.



b) Chia dugc chit huéng thin (cé hodic khéng cd dugc chit giy
nghién, tién chit ding lam thudc) phéi hop véi duge chit khac khdng phai 12
dwoc chit gay nghién, dugc chit hudng thin, tidn chét ding lam thuéc? trorig
d6 nong dd, kdm luong duoc chét huéng thin 16n hon ndng d6, ham lugng
quy dinh tai Phu luc V cia Théng tu niy, néng, d6, ham lugng duge chét gay
nghién (néu cé) nhé hon hoic bing ndng dé, ham luong quy dinh tai Phu luc
IV kem theo Théng tu nay.

3. Thudc tién chét bao gom cac loai thudc sau day:

a) Chira mét hozc nhiéy tién chit ding 1am thubc quy dinh tai Phu luc 111
kém theo Thong tir nay;

b) Chira tidn chit ding lam thude (c6 hodc khdng c6 duoge chit giy
nghién, duge chat huéng thin) phdi hop voi duge chét khac khéng phai la
duge chét gay nghién, duge chit hudng than, tién ch_e-“xt diing lam thudc trong do
ndng @3, ham lugng tién chit ding lam thubc 1én hon néng d6, ham lugng quy
dinh tai Phu lue VI kém theo Thong tu nay, ndng d6, ham lugng duge chat gay
nghién (néu c6) nhé hon hodic bing ndng d6, ham luong quy dinh tai Phu luc
IV kém theo Théng tu nay, ndng 80, ham luong duoc chit hudng thin (néu cb)
nhd hon hodc bﬁng ndng d6, ham luong quy dinh tai Phu luc 'V kem theo
Théng tu nay.

4. Thube dang phéi tigp ¢ chita duoc chét gay nghién bao gdm cac thudc
dap img ddng thdi cac diéu kién sau day:

a) Chira dugc chét gdy nghién; hosie duge chit giy nghién phéi hep voi
duge chit hudng thin c6 hodc khong cé tién chit diing lam thude trong d6 ndng
46, ham luong cua duoc chit giy nghién, duoc chét huéng thin, tién chét dung
jam thude déu nhd hon hodc bing ndng d6, ham lirgng quy dinh tai Phy luc 1V,
V va VI kém theo Thong tu nay;

b) Chua cac dugc chét kh4c khéng phai 12 duge chét gdy nghién, dugc
chit huémg thin, tién chét dung lam thube.

5. Thube dang phéi hop 6 chita duge chit hudng than bao gdm chce thude
dép Umg ddng thoi cac didu kién sau day:

a) Chira duge chit hudng thin hodc dugc chit hudng than phdi hop véi
tidn chit diing lam thubc trong dé ndng d6, ham lugng dwoc chit hudng than,
tidn chit dling lam thude ddu nhé hon hodic bang néng d6, ham lugng quy dinh
tai Phu luc V' va VI kém theo Théng tu nay;

b) Chira céc. duoc chét khac khong phai la duge chat gy nghién, duoc
chét huéng than, tidn chét dung lam thudc. (

6. Thudc dang phdi hop co chira tién chit bao gdbm céc thube dép tmg
ddng thoi cac diéu kién sau day:



a) Chira tién chat ding lam thudce, trong do n@mg dd, ham luong tién chét
ding Jam thube nhé hon holic bing néng o, ham lugng quy dinh tai Phy luc VI
kém theo Théng tu nay;

b) Chira cdc dugc chat khic khéng phai 1a dugce chét gay nghién, dugc
chat hudng thin, tién chét ding lam thude.

7. Thubc vi duge chit trong Danh muc thudc, dugc chat thude danh muc
chit bi cam sir dung trong mot s nganh, lirih vure:

_ Cac thuéc va dugc chit trong Danh muc thudc, duge chit thude danh muc
chét bj cam str dung trong mat sb nganh, linh vue dugc lya chon theo nguyén tic
quy djnh tai khoan 2 Diéu 41 Nghi dinh s6 54/2017/ND-CP ngay 08/05/2017
quy dinh chi tiét mot s§ didu va bién phép thi hanh Ludt duoc (sau day goi tit 1
Nghi dinh s6 54/2017/ND-CP).

Chwong 11
BAO QUAN, SAN XUAT, PHA CHE, CAP PHAT, SU DUNG, HUY,
GIAO.NHAN, VAN CHUYEN, BAO CAQ VE THUOC, NGUYEN LIEU
LAM THUOC PHAI KIEM SOAT PAC BIET

Picu 4. Bio quan

1. Co s& kham bénh, chita bénh, co s& cai nghién bt budce, co s& nghién
ciru, dao tao chuyén nganh y duge, co s& ¢6 hoat dong duge khdng vi myc dich
thuong mai khéc phai tudn thii yéu chu vé& Thyc hanh t6t bao quan thude, nguyén
lidu lam thude trong, do:

a) Thube giy nghién, thudc hudng than, thudc tién chét, nguyén liéu lam
thude 1a duge chét gdy nghién, duoc chét hudng than, tién chét dfmg lam thude
phai duoc bao quén tai kho, ti riéng ¢6 khéa chic chin. va khéng dugce dé cing
cac thude, nguyén lidu 1am thudc khéc. Néu khéng cé kho, ti riéng, thube giy
nghién c¢é thé dé cung ta, gia, ké chung véi thudc. huéng thin, thudc tién chat
nhung phai sip xép riéng biét cho timg loai thuc, cé bién hiéu 16 rang ¢ wanh
nham lan; Thudc hudng than sﬁp .xép trong quﬁy, ti cda tram y té -cép x&, tram xa

phai ¢6 khod chic chin va c6 phén cbng ngudi quéan ly, cdp phat, theo dai sb sach;

b) Thudc dang phdi hop c6 chira duge chit gay nghién, thudc dang phdi
hop cb chira duirge chit hudng than, thube dang phdi hop cé chira tién chét phai
a8 khu vure riéng bidt, khéng duge dé cling cac thude khéc;

¢) Thubc phéng xa phéi duge bao quan tai kho, ti ¢6 khoa chidc chin, dam
bao an toan buc xa va an ninh, chdng phoi nhiém bic xa méi trudmg theo dung
quy dinh cua phap luét v& nang lugng nguyén tu;
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d) Thubc déc, nguyén lidu doc lim thudc phii d& khu vuc riéng biét,
khong duge dé cing céc thudc khéc, phéi sip xép gon ging, tranh nhim [an, d&
quan sat trong khu vyc bao quén;

&) Thude gay nghién, thudc buéng than, thube tién chit & to thude truc,
td thude cdp citu phai dugc dé & mét ngin hodic & riéng, khéng duge dé cing
céc thude khéc va do didu dudng vién truc gif, cap phét theo y 1énh. TU thudc
truc, t thude cip clu c6 khod chic chén. $& luong, ching loai thude phai
kiém soét dic biét dé tai t thude trwc, ti thudc clp ctru do ngirdi dimg diu co
s& quy djnh. b.'_‘i-ng vin ban. Khi di ca true, ngudi g1l thude cla ca truc trude
phi ban giao sb lugng thudce va sb theo dai thube cho ngudi gifr thude cta ca
tryc sau. Khi ban giao, ngudi giao va ngudi nhn phai ky nhan ddy da trén sb
theo dai thude.

2. Nguoi quan ly thube phai ¢é trinh d¢ dao tao phu hop véi loai thuéc,
nguyén liéu lam thudc phai kiém soét dic biét, cy thé nhu sau:

a) D6i v&i thude gdy nghién, nguyén lidu lam thudc 13 duge chat gy
nghién, ngudi quéan ly tai khoa duge bénh vién phdi cé bang tét nghiép dai hoc
nganh duge trd [8n, ngudi quan 1y tai cic co s& khac quy dinh tai khodn 2 Piéu
2 Thong tu nay phai ¢6 bing tét nghiép trung cip nganh duge trd Ién;

b) Péi vé6i thude huéng thﬁn_, thude tién chét, nguyén liéu lam thube 13
dugc chat huéng than, tién chit ding lam thude, ngudi quéan 1y phai cé bang tét
nghiép trung cdp nganh duge tré 1én.

Trudmg hop tram y té cip x4, tram x4 khéng cé nhén su dap tng quy dinh
tai khoan nay thi ngudi dimg dau co s& giao nhiém vy bing vin ban cho ngudi
co trinh d§ tu y sy trdy 1én;

c) Déi véi thubc phéng xa, ngudi quan 1y phai cb bang tbt nghiép trung cap
nganh duge try 18n hodc bac s, k§ thuat vién, didu dudng vién, di qua ddo tao vé
an todn birc xa va duoc ngudi dimg diu co s grao nhiém vu bang vin ban.

Piéu 5. San xuﬁt, pha ché

Viéce san xudt, pha ché cac thube phai kiém soat dic biét bao gdm thubc
phéng xa thyc hién theo quy dinh tai Théng tir s6 22/2011/TT-BYT ngay 10
thdng 6 ndm 2011 cia Bd trudng B Y t& quy dinh t§ chitc va hoat déng cia
khoa duoce bénh vién.

Piéu 6. Cap phit, sir dung, hity thubc

1. Ddi véi co s& khdm bénh, chita bénh, trlr co s& diéu tri nghién chét
dang thude phién bé*mg thude thay thé: viéc cép phat, st dung thuc hién theo quy
dinh tai Thong tu s6:23/2011/TT-BYT ngay 10 thang 6 nim 2011 cta B trudng



B Y té hudng dén sir dung thude treng céc co 56 v té c6 giuvong bénh (sau day
got tat 1a Théng tur s6 23/2011/I'1-BYT). |

2. Bbi v&i co s& cai nghién bt budc, co s& didu tri nghién chét dang thuéc
phién bing thude thay thé: viée -cép-phét, sur dung céc thudc phai kiém soat d3c
biét duoe thye hién nhur sau:

a) Khoa diéu tri, phong khim téng hop va lap Phiéu Iinh thudc gy
nghién, thude hudéng than, thudc tién chat theo mau s6 1 kém theo Thong tu sb
23/2011/TT-BYT cho khoa, phdng minh;

by B phan duge cép phat thudc cho cdc khoa didu tri, phdng khdm theo
Phiéu linh thudc va phai theo dai, ghi chép day du sé luong xudt, nhip, tdn kho
thude gy nghién, thubc huéng thin va thude tidn chét vio sb theo mau quy dinh
tai Phy luc VIIT kém theo Théng tu nay;

c¢) Taj cée khoa didu tri, phong kham, sau khi nhén thubc, ngudi duoc
phan cdng nhiém vy phai déi chidu tén thude, nf)ng d6, ham lugng, han dung,
s& lugng thudce trude lac tiém holic phat, huéng dan st dung va truc tiép cip
phit cho nguail bénh;

d) Thube gay nghién, thude hréng than va thude tidn chét khéng sir dung hét
hogc do ngudi bénh chuyén co s& hodc bi tir vong, khoa diéu tri, phong kihém phai
[am gidy tr4 lai bo phan duoc. Trudng bd phan duge phai cin cu diéu kién cu thé
dé quyet dinh t4i sir dung holic huy theo quy dinh va 13p bién ban luu tai co s&;

d) Trudng bd phan duge hodic ngudi cé bang t6t nghiép trung cdp nganh
duge tré 1én duge ngudi dimg du co s giao nhiém vu bing van ban ky duyét
Phiéu linh thudc gdy nghién, thudc huéng than va thude tién chit clia khoa diéu
trj, phong kham;

e) Truong khoa didu tri hoic phé khoa diéu tri duge trudng khoa giao
nhiém vy bing van ban, truéng phong khdm hogic phé phong kham duge truémg
phong kham giao nhiém vu bing viin ban ky duyét Phiéu linh thude géy nghién,
thube. hudng thin va thube tién chit cho khoa, phang minh, '

3. Co s& kham bénh, chita bénh, co s cai nghién bit budc, co s& nghién
clru, dao tao chuyén nginh y duge, co s& ¢6 hoat dong duge khéng vi mye dich
thuong mai khéc phai 1ap hd so dé nghi mua thude theo quy dinh tai Didu 53
Nghi dinth s6 54/2017/ND-CP va gifi dén S& Y té noi co s dat try s& dé xem
xé(, phé duyét theo quy dinh tai Didu 54 Nghi dinh s6 54/2017/ND-CP trudc khi
mua cac thude gdy nghién, thubc huéng thn va thude tién chit va thudc dang
phdi hop c6 chira tién chit khong thude déi tuong phai déu thau dé phue vu cho
nhu cAu diéy trj, nghién ctru, kiém nghiém cva co sd.



