\
PN BO Y TE
of».
o \

THONG TU “THUC HANH TOT”
TT 02,03,04/2018/TT-BYT

Phong QLCL thuéc - CUC QUAN LY DUOC



coO chtra
= dwoc chat
= dwoce lieu

Dung cho ngwoi: Phong bénh, chan
doan bénh, chira bénh, diéu tri bénh,
gidam nhe bénh, diéu chinh chuic
nang sinh ly, bao gom:

= Thudc hda duoc
= Thudc duorc liéu
= Thudc ¢ truyén
= VAc xin, sinh pham

Thuoc theo Luat Dwoc 2016, khong bao gom nguyén liéu 1am thuoc
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CHINH SACH VE DUOC

CHINH SACH CUA NHA NUOC VE DUQC
Ttr Nghi quyét 37/CP ndm 1996 dén Luat Dwoc 2016

Tiép tuc thwe hién



VAN BAN QL VE CHAT LUONG THUOC

1. Cac van ban Luéat:

v'Luat Dworc (2016)

v'Nghi dinh 54/2018/NP-CP hwéng dan Luat Dwoc
v Luat Chat lvong SPHH (2007)

v Luét Tiéu chuan va Quy chuan ky thuat (2006)

2. Céc van ban hwéng dan ciua B Y té

v'Théng tw 11/2018/TT-BYT vé chat lwong thuoc, nguyén liéu lam
thuéc (thay thé TT 09/2010/TT-BYT va TT 04/2010/TT-BYT).

v Théng tw vé PKT, BE, ...

3. Cac van ban ky thuat:
Céc GPs: GMP, GLP, GSP, GDP, GPP, GCP.... »




TRIEN KHAI DONG BO GPs

Chat lwong thuoc dwoc xay dwng tir moi khau cta qua trinh:
san xuat, kiém nghiém, bao quan, phan phéi (ban buén, ban 18).

GMP&GLP&GSP&GDP&GPP

Sai sot ciia mot vai khau cé thé:

>gay hw héng trong san xuat

>gay sai léch két qua kiém nghiém

>gay that thoat, thiét hai trong bao quan, van chuyeén,
phan phoi, ban lé cap phat thuoc.

» LIEN TUC TRIEN KHAI
GPs




GMP:
v ASEAN (1996 QD 1516/QDP-BYT),
v' WHO (2004, Qb 3886/2004/QDb-BYT)

GLP (2000, Qb 1570/2000/Qb-BYT)
GSP (2001, Qb 2701/2001/Qb-BYT)

Nam 2007: GDP, GPP

v QDb 11 & 12/2007/Qb-BYT
v' TT46 & 48/2011/TT-BYT)

Thwc hién Luat Dwoc 2016: Ra soat ban hanh lai cac GPs
- GPP (TT 02/2018/TT-BYT)
- GDP (TT 03/2018/TT-BYT)

- GLP (TT 04/2018/TT-BYT)
- GSP, GMP: 2018
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LUAT DUOC: GPs

Hwéng dan Diéu 33 Luat Dwoc Cac co sé KD duoc
phéi duoc cap GCN BPKK

Co s& kinh doanh dwo'c (khoan 2 biéu 32)

1.

a k0D

N o

Co s@ san xuat thuoc, NLLT

Co s& NK, XK thudc, NLLT

Co sé KD dich vu bdo quan thudc, NLLT
Co s& ban buén thuoc, NLLT

Co sé& ban 1é thuoc: nha thuoc, quay thudc, tu thuoc,
co s& chuyén ban 1& dwoc liéu, thude DL, thudec CT

Co sé& KD dich vu kiém nghiém thuéc, NLLT
Co s& KD dich vu thir thubc trén LS
Co s& KD dich vu thw BE



LUAT DUOC: GPs

= Diéu kién vé co s& vat chat, ky thuat va nhan sw
(khoan 1 Dieu 33)

