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\ Quy dinh chi tiét mot s6 diéu cia Luat dwgc va Nghi dinh )
54/2017/ND-CP ngay 08 thing 5 nam 2017 ciia Chinh phi
vé thudc va nguyén li¢u lam thude phai kiém soat dic bigt

Cén cir Lugt sé 105/2016/QH13 ngay 06 thang 4 nam 2016 vé duge;

Cén cit Nghi dinh s6 54/2017/ND-CP ngay 08 thdng 5 ndm 2017 cia
Chinh phi: quy dinh chi tiét mot 56 diéu va bién phdp thi hanh Lugt duge;

Céin cit Nghi dinh s6 63/201 Z/ND-—CP ngay 31 thang 8 nam 2012 cua Chinh
phu quy dinh chiec ndng, nhigm vy, quyen han va co céu 16 chire cia B6 Y té:

Theo dé nghi cia Cuc trudng Cuc Quan ly Duoc,

Bé trwomg B Y té ban hanh Thong tu quy dinh chi tiét mot sé diéu cia
Ludt duoc va Nghg dinh s6 54/2017/ND-CP ngay 08 thang 5 ndam 2017 cua
Chinh phii vé thudc va nguyén liéu lam thudc phai kiém sodt ddc biét.

Chuong 1
QUY PINH CHUNG

Pidu 1. Pham vi diéu chinh

Théng tu nay quy dinh vé:

1. Céc danh muc lién quan dén thudc, nguyén liéu lam thudc phai kiém
so4t dic biét bao gom:

a) Danh muc dugc chét gay nghién theo quy dinh tai Phy luc I kém theo
Thong tu nay va Bang gidi han ndng d6, ham lugng dugc chét gay nghién trong
thudc dang phéi hgp theo quy dinh tai Phu lyc IV kém theo Thong tu nay;

b) Danh muc dugc chét huong than theo quy dinh tai Phu lyc I kém theo
Thong tu nay va Bang gidi han ndng do, hiam lugng dugc chit hudéng than trong
thubc dang phbi hop theo quy dinh tai Phy lyc V kém theo Thong tu nay,

¢) Danh muyc tién chit ding lam thude theo quy dinh tai Phu lyc III kém
theo Thong tu ndy va Bang gi6i han nong o, ham lugng tién chit ding lam thudc
trong thubc dang phbi hop theo quy dinh tai Phu luc VI kém theo Thong tu nay;
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,d) Danh muc thude, dugc chét thudc danh muc chét bj cdm sir dung trong
mot s0 nganh, linh vire theo quy dinh tai Phu luc VII kém theo Théng tu nay.

2. Hoat dong bao quan, san xuat, pha ché, cp phat, sir dung, huy, giao nhén,
van chuyén, béo céo vé thudc, nguyén liéu 1am thudc phai kiém sodt dic biét.

3. Hoat dong cung cép thudc phong xa.

4. Ho so, sb 'séch va l}ru gilt ching tlr, tai lidu ¢ lién quan vé thudc,
nguyén liéu lam thudc phéi kiém soat dic biét.

Diéu 2. Péi twgng dp dung

1. Cac quy dinh vé danh muc hen quan dén thudc, nguyén liéu lam thuée
phai klem so4t dic biét va hd so, sb sach va luu gilr chung tir, tai liéu co lién
quan vé thudc, nguyen heu 1am thude phai kiém soat dic biét quy dinh tai Thong
tu ndy 4p dung doi véi tit ca céc co s kinh doanh duge va cic co s& duoc quy
dinh tai khoan 2 Piéu nay.

2. Quy dinh vé hoat ddng bao quén, san xut, pha ché, cdp phat, sir dung,
hiy, giao nhéan, vin chuyén, béo cdo vé thucfic, nguyén liéu 1am thudc phai kidm
soat dic bi¢t tai Thong tu nay chi ap dyng doi vdi co sa sau day:

a) Co s& kham bénh, chira bénh;

b) Co s& cai nghién bit bude;

¢) Co sé nghién ciru, dao tao chuyén ngéanh y dugc;

d) Cosdcod hoat dong dugc khéng vi muc dich thuong mai khac.

3. Quy dinh vé hoat dong cung cép thude phong Xa tai Thong tu nay chi ap
dung ddi véi co s& kham bénh, chita bénh cé sin xuét, pha ché thudc phéng xa.

Diéu 3. Phan loai thubc phai kiém sodt diic biét
1. Thudc gay nghién bao gbm céc loai sau day:
a) Chira mot hozc nhiéu duqc chit gy nghu:n hoic thude chira duqc chat

gdy nghién phm hop véi duge chat hudng thin va ¢ hodc khong c¢6 tién chit
ding lam thudc quy dinh tai Phu luc I, IT va III kém theo Thdng tu nay.

b) Chira dugc chat gay nghién (c6 hodc khéng c6 dugc chit huéng thén,
tién chat dung lam thuoc) phdi hop v6i duge chit khéc khong phai la duqc chat
gdy nghién, dugc chit hudng than, tién chét ding 1am thudc trong do6 nong do,
ham lugng dugc chét gay nghién 16n hon ndng dd, ham lugng quy dinh tai Phu
luc IV kém theo Thong tu nay.

2. Thudc hudng than bao gdm céc loai sau day:

a) Chirta mdt hodc nhidu duge chit hudng thin hodc thubce cé chira duge
chit hudng than phdi hgp vai tién chét dung lam thude duge quy dinh tai Phu
luc II va IIT kém theo Thong tu nay.



b) Chua dugc chit huong than (c6 hodc khong c6 duge chét gly
nghién, tién chit ding lam thuoc) phéi hqp voi duorc chét khac khong phai la
dugc chét gdy nghién, dugc chét hu(mg than, tién chit dung 1am thuédc, trong
d6 ndng d6, ham lugng duoc chét huéng than 16n hon nong dd, ham luong
quy dinh tai Phy luc V ctia Théng tir nay, néng dg, ham lugng dugc chét gay
nghién (néu c6) nho hon hodic bang ndng d6, ham lugng quy dinh tai Phu lyc
IV kém theo Thong tu nay.

3. Thubc tién chit bao gdm céc loai thude sau day:

a) Chira mét hodic nhiéu tién chit ding 1am thudc quy dinh tai Phu luc III
kém theo Thong tu nay;

b) Chira tién chat dung lam thudc (c6 hodic khong c¢6 dugc chit giy
nghién, duqc chét huéng than) phéi hqp véi duqc chét khac khong phai la
duqc chat gay nghién, duqc chét huéng thin, tién chat dung lam thudc trong d6
nong do, ham lugng tién chat dung lam thude lun hon nong d6, ham lu'gmg quy
dinh tai Phu luc VI kém theo Thong tu nay, ndng d9, ham lugng dugc chit giy
nghién (néu c6) nhé hon hoéc béng ndng 9, ham luqng quy dinh tai Phu luc
IV kém theo Thﬁng fur nay, ndng d, ham lugng dugc chét huéng than (néu c6)
nhé hon hodc bing ndng dd, ham lugng quy dinh tai Phy luc V kém theo
Thong tu nay.

4. Thube dang phdi hop ¢6 chira duge chat gay nghién bao gérn céc thudce
dap tmg dong thoi cc diéu kién sau day:

a) Chira duqc chét gay nghién; hoac du'qc chét giy nghlen phdi hop vm
duoc chit hudong than ¢6 hoéc khéng c6 tién chat dung lam thubc trong d6 ndng
do, ham lugng cuia dugc chit gay nghlen, dugc chat huéng thén, tién chat ding
lam thudc ddu nhd hon hodc bing ndng 5, ham lugng quy dinh tai Phu luc IV,
V va VI kém theo Thong tu nay;

b) Chira céc dugc chit khac khéng phai 1a duge chét gay nghién, dugc
chét huéng than, tién chét ding lam thube.

5. Thudc dang phdi hop cé chira duge chit huéng thin bao gém céc thude
dap tmg dbng thor cac diéu kién sau day:

a) Chita duge chét huéng than hodc dugc chat huéng than phdi hop véi
tidn chét dimg lam thudc trong d6 ndng @5, ham h.rqng duoc chét huéng than,
tién chét ding lam thube déu nhé hon hojc bing nong do, ham lugng quy dinh
tai Phu luc V va VI kém theo Théng tu nay;

b) Chira cac dugc chét khac khong phai 1a dugc chat gay nghién, dugc
chét hudng than, tién chét ding lam thudc.

6. Thudc dang phdi hop co chira tidn chét bao gom céc thudce dap tmg
dbng thai cac didu kién sau day:




a) Chira tién chét ding lam thudc, trong dé ndng d9, ham lugng tién chét
ding 1am thuée nho hon hodc bing ndng dd, ham lugng quy dinh tai Phy luc VI
keém theo Thong tu nay;

b) Chira céc dugc chit khac khong phai la dugc chét gdy nghién, duge
chét hudng than, tién chét dung lam thude.

7. Thube va duge chét trong Danh muc thude, dugc chét thudc danh muc
chét bj cAm sir dung trong mdt s6 nganh, linh vuc:

Cac thudc va duge chat trong Danh muyc thubc, dugc chét thudc danh muc
chét bi cAm sir dung trong mét s6 nganh, lmh vuc dugc lua chon theo nguyén tic
quy dinh tai khoan 2 Dleu 41 Nghj dinh sd 54/2017/ND-CP ngay 08/05/2017
quy dinh ch1 tiét mot sb didu va bién phap thi hanh Luét dugc (sau day goi tat 12
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 CAO VE THUOC, NGUYEN LIEU
LAM THUOC PHAI KIEM SOAT PAC BIET

Diéu 4. Bao quin

1. Co s& kham bénh, chira bénh, co s cai nghién bét budc, co s¢ nghién
ciru, dao tao chuyén nganh y dugc, co‘ sé' ¢6 hoat dong dugc khong vi muc dich
thuong mai khéc phai tudn thu yéu cAu vé Thuc hanh t6t bao quan thudc, nguyén
liéu lam thudc trong dé:

a) Thube gay nghién, thude hucmg than, thudc tién chét, nguyén liéu lam
thuéc 13 duoc chét giy nghién, dugc chét hucmg thin, tién chat dung lam thudc
phai duge bao quan tai kho, tu rleng c6 khoa chic chin va khong duge dé cung
céc thudc, nguyen liéu lam thudc khéc. Néu khong ¢6 kho, tu neng, thudce gay
nghién co thé dé cung t, gia, ké chung véi thube huong than, thudc tién chat
nhung phai sép xép riéng b1¢t cho tung loai thuoc, c6 bién hl-:u rd rang dé tranh
nhdm 14n; Thubc hucmg than sip xép trong qudy, ti clia tram y té cép xa, tram Xa
phai c6 khod chic chiin va c6 phan cong ngudi quan ly, cép phét, theo ddi s sach;

b) Thubc dang phm hop c6 chia dugc chit gay nghién, thuoe dang phdi
horp ¢6 chira duge chét huéng than, thubc dang phm hop ¢6 chira tién chit phai
d& khu vuc riéng biét, khong dugc dé ciing cac thube khac;

¢) Thubc phéng xa phai dugc bao quan tai kho, ti c6 khoa chéc chén, dam
bao an toan birc xa va an ninh, chéng phoi nhiém blrc xa méi trudng theo ding
quy dinh cua phap luat vé nang lugng nguyén tir;
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d) Thudc ddc, nguyén liéu dde 1am thubc phai dé khu vuc riéng biét,
khéng dugc dé cing cac thudc khac, phai sip xép gon gang, tranh nham lan, dé
quan sat trong khu vyc bao quan;

&) Thubc gy nghién, thube hudng thin, thudc tién chét & ti thude trye,
til thudc cdp ciru phai duge dé & mét ngin hodc 6 riéng, khong dugc dé cing
céc thube khéc va do didu dudng vién truc gilt, cip phét theo y lénh. Tu thude
truc, ti thubc cdp ctru ¢6 khod chic chén. S6 luqmg, chiing loai thudc phai
kiém soat dic b1¢t dé tai ti thuée truc, ta thude cép ciru do ngudi dimg diu co
s0 quy dinh bang vin ban. Khi dm ca tryc, ngu'm gitr thudc cia ca truc trudce
phéi ban giao sb lugng thubc va sb theo ddi thude cho ngudi gitt thudc cuia ca
truc sau. Khi ban giao, ngudi giao va nguoi nhan phai ky nhén dly du trén s6
theo doi thude.

