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THONG TU
Quy dinh chi tiét mot sé didu ciia Luft dwge va Nghj dinh so
54/2017/NP-CP ngay 08 thing 5 niim 2017 eia Chinh pha
vé thubc va nguyén liéu lam thudc phai kiém sodt dic bigt

Cén cir Lugt s6 105/2016/QH13 ngay 06 thang 4 ndm 2016 vé duge;

Cén cie Nghi dinh 56 54/2017/ND-CP ngay 08 thdng 5 nam 2017 cia
Chinh phit quy dinh chi tiét mgt sé d@iéu va bién phdp thi hanh Ludt dworc;

Céin cit Nehi dinh 56 63/2012/ND-CP ngay 31 thang 8 nam 2012 cia Chinh
phui quy dinh chire ndng, nhigm vy, q:g,én han vé co cdu 16 chire clia B ¥ 1é:

Theo dé nghi ciia Cye triedng Cue Quan Iy Duor,

Bo truomg Bp Y 1é ban hanh Théng tw quy dinh chi tiét mot so diéu ciia
Ludt dwoge va Nghi dinh s6 54/2017/ND-CP ngdy 08 thdng 3 ndm 2017 cua
Chinh phii vé thude va nguyén ligu lam thuée phai kiém sodt déc biét

Churong 1
QUY DINH CHUNG

Pitu 1. Phgm vi didu chinh

Théng trr nay quy dinh ve:

|. Cée danh mue lidn quan dén thude, nguyén liéu lam thude phai kiém
sodt dic biét bao gom:

a) Danh muc durge chit giy nghién theo quy dinh tai Phu luc I kem theo
Théng tr ndy v& Bang gidi han niing dd, hiam lueng duge chéit giy nghién trong
thude dang phoi hop theo quy dinh tai Phy lye IV kem theo Thong tu niay;

b) Danh myc duge chit huéng thin theo quy dinh tai Phy luc Il kém theo
Théng tur nity va Béang gidi han ndng dd, ham lugng dige chit hudng thin trong
thubc dang phéi hop theo quy dinh tai Phu luc V kém theo Théng tu nay;

¢) Danh mye tién chit ding lam thudc theo quy dinh tai Phu luc [T kém
theo Théng tw niy va Bang gi6i han nong dé, ham lugng tién chét ding lam thude
trong thude dang phrf:i hop theo quy dinh tai Phu lue VI kém theo Thong tu nay;
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d) Danh myc thude, dirge chét thude danh muc chit bi cdm sir dung trong
m{t s nganh, linh vire theo quy dinh tai Phy luc VII kém theo Théng twr nay.

2. Hoat dong I::au quém, san xudt, pha ché, cap phat, sir dung, hiy, giao nhéin,
van chuyén, bo cdo vé ﬂ1u6c, nguyén lidu lim thude phai kiém sodt dic bigt.

3. Hoat djng cung l:'.ap thude phong xa.

4. Ho so, sb séch va luu giir chimg tir, tai lidu c6 lién quan vé thudc,
nguyén liéu lam thude phai kiem sodt dic biét.

Diéu 2. Poi twgng dp dung

1. Céec quy dinh vé danh myc lién quan dén thude, nguyén liéu lam thude
phai Iuem sodt dic biét va ho so, sb sich va hmu gilr chimg tir, tai liéu cd lién
quan vé thude, nguyén ligu lam thude phai kiém sodt dic biét quy dinh tai Théng

tu nay dp dung d6i véi tit ca cde co sé kinh doanh duge va cde co so duge quy
dinh tai khoan 2 Diéu nay.

2. Quy dinh vé hnat dong bio quén sdn xuat, pha ché, cip phét, sir dung,
hiy, giao nhdn, vin chuyén, béo cdo vé thude, nguyén liéu lam thude phai kiém
sodt dic biét tai Thong tw niy chi 4p dyng dbi véi cor sir sau day:

a) Co sd kham bénh, chita bénh:

b) Cor sé& cai nghién bit bude;

¢} Co s nghién edru, déo tao chuyén nganh v duoc;

d} Co sé ¢ hoat dng duge khéng vi muc dich thuong mai khac.

3. Quy dinh vé hoat déng cung cép thude phnng xa tai Thﬁng tu nay chi ap
dung déi véi co sé khim bénh, chira bénh co sin xuét, pha ::hé thude phéng xa.

Diéu 3. Phén loai thudc phai kiém sosit dje bigt

I. Thude giy nghién bao gbm céc loai sau day:

a) Chira mét hoie nhigu dugc chit giy nghi¢n hojic thude chira duge chét

giy nghién phm hop véi duge chit hudng thin va ¢6 hodc khéng cé tién chat
ding lam thubc quy dinh tai Phy luc I, I va I kém theo Théng tur nay.

b} Chira duge chét gdy nghién (c6 hojc khéng c6 dugc chit huéng thin,
tin chét ding lim thudc) phéi hop véi duge chiit khéc khéng phai la duge chét
gy nghién, duge chit hudng thén, tifn chﬂ[ diing lam thudc trong do nung da,
ham lugng duge chit giy nghién Ién hon ndng d6, him lrgng quy dinh tai Phu
lyc IV kém theo Thong tr ndy.

2. Thude huéng thin bao gbm céc loai sau déy:

a) Chira mét hodic nhiéu duge chét hudémg thin hodc thudc ¢d chita duroc
chat hwéng thin phdi hop vdi tign chit ding lam thube duge quy dinh tai Phy
luc 11 va III kém theo Thong tu nay.




b) Chira duge chit huémg thin (c6 hoic khéng cé duge chit gy
nghién, tién chét ding lam thudc) phdi hop véi duge chit khac khong phai 14
durge chét giy nghién, duge chéit hudmg thén, tién chit ding 1am thude, trong
do nfing dd, ham lugng duge chiit hudng thin lén hon ning d6, ham luong
quy dinh tai Phu lue V clia Thong tir nay, nong do, ham lugng duge chét gay
nghién (néu cé) nhé hon hofic bing nérng dd, ham luong quy dinh tai Phy lue
IV kém theo Thong tur nay.

3. Thudc tién chét bao gdm céc loai thude sau day:

a) Chita mét hodic nhiéu tién chit ding lam thude quy dinh tai Phy lyc III
kém theo Théng tur nay;

b) Chira tién chiit ding lam thude (cé hodc khﬁng co duge chit giy
nghién, duq:rr: chit huémg th.%m} phédi hop véi duge chét khic khéng phai la
dum: chét gay nghién, duge chit hudng thin, tién chiit dung lam thudc trong do
nong dé, ham lugng tien chét diing lam thudc 1én hon néng dd., ham qumg quy
dinh tai Phy luc VI kém theo Thong ur nay, nong 4§, ham luong dugc chét gay
nghién (néu cd) nho hon hodc bing nong d6, him luong quy dinh tai Phy lyc
IV kém theo Thc-ng tur na:,r, nfmg d6, ham lugng dugc chit hudmg th%n (néu cd)
nhd hon hodc I::éng nbng df, ham lugng quy dinh tai Phu lue V kem theo
Thong tu nay.

4. Thube dang phdi hop cé chira duge chét giy nghién bao gdm cée thude
dap (g dong thai cdc diéu kién sau day:

a) Chira dugc chét giy nghién; h-:rac duqm chit gy nghlén phoi hop vm
dirge chét huéng thin c6 hoge khéng ¢6 tién chit ding lam thude trong d6 nong
dd, ham lucrng cia duge chit gdly nghién, duge chét huéng thin, tién chit ding
lam thudc déu nhé hon hodc bing nong d, ham lugng quy dinh tai Phu luc IV,
V va VI kém theo Thong tur nay;

b) Chita cdc duge chét khae khong phii 14 duge chat giy nghién, duge
chét huréng than, tién chit ding lam thube.

5. Thube dang phéi hop cé chira duge chit hudng thin bao gdm céc thude
dép (mg déng thoi cdc dicu kign sau diy:

a} Chira duge chit hudmg thﬁn hodc dugc chédt hudng than phéi hop vii
tién chit ding lam thude tmng d6 nong dd, ham lugng duge chét hudng thin,
tién chit diing 1am thube déu nho hon hoiic bing nbng dd, ham lugng quy dinh
tai Phu lyc V va VI kém theo Thdng tr nay;

b) Chira cdc duge chét khéc khong phai Ia duge chét gdy nghign, duge
chit hudng thiin, tién chit ding lam thude.

6. Thubc dang phéi hop cé chita tién chit bao gom céc thude dip tng
ddng thiri cac diéu kién sau day:



a) Chita tién chit ding lam thude, trong dé néng o, ham lugng tién chat
diing lam thudc nhé hon hodic bing ndng 46, ham lugng quy dinh tai Phy Iye VI
kém theo Thong tur nay;

b) Chira cdc duge chit khac khéng phai la duge chét giy nghién, duge
chét huéng thén, tién chit ding lam thudc.

7. Thude va duoc chit trong Danh muc thude, duge chiit thude danh muc
chit bi cim sir dyng trong mét s6 nganh, linh vyrc:

Cé-: thudc va diurge chét trong Danh myc thude, durge chit thude danh muc
chit bj cim s dung trong mét so nganh, Ii'nh vire duge lya chon theo nguyén tic
quy dinh tai khuan 2 E'mu 41 Nghj dinh s 54/2017/NB-CP ngay 08/05/2017
quy dinh f.:hi tiét mét so didu va bién phap thi hanh Ludt duge (sau day goi tat 13
Nghi dinh s6 54/2017/NB-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 DAC BIET

Ditu 4. Bio quin

1. Cor sé khédm bénh, chita bénh, co s& cai nghién bit buje, co so nghién
ciru, ddo tao chuyén nganh y duge, co s& ¢d hoat dl,:rng dirge khing vi muc dich
thirong mai khéc phai tuéin thi yéu ciu vé Thye hinh tét bao quén thuoe, nguyén
liéu lam thude trong do:

a) Thube gdy nghién, thude huéng thin, thuée tién chit, nguyén ligu lam
thude 1 duge chét gay nghién, duge chat huéng than, tién chit ding lam thude
phii duge bio quan tai kho, to neng ¢6 khéa chiic chiin va khing duge dé cing
cac thube, nguyen litu lam thuoc khac. Néu Ir;h-::mg co kho, td ﬂeng, thude ga}r
nghign co thé d& cing 1, gid, ké chung véi thudc hudng thin, thuc tién chat
nhl.rng phai sap xép riéng bigt cho m‘ng logi thufu:: b bién hwu ro r&ng dé tranh
nhim 1in; Thude hum1g than sip xép trong qudy, ti ciia tram y té chp x&, tram x4
phai co khod chfic chiin va c6 phin cong ngrdi quan 1y, céip phat, theo dbi s6 sach;

b) Thube dang phm hop ¢6 chia dum: chit giy nghién, thum: dang phéi

hu‘p ¢6 chira duge chit huéng thén, thude dang phm hop co chira tién chét phai
dé khu vue riéng biét, khong duge dé cling cdc thube khic;