Co s& san xuat: dap i'ng GMP

Co s& NK, XK, KD dich vu bao quan: dap vng GSP
Co s& ban buodn: dap rng GDP

Co s& ban lé: dap wwng GPP

Co s& KD dich vu kiém nghiém: dap rng GLP
Co s& KD dich vu thtr thudc trén LS: dap ’ng GCP
Co s& KD dich vu thw BE: dap wwng GCP, GLP

Co' s& KD thuéc KSbB

Bién phap an ninh
Phéng xa: DK tai Luat nang lwong nguyén tw va VB lién quan

dworc co’ quan QL chap thudn bang van ban



LUAT DUOC: GPs

% CS hoat dong dworc khéng thudce dién cap GCN B DKKD
(khoan 1 va 2 biéu 35 Luat Dwoc)

 Khéng vi muc dich thwong mai

« T6 chirc ké thubc
« Nuéi trdng thu hai dwoc liéu
« Y té thudc LLVTND, thiéu s, mién nui, hai dao.
« CS khong vi muc dich thwong mai
(khoan 1 va 2 Diéu 35)
« Tuan tha cac PKKD tai khoan 1 Diéu 33
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LUAT DUOC: GPs

¢ LO trinh thwc hién:
« Khoan 2 Piéeu 116 Luat dwoc
. Diéu 141 va 142 Nghi dinh 54/2017/NDP-CP
» Co s& HD khong vi muc dich TM:
v 01/07/2019: Ton trir, phan phdi vac xin
v/ 01/01/2021: Kiém nghiém
» Co s& kinh doanh:
v 01/01/2019: GMP nguyén liéu khoéng vé trung

v/ 01/01/2021: GMP ta dwoc, v nang, ché bién duoc liéu, vi
thuéc CT
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THONG TU GPP, GDP, GLP

GPP GDP GLP

02/2018/TT-BYT 03/2018/TT-BYT 04/2018/TT-BYT
22/01/2018 YRR 09/02/2018
6 Chwong 6 Chwong 6 Chwong
17 Dieu 18 Dieu 18 Diéu
3 Phy luc 4 Phu luc 5 Phu luc

Hi€u Itrc: 08/3/2018 Hi€u rc 26/3/2018 Hibu Iurc: 26/3/2018



@ Quy dinh chung (2 Diéu)

) Coéng bo ap dung (2 Diéu)

DPoan danh gia (2 Pieu)
Diéu khoan thi hanh (4 Diu)
7 ..rieng GPP cé 3 Dieu



DOI TUONG AP DUNG (PIEU 4)

GPP: co s ban lé
= Nha thuoc (Phu luc 1a, 2a)
= Quay thuéc (Phu luc 1b, 2b)
= T thuoc tram y té xa (Phu luc 1¢, 2¢)

GDP: co’ s& ban buén
= Ban buén thuoc (Phu luc )
= Ban buén nguyén liéu Iam thuoc (Phu luc )
= Phan phoi vac xin TCMR (tinh, huyén) (mdt phan Phu luc )

GLP: co s& kiem nghiém
= Thir nghiém thuoc (Phu luc |)
= Thir nghiém VX, SP , ché pham mau, BE (Phu luc Il)



CAP NHAT TIEU CHUAN GPs(DPIEU 4)

GPP

= Khéng yéu cau

GDP, GLP
= 12 thang: thay doi trang thiét bi, co’ sé vat chat
= 6 thang: thay doi khac (ho so tai liéu, tham dinh,...)

Can ctr cap nhat:

= Tai liéu cap nhat caa WHO (GDP), OECD va WHO (GLP)
Thoi diém tinh thoi gian cap nhat:

Cuc Quan ly Dwoc dich va céng bo trén website.



