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Cuc Quan ly Duoc OT.KD.11.01

QUY TRINH ) i
DANH GIA DUY TRI DAp Mést: OTT- (d-
UNG “THUC HANH TOT

BAO QUAN THUOC,
NGUYEN LIEU LAM Lan ban hanh: 0d-
THUOC” (GSP)

Ngay ban hanh:

CUC QUAN LY

DUOC Tong so trang:

1. Nguei/bd phan cé iién quan phai nghién ctru va thuc hién ding cac
ndi dung cua quy dinh nay.

2. N6i dung trong quy dinh nay c6 hiéu lyc thi hanh nhw su chi.dao cua
Cuc trudng.

3. M@i don vi chi dugc phan phdi 01 ban. Khi cac don vi c6 nhu cau
phan phoi thém tai liéu phai dé nghi véi Ban BMS. Fiie mém duoc
cung cap trén mang ndi bd dé chia sé thong tin.

NO'T NHAN (ghi rd noi nhan rdi danh dau X6 bén canh)

] Lanh dao Cuc 1 Phong bang ky thudc

[1 Ban BMS 0 Phong Quén ly chét lwong thudc
[J V&n phong Cuc 7 Phong Quan ly gia thudc

L1 Phong Phap ché - Thanh tra O Phong Quan ly m§ phdm

LI Phong Quan Iy kinh doanh dwgc 7 Trung tdm dao tao va ho tro
doanh nghiép dwoc & m§ pham

H van phong NRA ] Tap chi dwoc & m§ phdm
BANG THEO DOI TINH TRANG SUA POI
STT  Ngay Hang muc stra NOi dung stra doi Ghi
stra doi doi chu
1
2
3
4
Ngay ap dung: Lan ban hanh: 01
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Cuc Quan ly Duoc OT.KD.11.01

1. MUC bICH

MO t& cac budc ti€n hanh chuén bi, qua trinh danh gia dinh ky viéc duy tri dap
trng GSP, dam bao thdng nhat viéc thuc hién theo mot trat tw nhat dinh nham:

- Dam bao tat ca cac dot chuan bi danh gi4, tién hanh danh gia cac co s& khac
nhau déu cung hiéu qua va cing mot phwong phap;

- Cong tac danh gié ludn tién hanh theo cac nguyén tac, tiéu chudn GSP va céac
quy dinh hién hanh clia B6 Y t€; dam bao cong khai, minh bach trong qua trinh danh
gid va cap Gidy ching nhan;

- Moi thanh vién trong Doan danh gia dé dang thuc hién nhiém vu;

- C6 thé thay doi khi thiét 1ap mot quy trinh méi.

2. PHAM VI AP DUNG

Ap dung cho cac hoat ddngdanh gia GSP clia Cuc Quan ly Duoc ddi véi viéc
Banh gia duy tri dap rng GSP.

Quy trinh nay dé thuc hién thi tuc hanh chinh sau:

- Panh giaduy tri dap ¢ng Thuc hanh t6t bao quan thubc, nguyén liéu lam
thudc ddi véi co s¢ kinh doanh duoc (4p dung cad dbi voi co s¢ co hoat dong dwgc
nhung khong vi muc dich thwong mai).

3. TAI LIEU THAM CHIEU

Luéat dugc s6 105/2016/QH13 ngay 06 thang 4 nam 2016;

Nghi dinh s6 54/2017/ND-CP ngay 08 thang 5 nam 2017 cta Chinh phd quy
dinh chi tiét mot so diéu va bién phap thi hanh Luat dwoc;
- Nghi dinh s6 155/2018/NB CP ngay 12 thang 11 nam 2018 cta Chinh phu
stra doi, b6 sung mot so quy dinh lién quan dén diéu kién dau tw kinh doanh
thudc pham vi quan ly nha nwéc clia BO Y t€;
- Théng tw s6 07/2018/TT-BYT ngay 12/4/2018 clia B Y t€ quy dinh chi tiét
mot s6 diéu vé kinh doanh duwoc cta Luat dugc va Nghi dinh s6 54/2017/ND-CP
ngay 08 thang 5 nam 2018 cuia Chinh phta quy dinh chi tiét mot s6 diéu va bién
phap thi hanh Luat duoc;
- Théng tv s6 36/TT-BYT ngay 22/11/2018 cua BO Y té quy dinh vé Thuc
hanh t6t bao quan thudc, nguyén liéu lam thudc.