4. Co s& khém bénh, chita bénh, co s& cai nghién bét budc, co sé& nghién
clru, dao tao chuyén nganh y duoc, co sd c6 hoat dong duoc. khéng vi muc dich
thuong mai khéc chi duge huy thube gy nghién, thudc huéng thin, thube tién
chat va nguyén lidu 1am thudc 12 duoc chit gay nghién, dugc chit hudng than,
tién chat dung fam thudc, thude phong xa sau khi ¢ ¢dng van cho phép cia Sé Y
té noi co s& dit try s& theo quy dinh tai Diéu 48 Nghi dinh s6 54/2017/NB-CP.

Digu 7. Giao nhén, vin chuyén gifra eac co s&

1. Yéu ciu déi véi co s& va ngudi van chuyén thudc, nguyén liéu lam thube
phai kiém sodt-d3c bist:

a) Co s& tham gia qua trinh giao, nhan thudc phéng xa phai cé gidy phép
tién hanh cong viéc buc xa, pham vi vin chuyén ngué‘n phdng xa, ngudi giao,
ngudi nhin, ngudi van chuyén thudc phéng xa phai ¢é chimg chi an toan bic xa
theo quy dinh ctia B§ Khoa hoc va Cong nghé; ‘

b) Nguoi vén chuyén thube gay nghién, thude huéng than, thudc tién
chat, nguyén lidu lam thudc la duge chit géy nghién, dugc chét hudéng than,
tién chit diing lam thudc khi 1am nhidm vi phai mang theo vin ban giao
nhiém vy cta ngudi dimg diu co sé, gidy to tiy than hep Ié, hoa don ban
hing hodc phiéu xuét kho.

2. Yéu chu dbi véi viée giao nhén, van chuyén thude , nguyén lidu lam thube
phai kiém sodt d3c biét;

a) Khi tién hanh gizo, nhfin cfic thubc gy nghién, thude huéng than,
thudc tién chat, nguyén liéu lam thudc (3 duge chit gay nghién, dugc chat huéng
thén, tién chat ding 1am thudc phai cé Bién ban giao nhin theo mau quy dinh tai
Phu Iyc IX kém thee Thong tu nay;

b) Khi giao, nhan thudc, nguyén lidu lam thudc phai kiém soat d4c biét,
nguii giao, ngudi nhan thudc phai tién hanh kiém tra ddi chiéu tén thude, tén
nguyén ligu, n@mg d4, ham luong, sb lugng, $6 10 san xuét, han dung, chat luong |
thudc, nguyén lidu [am thude vé mit cim quan; phai ky va ghi rd ho tén vao |
chimg tir xuit kho, nhép kho;

c) Thudc gdy nghién, thubc. huéng thﬁr_l_, thube tién chat, nguyén liéu lam
thude 14 duoe chit gay nighién, duge chit hudng than, tién chédt dung lam thude,
trong qua trinh véan chuyén phai bdo dam an ninh, tranh that thoat.

Piu 8. B4o edo

1. Bdo céo dinh ky-

a) Trade ngay 15 thérig 01 hang nam, co s& kham bénh, chita bénh, co s
cai nghién bit bude, co s& nghién cftu, 30 tzo chuyén nganh y duge, co sd b
hoat déng dugc khdng vi myc dich thwong mai khac 14p bao céo Xuét, nhip, tdn



kho, sir dung thudc gay nghién, thuéc huéng than, thubc tién chat, thude phong
xa, thudc dang phbi hop cé chira tién chit giri S¢ Y té noi co s¢ dat tru s& theo
mau bdo cdo quy dinh tai Phy luc X kém theo Théng tur nay;

b) Trude ngay 15 thang 02 hang nim; $& Y té béo céo tinh hinh sir dung
thube gdy nghién, thubc hudng than, thude tidn chét, thudc phéng xa, thube dang
phéi hop cé chira tién chit bang ndm ota cic co s& trén dia ban minh, Cuc Quan
y - B6 Qudc phong b4o cdo tinh hinh sir dung thudc gy nghién, thubc hudng
than, thudc tién chét, thubc phéng xa, thudc dang phdi hop co chtra tién chit
hang nim ciia cc co s& clia nganh minh v& B3 Y té theo mAu b4o céo quy dinh
tai Phu lue XTI kem theo Thong tur nay.

2. Béo cdo dot xuas:

Trong thosi han 48 (bén muoi tam) gid, ké tir khi phét hién nhdm 14n, thit
thoat thuéc phéng xa, thube giy nghién, thubc hudng thin, thudc tién chat,
thudc dang phoi hop cé chia tién chit va nguyén li¢u lam thude 1a duge chit
gy nghién, dugc chit hudng théan, tién chét ding lam thubc, co sd kham bénh,
chira bénh, co sé cai hghién bét budc, co s& nghién ctu, dio tao chuyén nganh
y duge, co s6 c¢6 hoat dong duge khong vi myuc dich thuong mai khéc 13p béo
cao bfmg vin ban va gii vé BoY té theo mau bio céo quy dinh tai Phu luc XII
kém theo Thong tu nay.

3. Bao cdo quy dinh tai khoén 1, 2 Biéu ndy phai duge thue hién truc
tuyén khi B6'Y té trién khai phan mém, di liéu quéan Iy chung trén toan quée.

Chuong I11
CUNG CAP THUOC PHONG XA

Diéu 9. Cung cap thudc phong xa

Co sd kham bénh, chiia bénh da dugc phép san xuét, pha ché dugc cung
chp thude phéng xa cho co s& kham bénh, chita bénh khae khi dap tmg céc yéu
cu sau day:

1. S8 lugng thube sin xvat, pha c_h’é-phuc-vu cho cbng tac didu tri tai co s&
nhidu hon nhu céu st dung thuec €.

2. Pugc BO Y té (Cuc Quan ly Duoc - B8 Y té) déng v bang van bén.

Piéu 10. H6 so d& nghi cung cap thude phong xa

t. Pon & nghi cung-cép thudc phéng xa ciia ¢o s& kham bénh, chita bénh
theo mau don quy dinh tai Phy luc X1 kém theo Thong tu nay.,

2. B4o cédo viée sén xuét, pha ché, sir dung thudc phéng xa & nghi cing.

cé‘p tai cors& kham bénh, chita bénh sin xuét, pha ché, trong d6 néu cu thé cac



théng tin vé cOng suit may, kha ning san xudt, sb luong thudc san xudt, sb
lugng bénh nhén str dung, s6 lugng thudc da sin xuét nhung khéng sir dung co
déng dAu xdc nhin cia co s dé nghi theo miu béo céo quy dinh tai Phu luc XIV
kém theo Thong fu nay.

Pidu 11. Trinh tu, thi tuc che phép cung cap thube phong xa

1. Co sé& khdm bénh, chita bénh ndp 01 bd hé so tryc tiép holic qua buu
dién vé& Cyc Quan [y Duogc - Bd Y 6.

2. Sau khi nhin duge hd so, Cyc Quan Iy Duge - B8 Y té tra cho co s& dé
nghi Phiéu tiép nhan hd so theo miu phidu quy dinh tai Phu lue XV kém theo
Thoéng tu ndy.

3. Trong thdi han 15 ngay ké o ngay ghi trén Phiéu tiép nhan hd so,
truong hop khong ¢o yéu ciu sira doi, bd sung hd so, Cuc Quén Iy Duge - B6 Y
t& c6 van ban chap thuan viée cung clp thubc ciia co s&; trirdmg hop ¢6 yéu ciu
sira ddi, bd sung hd so, Cuc Quan 1y Duogc - Bd Y té ¢6 van bin giri co s& dé
nghi, trong d6 néu cu thé cac tai lidu, néi dung cin stra déi, bbd sung.

4. Sau khi co s& ndp hd so stra déi,{_ bd sung, Cuc Quéan Iy Dugc - Bo Y té
tra cho co s& Phiéu {iép nhan hd so sita doi, bd sung theo miu phitu quy dinh tai
Phy lue XV kém theo Théng tu nay.

a) Trudng hop hd so sira dbi, bd sung khong dap tmg yéu cau, Cuc
Quén 1y Duoge - B8 Y té cé vin ban théng bao cho co so theo quy dinh tai
khoan 3 Didu nay;

b) Trudmg hop khong cé yéu clu sira ddi, bd sung ddi véi hd so stta doi,
bd sung, Cuc Quan Iy Duge - Bo Y té ¢4 van ban chép thuén viéc cung cip
thude clia co 56 theo quy dinh tai khoan 3 Diéu nay.

5. Trong thoi han 60 ngdy, ké tir ngay co quan tiép nhén hd so ¢6 vin ban
thong bao sira déi., b sung, co U a8 nghi phai ndp hd so stra ddi, bd sung theo
yéu chu. San thdi han trén, co s& khéng sira dbi, bd sung hodc sau 90 ngay ké tir
ngay nop hd so 1an diu ma hd so bd sung khdng dép 'mg yéu cau thi hd so di
ndp khong con gia tri.