THAM QUYEN PANH GIA VA CAP GCN

Panh gia
GPP, GDP, G
0 GCI

[S&Yté: \ ﬁ:uc QLD: )

Panh gia dk banh gia dk
C4p GCN GDP, GPP Cap GCN GLP_
(néu c6 yéu cau) (neu co yéu cau)
Cap GCN PDKKD Bo Y te:
Déi voi: Cap GCN PPKKD
CS ban buén DPéi voi:

\ CS banlé ) \ CS kiém nghiény

Hé so’ ddnh gia: 1 b, gtri dén Cuc QLD/SYT




QUY TRINH PANH GIA VA CAP GCN

- Ho6 so danh gia
- - Thoi diém nép HS
‘ - Xt ly khéng nép HS

Quyét dinh kiém tra

- Phan loai ton tai ,
- Panh gia mrc d6 dap ng » Danh gia thwc te

- Th&i gian khac phuc
- Xtr ly sau danh gia

Xem xét hénh'd()ng
khac phuc (néu cé)




HO SO DANH GIA

Ho so danh gia lan dau (HS cip GCN DDKKD)
Can cir xdy dwng hé so:
= Piéu 38 Luat dwoc
= Diéu 32 Nghj dinh 54 & Diéu 49 Nghj dinh 54 (thubc KSDB)
v Don dé nghi cdp GCN DBKKD (Biéu mau 19 Phu luc | ND 54).
(Chu y: Ghi ré dé nghi cép gidy GPs néu cé yéu céu)
v’ Chirng chi hanh nghé
v’ Gidy dang ky kinh doanh

vTAILIEU KY THUAT mm)

Co sé khéng vi muc dich thuwong mai: Khéng yéu cau Ching chi
hanh nghé va Giay dang ky KD




HO SO DANH GIA

Ho so danh gia duy tri (3 nam/lan)
v'Pon dé nghi danh gia duy tri (Phu luc 11l
(Cha y: ghi ré trong don néu c6 dé nghi cap GCN GPP)

v'Bdo cdo tom tat hoat dong trong 3 nam

v TAI LIEU KY THUAT cap nhat IS



XU LY KHONG NOP HO SO’

(Dieu 9 cac Théng tw GPs)

Nép ho so
= Thang 11 hang ndm: Cuc QLD/SYT céng bo danh sach, tho
diem co sé& phai danh gia lai cua nam sau.
» Th&i diém ndp ho so: toi thiéu 30 ngay trwdrc thevi diém
danh gia theo KH cua Cuc QLD/SYT.
Khéng nép HS dung han:
* Trwoe 15 ngay (theo KH): Cuc QLD/SYT c6 van ban yéu
cau giai trinh
= Trong 30 ngay (CV yéu cau): BYT/SYT thu hoi GCN PDKKD
Nop HS dung han:

= Co s& dworc tiep tuc hoat dong den khi cé két qua danh gia
dinh ky.



TAI LIEU KY THUAT

GPP

v Nhan sw (So d6 nhén su, tén chire danh, trinh do)
v Ban vé bo tri cac khu vue

v Danh muc trang thiét bi (may tinh va phdn mém két néi
mang)

