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= Théng tw s6 20/2017/TT-BYT ngay 10/5/2017
cua BYT Quy dinh chi tiet moét so dieu cua
Luat dwere va Nghi dinh so 54/2017/NB-CP
ngay 08/5/2017 cua Chinh phu ve thuoc va
nguyén liéu lam thuéc phai kiém soat dic
biét.

= Hiéu lwc thi hanh: 01/7/2017.

= Bai bé Thong tw sé 19/2014/TT-BYT.

Trwodng DHYD Can Tho



Thudc kiém sodat dac biét 10/31/2020
- NHUNG QUY DINH CHUNG
1. Pham vi diéu chinh
= Danh muc lién quan dén thuéc va nguyén
lidu 1am thubc phai KSPB.
= Hoat dong bao quan, san xuat, pha ché, cap
phat, str dung, hay, giao nhan, van chuyén
va bao cao.
= Hoat déng cung cap thuéc phéng xa.
= Ho6 so, s6 sach va lwu gilr chirng tiv, tai liéu.
</
- \/ O,
S’
- NHUNG QUY DINH CHUNG
_ 2. P6i twong ap dung
* Quy dinh vé danh muc, h6 so, s6 séach va lvu gitr
chirng twr, tai lieu ap dung cho moi doi twong.
* Quy dinh vé bao quan, san xuat, pha ché, cap phat,
str dung, hay, giao nhan, van chuyeén, bao cao ap
dung cho co s& KCB, co s& cai nghién bat budc,
co s& dao tao, nghién ctru, co sé hoat dong dwoc
khong vi muc dich thwong mai.
* Quy dinh vé cung cap thudc phéng xa ap dung cho
co s KCB thwc hién san xuat, pha ché thuoc =/
phdéng xa. ® \s -
S’
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PHAN LOAI THUOC KIEM SOAT PAC BIET _

THUOC GAY NGHIEN

Chira mét hoac nhiéu dworc chat GN

Chira dworc chat GN + dwoc chat HT/TC

Chtra dwoc chat GN ( * dwoc chat HT / TC)
+ dworc chat khac, trong dé dwoc chat GN > quy dinh

v = -
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PHAN LOAI THUOC KIEM SOAT PAC BIET _

THUOC HUONG THAN

Chira mét hodc nhiéu dwoc chat HT

Chira dworc chat HT + dwoc chat TC

Chtra dwoc chat HT (£ dwge chat GN + dwgc chat TC)
+ dwoc chét’ khac, trong d6 dwoc chat HT > quy dinh
va dwoc chat GN =< quy dinh

v S L
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PHAN LOAI THUOC KIEM SOAT PAC BIET _
TIEN CHAT LAM THUOC

Chira mét hodc nhiéu tién chat dung lam thuéc

Chira TC ( * dwgc chat GN / dwoc chat HT) +
dwoc chat khac, trong d6 TC > quy dinh, (dwoc
chat GN, dworc chat HT < quy dinh)
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PHAN LOAI THUOC KIEM SOAT PAC BIET _

N/

DANG THUOC PHOI HOP
CHUA DUQ'C CHAT GAY NGHIEN

Co chira dwoc chat GN; )
hoac dworc chat GN + dwoc chat HT / TC, trong d6
dworc chat GN, dwoc chat HT, TC < quy dinh

Chira cac dwoc chat khac

Trwodng DHYD Can Tho
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PHAN LOAI THUOC KIEM SOAT PAC BIET _

DANG THUOC PHOIHOP
CHUA DUQC CHAT HUONG THAN

Co chira dwoc chat HT; )
hoac dwoc chat HT + dwoc chat TC, trong do
dworc chat HT, dwoc chat TC < quy dinh

Chira cac dwoc chat khac
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PHAN LOAI THUOC KIEM SOAT PAC BIET _

DANG THUOC PHOIHOP
CHUA DUQC CHAT HUONG THAN

Cé chira tién chat dung lam thuéc;
Trong d6 TC < quy dinh

Chira cac dwoc chat khac

Trwodng DHYD Can Tho
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\/ PHAN LOAI THUOC KIEM SOAT PAC BIET _
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\/ QUY DINH VE BAO QUAN @)

= DPiéu kién co’ sé& vat chat, ky thuat:

= Tuan tha nguyén tac GSP

S r A
FNIATIIHS T

= Thudc GN, HT, TC va nguyén liéu phai bao quan tai
kho, ta riéng c6 khéa chac chan va khéng dé cung
thudc, nguyén liéu khac. Cé thé dé chung thuéc GN o
v&i thuéc HT, TC nhwng phai sap xép riéng biét va
c6 bién hiéu. Thuéc HT trong tu cua TYT, tram xa —/
phai c6 khoéa chic chan va cé ngu’Q'i)quén\Iy/.
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Thudc kiém sodat dac biét 10/31/2020
\/ ——”
= QUY PINH VE BAO QUAN
= Thuéc dang phéi hop phai dé khu vwe riéng véi cac
thuéc khac
= Thuéc phéng xa phai bao quan riéng, chéng phoi
nhiém birc xa
= Thuéc ddc, nguyén liéu doc phai dé khu vuwe riéng.
» Thuéc GN, HT, TC tai tu trwc, ta cap ctru phai dé
ngan / 6 rieng khéng cung vé&i thuéc khac. Ta phai
c6 khéa chac chan va do diéu dwéng trwc quan ly.
S6 lwong, chiing loai do Thu trwéng quyét dinh. Khi
doéi ca trwc phai ban giao trén sé sach. -
v & Y
S’
\/ ——”
= QUY PINH VE BAO QUAN
Diéu kién vé nhan sw:
= Trinh d® cta ngwd®i quan ly thuéc GN, nguyén liéu la
dwoc chat GN tai BV: 2 DSPH (co s& khac: 2 DSTH).
= Trinh dd cta ngwi quan ly thuéc HT (TC), nguyén liéu la
dwoc chat HT (TC): 2 DSTH (TYT, Tram xa: Y si).
= Trinh d6 cha ngwdi quan ly thuéc phéng xa: =2 DSTH,
hodc BS, KTV, DDV (dwoc dao tao vé an toan birc xa).
\_/
v & Y
S’
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Thudc kiém soat dic biét

10/31/2020

= SAN XUAT - PHA CHE

Viéc san xuat, pha ché thuéc phai KSBB thwc hién
theo Théong tw sé 22/2011/TT-BYT ngay 10/6/2011
cua Bd trwédng BYT quy dinh té chirc va hoat déong
cua khoa dwoc bénh vién.

-/
" CAP PHAT, SU DUNG, HUY THUOC

-
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Cap phat, str dung:
= Khoa diéu tri, phong kham lap phiéu linh thudc.

= B phan dwoc cap phat theo phiéu linh va ghi
chép vao so theo do6i xuat, nhap, ton kho (Phu luc
VIII).

= Cép phat (tiém) thuoc, hwéng dan s dung cho
ngw®i bénh tai khoa dieu tri, phong kham.

= Tra lai thudc str dung khéng hét.

Trwodng DHYD Can Tho
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" CAP PHAT, st DUNG, HUY THUOC

Ho6 so dé nghi mua thuéc
Nhirng loai thudc can phai lap dw tru

« Thuéc GN, HT, TC.

« Thudc dang phéi hop c6 chira tién chat.

Co quan duyét dw tru: bo y té, sé y té.

Biéu mau: mau so6 19 phu lyc ii nghij dinh 54/2017,

sO lwong 03 ban chinh.
Diéu kién khéng can phai lap dw tru mua thuéc
19
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" CAP PHAT, si¥ DUNG, HUY THUOC

Miusé19

Tén co son:

Sé:
DON HANG MUATHUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT/NGUYEN LIEU
LAM THUOC LA DUGC CHAT GAY \G}{IE\/DLGC CHAT HUONG THAN/TIEN CHAT DUNG LAM THUOC/
NHU'QNG LAINGUYEN LIEU LAM THUOC LA DU’ 'QC CHAT GAY NGHIEN/DU'QGC CHAT HUONG THAN/
TIEN CHAT DUNG LAM THUOC

Nguyén liéwTén Phin bio ciao kv trieée (T ngay....dén ngay......) .
thuoc, dang bao | Pon So £ . = z 2 S0 lwgng .
TT| chénéng da/ vi | lwomg | SOlwemg | p5,. | Tongsd Ton | o ua/nhwong | Duyét | S
hi " . 3 nhip = xuat trong kho . cha
am lwong. quy tinh | ton kho - I 50 I Gile lai
cich déng g6i ki truge | TONER > e
@) 3) @ ) ©) (@) ® ()] aon | an

1)

Noi nhén: - S5:.... LNEAY ... thang...ndm.....
= Miiww talln Nguwdi lap Ngwai dai dién phiap Chap thuan cda ¢o quan quan ly:
ludt/Nguwéi dege iy quyén BPon hang nay gom...trang.... khoan
(Xy,ghi ré ho tén, chirc danh Pwoc mua taicoéngty......./Duoc nhuong cho céngty.....
déng déu méu cé)) Bon hangnay c6 gia tri mét nim ké tirngay ky ban hanh
Co quan chi'p thuin
(Ry tén, dong déu)

..ngay thang nam

- Luu tai <o 36.