2. Ngudi quan 1y thuée phai c6 trinh d dao tao phi hop véi loai thude,
nguyén liéu lam thudc phai kiém soat dic biét, cu thé nhu sau:

a) Dbi véi thubc gdy nghién, nguyén liéu lam thudc 13 dugc chit giy
nghién, ngudi quén 1y tai khoa dugc bénh vién phai co bing tot nghiép dai hoc
nganh duogc tré [én, ngudn que’m ly tai cac co sa khac quy dinh tai khoan 2 Piéu
2 Thong tu nay phai ¢ bing tot nghiép trung cép nganh duoc trd 1én;

b) Péi voi thube hucmg than, thudc tién chét, nguyén liéu lam thude 1a
dugc chét hucmg than, tién chit ding lam thubc, ngudi quan 1y phai cé béng tot
nghiép trung cap nganh dugc trd 1én.

Trudmg hop tram y té cap x4, tram x4 khong c6 nhén su dap img quy dinh
tai khoan nay thi ngudi dimg dau co s¢ giao nhiém vu bang van ban cho ngudi
6 trinh do tir y s¥ trd 1én;

c) i véi thubc phéng xa, ngudi quén Iy phal c6 bang tdt nghiép trung cap
nganh dugc trd 1én hodc béc s, k¥ thudt vién, didu dudng vién, da qua dao tao vé
an toan birc xa va dugc ngudi dung déu co s giao nhiém vu bang van ban.

Didu 5. San xuit, pha ché

Viéc san xudt, pha ché cic thudc phai kiém soét dic biét bao gbm thubc
phong xa thyc hién theo quy dinh tai Thong tu s6 22/2011/TT-BYT ngay 10
thang 6 nim 2011 cua Bo truéng B Y t& quy dinh t6 chirc va hoat dong cla
khoa dugc bénh vién.

Piéu 6. Cap phat, sir dung, hity thude

1. Déi véi co s& kham bénh, chira bénh, trir co s& diéu tri nghién chét
dang thudc phién bang thudc thay thé: viéc cap phat, sir dung thyc hién theo quy
dinh tai Thong tu $6 23/2011/TT-BYT ngay 10 théng 6 ndm 2011 cta B trudng




Bo Y té huéng din sit dung thudc trong céc co s& y té ¢ giudng bénh (sau day
goi tét 1a Théng tu s6 23/2011/TT-BYT).

2. Dbi v6i co s& cai nghién bt bude, co sé didu tri nghién chét dang thude
phién bing thudc thay thé: viéc cdp phat, sir dung céc thude phai kiém soét dic
biét dugce thuc hién nhu sau:

a) Khoa diéu tri, phong khim tbng hop va 14p Phiéu linh thudc giy
nghién, thuéc hudng thin, thudc tidn chit theo mAu s6 1 kém theo Théng tur s
23/2011/TT-BYT cho khoa, phong minh;

b) Bo phan duoc cip phat thude cho cic khoa diéu tri, phbng kham theo
Phiéu linh thubc va phal theo doi, ghi chep day di sb luqng Xuat, nhap, ton kho
thudc gay nghién, thuéc huéng than va thubc tién chét vao s6 theo miu quy dinh
tai Phu luc VIII kém theo Théng tu nay;

¢) Tai céc khoa diéu tri, phbng kham, sau khi nhédn thuée, nguoi dugce
phan cong nhiém vu phai d5i chiéu tén thudc, néng do, ham lugng, han dung,
sé lugng thudc trude lac tiém hogc phat, hudng dén sir dung va tryc tiép clp
phét cho ngudi bénh;

d) Thube gy nghle,n, thubc huéng thin va thubc tién cht khong sir dung hét
hodc do ngudi bénh chuyén co s& hoic bj tir vong, khoa diéu tri, phong kham phai
lam gaay tra lai bo phan dugc. Truéng b phan dugce phai cin cir diéu kién cu thé
dé quyét dinh téi sir dung hogic huy theo quy dinh va 1ap bién ban luu tai co s

&) Truémg bd phin dugc hodc ngudi ¢ bang tét nghxép trung cip nganh
duoc trd 1én dugce ngudi dung dau co s¢ glao nhiém vy bang vin ban ky duy@t
Phiéu linh thubc gay nghién, thudc huéng than va thubc tidn chét cua khoa diéu
tri, phong kham;

e) Tru'c'mg khoa diéu trj hoic phé khoa diéu tri dugc truéng khoa giao
nhiém vy bang vin ban, truong phong kham hodc pho phong kham dugc trudng
phong kham gxao nhi¢m vu bang vin ban ky duyét Phidu linh thubc gay nghién,
thubc huéng than va thudc tién chat cho khoa, phdng minh.

3. Co s& kham bénh, chira bénh, co s& cai nghién bét budc, co s nghién
ctru, dao tao chuyén nganh 7 duge, co s co hoat dong duoc khong vi muyc dich
thuong mai khac phai 1ap ho so dé ngm mua thudc theo quy dinh tai Piéu 53
Nghij dinh s0 54/2017/ND-CP va gm dén So Y té nm co s& dat try s& dé xem
xét, phé duyét theo quy dinh tai Diéu 54 Ng,h; dinh sb 54/"017/ND—CP trude khi
mua cac thudc gy ng,hlen thudc huéng than va thuc tién chat va thuéc dang
phoi hop c6 chira tién chat khong thudc dbi tugng phai d4u thiu dé phuc vu cho

nhu céu diéu tri, nghién ciru, kiém nghiém cta co sd.



4. Co s0 kham bénh, chita bénh, co sé cai nghién bét budc, co s& nghién
ciru, dao tao chuyén nganh y dugce, co s& ¢6 hoat dong dugc khdng vi muyc dich ;
thuong mai khéc chi duge huy thube gdy nghién, thudc huéng thin, thube tién |
chét va nguyén liéu 1am thubc 13 duoc chét giy nghién, duge chét huong thin, |
tién chét dung lam thudc, thudc phong xa sau khi cé cong van cho phép cia S¢ Y
t€ noi co s& dit try ¢ theo quy dinh tai Diéu 48 Nghj dinh s6 54/2017/ND-CP.

Diéu 7. Giao nhén, vin chuyén giita cic co s& E

1. Yéu cAu déi véi co s& va ngudi vén chuyén thube, nguyén ligu lam thudc
phai kiém soat déc biét:

a) Co s& tham gia qu4 trinh giao, nhan thudc phong xa phai ¢6 gidy phép
tién hanh cong viéc birc xa, pham vi van chuyén nguon phéng xa, ngudi giao, |
ngudi nhén, ngudi vén chuyén thudc phéng xa phai c6 ching chi an toan buc xa |
theo quy dinh ciia B Khoa hoc va Cong nghé;

b) Ngudi vén chuyén thubc gdy nghién, thubc hudng thén, thude tién
chat, nguyén lidu lam thudc 1a duge chét gay nghién, dugc chét huéng than,
tién chét ding 1am thudc khi 1am nhiém vy phai mang theo van ban giao
nhiém vu cta nguoi ding diu co sd, giéy t& tuy than hop I¢, hoa don ban
hang ho#c phiéu xuit kho.

2. Yéu cu déi véi viéc giao nhan, vén chuyén thudc , nguyén lidu lam thude
phai kiém soat dic biét:

2) Khi tién hanh giao, nhén céc thubc gly nghién, thudc hudng than,
thubc tién chét, nguyén liéu 1am thudc 1a dugc chét gy nghién, dugc chat huéng |
thin, tién chét ding 1am thudc phai c6 Bién ban giao nhén theo mau quy dinh tai
Phuy luc IX kém theo Thong tu nay;

b) Khi giao, nhan thubc, nguyen lidu lam thudc phai kiém soat dic biét,
ngudi giao, ngucu nhan thudc phiu tién hanh kiém tra d6i chiéu tén thudc, tén
nguyen liéu, ndng d6, ham luqng, s6 luong, sb 16 san xuét, han ding, chét luong
thudc, nguyén liéu 1am thudc vé mit cam quan; phai ky va ghi 16 ho tén vao 1
chimg tu xuét kho, nhép kho;

¢) Thubc gay nghién, thudc hucmg thén, thude tlen chét, nguyén liéu lam 1
thude 12 duoc chét gay nghlf;n, duge chit huong thén, tién chét dung 1am thudc, |
trong qua trinh vén chuyén phai bao dam an ninh, tranh thit thodt.

Ditu 8. Bdo cdo
1. Bdo céo dinh ky: %
a) Trudc ngay 15 thang 01 hang ndm, co s& khdm bénh, chita bénh, co s¢

cai nghién bt budc, co s& nghién ciu, dao tao chuyén nganh y duqc, co so ¢ |
hoat dong dugc khéng vi muc dich thuong mai khac lap bao cao xuét, nhép, ton ‘



kho, sir dung thudc gay nghién, thubc huéng thin, thude tién chat, thubc phéng
xa, thubc dang phdi hop c6 chira tién chét giri S& Y té noi co s¢ dit try sé theo
mau bdo cao quy dinh tai Phu luc X kém theo Théng tu niy;

b) Trudc ngay 15 thang 02 hang ndm: S¢ Y té bdo cdo tinh hinh sir dung
thubc gdy nghién, thude huc'mg thn, thuéc tién chit, thudc phéng xa, thude dang
phéi hop c6 chira tién chat hang nim ctia cic co s& trén dia ban minh, Cyc Quan
y - B§ Quoc phong béo céo tinh hinh st dl,mg thude gay nghién, thudc huorng
than, thubc tién chat, thudc phéng xa, thuoc dang phm hqp c6 chira tién chat
hang ndm cla cac co s¢ ciia nganh minh vé Bd Y té theo méu bio cdo quy dinh
tai Phu luc XI kém theo Thong tu ndy.