v Danh muc cac quy dinh, ho so, tai liéu, quy trinh

v Danh muc tw kiém tra theo Phu luc 2 ctia TT 02



TAI LIEU KY THUAT

GDP

1. Thoéng tin chung (Théng tin lién hé, Pham vi hoat déng)
2. Nhan sw (So do, DS, tén, chirc danh, trinh do, ...)

3. Kho bao quan (so db vj tri, ban vé bé tri, diéu kién bao
quan)

4. Danh muc trang thiét bi bao quan, van chuyén

5. HO so tai liéu (DM quy trinh, hd so, tai liéu, bdo cdo Hé
théng CL)

6. Tw thanh tra



TAI LIEU KY THUAT

GLP

1. Thoéng tin chung (Théng tin lién hé, Pham vi hoat déng)

2. Hé thong chat lwong (hé théng QLCL, QL nha cung
cap, QL nguy co vé CL)

3. Nhan sw (So do (vi tri QLCL), DS, sé luong, ...)
4. Nha xwéng va thiét bi (so dé vi tri, ban vé, DM thiét bi)

5. HO so tai liéu (DM quy trinh, hd so, tai liéu, bdo cdo Hé
théng CL)

6. Thw nghiém (DM phép thir, tham dinh, hiéu chuan,...)
7. X ly khiéu nai, ket qua khong dat, thu hoi
8. Tw thanh tra



QUY TRINH PANH GIA

3. Panh gia thuc té

2. Co sé bao cao

. Thong nhat ton tai

1. Cong bo Qb

5. Lap, ky bién ban
6. Hoan thién bao cao

Panh gia GPP gom 5 bwéc, khéng c6 bwéc hoan thién bao cao Thanh tra



DANH GIA MUC PO PAP UNG GPP

Mdrc d6 dap trng GPP can ctr trén Piém cham: quy dinh tai Phu luc Il

" Muc 1. Co'sé dap (g GPP:

> Khéng c¢6 16i khéng chap nhan
> dat 90% trén tbng diém tré 18

3 MUC PO
(Pieéu 7 TT 02/2018)

Mdrc 3. Co s& dap rng GPP:
> Co6 =01 16i khéng chap nhan
> dat dwdi 80% trén tbng diém



DANH GIA MUC DO PAP UNG GPP

> Tong diém quy dinh:
> Nhathudc: 13 diém khéng chap nhan, 100 diém
> Quay thudéc: 12 diém khéng chap nhan, 100 diém
> Tu thudc: 08 diém khéng chap nhan, 50 diém
> Nguyén tac cham diém: Bang diém Phu luc 2 TT 02/2018
O Diém cham tdi da cho tirng tiéu chi
O DPiém cdng: cao hon quy dinh (trwdc 16 trinh)
Qd Diém trwv: thwe hién nhwng con ton tai

» Co s& dang hoat ddng: Cham trén két qua thuc té

» Co s& chuwa hoat dong: Cham trén quy dinh tai ho so, tai liéu,
quy trinh, co s& vat chat hién co.



PANH GIA MUC PO PAP UNG GDP, GLP

Muc do 1

DAP UNG

Khéng c6 - Khéng c6 ton
- ton tai nghiém tai nghiém trong

trong - C6 ton tai ning
- ton tai nang

1. Nghiém trong:
v gay anh hwédng nghiém trong dén chat lwong, an toan, hiéu qua cla
thudc/chinh xac cta phép thir

v Nhiéu ton tai nang cho thay thiéu sét nghiém trong cia hé thng QLCL
2. Nang:

v khdng nghiém trong nhwng dan dén sai léch so v&i quy dinh GPs

v Nhiéu tdn tai nhe két hop

3. Nhe: sailéch so voi GPs, khdng nang, khéng nghiém trong 27



XU LY SAU PDANH GIA GPs

> X ly sau danh gia cap GCN:
1. Co s& dap wng (Mdrc do 1):
v Cép GCN DPKKD sau 10 ngay
v’ (20 ngay dodi v&i CS cé KD thudc QLDPB)
2. Co’ s& phai khac phuc (Mrc dé 2):
v' sau 5 ngay SYT/Cuc QLD c6 van ban thong bao
v sau 20 ngay ké tir ngay ndp khac phuc:
" Cap giay: néu dap trng
CV tra |&i: trwedng hop ko dap rng
3. Co s dap rng (Murc d6 3):
v Khéng cap GCN & c6 CV thdng bao sau 5 ngay
Lwu y: Ho so khdng con gia tri:
v Khéc phuc qué 6 thang ké ttr ngay cé CV yéu cau
v Qué 12 théng ké ttr ngay nép hoé so lan dau



CONG BO KET QUA PANH GIA

v' Tén va dia chi co s¢&
v Tén, so6 Chirng chi
» HND
v 86 GCN DKKD &GDP
(néu co)

v" Hiéu lwc danh gia
v Pham vi hoat dong

] Sau khi
cap GCN DKKD/GDP|
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XU LY SAU PDANH GIA GPs

> Xuw ly sau danh gia duy tri:
> Co s& dap irng: cap GCN GPs/ CS tiép tuc hoat dong
> Co s& phai khac phuc:
v sau5 ngay SYT cé van ban théng bao

v’ sau 45 ngay cs phai ndp khic phuc, SYT xem xét trong 20
ngay.