4. TRACH NHIEM THUC HIEN
- Lanh dao Cuc c6 trach nhiém ki€m tra va bdo dam nhiing quy dinh trong quy
trinh nay dwgc thuye hién va tuan tha.
- Lanh dao Phong QLKDD c6 trach nhiém phoi hop, ki€ém tra va bao dam
nhitng quy dinh trong quy trinh nay duoc thwc hién va tuan tha.
- Cé&c chuyén vién, chuyén gia Phong QLKDD c6 trach nhiém thuwc hién va bao
dam nhitng quy dinh trong quy trinh nay dwgc tuan tha.

Ngay ap dung: ) Lan ban hanh: 01
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5. BDINH NGHTA VA CHU VIET TAT
5.1. Chir viét tat
GSP: Thuc hanh tét bdo quan thudc, nguyén liéu lam thudc.
SOP: Quy trinh chuan.
HS: Bao cao hoat dong - duy tri dap rng GSP.
Phong QLKDD: Phong Quén ly kinh doanh dugc.

5.2. Thuat nglr

1. Co s& c6 hoat dong dwoc khéng vi muc dich thwong mai la co s¢ khong
dang ky hoat dong theo Luat doanh nghiép, c6 hoat dong san xuét, pha ché, ché
bién, bdo quan, van chuyén thudc, nguyén liéu lam thudc, ki€ém nghiém thudc,
nguyén liéu lam thudc, bao gdbm céac co s¢ sau day:

a) Bon vi sy nghiép;

b) Co sé thudc luc lwvgng vii trang c6 tham gia cung tng dich vu theo co ché
tw cha tai chinh hodac dinh gia theo quy dinh cta Chinh pha khéng thubc truong hop
quy dinh tai diém d khodn 1 Biéu 35 Luat duoc;

¢) Khoa duwoc cla cac co s& kham bénh, chira bénh; kho bdo quan thu6c cla
céac co sO tiém ching mé rong.

2. Ton tai nghiém trong: 1a nhitng sai 1éch so véi tiéu chudn GSP dan dén
thudc, nguyén liéu lam thu6c khéng dam bao chat lwgng, an toan, hiéu qua va gay
nguy co anh huwdng nghiém trong dén stirc khoe, tinh mang ctia ngudi st dung hoac
clia cdng dong; hoac la sw két hop clia mot s ton tai nang cho thdy mot thiéu sot
nghiém trong ctia hé thdng. N6 bao gdm ca nhirng phat hién vé gian lan, gia mao,
stra chira so liéu/d@ liéu.

3. TOn tai ndng: 1a ton tai khdng nghiém trong nhung cé thé dan dén viéc béao
quan san phdm, nguyén liéu khong tuan tha theo huwdng dan bao quan cta nha san
xuat, hodc lién quan téi mot sai léch 16n so v&i cac quy dinh ctiia GSP hodc diéu kién
bao quan; hodc lién quan t¢i viéc khdng tuan tha cac quy trinh bdo quan hoac viéc
nguoi cd thdam quyén khong dap (rng di yéu cau vé trach nhiém trong cong viéc;
hodc t0 hop cua cac ton tai khac, khong ton tai nao trong to hop do dwoc xem la ton
tai nang, nhwng khi xuét hién cung nhau cac ton tai nay sé tao thanh mot ton tai
nang va can dugc phan tich va bao cdo nhv mot ton tai nang.

4, Ton tai nhe: la nhiing ton tai ma khong xép loai thanh ton tai nghiém trong
hodc ton tai ndng, nhwng la mot sai léch so véi tiéu chuan GSP.