¢) Thube phéng xa phéi dwge béo quén tgi kho, ti ¢6 khod chéic chin, dam
bao an toan birc xa va an ninh, chang phoi nhiém bic xa mdi trudmg theo ding
quy dinh ctia phap lugt vé niing hrgng nguyén tir;



d) Thube déc, nguyén liéu doc lam thudc phai dé khu vyc riéng biét,
khéng duge dé ciing cde thube khée, phii sip xép gon gang, tranh nham lin, dé
quan sit trong khu vuc bao quan;

d) Thude giy nghién, thude hudng thin, thude tién chét & ti thude trure,
ti thudc cdp ciru phai duge dé & mdt ngin hodc & riéng, khong duge dé cling
céc thude khdc va do didu dudng vién trye gilt, cip phét theo y Iénh. Tt thudc
trire, th thudc cép ciru ¢6 khod chic chén. S6 lugng, ching loai thude phai
kiém sodt dic biét dé tai i thude trire, ti thue cép ciru do ngudi dimg diu co
s quy dinh béng van ban. Khi dfn ca truce, nguﬁi giil thude cia ca tryc trude
phii ban giao s lugng thubc va sb theo ddi thube cho ngudi gilt thude cia ca

trire sau. Khi ban giao, ngudi giao va ngudi nhin phai ky nhén diy du trén 5O
theo ddi thude.

2. Ngudi quan 1y thube phai c6 trinh b dao tao phis hgp véi loai thude,
nguyén liéu lam thude phai kiém sodt diic bigt, cy thé nhw sau:

a) Déi voi thudc giy nghién, nguyén lidu 1am thude 14 duge chat giy
nghién, ngwdi quan Iy tai khoa duge bénh vign phai ¢ bing t6t nghisp dai h-:;rc
nganh dugce trd lén, ng.u'm quﬂn Iy tai cdc co s& khic quy dinh tai khoan 2 Diéu
2 Théng tu nay phai cé bing tot nghiép trung cap nganh dugc tré 1én;

b) P&i v&i thube hudng than, thudc tién chét, nguyén lidu 1am thude 1a
duge chét hmmg thin, tién chit ding lam thude, ngudi quan 1y phai cé béing tot
nghiép trung cap nganh duge tré 1én.

Trudng hop tram y té cdp xd, tram x4 khéng c6 nhén sy dap img quy dinh
tai khoan ndy thi ngudi dimg dAu co sé giao nhiém vy bang vin bin cho ngudi
co trinh d§ tir y s¥ trdr Ién;

¢) i véi thuoe phong xa, ngudi quén 1y phal ¢6 bang tot nghiép trung -::a]:-
nganh duge tr 1én hodc bac 53, ki thudt vién, diéu dudng vién, di qua dio tao vé
an toan birc xa va duge nguii dimg dfu co s giao nhiém vy bing vin ban,

Pitu 5. San xuit, pha ché

Viéc san xudt, pha ché cée thudc phai kiém sodt diic bigt bao gbm thudc
phéng xa thyc hién theo quy dinh tai Thing tu 50 EE}'ZID] I/TT-BYT ngay 10
thang 6 naim 2011 cua B§ trudng BoY té quy dinh td chite va hoat diing cia
khoa durge bénh vign.

Didu 6. Cp phit, si dyng, hiy thude

|. Déi véi co s& kham bénh, chita bénh, trir co sér didu trj nghién chit
dang thubc phién bing thude thay thé: viéc cip phat, sir dung thue hign theo quy
dinh tai Théong tu s 23/2011/TT-BYT ngiy 10 théng 6 nim 2011 cia B{ trudng



Bé Y té hudng din sir dung thude trong cée co s& y té co giudng bénh (sau ddy
goi tit 14 Thang tir s6 23/2011/TT-BYT).

2. Péi v co sir cai nghién bt budc, co sé diéu tri nghién chat dang thude
phién bing thudc thay thé: viéc cAp phit, sir dung cdc thude phai kidm sodt dic
biét duge thyc hién nh sau:

a) Khoa diédu trj, phong kham tE‘rng hop va lap Phiéu Iinh thubc giy
nghién, thude hudng thin, thube tién chéit theo miu sb 1 kém theo Théng tur s6
23/201 I/TT-BYT cho khoa, phong minh;

b) B& phan duge cép phat thudc cho cdc khoa diéu trj, phong khim theo
Phiu Iinh thudc va phai theo doi, ghi chép diy di s lugng xuat, nhap, tén kho
thude gy nghién, thudc huéng thin va thudc tién chét vao sd theo miu quy dinh
tai Phy Iue VIII kém theo Thong tu nay;

¢} Tai cic khoa diéu tri, phong khim, sau khi nhin thude, ngudi duge
phén cong nhiém vy phai ddi chiéu tén thude, ndng d, ham lugng, han ding,
s6 lugng thude trude lic tiém hodc phat, hudng din sir dung va trye tiép cap
phét cho ngudi bénh;

d) Thube gy nghién, thube hudng thin va thue tién chit khéng sir dung hét
hodc do ngurdi bénh r.:hu}fén co sé& hofic bj tir vong, khoa diéu tri, phong kham phai
lam gidy tra lai bd phin duge. Truong by phin duge phai can cfr didu kign cu the
dé quyét dinh téi sir dung hodic huy theo quy dinh va l4p bién ban luu tai co sa;

d) Trudmg b phin duge hodic ngudi co béng tot nghiép trung cip nganh
duge trdr 18n duge nguiri dimg diu co s& giao nhiém vy biing vin ban ky duyét
Phiéu linh thube gdy nghién, thube hudng thin va thude tién chit cia khoa diéu
tri, phong kham;

e) Trudng khoa didu trj holic phé khoa diéu tri duge trudng khoa giao
nhiém vu bing vin ban, truémg phong khédm hofic pho phong kham duge trudng
phong khém giao nhiém vy bing vin ban ky duyét Phiéu linh thubc gdy nghién,
thude hudng thén va thube tidn chit cho khoa, phong minh.

3. Co sé kham bénh, chita bénh, co s& cai nghién bit bude, co s& nghién
ciru, déo tao chuyén nganh y duge, co s& cd hoat dong duge khong vi myc dich
thuong mai khéc phai 1ap hé so d& nghi mua thube theo quy dinh tai Digu 53
Nghi dinh sé 54/2017/ND-CP vé giri dén S¢ Y té noi co so djit try s¢ dé xem
xét, phé duyét theo quy dinh tai Diéu 54 Nghj dinh s6 54/2017/ND-CP trude khi
mua céc thube giy nghién, thube huéng thin va thudc tién chét va thude dang
phi hop cé chira tién chét khong thude dbi tuong phai ddu thiu dé phuc vy cho
nhu ciu didu tri, nghién ciru, kiém nghigém cia co s0.



4. Co s& khim bénh, chita bénh, co s& cai nghién bét budc, co sd nghién
ciru, ddo tao chuyén nganh y duge, co s& ¢o hoat dong duge khong vi muc dich
thuong mai khéc chi duge hiy thube giy nghién, thube hirémg thin, thube tidn
chét va nguyén liéu lam thube 14 duge chit giy nghién, duge chit huéng thin,
tién chét ding lam thude, thube phong xa sau khi ¢d cong vin cho phép cla S& Y
té noi co s& dit tru s& theo quy dinh tai Diéu 48 Nghi dinh s6 54/2017/ND-CP.

Diéu 7. Giao nhiin, vin chuyén giira cde co s&

|, Yéu ciu dbi véi co sé va ngudi viin chuyén thude, nguyén liéu lam thude
phii kiém soét dic biét:

a) Co s& tham gia qua trinh giao, nhin thude phéng xa phai cé gidy phép
tién hinh cbng viéc birc xa, pham vi vén chuyén nguén phong xa, ngudi giao,
nguiri nhin, ngudi vin chuyén thude phdng xa phai co chimg chi an toan birc xa
theo quy dinh cua B§ Khoa hgc va Cong nghé;

b) Nguisi vin chuyén thuc gay nghién, thube hudng thin, thude tién
chit, nguyén liéu lam thude 1a duge chit giy nghién, dugc chét huéng thén,
tién chét diing lam thude khi lim nhi¢m vy phii mang theo vin bin giao
nhiém vy clia ngudi dimg diu co so, gii}r t& thy than hop 1€, hod don bén
hang hodc phiéu xuit kho.

2, Yéu chu déi vai viéc giao nhan, vin chuyén thube , nguyén lidu lam thude
phai kiém soét dic biét:

a) Khi tién hanh giao, nhin cic thudc gy nghién, thube huéng than,
thuéic tién chat, nguyén lidu lim thude 1a duge chit gdy nghién, duge chat huéng
thin, tién chét ding lam thude phai c6 Bién ban giao nhin theo miu quy dinh tai
Phu luc IX kem theo Thong tr nay;

b) Khi giao, nhin thubc, nguyén ligu lam thude phéi kiém so4t dic biét,
ngudi giao, ngl.rm nhin thude phai tién hﬁnh kiém tra d6i chiéu tén thudc, tén
nguyén ligu, nong g, ham qung, s luong, sé 16 san xuit, han ding, chat hrgng
thude, nguyén liéu lam thubc vé mit cam quan; phai ky va ghi 1o ho tén vio
chimg tir xuét kho, nhap kho;

¢) Thude gy nghién, thudc hu-:rng thén, thude tién chat, nguyén ligu lam
thude 1a duge chit gy nghli;n, duge chit hudng thin, tién chét ding lam thube,
trong qué trinh vén chuyén phai bio dim an ninh, trénh thét thoat,

Piéu 8. Bdo cio
1. Bédo cao dijnh ky:
a) Trude ngay 15 thang 01 hang nim, co s& khdm bénh, chira bénh, co so

cai nghién bt budc, co s& nghién clu, ddo tao chuyén nganh y du:rc Co 50 cO
hoat djng duge khoéng vi muc dich thuomg mai khac 13p bdo cdo xuit, nhip, ton
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kho, sir dung thude giy nghién, thude hudng thiin, thude tién chét, thubc phéng
xa, thudc dang phéi hop cé chira tién chit gini Sa Y té noi co s dAt tru sé theo
mau bdo cdo quy dinh tai Phy lyc X kém theo Théng tr ndy;

b) Trude ngay 15 thang 02 hing nim: S& Y t€ béo cdo tinh hinh st dung
thudc giy nghién, thude huéng thin, thude tién chit, thuée phéng xa, thude dang
phéi hop c6 chira tién chit hing nim cia céc co s& trén dja ban minh, Cye Quén
y - Bé Quic phong bio cdo tinh hinh st dung thude ghy nghién, thude hudng
thén, thube tién chit, thube phong xa, thudc dang phdi hgp cé chira tién chit
hang nim clia céc co s& ciia nganh minh vé& B& Y & theo mdu bdo céo quy dinh
tai Phu luc XI kém theo Thong tr nay.