Chuong IV
HO SO, SO SACH VA LUU G1U CHUNG TU, TAI LIEU
CO LIEN QUAN VE THUOC, NGUYEN LIEU LAM THUQOC
PHAI KIEM SOAT PAC BIET

Pitu 12. Hd so, sd sich ddi véi co s& san xuat

l. Co s& sén xuét thudc gy nghién, thudc huéng than, thube tién chét,
nguyén ligu lam thudo 12 duge chat gy nghién, dugc chit huéng than, tién chét
ding lam thudc phéi 1ap va ghi chép day du cac loai sb theo ddi sau day:
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a) 86 theo dai pha ché, san xuét thubc gay nghién, thudc hudng thin,
thudc tién chat theo mau sb quy dinh tgi Phy luc. XVI kém theo Théng tu nay;

b) 86 theo déi xuét, nhap, ton kho thude gay nghién, thudc hucmg than,
thude tlen chit, nguyén lidu lam thubc la duoce chat gy nghién, dugc chét hudng
than, tién chit diing 1am thudc theo miu sb quy dinh tai Phu lyc- VIII kém theo
Théng tu nay;

c) Phiéu xudt kho thiudo g@y nghién, thuéc huéng than, thydc tién chét,
nguyén liéu lam thubc l_é_\ duoc chit gy nghién, duge chit hudng than, tién chat
ding lam thude theo miu phiéu quy dinh tai Phy lue XVII kém theo Thong tu
nay;

d) Cac chlrng tir lién quan dén viéc mua ban thude gay nghl@n thudc
hudng than, thudc tién chat _nguyén lidu lam thubc la duge chit giy nghién,
duoc chét hudng than, tién chét ding [am thuég.

o2 Co sO san xuat thudc dang phdi hop ¢6 chira dugc chat gy nghién,
thuéc dang phdi hop 6 chira dugc chét hudng than, thube dang phdi hop cb
chira tién chét,.'t.huéc dée, nguyén lidu doc 1am thudc, thude va dwoc chit trong
Danh muc thude, duge cht thude danh muc chét bi cadm st dyng trong mét so
nganh, linh vue phai ghi chép ddy di céc loai s6 theo ddi sau day:

a) S4 theo dai xut, nhap, tén kho thude theo mau sd quy dinh tai Phu luc
XVIIT kém theo Thong tur nay;

b) Phiéu xuét kho nguyén liéu lam thudc 1a duge chét giy nghién, duge
chét huéng than, tién chét ding 1am thuéc theo mAu phiéu quy djnh tai Phu luc
XVII kém theo Thong tu nay;

¢) Cac chimg tir lién quan dén viée mua | ban nguyén liéu lém'thu.éo la
duoc chét ghy nghién, duge chit hudng thin, tién chét dung lam thudo, thudc
dang phcn hOp cé.chtra duoe chit gdy nghién, thuoc dang phOI hop cd chira dugce
chit huéng than, thube dang phm hop ¢6 chia tign chat, thude ddc, nguyén lidu
dbc lam thudbe, thuéc va dugc chét trong Danh muc thube, duge cht thude danh
myc chit bj cim st dung trong mdt sb nganh, linh wvye.

3. Co s& san xudt thube phong xa phai 13p va ghi chép diy du céc loai o
theo ddi sau day:

a) S6 theo di pha ché, san xuét thudc phong xa theo theo miu 8 quy
dinh tai Phy luc XIX kém theo Thong tu nay; .

b) S6 theo ddi xuat, nhép, tdn kho thudc phéng xa theo mau sb quy dinh
tai Phu luc VII kém theo Thdng tu nay;

c) Phiéu xuét kho thube phéng xa theo mAu sb quy dinh tai Phy lye XVII
kém theo Thong tu ndy;

d) Céc chimg tir lién quan dén viéc mua ban thuoc phéng xa. |
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Digu 13. Hb so s sach dbi véi cosé xult khiu, nhap khiu

1. Co s& xuat khéu, nhap khéu thube gly nghién, thudc huong than, thube
tlen chdt, nguyén liéu lam thubc 12 dugc chét gay nghién, dugc chit huéng thén,
tién chit dung lam thube phai 14p va ghi chép dy dd cac loai hd so, sb séch theo
doi sau day:

a) S4 theo d&i xuit, nhap, ton kho thudc gdy nghién, thubc huéng thin,
thubc tién chét, nguyén liéu lam thudc 1a duge chit gay nghién, duoc chit hudng
than, tién chat ding lm thube theo miu s quy dinh tai Phu luc VIII kém theo
Thong tu nay;

b) Phiéu xuat kho thudc gdy nghién, thubc huéng than, thubc tidn chét
theo man phiéu quy dinh tai Phu luc XVII kém theo Théng tu ndy;

c) Céc ching tir Jién quan dén viéc xuét khau, nhap khau, mua ban thudc
gdy nghién, thuéc huéng than, thudc tidn chit.

2. Co s& xuft khiu, nhap khiu thudc dang phéi hop cé chira duge chét
gay nghién, thude dang phc"S'i hop cb chira duge chat hudng than, thudc dang
phdi hop c6 chita tién chét, thude doc, nguyén lidu déc lam thude, thude va duoc
chét trong Danh muc thudc, duge chét thude danh myc chét bi cdm sir dung
trong mot s6 nganh, linh vyrc khi theo dbi bing hd so, sb sach phai lap va ghi
chép ddy du cac ho so sau day:

a) Sb theo dbi xuit, nhip, tdn kho thude dang phé-i hop ¢é chia dugc
chét gay nghién, thudc dang phdi hop ¢6 chita duge chét hudng thén, thudc
dang phéi hop ¢6 chita tién chét, thude déc, nguyén liéu déc lam thude, thude
va duoc chét trong Danh muc thudc, duoc chét thude danh muc chét bi cdm
st dung trong mot sb nganh, linh vuc theo mau sd quy dinh tai Phu luc XVIII
kém theo Théng tu nay;

b) Chimg tir lién quan dén vige xuét klidu, nhdp khdu, mua ban thudc dang
phdi hop ¢ chita duge chit giy nghién, thubc dang phdi hop c6 chia duge chat
huéng than, thuc dang phéi hop ¢b chira tién chét, thudc doc, nguyén ligu déc
lam thudc, thube va duoc chit trong Danh muc thube, duge chat thudc danh myc
chat bj cam sir dung trong mdt sé nganh, linh vy,

3. Co s& xuit khu, nhap khiu thudc phong xa phai 14p va ghi chép diy
dui cac hd so sau ddy:

a) $5 theo dai xuét, nhép, tdn kho-thuéc phong xa thuc bién theo man sb
quy dinh tai Phu luc VIII kém theo Théng tu nay;

b) Phidu xuét kho thutdc phong xa theo miu phiéu quy dinh tai' Phu lyc
XV ké¢m thed Théng tu nay;

¢) Céc chimg tir lién quan dén viée xuét khéu, nhdp khiu, mua bin thuée
phéng xa.

el
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Piéu 14. Hb so 56 sach dbi véi co s& ban buén

1. Co s ban bubn thudc gy nghién, thubc hudng than, thudc tién chit
phai 1ap va ghi chép day du cic ho so sau day:

a) S T.heo d01 xudt, nhap, tn kho thubc gay nghién, thuoc huéng thén, thube
tién chét theo miu sd quy dinh tai Phu luc VIII kém theo Thong tu ndy;

b) Phie,u xuét kho thudce ghy nghién, thudc hudng than, thude tién chit
theo mau phigu quy dinh tai Phy luc XVII kém theé Thong tu nay;

¢) Cae chung tir 1ién quan dén viée mua ban thubc gy nghién, thudc
hwémg thén, thude tién chit.

2. Co s& ban budn thude dang phm hop ¢é chita dugc chét gay nghién,
thude dang ph01 hop c¢6 chta duoc chét hudng than, thube dang phéi hop cod
chira tién chét, thubc déc, nguyen ligu dde lars thude, thuoc va dugc chat
trong Danh mue thubc, duqc chét thuge danh muc chét bi cdm sir dung trong
mét s6 nganh, linh vire khi theo déi bing hd sa s6 sach phai 14p va ghi chép
day du cdc ho so san day:

a) 85 theo d&i xuit, nh@p, ton kho thudc dang .phéi hop c6 chta duoc
chét gay nghién, thude dan phoi hop 66 chira dugc chit hudng thin, thube
dang phoi hqp cb chira tién chét, thude doc, nguyen lidu doc 1am thube, thuoc
va duge chit trong Danh muc thube, duge chat thuoc danh muc chat bi cam
st dung trong m6t s6 nganh, linh vuc theo miu sd quy dinh tai Phu luc XVIII
kém theo Thdng tu nay;

b) Chitmg tir [ién quan dén viéc mua ban thudc dang phoi hop ¢é chira
duoc chét giy nghién, thudc dang phdi hop cé chira duge chit huéng than, thube
dang phéi hop c6 chira tién chat, thubo ddc, nguyén lidu déc lam thubde, thube va
duge chat trong Danh muc thuée, duge chat thudc danh muc chat bi cam su
dung trong mdt s& nganh, linh vue.

3. Co s& ban budn thube phong xa phai [dp va ghi chép diy di céc loai sb
theo d&i sau day:

a) SO theo ddi xudt, nhip, t6n kho thubc phéng xa thuc hién theo miu )
quy dinh tai Phu tuc VIII kem theo Thong tu nay;

b) Phiéu xuft kho thuéc phéng xa theo mau sd quy dinh tai Phy luc XVII
kém theo Thong tur ndy;

¢) Céc chimg tir lién quan dén viéc mua ban thudc phéng xa.

Diéu 15. HO so s6 sach d6i véi co 86 ban 1é

1. Nha thudc ban 1é thubc gy nghién, thube hudng thin, thude tién chét
phai [4p va ghi chép dy di céc loai ho so sau day:
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.a2 Sé theo ddi Xudt, nhép, tén kho thubc giy nghién, thude huréng thén,
thudc tién chét theo miu sd quy dinh tai Phu lue VII kém theo Thong tu ndy;

b) Phiéu xut kho thubc gay nghién, thude hudng than, thude tién chét cua
noi cung cap thude;

¢) Don thudc¢ gy nghién, thude hudng than luu tai co sé sau khi ban;

d) Bién ban nhin thudec gdy nghién theo mau bién ban quy dinh tai Phu
luc XX kém theo Théng tur hdy;

d) S theo dai thong tin chi tiét khach hang theo miu sd quy dinh tai Phu
luc XXI kém theo Théng tir nay.

2. Co s& ban 1é thude dang phéi hop ¢6 ehita duoc chit gdy nghién, thude
dang phéi hgp ¢6 chira duge chit huéng than, thudc dang phdi hop cé chira tién
chat phai lap va ghi chép day du So6 theo doi théng tin chi tiét khach hang theo
mau s6.quy dinh tai Phu luc XXI kém theo Thong tu nay.

Piéu 16. Ho so b sich d6i véi co s& kinh doanh dich vu bdo quan
thube, kinh doanh dich vu thi thude trén lam sang, kinh doanh dich vy thir
twong dwong sinh hoc elia thude, kinh doanh dich vy kiém nghiém

1. Thudc gy nghién, thudc hudng the%m} thude tién chét, nguyén liéu lam
thudce 12 duge chat gay nghién, dugc chat huéng than, tién chat diing lam thudc:
phai 1ap va ghi chép diy du c4c loai hd so, 56 séch theo d6i sau day:

a) S& theo d5i xudt, nhap, ton kho thubc gdy nghién, thubc huéng thén,
thude tién chat, nguyén ligu 1am thubc 13 duge chat gay nghién, duge chat hudng
thén, tién chét diing lam thude théo mau sd quy dinh tai Phy luc VIII kém theo
Thong tu nay;

b) Phiéu xuft kho thude gdy nghién, thubc hudng thin, thudc tidn chét
theo mau phiéu quy djnh tai Phy luc XVII kém theo Théng tur nay.

2. Thubc dang phéi hop c6 chita duge chit giy nghién, thubc dang phéi
hop ¢6 chira duge chat hudng tha"m, thuoce dang phc‘)i hgp ¢é chira tién chat; thuédc
ddc, nguyén liéu doc lam thuoc thudc, duge chit trong Danh mue thudce, dugc
chat thude danh muc chat bi cAm su dung trong mat sb nganh Imh vie phai lap
va ghi chép diy da sb theo dbi xudt, nhap, ton kho thudce theo miu s quy dinh.
tai Phy luc XVII] kém theo Thong tu nay.

3. Thubc phdng xa phii l8p va ghi chép diy da s6 theo doi xudt, nhép, ton
kho theo mau sé quy dinh tai Phu luc VII kém theo Thong tu nay.