2. Béo cdo dot xuat:

Trong thoi han 48 (bon muoi tim) gid, ké tir khi phat hién nham lan, thét
thoat thudc phong xa, thubc gay nghu;n thubc hudng thén, thube tién chit,
thudc dang phéi hqp c6 chira tién chét va nguyén liéu lam thudc 1a dugc chét
gdy nghién, dugc chét huong than, tién chét ding lam thude, co s& kham bénh,
chita bénh, co s& cai nghién bét budc, co s& nghién clu, dao tao chuyén nganh
y duge, co s& c6 hoat dong duge khdng vi myc dich thuong mai khac 1ap béo
céo bing vin ban va gui vé B Y té theo miu bao cdo quy dinh tai Phy luc XII
kém theo Thong tur nay.

3. Bao cao quy dinh tai khoa.n 1, 2 Diéu nay phai duge thyc hxen truc
tuyén khi By Y té trién khai phan mém, dit liéu quan ly chung trén toan quéc.

Chwong 111
CUNG CAP THUOC PHONG XA

Pidu 9. Cung cip thuéc phéng xa

Co sd kham bénh, chita bénh dd dugc phép san xuét, pha ché dugc cung
cp thubc phéng xa cho co s& kham bénh, chita bénh khéc khi dap img cac yéu
céu sau day:

1. 86 luong thudc san xuat, pha ché phuc vu cho cong tic diéu tr tai co s
nhiéu hon nhu céu sir dung thye té.

2. Pugc B8 Y té (Cuc Quan Iy Dugc - Bd Y té) dong ¥ bang vén ban.

Pitu 10. Hb so d& nghj cung cip thudc phéng xa

1. Don d& nghj cung cép thudc phéng xa cia co s& khim bénh, chira bénh
theo mau don quy dinh tai Phu luc XIII kém theo Thong tu nay.

2. Béo céo viéc san xuit, pha ché, st dung thube phéng xa dé nghi cung
cap tai co s& kham bénh, chira bénh san xuét, pha ché, trong d6 néu cy thé cac



théng tin vé cong sudt mdy, kha nang san xuét, s6 lugng thudc san xuit, s6
lugng bénh nhén sir dung, s6 lugng thude dd san xudt nhung khéng sir dung c6 |
déng déu xac nhan ctia co s& d& nghi theo mu béo cdo quy dinh tai Phu luc XIV
kém theo Thong tu nay.

Piéu 11. Trinh ty, thi tuc cho phép cung cip thudc phong xa

1. Co s& kham bénh, chita bénh ngp 01 bd hd so truc tiép hodc qua buu
dién vé& Cuc Quan ly Dugc - B6 Y té.

2. Sau khi nhén duge hd so, Cuc Quan 1y Duge - B§ Y té tra cho co s dé |
nghi Phiéu tiép nhén hd so theo mau phiéu quy dinh tai Phu luc XV kém theo l
Thong tu nay. |

3. Trong thoi han 15 ngay ké tir ngay g,hi trén Phiéu tiép nhén hd so, i
tru'.crng hop khong ¢é yéu ciu sira don, b6 sung hd s, Cuc Quan ly Dugc - BQ Y
té ¢6 van ban chap ﬂman viéc cung cdp thubc cua co so trudng hop ¢ yéu cau
sira ddi, bd sung ho so, Cuc Quan ly Dugc - Bg Y té ¢6 vin ban gui co so dé
nghi, trong dé néu cu thé c4c tai liéu, ndi dung cén sira doi, b6 sung.

4. Sau khi co s& ngp hd so sira dox, bd sung, Cuc Quan ly Duqc Bo Y té
tra cho co s& Phiéu tiép nhén hd so sira ddi, bd sung theo méu phiéu quy dinh tai
Phu luc XV kém theo Thong tur nay.

a) Trudng hgp hd so sira d6i, bd sung khéng dép tmg yéu cau, Cuc
Quan ly Duge - B§ Y té ¢6 vin ban théng bdo cho co s& theo quy dinh tai
khoén 3 Diéu nay;

b) Trudmg hop khéng co yéu chu stra doi, bd sung d6i véi hd so sira dox
bd sung, Cuc Quan ly Dugc - B0 Y té c6 vin ban chap thuén viéc cung cap
thudc cta co s& theo quy dinh tai khoén 3 Piéu nay. |

5. Trong thoi han 60 ngay, ké tir ngay co quan tlep nhan hd so c6 vin ban |
thong bao sira ddi, bd sung, co s& d& nghi phéi nqp hd so sira d6i, bd sung theo i

I

yéu cau. Sau thoi han trén, co sO khong sira ddi, bd sung hodc sau 90 ngay ké tir
ngay ndp hod so 1an dAu ma hd so bé sung khong dap (g yéu céu thi hd so da
ndp khéng con gia tri. |
Chwong IV 5
HO SO, SO SACH VA LUU GIU CHUNG TU, TAI LIEU |
CO LIEN QUAN VE THUOC, NGUYEN LIEU LAM THUOC |
PHAI KIEM SOAT PAC BIET |

Pidu 12. HO so, s6 sich ddi voi co s& san xuit |
1. Co s& san xuft thudc gay nghién, thude hucmg than, thudc txen chat, ;
nguyén liéu lam thudc 12 duge chét gﬁy nghién, duqc chit hudng thén, tién chat j
dung lam thudc phai lap va ghi chép day di cac loai s6 theo ddi sau déy: ‘

e
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@) S theo ddi pha ché, san xudt thudc giy nghién, thudc hudéng than,
thuoc tién chat theo mau so quy dinh tai Phy luc XVI kém theo Thong tu nay;

~ b) 86 theo ddi xuét, nhap, ton kho thudc gay nghién, thuéc hudng than,
thudc tien chat, nguyén ligu lam thude 14 duge chat gay nghién, dugc chit huéng
thin, tién chét ding lam thudc theo mAu sb quy dinh tai Phu lyc VIII kém theo
Thong tu nay;

c) Phiéu xuft kho thubc gdy nghién, thude huéng than, thudc tién chit,
nguyeén li¢u lam thudc 1a dugc chat gay nghién, dugc chat hudng than, tién chét
ding lam thudc theo mau phiéu quy dinh tai Phy luc XVII kém theo Thong tu
nay;

d) Cac chung m' lién quan dén viéc mua ban thude giy nghu;n thude
hudng than, thudc tién chat nguyén lidu 1am thubc la dugc chat giy nghién,
dugc chat huéng thin, tién chit ding lam thudc.

2. Co s san xuét thubc dang phm hgp cé chira dugc chit gay nghién,
thube dang phm hqp ¢6 chira duge chit huéng thin, thuc dang phéi h:;rp co
chira tién chat, thudce doc, nguyén liéu doc 1am thube, thuoc va dugc chét trong
Danh muc thubc, duge chét thuoc danh muc chat bi cAm sir dung trong mét s6
nganh, linh vyc phai ghi chép day di cac loai s6 theo ddi sau day:

a) S6 theo doi xuét, nhéap, tdn kho thubc theo miu sé quy dinh tai Phu luc
XVIII kém theo Thong tu nay;

b) Phiéu xuat kho nguyén liéu lam thudc la duqc chit giy nghién, dugc
chét hudng than, tién chét dang lam thude theo mau phleu quy dinh tai Phu luc
XVII kém theo Thong tur nay;

¢) Céac chimg tir lién quan dén viéc mua ban nguyén liéu lam thube 1a
duoc chit giy nghién, dugc chét huong thén, tién chit ding lam thude, thudc
dang phéi ho‘p c6 chira duge chit gay nghién, thuoc dang phm hgp ¢6 chira dugc
chit hudng thén, thubc dang phm hop ¢6 chita tién chét, thudc déc, nguyén lidu
doc lam thuoc thudc va duge chat trong Danh myc thuéc, dugce chit thuge danh
muc chét bi cAm sir dung trong mdt sd nganh, linh vuec.

3. Co s& san xuét thube phong xa phai 1ap va ghi chép day du cac loai 56
theo doi sau day:

a) S6 theo ddi pha ché, san xuit thubc phong xa theo theo mu sb quy
dinh tai Phu luc XIX kém theo Thong tu nay;

b) S& theo ddi xuét, nhap, tdn kho thuéc phéng xa theo mau sb quy dinh
tai Phu luc VIII kém theo Thong tu nay;

¢) Phiéu xuét kho thubc phong xa theo mau s quy dinh tai Phu luc XVII
kém theo Thong tu nay;

d) Céc chimg tir lién quan dén viéc mua ban thubc phong xa.
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Pidu 13. Hd so sb sach dbi véi co s xuat khau, nhip khiu

1. Co s& xuét khau, nhép khéu thude gay nghién, thube hudng thén, thudc
tlen chit, nguyén ligu lam thude 1a dugc chat gay nghién, dugc. chat hucmg than,
tidn chit ding 1am thudc phai 1ap va ghi chép day du cac loai hd so, sb sach theo
doi sau day

a) S theo doi xuit, nhap, ton kho thubc gdy nghién, thude huong thin,
thubc tién chat, nguyén ligu lam thude la duqc chét gy nghién, duge chit huéng
than, tién chét dung lam thudc theo miu sb quy dinh tai Phu luc VIII kém theo
Thong tu nay;

b) Phiéu xuét kho thudc gdy nghién, thuéc hudng than, thudc tién chat
theo miu phiéu quy dinh tai Phy luc XVII kém theo Thong tu nay;

c¢) Cac chung tir lién quan dén vxe;c xuét khiu, nhap khau, mua ban thudc
gay nghu:n, thube huo'ng than, thudc tién chit.

2. Co s& xut khau, nhap khiu thudc dang phm hgp c6 chira duqc chat
gay nghu;n, thude dang phm hqp ¢6 chira dugc chit huéng than, thubc dang
phm hgp ¢6 chira tién chat, thuéc déc, nguyen liéu doc lam thude, thuoc va dugce
chét trong Danh muc thude, duge chét thugc danh myc chét bi cim sir dung
trong mot s6 ngénh linh vc khi theo ddi bang hd so, sb sach phai lap va ghi
chép day du cac hd so sau day:

a) S3 theo ddi xudt, nhap, tdn kho thudc dang phm hgp c6 chira duqc
chét gay nghién, thube dang phox hqp ¢6 chira dugc chét huéng than, thudc
dang phéi hqp ¢6 chira tién chét, thude doc, nguyen liéu doc lam thudc, thuoc
va duogc chét trong Danh muc thuée, duge chat thuoc danh muc chét bj cam
sir dung trong mot s6 nganh, linh vuc theo mAau sé quy dinh tai Phy luc XVIII
kém theo Théng tu nay;

b) Chimg tir lién quan dén viéc xuét khau, nhap khéu, mua ban thudc dang
phm hop co chira duge chit gay nghién, thude dang phm hgp c6 chira duge chat
huéng than, thube dang phm hop c6 chira tién chét, thube doc, nguyén li¢u doc
lam thuoc thudc va dugc chit trong Danh muc thube, dugce chat thudc danh myc
chét bi cdm sir dung trong mot s6 nganh, linh vyc.