Néu dap wng: CS tiép tuc hoat ddng

Néu chwa dap (rng CS tiép tuc khac phuc (thém 45 ngay).



XU LY VI PHAM

> Xtr ly vi pham (d6i v&i cs dang hoat déng):

v" Khac phuc qua 90 ngay (ngay cé CV yéu cau KP lan
dau)

v" Khac phuc khéng dap tng.
» Hinh thire xwr ly:
v' X& phat vi pham hanh chinh
v" Thu hdi GCN BKKD/GPP (néu cé).

v' Thu hep pham vi trén GCN BDDPKKD vé&i pham vi chwa
dap wng.

> Cong bo trén website



KIEM SOAT THAY DOI

. b) Thay doi vi
a) Thay doi tri tai cing
thuéc quy dinh dia di
khoan 1b Diéu 36 1a diem

Luat Dwoc

y d) Mé rong
trén co so nha
xwong da co

GPP khéng c6 kiém
soat thay déi c) va e)
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KIEM SOAT THAY DOI

> Trwdng hop a): Nop ho so dé nghi cap GCN PPKKD
" trinh tw x& ly theo cap GCN lan dau.

> Trwong hop b), c): Nop bao cao thay doi
" Panh gia thuc té.
" Trinh ty xt& ly theo danh gia duy tri.
> Trwong hop d), d), e): Nop bao cao thay doi
" C6 CV dong y hodc yéu cau sira chira (10 ngay)
" CS khac phuc trong 45 ngay va béo cao
v Béo céo dat: Cé CV ddng y (trong 10 ngay)
v’ Bao cao khdng dat: Danh gia dot xuét trong vong 12 thang.



DANH GIA POT XUAT GDP, GLP

Khac phuc danh gia duy tri chwa dap rng
(diém d khodn 4 Piéu 11)

PANH GIA

DOT XUAT gl Tuan thi GDP, GLP & mirkc d6 2: it nhét 01 Ian/3
nam (ké twr dot danh gia Ky truorc)

- C6 phan anh, kién nghi,
- C6 vi pham nghiém trong

(theo két qua thanh kiém tra cia CQ chirc ndng)
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-

C6 thay déi va bao
cao khac phuc chwa
dap trng

(Khoan 4d Didu 11)

\_

Phan anh

Kién nghi

Két qua kiéem tra
cua co quan chirc
nang két luan co vi
pham nghiém trong

J

Trinh tw, xd&¢ ly ddnh gia dét xuat twong tw danh gia duy tri

\_




DIEU KHOAN CHUYEN TIEP

CS da dwoc cap GCN
DDKKDD/GPs con hiéu Pwoc phép
Iwc, cap trwwéc ngay Luat hoat déng dén
Dwoc/Thong tw cé hiéu hét th&i han ghi

lwe trén GCN

HS dé nghi cap GCN Co s& danh gia
DDKKDD /danh gia dinh ky theo
nop trwwéc ngay Thong tw Nguyén tic cii
c6 hiéu luwc
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GPP Nha thuoc & Quay thuoc

1. Nhan sw
2. Co s& vat chat
1. Xay dwng va thiét ké
2. Dién tich
3. Thiét bi bao quan thudc tai nha thudc
4. Ho so s6 sach va tai liéu chuyén mén
3. Cac hoat dong cta nha thuéc
1. Mua thuéc
2. Ban thuéc
3. Bao quan thuéc
4. Yéu cau doi véi ngwdi ban 1é (quan ly
chuyén mén, nhan vién nha thuoc, hoat
dong khac

TIEU CHUAN GPP

GPP Tu thudc tram y té xa

1. Nhan sy

2. Co s& vat chat, kxy thuat

1.
2.
3.