Dicu 17. Ha so' 86 sich d6i v6i co s& kham bénh, chira bénh, co s& cai
nghién bit bude, co s& nghién ctru, 3o tao chuyén nganh y dwye, co sé cb
hoat dong dwge khdng vi muc dich thwong mai khac

1. Céc co sd nghién ctu, dao tao chuyén nganh y duge, co s& cé hoat
dong duge khong vi muc dich thuong mai khéc va céc co s¢ kham bénh, chita
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bénh, trir c& s& d‘i_éu tri righién chat dang thudc. phién bing thubdc thay thé, phai
1ap va ghi chép diy du c4c loai s theo dbi sau day:

a) S6 pha ché thubc gy nghién, thudc huéng thin, thubc tidn chat, thube
phéng xa theo mau sd quy dinh tai Phy luc XVI va Phu lu¢ XIX kém théo |
Thoéng tur nay;

b) Sb theo d5i xudt, nhap, thn kho thubc gay nghién, thube hudng thin,
thudc tidn chit, nguyén lidu Jam thudc 1& duigre chit gy nghién, dugc chat huéng
thn, tién chit ding lam thubc, thude phéng xa theo mau sb quy dinh tai Phy luc
VIII kém theo Thong tur nay.

2. Co s& cai nghién bét, bude, co s& diéu tri r_rghién.chét dang thudc phién
bing thudc thay thé phai I4p va ghi chép ddy du sd séch duoc quy dinh tai diém
b ktioan 1 ctia Diéu nay.

Dicu 18. Lun giir hb so, sb sach

1. Co sé kinh doanh duge, e s& kham bénh, chita bénh, co s& cai nghién
bit budc, co sa didu tri nghién chit dang thudc phién bing thude thay thé, co
s& nghién ciru, dao tao chuyén nganh y duge, co s& cé hoat dong duge khong
vi myc dich thuong mai khic ¢6 cic hoat déng lién quan dén thude, nguyén
lidu lam thudc phai kiém soét dac biét phai luu gifr chimg ti, tai liéu lién quan
dén thudc, nguyén lidu 1am thude phai kiém soét dic bist dudi dang ho so, sb
s4ch hogic phin mém theo ddi trong thdi gian it nhét hai (02) nim ké tir ngay
thudc, nguyén liéu lam thude hét han diing. Don thubc giy nghién, don thubce
huéng thdn i giir theo quy dinh tai Thong tu s6 05/2016/TT-BYT ngay 29 |
thang 02 nim 2016 cia By trudng Bo Y té quy dinh vé ké don thudc trong diéu
tri ngoai tru.

2. Hét thoi han luy tefr trén, ngudi dimg dau co s 1ap hdi dong dé huy,
13p bién ban hiy va luu hé so tai co sd.

Chweng V
PIEU KHOAN THI HANH

Diéu 19. Hiéu lyc thi hanh

1. Théng tu ndy cé hidu luc thi hanh ké tir ngay 01 thang 7 ndm 2017.

2. Thong tu sb 19/2014/TT-BYT ngay 02 thing 6 nim 2014 cta B3 |
truong Bo Y t& quy dinh quén Iy thube gdy nghién, thudc huéng than va tién
chit dung lam thude hét hidu luc ké tir ngay Thdng tu nay c¢é higu lyc thi hanh,

Didu 20. Didu khoan chuyén tiép

1. Cic co s& nghién ¢u, dao tao chuyén nganh y dugc k}ié:n dang qu}'g
chp thubc phéng xa cho cic co s& kham bénh, chita bénh duge tiép tuc cung cap

v
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dén hét thoi han hop déng vi chémi nhét la hét ngay 01 thang 07 nim 2019. Sau
thei han nay, co sé mudn tiép tyc cung cap thude phdng xa phai c¢6 Gidy chimg
nhan du diéu kién kink doanh dugc pham vi sén xuét thude phéng xa theo quy
dinh tai Myc 4 Chwong I Nghj dinh s6 54/2017/ND-CP.

2. Hé théng ph‘%m mém theo dbi, quan Iy qué trinh xudt, rnhap, tdn kho
thu6e phai kiém soét dic biét ciia céc co sé.quy dinh tai Didu 43 Nghj dinh sé
54/2017/ND-CP phai dyoc thye hién két ndi tryc tuyén khi B8 Y té tridn khai
phin mém, dit liéu quan 1y chung trén toan quoc.

Piéu 21. Pidu khean tham chiéu

Trong truong hop cdc van ban quy pham phap lujt va cdc quy dinh duge
vién din trong Thong tu ndy ¢ su thay dbi, bd sung hodc duge thay thé thi 4p
dung theo vin ban quy pham phap [uat méi.

Piéu 22. Trach nhiém thi hank

Chénh Vin phong Bd, Cuc truong Cuc Quan ly Dugce, Vu truéng cac Vu,
Cuc trudng céc Cuc, Tong cuc truéng Toéng cuc dan sd thude BO Y té, Thu
trudng céc co quan, don vi trye thudc B, Giam déc S& Y té cac tinh, thanh phé.
truc thudc trung uong va Thu trréng co quan y té cac B, nganh co lién quan
chiu trach nhiém thi hanh Thong tu nay.

Trong qua trinh thyc hién, néu c6 virdng mic, d& nghi co quan, t6 chire,
¢4 nhan phan 4nh kip thoi v& B8 Y té (Cuc Quén Iy Dugc - B Y té) dé nghién
cuu, giai quyeét./. -

U, glal quy %, @/

Noi nhin:

- Vin phong Chinb phi (Céng béo, Céng TTDTCPY);
- B4 trudmng (d€ béo cdo);

- Céc Thu trudomg BO Y t6;

- B§ Céng Thuong;

-B6 Tai chinh (Téng cuc Hai quan);

- B§ Klioa hoc va Cong ngh¢;

- Bd Tu phap (Cuc Kiém tra vin ban QPPL);

- Céc don vi trize thude BO Y 6;

- S8 Y té c4c tinh TP trye thuje TW;

- Téng Cong ty dugcVN, Vién kiém nghiém thubc
TW, Vién KN thuée TP.HCM;

- Hiép hoi DNDVN;

- Y té cae nganh;

- Cong Théng tin dién 1t B Y té;

- Luu: VT, PC, QLD{(_sz)A
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DANH'MUC PHU LUC

TT

SO PHU LUC

TEN PHY LUC

Phuluc T

Danli mue dugc chat giy nghién

Phu lyc II

Danh muc duge chét hudng than

Phu luc 111

Danh muc tién chét ding lam thude

Phy luc. TV

Bang giéi han néng 6, ham luong dugc chit gdy

'nghién trong thudc dang ph&i hop

Phy luc V

Bang gidi han nong d6, ham luong duge chat
buéng than trong thudc dang phdi hop

Phuy luc VI

Bang gi6i han nong dd, ham hrorng tién chét dung
lam thude trong thube dang phéi hop

Phu lyc VII

Danh myc thude, dwoc chat thue danh muc chét bi
cam sur dyng trong mat s6 nganh, Iinh vue

Phu luc VIII

Sb theo doi xudt, nhap, ton kho thudc gay nghién,
thuoc huéng thén, thude tien chét, nguyen ligu lam
thubc la duge chit gdy nghién, dugc chét huéng

thén, tién chat ding lam thude, thude phdng xa

Phu luc IX

Bién bén glao nha,.n thudc gay nghién, thube hudng
than, thudc tién chit, nguyén ligu lam thuoc la dugo
chit gy nghién, duoc chét huéng thin, tién chét
diing 13m thube

10

Phu luc X

Béo cdo xuét, nhdp, ton kho, si dyng thude gly
nghién, thude hudéng thin, thude tién chat thude
phéng xa, thube dang phéi hop c6 chira tién chét

1l

Phu lye X1

Béo céo tinh hinh st dung thude gay nghién, thude

hudng than thude tién chﬁt thuoc phoéng xa, thude
dang ph@l hep c6 chira tién chét

12

Phu lyc XII

Bio céo ttong truong h()p that thoat, nham lan
thude gagl nghién, thudc huéng than, thudc tién
chat thude phong xa, thudce dang phdi hop co chua
tidn chit, nguyén lieu lam thude chita duoce chét
gdy nghién, dugc chit huéng thin, tién chat ding
lam thude
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13 | Phyuluc XIII | Pon d& nghi cung cip thude phong xa

14 | Phyluc XIV |Béo c4o san xuét, sit dung thude phong xa

15 Phu lyc XV | Phiéu tiép nhén hd so d& nghi cung cép thube
phéng xa

16 Phu luc XVI | S8 theo d6i sdn xuit, pha ché thudc gay nghién,
thudc hudng than, thuoc tién chét

17 | PhylycXVII |Phiéu xudt kho thpo,c gy nghién, thude huéng
than, thudc tién chét, thude phéng xa, nguyén liéu
lam thube 1x duoc chét gy nghién, dugc chit|
huéng than, tién chét ding 1am thude

18 | Phu luec XVIII S8 theo ddi xuét, nhap, tdn kho thuéc dang phél
hop ¢é chira duge chit gdy nghien, thubc dang ph01
hop ¢6 chira duge chét hucm,g than, thubc dang
phéi hop cb chira ’uen chit, thubc déc, nguyén lidu
doc [am thudc, thube vi duoc ohat thudc danh mue
chét bglcam s dung trong moét 86 nganh, linh vire

19 Phuy lye XIX | S théo ddi san xuét, pha ché thube phong xa

20 | Phuluc XX |Bién ban nhan thubc giy nghién

21 | Phyluc XXI |86 theo d5i thong tin chi tiét khach hang
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Phu Iye 1

DANH MUC DUQC CHAT GAY NGHIEN

(Kém theo Théng tu 56

/2017/TT-BYT ngay

thang nam 2017

ctia Bé trudng Bg Y té)

TT TEN QUOC TE TEN KHOA HQC
TYLDIHYDRO( , (5 o, 6a)-4,5 - epoxy - 3 - methoxy -
L | ACETYLD ROCODEIN 17 methyl - marphinan - 6 - yl - acetat
N-[1-[2-(4-ethyl - 4,5 - dihydro -5
: - oxo - 1 H - tetrazol - 1 - yl) ethyl] - 4 -
2 | ALFENTANIL o0 “ybe
(methoxymethyl) - 4 - piperidinyl] - N -
Phenylpropanamide
3 | ALPHAPRODINE o- 1,3 - dimethyl - 4 - phenyl - 4 -
propionoxypiperidirne
| - para-aminophenethyl - 4 -
4 | ANILERIDINE phenylpiperidine - 4 - carboxylic acid
ethyl ester)
(1 -(3 - cyano - 3, 3 - diphenylpropyl) -
5 | BEZITRAMIDE 4 (2 - oxo - 3 - propionyl - 1 -
benzitnidazolinyl) - piperidine)
6 | BUTORPHANOL (=) - .” - (cyclobutylmethyl) morphinan
- 3,14 diol
SIRAMADX (-) - 2 - (o - Dimethylamino - 3 -
7 | CIRAMADOL hydroxybenzyl) Cyclohexano!
8 | COCAINE Methyl ester cia benzoylecgonine
9 | CODEINE (3 - methylmorphine)
((+) - 4 [2 - methyl - 4 - ox0 -3,3 -
10 | DEXTROMORAMIDE diphnyl - 4 (1 - pyrrolidinyl) -~ butyl] -
morphaline)
(-)- 13 B- Amino- 5,6,7,8,9,10,11 a, 12
11 | DEZOCIN octahydro- 5a- methyl-S, 11-
methanobenzo- cyclodecen-3- ol
' = —
e (1- (3 cyano- 3,3- Diphenylpropyl)- 4-
12 | DIFENOXIN Phenylisonipecotic acid
13 | DIHYDROCODEIN 6 hydroxy- 3- methoxy-N- methyl-4,5-

v
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epoxy- morphinan

1-(3-cyano-3,3-diphenylpropyl)-4-

14 | DIPHENOXYLATE | phenylpiperidine-4-carboxylic acid ethy]
ester

15 | DIPIPANONE 4_,4- Diphenyl-6- Piperidino-3-
heptanone.