3. Co s& xufit khdu, nhap khiu thudc phéng xa phai ldp va ghi chép day
dii cac hd so sau déy:

a) Sb theo dai xuét, nhép, tdn kho thubc phéng xa thyc hién theo mau sd
quy dinh tai Phu luc VIII kém theo Thong tu nay;

b) Phiéu xuit kho thuéc phéng xa theo mau phiéu quy dinh tai Phy luc
XVII kém theo Thong tu nay;

¢) Céc chung tir lién quan dén viéc xuét khau, nhap khéu, mua ban thubc

phong xa.
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Didu 14. Hb so sb sach ddi véi co s& ban budn

1. Co s& ban buén thubc giy nghién, thude hudng than, thudc tién chat
phai 14p va ghi chép ddy du céc hd so sau day:

0 $6 theo ddi xuét, nhap, ton kho thudc gay nghién, thubc huéng than, thude
tién chét theo miu sé quy dinh tai Phy luc VIII kém theo Théng ti nay;

b) Phiéu xuét kho thuéc gdy nghién, thubc hudng than, thudc tién chat
theo mau phiéu quy dinh tai Phy luc XVII kém theo Théng tu nay;

¢) Céc chimg tir lién quan dén viéc mua ban thudc gdy nghién, thudc
huéng than, thudce tién chat.

2. Co s& ban budn thuéc dang phm hgp cé chua du’qc chat gay nghién,
thubc dang phm hqp ¢6 chira duge chét huéng than, thube dang phéi hop c6
chira tién chét, thude doc, nguyén li¢u doc lam thuoc, thuoc va duge chat
trong Danh muc thuéc, dugc chit thuqc danh muc chét bj cdm sir dung trong
mgt s6 nganh linh vyc khi theo ddi bing hé so sO sach phai lap va ghi chép
diy du cac ho so sau day:

a) So theo doi xuit, nhap, tdn kho thudc dang phox hgp co chira dugce
chat gdy nghién, thube dang phm hop c6 chira duge chét hudng than, thude
dang phm hqp c6 chira tién chit, thube doc, nguyen liéu doc lam thudc, thuoc
va dugc chét trong Danh muc thube, dugc chat thuoc danh muc chét bi cam
sir dung trong mét sé nganh, linh vyc theo mau sb quy dinh tai Phy luc XVIII
kém theo Thong tu nay;

b) Ching tir lién quan dén v1¢c mua bén thude dang phoi hop ¢6 chira
dugc chét gdy nghién, thuoc dang ph01 hgp ¢6 chira dugc chit hudng thén, thubc
dang ph01 hgp ¢6 chira tién chat, thudc doc, nguyen lidu doc 1am thudc, thuoc va
duoc chét trong Danh muc thuéc, duge chét thudc danh muc chit bj cdm sur
dung trong mot s6 nganh, linh vyc.

3. Co sé& ban budn thude phéng xa phai 14p va ghi chép diy du cac loai 50
theo ddi sau day:

a) S theo ddi xudt, nhap, ton kho thubc phéng xa thyc hién theo mau sd
quy dinh tai Phu lyc VIII kém theo Thong tu nay;

b) Phiéu xut kho thuéc phéng xa theo mau s6 quy dinh tai Phu luc XVII
kém theo Thong tu nay;

¢) Céc chimg tir lién quan dén viéc mua ban thubc phong xa.

Pidu 15. H) so sb sach dbi véi co s& bin 1é

1. Nha thudc béan 1é thubc ghy nghién, thubc huéng thin, thude tién chét
phai 1ap va ghi chép day du cic loai ho so sau day:
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a) S6 theo dai xuat nhép, t6n kho thudc gy nghién, thubc huéng than,
thudc tién chat theo mau sb quy dinh tai Phu luc VIII kém theo Théng tu nay;

b) Phleu xuét kho thudc gdy nghién, thudc huéng than, thudc tién chit cua
noi cung cép thuéc;

¢) Pon thudc gay nghién, thudc huéng thin lwu tai co sé sau khi ban;

d) Bién ban nhén thudc giy nghién theo mau bién ban quy dinh tai Phu
luc XX kém theo Théng tu nay;

d) 86 theo ddi thong tin chi tiét khach hang theo mAu sd quy dinh tai Phu
luc XXI kém theo Thong tu nay.

2. Co s ban Ié thube dang phdi hop c6 chira dirge chét gay nghién, thuoc
dang phéi hgp c6 chira du‘qc chét huré'ng than, thudc dang phm hop ¢é chira tién

chat pha1 1ap va ghi chép day du S theo dbi théng tin chi tiét khach hang theo
mau s6 quy dinh tai Phy luc XXI kém theo Thong tu nay.

Piéu 16. Hd so sb sach dbi véi co si kinh doanh dich vu bao quin
thude, kinh doanh dich vy thir thudc trén lAm sang, kinh doanh dich vy thir
twong duong sinh hoc ciia thube, kinh doanh dich vy kiém nghiém

1. Thube gdy nghién, thude huong than, thube txen chét, nguyén liéu lam
thudc 13 duge chat gay nghién, dugc chat hu'éng thén, tién chét diing 1am thudc:
phai 18p va ghi chép day du céc loai hd so, sb séch theo ddi sau day:

a) S theo doi xut, nhap, ton kho thudc gay nghién, thudc huong than,
thube tlen chat nguyén liéu 1am thuéc la du'qc chét gay nghién, dugc chét hudéng

than, tién chit ding lam thudc theo miu sb quy dinh tai Phy luc VIII kém theo
Thong tu nay;

b) Phiéu xuét kho thudc gdy nghién, thubc hudng than, thudc tién chét
theo mau phiéu quy dinh tai Phu lyc XVII kém theo Théng tu nay.

2. Thube dang phdi hgp c¢6 chira duge chét gdy nghién, thuoc dang phm
hop c6 chira dugc chit hudng than, thube dang phm hop c6 chira tién chat; thude
dqc, nguyén liéu doc lam thuoc, thudc, duge chit trong Danh muc thuée, duge
chit thude danh myc chat bi cAm su dung trong mot s0 nganh lmh vye phai lap
va ghi chép day du sd theo ddi xuét, nhap, tdn kho thudc theo miu sé quy dinh
tai Phu luc XVIII kém theo Thong tu nay.

3. Thuoc phong xa phai 1ap va ghi chép ddy du sd theo doi xuit, nhip, ton
kho theo mau s quy dinh tai Phu lyc VIII kém theo Théng tu nay.

Diéu 17. Hb so sb sach dbi véi co s& khim bénh, chira bénh, co s& cai
nghién bit budc, co s& nghién ciru, dao tao chuyén nganh y dwge, co sé ¢o
hoat dong dwgec khong vi myc dich thwong mai khac

1. Céac co s& nghién ctru, dao tao chuyén nganh y duge, co sé ¢ hoat
ddng dugce khong vi muc dich thuong mai khdc va cac co sd kham bénh, chira
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bénh, trir co s& d‘iéu trj nghién chat dang thudc phién bing thudc thay thé, phai
lap va ghi chép day di céc loai so theo ddi sau ddy:

a) S$6 pha ché thudc giy nghién, thudc hudng thén, thude tién chét, thude
phoéng xa theo miu sd quy dinh tai Phu lyc XVI va Phy lyc XIX kém theo
Thong tu nay;

b) S theo ddi xut, nhdp, tdn kho thudc gly nghién, thubc hudng than,
thgéc tién chét, nguyén liéu lam thudc 1a duge chét gy nghién, dugc chét hudng a
than, tién chit ding 1am thudc, thudc phong xa theo mau sb quy dinh tai Phu luc E
VIII kém theo Thong tu nay.

2. Co s& cai nghién bét bue, co s& diéu tri nghién chit dang thudc phién
bang thudc thay thé phai 13p va ghi chép day du sd sach dugc quy dinh tai diém
b khoan 1 clia Diéu ndy.

Piéu 18. Luu giir hd so, sb sach

1. Co s& kinh doanh dugc, co s& kham bénh, chira bénh, co s& cai nghi¢n
bt budc, co s& diéu tri nghién chit dang thube phién béng thude thay thé, co
s& nghién ciu, dao tao chuyén nganh y dugc, co s& ¢6 hoat dong dugc khong ;
vi muc dich thuong mai khéac cé cac hoat dong lién quan dén thudc, nguyén |
liéu lam thudc phai kiém so4t dac biét phai luu gilr chung tur, tai liéu lién quan
dén thubc, nguyén liéu lam thudc phai kiém soat dic biét dudi dang hd so, sb |
séch hogc phin mém theo ddi trong thdi gian it nhét hai (02) nam ké tir ngdy |
thubc, nguyén lidu lim thudc hét han ding. Don thubc giy nghién, don thube
huéng thin lwu gir theo quy dinh tai Thong tu sé 05/2016/TT-BYT ngay 29
thang 02 niim 2016 cuia Bj truéng B4 Y té quy dinh v& ké don thudc trong diéu
tri ngoai tr.

5> Hét thoi han luu trir trén, ngudi dimg dau co s& 13p hoi dbng dé huy,
4p bién ban huy va luu ho so tai co so.

Chwong V
PIEU KHOAN THI HANH

Piéu 19. Hiu lyc thi hanh

1. Thong tu nay c6 hiéu lyc thi hanh k& tir ngay 01 théng 7 nam 2017.

2. Thong tw s& 19/2014/TT-BYT ngay 02 thang 6 nam 2014 cua B
truong Bo Y té quy dinh quan ly thuéc gy nghién, thubc huéng than va tién
chét ding lam thuc hét hiéu lyc ke tir ngy Thong tu ndy ¢6 higu lyc thi hanh.

Didu 20. Didu khoin chuyén tiép

1. Céc co s& nghién ciru, dio tao chuyén nganh y dugc l}ién dang cung
cap thude phong xa cho céc co s& kham bénh, chira bénh dugc tiép tuc cung cap
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dén hét thoi han hop dong va cham nhét 1a hét ngay 01 thang 07 nim 2019. Sau
thoi han nay, co s& mudn tiép tuc cung cip thuéc phong xa phai c6 Gidy chimg
nhéan du diéu kién kinh doanh dugc pham vi sén xuat thube phong xa theo quy
dinh tai Myc 4 Chuong 111 Nghj dinh sb 54/2017/ND-CP.

2. H¢ thong phin mém theo déi, quan ly qué trinh xuat, nhép, t6n kho
thuéc phai kiém soat dic biét clia cic co so quy dinh tai Diéu 43 Nghl dmh s&
54/2017/ND—CP phai duge thyc hién két n6i truc tuyén khi Bo Y té trién khai
phén mém, dit liéu quéan ly chung trén toan quéc.

