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Xin chao!
ol la CTS-DA

Trwde khi ching ta bat dau hanh trinh Phan phoi,
hay nhin 2 nguyér) tac quan trong dan dat moi
hoat dong phan phoi






NOI DUNG...

Lich s&* GDP — Cac thyc hanh tot GxP

Hé thong quan ly chat lwong

Nhan sy - Qui trinh - Nha xudong

Tiép nhéan

Bao quan

Soan hang & giao hang

Van Chuyén

Nhirng mat hang nguy co cao

Kiém soat thay doi

Quan ly sai léch

DPanh gid va thdm dinh

Hoat dong dong goi lai

Cac hoat dong si dung dich vu

bén ngoai

Ty danh gia
Thanh tra
Kiém tra cla co quan chirc nang

Khiéu nai, Tra vé, Thu héi va rat so dang ky

Hang gia / trdo hang- mat hang
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® Good Practices tir GxP dén GDP
o




VONG DOI SAN P & CAC GxP

Good
Laboratory
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Nghién ctru nghu?m lam . 14m sang
sang
Good
Pharmaco-
Vigilance

Practice /
Tiép thi & ban
hang

Cac qui dinh cua
Co quan chirc nang

Phan phoi

Good
anufacturing
Practice

Good
Distribution
Practice
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® Good Practices tir GxP dén GDP

© Lich sir GDP
o




LICH SU CUA CAC QUI BINH LIEN QUAN

Good
distribution
practices -
part of GMPs WH
. GDP for
until 15t GDP ;
directi Pharmaceutical ! WHO
Irective Products GDP for
Pharmaceutical
b Fa Products
, Canada .ﬁ 44 o}
- - T\zl_ £
‘,‘ Japan Singapore m‘“ _ '3(@;5‘3 India
. * Vietnam i&c Ecuador
. - SOL!th South : : o o South
uropean . wFZ¥  Africa Korea ‘A Mexico * Singapore V?,' Africa USA
Union i l l S l l l

%@M
2011 2012 2013 Coming

1991 1994 2000 2003 2004 2005 2006 2007 2009 2010
T T T soon
A ,
Australia China Malaysia Kenya Argentina If Australia Qﬁ China
‘Q “ P % Egypt Canad . v European
» — : gyp — anada ¥ r P
v : 7 Union
Venezuela India /%@%?
‘/ EU Falsified p
Medicinal 2

‘l Products

~«



PHAN |
NHAC LAl

® Hé théng quan ly chat lwong
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HE THONG QUAN LY CHAT LUONG

Quan ly chat lwong bao gom:(diém b, muc 3 —Nguyén tac
thuire hanh phén phoi thudc tét ban hanh kem theo Théng tw s6
48 [2011/TT-BYT)

Co s& ha tang hay “hé thong chat lwong” pht hop, bao gom
co cau td chlre, quy trinh, phwong phap va cac ngudn lyc;
Céac hoat dong co6 tinh hé thdng can thiét dé bdo ddm mét san
pham (hay dich vu) va ho so tai liéu dap rng dwoc cac yéu
cau chat lwong da dinh trwdc. Tap hop tat cd cac hoat dong
nay dwoc goi la “bdo ddm chat lwong”.

Dinh nghia hé thong chat lwong: Mot hé thong co sé thich
hop, bao gbm co cau té chire, cac thu tuc, qué trinh va nguén
lire, cAc hoat déng duroc hé thdng hoa cén thuc hién dé dam
béo tin twdng chdc chan rang mét san pham (hodc dich vu) sé
théa man cac yéu cau dé ra vé chat luong.




Biéu hién sw cam két ctia Ban Lanh
Dao vé chit lwong

Chinh \ ...
) gﬁ;‘c\OP‘L o, "'-’:%
s — ~ . - sz;l](ih LI [ : fxéc dinh\
C S chat s 2 ;
viéc lién /\ 4 10 \ b
tuc cai Muc 50 do qu\}‘én’
thién chat A t6 chirc X
Ilfr:’r: = tieu han clia
LA moi nhan
vién
N J
fr Nhan X
dang % Y Vin ban,
cung cl‘c‘uF” Nguon qui trinh
nguon luc 3
o e Lwc D e
va klen’ dan (SOP)
thirc dé & ho so
dat muc = (record)
tiéu chat trinh - )
lwgn
eu 08 ) =

Dinh rd va kiém soat tat ca cac qua trinh cé thé dnh
huwéng t&i chat lwong va su toan ven cda sdn pham, an
toan cua nguo'i sir dung.
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Nguy co di kem trong hoat déng phdn phéi

1)
AC CTY TRUNG GIA
L
7=

A\

A

g/ e Khach
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® Nhan sv
® Qui trinh

® Nha xwdong
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NHAN SV

Moi moét co s& phan phdi phai cd mot ds phu trach chuyén mén
Nguw&i Phu trach chuyén mén GDP phai