|- (3,4- Dimethoxy- 17- Methyl
16 | DROTEBANOL (34- Dimethos
6 EBANO morphinan-6 3, 14 diol)

17 | ETHYL MORPHIN 3- Ethylmorphine

g FENTANYL (1- Phenethyl-4-N-
Propionylanilinopiperidine)

19 | HYDROMORPHONE (Dihydromorphinone)

20 | KETOBEMIDON (4- meta- hy_drc;)x.yphenyl— 1- methyl-4-
_propionylpiperidine)

P NATETLY A 3- Heptanone, 6- (dimethylamino)-4,4-
21 | LEVOMETHAD (3- Hep y ,
| | LEVOMETHADON Diphenyl, (R)
22 | LEVORPHANOL ((-)- 3- hydroxy- N- methylmorphinan)
23 | MEPTAZINOL (3(3- Ethyl-1- methylperhydroazepin-3-
| y1) phenol

24 | METHADONE (6- dimethylamino- 4,4- diphenyl-3-

heptanone)
- Morphinan-3,6 diol, 7,8-didehydro- 4,5- |

25 MO l il P l’l : , J 3 3 3

' MORP epoxy-17 methyl - (5 a, 6 o)

26 | MYROPHINE MyristylBenzylmorphifie

27 | NALBUPHIN [7- Cyclobutylmethyl- 7,8- dihydro- 14-
hydroxy- [7- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,5-

28 | NICOCODINE epoxy- 3- rnethoxy- 17- methyl-3-
pyridin. mecarboxxylate (ester), ( 5a,
6a)

29 | NICODICODINE 6- Nicotinyldihydrocodeine

30 NICOMORPHINE 3,6- Dinicotinylmorphine)

31 | NORCODEINE N- Dimethylcodein

32 | OXYCODONE (14- hydroxydihydrocodeinone)

| 33 OXYMORPHONE (14- hydroxydihydremorphinone) _

~ it
|




;

RTHID (1- methyl-4- phenylpiperidine~4-
34 | PE INE carboxylic acid ethyl ester)
N, (2’- Hydroxy-5,9- Dimethyl-2-
35 | PHENAZOCINE Phenethyl-6,7- Benzomorphan) 1
36 | PHOLCODIN (Morpholinylethylmorphine)
(1-(3- cyano-3,3- diphenylpropyl-4-(1-
37 | PIRITRAMIDE piperidine)- piperidine- 4- carboxylic
acid amide)
- ( 1- - 2 piperidi ~N-
38 | PROPIRAM (N-( _1 Methy'l 2 p.npendmoethyl N
2- pyridyl Propionamide)
1-(2-methoxy carbonylethyl)-4-
| 39 | REMIFENTANIL (phenylpropionylamino)piperidine-4-
carboxylic acid methyl ester
(N-[4- (methoxymethyl)-1- [2- (2-
40 | SUFENTANIL thienyl)- ethyl]-4- piperidyl]-
| propionanilide)
41 | THEBACON ( Acetyldihydrocodeinone)
($)-1- [( 2R*,68*,118*%)- 1,2,3,4,5,6-
T hexahydro- 8- hydroxy- 3,6,11-
42 | TONAZOCIN MESYLAT trimethyl- 2,6- methano-3- Benzazocin-
11- yl]-3-one-methanesulphonate
43 | TRAMADOL (F)- T’;ans- 2- D.1_methylannnom§.'thyl.—1—
: | (3- methoxy phenyl) cyclohexan-1-ol |
Danh myc nay bao gé‘m:
- Dbng phén cla eic chit trén ndu né tdn tai dudi dang tén ciia mét chét
hoa hoc cu thé.
- Céc ester va ether cta cde chit trén néu ching ton tai trlr tryong hop
chung xuit hidén & cic danh myc khic.
- Muéi cta céc ch'ét trén, bao gdm ca cac mudi cla ester, ether va nhiing dong
phén cda cac chét trén néu ton tai.
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Phu Iye IT

DANH MUC DUQC CHAT HUONG THAN

(Kem theo Thong twsé- /2017/TT-BYT ngay thdng  ndm 2017
cia BY trudng B4 Y té)
. s | TEN THONG .

TT | TEN QUOC TE DUNG KHAC TEN KHOA HQC

1 ALLOBARBITAL 5,5-diallylbarbituric acid
8- chloro--1- methy -6- phenyl —~

2 ALPRAZOLAM 4H -s- triazolo [4,3-a] [1,4]
benzodiazepine

3 | AMFEPRAMONE Diethylpropion | 2-(diethylamino) propiophenone

4 AMINOREX. 2- amino-5- phenyl- 2-oxazoline

5 AMOBARBITAL Z:ctihyl-S—ls‘opentylbarbltul"lc

6 | BARBITAL 5,5-diethylbarbituric acid

= _ ot | N-benzyl-N, -

7 BENZFETAMINE Benzphetamine dimethylphenethylamine
7-bromo-~1,3-dihydro-5-(2-

8 | BROMAZEPAM pyridyl)-2H-1,4-benzodiazepin-
2-one
2- bromo-4-(o-chlorophenyl)-9

9 | BROTIZOLAM methyl-6H-thieno(3,2-f)-s-
triazolo( 4,3- a)(1,4) diazepine
21-cyclopropyl-7-a[(S)-1-

- hydroxy-1,2,2-trimethylpropyl]-
10| BUPRENORPHINE 6,14-endo-ethano-6,7,8,14-
tetrahydro oripavine

11 | BUTALBITAL 5-allyl-5-isobutylbarbituric.acid

12 | BUTOBARBITAL 5-butyl-5- ethylbarbituric acid
7-chloro-1,3-dihydro-3-hydroxy- |
-methyl-5-phenyl-2H-1,4-

13 | CAMAZEPAM I-methyl-5-phenyl-2H-1,
benzodiazepin-2-one
dimethylcarbamate (ester) _
7-chloro-2-(methylamino)-5-

- : TN phenyl-3H-1,4-benzodiazepine-

14 | CHLODIAZEPOXID d-oxide

|

INE (+)-nerpseudo- | (+)-(R)-a-[(R)-1-
15 | CATHINE ephedrine Iaminoethxl]gex_azyl alcohol |
16 | CLOBAZAM 7-chloro-1-methyl-5-phenyl-1H-

—~ b~




| 1,5-benzodiazepin-2,4 (3H,5H)

dione

17

CLONAZEPAM

5- (o-chlorophieny!)-1,3-dihydto-
7- nitro- 2H -1,4 -
benzodiazepine-2 —one

18

CLORAZEPATE

7- chloro - 2,3 - dihydro - 2 - oxe
-5-phenyl-1H-1,4-
benzodiazepine -3-carbocilic
acid

19.

CLOTIAZEPAM

S-(o-chlorophenyl)-7-ethyl-1,3
dihydro-1 methyl-2H-
thieno[2,3e]-1,4 -diazepin -2-
one

20

CLOXAZOLAM

chlorophenyl)2,3,7,11b-

10-chloro-11b-(o-

tetrahydrooxazolo-[3,2-d]
1,4]benzodiazepin-6(5H) —one

21

DELORAZEPAM

7-chloro-5- (o-chlorophenyl)-1,3
dihydro-2H-1,4 benzodiazepin-2
—one

22

DIAZEPAM

‘7-chloro- 1,3-dihydro-1 -methyl—ﬁ

5-phenyl-2H-1,4 benzodiazepin-
2 —one

23

ESTAZOLAM

| @1[1,4]benzodiazepin

8-chloro-6-phenyl-4H-s-
triazolo[4,3-

24

ETHCHLORVYNOL

1 - chloro -3- ethyl -1- penten -4
- yn -3-ol

25

26

ETHINAMATE

1- ethynylcyclohexanol
carbamate

]

ETHYLLOFLAZEP
ATE

ethyl -7- chloro -5- (0~
fluorophenyl) -2,3 - dihydro -2 -
oxo -1H-1,4 -benzodiazepine -3-
carboxylate

27

ETILAMFETAMINE

N -
ethylamphetam
ine

N-ethyl-oi-
methylphenethylamine

28

29

FENCAMFAMIN

N- ethyl-3- phenyl-2-
norbornanamine

FENPROPOREX

(+) =3- [ (ce- methylphenethyl)

amino] propionitrile

Ll e
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30

FLUDIAZEPAM

7-chloro -5- (o-fluorpphenyl) - |
1,3-dihydro -1- methyl- 2H - 1,4-
benzodiazepin -2- one

' 31

FLUNITRAZEPAM

5-(o-fluorophenyl) -1,3 -dihydro-
I- methyl -7~ nitro-2H-1,4
benzodiazepin -2- one

32

FLURAZEPAM

| 1,4-benzodiazepin -2 — one

7-chloro-1-[2-
(diethylamino)ethyl] -5-(o-
fluorophenyl)-1,3-dihydro-2H-

33

GLUTETHIMID

| 2-ethyl-2-phenylglutarimide

34

HALAZEPAM

| benzodiazepin -2 — one

7-chloro-1,3- dihydro -5- phenyl-
1-(2,2,2 -trifluoroethy!)-2H-1,4-

35

HALOXAZOLAM

10-bromo-11b -(o-fluorophenyl)-
2,3,7,11b tetrahydrooxazolo
[3,2-d] [1,4) benzodiazepin -6
(5H) —one '

36

KETAZOLAM

11-chloro -8,12b - (dihydro - 2,8
- dimethyl - 12b - phenyl - 4H -
[1,3] oxazino[3,2-d][1,4]
benzodiazepin-4,7 (6H)-dione

37

KETAMIN

(+) —2- (2-Clorophenyl)-2-
methylaminocyclohexanone. |

38

| LEFETAMIN

SPA

(-)-N,N-dimethyl-1,2-
diphenylethylamine

39

LISDEXAMFETAM
INE

(28)-2,6-diamino-N-[(18)-1-
methyl-2-phenylethyl]
hexanamide dimethanesulfonate

40

LOPRAZOLAM

6-(o-chlorophenyl)-2,4-dihydro-
2-[(4-methyl-1-piperazinyl)
methylene]

-8-nitro-1 H-imidazol[1,2-a]
[1,4] benzediazepin -1 —one

41

LORAZEPAM

7-chloro-5-(o-chlorophenyl)-1,3-
dihydro-3-hydroxy-2H-1,4
benzodiazepin -2 — one

42

LORMETAZERAM

7-chloro-5-(o-chlorophenyl)-1,3-
dihydro-3-hydroxy-1-methyl-
2H-1,4 benzodiazepin -2 — one