Pidu 21. Didu khodn tham chiéu
Trong truong hgp céc van ban quy pha.m phap luat va cac quy d;nh duge

vién dan trong Théng tu nay c6 sy thay dbi, bd sung hoic dugc thay thé thi 4p
dung theo van ban quy pham phép ludt mai.

Piéu 22. Trich nhiém thi hanh

|

Chanh Vién phong B9, Cuc trudng Cuc Quan ly Du'qc Vu trudng cac Vu, :

Cuc truéng cac Cuc, Tong cuc truong Tong cuc dan sb thugc B6 Y té, Thu ‘

truong cac co quan, don vi tryc thuge By, Giam dbc S& Y té cac tinh, thanh phé

truc thudc trung wong va Thu truéng co quan y té cac B, nganh c6 lién quan
chiu trach nhi¢m thi hanh Théng tu nay

Trong qua trinh thyc h1¢n, neu ¢6 vudng méc, dé nghi co quan, tb chi,
ca nhan phan p thm veé Bq Y té (Cuc Quan ly Dugc - B6 Y té) dé nghién
ciru, giai quyét./.

Noi nhiin:

- Viin phong Chinh phii (Céng bao, Céng TTDTCP);
- Bo trudng (d€ bao céo);

- Céc Thur truémg B Y 1&;

- B4 Céng Thuong;

-B§ Tai chinh (Téng cuc Hai quan);

- Bd Khoa hoc va Cong ngh¢,

- By Tu phap (Cuc Kiém tra vain ban QPPL);

- Cac don vi tryc thude Bo Y té;

-8& Y té cac tinh TP tryce thude TW; - ' 2 .

- Téng Céng ty duchN Vién kiém nghiém thubc Truong Quoc Cuong
TW, Vién KN thudc TP.HCM;

- Hiép héi DNDVN;

-'Y té cdc nganh; .
- Cbng Thong tin dién tir BS Y té;
- Lau: VT, PC, QLD(()Zb). :
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DANH MUC PHU LUC
TT |SOPHULUC TEN PHU LUC

1 Phu luc 1 Danh muc dugc chat gay nghién

2 Phu luc II Danh muc dugc chat hudng than

3 PhylucIII | Danh muc tién chat dung lam thude

4 Phu luc IV | Bang giéi han ncmg d6, ham luong duoc chit gay
nghién trong thuée dang phdi hop

5 PhulucV Bang gxm han nong dd, ham luong dugc chat
hudng than trong thubc dang ph01 hop

6 Phulyc VI | Bang gi6i han nong do, ham lugmg tién chat dung
lam thudc trong thudc dang phéi hop

7 Phu luc VII Danh muyc thuée, dugc chat thudc danh muc chat bi
cam sir dung trong mot s6 nganh, linh vuc

8 Phu lyc VIII | S6 theo doi xuat, nhap, ton kho thudc gy nghién,
thuoc hudng than, thudc tién chit, nguyén li¢u lam
thudc la dugc chét gay nghlen duqc chét huodng
than, tién chat ding lam thude, thudc phong xa

9 Phuluc IX | Bién ban giao nhan thudc gay nghién, thude huéng
than, thubc tién chat, nguyén li¢u lam thuoc 1a dugc
chét giy nghi¢n, dugc chit huéng than, tién chat
dung lam thudc

10 Phuluc X | Béo cdo xuat nhép, ton kho, su dung thube gdy
nghién, thubc hudng thén, thube tién chat thube
phong xa, thudc dang phoi hop c6 chira tién chét

11 Phu lyc XI | Béo céo tinh hmh sur dung thuoc gay nghién, thude
huéng than thube tién chat thuc phéng xa, thude
dang phdi hop c6 chira tién chét

12 Phu lue X11I Bao cdo trong truong hop thét thoat, nham ldn

thudc gy nghién, thudc huéng than thudc tién
chat thudc phong xa, thubc dang phox hop c6 chira
tién chit, nguyén liéu lam thuoc chira dugc chiét
gdy nghién, dugc chit huéng than, tién chit ding
lam thudc

- tﬂf/
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13 | Phuluc XIII | Pon d& nghj cung cép thuée phéng xa

14 | Phuluc XIV |Bdo cdo san xudt, sir dung thudc phong xa

15 | PhulucXV |Phiéu tiép nhin hd so dé nghi cung cép thube
phong xa

16 | Phulyc XVI |Sb theo ddi san xuét, pha ché thudc gy nghién,
thudc huéng than, thudc tién chat

17 | Phu luc XVII Phleu xuat kho thuoc gay nghién, thube hudng
thén, thuoc tién chét, thudc phong xa, nguyén ligu
lam thuoc la duge chét gay nghu;n, duogc chét
huéng thén, tién chit dung lam thude

18 | Phuy luc XVIII | S theo ddi Xuit, nhap, ton kho thuoc dang phox
hop c6 chira duge chét gy nghién, thuoc dang phdi
hop ¢o6 chira dugc chat huorng than, thubc dang
phdi hgp c6 chua tién chat, thuoc doc, nguyén ligu
doc lam thuoc thube va duge chat thudc danh muc
chét bj cAm sir dung trong mét s6 nganh, linh vy

19 Phu lyc XIX S theo ddi san xuét, pha ché thudc phong xa

20 | Phuluc XX |Bién ban nhan thudc gdy nghién

21 | Phuluc XXI |Sé theo dai thong tin chi tiét khach hang

AP
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Phu lucl

DANH MUC DUQC CHAT GAY NGHIEN

(Kém theo Théng twsé:  /2017/TT-BYTngay  thdng ndm 2017
cuia Bg truong B Y té)
TT TEN QUOC TE TEN KHOA HQC
TYLDIHYD (5 a, 6 @) - 4,5 - epoxy - 3 - methoxy -
2 s " ROCUEEEN 17 methyl - morphinan - 6 - yl - acetat
N-[1-[2-(4-ethyl -4,5 - dihydro- 5
» | ALFENTANIL - oxo - 1 H - tetrazol - 1 - yl) ethyl] - 4 -
(methoxymethyl) - 4 - piperidinyl] - N -
Phenylpropanamide
3 | ALPHAPRODINE a - 1,3 - dimethyl - 4 - phenyl - 4 -
propionoxypiperidine
1 - 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 -
benzimidazolinyl) - piperidine)
6 | BUTORPHANOL (-) - 17 - (cyclobutylmethyl) morphinan
- 3,14 diol
RAMAD (+) - 2 - (o - Dimethylamino - 3 -
e - hydroxybenzyl) Cyclohexanol
& | COCAINE Methyl ester ctia benzoylecgonine
9 | CODEINE (3 - methylmorphine)
((+) - 4 [2 - methyl - 4 - 0x0 -3,3 -
10 | DEXTROMORAMIDE diphnyl - 4 (1 - pyrrolidinyl) - butyl] -
morpholine)
(-)- 13 B- Amino- 5,6,7,8,9,10,11 a, 12
11 | DEZOCIN octahydro- 5a- methyl-5, 11-
methanobenzo- cyclodecen-3- ol
(1- (3 cyano- 3,3- Diphenylpropyl)- 4-
12 | DIFENOXIN Phenylisonipecotic acid
13 | DIHYDROCODEIN 6- hydroxy- 3- methoxy-N- methyl-4,5-
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epoxy- morphinan

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

14 | DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl
ester
heptanone.
(3,4- Dimethoxy- 17- Methyl

1 | DBAREREATILI morphinan-6 §, 14 diol)

17 | ETHYL MORPHIN 3- Ethylmorphine

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

19 | HYDROMORPHONE (Dihydromorphinone)

20 | KETOBEMIDON (4- meta- hydroxyphenyl-1- methyl-4-
propionylpiperidine)

21 | LEVOMETHADON (3_- Heptanone, 6- (dimethylamino)-4,4-
Diphenyl, (R)

22 | LEVORPHANOL ((-)- 3- hydroxy- N- methylmorphinan)

23 | MEPTAZINOL (3(3- Ethyl-1- methylperhydroazepin-3-
yl) phenol

>4 | METHADONE (6- dimethylamino- 4,4- diphenyl-3-
heptanone)

HINE Morphinan-3,6 diol, 7,8-didehydro- 4,5-

25 | Ml epoxy-17 methyl - (5 o, 6 @)

26 | MYROPHINE MyristylBenzylmorphine

27 | NALBUPHIN 17- Cyclobutylmethyl- :7,8- dihydro- 14-
hydroxy- 17- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,5-
epoxy- 3- methoxy- 17- methyl- 3-

28 | NICOCURING pyridin mecarboxxylate (ester), ( Sa,
6a)

29 | NICODICODINE 6- Nicotinyldihydrocodeine

30 | NICOMORPHINE 3,6- Dinicotinylmorphine)

31 | NORCODEINE N- Dimethylcodein

32 | OXYCODONE (14- hydroxydihydrocodeinone)

33 | OXYMORPHONE (14- hydroxydihydromorphinone)
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(1- methyl-4- phenylpiperidine-4-

34 | PETEINING carboxylic acid ethyl ester)
(2’- Hydroxy-5,9- Dimethyl-2-

35 | PHENAZOCINE Phenethyl-6,7- Benzomorphan)

36 | PHOLCODIN (Morpholinylethylmorphine)

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

37 | PIRITRAMIDE piperidino)- piperidine- 4- carboxylic
acid amide)

38 | PROPIRAM (N-( }- Methy-l- 2 pi;_)eridinoethyl- N-
2- pyridyl Propionamide)
1-(2-methoxy carbonylethyl)-4-

39 | REMIFENTANIL (phenylpropionylamino)piperidlne—4-
carboxylic acid methyl ester
(N-[4- (methoxymethyl)-1- [2- (2-

40 | SUFENTANIL thienyl)- ethyl]-4- piperidyl]-
propionanilide)

41 | THEBACON ( Acetyldihydrocodeinone)

(+)-1- [( 2R*,68*,115*%)- 1,2,3,4,5,6-
hexahydro- 8- hydroxy- 3,6,11-

42 | TONAZOCIN MESYLAT trimethyl- 2,6- methano-3- Benzazocin-
11- yl}-3-one-methanesulphonate

43 | TRAMADOL (+)- Trans- 2- Dimethylaminomethyl-1-

(3- methoxy phenyl) cyclohexan-1-ol

chiing xuat hién & cac danh muc khac.