* Lubn c6d mat tai co so
* Co thé uy quyén nhiém vu nhwng khdng uy quyén
trach nhiém

15



/Theo doi nhiét *
am dd cling nhuv
hiéu chuan

N\

X lv biét trir

Theo d&i huy hang

/" Quan Iy thu
hoi & rut khoi
thi trvong

-

Quyét dinh

hang tra vé

J

Trach nhiém cha nguoi
phu trach chuyén mon
mo ta theo EU GDP

\

X ly Ty
\_ thanh tra /

Quan ly hé
thong tai liéu

\

J

GDP &

Theo ddi dao)
tao & danh

%Wié dao tao
W GDP

J

Theo ddi khiéu nai, sai
\__léch & bat thudong J
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SO PO TO CHUC

- Nhan vién phai c6 du nguoi va

nang luc dé dap &ng cong viéc
[ } - So do6 t6 chire ludn san cd, duorc
duyét bdi BLD va duoc cap nhat

(lwuy Vi tri cia Quan ly chat
lwong)

- Nén cd ban md ta cdng viéc
chuan va thuc té

- Cap nhat cac ban mo ta cong viéc
thuce té (it nhat cac vi tri quan
trong) duoc ky gitra nhan vién va
cap quan ly, cé ngay thang .

- Uy quyén bang vin ban


Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc chuẩn.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc
Bản mô tả công việc thực tế.doc

NHAN SU
danh gia & dao tao

bang cap dao tao va kinh nghlem
chuyén mon )
)
( Pbao tao vé . e . l
. Cac dao tao dac biét
Cac yéu cau GDP Cac Qui trinh thao cho tirng cong viéc
tac chudn (SOP) |

=» Nhan vién phai dwoc dao tao ban dau va dao tao lién tuc
=» Cac ho6 so’ dao tao phai lwu giilr
=>»Danh gia két qua dao tao dinh ky va lwu giir ho so’



NHAN SU’
an toan & vé sinh

e Trong khu vuc luu trir va phan phdi san pham

600V
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NHAN SU

nhan vién : cac nguyén tac toi thiéu tuan theo

NEN

® Bao vé tinh toan ven cla hang hda
® Ton trong cac SOP
® Nhéan dang thung/pallet

® Bdo cdo tat cd nhirng gi bat thuong
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THIET LAP CO BAN

® Nhan svw
® Qui trinh

® Nha xwdong
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Procedures- Tai ligu

CHAPTER 4- DOCUMENTATION
4.1 Nguyén tic
Tai liéu 13 phan thiét yéu clia Hé thdng chit lvong. Tai liey
viét ngan ngira nhing sai sét khi giao tiép bag I noi va
cho phép sy theo dsi CUa cac hoat déng lign quan trong




QUI TRINH -Procedures
Vali tro cua tai liéu

HU'('mg dan (Instructions)\

Chuang ta phai lam gi
(What we have to do)
Chuing ta phai lam diéu
d6 nhw thé nao

— (How we have to do it)

Ho So(Records)

Cai gi da that sy xong
(What was actually done)
Piéu dé da lam nhw thé nao
(How it was done)
Ai da lam no /

(Who has done it)

Where —When 23




QUI TRINH

Good Documentation Practices — Thiét ké qui trinh

RS rang, chinh xac, thdng nhat va khéng mo hoé
St dung ngdn ngir cho moi nguwdi hiéu duoc

/_ —
\'_ - Hiéu ﬁ "-
‘ % Xem xét chinh d
L‘- \ I .
Duyét

Tai liéu tot => thwe hanh tot
Good Working Documents => Good Work Practices

24



Good Documentation Practices —
Quan Iy h6 so ghi chép

Poc can than va suy nghi trwdc khi viét N

Hoan thanh moét cach thich hop (thoi gian, ndi
dung)

Xem xét va kiém tra dé ddm bao chinh xac E

Stra 16i néu cé @7
Lwu gilt va bao quan an / |

25



Sep-16

MOT VI DU VE SOP ( trang 1)

Nguwoi soan thao/chirc danh:

Nguoi xem xét/chirc danh:

Nguoi xem xét/chirc danh:

Duyét ban hanh/Chtrc danh:

Ngay:

Ngay:

Ngay:

Ngay :

26



PROCE BDltlst
A N\

STANDARD |
OPERATING

LIEU-QUI TRINH CHUAN (1)

@_hanb&quan ly tai liéu (SOP of SOP's)

Sep-16

Quan ly nhan sy/dao tao (Personnel management including
training)

Strc khoe va vé sinh cua nhan vién (Health and hygiene of
personnel.)

Qui dinh ra vao kho & an toan lao déng (Access to the
premises and their protection)

Bdo tri va vé sinh nha xudng, trang thiét bi (Maintenance and
cleaning of the premises and the equipment.)

Kiém soat cdn trung (Pest control.)