2. Béo cdo dot xuat;

Trong thisi han 48 (bén muoi tim) gid, ké tir khi phét hién nhim 1in, that
thodt thudc phong xa, thude giy nghién, thude hudng thin, thude tién chat,
thudc dang phdi hgp cd chira tién chét va nguyén li¢u lam thude 1a duge chit
giy nghién, duge chit hudng thin, tién chit ding 1am thube, co sé khdm bénh,
chira bénh, co s& cai nghién bét budc, co s& nghién ciu, dio tao chuyén nganh
y duge, co s& c6 hoat dong duge khéng vi myc dich thuong mai khdc lap bdo
c4o biing van ban va gii vé B§ Y té theo miu béo cdo quy dinh tai Phy luc XII
kém theo Théng tur nay.

3. Bao céo quy dinh tai khoan 1, 2 Piéu nidy phai dugc thyc hién tryc
tuyén khi B§ Y té trién khai phin mém, di¥ lidu quan 1y chung trén toin quoc.

Chwong 111
CUNG CAP THUOC PHONG XA

Pitu 9. Cung ciip thude phing xa

Co s& kham bénh, chita bénh da duge phép san xuat, pha ché duge cung
cp thube phong xa cho co s& kham bénh, chita bénh khac khi ddp (g céc yéu
ciu sau day:

. 84 lugng thube san xuét, pha ché phuc vu cho cong tic didu tri tai cor s&r
nhi#u hon nhu céu sir dung thye té,

2. Puge B8 Y t& (Cyuc Quin 1y Duge - B3 Y té) dong ¥ bing viin ban.

Didu 10. Hd so dé nghj cung cip thude phong xa

1. Pon d& nghj cung cdp thude phéng xa ciia co s& kham bénh, chira bénh
theo miiu don quy dinh tai Phu luc XIII kém theo Thing tuw nay.

2. Bao céo viéc san xuét, pha ché, st dung thude phong xa dé nghj cung
cdp tai co s¢ khdm bénh, chita bénh sin xudt, pha ché, trong dd néu cy thé cac



théng tin vé céng suét mdy, kha niing sin xudt, sb lugng thude sin xudt, 56
lugng bénh nhin sir dyng, 50 lugng thude da sin xuit nhung khéng sir dung cb
dong dédu xdc nhan cla co sé dé nghi theo mau béo cdo quy dinh tai Phy lyc XIV
kém theo Théng tu nay.

Picu 11. Trinh tw, thii tuc cho phép cung cip thude phing xa

l. Co sé khdm bénh, chita bénh ndp 01 b ho so trye tiép hodc qua buu
dién vé Cuc Quan Iy Dugc - B§ Y té.

2. Sau khi nhin dirge hd so, Cue Quén Iy Dugc - B§ Y té trd cho co sé dé
nghi Phiéu tiép nhin hé so theo miu phiéu quy djnh tai Phu lyc XV kém theo
Théng tr nay.

3. Trong thdi han 15 ngay ké tir ngdy ghi trén Phiéu tiép nhén hé se,
truémg hop khéng c6 yéu cau sira doi, bd sung hd so, Cuc Quén ly Duge - Bo Y
té ¢6 vin ban chip thuin vide cung cdp thudc cla co s&; trudmg hop c6 yéu cu
sita déi, bd sung hé so, Cuc Quan Iy Duce - Bd Y té ¢6 vin ban giri co sor dé
nghi, trong d6 néu cy thé céc ti lidu, ndi dung cin sira ddi, bo sung,

4. Sau khi co & ndp hd so sira d5i, bd sung, Cuc Quin Iy Duge - By Y 1
tra cho co so Phiéu tiép nhin hd so sira ddi, bd sung theo mau phitu quy dinh tai
Phu luc XV kém theo Thong tu nay.

a) Trudmg hop hd so sita d6i, bd sung khong ddp (ng yéu cau, Cuc
Quén Iy Duge - Bd Y té cd véan ban théng béo cho co s& theo quy dinh tai
khoan 3 Diéu nay;

b) Truomg hop khong cé yéu cu sita dbi, b sung déi véi hd so sira doi,
bé sung, Cuc Quéan 1y Duge - B§ Y t& ¢6 van ban chﬁp thuén viée cung cép
thude ciia co s& theo quy dinh tai khoan 3 Diéu nay.

5, Trong thoi han 60 ngdy, ké tir ngiy co quan tiep nhén ho so co viin ban
théng bao sira dbi, bo sung, co so dé nghj phai ndp hé so stra dbi, bé sung theo
yéu ciu. Sau thoi han trén, co s& khdng sira di, bo sung hoac sau 90 ngly ké tir
ngay nop hé so 1én diu mi hé so bd sung khéng dép (mg yéu cau thi ho so da
nop khong con gia tri.

Chuong IV
HO SO, SO SACH VA LUU GIT CHUNG TU, TAI LIEU
CO LIEN QUAN VE THUOC, NGUYEN LIEU LAM THUOC

PHAI KIEM SOAT DAC BIET

Pidu 12. Hb so, sb sich dbi véi co siv sin xudt

1. Co s&r sin xuét thubc gdy nghién, thube hudng thin, thude tién chit,
nguyen liéu lam thude 1a duge chit giy nghién, dugc chét hurémg thén, tién chét
diing lam thubc phai ldp va ghi chép dity du céc loai so theo déi sau day:

~ b
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: a}: S6 i;'heu ddi pha;hé, san xudt thude gy nghién, thude hudng than,
thude tien chat theo miu sd quy dinh tai Phu luc XVI kém theo Théng tu nay;

~ b) S6 theo d6i xut, nhp, tén kho thude gdy nghign, thube hudng than,
thuoe tién chat, nguyén ligu lam thubc 1a dugre chat giy nghién, dugc chit hudéng
thin, tién chat diing lam thuéc theo miu s6 quy dinh tai Phy lue VIII kém theo
Thong tu nay;

¢) Phiéu xudt kho thude gdy nghién, thuoe hudng thén, thude tién chit,
nguyen ligu lam thube & duge chat giy nghién, duge chat huong thén, tién chat
ding 1am thudc theo miu phiéu quy dinh tai Phy luc XVII kém theo Théng tu
nay;

d) !ﬁéc r.:h!,'rng tir lién quan dén vifc mua han thudc gy nghién, thudc
hudéng thin, thudc tién chét, nguyén lidu lam thube la duge chat giy nghién,
durgre chat hirémg thén, tién chét diing 1am thude.

2. Co s& sn xudt thube dang phdi hop c6 chira duge chit gdy nghién,
thude dang phdi hop co chira duge chat hudng thin, thuoe dang phoi hop cb
chira tién chilt, thudc déc, nguyén ligu doe lam thuéde, thude va duge chit trong
Danh muc thude, duoe chit thude danh muc chét bi cim sir dyng trong mgt 50
nganh, linh vire phai ghi chép day di cdc loai sb theo doi sau ddy:

a) S& theo déi xut, nhip, tén kho thubc theo miu sé quy dinh tai Phy luc
X VI kem theo Théng tir ndy;

~ b) Phiéu xudt kho nguyén li¢u lam thude 1a duge chat gy nghién, duge
chét hudng thin, tién chit ding lam thudc theo miu phidu quy dinh tai Phy luc
XWVII kém theo Thing tr nay;

¢) Cac chimg tir lién quan dén viéc mua ban nguyén ligu lam thubc la
duge ch{at gdy nghién, duge chét huémg thén, ti%n chit ding lam thude, thude
dang phoi hgp co chira duge chit gy nghién, thuée dang phéj hop ¢b chira duge
chit hudmg than, thude dang phdi hgp ¢d chira tién chﬁt:, thube doc, nguyen ligu
ddc lam thube, thude va duge chét trong Danh myc thude, duge chat thuge danh
muc chat bj cam sir dung trong mét 50 ngénh, linh vye.

3. Cor 5¢v san xufit thuoe phong xa phai 1ap va ghi chép diy di cac loai sb
theo d&i sau day:

a) Sé theo ddi pha ché, sin xudt thudc phéng xa theo theo mau s6 quy
dinh tai Phu luc XIX kém theo Théng tu nay;

b) Sé theo dai xudt, nhap, ton kho thubc phéng xa theo miu sb quy djnh
tai Phu lue VIII kém theo Thing tu ndy;

¢) Phiéu xudt kho thubc phéng xa theo méiu s6 quy dinh tai Phy lye XVII
kém theo Thong tu nay;

d) Céc chimg tir lién quan dén vigc mua bin thudc phéng xa.
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Didu 13. Hb so sb sich d6i véi co si xuit khiu, nhip khiu

1. Co sé xudit khiu, nhip khiu thudc gdy nghién, thudc hudng thin, thude
tién chét, nguyén lidu lim thudc 1a duge chét giy nghién, duge chét hudng than,
tién chét ding lam thude phai 1dp va ghi chép diy du céc logi ho so, sb séch theo
ddi sau day:

a) Sb theo doi xuét, nhép, tdn kho thuc gy nghién, thube huéng than,
thudc tién chét, nguyén ligu lam thude 14 duge chét gay nghién, duge chét hudng
thin, tién chét ding lam thubc theo miu s quy dinh tai Phy luc VIIT kém theo
Théng tu nay;

b) Phiu xuét kho thubc gdy nghién, thude huéng thén, thube tién chit
theo méu phiéu quy dinh tai Phu luc XVII kém theo Thong tw niy;

¢) Céc chimg tir lién quan dén viée xudt khau, nhap khau, mua ban thudc
gy nghign, thude huéng thin, thude tién chit,

2. Co s& xuht khéu, nhap khiu thude dang phdi hop cé chira duge chit
giy nghién, thudc dang phﬁi hop c6 chira duge chét hurdmg thén, thube dang
phéi hgp c6 chira tién chit, thudc déc, nguyén ligu dc lam thube, thude va duge
chét trong Danh muc thude, duge chit thuge danh myc chét bi cam sir dung
trong mat 6 nganh, linh vire khi theo dai bing ho so, s6 sdch phai lip va ghi
chép diy dii cic ho so sau ddy:

a) Sé theo ddi xuét, nhip, ton kho thude dang phoi hop c6 chira duge
chit gay nghién, thudc dang phdi hop cé chira duge chat hudng théin, thude
dang phéi hop c6 chira tién chat, thude dde, nguyén ligu dic lam thude, thude
va duoe chit trong Danh mye thude, duge chit thudc danh muc chit bj cim
sit dung trong mot s6 nganh, linh vyc theo mau s6 quy dinh tai Phy lue XVIII
kém theo Théng tu nay,

b) Chimg tir lién quan dén viéc xuit khéu, nhdp khdu, mua ban thude dang
phéi hop c6 chira duge chét giy nghién, thude dang phéi hop 6 chira duge chit
hudng thin, thude dang phéi hop co chira tién chat, thude déc, nguyén ligu dje
lam thude, thude va duge chét trong Danh muyc thude, duoc chit thude danh muc
chét bi cAm sir dung trong mét 6 nganh, [inh vye.