Danh muc nay bao gbm:

- Pdng phén ciia céc chét trén néu né tn tai dudi dang tén cia mét chét
hoa hoc cu thé.
- Céac ester va ether cua cdc chét trén néu chung ton tai trir truong hop

- Muébi cia céc chat trén, bao gom ca cic mudi cua ester, ether va nhiing dong
phan cua cac chét trén néu ton tai.
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Phu luc II

DANH MUC DUQC CHAT HUONG THAN
(Kém theo Thong tur s6: /2017/TT-BYT ngay thang ndm 2017
ctia Bo trudmg Bo Y té)

TEN THONG

TT | TENQUOCTE DUNG KHAC TEN KHOA HQC

] 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 :;?ctihyl-S-isopentylbarbituric

6 | BARBITAL 5,5-diethylbarbituric acid

AMI ‘ i N-benzyl-N, a-

7 | BENZFETAMING Begsphe " dimethylphenethylamine
7-bromo-1,3-dihydro-5-(2-

g8 | 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-

HINE hydroxy-1,2,2-trimethylpropyl]-

10 | BUPRENORP 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-

13 | CAMAZEPAM l-meth)‘fi-S—;?henyl-ZH—lA-
benzodiazepin-2-one
dimethylcarbamate (ester)
7-chloro-2-(methylamino)-5-
phenyl-3H-1,4-benzodiazepine-

14 | CHLODIAZEPOXID 4-cxide

THINE (+)-norpseudo- | (+)-(R)-a-[(R)-1-
15 A ephedrine aminoethyl]benzyl alcohol
16 | CLOBAZAM 7-chloro- 1-methyl-5-phenyl-1H-

e ﬂ{/

1
|

|

|

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

17

CLONAZEPAM

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

18

CLORAZEPATE

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

19

CLOTIAZEPAM

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

20

CLOXAZOLAM

10-chloro-11b-(o-
chlorophenyl!)2,3,7,11b-
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-
5-phenyl-2H-1,4 benzodiazepin-
2 —one

23

ESTAZOLAM

8-chloro-6-phenyl-4H-s-
triazolo[4,3-
a][1,4]benzodiazepin

ETHCHLORVYNOL

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

25

ETHINAMATE

1- ethynylcyclohexanol
carbamate

26

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-a-
methylphenethylamine

28

FENCAMFAMIN

N- ethyl-3- phenyl-2-
norbornanamine

29

FENPROPOREX

() -3-[(o- methylphenethyl)
amino] propionitrile
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30

FLUDIAZEPAM

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

31

FLUNITRAZEPAM

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

32

FLURAZEPAM

7-chloro-1-[2-
(diethylamino)ethyl] -5-(o-
fluorophenyl)-1,3-dihydro-2H-
1,4-benzodiazepin -2 —one

33

GLUTETHIMID

2-ethyl-2-phenylglutarimide

34

HALAZEPAM

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

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-[(1§)-1-
methyl-2-phenylethyl]
hexanamide dimethanesulfonate

40

LOPRAZOLAM

6-(o-chlorophenyl)-2,4-dihydro-
2-[(4-methyl-1-piperazinyl)
methylene]
-8-nitro-1H-imidazol[1,2-o]
[1,4] benzodiazepin -1 —one

41

LORAZEPAM

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

42

LORMETAZEPAM

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

i
\,uﬁ‘(y.‘/

1]
14
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-3H-imidazo[2,1-a] isoindol-5-ol

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

el ks 5-phenyl-1H-1,4 benzodiazepine

45 | MEFENOREX N~(3- chloropropyl)- o -
methylphenethylamine

46 | MEPROBAMAT 2-methy}-2-propyl - 1,3-
propanediol, dicarbamate
3- (o methylphenethyl)- N-

47 | MESOCARB (phenylcarbamoyl) sydnone
imine

48 METHYLPHENIDA Methyl a -phenyl-2-

1E piperidineacetate
49 METHYLPHENO- 5-ethyl-1-methyl -5-
BARBITAL phenylbarbituric acid

50 | METHYPRYLON 3. isfisgl < a2
piperydine- dione
8- chloro- -6- (o-fluorophenyl) -

51 | MIDAZOLAM 1-methyl-4H-imidazol[1,5-
a][1,4] benzodiazepine
1,3 dihydro -1- methyl-7-nitro-5-

52 | NIMETAZEPAM phenyl-2H-1,4 benzodiazepin-2-
one

RAZ 1,3 dihydro -7-nitro-5-phenyl-

a8 (BT EEANE 2H-1,4 benzodiazepin-2-one
7-chloro- 1,3 dihydro-5- phenyl-

34 | NORDAZHEANL 2H-1,4 benzodiazepin-2-one
7-chloro- 1,3 dihydro- 3hydroxy-

55 | OXAZEPAM 5- phenyl-2H-1,4 benzodiazepin-

' 2-one
10-chloro--2,3,7,11b- tetrahydro-
XAZ 2-methyl-11b-

ol i OLAM phenyloxazolo[3,2-d] [1,4]
benzodiazepin-6(SH) —one
(2R*,6R*,11R*)-1,2,3,4,5,6-
hexahydro-6,11-dimethyl-3-(3-

37 | PENTAZOLIN methyl-2-butenyl)-2,6-methano-
3-benzazocin-8-ol
5-ethyl-5-(1-methylbutyl)

58 | PENTORARBITAL barbituric acid

SS9 ~ ~-di > .
59 | PHENDIMETRAZIN (+)-(2S,35)-3,4-dimethyl-2

phenylmorpholine

‘\,61/‘14/
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60 | PHENOBARBITAL 5-ethyl-5-phenylbarbituric acid

61 | PHENTERMIN a,0- dimethylphencthylamine
7-chloro-1,3-dihydro-5-phenyl-

62 | PINAZEPAM 1-(2-propynyl)-2H-1,4-
benzodiazepin-2-one
7-chloro -1- (cyclopylmethyl) -

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

64 | PYROVALERONE 4’-methyl-2-(1-pyrrolidinyl)
valerophenone

65 SECBUTABARBIT 5-sec-butyl-5-ethylbarbituric

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)-5-

8 | \ONyLERAL vinylbarbituric acid
N,N,6- trimethyl-2-p-

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

3- acetamide

Danh muc ndy bao gdm céc mudi cia cdc chat ghi trong Bang nay, khi

cic mubi d6 co6 thé hinh thanh va ton tai.
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Phu luc III
DANH MUC TIEN CHAT DUNG LAM THUOC
(Kém theo Théng twsé:  /2017/TT-BYT ngay  thdng  nam 2017
ciia Bo truong B3 Y té)

TT TEN QUOC TE TEN KHOA HQC
([R-(R*, 8*)]--(1-

1 | EPHEDRINE (methylamino)ethyl]- |
Benzenemethanol ,

2 | N-ETHYLEPHEDRIN 1-Ethylephedrin

g S{Emf;fmnﬁw (1R, 2S)-2- (dimethylamino)-1- ‘

DL-METHYLEPHEDRIN phisnyl- propancl

[S-(R*, R¥)}--[1-

4 | PSEUDOEPHEDRINE (methylamino)ethyl]-
Benzenemethanol
Ergoline-8-carboxamide,9,10- .

5 | ERGOMETRINE didehydro-N-(2-hydroxy-1- ';t
methylethyl)-6-methy- [8 B(s)].
Ergotaman-3’,6’,18’-trione,12’-

6 | ERGOTAMINE hydroxy-2’-methyl-5’-
(phenylmethyl)-(5) ,

7 | N-ETHYLPSEUDOEPHEDRIN | E¥1 methyl amino - phenyl - |
propane - 1 - ol

2 N- Dimethylamino - phenyl - propane - 1

| METHYLPSEUDOEPHEDRIN | -ol

Danh myc nay bao gbm cac muébi cia cac chét ghi trong Béang nay, khi

cac muoi do6 co thé hinh thanh va ton tai.
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Phu luc IV

BANG GIOI HAN NONG HQ, HAM LUQNG DUQC CHAT
GAY NGHIEN TRONG THUOC DANG PHOI HOP
(Kém theo Thong tuwso:  /2017/TT-BYT ngay thdng ndm 2017 |
cua Bé truong Bo Y 1é) |

HAM LUQNG DUQC i 5 BUOK
- CHAT TINII
« : CHAT T THEO THEO DANG
TEN DUQC CHAT | DANG BAZOTRONG | o\ rponG
TT| GAY NGHIEN MOT DON VI SAN SN PHAM CHUA
PHAM DA CHIA LIEU | .
(Tinh theo mg) PRA
(Tinh theo %)
ACETYLDIHYDROC
B el 100 2.5 |
2 | COCAINE 0,1
3 | CODEINE 100 2,5
Khéng qua 0,5 mg
Difenoxin va v6i it nhét
4 | DIFENOXIN 0,025 mg Atropin Sulfat |
trong mdt don vi san |
phim d chia lidu.
Khéng qua 2,5 mg
Difenoxylat va voi it
5 | DIPHENOXYLATE |nhit 0,025 mg Atropin
Sulfat trong mét don vi |
san phim d3 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 |
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Phu luc V

BANG GIOI HAN NONG DO, HAM LUQNG DUQC CHAT HUONG
THAN TRONG THUOC DANG PHOI HQP

(Kém theo Thong tw 56 /2017/TT-BYT ngay thang  nam 2017
cua Bo truong Bo Y té)
STT TEN DUO%&IQT HUONG TR(I)IggI ;ig'(l?lz}((;)':?fll D};}C(?HIA
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 3

9 CHLODIAZEPOXID 5

10 | CLOBAZAM 5

11 | CLONAZEPAM 0,5

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

™AL /VQV
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23 | LORMETAZEPAM 0,25 |
24 | MEPROBAMAT 100 |
25 | MEDAZEPAM 5

26 | METHYLPHENOBARBITAL 10

27 |MIDAZOLAM 5

28 | NITRAZEPAM 5
29 | NORDRAZEPAM 0,25 |
30 | OXAZEPAM 10
31 |PARAZEPAM 5 t
32 | PENTOBARBITAL 10 1 |
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




30

Phu luc VI

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

(Kém theo Thong tu 56: /2017/TT-BYT ngay thang  ndm 2017
cuia Bo truéng Bo Y té)
HAM LUQNG NON(; PO TOI
e | TENTINCHATDONG | ORACS | DL
DPON VI PA CHUA CHIA
CHIA LIEU (mg) LIEU
1 | EPHEDRINE 50 1,5%
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%

~ A Lﬂé/
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Phu luc VII

CAM SU DUNG TRONG MOT SO NGANH, LINH VU'C

(Kém theo Théng t s6:

/2017/TT-BYT ngay

ciia B6 truomg Bo Y té)

thang

nam 2017

TT Dugc chit
1 19 Nor-testosterone (tén goi khac l1a Nandrolone)
2 Amifloxacin
3 Aristolochia
4 Azathioprine
5 Bacitracin Zn
6 Balofloxacin
7 Benznidazole
8 Besifloxacin
9 Bleomycin
10 Carbuterol
11 Chloramphenicol
12 Chloroform
13 Chlorpromazine
14 Ciprofloxacin
15 Colchicine
16 Dalbavancin
17 Dapsone
18 Diethylstilbestrol (DES)
19 Enoxacin
20 Fenoterol
21 Fleroxacin
22 Furazidin
23 Furazolidon
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24 Garenoxacin
25 Gatifloxacin
26 Gemifloxacin
27 Isoxsuprine
28 Levofloxacin
29 Lomefloxacin
30 Methyl-testosterone
31 Metronidazole
32 Moxifloxacin
33 Nadiﬂoiacin
34 Nifuratel
35 Nifuroxime
36 Nifurtimox
37 Nifurtoinol
38 Nimorazole
39 Nitrofurantoin
40 Nitrofurazone
41 Norfloxacin
42 Norvancomycin
43 Ofloxacin
44 Oritavancin
45 Ornidazole
46 Pazufloxacin
47 Pefloxacin
48 Prulifloxacin
49 Ramoplanin
50 Rufloxacin
51 Salbutamol
52 Secnidazole

\\_/ﬁl &(wlr/
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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 vyc san xudt, kinh doanh thity san, thii y, chdn
nuéi gia sic, gia cam tai Viét Nam.