Hiéu chuan céc thiét bj theo ddi, kiém tra va do lvong
(Calibration of monitoring, controlling and measuring devices)

27



STANDARD |

Sﬁéﬁ’éﬂ“? LIEU-QUI TRINH CHUAN (2)

. Eﬁ'ﬁ@i}‘cé si cO bé v& (bao gdm cd thudc doc trén té
| Wandling of spillages (including cytotoxic products).
@Iv rac thai (Handling of destruction of waste)

] M
* Hé thong vi tinh (Computerized systems).

e XU ly hang tra vé (Handling of return products).

e Quan ly Khiéu nai (Complaint management)

* Quan ly sai léch (Deviation management)

* Thu haéi (Recall)

« X ly hang gia (Handling of counterfeit products).
« Tham dinh (Qualification and validation)

 Tu thanh tra ( Self inspection).

» Kiém soat thay déi (Change control)

Sep-16 28



~ \PROCEDUR

&

'STANDARD
OPERATING

—TAI LIEU-QUI TRINH CHUAN (3)

* Tiep nhan (Receipt of product.)
3 ’ e of products.)

Sep-16

Biét trit, cho phép xuat va tir chéi (Quarantine, release and
rejection)

X ly don hang (Order processing).

Soan hang, déng gdi va giao hang (Picking, packing and
delivery)

X ly nhirng hang héa phai bao quan theo nhitng qui dinh
riéng biét ( Thudc doc nghién, huwdng than, hang lanh...)
Handling of special products (narcotics, cytotoxic and cold
chain).

29
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THIET LAP CO BAN

® Nhan sv
® Qui trinh

® Nha xwong
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CO SO NHA KHO

, NHUNG YEU CAU CO BAN
Hé thong an ninh

Chac chan

Anh sang phU hop (3733/2002/QD-BYT : ban hanh 21 tiéu chuén vé sinh lao
déng, 05 nguyén tac va 07 théng sé vé sinh lao déng)

Pu dién tich

Co6 cac khu vuc riéng biét-cach ly (Nguyén liéu phdng xa, géy nghién va
cdc thuéc déc hai, nhay cdm va/hodc nguy hiém khdc ciing nhw cdéc sén phdm
c6 nguy co' lam dung ddc biét, géy chdy, né (nhw cdc chét Idng va chét rdn dé
bat Itra, dé chdy va cdc logi khi nén)

Kiém soat sinh vat gay hai

Sach sé

Kiém soat nhiét am dé

Theo ddi nhiét Am d6

Cac thiét bi do lwong phai dwoc hiéu chuan

Co ngan cach gitra khu vue ti€p nhan va cap phat
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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TIEP NHAN

e Kiém tra don hang
> Tén san pham
» M3 doi chiéu
> S0 16
> SO luvgng
> Ngay san xuat
» Han dung
> Phiéu kiém nghiém
Luuy:
Theo d&i dau vét
Quan ly tudi tho
Lu6n kiém tra tinh toan ven cla san pham
Néu bat thworng phai cach ly san phdm hoac dwa vao khu biét triv




TIEP NHAN
— Kiém tra diéu kién bao quan
» Nhan dang diéu kién bdo quan yéu cau
>Kiém soat TOR (Time Out of Refrigeration)
> Xac nhan ho so nhiét dé dat yéu cau
— Néu san phdm mai
> Kiém tra tinh chat va lwu vao di liéu
»Kich thwéc & trong lvwong
»Diéu kién bdo quan
»>Kha nang xép dat
>Tinh chét san phdm(MSDS —Materia /o=
Data Sheet) |
»Nhirng san pham c6 nguy co cao

-5 cumate |

- @\ conTROL -



https://www.google.fr/url?q=http://thedavidprojectblog.com/2012/03/&sa=U&ei=jCxNU-KxAuiJ0AWG7IGQCg&ved=0CEAQ9QEwCTgo&usg=AFQjCNEOEpISIYxgnilp-v-J-C-rEggA5A

TIEP NHAN- Iwu y cho nguyén liéu

* Nguyén liéu phai dwgc cach ly cho dén khi don vi
chat lwong xuat kho

* Phiéu kiém nghiém : co s& san xuat ban dau
cap.Néu lam kiém nghiém bd sung thi tat ca cac
phiéu ki€m nghiém boé sung phai dwoc cung cap.