3. Ca s& xuit khdu, nhip khiu thudc phéng xa phai 1ap va ghi chép day
dii céc hé so sau day:

a) S theo d&i xudt, nhép, ton kho thude phong xa thuc hién theo méiu so
quy dinh tai Phu luc VIII kém theo Thong tur ndy;

b) Phiéu xuét kho thubc phéng xa theo miu phiéu quy dinh tai Phy lyc
XVII kém theo Théng tur ndy;

¢) Céc chimg tir lién quan dén vige xudt khau, nhap khéu, mua bén thude
phong xa.

Sl
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Pitu 14. Hb so sb sich doi véi co sér bin bubn

1. Co s ban buén thudc giy nghién, thube huéng thin, thude tién chat
phéi ldp va ghi chép diy di céc ho so sau diy:

_ 2) Sb theo ddi xudt, nhép, ton kho thude gdy nghién, thudc huémg than, thube
tién chit theo mAu sd quy dinh tai Phy lyc VIII kém theo Théng tu ndy;

b) Phiéu xudt kho thudc gy nghién, thuéc hudng thin, thude tién chat
theo miu phiéu quy dinh tai Phy lyc XVII kém theo Thing tur niy;

¢) Cac chimg tir lién quan dén viéc mua bén thubc gy nghién, thude
hirémg thiin, thude tién chit.

2. Co s& bén budn thudc dgng phéi hop cd chira duge chat gay nghién,
thuée dang phm hop ¢6 chira duge chit huéng thin, thude dang phéi hop cé
chira tién chét, thude doc, nguyen liéu djc lam thudc, 'r.hu:‘;‘rc va duge chat
trong Danh muc thude, duge chit thu-.;:-c danh mye chét bj cidm sir dung trong

mét sb nganh, linh vy khi theo dai biing hd so sé sich phai lip va ghi chép
diy di cdc hd so sau diy:

a) 56 theo dai xudt, nhﬂp, tén kho thudc dang phm hgp co chira du:;rc
chit ga}r nghién, thude dang phm hop c6 chira duge chat hudng T.hﬁn thudc
dang phédi hl;!'p ¢6 chira tién chit, thube dc, nguyén ligu doc lam thube, thunc
va dugc chét trong Danh myc thube, duge chat thuge danh muye chét bj cam
sir dung trong mét sé nganh, linh vire theo mau sb quy dinh tai Phy luc XVIII
kém theo Théng tu nay;

b) Chimg tir lién quan dén vu:c mua bén thudc dang phoi hop eb chira
dugc chét giy nghién, thuﬁc dang phm hop 6 chira duge chat hmﬂng thin, thube
dang phm hop c6 chira tién chat, thude déc, nguyen liéu déc lam thuée, thuﬂ:; va
duoe chit trong Danh muc thube, duge chit thuje danh muc chit bi cim st
dung trong mét 6 nganh, linh vye.

3. Co s6 bén budn thube phéng xa phai 1dp va ghi chép diy du cac loai s6
theo doi sau diy:

a) 84 theo ddi xudt, nhip, ton kho thube phong xa thuc hién theo mau so
quy dinh tai Phu lyc VIII kém theo Thong tu nay;

b) Phiéu xudt kho thubc phong xa theo méu so quy dinh tai Phy lue XVII
kém theo Théng tu nay,

¢) Céc chimg tir lién quan dén viéc mua bin thude phéng xa.

Ditu 15, Hb so sb sach ddi véi co s& bin 18

| Nha thude ban 1é thube giy nghién, thude huéng thin, thude tién chét
phai 14p va ghi chép déy dit cdc logi hd so sau day:
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a) So theo déi xuﬁt{ nhip, tén kho thudc giy nghién, thude hudng thin,
thude tien chat theo mau s quy dinh tai Phy luc VIII kém theo Thong tir nay;

b) Phiéu xuit kho thuée gy nghién, thudc huémg thin, thube tidn chét cia
noi cung edp thude;

c) Bon thuée gy nghién, thude hudng thin lwu tai co sé sau khi bén:

d) Bién ban nhin thudc giy nghién theo miu bién ban quy dinh tai Phy
lye XX keém theo Théng tu nay;

d) 84 theo dai théng tin chi tiét khach hing theo méu sb quy dinh tai Phy
lue XXI kém theo Théng tur nay.

2. Co st ban 1é thude dang phdi hop c6 chita dugc chit gy nghién, thude
dang phdi hep co chira duge chét huéng thin, thudc dang phoi hop 6 chira tien
chit phéi Iap va ghi chép ddy di S& theo dbi théng tin chi tiét khach héang theo
mau sd quy dinh tai Phy lue XXI kém theo Théing tu nay.

Di¢u 16. Hd so sb sich dbi véi co siv kinh doanh dich vy bio quin
thude, kinh doanh djch vu thir thube trén Iim sang, kinh doanh dich vy thir
twong duong sinh hoc ciia thude, kinh doanh djch vu kiém nghiém

. Thude gdy nghién, thude hwéng thin, thude tién chit, nguyén lidu 1am
thudc 13 dugc chit gdy nghién, duge chit hudng thin, tién chat ding lam thubc:
phai ldp va ghi chép day dii céc loai hé so, 56 séch theo ddi sau day:

~ a) S6 theo dai xudt, nhdp, tén kho thude giy nghién, thudc huémg thén,
thue tien chat, nguyén ligu 1am thude 13 duge chét géy nghién, duge chét hudng
than, tién chit ding lam thubc theo miu sé quy dinh tai Phy lue VIII kém theo
Théng tir ndy;

b) Phiéu xuit kho thude gy nghién, thuéc hudng thin, thue tidn chit
theo mau phiéu quy dinh tai Phy lye XVII kém theo Théng tu nay.

2. Thude dang phéi hep 6 chira duge chit gdy nghién, thube dang phéi
hop 6 chira duge chat hudng thin, thube dang phdi hop c6 chira tién chit: thube
die, nguyén lidu dbe lam thude, thube, duge chit trong Danh mue thude, dugc
chiit thude danh myc chit bj cAm sir dung trong mét s8 nganh, linh vuc phai lap
vi ghi chép ddy du sd theo ddi xuit, nhdp, tn kho thuéc theo méu sb quy dinh
tai Phy luc XVIII kém theo Théng tur nay.

3. Thuém_phf:-ng xa phéi 1dp va ghi chép dy di sé theo dbi xudt, nhip, ton
kho theo méu sé quy dinh tai Phu lue VIII kém theo Théng twr nay.

Diéu 17. Ho so sb sich dbi véi co s kham bénh, chira bénh, co s cai
nghign bit bufe, co sé nghién ciru, dio tao chuyén nganh y duge, co sé cé
hoat djng duge khong vi mue dich thuong mai khéc

1. Céc co s& nghién ciu, dio tao chuyén nganh v duge, co s& cd hoat
dong duge khéng vi mue dich thuong mai khac v cde co s kham bénh, chira
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bénh, trir co s& diéu trj nghién chit dang thube phién bing thude thay thé, phai
lap va ghi chép diy du cac loai 56 theo doi sau ddy:

a) Sb pha ché thpﬁc géy nghién, thubc huéng thin, thude tién chét, thude
phéng xa theo miu sb quy dinh tai Phy lyc XVI va Phu luc XIX kém theo
Théng tr nay;

b $6 theo doi xudt, nhip, tbn kho thudc gy nghién, thube huéng than,
thude tién chét, nguyén liéu 1am thude la duge chat giy nghién, duge chat hudng
thin, tidn chét ding lam thudc, thudc phong xa theo mu s6 quy dinh tai Phy lye
VIII kém theo Thong tur nay.

3. Co s& cai nghién bit buge, co s didu tri nghién chit dang thude phién
biing thubc thay thé phai 1ap va ghi chép day du sb sach duge quy dinh tai diém
b khodn 1 cia Diéu nay.

Pitu 18, Luu giir ho so, s0 sch

1. Cor s&r kinh doanh duge, co sé khdm bénh, chia bénh, co s cai nghién
bit bude, co so didu trj nghién chit dang thude phién bing thude thay thé, co
s&r nghién ciu, dao tao chuyén nganh y durge, co s¢ co hoat dgng duge khong
vi muc dich throng mai khédc ¢ cac hoat djng lién quan dén thude, nguyén
liéu 1am thuc phai kiém sodt diic biét phai luu gilr chimg tir, tai liéu lién quan
dén thudc, nguyén lidu lam thude phai Likm soat dic biét dudi dang ho so, so
sach hodc ph.in mém theo dbi trong thid gian it nhét hai (02) nim ké tir ngay
thubc, nguyén ligu lam thude hét han ding. Don thude giy nghién, don thude
huémg thin lwu giir theo quy dinh tai Théng tu sb 05/2016/TT-BYT ngay 29
thang 02 nim 2016 cia B) trémg B4 Y té quy dinh vé& ké don thude trong diéu
trj ngoai tri.

2. Hét thoi han lwu trit trén, ngudi dimg dau co s 1ip hoi déng dé huy,
|ap bién ban hiy va hru ho so tai co so.

Chuong V
PIEU KHOAN THI HANH

Piéu 19. Hiéu lye thi hianh
1. Théng tur nay cé higu lyc thi hanh ké tir ngay 01 théng 7 nim 2017.