\AM@ :
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Phu lue VIII

MAU SO THEO 001 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
(Kém theo Thong tu s6: /2017/TT-BYT ngay

thang  ndam 2017 cua Bé truong Bo Y 1é)
PRI G BE .. convnsmmmmmessans s 1s « ¥ vy eRe e ety I b e e R s AR T i ¥ rEwid s e e SR o by e 5
Pia chi:

-----------------------------------------------------------------------------------------------------------------------------------

PHBI THOGE . voovvsovnosiosssusias conss sass s o sms s5oas 5 55 6 S5 SEENER ¥ SRR FRDES SIS F 8BTS LF TRV T OTETT TR SRR oo bh 08 SANITS FRUORTR PN SH TR

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 PHONG XA
(Bt ddu sir dung tir....dén......)
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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,
DUGC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC,THUOC PHONG XA

Tén nguyén liéu/Tén thudc, NONE A/ BAM EONE:  wvvvivemreieies it b b b
501 R 11111 (R e—————————EEEREE R AL LS S Sl B
S6 ching S6 lwrgng K ia
Negdy Noi xuit, nhip tir xuit, Nhap Xuit | Con lai 54 10; Kyp Ghi chi
thang nhép ding
(1 (2) (3) 4) &) (6) (7 (8)

* 86 du'qc d4nh sb trang tir 01 dén hét, va dong dau gxap lai
" Mm thude phai danh mot sé trang riéng, so trang nhiéu hay it tuy loai thubc xuat, nhip nhiéu hay it.

* P4i véi thude phong xa khong can ghi han ding
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Phu luc IX
MAU BIEN BAN GIAO NHAN THUOC GAY NGHIEN,
THUOC HUGNG THAN, THUOC TIEN CHAT, NGUYEN LIEU
LAM THUOC LA DUQC CHAT GAY NGHIEN, DUQC CHAT
HUONG THAN, TIEN CHAT DUNG LAM THUOC
(Kém theo Théng tir s6: /2017/TT-BYT ngay ~ thdng ndm 2017
ciia Bo truong Bo Y té)

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

1. Tén co s& giao:

- Dia chi:
- Ngudi giao:
- S5 CMND/Thé can cudc/Ho chiéu/Céc gidy to tuong duong khac:
Noi cip: Ngay cép:
2. Tén co' sé& nhén:
- Dia chi:
- Nguoi nhan:
- $6 CMND/ Thé cin cude/ Ho chiéw/ Cac gidy to tuong duong khéc:
Noi cép: Ngay cép:
3. Danh muc mit hang giao nhéin:
TT | Nguyénli¢uw/Tén | Don | S6 S6 héa | S6 Giay dang ky | Ghi
thubc, dang bao vi | lwong | don/S6 | luwu hanh/S6 gidy | chi
ché, nong do/ham | tinh phiéu xuit Qhép nhap
lwgng, quy ciach kho khau/Cong vin
déng goi hodc don hang
duyét mua
(1) 2) 3) C)) (3) (6) (7)
1

4. Thoi gian giao nhén: (C4c) mit hang trén dugc giao, nhan vao...gi0...phat

~ Al
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5. Dja diém giao nhén (Ghi chi tiét dja chi thuc té giao nhén):
6. Cam két:
Céc thubc, nguyén liéu 1am thubc d duge giao nhin diy di theo Danh myc
mat hang ghi tai Bién Ban nay.
Bién ban nay dugc hai bén théng nhét va 1ap thanh 02 ban, moi bén gifr 01 ban.
....... ,ngay thang ndm........

BEN GIAO BEN NHAN
(Ky va ghi ré ho tén) (Ky va ghi ré ho tén)
! Pia danh bén nhin dong try s&

el
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Phuy luc X

MAU BAO CAO 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
(Kém theo Thong tu 56 /2017/TT-BYT ngay  thang  nam 2017
cua Bé trucng Bo'Y te")

o3 S SO G PR RUP RSP TR
BAO CAO XUAT, NHAP, TON KHO, SUDUNG THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC
TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HQP CO CHUA TIEN CHAT

(Tir ngay......... dén ngay........... '
KNI BU: ©veeeeciiiiiciiiminirs st st sp e e e s
Tén thuoc, dang bao £ X £ £
ché, ndng d9/ham Bo:n i Ilr({'ng g So.. hwgmg Tong S‘i wong S8 lwgng | Ton kho cudi
TT Vi, frae cheh ok vi | kho ky truée | nhap trong o& xuat trong b itk Ky
e q g()i € | tinh | chuyén sang ky ky t
(1) 2) (3) (4) () (6) ) ) ©)
Neoi nhan: i wen, NgAy  thang nam
- Nhur trén Pai dién don vi

- Luru tai co s&

* S luong hao hut bao g6n1 ca hong, vo, hét han dung... néu ¢6, can bdo cao chi tiét

** Ngudi dai dién phép luit hodc ngudi phu trach chuyén mon dugc ty quyé

Y

(Ky,ghi ré ho tén, chirc danh

dong ddu (néu cd))

n hodc cAp pho ctia ngudi dai dién phap luat dugc Gy quyén
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Phu lue XI
MAU BAO CAO TINH HiNH SU DUNG THUOC GAY NGHIEN, THUOC
HUGONG THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG
PHOI HQP CO CHUA TIEN CHAT
(Kém theo Théng tu s6: /2017/TT-BYT ngay  thdng
ciia Bo truomg B6 Y té)

nam 2017

CONG HOA XA HQI CHU NGHIA VIET NAM

SoY té/Cgc Quéan Y
Poc 1ap - Ty do - Hanh phic

So:

wer, Ngay  thdng  ndm
BAO CAO TINH HINH SU DUNG THUOC GAY NGHIEN,
THUOC HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA,
THUOC DANG PHOI HGP CO CHUA TIEN CHAT
Nam:.......

Kinh giri: Cuc Quén Iy Dugc - B3 Y té

A

~ L So £
Tén thuoc, Quy £ So £

nong 49, | Hoat | cach Doi'n { pug | 80 lwgng -

STT| .. 2 .| vi |tonkho | hrong ” lwgng
ham legng, | chat | dong | . - % s N
5 £ ..~ | tinh | nam nhap ton kho
dang bao che goi ol dung

Dai di¢n don vi
(Ky,ghi r6 ho tén, chirc danh
dong dau (néu co))

* Ngudi dai dién phap ludt hofic ngudi phy trach chuyén mon duge Uy quyén hogc cdp pho cia
ngudi dai dién phap luat dugc uy quyén

i
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MAU BAO CAO TRONG TRUONG
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Phu lyc XII

HOP THAT THOAT, NHAM LAN THUOC GAY NGHIEN,

THUGC HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HQP

CO CHUA TIEN CHAT, NGUYEN LIEU ) [ ' CHU
DUQC CHAT HUGNG THAN, TIEN CHAT DUN

(Kém theo Thong tu $6:

Tén co so:

So:

BAO CAO TRONG TRUONG HQP THAT THOA
THUOC HUONG THAN, THUOC TIEN CHAT,

/2017/TT-BYT ngay

ctia Bé trucong Bo Y té)

LAM THUOC CHUA DUQC CHAT GAY NGHIEN,

G LAM THUOC
thang

ndam 2017

T, NHAM LAN THUOC GAY NGHIEN,
THUOC PHONG XA, THUOC DANG

PHOI HOP CO CHUA TIEN CHAT, NGUYEN LIEU LA DUQC CHAT GAY NGHIEN,

DUQC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC
Kinh gri:
Nguyén li¢u/Tén thubc, dang S6 lwgng that
TT | bao ché,ndng dj/ham hrgng, | Pon vi tinh | thoat, nhim Ly do Bién phap xiw ly Ghi chu
quy cach déng goi lin
€] (2) 3) 4 ) (6) (7
Noinhan: e , ngay  thang ndam
- Nhu trén;

- Luu tai co s&

* Ngudi dai dién phap luat hod

Pai dién don vi
(Ky,ghi ré ho tén, chirc danh
dong dau (néu coj)

¢ ngudi phy trach chuyén mdn duge uy quyén hoZc cap phoé ctia ngudi dai di¢n phap luat dugce ty quyén
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Phu luc XIII
MAU DPON DE NGH] CUNG CAP THUOC PHONG XA
(Kem theo Théng tu so: /2017/TT-BYT ngay  thdng nam 2017
ctia Bj truong Bo Y té)

(D). CONG HOA XA HQI CHU NGHIA VIET NAM

S Dje lap - Ty do - Hanh phic
V/v & nghi cung cép thude .., ngay... théng... ndm...
phong xa

PON PE NGHI CUNG CAP THUOC PHONG XA
Kinh giti: Cyc Quan Iy Duge - B§ Y té

I. Thong tin chung:

1. Ta O8O cuivusmnovinns (D) ounsnmnssvmmmnssmmmnn sussmonanase sos saneinsiosiiss suvsnduns
2. Djachic.....cicivmssecanes B s s e e A AN TR S ST
3. Tén ngudi dai dién phap ludt/ ngudi duge uy quyen

4, PHBO EHORL v ivivs s vemnoriviasne 1% o RS S R P
5. Hinh thirc San XUat:......coeerrrreernnnnan 1 R G EUTLA T -

II. Ngi dung de nghi

Co-88..(1)ivsnan & nghj dugc cung cép thude phéng xa do co s& san xuét cho
¢o s& kham bénh, chira bénh...... ) bia chi........(3).... .. dé phuc vu cho
nhu céu diéu tri cho ngudi bénh clia co s& ........(5) ..... ,cu thé:

STT Tén thuéc phéngxa  Don vj tinh S6 lrgng Gi4 cung cip

I1. Tai liéu kém theo

1. Céng vén de nghi dugc cung cép thubc phong xa cia co s& kham bénh, chira
bénh ¢6 nhu ciu nhén thubc dé chin doan, diéu trj cho b@nh nhén cia co s&

2. Vin ban chap thuan ctia B Y té cho phép co s& san xudt thude phong xa

3. B4o cao san xudt, sir dung thudc phéng xa dé nghi cung cép tai co s& cung cip.

IV. Cam két ciia co s6:
Chung t6i cam két moi thong tin, s6 liéu dua ra tai hd so 12 hoan toan trung
thyc. Chiing t6i xin hoan toan chju trach nhigém trude phap luét néu co gi sai

pham.
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Pé nghi Cuc Quan ly Duge - B¢ Y té chip thudn viéc cung cép thube
phong xa trén.
Xin trdn trong cam on./.