* Phiéu kiém nghiém phai ghi thong tin truy nguyén
ngudn goc dén nha san xuat bang cach ghi tén nha
san xuat ban dau va co s& san xuat.
Phiéu kiém nghiém phdi néu ré :-két qua kiém nghiém
thu duwoc tir viéc kiém nghiém nguyén liéu gbéc - két
quéd thu duwoc tir kiém cdch 16 -hodc kiém nghiém
khdc -t6 chic chjiu trdch nhiém cdp phiéu kiém
nghlém 36
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém sodt nhiét (4m) d6
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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BAO QUAN — KIEM SOAT NHIET BO
Cac gi¢i han kiem soat nhiét do
e Duoc pham phdi duoc bé\o quan tai nhiét d6 qui dinh d3
duoc xac dinh khoa hoc bang nghién ciru dd 6n dinh .Muc tiéu
ctia nghién ctru do 6n dinh la xac dinh tudi tho, dé la khoang
thoi gian bao quan & mot diéu kién xac dinh ma trong khoang
thoi gian dé ché pham thudc van dat dwoc cac dac tinh ky
thuit nhu d3 ghi trong tiéu chuan cda ché pham dé.
« M6t sd gidi han nhiét do bao quan
— Deep Frozen -70°C, ( Poultry vaccin -cac vac-xin cé st
dung trirng ga co phdi dé nudi cay)
— Frozen, -20°C (mot vai vac-xin )
— Cold, 2-8°C, e.g. insulin, hdu hét vaccines, prostaglandin
— Nhiét d6 phong, 15°C -25°C/ <20°C /<25°C/<30°C. ...



O

BAO QUAN — KIEM SOAT NHIET E

 Lam sao nhan dang dugc diéu kién bao quag

— Trén Nhan

— Trén phiéu giao hang

— Trong hé théng quan ly bang phan mém

Material 158832
0001

ERP ( Ente o rise Resource Plannin g) . @ R *I“T“‘ o

Werk

Lagerart 1054

~ Einschrankungen

| Allgemeine Daten

Basismengeneinheit

ax pf v |[EE]E] =] 221
Te.. ”

Lagerplatz .~ Temperaturbeding...
B . <y -
Temperaturhedingung 22| T2 JTramsl.:HrLag‘b.‘—ZU C
= W1 v.Erwarm.schiltz, 10°C M
Behaltervarschrift

W2 v.Erwdrm,schiltz, 4°C
L 70 TranfLag 0 bis +20°C

Etikettierungsart Fril«:_r 1 Tean/laa-ok 1=

Mcharaenoficht Tranfl an +2 his +8°C

CC-Inventurkennz.




BAO QUAN- Kiém soat & theo ddi nhiét
dé / theo d&i am do

e C& nhiéu cich theo doi :

1

P
I'.,.,,..,‘
{ 4 13
Ear
EN:

— Theo doi thu cong

— Kho(lap dat cac dau do), hé théng ghi nhan ty dong
building automation system

— Data loggers, bang dinh bao dong dong bang hay ndng
Cold chain (hang lanh): theo doi lién tuc

40



Bao quan- kiém soat & theo ddi nhiét am do
xt ly vwot gidi han bao quan
Xac dinh gidi han vuot
Bao dong/ gi&i han canh bao phai xac dinh
Théng bao cho bé phan chat lvgng, ti€n hanh qua trinh sai léch
diéu kién bao quan
Biét trir san pham
Anh huwédng cla viéc sai léch dieu kién bdo quén phai
dwoc danh gia béi ngudi c6 tham quyén
Quyét dinh : sdn pham co6 thé

Piéu tra vé& nguyén nhan gay sai léch dé tranh 1ap lai

41



Bao quan- lay mau nguyén liéu

> khu vue 1dy mau phai dwoc tach riéng va trong méi truong
duoc kiém soat (phong LAB). Phai cé day du cac quy trinh
vé sinh khu viuc 18y mau. Chi thuc hién 18y mau & khu vuc
bao quan néu viéc 1ay mau khéng cé nguy co gay 6 nhiém
hay 6 nhiém chéo.

42
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Vin chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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SOAN HANG & DONG GOI

e Chuéan bj phan phdi cic loai san
pham dén da khach hang theo don
hang yéu cau.

e Pdm bdo chat lwong san pham
dwoc duy tri trong sudt hoat dong
(ddng sdn phdm, dung sé6 lvong,
tinh todn ven cua san phdm, han st
dung, ngdn ngtra si hw hong va sai
léch, nhiét d6, Gm dj, bdo vé va
nhén dang cdc sadn pham cé diéu
kién bao quan ddc biét )

44



SOAN HANG & DONG GOI

Qua trinh

soan hang

eThd cong(manual) : gidy va khong
cd thiét bi scan .

eBan ty dong (Semi automatic): lay
hang bang &m thanh hay anh sang
(Vi du : Goods To Man)

eTw dong : robots

45



SOAN HANG & DONG GO
GTM —lay thung ra pallet / Lam day

Lwong |én hang dugc dé trén cac
ké cao .

OSR® bao quan dugc lam day boi

— B&o cdo b6 sung hang L
(sdn pham A/B/C/D) et .

— Dua trén don hang

Hé théng sé ty dong dua ra yéu > /

cau van chuyén cho cac san pham
can thiét

b

Pallet vdn chuyén dén khu vurc 13y

thl\,lng ra khél paHEt (de- OSR = Order Storage Retrieval
. . (brand name for dynamic
palletlsatlon) storage area)

MOoi thung chuan sé& duoc chuyén
dén khay cap .