43

MAZINDOL

5-(p-chlorophenyl)- 2,5-dihydro

~ el
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-3H-imidazo[2,1-a] isoindol-5-0}

7-chloro-2,3-dihydro-1-methyl-

44 | MEDAZEPAM 5-phenyl-1H-1,4 benzodiazepine
i N-(3- chloropropyl)- o -
SNOR : .
45 | MEFENOREX methylphenethylamine
46 | MEPROBAMAT 2-methyi-l2—pr?pyl - 1,3—.
_ propanediol, dicarbamate
| 3- (o methylphenethyl)- N-
47 | MESOCARB (phenylearbamoyl) sydnong
imine
48 METHYLPHENIDA Methyl o -phenyl-2-
TE _piperidineacetate
49 METHYLPHENO- 5-ethyl-1-methy] -5-
BARBITAL phenylbarbituric acid
50 | METHYPRYLON 3,3 diethyl-5- methyl-2,4
piperydine- dipne
8- chloro- -6- (o-fluorophenyl) -
51 | MIDAZOLAM 1-methyl-4H-imidazel[1,5-
a](1,4] benzodiazepine
1,3 dihydro -1- methyl-7-nitro-5-
52 | NIMETAZEPAM phenyl-2H-1,4 benzodiazepin-2-
one
NITRAZE 1,3.dihydre -7-nitre-5-phenyl-
>3 TTRAZEPAM 2H-1,4 benzodiazepin-2-one
o 7-chloro- 1,3 dihydro-5- phenyl-
>4 | NORDAZEPAM 2H-1,4 benzodiazepin-2-one
7-chlore- 1,3 dihydro- 3hydroxy-
55 | OXAZEPAM 5- phenyl-2H-1,4 benzodiazepin- |
2-0ne
10-chloro--2,3,7,1 1b- tetrahydro-
XAZ 2-methyl-11b-
°6 | OXAZOLAM phenyloxazolo[3,2-d] [1,4]
benzodiazepin-6(SH) —one
(2R*,6R*,11R*)-1,2,3,4;5,6-
: s hexahydro-6,11-dimethyl-3-(3-
57 | PENTAZOCUIN methyl-2-butenyl)-2,6-methano-
3-benzazocin-8-ol
, o 5-ethyl-5-(1-methylbutyl)
58 | PENTOBARBITAL barbituric acid
- )08 -3,4-dimethyl-2-
PHENDIMETRAZIN (1)-(28,35)-3,4-dimethy

59

phenylmorpholine

~
i
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60 | PHENOBARBITAL 5-ethyl-5-phenylbarbituric acid

61 | PHENTERMIN o,a- dimethylphenethylamine
7-chloro-1,3-dihydro-5-phenyl-

62 | PINAZEPAM 1-(2-propynyl)-2H-1,4-
benzediazepin-2-one
7-chloro -1- (cyclopylmethyt) -

63 | PRAZEPAM 1,3 - dihydro -5- phenyl -2H-
1,4-benzodiazepin-2-one

64 | PYROVALERONE 4?—-me-tk1y1—2—(l-pyrro]idinyl)

- valerophenone
SECBUTABARBIT 5-sec-butyl-5-ethylbarbituric
65 .
AL acid

7- chloro - 1,3 - dihydro -3-

66 | TEMAZEPAM hydroxy-1 -methyl-5-phenyl -
2H- 1,4-benzodiazepin -2- one
‘7-chloro-5-(1-cyclohexen-1-yl)-

67 | TETRAZEPAM 1,3dihydro-1-methyl-2H-1,4
Benzodiazepin -2- one
8-chloro-6-(o-chlorophenyl)-1-

68 | TRIAZOLAM methyl-4H-s-triazolo[4,3-a][1,4]
benzodiazepin

- , 5-(1-methylbutyl)-S-

. 69 | VINYLBITAL vinylbarbituric acid

N,N,6- trimethyl-2-p-

70 | ZOLPIDEM tolylimidazol [1,2-o] pyridine-

3- acetamide

Danh myc nay bao gém cdc mudi cia cdc chét ghi trong Bang nay, khi
céc mudi dé ¢6 thé hinh thanh vA tan tai.

\/0(‘2/4"
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Phuy luc I
DANH MUC TIEN CHAT DUNG LAM THUOC

(Kém theo Thong tw s6:  /2017/TT-BYT ngdy thing  ndm 2017
ciia Bé truomg B Y té)
TT TEN QUOC TE TEN KHOA HQC
(R-(R¥, S*)}~[1-
1 | EPHEDRINE (methylamino)ethyl]-
Benzenemethanol
2 |N-ETHYLEPHEDRIN |-Ethylephedrin
5 II;IIE%EHTYP&LI;?;P];E;)[NR}N/ (1& 28)-2- (dimgthylamino)- 1-
DL-METHYLEPHEDRIN phenyl- propanol
[S-(R*, R*)]--[1-
4 | PSEUDOEPHEDRINE (methylamino)ethyl]-
Bénzenemethanol
Brgoline-8-carboxamide,9,10-
5 | ERGOMETRINE didehydro-N-(2-hydroxy-1-
methylethyl)-6-methy- [8 $(s)].
Ergotaman-3°,6’,18’~trione, 12’-
6 |ERGOTAMINE hydroxy-2’-methyl-5’-
(phenylmethyl)-(5)
7 | N-ETHYLPSEUDOEPHEDRIN Ethyl methyl amino - pheny! -
propane - 1 - .ol
N- Dimethylamino - pheny!l - propane - 1
8 METHYLPSEUDOEPHEDRIN | - ol

Danh muc ndy bao gdm céc mudi ciia céc chét ghi trong Bang néy, khi

’ L. ¢ 4 2 N \, 1 A 3
cac muodi do ¢6 thé hinh thanh va ton tai.
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Phu lyc IV

BANG GIGI HAN NONG DO, HAM LUQGNG DUGC CHAT
GAY NGHIEN TRONG THUOC DANG PHOI HQP

(Kém theo Thong fuwsé:  /2017/TT-BYT ngdy thdng  nim 2017
ctia BJ truong Bo Y t&)
HAM LUGNG pUgC | NONG BODUGC
, ‘ CHAT TINH THEO THEO DANG
TEN DUGIC CHAT | DANG BAZG TRONG BAZG TRONG
TT GAY NGHIEN MOTBON VISAN | 0 n i o UA
PHAM DA CHIA LIEU | oo
(Tinh theo mg) CHIA LIEU
e (Tinh theo %)
ACETYLDIHYDROC
1 ODEIN 100 2,5A
2 | COCAINE 0,1
3 | CODEINE 100 A 2,5
Khong qua 0,5 mg
Difenoxin v véi it nhét
4 | DIFENOXIN 0,025 mg Atropin Sulfat
Itrong mot don vi san
phim d3 chia lidu.
Khéng quad 2,5 mg
Difenoxylat va véi it
5 |DIPHENOXYLATE |nhit 0,025 mg Atropin
Sulfat trong mot don vi
) sin phdm d chia liéu.
6 |DIHYDROCODEIN | 100 2,5
7 |ETHYL MORPHIN | 100 2,5
8 | NICODICODIN 100 2.5
9 | NORCODEIN 100 2,5
10 | PHOLCODIN 100 2,5
11 | PROPIRAM | 100 2,5 |
' 0,2 morphin tinh theo
12 | MORPHINE morphin base tinh
khiét
13 | TRAMADOL 37,5

~ bl
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PhulucV

BANG GIGI HAN NONG BQ, HAM LUGNG DUQC CHAT HUGNG
THAN TRONG THUOC DANG PHOI HQP

(Kem theg Thong tw.s6: /2017/TT-BYT ngdy  thang  nim 2017
cia Bo truong Bg Y 1é)
STT TEN DUGC CIIIM HUONG TR.glél(;a ﬁgﬁ,ﬁ%ﬁ Df)AACC(;nA
THAN LIEU (mg)

1 | ALLOBARBITAL 10

2 | ALPRAZOLAM 0,25

3 | AMOBARBITAL _ 10

4 | BARBITAL 10

5 | BROMAZEPAM 1

6 | BROTIZOLAM 0,25

7 | BUTOBARBITAL 10

8 | CAMAZEPAM 5

9 | CHLODIAZEPOXID 5

10 | CLOBAZAM 5

11 | CLONAZEPAM 05

12 | CLORAZEPAT 10

13 | CLOTIAZEPAM 5

14 | DIAZEPAM 5

15 | ESTAZOLAM 0,5

16 |FLUDIAZEPAM 0,5

| 17 | FLUNITRAZEPAM 0,5

18 |FLURAZEPAM 5

19 | HALAZEPAM 5

20 | KETAZOLAM 5 )
21 | LOPRAZOLAM 0,25

22 | LORAZEPAM 0,5
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23 | LORMETAZEPAM 025 |
24 | MEPROBAMAT 100 ' |
25 | MEDAZEPAM B 5 r
| 26 | METHYLPHENOBARBITAL 10

27 | MIDAZOLAM 5

28 | NITRAZEPAM - 5

29 | NORDRAZEPAM 0,25

30 | OXAZEPAM 10

31 |PARAZEPAM 5

32 | PENTOBARBITAL 10

33 | PHENOBARBITAL 25

34 | SECBUTABARBITAL 10

35 | TEMAZEPAM 25

36 | TETRAZEPAM 5

37 | VINYLBITAL 10

38 | CLOXAZOLAM 1

39 | DELORAZEPAM - 0,25

40 | ETHYLCLOFLAZEPAT 0,25

41 | NIMETAZEPAM 0,25

42 | OXAZOLAM 5

43 | PINAZEPAM 1
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Phu luc VI

BANG GIOI HAN NONG DQ, HAM LUQNG TIEN CHAT DUNG LAM
THUOC TRONG THUOC DANG PHOI HQP

(Kém theo Théng tu s /201 HTT-BYT ngiy  thang  ndm 2017
cia B3 tryémg BS Y 1¢)
HAé)w LUGNG | NONG b TOI
o TOL DA CO PA CO TRONG
srr | TEN {fﬁ ;tgagé)UNG TRONG MOT MOT PON VI
PON V] DA CHUA CHIA
CHIA LIEU (mg), LIEU
| | EPHEDRINE 50 ,5% |
2 | ERGOMETRINE 0,125
3 | N- ETHYLEPHEDRIN 12,5
N-METHYLEPHEDRIN/ | 31,1 0,0625%
4 | METHYLEPHEDRIN/
DL-METHYLEPHEDRIN
5 | ERGOTAMINE ' 01
6 | PSEUDOEPHEDRINE 120 ) 0,5%

-_




DANH MUC THUOC, DUQC CHAT THUQC DANH MUC CHAT BJ
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Phu e VII

CAM SU DUNG TRONG MOQT SO NGANH, LINH VUC

(Kém theo Thong twso:  /2017/TT-BYT ngay  thang  ndm 2017
cua B9 trugng B Y té)

TT Duge ch‘ét_

1 19 Nor-testosterone (tén goi khéc la Nandrolone)
2 Amifloxacin

3 ) Aristolochia

4 Azathioprine

5 Bacitracin Zn

6 Balofloxacin

7 Benznidazole

8 Besiﬂoxaoin

9 Bleomycin

10 Carbuterol

11 Chloramphenicol

12 Chloroform

13 Chlorpromazine

14 Ciprofloxacin

IS Colchicine

16 Dalbavancin

17 D'apSone

18 Diethylstilbestrol (DES)
19 Enoxacin

20 Fenoterol

21 Fleroxacin

22 Furazidin

23 Furazolidon
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32

24 Garenexacin
25 Gatifloxacin
26 Gemifloxacin
27 Isoxsuprine
28 Le\}oﬂoxacin
29 Lomeflo-xafcin
30 Methyl-testosterone
3i Metrenidazole
32 Moxifloxacin
13 Nadifloxacin
34 Nifuratel
35 Nifuroxime
36 Nifurtimox
37 Nifurtoinol
- 38 Nimorazole
39 Nitrofurantoin
40- Nitrofurazone
41 Norfloxacin
42 I;Iorvan.c‘omy-cm
43 Ofloxacin
44 Oritavancin
45 Ormidazole
46 Pazufloxacin
47 Pefloxacin
48 Prulifloxacin
49 | Ramoplanin
50 Rufloxacin
51 Salbutamol
Secnidazole
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53 Sitafloxacin
54 Sparfloxacin
55 Teicoplanin
56 Terbutaline.
57 Tinidazole
58 Tosufloxacin
59 Trovafloxacin
60 Vancomycin

*Ap dung trong cdc nganh, linh viee sén xudt, kinh doanh thuy san, thity, chan

nudi gia suc, gia cdm tai Viét Nam.