2. Théng tur sé 19/2014/TT-BYT ngay 02 thing 6 nim 2014 ciia B
trirémg BO Y té quy dinh quén 1y thube gy nghién, thude hudmg thin va tién
chét dimg 1am thudc hét higu luc ké tir ngay Théng tur nay o higu lye thi hanh.

Didu 20, Didu khodn chuyén tiép

|. Céc co s& nghién ciru, déo tao chuyen nginh y duge hién dang cung
chp thube phong xa cho cée co sé kham bénh, chira bénh duge tiép tuc cung cap

~ il
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dén hét théi han hop déng va chim nhét 13 hét ngay 01 thang 07 nim 2019. Sau
thoi han ndy, co s& mudn tiép tyc cung cép thube phong xa phai cé Gidy chimg
nhin dii diéu kién kinh doanh duge pham vi san xudt thude phong xa theo quy
dinh tai Myc 4 Chuong 111 Nghj dinh s6 54/2017/ND-CP.

2. H¢ thong phin mém theo ddi, quan Iy qua trinh xuit, nhip, ton kho
thudc phai kiém sodt dic biét ciia cée co si_’r quy dinh tai Piéu 43 Nghj dinh 5
54/2017/ND-CP phai duge thye hign két ndi trire tuyén khi BO Y té trién khai
phéin mém, dir ligu quan 1y chung trén todn qude.

Pidu 21. Piéu khodn tham chiéu

Trong truémg hgp cde vin ban quy pham phap ludt va cac quy dinh duge
vién din trong Théng tu nay co sy thay dbi, b sung holic dugc thay thé thi 4p
dung theo vin ban quy pham phép luft mai.

Diéu 22. Trich nhiém thi hinh

Chanh Vin phong B9, Cye trudng Cur.: Quan ly Duge, Vy trudmg cde Vu,
Cuc trudng cdc Cuc, Tr.:mg cyuc trudng Tnng cuc din st thudic B& Y té, Thi
triudmg cde oo quan, don vi trye thude B, Gidm déc S& Y té cdc tinh, thanh phn
true thudce trung wong va Tha truomg co quan y té cac B, nganh co lién quan
chiu trach nhiém thi hinh Théng tur nay.

Trong qué trinh thyc hign, néu cd vudmg mie, dé nghj co quan, td chire,
¢4 nhan phan anh kip thai vE Bd Y té (Cuc Quan I¥ Duge -B3 Y t&) dé nghién

ciru, gidi quyét./. |
v v fat—.

Neri nhiin: KT. BO TRUC
- Van phong Chinh phit (Céng béo, Cong TTDTCP); THU TRUC

- Bf trudmg (€ bédo cdo);
- Céc Thir truémg BO Y té;

- B Cong Thuong;

- Bd Tai chinh (Tong cpe Hai quan);

- B& Khoa hoc va Cong nghé;

- B Tu phip (Cye Kidm tra véin bin QPPL);
- Cac dom vi trye thude Bd Y te;

- 8 Y té céic tinh TP tryc thujic TW; .
- Téng Cong ty dugeVN, Vién kiém nghiém thude Truong Quoe Cuimng
TW, Vién KN thude TP.HCM;

- Higp hii DNDVN;

- Y té cic nganh;

- Céing Théng tin dién tr B§ Y 1é;

= Lamu: "'-"T, PC, QLD[EN.
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DANH MUC PHU LUC
TT |SOPHULYC TEN PHU LYC

I Phulycl | Danh muc duge chat gy nghién

2 Phuy luc 11 Danh muc dugc chét huéng thén

3 Phy luc Il | Danh myc tién chit ding lam thude

4 Phuluc TV | Bang giéi han nong d6, him lugng duge chét gy
nghién trong thuée dang phdi hop

5 PhulycV | Béang giéi han nong dd, him luong duge chat
hirémg thén trong thuoe dang phoi hgp

6 Phuluc VI | Béng gi6i han ndng df, ham luong tién chit ding
lam thube trong thude dang phéi hop

7 Phu lye VII | Danh myc thudc, duge chit thude danh muc chét bi
cam sir dyng trong mot s6 nginh, linh vue

8 Phu lyc VIIL | $6 theo ddi xudt, nhp, ton kho thude giy nghién,
thude huémg than, thude tién chét, nguyén ligu lam
thude 12 duge chit gay nghién, duge chat hudng
thin, tién chdt ding lam thudc, thude phéng xa

2 Phuluc IX | Bién ban giao nhin thube gay nghién, thuoe huéng
thén, thude tién chat, nguyén ligu lam thuoc 14 duge
chat géy nghién, dugc chét hudng thén, tien chat
ding lam thube

10 | PhulueX |Béo cdo xult, nhap, ton kho, sir dung thuce gdy
nghién, thudc hudng thn, thudc tién chét, thude
phéng xa, thude dang phoi hop ¢ chira tién chat

11 | PhulyeXI |Béo céo tinh hinh sir dyng thubc gdy nghién, thude
hudng tl'!ﬁn, thudc tién chat, thude phéng xa, thube
dang phéi hop cé chira tién chét

12 Phy lue XII | Bdo céo trong truémg hop that thoat, nhim lén

thudc gy nghién, thube hudng than, thudc tien
chét, thube phong xa, thube dang phoi hep 6 chira
tien chit, nguyén ligu lam thugc chira duge chit
giy nghién, duge chit huéng thin, tién chit ding
1am thude

gl T
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13 | Phuluc XIII |Don d& nghj cung cap thude phéng xa

14 | Phuluc XIV |Bdo cdo sin xuft, sir dung thude phong xa

15 | Phuluc XV |Phiéu tiép nhin hé so dé& nghi cung cép thubde
phong x3

16 | PhulucXVI |S4 theo di san xuit, pha ché thude gy nghién,
thude hudng than, thudc tidn chét

17 | Phylyc XVII | Phiéu xudt kho thuﬁc ga:f nghién, thube hucmg
thén, thuée tién chét, thuée phong xa, nguyén liéu
lam thubc 12 dm;rc chat gy ngluf,:n duge chit
huéng thin, tién chét ding lim thudc

18 | Phu luyc XVIII | Sé theo ddi Xudt, nhﬂp, ton kho thude dang ph$1
hgp co chira duge chat gy nghién, thudc dang phéi
ht;rp ¢6 chita duge chat hudng thin, thudc dang
phéi hop c6 chira tién chét, thuoe déc, nguyén ligu
d{;u: lam thube, thude v diroe ::hait thudc danh muc
chéit bj cAm sir dung trong mét s6 nganh, linh vyc

19 | PhulycXIX |S& theo doi sin xuft, pha ché thude phong xa

20 | Phyluc XX |Bién ban nhin thudc gay nghién

21 | Phylue XXI |Sé theo dai thang tin chi tiét khach hing

NAP A
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Phuy lucl
DANH MUC DUQC CHAT GAY NGHIEN
(Kém theo Théng twsé: 2017/ TT-BYT ngay  thdang nam 2017

ctia Bo trueng Bg Y t€)

ey TEN QUOC TE TEN KHOA HQC
| | ACETYLDIHYDROCODEIN | €3 % 6 )45 - epoxy - 3 - methoxy -
17 methyl - morphinan - 6 - yl - acetat
N-[1-[2-(4-ethyl - 4,5 - dihydro - 5
5 | ALFENTANIL - oxo - 1 H - tetrazol - 1 - yl) ethyl] - 4 -
(methoxymethyl) - 4 - piperidinyl] - N -
Phenylpropanamide
3 ALFHAPRDDWE - 1,3 & di mEﬂ‘i}-‘] = 4 . Fhﬂn}rl = '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)
(-) - 17 - (cyclobutylmethyl) morphinan
6 | BUTORPHANOL -3.14 diol
RAMAD {=)-2 - {& - Dimethylamino - 3 -
L 5 hydroxybenzyl) Cyclohexanol
ester cia b i
¢ | cocANE Methyl ester cia benzoylecgonine
9 | CODEINE (3 - methylmorphine)
((+)- 4 [2 - methyl - 4 - ox0 -3.3 -
10 | DEXTROMORAMIDE diphnyl - 4 (1 - pyrrolidinyl) - butyl] -
marpholine)
(-)- 13 - Amino- 5,6,7.8.9,10,11 e, 12
11 | DEZOCIN octahydro- Sa- methyl-5, 11-
methanobenzo- cyclodecen-3- ol
(1- (3 cyano- 3,3- Diphenylpropyl)- 4-
12 | DIEENOXIN Phenylisonipecotic acid
13 | DIHYDROCODEIN 6- hydroxy- 3- methoxy-N- methyl-4,5-

~ AP~
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epoxy- morphinan

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

14 | DIPHENOXYLATE phenylpiperidine-4-carboxylic acid ethyl
ester

15 | DIPIPANONE 4,4- Diphenyl-6- Piperidino-3-
heptanone.
(3,4- Dimethoxy- 17- Methyl

16 | DROTEBANOL morphinan-6 B, 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

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

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

23 | SRR, epoxy-17 methyl - (5 o, 6 @)

26 | MYROPHINE MyristylBenzylmorphine
17- Cyclobutylmethyl- 7,8- dihydro- 14-

27 | HALBUERHI hydroxy- 17- normorphine
Morphinan- 6- ol, 7,8- Dihydrro- 4,5-
epoxy- 3- methoxy- 17- methyl- 3-

28 | NICOCODINE pyridin mecarboxxylate (ester), ( e,
6at)

20 | NICODICODINE 6- Nicotinyldihydrocodeine

30 | NICOMORPHINE 3,6- Dinicotinylmorphine)

il | NORCODEINE N- Dimethylcodein

32 | OXYCODONE (14- hydroxydihydrocodeinone) ]

33 | OXYMORPHONE (14- hydroxydihydromorphinone)

~ <l
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(1- methyl-4- phenylpiperidine-4-

4
34 | PETHIDINE 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)

( N- ( 1- Methyl- 2 piperidinoethyl- N-

38 | PROPIRAM 2- pyridyl Propionamide)

1-{2-methoxy carbonylethyl)-4-
39 | REMIFENTANIL (phenylpropionylamino)piperidine-4-
carboxylic acid methyl ester

(M-[4- (methoxymethyl)-1- [2- (2-

40 | SUFENTANIL thienyl)- ethyl]-4- piperidyl}-
propionanilide)
41 | THEBACON ( Acetyldihydrocodeinone)

(+)1- [( 2R*,65%,118*)- 1,2,3,4,5,6-
hexahydro- 8- hydroxy- 3,6,11-
trimethyl- 2,6- methano-3- Benzazocin-
11- y1]-3-one-methanesulphonate

42 | TONAZOCIN MESYLAT

(+)- Trans- 2- Dimethylaminomethyl-1-

% L . (3- methoxy phenyl) cyclohexan-1-ol

Danh myc nay bao gom:
- Péng phén ciia ce chét trén néu n ton tai dudi dang 1én cla mot chit
héa hoc cy thé,

- Céc ester va ether ciia cdc chét trén néu chiing ton tai trir trudmg hop
chiing xudt hién & cdc danh myc khéc.