46



Soan hang & dong géi- GTM bao quan trén

e Sau khi 1én khay truot hang sé //
dwa dén bang chuyén OSR® O —

e OSR® chtra hai khu vuc
— Nhiét d6 phong g
— Lanh o=

e S&n pham s& dé OSR® cho dén =%
khi can lam don hang

Ead

CRARUIETY ! R SIS, |

5 e v
% Ll !
TESTYIN I A HH“ Ii“ ' : ‘
R R RN M wks v i 45w $te $%w o o s+ a'e s°n o s sve a-el
WP

\ u HI‘H'
1 N

OSR = Eraa
Order ‘
Storage

Retrieval ambient OSR - side view il




Soan hang & dong goi
GTM — bién phap ngan ngura ch

Ong sai sot

 Chi hai khay trwgt nguodn /thung
carton c6 thé & trén cung vi tri
diém soan hang trong cuing mot
thoi diém
e Chico 4 khay truot dich/thung
carton cd thé & cung diém soan
hang trong cung mot thoi diém.
e Hé thdng kiém soat
— Pung s6 lwong cua sGn pham
(béng trong luong)
— Dung sén pham
(boi thanh chdn dnh sdng
trén moi 6)



Soan hang & dong goi GTM — dong thung
carton/thém nhan

 Sau khi soan hang thung carton dugc chuyén
dén
— 1. Mdy in : Phiéu giao hang duoc dua vao thung

— 2. Dén diém tap trung khi cac thung hang hon hop
dwoc dong (qui trinh lam tay)

— 3. Dén khu tap két hang dua trén nhan dia chi dan
trén thung hang
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NHAN THUNG NGUYEN LIEU

MOoi thung hang phai dwoc xac dinh bang nhan, trén d6 it nhat ¢
chira nhirng théng tin sau:

tén nguyén liéu (ké ca loai va tham khdo dugc dién néu phu
hop);

tén chung quoc té (INN), néu ap dung;
s6 lugng (trong lwgng hodc khoi lvgng);

s6 16 do nha san xuat ban dau ghi hodc so 16 do co s& dong goi
lai ghi néu nguyén liéu dwoc dong gadi lai va dan nhan lai;

ngay, thang, ndm tai kiém tra hodc han dung(néu cd);
cac diéu kién bao quan;

cac canh bao khi xt ly khi can;

nhan dang cla co s& san xuat ban dau;

ho tén va thong tin lién hé cua co so cung &ng.



PHAN |11

CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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Van chuyén : Containers thu dong (passive) va chd
dong(active) nhiét do

Thung carton

Thung cach nhiét v&i da kho

Pallet c6 thung chup

Xe cé diéu hoa

* Container chuyén hang cé diéu hoa
(Envirotainer ®)

* Container chuyén hang dudng bién cé diéu hoa
(reefers)



https://upload.wikimedia.org/wikipedia/commons/7/76/Simple_cardboard_box.svg

VAN CHUYEN
PIEU TRA SAN PHAM SAU KHI CHUYEN HANG
Tinh nguyén ven cua container (niém phong, mang bao pallet,
bén ngoai thung)
Cac hu hai quan sat bang mat
Dt liéu Nhiét ( va &m) d6 cla thiét bj cai dat

— Nhiét d6 ghi nhan badi thiét bj tw dong (data loggers)
(Chi thi hda hoc c6 thé dung)

=

R A
W o>en A‘Ti:““.'“» §
bkl Cryem—
i« 00 €33 o !
AR - .

BAGK12345 f! wl'
- 111777 T
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® Xt ly cdc thude nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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THUOC cO NGUY CO CAO
dinh nghia
M6t thudc nguy co cao (Highly Potent Product ) 1 bat ct

san pham nao nquy hiém dén strc khde bdi tiép xuc truc
tiep, hit thd hoac nuobt.

Do not touch it

Leave the packaging at its place
Contact the closest emergency center in
I mentioning « damage on highly potent
Medicartent medicine »

WN =

manipuler avec
précaution

Highly potent
medicine handle

with care
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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KIEM SOAT THAY POI

mot quy trinh chat lwvong quan trong

Sy thay doi tiem an kha nang
anh hwdng dén

San phadm(chat lwong, an
toan hoac hiéu Iuc)

*Qua trinh

-Thl\et bi ’ U I I:Ie th?ng .
*Nha xwdong thay tuan thu chat
-Bao quan & van chuyén déi lrong

CAc yéu cau khac ciia GxP

Phal tuan theo mot qui trinh
thay doi
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KIEM SOAT THAY Dél(Change Control Management )

« Kiém sodt thay d6i (Change Control) la mét qui trinh chinh thirc
dadm bao nhirng thay doi cé kha nang dnh hudng dén chat lwong
san pham :

— Duoc Kiém sodt (controlled)

— Puoc Quan ly (managed)