Sl
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Phu luc VLI
MAU SO THEO DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC HUGNG THAN,
THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN, DUGC CHAT
HUGNG THAN, TIEN CHAT DUNG LAM THUOC, THUOC PHONG XA
(Kém theo Théng twsé:  /2017/TT-BYT ngdy  thdng  nam 2017 ctia Bg truong B Y 16)

T O SO vn ettt it et ettt e et e e A~ e et A e e e e e
TN 1V O PO DTN
DTS 1T U

SO THEO DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC HUONG THAN,
THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN, DUQC CHAT
HUONG THAN, TIEN CHAT DUNG LAM THUOC, THUOC PEONG XA
(Biit ddu sir dung fie....den......)
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SO THEOQ DOI XUAT, NHAP, TON KHO THUOC GAY NGHIEN, THUOC HUGNG THAN,
THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN,
DUQC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC, THUOC PHONG XA

Tén nguyén IEWTén thudc, nNg 86/ hAM IUGNE:  .ev...oiverevcereeeeeee et sss st s b e eeeee st sen e
£ T30 IR 7 1R 11\ AU O O  UFO OO O O P OO SOR T
\ S6 chirng S luong "
Ngay Noi xufit, abap tir xust, Nhip Xuit | Conlai $619, han Ghi chii
thing ahip dung
(1 2 ©)) 4) (%) (6) @) ®)

* 4 dugc danh s trang tir 01 dén hét, va dong déu giap lai ) )

* M&i thube phai danh mét sb trang riéng, s8 trang nhiéu hay it ruy loai thu6e xudt, nhap nhiéu hay it.
I s £ I3 - A . «

* Poj vdi thuoe phdng xa khdng cin ghi han ding
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Phy luc IX
MAU BIEN BAN GIAO NHAN THUOC GAY NGHIEN,
THUOC HUONG THAN, THUOC TIEN CHAT, NGUYEN LIEU
LAM THUOC LA DUQC CHAT GAY NGHIEN, DUQGC CHAT
HUGONG THAN, TIEN CHAT DUNG LAM THIUOC
(Kém theo Thong tur s /2017/TT-BYT ngdy  thing ndm 2017
ciia BY trudng B Y 1é)

BIEN BAN GIAO NHANTHUOC GAY NGHIEN, THUOC HUGNG THAN,
THUOC TIEN CHAT, NGUYEN LIEU LAM THUOC LA DUGC CHAT GAY
NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC

1. Tén co sé giao:

- Dia chi:
- Ngudi giao:
- S6 CMND/Thé cin eude/Hb chiéu/Cac gidy to tyong duong khac:
Noi cap: Ngay cap:
2. Tén co sé phin:
- Bia chi;
- Ngudi nhén:
- 86 CMND/ Thé cin cuée/ Ho chiéw Cac gidy t& tuong dwong khac:
Noi cép: Ngay cAp:
3. Danh muc méit hang giao nhin:
TT | Nguyénliéw/Tén | Pem | S§ séhoa | S8 Gidy ding ky | Ghi
thuobe, dang bao vi hrgng don/S6 luu hanh/S6 giéy chi
ché, ndng d¢/bam | tinh phiéu xuit phép nhip
lwong, quy cich kho khau/Cong van
doéng goi hodc don hang
duyét mua
(1) (2) (3) “) () (6) (7) |
1

4. Thoi gian giao nhén: (Céc) mat hang trén dugc giao, nhén vée...gig...phut
ngay......thang .... nim ........

~ 4l
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5. Dia diém giao nhén (Ghi chi tiét dia chi thuc té giao nhan):

6. Cam két:

Céc thude, nguyén lidu lam thuée dd duge giao nhin diy du theo Danh muc
mit hang ghi tai Bién Ban nay.

Bién bén nay duoc hai bén théng nhét va 13p thanh 02 ban, mdi bén gif01 ban.

N ngay thang ndm......
BEN GIAO BEN NHAN
(Ky va ghi rd ho tén) (Ky va ghi v6 ho tén)

' Bja danh bén nhin dong tru s&




Tén co s&:
S8 oo st e et e s oo at e e et oeetetesae e eeees s st eeeeeeae s et e e e e e e e vne et et eeeeeee et e e e et et s raeseee e esserer s s e raneeresamn
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Pbu luc X

MAU BAO CAO XUAT NHAP, TON KRO, SU DUNG THUOC GAY NGHIEN, THUOC HUO'NG THAN,
THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HQP co CHUA TIEN CHAT

(Kém theo Thing tu sé:

/2017/TT-BYT ngay
ciia B truong B Y t8)

thang

ndam 2017

BAO CAOQ XUAT, NHAP, TON KHO, SU DUNG THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC

TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HQP CO CHUA TIEN CHAT

(Tic ngéy......... dén ngay......... )
11111 A O OO YOOV
| Ten thuoc, dang béo—| Pon | S luoug ton sé lugng 2 S6 lirgng X A

ché, ndng ad/bam . Y A Tong £ " S0 hromg | Ton kho cubi
TT Iur uv céch dén vi | kho ky truéc | nhap trong <& xuat trong bao hut Ky

one. 4 gyéi € | tinh chuyen sang ky ky ¥
(1) (2) (3) ) ) ©) (7) ®) )
Noinhgn: L, ngay thdng nam
- Nhur trén Pai dién dom vi
- Luu tai co so (Ky.ghi r5 hg tén, chire dank

* 56 legmg hao hyt bao gbm ¢ héng, v, hét han dung...

néu cé, cin bao cao chi tiét

dong dau (néu cé))

** Nguoi dai digo phép ludt hode ngudi phu trdch chuyén mén duge ty quyén hodc cdp phé cila ngudi dai dién phép ludt duge dy quyén
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Phu lye XI
MAU BAO CAO TINH HINH sU DUNG THUOC GAY NGHIEN, THUOC
HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG
PHOI HOP CO CHtrA TIEN CHAT
(Kem theo Théng tu s6.: /2017/TT-BYT ngdy  thdng
cua Bé truéng B Y té)

nim 2017

CONG HOA XA HOI CHU NGHIA VIET NAM

S& Y té/Cuc Quan Y
Poe 1dp - Ty do - Hanh phic

So:

vwny Ngay  thang  ndm
BAO CAO TINH HINH SU DUNG THUOC GAY N(;HIEN
THUOC HUONG THAN THUOC TIEN CHAT THUOC PHONG XA,

THUOC DANG PHOI HOP CO CHUTA TIEN CHAT

Niam:......, ,
Kinh giti: Cuc Quan ly Dugc - B6 Y té
E -
~A A ) Sé v A
Tc;l thu?c, | Quy Pon | lwgng 4 So_ sé
nong dg, Hoat | cach . P luong _
STT | | . £ . vi | ton kho | lwgmng - lwong
ham lwgng, | chat | déng o st h
dang bao ché g6i toh | ndm nhap dung ton kho
' ‘ trueée i
8 |
[ |

Pai dién don vi
{Ky,ghi rd ho tén, chuic danh
dong ddu (néu cd))

* Ngudi dai dién phdp luit hodc ngu'bu phy tréch chuyén mon duge iy quyén Hojic cAp phé cia
ngudi dai dién phap ludt duge dy quyen
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Phu lye XII

MAU BAO CAO TRONG TRUONG HQP THAT THOAT, NHAM LAN THUOC GAY NGHIEN,
THUOC HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HOP
CO CHUA TIEN CHAT, NGUYEN LIEU LAM THUOC CHUA DU'OC CHAT GAY NGHIEN,
DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC
(Kém theo Thong t 86 £2017/TT-BYT ngay  thing  ndm 2017
ciia B trucng Bé Y 1é)

Tén co sd:
Sd:
BAO CAO TRONG TRUONG HQP THAT THOAT, NHAM LAN THUOC GAY NGHIEN,
THUOC HUGNG THAN, THUOC TIEN CHAT THUoC PHONG XA, THUOC DANG

PHOI HQP CO CHUA TIEN CHAT, NGUYEN LIEU LA DUGC CHAT GAY NGHIEN,
DUQC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC

Kinh giri:
Nguyén liéwTen thuoc, dang S4 legng that
TT | bao ché,nong dd/ham hrgng, | Pon vitinh | thost, nhdm Ly do Bién phap xir ly Ghi chi
quy cich ddng gbi lan
(0 @ Q) (4) B) © @)
Noi nhaun: . ngay thdng ndm
- Nhu trén; Pai dién dom vi
- Luu tai co sd

(Ky.ghi 1o ho tén, chiee danh

déng dau (néu c6))

* Ngubi dai dién phap [udt hoic ngudi phu trach chuyén mén duge Uy quyén hodc cdp phé cia ngudi dai dién phap lude duge ity quyén
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Phu luc XIII
MAU DON DE NGHI CUNG CAP THUOC PHONG XA
(Kém theo Théng tu s6: /2017/TT-BYT ngay  thing  ndam 2017
cua B¢ truong B Y té)

(D). CONG HOA XA HQI CHU NGHIA VIET NAM
S6: ... Poc lip - Ty do - Hanh phiic
V/v d& nghi cung cAp thubc e, mgdy... thdng... ndm
phdng xa

PON PE NGHI CUNG CAP THUOC PHONG XA
Kinh giri: Cyc Quén ly Duge - B Y té

I. Théng tin chung:

1. Téncosd:...cvvennn.... (1)t e e
2.Drachi:.........o.i.. 03 e
3. Tén ngudn dai dién phap luat/ ngudai duge iy quyén:. e
4. DPién thoai: .....cvveeenne... Fax: ......... s
5. Hinh thitc san xuit:......... PR (4) e

II. N§i dung dé nghi:

Coso...(1)....... dé nghi dugc cung eip thubc phéng xa do co s& sén xudt cho
co s& kham bénh, chita bénh...... 4)...... Pia chi........(3)........ d phuc vy cho
nhu cau diéu trj cho ngudi bénh cllaca so ........ (5).....,cu thé:

STT Tén thubc phéngxa  Ponvitinh  S6 hrgng Gia cung cip

T1. Tai liéu kém theo

1. Céng van d& nghj duge cung cép thude phéng xa cla co s§ kham bénh, chira
bénh ¢6 nhu cau nhin thuéc @& chin doan, didu tri cho bénh nhan cla co sé

2. Viin ban chip thuén cda BY Y té cho phép co s& san xuat thude phong xa

3. Bao ¢4o san xut, st dyng thuéc phong xa d& nghi eung cép tai co s& cung cap

1V. Cam két ctia cor 86

Chung toi cam két moi théng tin, sd liéu dua ra tai hd so 14 hoan toan trung
thire. Chiing tdi xin hoan todn chiu trdch nhiém tryéc phap luat néu ¢o gl sai
pham.
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P& nghj Cyc Quan 1y Dugc - B§ Y t& chip thusn viée cung cip thube
phéng xa trén.
Xin trah trong cam on./.