- Mubi ctia cdc chit trén, bao gdm ¢4 céc mubi ciia ester, ether va nhimg dbng
phén cia céc chét trén néu ton tai.

"‘*«b___{{,d{;,.-f
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Phy luc I1

DANH MUC DUGC CHAT HUONG THAN

(Kém theo Théng twso:  /2017/TT-BYT ngay  thdng  ndm 2017

cria Bg trucmg Bé 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 Diethvlpropion | 2-(diethylamino) propiophenone

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

5 AMOBARBITAL i;?:ll'uyl-S—isupentylbarhituric

6 | BARBITAL 5,5-diethylbarbituric acid

. | N-benzyl-N, o-

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- o)(1,4) diazepine
21-cyclopropyl-T-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-
1-methyl-5-phenyl-2H-1,4-

13 [ CAMARERNM benzodiazepin-2-one
dimethylcarbamate (ester)
7-chloro-2-(methylamino)-3-
phenyl-3H-1,4-benzodiazepine-

14 | CHLODIAZEPOXID 4-oxide

(+)-norpseudo- | (+)-(R)-a-[(R)-1-
Ol e ephedrine aminoethyl]benzy! alcohol
16 | CLOBAZAM 7-chloro-1-methyl-5-phenyl-1H-

Eo, ,ﬁ.ﬁ'ﬁ,.-f
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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 - ox0
-5-phenyl-1H-14-
benzodiazepine -3-carbocilic
acid

19

CLOTIAZEPAM

5-(o-chlorophenyl)-7-ethyl-1.3
dihydro-1 methyl-2H-
thieno[2,3e]-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

T-chloro-5- (o-chlorophenyl)-1,3
dihydro-2H-1,4 benzodiazepin-2
—0one

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

24

ETHCHLORVYNOL

| - chloro -3- ethyl -1- penten -4
- yn -3-0l

25

ETHINAMATE

1- ethynylcyclohexanol
carbamate

26

ETHYLLOFLAZEP
ATE

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

27

ETILAMFETAMINE

N -
ethylamphetam
ine

N-ethyl-o-
methylphenethylamine

28

FENCAMFAMIN

N- ethyl-3- phenyl-2-
norbormanamine

29

FENPROPOREX

(+) =3- [ (o~ methylphenethyl)
amino] propionitrile

""l_.{q’.r!’{.r"f




23

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-
|- 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
- dimethy] - 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

(25)-2,6-diamino-N-[(15)-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-a]
[1.4] benzodiazepin -1 —one

41

LORAZEPAM

7-chloro-5-(o-chlorophenyl)-1,3-
ditrydro-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

~ e~
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-30-imidazo[2,1-a] isoindol-5-ol

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

# | MEDAZEEAM 5-phenyl-1H-1,4 benzodiazepine

45 | MEFENOREX P erhlrptany o=
methylphenethylamine

46 | MEPROBAMAT 2-methyl-2-propyl - 13-
propanediol, dicarbamate
3- (o methylphenethyl)- N-

47 | MESOCARB (phenylcarbamoyl) sydnone
imine

A8 METHYLPHENIDA Methyl a -phenyl-2-

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

50 | METHYPRYLON 3,3 diethyl-3- ethyl-2.3
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-3-

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

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

53 NI PAM 2H-1.4 benzodiazepin-2-one
7-chloro- 1,3 dihydro-5- phenyl-

54. | NORDAZEPAM 9H-1 4 benzodiazepin-2-one
7-chloro- 1,3 dihydro- 3hydroxy-

55 | OXAZEPAM 5- phenyl-2H-1,4 benzodiazepin-
2-one
10-chloro--2,3,7,1 1b- tetrahydro-
2-methyl-11b-

56 | OXAZOLAM phenyloxazolo[3,2-d] [1.4]
benzodiazepin-6({5H) —one
(2R*,6R*,11R*)-1,2,3,4,5,6-
hexahydro-6,11-dimethyl-3-(3-

5% | PENTAZOCIN methyl-2-butenyl)-2,6-methano-
3-benzazocin-8-ol
5-ethyl-5-( l-methylbutyl)

58 | PENTOBARBITAL barbihiric Boid

5o | PHENDIMETRAZIN (+)-(25,35)-3,4-dimethy!-2-

phenylmorpholine

~ ce#llr
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60 | PHENOBARBITAL S-ethyl-5-phenylbarbituric acid

61 | PHENTERMIN at,0- dimethyvlphencthylamine
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

SECBUTABARBIT 5-sec-butyl-5-ethylbarbituric

63 ;

AL acid
7- chlore - 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-u][1,4]
benzodiazepin
5-(1-methylbutyl)-5-

69 | VINYIRITAL vinylbarbituric acid
N,N,6- trimethyl-2-p-

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

3- acetamide

Danh myc nay bao gom cac mudi cla céc chit ghi trong Bang nay, khi
céc mubi dé c6 thé hinh thanh va tdn tai.

“‘yﬂﬁ{f
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Phu lyc I
DANH MUC TIEN CHAT DUNG LAM THUOC

(Kém theo Théng tesé:  /2017/TT-BYT ngay thdng  ndm 2017
cuig Bo trucmg B Y té)
TT TEN QUOC TE TEN KHOA HQC
([R~(R*, 5%)]--[1-
1 | EPHEDRINE (methylamino)ethyl]-
Benzenemethanol
2 | N-ETHYLEPHEDRIN 1-Ethylephedrin
3 E{ELT?{?LEPEIE_,E}II}ER?'EM (1R, 28)-2- (dimethylamino)-1-
DL-METHYLEPHEDRIN pheniyl- propancl
[S-(R*, R*)]--[1-
4 | PSEUDOEPHEDRINE (methylamino)ethyl]-
Benzenemethanol
Ergoline-8-carboxamide,9,10-
5 | ERGOMETRINE didehydro-N-(2-hydroxy-1-
methylethyl)-6-methy- [8 f(s}].
Ergotaman-3°,6",18-trione,12°-
6 | ERGOTAMINE hydroxy-2"-methyl-3"-
(phenylmethyl)-(5)
7 | N-ETHYLPSEUDOEPHEDRIN Ethyl methyl amino - phenyl -
propane - 1 - ol
8 N- Dimethylamine - phenyl - propane - |
METHYLPSEUDOEPHEDRIN |-ol

Danh myc niy bao gdm cée muoi
céc mubi d6 co thé hinh thanh va ton tai,

ciia cdc chit ghi trong Bang nay, khi
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Phu lue IV

BANG GIOI IIAN NONG PO, HAM LUQNG DUQC CHAT
GAY NGHIEN TRONG THUOC DANG PHOI HQP

(Kém theo Théng twso:  /2017/TT-BYT ngay  thang  ndm 2017
ctia B{ trwcng Bg Y 1é)
HAM LUQNG DUQC NONG PQ bUQC
= CHAT TINI
) . CHAT TINH THEO THEG DANG
TENﬁDI.T’D’C CHAT | DANG BAZOTRONG | ., . o0nG
T GAY NGHIEN MOTDON VISAN | (1o 0 CHUA
PHAM DA CHIA LIEU .
(Tinh theo mg) CHIA LIEU
(Tinh theo %)
ACETYLDIHYDROC
Y [oeessicts 100 2,5
2 | COCAINE 0,1
3 |CODEINE 100 2,5
Khong qua 05 mg
Difenoxin va véi it nhét
4 | DIFENOXIN 0,025 mg Atropin Sulfat
trong mit don vj san
phim di chia liéu.
Khéng qua 2,5 mg
Difenoxylat va voéi it
5 |DIPHENOXYLATE |nhdt 0,025 mg Atropin
Sulfat trong mét don vi
san phim di chia lidu.
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 | MORPIIINE morphin base tinh
khiét
13 | TRAMADOL 37,5

o
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Phuy lyc V
BANG GIOI HAN NONG DO, HAM LUQNG DUQC CHAT HUONG
THAN TRONG THUOC DANG PHOI HOP
(Kém theo Thiéng tuw 50: 2017/ TT-BYT ngdy  thang  ndm 2017
ctia Bo truong Bo ¥ té)

STT TEN DU{}{::TEE;T HUGNG Tﬂgrﬂ;gl h[igg:?,‘l;?[ TAE{?HI A
LIEU (mg)
! ALLOBARBITAL 10
2 ALPRAZOLAM 0.25
3 AMOBARBITAL 10
4 BARBITAL 10
5 BROMAZEPAM 1
6 BROTIZOLAM 0,25
i BUTOBARBITAL 10
g CAMAZEPAM 5
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

“'1,4{."*(;-*’
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LORMETAZEPAM

0,25

24

MEPROBAMAT

100

25

MEDAZEPAM

26

METHYLPHENOBARBITAL

10

27

MIDAZOLAM

28

NITRAZEPAM

29

NORDEAZEPAM

0,25

30

OXAZEPAM

10

3l

PARAZEPAM

32

PENTOBARBITAL

10

33

PHENOBARBITAL

25

34

SECBUTABARBITAL

10

335

TEMAZEPAM

23

36

TETRAZEPAM

37

VINYLBITAL

10

38

CLOXAZOLAM

39

DELORAZEPAM

0,25

40

ETHYLCLOFLAZEPAT

0,25

41

NIMETAZEPAM

0,25

42

OXAZOLAM

43

PINAZEPAM

j,c.’.l"{f“’-
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Phy lye VI
BANG GIOI HAN NONG DPQ, HAM LUQNG TIEN CHAT DUNG LAM
THUOC TRONG THUOC DANG PHOI HQP

(Kém theo Thing tu 5o 2017/ TT-BYT ngay  thang  ndm 2017
ctia Bé trudng Bg Y té)
HAM LUQNG NONG PO TOI
grr | TENTENCHATDING | rigiGyior | MoTbONVI
PON V] bA 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%

ﬁ,r_rﬁ{f'
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Phu luc VI1

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

(Kém theo Thing tu 56:

/201 7/ TT-BYT ngay
ctia B trueomg Bo ¥ 1é)

thang

nam 2017

TT Durge chit
| 19 Nor-testosterone (tén goi khac 12 Nandrolone)
2 Amifloxacin

3 Aristolochia

4 Azathioprine
3 Bacitracin Zn
6 Balofloxacin
7 Benznidazole
B Besifloxacin

9 Bleomycin

10 Carbuterol

11 Chloramphenicol
12 Chloroform

13 Chlorpromazine
14 Ciprofloxacin
15 Colchicine

16 Dalbavanein
17 Dapsone

18 Diethylstilbestrol (DES)
19 Enoxacin

20 Fenoterol

21 Fleroxacin
22 Furazidin

&3 Furazolidon
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24 Garenoxacin
25 Gatifloxacin
26 Gemifloxacin
27 [soxsuprine
28 Levofloxacin
29 Lomefloxacin
30 Methyl-testosterone
31 Metronidazole
32 Moxifloxacin
33 Nadifloxacin
34 Nifuratel
35 Nifuroxime
36 Nifurtimox
37 Nifurtoinol
18 Nimorazole
39 Nitrofurantoin
40 Nitrofurazone
41 Norfloxacin
42 Norvancomycin
43 Ofloxacin
44 Oritavancin
45 Omidazole
46 Pazufloxacin
47 Pefloxacin
48 Prulifloxacin
49 Ramoplanin
50 Rufloxacin
51 Salbutamol
52 Secnidazole

h“'.,,«:z-l!":;}“'"
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53 Sitafloxacin
54 Sparfloxacin
55 Teicoplanin
56 Terbutaline
57 Tinidazole
58 Tosufloxacin
59 Trovafloxacin
60 Vancomycin

*Ap dung trong cde nganh, linh viee san xudt, kinh doanh thity san, thii y, chin

nuci gia sic, gia cdm tgi Vigt Nam.
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Phuy lue VI
MAU 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
HUGNG THAN, TIEN CHAT DUNG LAM THUOC, THUOC PHONG XA
(Kém theo Thing tw 56: 2017/ TT-BYT ngay  thang  ndam 2017 cia B triecmg Bg Y té)

D BT i b s b o e o o AR A A 0 T 0 A R AT S S M S T A

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
HUGNG THAN, TIEN CHAT DUNG LAM THUOC, THUOC PHONG XA
(Bit diu sit dung tic....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 ligu/Tén thudc, m’ing dd/ ham luegng:

AP

s S0 ching So lugng .
Negay Noi xuét, nhip tir xudit, Nhip Xuiit Con lai 56 1, hgn Ghi chii
thang nhip dung
(1) (2) (3) (4) (3) (6) (7) (8)
* 86 dm;:'r: déanh s trang tir 01 dén hét, va dong dau giap lai
" Mm thude phai danh mét 50 trang riéng, s0 trang nhiéu hay it tuy loai thude xudt, nhip nhiéu hay it.
* Pbi véi thude phong xa khéng cén ghi han ding
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Phu 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, DUQC CHAT
HUONG THAN, TIEN CHAT DUNG LAM TIIUOC
(Keém theo Théng tir 50 (2017/TT-BYT ngay ~ thing nam 2017
ciia Bg truomg Bg Y 18)

BIEN BAN GIAO NHANTHUOC 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

1. Tén oo s giao:

- Bja chi:
- Ngudi giao:
- §6 CMND/Thé ciin cude/Ho chiéw/Cac gidy tir tuong duong khic:
Mo edp: Ny cip:
2. Tén cor s& nhéin:
- Bia chi:
- Ngudi nhin:
- 84 CMND/ Thé can cuée/ Ho chiéw/ Céc gidy t&r tuong duong khéc:
Wi cép: Ngay cap:
3. Danh myc mit hang giao nhan:
TT| Nguyénli¢guw/Tén | Don | S6 S6 hda | S6 Gidy diing ky | Ghi
thube, dang bio vi | lwgng | dom/S6 | lwu hanh/S6 gidy | chi
ché, nong di/ham | tinh phitu xuat phép nhip
lwrgng, quy cich kho khiu/Céng vin
dong goi hodc don hang
duyét mua
(1) 2) (3) (4) (3) (6) (7)
1

4, Thii gian giao nh§in: (Cac) mit hang trén duge giao, nhén vao...gid...phut
ngay.....thang .... ndm ........

el -
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5. Dia diém giao nhin (Ghi chi tiét dja chi thyc 1€ giao nhén):

6. Cam kit:

Cac thube, nguyén lidu lim thude di duge giao nhin day di theo Danh myc
mit hang ghi tai Bién Ban nay.

Bién ban nay duge hai bén théng nhét va 1ip thinh 02 bén, moi bén giit 01 ban.

WA, ngdy  thdng  ndm.......

BEN GIAO BEN NHAN
(Ky va ghi rd ho tén) (Ky vé ghi rd ho tén)
! Pya danh bén nhin ddag tru 50

R
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Phu lue 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 Théng tu s0: 2017/ TT-BYT ngay  thang  ndm 2017
cia Bo triemg Bé Y t)
TN 0 SO .. nssivsiressnnensssss s bysrtsenssnms naisbesbs e hi s nmns ama B4 BEASE RSO R RS TR SRS AR AR RE SRR s mm o
o R B A S AT
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

(Tie ngay......... dén ngay.......... )
Tén thude, dang bio £ 3
- ché, nbng dj/ham S ﬁﬁ;w :;: nf', l“gg Tong #Slfi:“;:f S6 lwgng | Tén kho cudi
lwgng, quy cich dong tiﬂh R ;an EI:@ "Bl < k¥ & | hao hut ky
e n yen sang ,
0 @) ) @ ®) ©) ) ® ©)
Neinhdgn: e ngdy  thang J ndm
- Nhu trén Dai dién dom vi
- Luru tai cor s (Ky,ghi ¥d ho tén, chire danh
dong dau (néu ed))

* S5 lwgng hao hyt bao gom ci hong, v, hét han ding... néu cé, ciin béo cio chi tiét
** N dai dign phép ludt holic ngwin phu trich chuyén mén dirge iy quyén hodic cdp pho cla ngwii dai dién phap lujt duge ly quyén

T
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Phu lue XI
MAU BAO CAO TINH HINH SU DUNG THUOC GAY NGHIEN, THUOC
HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG
PHOI HQP CO CHUA TIEN CHAT
(Kém theo Théng tu s6: A2017/TT-BYT ngay  thdng
cua Bo truwcmg Bg Y té)

ndm 2017

CONG HOA XA HQI CHU NGHIA VIET NAM

S6' Y té/Cye Quéin Y
Pijc lip - Ty do - Hanh phie

S6:

vy Ngdy  thdng  nam
BAO CAO TINH HINH SUDUNG THUOC GAY NGHIEN,
THUOC HUGNG THAN, THUOC TIEN CHAT, THUOC PHONG XA,
THUOC DANG PHOI HQP CO CHUA TIEN CHAT
Nim:.......

Kinh giri: Cuc Quén 1y Duge - B§ Y té

£ i £
T | | O (o | e | 50| |8
S e ? vi | ton kho | lwong WOTE | lwgng
ham lugng, | chat | ding sir A
.~ | tinh nim nhip ton kho
dang bio ché 20i i dung

Pai dién don vi’
(K, ghi ¥0 ho e‘érn, ch:;ir-:: danh
dong dau (néu cd))

* Nguoi dgi dign phap ludt hodc ngudi phy trich chuyén mén dupe Uy quyén hojc cip pho cha
nguii dai dién phép ludt dwge Gy quyen

I Y
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Phu lyc XI1

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 HQP
CO CHITA TIEN CHAT, NGUYEN LIEU LAM THUOC CHUA DUQC CHAT GAY NGHIEN,
DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THU OcC
(Kém theo Théng tir 56:

Tén co so:

S0:

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 LA DUQC CHAT GAY NGHIEN,

201 7/TT-BYT ngay
ctia BG truomg Bé ¥ 1é)

thang

nam 2007

DUQIC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC
Kinh giri:
Nguyén liéw/Tén thude, dang S6 lrgng thit
TT | bao ché,nhng d6/him lwgng, | Pon vitinh | thoat, nhéim Ly do Bién phép xir Iy Ghi chu
quy cich dong goi lan

(1) (2) (3) (4) (3) (6) (7)

Noi nhiin: ey, HEAY  thang  nam

- Nhur trén; Pai dién don vi

- Luru tai co so

* Npuin dai dién phap

(K¥,ghi rd ho tén, chirc danh

ding déiu fnéu cd))

ludt hodc nguwdr phy trach chuyén mén dwge ay quyén hofic cap ph cla ngudi dai dign phap ludt duge dy quyén
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Phy lye XIII
MAU PON DE NGH] CUNG CAP THUOC PHONG XA
(Keém theo Thong tu so: /2017/TT-BYT ngay  thdng  ndm 2017

cuia Bg trucmg Bé ¥ té)

(1) CONG HOA XA HQI CHU NGHIA VIET NAM
5 - Dic lip - Tw do - Hanh phie
V/v dé nghi cung cip thude vt ey REAY... thdng... ndm...
phéng xa

PON PE NGHI CUNG CAP THUOC PHONG XA
Kinh giri: CucQuﬁnl?DtIQfC-Ef}Yté

I. Thing tin chung:

1. TRty por sl ot il sviamiiiicin s aibioanam e s s s s
3 5T | RN . . (SOOI PORR OIS 14 11 ¥ LS T o
3. Tén nguoi dai dién phép ludt/ ngudi duge iy quyén
. DR thogl: —ovvvicavemmnassnnn R, . 0o00m i iR TR WA
5. Hinh thite S30 XUAL: . .....covvmverrrnioninn B v R R TR

1. Nji dung @& nghi:
Co s6...(1)....... d& nghi duge cung cdp thube phéng xa do co s sin xuit cho

car sé khém bénh, chira bénh......(5)...... Dia chi........(3)........ 4& phue vu cho
nhu ciu didu tri cho ngudi bénh cia co 86 .......(5)....., cu the:
STT Tén thubc phéngxa  Donvjtinh SO lwgng Gia cung efip

I1. Tai ligu kém theo
|. Céng van d& nghj duge cung cdp thude phéng xa cla co sd kham bénh, chira
b@nh ¢6 nhu ciu nhin thude dé chin dodn, diéu tri cho bénh nhin cla co s&
2, Vin ban chép thuén cia B§ Y té cho phép co sé san xuit thude phéng xa
3. Bao céo san xudt, sir dung thube phong xa dé nghi cung cép tai co s cung cép,

IV. Cam két ciia co si:
Chiing t6i cam két moi thong tin, s& liéu dua ra tai hd so la hodn toan trung

thye., Ching t6i xin hodn toan chiu trich nhiém truée phap Juft néu co gi sai
pham.