Dia diém dat ta thuéc
Trang thiét bj
Ho6 so s sach

3. Cac hoat dong cta nha thuéc

1.

o o

Mua thudc

2. Ban thuéc
3.
4. Yéu cau ngwoi quan ly

Bao quan thuéc

chuyén mén

Yéu cau déi véi nguwi ban 1é
Hoat doéng khac
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DIEM MOI GPP

Nha thuoc (1a, 2a)

@

1. Nhan sw
2. Co s& vat chat, ky thuat
3. Cac hoat dong

Ta thuoc (1c, 2¢)



DIEM MOTI GPP

l. NHAN SU

- Phu trach chuyén moén:
- Nha thubc: DSPBH
- Quay thubc: DSTH

- Ta thudce: so cap Duoc; (PHY, CDY, Trung
cap Y vung hai ddo, mién nui, dan toc thiéu sd)

- Ngw¢i ban le:
- Nha thudc: 01/01/2020 - trung cap dwoc
- Quay thubc: so cap dwoc trd [én.

- Ta thube: 01/01/2011 - so cap dwoc/ trung cap Y.

|




DIEM MOTI GPP

1. Nha thuébc:

- Thay thé thudc trong don .
- Dwoc 1am sang ‘ bUoC SY
PAI HOC

- Pha ché thubc theo don

2. Quay thuoc:

- Nhan vién cung cap théng tin cho ngw®i mua thudc ddc, thude ké
don: phu trach chuyén mén hodc trung cap Dwoc

3. Ta thuoc:
- Nhan vién cung cép théng tin cho ngw®i mua thubc doc, thude ké

don: so cap Dwoc

Néu Co sé cé KD thudc quan ly dac biét, tudn thu theo Théng tw
20/2017/TT-BYT vé quén Iy thubc dac biét



DIEM MOTI GPP

Bao cao vang mat cia ngw®i quan ly chuyén mén:
> Phai c6 mat trong toan bo thoi gian hoat ddng/ly quyén.
> Uy quyén ngudi cé Chirng chi hanh nghé dwoc phu hop.
= vang mat trén 30 ngay: Uy quyén va bdo cédo S& Y té.

= vang mat trén 180 ngay: dé nghi cap m&i GCN
DDKKD.

Co sé chi duoc phép hoat déng khi da dworc cap gidy chirmg nhéan du diéu
kién kinh doanh moi.



DIEM MOTI GPP

Il. TRANG THIET B
1. Thiét bi theo d6i nhiét dé tw ghi (01-02 lan/gi®)
> Nha thuoc:
" Cap mai: phai co
® Pang hoat ddng: Cham nhat 01/01/2019
> Quay thuoc:
" Cap mai: phai co
® Pang hoat ddng: Cham nhat 01/01/2020

> Tu thuoc:
" Khéng yéu cau



DIEM MOTI GPP

Il. TRANG THIET BI
2. Ung dung CNTT, két n6i mang kiém soat xuat xtr va gia thuoc

> Nha thuéc:
" 01/01/2019

> Quay thuoc:
® 01/01/2020

> Tu thuéc:
" 01/01/2021



= O 0 N OO O A ODN -

12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

GDP-WHO vé thuéc

. Gi¢i thiéu chung

. Pham vi hwéng dan

. Giai thich thuat ngir

. Cac nguyén tac chung

. Quy dinh vé phan phéi thuéc

. T6 chirc va quan ly

. Nhan sw

. Hé théng chéat lwong

. Nha xwéng, kho tang va bao quan

. Phwong tién van chuyén va thiét bj

. Bao bi van chuyén va ghi nhan trén bao bi
Gwi hang va tiép nhan

Van chuyén va thuéc trong qua trinh van chuyén
H so, tai liéu

Dboéng goéi lai va dan nhan lai

Khiéu nai

Thu hoi

San pham bi tra lai

Thubc gia

Cac hoat dong theo hop dong

Tw kiém tra

TIEU CHUAN GDP

00 N OO A WODN -

GDP-WHO vé NL lam thuéc

. Gi&i thiéu

. Quan ly chat lwong

. T6 chirc va nhan sw

. Khu vwc bao quan

. Mua sam, kho tang va bao quan
. Thiét b

. Ho so, tai liéu

. Doéng goi lai va dan nhan lai

9.