— Pwoc theo doi (tracked )

— Puwoc thuwe hién (implemented)
Theo yéu cau cac qui dinh

D6 la mot qui trinh duoc st dung cho viéc danh gia va bao cao
thay d6i va&i co quan quan ly khi thich hop
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KIEM SOAT THAY PO

e Qui trinh kiém soat t
Process)

(Change Control Management )

nay do6i (Change Control

— Bat budc cho bao vé khach hang
— Thiét yéu dé duy tri m&rc dd cao vé chat lwong san pham

e Qui trinh kiém soat thay d6i bao vé cho tuong lai

cua kinh doanh

— PAam bdo tinh lién tuc hoat déng kinh doanh théng qua kiém
soat chat ché cac thay doi
— MOi trdng phan phdi van phat trién trong khi duy tri tinh

trang tham dinh

— Clng cb vi tri va to chirc thdong qua viéec chuan hda va thong

nhat xuyén sudt co so



Kiém Soat Thay D6i (Change Control Management)

Process
C Kknéi phat ~ Dbanhgia K& hoach hanh d@n;
M6 ta thay déi Xac dinh anh huwong Phat trién ké hoach :

thay doi hanh dong, phan

. cong va thoi gian

% J&
IR

Theo doi va két thuc
K&t thuc quyét dinh
chat lvong dé thuc
hién va xem xét hiéu
qua thay déi, va
dong lai.

Quyét dinh
Xem xét chat
lvong

M o/ o

60

Thuwc hién hanh dong
Hoan thanh nhirng
hanh ddong yéu cau
(W dé thyc hién thay d6i

———
=
-~ a—
\
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cic hoat dong hop dong
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Sy c6

Néu nghiém trong, sai

SAl LECH (Deviations) (1)

2

@ Bao cdo ‘

Panh gia ruiro
Sai léch duoc bao Panh gid su anh
cao boi nguoi phat

hudng, mic do
hién va hoan thanh nghiém trong, kha
theo Mau béo céo

nang tai xuat hién,
kha nang phat hién
‘ sai léch

3
N \; em xét boi chat

lwong

cident/Failure)
(sdn pham, nguyén

vat liéu, hé
théng/tiéu chuan
hoac tai liéu hoac
qui ché

»

Khai bao
Xac nhan muc do rai
ro chat lvgng cla sai
éch

Ly —viéutra
(Nhén dang nguyén
nhan chinh (root
CauSeS)

Quyét dinh  san
ohim  bi  anh
hudng

Xac nhan sy day dd
cua bao cdo, mo
rong s anh
huong, hanh dong
tlre thoi thuce hién.

-

éch nén bdo cao co
nuan chirc nang

1

99/2010/TT-BYT)

J
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QUAN LY SAI LECH (1)
Vi du vé ngudn gbc sal léch

— Hon mot thung hang mé cung moét luc =»SOP & GDP
khong phu hop

— X ly cadc van dé trong van chuyén =» vai phan hang bj hu
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SAl LECH(2)

Xem xét & phan tich

* Hang quy xem xét
sai léch va thuc
hién CAPA

* MOGi ndm danh gia
hiéu qua cta hé
thong quan ly sai

|éch.

Hanh dong khac
phuc & phong nglra
(Corrective &
Preventive Actions
CAPA)

Peé ra va thyc hién CAPA

N
%@f’%

Poéng hé so sai léch

* Trong vong 30 ngay
* Bao cao chinh thuc
bdi Quan ly chat

lwong
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® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang

® Vin chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Panh gia va tham dinh
® Dong goi lai
® Cic hoat dong hop dong
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Panh gia

Qualification:

Tham dinh

Validation:

Chuan dinh

Calibration:

KHAI NIEM

e L3 hoat dong ching minh rang tat cad co s&, hé
thong va céc loai thiét bj d3 hoat ddng ding va dua
dén hiéu qua mong mudn

e La mot chwong trinh duwgc chirng minh bang ho so
tai lieu nham dam baoo chac chan rang cac qua
trinh, phwong phdp hodc hé théng cu thé ludn
lubn dwa dén moét két qua dat cac tiéu chuan chap
nhan duoc da xac dinh truéec.

e Su chirng minh céc chi tiét cda dung cu do lvong
hodc thiét bj dd cho két qua trong gidi han qui
dinh bang cach so sanh ching v&i nhitng chuan
d6i chiéu hodc néi chuin bang cac phép do thich
hop.
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PANH GIA & THAM DINH TRONG PHAN PHOI

Panh gia nha xwdng,trang thiét bi, dich vu dé‘ chirng minh
ching dap &*ng cho muc dich s dung. Bao gbm cac budc
sau :

Operational Performance
Qualification Qualification

Qui trinh thAdm dinh : dé& xac nhan rang khi trién khai dudi
nhirng diéu kién hoat ddng da dwoc dinh rd, qua trinh thwc
té va két qua trén san phdm phl hop véi cac tiéu chuan da
xac lap truwéce .