6. NOI DUNG QUY TRINH
6.1. So' dd quy trinh danh gia viéc duy tri dap rng GSP

Nguoi thuc Noi dung thuc hién M0 ta/ Thoi
hién biéu mau gian TH
(ngay
lam viéc)
Ngay ap dung: Lan ban hanh: 01
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Cuc Quan ly Duwoc

Van thv Phong
QLKD

Lé&nh dao Phong
QLKD

Chuyén vién thu

ly
Lanh dao phong

Lanh dao Cuc

Thu ky doan
Truéng doan

Thu ky doan
Trudng doan

Thu ky doan
Truwdng doan
Lanh dao Phong

Thu ky doan
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6.2. Quy trinh danh gia duy tri dap *ng GSP ddi vo'i co s& kinh doanh dwoc
6.2.1. Nhan ban giao HS:
Thoi gian toi da dé thuc hién budc nay la 0,5 ngay.
Van thu cta Phong QLKD:
- Nhan ban giao HS tlr B phan mot clra- Van phong Cuc.
- Vao s0 van thu dén clia Phong.
- Trinh Lanh dao phong.
6.2.2. Phan cdng dén chuyén vién thu ly ho so:
Thoi gian toi da dé thuc hién budc nay la 0,5 ngay.
Lanh dao phong: phan HS dén chuyén vién thu ly ho so theo phan cong nhiém
vu ddi voi cac can bd clha Phong.
- Co s& nop HS ding han, chuyén buéc 6.2.3
- Co s khéng nbp HS dung han:
+ Chuyén vién thdng ké bao céo Lanh dao phong, Lanh dao phong phan cong
chuyén vién dv thao van ban yéu cau co sé nop HS.
+ Co s& glri HS trong vong 45 ngay, chuyén budc 6.2.3.
+ Co s¢ khong glri bdo céo sau 45 ngay, lanh dao phong bao cao Lanh dao
Cuc dé thwc hién viéc danh gia dot xuat, thanh tra, kiém tra viéc duy tri dap (ng
GSP va phoi hop v&i bo phan Thanh tra clia Cuc dé x& phat theo quy dinh.
6.2.3. Chuan bi ké hoach danh gia, quyét dinh doan danh gia dap rng GSP:
Thoi gian t0i da dé thuc hién budc nay la 02 ngay.

a) Hang tuan chuyén vién thu Iy ho so sau khi xin y kién chi dao cta Léanh dao
Phong lén ké hoach danh gia GSP (Biéu mau: BM.KD.I 1.01/01).

* Nguyén tac thanh lap doan danh gia: theo Phu luc | (PL.KD.I 1.01/01).

b) Chuyén vién thu ly du thdo cac Quyét dinh thanh lap doan danh gia dé trinh
L&nh dao phong.

¢) Lanh dao phong xem xét, ky nhay cac Quyét dinh thanh Iap doan danh gia
dé trinh Lanh dao Cuc.

6.2.4. Phé duyét Quyét dinh thanh 1ap doan danh gia dap wng GSP:
Thoi gian t0i da dé thuc hién budc nay ia 01 ngay.
Lanh dao Cuc xem xét ké hoach danh gia va quyét dinh thanh Iap doan danh
gia:
- Néu khéng dong y chuyén lai budc 6.2.3 dé diéu chinh.
- Néu dong y, Lanh dao Cuc ky cac quyét dinh dinh thanh Iap doan danh gia.

Ngay ap dung: / Lan ban hanh: 01
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- Chuyeén vién thu ly hd so chuyén Quyét dinh doan danh gia va HS cho thu ky
doan.

6.2.5. Chuan bi thuc hién danh gia dap trng GSP:
Thoi gian toi da dé thuc hién budc nay la 03 ngay.

- Thu ky doan lién hé gtri Quyét dinh danh gia, théng nhat lich danh gia voi
co s& va cac thanh vién cla doan danh gia; cung cdp ho so va thong tin can thiét cho
cac thanh vién doan danh gia; bao cao Lanh dao phong va trudng doan danh gia.
Céac thanh vién doan danh gia nghién cttu ho so trwdc khi chuan bi danh gia.

- Trwdng doan danh gia bao cao, xin y kién Truwéng phong QLKDD Vé thoi
gian lich danh gié cu thé.

- Thu ky doan thdng bao co s& vé thoi gian danh gia va chuén bi cac van dé
khéac lién quan (tai liéu, kinh phi, di chuyén, an &, gidy di dwong...).

- Trudng hop khi lién hé co s& chua san sang danh gia hoéc co s& dé nghi
hodn danh gia GSP, Thu ky doan béo céo Trudng phong dé huwdng dan co sé thuc
hién theo quy dinh.