CO SO NHAN CO SO CUNG CAP
Pai dlgn don vi (6) Dai dién don vi (6)
(Ky, ghl 16 ho tén, chirc danh (Ky, ghz ro ho tén, chiec danh
dong dau (néu cé)) dong dau (néu c6))
Ghi chu:
(1)Tén co s& dé nghi.

(2)bia danh noi co s&r dé nghi dit tru s&

(3)Pia chi co thé gui qua buu dién.

(4)Hinh thirc san xuat bing méy cyclotron hay 10 hat nhan phéng xa.........

(5)Co s& nhén thudc phong xa

(6)Ngu'm dai d1¢n phép ludt hodc nguoi phu trich chuyén mon dugc Uy
quyén hodc cép pho ciia ngudi dai dién phép luat duge uy quyén




/ptﬂy‘\
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Phu luc XIV
MAU BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA
(Kém theo Thong tu so: /2017/TT-BYT ngay thang  nam 2017
ciia Bo truwomg Bo Y té)

Tén co s&
BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA
Céong suat | Tén thuoc sin séi sén So lwong sir ad i il
Thang méy dw | xudt-nong ';“:;2% dung cho bénh "lg::,g " | Ghicha
kién dd, ham lwon nhin
0 @) 3) @ ) ©) ©)
Ngay.... thang.... nam....

Pai dién don vi
(Ky,ghi ro ho tén,’chd'c danh

déng dau (néu cd))

* 84 lidu thong ké cho tirng thang st dung trong nam gan nhét cta co s&

** Nouoi dai dién phap luat hodc ngudi phu trach chuyén mon dugce uy qu én holic cép phé cia ngudi dai dién phap ludt duoc t
X Y P y
quyen
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Phuy luc XV

MAU PHIEU TIEP NHAN HO SO BE NGHI CUNG CAP |

THUOC PHONG XA |

(Kém theo Thong tw sé:  /2017/TT-BYT ngay  thang  ndm 2017
ciia BY truéng B3 Y té)

CUC QUANLYDUQC  CONG HOA XA HOI CHU NGHiA VIET NAM
86 .. M...... Pjc lap — Tw do — Hanh phuc

veevenenn, HgAy  thdng  ndm .........

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

1. DON Vi DOP: cvnvrereneernnrmnnsrnnerassnssstusesnsrsnsansssstsstnsinasiastasssssin
2. Pia chi don vi ndp hd so (truong hgp ndp ho so qua dudng buu di¢n):
2. Hinh thirc ndp: Truyc tiép Buu dién

Nop lan dau Nép bo sung lin . 2.

3. $b, ngay thang ndm vin ban clia don vi BN QBN s cvsnsmmbmainasansint v

4. Danh mUC 131 HEUP ...oovvvvveeereesiireessesssssesmssmienemsessssssssessessssssss s sarssss e

Ghi chi: Phiéu tiép nhén nay chi cé gid tri xdc nhdn co so da ngp ho so tai co
quan tiép nhdn ho so

NGUOI NHAN HO SO
(Ky va ghi ré ho tén)

Ghi chu:
(1)S6 tiép nhéan ho so
(2)Ghi lin bd sung hé so.
(3)Céc tai liéu twong Ung theo thi tuc hanh chinh dugc quy dinh tai Thong tu
nay (liét ké chi tiét hogic danh myc kém theo).

Nl
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Phu lue XVI

MAU SO THEO DOI SAN XUAT, PHA CHE. THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT
(Kém theo Thong tw $6: /2017/TT-BYT ngay thang nim 2017 ciia B trudng Bo Y té)

Tén co s&

SO THEO DOI SAN XUAT, PHA CHE THUO(: GAY NGHIEN, THUC)C HUGNG THAN, THUOC TIEN CHAT
(Bt ddu siv dung tie...... dén......)

s
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SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT

S5 lugn thude S0 lrgmg
; S6 Tén thude - Cong thirc pha g thudc thanh | Ho vatén | Hova tén
Ngay A £ thanh pham thu
thdng thir | nong 9, ham | che (cho 0116

; b2 b R | r
. pham thu nguwoi pha nguoi | Ghicha
tw lrong sin pham) fugetheoly dwgc trén chép kiém soat
thuyet X
thye te
L | @) Q) 4) (3) (6) () (&) ©)

* §4 dugc danh so trang tir 01 dén hét, va déng déu giap lai gilta céc trang.




A
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Phu lyc XVII
MAU PHIEU XUAT KHO THUOC GAY NGHIE
THUOC PHONG XA, NGUYEN LIEU L

N, THUOC HUONG THAN, THUOC TIEN CHAT,
‘ : LAM THU
DUQC CHAT HUONG THAN

-

THUOC LA DUQC CHAT GAY NGHIEN,
< , TIEN CHAT DUNG LAM THUOC
(Kém theo Thong tu so: /2017/TT-BYT ngay  thang  nam 2017
ctia B truomg Bo Y té)
Tén co s¢:
Dia chi:

PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUGNG THAN, THUOC TIEN CHAT,
THUOC PHONG XA, NGUYEN LIEU LAM THUOC LA DUGC CHAT GAY NGHIEN,
Xuit cho co so*:

DUQC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC,
Dia chi: :
STT Tén nguyén li¢u/Tén thudc, nong | Don vi Sé hrong S0 16 san xuat, han | Tén nha sin xuat, nwée | Ghi
d6/ ham lwong tinh xuat dung san xuat chia
Nguoi giao Ngudi nhan Ngay.... thang....
(Ky, ghi ro ho tén) (Ky, ghi ré ho tén) nam....
Dai dién don vi
(Ky.ghi ro ho tén,
*Mdu nay c6 thé si dung dé:
1. Xuit ndi bd co so.

chirc danh
dong dau (néu co)
2. Xuét cho don vi khic:
- Ghi rd tén ngudi nhin thudc, s& chimg minh thu nhan dan




48

- Co s& c6 thé ding ho4 don tai chinh thay cho mAu sb 8 nhumg t5i thidu phai c6 dit cAc théng tin quy dinh tai miu nay hojic kém theo Phiéu béo 16.
** Thubc phong xa khong cAn ghi thong tin vé& han ding
*** Npudi dai dién phap lugt hojic ngudi phy trdch chuyén mén duge uy quyén ho#ic cfp phé ciia ngudi dai dién phap ludt dugc dy quyén




e
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Phy lue XVIII

MAU SO THEO DOI XUAT, NHAP, TON KHO THUOC DANG PHOI HQP CO CHUA
DUQC CHAT GAY NGHIEN, THUOC DANG PHOI HGP CO CHUA DUQC CHAT HUGNG THAN,
THUOC DANG PHOI HQP CO CHUA TIEN CHAT, THUOC POC, NGUYEN LIEU PQC LAM THUOC,
THUOC VA DUQC CHAT THUQC DANH MUC CHAT B] CAM SU DUNG TRONG MQT SO NGANH, LINH VU'C
(Kém theo Thong tu so: /2017/TT-BYT ngay  thdng nam 2017
ciia Bé truéng Bé Y 1é)

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

Tén nguyén liéw/Tén thubc, NONE GO/ RAM TIGNG. ... o.evuveestuesrrassiirstsss sttt s
Bom v HIRE ... s ovsrcrsmsssmsmusss i sarem s sasss s s sres e ASES SRR S e L don et A ea s L
WA BRI RUAL . cvvvvmorsnnsssososiasasas iarentint ssssvansioessinssrasrmiesnsonssssssnttonss R i s e preE sl gl i
Ngay g s S6 chirng tir S6 lwgng i i § it
thing Noi xuat, nhap xult, nhip Nhap Xukt Con Iai So 16, han dung Ghi cha
(D (2) (3) (4) (5) (6) (7) (8)

* §4 duoc danh so trang tir 01 dén heét.
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Phy luc XIX

MAU SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
(Kém theo Thong tu 50: /2017/TT-BYT ngay  thdng nam 2017
cila B trigmg B§ Y t6)

SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
(Bt ddu sit dung tiv......dén......)

S aS
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SO THEO DOI SAN XUAT, PHA CHETHUOC PHONG XA

So lrgng Chat
A

% Sé lwgng thude |  thudc - . | lwgmg
Ngty | 30 oo | thinbphim | thann |HeYRSEn HovAan| g g Gui
. thw Tén thuoc Hoat d0 ngudi nguoi 2
thang b thu duge theo phém thu ha ché | Kid P pha chi

- i thiylt | Gugetehn | PORCDE |lomacll|
thue té

o @ (3) 4) (%) (6) ) (8) 9)

+ 83 dugc dénh sb trang tir 01 dén hét, va déng dau gidp lai giira céc trang.

]
/j;/ ¥ ’L
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Phu lue XX
MAU BIEN BAN NHAN THUOC GAY NGHIEN
(Kém theo Thong tu s0: /2017/TT-BYT ngay  thang  ndm 201 7

ciia B6 truong Bo Y té)

CONG HOA XA HOI CHU NGHIA VIET NAM
DPic ldp - Tu do - Hanh phuc

BIEN BAN NHAN THUOC GAY NGHIEN
1. Tén nguoi giao:
- Pia chi:
- S& CMTND/ Thé ciin cude/ Ho chiéu/ Céc gidy to tuong duong khac:
Noi cép: Ngay cip:
2. Tén co so ban lé:
- Chu nha thude:
- Pia chi:
3. Danh myc mit hang nhéin:

TT

Tén thude,dang bao ché, | Ponvi | S6 |Lydonhdnlai| Ghichi
nong 49/ ham lugng, tinh hrgng
quy cach dong goi

4. Thoi gian giao nhin: (Cic) mit hang trén dugc giao, nhén vao...gio...phut

ngay......thang .... nam ........

5. Dja diém giao nhén (Ghi chi tiét dja chi thuc té giao nhén):

Bién ban nay dugc hai bén théng nhat va 1ap thanh 02 ban, mdi bén giir 01 ban.
....... ,ngay thing nim.....
BEN GIAO BEN NHAN

(Ky va ghi ré ho tén) (Ky va ghi ré ho tén)

Y% 1/2/";/
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SO THEO DOI THONG TIN CHI TIET KHACH HANG

Ngdy [ S thir [ Tén thude. Quy cich | Hoatchdt,ndngdd/ | Donvi | Sblugng | Tén khich | Dja | Ghi
thing tu dong goi ham lugng tinh ban hang chi cha
@) (2) 3) 4) () (6) (7) (8)

* S6 dugc danh sb trang tir 01 dén hét

s
e

DR e

AR i S SR s At e
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Phuy luc XXI
MAU SO THEO DO1 THONG TIN CHI TIET KHACH HANG
(Kém theo Théng tu so: /2017/TT-BYT nga thang ndam 2017
ctia Bo trucng Bj Y té)

6 THEO DOI THONG TIN CHI TIET KHACH HANG
(Bét ddu si dung tic......dén......)

5% A"