Design Qualification
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DANH GIA & THAM DINH N
Vi du . danh gia kho lanh |

eXac dinh tiéu chuan (kich thudec, vat liéu, ...) }

eKiém tra tinh chat vét liéu ( kich thudc, dién...) vai cac Gidy
chirng nhan

e Panh gid d6 déng déu nhiét dd kho tréng dé kliém tra dé\
dong déu va xac dinh “khu vuc té nhat”, diém ndng nhat va
lanh nhat

e Test khi ngudn dién cat )

’ ? R, V.S ~ Vé . V) ? \
e Kiem tra OQ tuvong duwong dat o nhiét do da xac dinh vdi san

pham hodc mau trong kho lanh.

J

68



PANH GIA & THAM PINH
VD : Banh gia thung giao hang lanh

eXac nhan vadi nha cung cap cac
tiéu chuan thich hgp nhiét do va
thoi gian van chuyén. y

<
eKiém tra kich thuwdc thung phu

hop vai san pham
J

e Test khong gian chira hang vdi
mau nudc trong thung vdi min
va max cau hinh. )

e Kiém tra OQ twong duong dat
& nhiét d6 da xac dinh vdi san

Oute rarton Box

Insulated Box Temptale

(outside of the box)

AR A
Product Box

pham trong thung lanh. )
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PANH GIA & THAM DINH

Yéu cau chung cua qui trinh danh gia do dong déu

* Ch&ng minh nhiét do khong khi toan b khu vue bao quan,
khi kho trong va trong diéu kién hoat déng binh thuong.(
khong tai va co tai)

e Xac dinh khu vuc bao quan khéng dap &ng dwoc diéu kién
yéu ciu bao qudn cha san pham (vd nhu khu vuec gan 6ng thoi
hoi lanh, dong khi lanh hodc nguén nhiét)

* Ching minh duoc thoi gian gilr dwgc nhiét d6 khong vuot
qua gidi han trong trwdng hop bi ngat ngudn dién.

Pdnh gid sau dé duy tri theo moi nam, ddnh gid lai khi co6 sw
thay déi trong kho vé nha xwdng, cdch sap xép hang, thay déi hé
théng lanh...
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PANH GIA & THAM DINH

N&i dung clia dé cuong danh gia :

1- Duyét dé cwong va lich st kiém soat thay doi
2- Viét tat va tir vung

3- Nhiing mo ta ve|lap dat
lwoc cho tién hanh'darh gia
4- Pham vi -
5- Muc tiéu

8- Nhirng phu luc dinh ke
bao cao danh gia.

Sep-16



PANH GIA & THAM DINH
tham dinh & ddnh gid hé théng vi tinh

Trwée khi hé thong quan Iy bang vi tinh dwoc dwa vao
str dung, n6 phéi duoc th&r nghiém va xac nhan dat
nhw cac yéu cau dé ra.

&«

3355721




PHAN |11

CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® DPong goi lai

® Cic hoat dong hop dong
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NGUYEN LIEU-PHOI TRON

NGUYEN

TAC

e Cac nguyén liéu tlr cuing mot co so san
xuat, do cung mot co s& phan phdi tiép
nhan va ddp &ng cac tiéu chuan ky
thuat mai cé thé dwoc phdi tron.

* Né&u cac 16 khac nhau cha cung moét
nguyén liéu duoc phoi tron véi nhau dé
trd thanh mot 16 déng nhat thi |6 dong
nhat dé phai dugc coi la mot 16 mdi,
dwoc kiém nghiém va cung (ng vdi
phiéu kiEém nghiém kém theo.
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NGUYEN LIEU-DONG GOI LAl

Vat liéu bao goéi : d3 duwoc duyét cd chat lvong va do thich hop
twong duong hodc tét hon so véi vat liéu bao bi goc.

Mi truwdng : ¢ bién phap kiém soat hiéu qud dé ddm bao
khong c6 khd niang gdy 6 nhiém, 6 nhiém chéo, giam chat
lwong, thay d6i hoa ly va/hodc lan 16n. Chat lvong khéng khi
cap cho khu vuc phai phu hop cho cdc hoat déng dwoc thuc
hién, v.d. phai cé du thiét bi loc khéng khi hiéu qua

Nhan dang : Bao bi cua nguyén liéu duoc dong goi lai va cac
bao bi dugc dan nhan lai phai chira ca tén cla co s& san xuat
ban dau va tén cla co s& phan phoi/dong goi lai.

Kiém nghiém : Moi 16 nguyén liéu dwgc déng géi > dé dam
bdo nguyén liéu ddp rng cac tiéu chuan ky thuét.