“‘ﬁ_dcﬂ’-{f
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Dé nghi Cuc Quan Iy Duge - B§ Y té chip thuan viéc cung cip thude
phong xa trén.

Xin trdn trong cam on./.
CO SO NHAN CO SO CUNG CAP
Pai dién don vi (6) Pai dién don vi (6)
(Ky, ghi rd ho tén, chirc danh (Ky, ghi rd ho tén, chirc danh
dong dau (néu o)) déng dau (néu ¢d))
Ghi chu:
(1)Tén co s dé nghi.

(2)Pia danh noi co st dé nghi dat tru s

(3)Bia chi co thé gui qua buu dign.

{4)Hinh thirc san xuét: bing mdy cyclotron hay 16 hat nhén phéng xa..

(5)Cor sé&r nhén thude phong xa

(6)Ngurini dai du;n phép luft hodic ngudi phy trich chuyén mén dwge Uy
quyén hodic cip pho clia ngudi dai dién phép ludt duge dy quyen

ot
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Phu luec XIV
MAU BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA
(Kém theo Théng ti so: /201 7/TT-BYT ngay  thang ~ nam 2017

cia Bé triedmg Bo Y té)

Tén co 5O

BAO CAO SAN XUAT, SU DUNG THUOC PHONG XA

Céng suit | Tén thude sin | (« — Solwgngsir | o lrgng ton

Thing mdy d xuét - ndng dung cho bénh Ghi chii
Kibn® | 4, hﬁm“tu-g'ng xudt i e s
(1) (2) (3) (4) () (6) (9)

Ngay.... thang.... ndm....
Pai dién dom vi
(Ky,ghi rd ho tén, chire danh
dong dau (néu cé))

* S0 lidu thing ké cho timg thang s dung trong nam gan nhét clia co s
** Nguoi dai dign phip luijt hoje ngudi phy trich chuyén mon duc dy quyén hode cip pho cia ngudi dai dién phap luit duge Oy

quyen
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Phu lue XV

MAU PHIEU TIEP NHAN HO SO DE NGHI CUNG CAP
~ THUOC PHONG XA
(Kém theo Thing tw 56. f2017/TT-BYT ngay  thdng  nam 2017
ctia B tricéng Bo Y 1é)

CUC QUAN LY DUQC  CONG HOA XA HQI CHU NGHIA VIET NAM

$6 .. M...... Pijc liip — Ty do — Hanh phiic

veeeesy NEAY  thang  RAM ..o

PHIEU TIEP NHAN
HO SO DE NGH] CUNG CAP THUOC PHONG XA

L. EDOM VEDIOP: covvvvranosnnnninssisabvonssarsanmnonsininesnesivesanpbossssisnsminesrsnn
2. Bia chi don vi ndp hé so (trudng hop nép hd so qua dudmg buu dién):
2. Hinh thirc ndp: Tryc tiép Buu dién

Nép lan diu Nap bb sung lan ...

3. 54, ngay thing nim vin bin cia don vj o) R E

Ghi chi: Phiéu tiép nhdn nay chi 6 gid tri xdc nhdn co s dd ngp hé so tai co

quan tiép nhén hé so
NGUOT NHAN HO SO
(Ky va ghi ré ho tén)
Ghi chu:

(1)86 tiép nhan hé sor

(2)Ghi lan bé sung hé so.

(3)Céc tai ligu tuong tmg theo thi tyuc hinh chinh duge quy dinh tai Thong tu
nay (liét ké chi tiét hodic danh myc kém theo).

T l|I'i'1:_..-—'
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Phu lyc XVI

MAU SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT
(Kém theo Thing tur s6. /2017/TT-BYT ngay thang néim 2017 cua Bo triong Bg Y 1é)

Tén co sa

SO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUGNG THAN, THUOC TIEN CHAT
(Biit ditee sir dung (8rrne M)
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sO THEO DOI SAN XUAT, PHA CHE THUOC GAY NGHIEN, THUOC HUGNG THAN, THUOC TIEN CHAT

£ £ So lwgng
S0 Tén thube - Cing thirc pha t?l? ITHEE:I:ﬁ thudc thinh | Ho va tén | Ho va tén
t";ﬂ,ﬁ?" e | ndngdd, ham | ché (cho 011 | Mt PAERINY | phim thu | ngudipha | ngwdi | Ghichi
ang twr Irgng sin pham) thuyé ¢ duoe trEn ch kiem soat
thue te
(1 | @) (3) (4) (3) (6) (7) (8) (9)

* 8 duge danh sb trang tir 01 dén hét, va dong diu gidp lai gita cdc trang.




o A

47

Phy lye XVII

MAU PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUOGNG 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
(Kém theo Thing tw 56. 2017/ TT-BYT ngay  thang  ndm 2017

cua Bo trucmg Bg Y 1€)

Tén co so:
Bia chi:
PHIEU XUAT KHO THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT,
THUOC PHONG XA, NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN,
DUQC CHAT HUGNG THAN, TIEN CHAT DUNG LAM THUOC,
Xuit cho cor s&*;
Dia chi:
STT Tén nguyén liéu/Tén thuoe, ndng | Donvi | So lugng S0 16 sdn xuit, han | Tén nha san xuat, nwoe | Ghi
a6/ ham lwong tinh xuit diing sdn xuft chii
Nguoi giao Ngurai nhin Ngay.... thang....
(K, ghi rd ho tén) (Ky, ghi rd ho tén) nam....
Pai dién don vi
(K, ghi 1 ho tén,
chire danh

dang dau (néu cd)
M niy c6 thé sit dung dé:

1. Xudt ndi b co sir,

2. Xuit cho dom vi khie:

- Ghi i tén ngud nhin thudc, 56 chimg minh thu nhin din
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- Cor s& ¢6 thé diing hod dom tai chinh thay cho mfu sb 8 nhung tbi thiéu phéi ¢6 di cde thong tin quy dinh tai mAu ndy hodic kém theo Phiéu béo 15,

** Thubc phéng xa khing cin ghi thong tin vé han ding
%2 Nowiri dai dién phip ludt hodie ngudi phy trich chuyén mon dugc ty quyén hofic cip phé ciia ngwii dai dién phip lujt duge Gy quyén




e
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Phu lye XVIII

MAU 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 BOC LAM THUOC,
THUOC VA DUQC CHAT THUQC DANH MUC CHAT BI CAM SU DUNG TRONG MOT SO NGANH, LINH VU'C
(Kém theo Thing tw 56: /2017/TT-BYT ngay ~ thang ~ nam 2017
cia Bé trudng Bo ¥ 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 DQC, NGUYEN LIEU POC LAM THUOC,
THUOC VA DUQC CHAT THUQC DANH MUC CHAT BI CAM SU DUNG TRONG MOT SO NGANH, LINH VUI'C

Tén nguyén liéw/Ten thube, nﬁng A/ RAI IUGIE. 1+ ve e vvovhunsnsonesiarnsnssisessnssmssnsssstessenneuessanesiansssessnnnnnssstsettssnessanss
1 I e
T B RUBE .o erssemerman sssss o SRHA AT G iy am N a3 WS S 4 S H RN SO S H RO TSRS TS TS A PR R S T R an s n e n s s Lt .
Ngay o " S6 chirng tir So lwgng kg ; it
thing Noi xuxt, nhip xubt, nhip | Nhap Xkt | Canias | T lyuding | (Guithd
(1) (2) (3) (4) (5) (6) (7) (8)

* S5 duoc danh 50 trang tir 01 dén het.



Tén co s0

50

Phu luc XIX
MAU SO THEO DOI SAN XUAT, PHA CHE THUOC PHONG XA
(Kém theo Théong twsé;  /2017/TT-BYTngay  thang  ndm 2017
cua BS trieomg Bo Y té)

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

_,»-;‘L/r:rt__'
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SO THEO DOI SAN XUAT, PHA CHETHUOC PHONG XA

< ” Si Itr?ng Chiit
£ lugng thu thuoc > = lwrong
Ngay:| 3¢ " thanh phim thinh |DeVitén |\ Hovaten | . L | Ghi
tw If thuyét | dwqetrén | PP2ENE | HEMS ché
thire té
(1) | @ (3) (4) (5) (6) (&) (9)

* 4 duge dinh sb trang tir 01 dén hét, va déng diu giap lai gilta cdc trang.
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Phu lye XX
MAU BIEN BAN NHAN THUOC GAY NGHIEN
(Kém theo Thing tur s: /2017/TT-BYT ngay  thang  nam 2017

cuia Bé triedmg Bé Y té)

CONG HOA XA HOI CHU NGHIA VIET NAM
Dic lip - Tw do - Hanh phiic

BIEN BAN NHAN THUOC GAY NGHIEN
1. Tén ngudi giao:
- Pia chi:
_ & CMTNDY/ Thé cin cude/ Ha chiéu/ Cée gidy tor twong duong khéc:
Noi cép: Wiy cip:
2. Tén co 50 ban lé:
- Chil nha thube:
- Pja chi:
3. Danh muc mit hang nhén:

TT | Tén thude,dang bao ché, | Ponvi | S6 |Lydonhinlai| Ghicha
néng d§/ ham lwgng, tinh | lwgng
quy cich dong goi

| ba

4. Thoi gian giao nhin: (Cac) mét hing trén duge giao, nhan vao...gio...phut
ngay......thang .... nim ........

5. Dja diém giao nhin (Ghi chi tiét dia chi thyc € giao nhén):

Bien ban nay duoc hai bén théng nhét v 13p thanh 02 ban, moi bén gilt 01 ban.
ey Ngdy  thing nim......

BEN GIAO BEN NHAN
(Ky v ghi ro ho tén) (K véa ghi vii ho tén)

Nt —
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SO THEO DOI THONG TIN CHI TIET KHACH HANG

Ngay | Sothir | Tén thuoc. Quy cich | Hoat chit, nong 43/ | Ponvi | So lwgng | Tén khdch | Dia | Ghi
thing tu dong goi ham lwpng tinh ban hang chi chi
(1) (2) (3) (4) (5) (6) (M | (8)

* 86 duge dénh s trang tir 01 dén hét

!f}
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Phu luc XXI

MAU SO THEO DOI THONG TIN CHI TIET KHACH HANG
(Kém theo Thing tuw 80: /2017/TT-BYT ngay ~ thdng nédm 2017
ctia BG truomg Bj Y t€)

Tén cor s

$6 THEO DOI THONG TIN CHI TIET KHACH HANG
(Bét diu siv dung tit.....dén......)