CO SO NHAN CO SO CUNG CAP
Pai dién dom vi (6) Dai dién don vi (6)
(Ky, ghi v ho tén, chike danh (Ky, ghi rd ho tén, chirc danh
dong ddu (neu cd)) déng ddu (néu c6))
Ghi ¢chu:
(1)Tén ¢o s& dé nghi,

(2)Pia danh noi co s& d¢ nghi djt try s&

(3)Pia chi cé thé girl qua buu dién.

(4YHinh thirc.san xuét: bang may cyclotron hay 14 hat nhén phéng xa.........

(5)Co s& nhan thube phdng xa

(6)Ngudi dai dign phép luat hofic ngudi phu tréch chuyén mon duge uy
quyén hodc cép phé ctia nguoi dai dién phap luédt duge uy quyen
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Phy Iye XIV
MAU BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA
(Kém theo Théng tie s6: /2017/TT-BYT ngay  thang  ndm 2017

ctia B triromg Bg Y 16)

Tén co so
BAO CAO SAN XUAT, SUDUNG THUOC PHONG XA
Céng sut | Tén thudc san £ S§ lurgng sir £ 2
Théng miy du xuét - ndng So h;ﬁ% shn dung cho bénh So ltrl:;'hnog ton Ghi cha
- kién | 43, ham lugng anhin
OR @ 3) “) &) (6) 9 _

Ngay.... thang.... ndm....
Pai dién dom vj
(Ky,ghi b ho tén, chire danh
ddng diu (néu cb))

* S6 lidu théng ké cho wmg thing sir dung trong nam gin nhat cia co s
** Ngudi dai dién phép luat hofic ngudni phu teich chuyén mén duge iy quyén holic c4p phé ciia ngudi dai dién phip [udl dirgc iy
quyén
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Phu tac XV

MAU PHIEU TIEP NHAN HO SO PE NGHI CUNG CAP
THUOC PHONG XA
(Kem theo Théong tu s6: /2017/TT-BYT ngay  thdng  nam 2017
ctia B3 trudng BS Y 1é)

CUC QUANLYDUQGC  CONG HOA XA HQI CHU NGHIA VIET NAM

......

$6.. 1 Péc lip — Ty do — Hanh phiic

.., hgay thdng ndm ... ..

PHIEU TIEP NHAN
HO SO PE NGHI CUNG CAP THUOC PHONG XA

1.Don vigdp: .cooviiiiiii
2. Dia chi don vi ndp hd so (trudng hop ndp hd so qua duong buu dién):
2. Hinh thir¢ ndp: Trye tiép | Buu dién

Nop lan dau | Nép bb sung lan .?

3. 86, ngay thang ndm van ban cia don vi (08U ¢8): ..o PR
4. Danh muc t3i i8u®.o, e eeeaaetrevnneereans e ereneane et o

Ghi chi: theu 1iép nhdn nay chi ¢6 gid tri xdc rhén co 6 dd nop hé so tai ca
quan tiép whdn hd so

NGUOI NHAN HO SO
(Ky va ghi v ho tén)
Ghi chii:

(1)84 tlep nhin hd S0

(2)Ghi 14n bd sung hd so.
(3)Cac tai liu trong img theo thi tyc hanh chinh dugc quy dinh taj Thong tu

néy (liét ké chi tiet hodc danh myc kém theo).
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Phu lye XVI

MAU SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT
(Kém theo Thong tu 56: /2017/TT-BYT ngay thang ndm 2017 ctia B truong B Y 1é)

Tén co sd

$O THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT
(Bét dau sit dung tit......dén......)
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SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUGNG THAN, THUOC TIEN CHAT

l £ S6 luegng |
Noa Sé Tén thube - Cong thirc pha ti‘;;:qnféﬁl;ii thude thanh Ho va tén | Ho va tén
thg’ﬂy thir | ndng @), him | ché (cho 0115 a cptheo I phim thu ngtrlri))ha nguvi | Ghicha
ang tr lrgng sin phim) m{hu & y duge trén che kifm sodt
y thire té
O | @ 3 (4) &) (OR ) ®) &)

* 83 duge danh sb trang tir 01 dén hét, va déng dau gidp lai gidra céc trang,
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Phy luc XV

MAU PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT,
THUOC PHONG XA, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN,
DUGC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC
(Kém theo Théng tu s3: /201 Z/TT-BYT ngay  thdng  ném 2017
cua B¢ truomg Bo Y té)

Tén co sd:
Dija chi:

PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUGNG THAN, THUOC TIEN CHAT,
THUOC PHONG XA, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN,

DUGC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC,
Xuét cho co so*:

Dia chi:
STT Tén nguyén li¢u/Tén thudc, nong Pon vi So lugng S0 16 sén xua xuat, ban | Tén nha sin xuat, mréc Ghi
44/ bam lwong tinh xudt diing’ san xuit chi
Ngudi giao Ngudi nhan Ngay.... thang....
(K, ghi ré ho tén) (Ky, ghi r8 ho tén) nam....

Pai di¢n dom vj™"
(Ky,ghi ré ho tén,
chir¢ danh
dong dau (néu ¢é)

*Méu néy c6 thé ste dung 3é:

1. XuAt ndi bé co s6.

2. Xudl cho don vj khic:

- Ghi 15 tén ngudi nhin thudc, s§ chimg minh thu nhan din
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- Co 6 ¢6 thé ding hod dom tAi chinb they cho miu s8 8 nhumg 6i thidu phii 6 di céc thdng tin quy dinh tai m&u ndy hoac kém theo Phiéu béo 15.
** Thudc phéng xa khdng cin ghi thdng tin v& han ding
“¥» Noudi dai didn phép lujt hodc ngudi phy tréch chuyén méa duge ty quydn hoze cp phé cia ngudi dai dién phap luft dioe vy quydn



P
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Phuy luc XVIII

MAU SO THEO DOI XUAT, NHAP, TON KHO THUOC DANG PHOI HGP CO CHUA
DUQC CHAT GAY NGHIEN, THUOC DANG PHOI HOP CO CHUA DUQC CHAT HUGNG THAN,
THUOC DANG PHOI HQP CO CHUA TIEN CHAT, THUOC POC, NGUYEN LIEU POC LAM THUOC,
THUGOC VA DUQC CHAT THUQC DANH MUC CHAT Bf CAM SU DUNG TRONG MQT SO NGANH, LINH VU'C
(Kém theo Théng tu s6: /2017/TT-BYT ngdy ~ thang  ndm 2017
cua Bo truomg BS Y 1é)

SO THEO DOI XUAT, NHAP, TON KHO THUOC DANG PHOI HQP CO CHUA
DUQC CHAT GAY NGHIEN, THUOC DANG PROI HQP CO CHUA DUQC CHAT HUONG THAN,
THUOC DANG PHOI HQP CO CHUA TIEN CHAT, THUOC PQC, NGUYEN LIEU POC LAM THUOC,
THUOC VA DUQC CHAT THUOC DANH MUC CHAT B] CAM SU DUNG TRONG MQT SO NGANH, LINH VyC

Tén nguyén ligw/Tén thudc, ndNE 3/ BAM IUGME. ... ..o ieiiee it ceieir ettt ettt e e e rmne s be e ee e e everae
BIOM VI IR e

P , Y ~ X
Ngay .o R S0 chirng tir So lrgug £ . C oy
thang Noi xuat, nhip xuit, nbip Nhap Xukt Con Iai So6 16, han dung Ghi cha
) 2 3 4) ) (6) (7 ®)

* 88 duoc danh s trang tir 01 dén hét.
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Phy luc XIX
MAU SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
(Kém theo Thong twsé:  /2017/TT-BYT ngdy  thing nam 2017
cua Bé truomg Bg Y té)

Tén co so

56 THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
(Bt ddu sic dung ik...... aén......)

e /LA
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SO THEO DOI SAN XUAT, PRA CHETHUOC PHONG XA

S6 lirong Chit
£
£ S6 lwgmg thude |  thude o < .2 | hrgng
Ngay | SO g , | thanh phim thanh | FOVAtén \Hovatén| o cll Ghi
thea Tén thuoc Hoat 4¢ x ngudi ngudi .
thdng thu dugc theo | pham tha X , pha chu
tr Iy thuyét duge trén pha ché | kicm sodt ché
Ahure 1é
|l @ 3) 4 &) (6) ) O €)]

* 84 duge danh b trang ti 01 dén hét, va dong dAu gidp lai gifta c4c trang.

/)?y-n"k
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Phu luc XX
MAU BIEN BAN NHAN THUGC GAY NGHIEN
(Kém theo Thong tu 56 /2017/TT-BYT ngdy  thing  ndm 2017

cua Bg truong Bo Y té)

CONG HOA XA HOI CHU NGHIA VIET NAM
Dée lap - Tw do - Hanb phiic

BIEN BAN NHAN THUOC GAY NGHIEN
1. Tén ngwdi giao:
- Pia chi:
- 86 CMTND/ Theé ¢én cude/ Ho chiw Cag giy to tuong duong khéc:
Nei cap: Ngay cap:
2. Tén ¢o s& ban 1é: '
- Ch nha thudc:
- Bia chi:
3. Danh. myc mit hang nhin:

- z ] 1

TT | Tén thube,dang bae ché; | Pon vi 1 s6 | Ly do nhinlai |  Ghichd

nong 49/ ham lrgng, tinh lirgng
quy cach déng goi

—— - . —

4. Thoi gian giao nhan: (Cac) mat hang trén duec giao, nhan vao:.. gid.. phit
ngay......thadng .... ndm ........

5. Dja didm giao nhin (Ghi chi tiét dia chi thuc t& giao nhan):

Bién bén nay dugc hai bén théng nhét va 1ap thanh 02 ban, mdi bén gift 01 ban.

cere, gAY thang  ndm......
BEN GIAO BEN NHAN
(Ky va ghi ro ho tén) (Ky va ghi rd ho tén)




l/)y)y\_
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SO THEO DOt THONG TIN CHI TIET KHACH HANG

Ngay [ SO thir | Tén thude. Quy cich | Hoatchat,nongdd/ | Donvi | S8lwgng | TénKbich | Dja | Ghi
thiang tw Aadéng goi bham lugng tinh ban hing chi chi
() () (€)) ) &) (6) 7 ] (8)

* $4 duge danh sb trang 1ir 0] dén hét




Tén co s&
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Phuy lue XXX
MAU SO THEO DOI THONG TIN CHI TIET KHACH HANG
(Kém theo Théng tirsé:  /2017/TT-BYT ngay  thdng ném 2017
ctia Bg truong B Y t6)

SO THEO DOI THONG TIN CHI TIET KHACH HANG
(Bdt dbu sic dung tiv......dén......)
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