ud. ﬂ;\:\l,,:m\-ﬂl éu lam thudc 12 dvoc chir giy nghién, dvoc chit huong

- Do hing niy ip dung cho cic co 3§ kinh doanh thudc giy nghién, thusc huomgthi <
hin, tién chit ding lam thudc. D1 voi cac co 50 kham chifa benh thue hién theo két qua trung thau thudc

bin (co 59 lvu 1 bin. noi ban 1 bin. co quan chip thuinlvu 1 b

-Don hanglam thanh 3

—r
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"

CAP PHAT, SU’ DUNG, HUY THUOC

Hay thuéc:

= Hay thudéc, nguyén
chat GN, HT, TC.

liéu

lam thuéc la dwoc

= Hay thuéc phéng xa, bao bi da tiép xuic trwc

tiép v&i thudc phéng xa.

= Quan ly chéat thai
phéng xa.

c6 ngudén goc tir thudc

= Huay d6i véi cac loai thuéc khac.

[

"

CAP PHAT, SU DUNG, HUY THUOC

M3usd 16
ca\cmn u HOI CHU NGHIA VIET NAM
— Tw do — Hanh phic

BIEN BAN |

duoc chit buong thin, tién chit dung lam thudc

Cin cir Cong vim sb ngiv thing nim  cda @
énz ¥ vé vide hiy thudc ngayén lidu 13m thudc phii kism sodt dic bid
Cin cir Quyér dinh 56 ngiy _ thang _ nim _ cia Céng 1y

thinh lip Héi donghiy thudc nguyén lidu 1im thude phii kidm sodr dic bidr

I.Dai dién cic bén gém:
1.DaidienSeYé

2. Hi dong hily thudc aia Congty
3. Domn vi thuc hidn vide xit 1¥. tida Wiy (aéu <o)

Cang chumgkién va xac nhin vid tidu hiy thudc ngayén Eéu lam thude

phii kidm sodt dic bidt b sau
hude s ven | 55| Han | Bamvi| S31wome Sé luome
og 16 | dung | tinh can hay thuc by

liéu lam thudc

II. Phuomg tién chuyén dén noi hiy (aéu <o)
III. Phuong phip hiy:
IV.Cam két:

mudcngyin lm. 13m thudc phii kidm sodt &ic bidt dimbio
cic quy dinh 2hi &inh nay vi cia phip luit ¢6 lidn quan
reong

s 1AQNE .. M
THA\H PHA\ THAM G[A
EAi 2 Ao 160 1UNE NEWO!
Dongdiu ciaco $& hiy thudc. co ia_ha:hu\ thudc

Gk chez
B

CONG HOA XA HOI CHU \Gl-lfi\IET‘h-\ll
Péclip— Teds - Hamh

BAOCAO
an thudc gdy ngluu.thnn( hudng thi
thudc titn chit, ngn\en.hﬂ]lr.- uch la dwoc dut 5-\ nghién,
duwgc <hit huong thin, titn chit dung lam thudc

Thuc hign Cong vin 34

Song¥ véviéchdy thude nguvén lidu lasn thude g yh kigm soatdic b'

Céng ty
thudc/ngny

g3 thanh 13p HSi c’on- ki thude va tidn hanh
&n lidu lzm thudc pna k:m: soar d3c bidr theo &

cac quy
dinh hien h;nh Viéc iy thmoc/nguyén léu lam thudc phii kifm sodtdic

biét dim bis rieng blé’ vori cac thuo.
<ho ngeoiva khong lam o nhism moi troomg
wébido vé mdi treomz.

Danh sich cic thudcnguyén lidu lim thudc

khic bia d3m tridtdéam toan
theo cac quy Jink cua phap ludt

Tén < . S5
3 3 50 | Ham | Pom vi
17| thubcneuyia | 30 | Ha Vi | Jeeme
liéulam thugc | 19 | d8ng| Tinh | o005

Céng 5y xin g kem c3c 13 ligu lign quan
i hn\ thude;
én lidm lam thudc phii kiém soir dic

- Bién ban 1y miu thuéc nguyén lidu lam thudc phii kiém soar dic bidt
dv kién hiw &é xac dinh chit lvome (néu co):

- Hop dongtiéu biy thudcnguyén lidu lam thudc véi dom vi thuc hién
wige tidn hdy ’na'n =) 4
-Bién bim hiy thudc

22

[
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= GIAO NHAN — VAN CHUYEN

~ Yéu cau doéi véi co s& va ngwdi van chuyén:
= Co s& giao nhan thuéc phéng xa:
= Co s& phai cé giay phép tién hanh céng viéc birc xa.

= Ngwoi giao, nhan, van chuyén phai cé chirng chi an
toan burc xa.

= Ngwei van chuyén thuéc GN, HT, TC:
* Van ban phéan cong.
= Gidy to tuy than.