Khiéu nai

10. Thu hoi
11. Hang tra lai

12. Xt ly nguyén liéu khong dat tiéu chuan

13. Xuat kho va van chuyén

14. Hoat déng hop dong
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DIEM MOTI GDP

- Thudc
PHU LUC 1 (21 Muc)

Nha xwoéng
Trang thiét bi
Hé thong QL chat lwong

Vac xin TCMR
PHU LUC 1 (c6 han ché)



DIEM MOI GDP

l. Nha xworng:

1. Dién tich Khu vwc bao quan:
v' dién tich mat bang 30m?2, thé tich 100m3 §

v' ban budn dworc liéu, vi thube cd truyén:

v Khu vie lay mau (néu cé) phai dap &ng

2. PDanh gia khu vwc bao quan:

v

200 m? va 600m3

Xac dinh kho bao quan déng déu vé
nhiét do

Xac dinh vi tri nguy co

Theo thoi gian phu hegp: mua néng, mua
muwa am,..
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PHOGNG LAAY MAAU TRONG KHO

—
<

1. Airshower 3. Thay quaanauo 5. Lady madu vag caap phaut

2. Rotiatay 4. Airlock Ngoogi Nguyednliedu DS



DIEM MOI GDP

Il. Trang thiét bi:

1. Thiét bi theo do6i nhiét do
> Thiét bi theo d&i nhiét dd phai dwoc hiéu chuan dinh Ky.

> Vi tri dat thiét bj theo déi nhiét dd: khu vwel/vi tri nguy co
(dura trén két qué danh gié nhiét do, dé6 4m cua kho)

» Kho bdo quan SP thuwong: it nhat 01 thiét bi theo déi nhiét dd tw ghi
(tén suét xac dinh 01-02 lan/h)

> Kho bao quan SP QLBB (VX, SP): thiét bj theo déi lién tuc.
2. May tinh n6i mang

> Phai c6 may tinh két ndi internet

> quén ly hoat ddng phan phdi thudc bang phan mém vi tinh

> C6 co ché chuyén théng tin gilr NSX va khach hang, CQQL




PIEM MOI GDP

lll. Hé thong quan ly chat lwong:
1. Truy nguyén nguén goc san pham
> Duwdng di cda tirng 16 SP: cac kénh cung cap/phan phdi
> Nhap hang, xuéat hang:
» Tén, dia chi cs giao hang/nhan hang
> Co s& san xuat
> Dau méi lién hé
> Ngay xuat/nhan, s lwong nhap/xuat, sé lwong ton
2. Panh gia nguy co’ tiém an dinh ky, giai quyét cac nguy co méi phat
sinh dwoc xac dinh qua qua trinh danh gia nguy co.
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GLP-OECD PHU LUC 2

T6 chirc va nhan sw
v" Trach nhiém cua phu trach CS
v" Trach nhiém cuaa phu trach nghién ctru
v Trach nhiém cua nghién ctru vién chinh
v' Trach nhiém caa nhan vién thir nghiém

Hé thong dam bao chéat lwong

Co s& vat chat

Thiét bi, nguyén vat liéu va thuéc thir

Thtr nghiém

MAu thtr va miu déi chiéu

Quy trinh thao tac chuan

Thwc hién thir nghiém

Bao cao két qua thir nghiém

10.Bao quan, lwu giir bao cao va nguyén vat liéu

TIEU CHUAN GLP

Phu hop véi PTN:
Dich sinh hoc (BE)
Kiém dinh VX, SP

Mau ngudn goc tir
sinh vat séng: moé
dong vat,..