NGUYEN LIEU-DONG GOI LAl

* Phai cé quy trinh bao ddm rang ngoai k&t qua kiém nghiém thi
ho so déng gdi lai sé duoc danh gia trwdc khi nguyén liéu d3
dwoc dong goi lai dwoc xuat kho.

e Cac quy trinh 13y mau, kiém nghiém va xuat xudng 16 phai dap
(rng cac nguyén tac, tiéu chuan GMP.

« Co s& dong goi lai va dan nhian lai phai bdo dam rang do on
dinh cda nguyén liéu khong phai chiu tac ddng bat lgi tir viéc
ddng gai lai hay dan nhan lai. Phai tien hanh cac nghién clru
vé dod 6n dinh nham diéu chinh han dung hodc han kiém
nghiém lai néu nguyén liéu duoc ddng goi lai vao bao bi khac
v&i bao bi ma nha san xuat ban dau da dung.
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CAC HOAT BONG & QUI TRINH CHINH
® Tiép nhan

® B3o quan — Kiém soat nhiét (dm) dé
® Soan hang & giao hang
® Van chuyén

® X ly cac thudc nguy co cao
® Kiém soat thay doi

® Quan ly sailéch

® Danh gid va tham dinh
® Dong goi lai

® Cac hoat dong hop dong
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HOAT DONG HOP BONG

> Bat ky hoat ddng nao lién quan dén viéc phan phdi thudc
dwoc uy thac cho mét ca nhan hay co s& khac phai do cac
bén dwoc cho phép thwe hién cac chirc nang dé tién hanh
va phai trén co s& hop dong bang van ban.

> Hop dong phai xac dinh ré trach nhiém cda mdi bén trong
do c6 néu cac nguyén tac GDP va cac diéu khodn dam bao
lién quan. (Ké ca trach nhiém cda bén thuc hién hop cITc"Sng trong viéc
thue hién cac bién phap nham ngan chan tinh trang thudc gia tham nhép
chudi cung rng)

> C6 thé dwoc phép ky hop dong phu trong nhirng diéu kién
nhat dinh va tly thudc vao phé duyét ctia bén giao két hop
dong.

» CAc bén nhan hop dong phai dwoc kiém tra dinh ky

Théa thuan chat lwgng —Quality agreement



CAC DICH VU
Cdén viét théa thudn bang vdn ban

* Vidy — Hoat déng c6 thé dién ra
— Kiém soat vat gay hai
— Vé sinh
— Bao tri
L, L. Trong
— Kiém dém ton kho
— Quan ly phong lanh —
— Hiéu chuan dau do
— Hé théng may lanh
— Van chuyén Ngoai co s&

— An ninh
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PHAN IV :KIEM TRA SU PHU HOP

® Tw thanh tra
® Thanh tra

® Thanh kiém tra cGia co’ quan chirc
nang
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TU THANH TRA Self-Inspections

MOt chuong trinh ty thanh tra phai duoc thiét 1ap véi mot Qui
trinh thao tadc chuadn mé ta trach nhiém, pham vi va quad trinh

Phai xac dinh dwoc lich va tan suat cla ty thanh tra

Ty thanh tra phai danh gia sy phu hop tat ca cac mat cua GDP,
Qui ché va huwdng dan

Ty thanh tra cé thé chia thanh nhiéu phan ty thanh tra déc lap
dé két qua cd thé bao trum hét cdc mat GDP
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TU THANH TRA

M6t chwong trinh tw thanh tra phai xac dinh qui trinh chinh thirc
va theo cac chu dé sau

Theo doi va kiém tra
hiéu qua CAPA

Duwoc thuc hién badi
nhan vién
da dao tao

Bao cdo duoc guri

Xac dinh nguyén nhan
Trién khai CAPA

dén cac ngudi lién
quan
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PHAN V : CAC HOAT BONG PHAI
QUAN LY & PHONG CHONG



PHAN V : CAC HOAT BONG PHAI
QUAN LY & PHONG CHONG

QUAN LY
Khiéu nai, Hang tra vé, Thu héi & rat khéi thi trwong

PHONG CHONG

Hang gia, trdo hang, mat cap

0 0
¢ -

SS9
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Bao cdo suw cd

Theo doi xu
hwdng cua
khiéu nai

KHIEU NAI

Ghi nhan

a

-

Panhgia |

>
~N

>

Thu thap
thong tin va
mau néu
duwoc

—B,

o 3 )

More information in QGQD-003047-Management of Product Complaints 85



HANG TRA VE

N e )
Quyen quyet
dinh

Cac loai tra vé

iy
N

biéu tra & Sap xép tra
hanh dong hang
\_ -VT-‘lCc_-—CF -/

More information in QOQS-003995-Management of Returned Products 86



PHONG CHONG HANG GIA, TRAO
HANG, MAT CAP

v )
( Dau vét nhan

dang)

23456

Mat cap

nhan dang

Xac nhan

Tinh nguyén ven

Cac miéng dém
trén nap chai

nhan an ninh, tem Bang dinh dac

chéng hang gia

B R e
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CAM ON & TAM BIET
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