= Héa don ban hang / Phiéu xuat kho.

23
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= GIAO NHAN — VAN CHUYEN

= Yéu cau déi v&i viéc giao nhan, van chuyén:
= Thuéc GN, HT, TC va nguyén liéu:
» Khi giao nhan phai cé6 Bién ban giao nhan (Phu luc IX).

* Phai dam béo’an ninh, tranh that thoat trong qua
trinh van chuyen.

= Thuéc phai KSDB:
= Kiém tra, doi chiéu, ky tén khi giao nhan.
= Kiém tra thong tin vé thuéc, nguyén liéu.

= Kiém tra vé cam quan.

Trwdng PHYD Can Tho 12



Thudc kiém soat dic biét 10/31/2020

<’ CHE DO BAO CAO o
= Bao cao dinh ky:
* Pon vi thye hién: co s KCB,...
= Biéu mau: Phu luc X.
* Noi nhan bao cao: SYT.
= Th&i diém ndp bao cao: Trwéc 15/01.
= Bao cao dot xuat:
= Biéu mau: Phu luc XII.
* Noi nhan bao cao: BYT. ~
= Thoi diém ndp bao cao: trong 48 gio. =7
~ \/ 27
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CHE DO BAO CAO
o . Ny
~’ Phy lgc X
MAU BAO CAO XUAT, NHAP, TON KHO, SU DUNG THUOC GAY NGHIEN, THUOC HUGNG THAN,
THUOC TIEN CHAT, THUOC PHONG XA, THUOC DANG PHOI HOP €O CHUA TIEN CHAT
(Kém theo Thong tu s0: /2017/TT-BYT ngay thang  nam 2017
etia B trudmg Bg Y 1e)
Tén co s:....
S6:
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......... )
Kinh giri: .....
Tén thudc, dang bao £ 2 £
ché, ndng dj/ham I-)o'n oo l“‘!’“g o S': lugng Téng Sc‘{ lwgng S8 hwgng Tdn kho cudi
TT I v cheh d6% vi | kho k¥ truwée | nhdp trong & xuit trong koBat e
g 9 :{;i 2 | tinh chuyén sang ¥ v
1) (2) (3) 4) ®) (6) (U} I (8) ®)
Nai nhin: vovee, ngay  thdng  ndm L
- Nhur trén Dai dién don vi™
- Luu tai co s¢ (Ky.ghi ré ho tén, chicc danh
dong diu (néu co)) \/
* $6 lugng hao hut bao gdm ca hong, v3, hét han ding... néu c6, cin bio cdo chi tiét .
** Ngudi dgi dién phip lujit hoge ngudi phu trich chuyén mén duge by quyén hodc cdp phé cia nguwi dai dién phap lut duge Uy quyen

Trwdng PHYD Can Tho 13
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- CUNG CAP THUOC PHONG XA

- = Piéu kién dwoc cung cap:
= S6 lwong san xuat dwoc nhiéu hon nhu cau.
= Pwoc BYT dong y bang van ban.
= Ho6 so dé nghi cung céap:
= Pon dé nghij (Phu luc XllI).

= Bao cao viéc san xuat, pha ché, sir dung thuéc
phéng xa (Phu luc XIV).

* Trinh tw, tha tuc cho phép:
= H6 so’ ndp tai Cuc QLD.

han giai quyét: 15ngay. - 20

/ HO SO SO SACH bOI VOI CO SO SU DUNG

» Co s& nghién ctlru, dao tao chuyén nganh y dworc,
co s& c6 hoat dong dwoec khong vi muc dich
thwong mai, co s kham chira bénh:

= S6 pha ché thuéc (Phu luc XVI, Phu luc XIX).
= S6 theo d6i xuat, nhap, ton kho (Phu luc VIII).

* Co s& cai nghién bat budc, co s& diéu tri nghién
chat dang thuoc phién bang thuoc thay the:

= S6 theo dbi xuat, nhap, ton kho (Phu luc VIII).

28

v = 2
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= LUU GIP HO SO, SO SACH e

= Chirng ttr, tai liéu lién quan dén thudc nguyén liéu
lam thuéc phai KSPB:

= Hinh thirc 1ap chirng tiv, tai liéu: hé so, s6 sach
hoac phan mém.

= Thoi gian lwu: it nhat 02 nam ké tir khi thudc,
nguyén liéu lam thuoc hét han dung.

= Pon thuéc GN, HT: Iwu theo quy dinh ctia Théng

tw 05/2016/TT-BYT.
= Hét thei han lwu, 1ap hdi dong huy tai liéu. -
v & 2
— /
\/ 4
\_/ -
XIN CAM ON SU THEO DOl
CUA QUY PONG NGHIEP VA CAC BAN
-
v & ey
— /
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