= Hudng dan chung, nguyén tac
= Khéng cu thé, chi tiét.
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TIEU CHUAN GLP

GLP-WHO PHU LUC 1

l. Quan ly va co sé ha tang
1.T6 chirc va quan ly

2.Quan ly chat lwong

3.Kiém soat tai liéu

4.Ho so

5.Thiét bj xt ly di liéu

6.Nhan sw

7.Nha xwéng

8.Thiét bi, may méc va dung cu
9.Hop dong

II. Vat liéu, may méc, thiét bi va dung cu khac
10.Thudc the

11.Chat déi chiéu va vat liéu déi chiéu
12.Hiéu chuan, danh gia hiéu nang va tham
dinh thiét bi, dung cu

13.Truy xuat nguén goéc

lll. Quy trinh thao tac

14.Nhan mau

15.H6 so’ kiém nghiém

16.Tham dinh quy trinh phan tich
17.Thr nghiém

18.Panh gia két qua thir nghiém
19.Phiéu kiém nghiém

20.Mau lwu

IV. An toan
21.Cac quy dinh chung
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PIEM MOI GLP

l. Hé thong quan ly chat lwong:
1. Phai thiét 1ap va trién khai

> Kiém soat thay dbi

> 0O0S (18- Banh gia két qua thir nghiém):
> Tuan th quy trinh th&r nghiém cta kiém nghiém vién
> Kiém tra di¥ liéu gbc tim sai sot
> Kiém tra cac budc tinh toan di liéu
> Tinh trang hiéu chuan, thdm dinh thiét bi, tinh phu hop cia hé théng dat yéu ciu
» Hoéa chat, thudc thir, chat chuan phu hop
> Dung cu thuay tinh si¢ dung dung
> Khong loai bd cac mau da chuan bi cho dén khi tim dwoc nguyén nhan

= Sau khi diéu tra tim ngyuén nhan, dwa ra CAPA
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PIEM MOI GLP

l. Nhan sw:
1. Ngwoi dirng dau chiu trach nhiém:
> Phiéu kiém nghiém va béo cdo phan tich
» Giam sat nguwoi quan ly ky thuat va cac hoat dong khac cua PTN
2. Ngwei quan ly ky thuat dam bao cac hoat dong:
> Tuan thd hiéu chuan, tham dinh, giam sat mt, dk béo quan,... dung yéu cau
> T6 chirc dao tao mé rong ckién thirc chuy@n mén

> Lwu gilr cac chat phai QLDB phai dwdi sy giam sat cia nguwdi ¢ trach
nhiém

» Thuwong xuyén tham gia thir nghiém thanh thao va so sanh lién phong

Chiu sw giam sat ciia ngwi dirng dau phong thi nghiém
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PIEM MOI GLP

II. Thiét bi xv ly div liéu:

> Phan mém may tinh (x ly, ghi chép, bao céo, truy xuat,...): tham
dinh/danh gia wu phu hop

> Dam bao tinh toan ven cua dir liéu

> Luwu lai lich st truy cap, thay dbi (audit trail)
> C6 SOP kiém soat thay dai thdng tin lwu tri
» Dinh ky sao lwu di liéu dién t

» Bao tri dinh ky, méi tredng van hanh phu hop
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PIEM MOI GLP

lIl. Hop dong:
1. Cung cap dich vu vat tw:
» SOP Iwa chon va mua cac dich vu cé &nh hwéng dén TN
> Danh gia nha cung cap, phé duyét danh sach, lwu ho so danh gia
2. Hop dong phu thir nghiém:
> Dinh ky danh gia nang lwc ctia nha thau phu
> Phai c6 hop ddng bang van ban

> Khéng dworc giao cho bén th&r ba néu khéng dwoc danh gia va phé duyét
cua PTN

> Gilru toan bd hd swo danhg ia nang lwc clia cac nha thau phu

PTN phai chiu trach nhiém vé&i tat ca phép thir ké ca phép thir hop dong phu
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