- Truong hop co s& ndp hd so dé nghi cap gidy chirng nhan du diéu kién kinh
doanh duoc bao gdm ca pham vi: xudt khau, nhap khau/kinh doanh dich vu bao
quan thudc, nguyén liéu lam thudc va san xuét thudce, nguyén liéu lam thube, Thu ky
doan du thdo cbng van trinh Trudng phong ky giri Phong Quan ly chat lvgng thubc
dé nghi Phong Quan ly chat lvong thudc lam dau méi thanh lap doan danh gia,
Phong QLKDD duoc tham gia doan danh gia vdi tu cach la thanh vién cla doan.
6.2.6. Danh gia dap (rng tiéu chuan GSP tai co so:

Thoi gian toi da dé thuc hién bwdc nay ia 02 ngay.

a) Hop khai mac vGi co s

- Gigi thiéu muc dich, pham vi dot danh gia.

- Thong bao Quyét dinh thanh lap doan danh gia.

- Théng qua phwong phép, trinh ty, chwong trinh danh gia.

b) Co s@ béo céo:

- Gigi thiéu khai quat vé co sé: Hoat ddng cua co s& trong 3 nam qua: tinh
hinh dao tao nhan su, san xuat, kinh doanh,...

- Céc t6n tai va khic phuc céc ton tai cta dot danh gia trudc.

- Céc thay ddi néu c6 ddi vai lan danh gia trwde, déi vai thay doi vé phan co
s vat chat nha xwdng co s& phai chuan bi cac so do trwdc va sau khi thay doi dé
doan danh gia xem xét.

c) Trao doi gitra doan danh gia va co sé:

- Sau khi co s& trinh bay xong, doan danh gia néu cac ciu hoi va cac thac
Mac;

Ngay ap dung: Lan ban hanh: 01
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- Co s& trao doi, giai dap, cung cap cac thong tin can thiét.

- Théng nhat pham vi dé nghi danh gia dap (ng GSP cla co s& dé doan tién
hanh danh gia thuc té.

- Truong hop co s& ¢6 thay doi nguoi chiu trach nhiém chuyén mén vé duoc,
dia chi tru s¢ chinh, pham vi kinh doanh so voi lan danh gia trudc lién ké, doan sé
hwéng dan cong ty ndp ho so dé nghi cap gidy chirng nhan du diéu kién kinh doanh
duoc dé dwoc cdp lai gidy chirng nhan da diéu kién kinh doanh duwoc phu hop.

- Bé nghi co s& cung cap cac SOP, tai liéu lién quan dén danh gia GSP.

d) Banh gia thuc té:

- Sau cudc hop khai mac, doan danh gia thuc hi{an danh gia thuc té co sé phu
hop v&i pham vi kinh doanh da thong nhat va nguyén tac GSP.

- Céc thanh vién c6 thé ghi lai cac di liéu tu:

+ Dat cau hoi hodc phong van truc tiép téi ngudi quan ly va nhan vién van
hanh.

+ Xem xét cac ho so.

+ Quan sat qué trinh van hanh.

- Thanh vién doan danh gia can phai ghi lai cac quan sat, cac tai liéu da xem
va thdng bao nhitng diém khong pht hop cho nhan vién clia co so tredc khi roi khoi
khu vuc da danh gia.

d) Dv thdo Danh muc céc ton tai trong dot danh gia GSP:

’ - Sau khi da xem xét ho so lién quan cling nhu thuc té, Thuw ky doan phdi hop
VOI céc thanh vién trong Boan dy thaoDanli muc cac ton tai trong qua trinh danh gia
(Biéu mau BM.KD. 11.01/02), trong dé danh gia mtrc do cla tlrng ton tai.

- Trwdng doan to chirc cudc hop riéngcta Doan dé thao luan va hoan thién
Danh muc ton tai.

- Truwdng doan thdng béo, trao dbi voi co s& Danh muc ton tai néu trén dé
thong nhat Danh muc ton tai.

- Thao luan v6i co s¢ trong triong hop co s¢ khong thdng nhat voi danh gia
clia Boan danh gia d6i véi tlrng ton tai hodc vé mic do dap (*ng nguyén tac, tiéu
chuan GSP cua co s& bao quan.

- Thur ky doan hoan thién Danh muc ton tai.

e) Lap va ky bién ban danh gia:

Ngay sau khi hoan ~thémh viéc danh gia thuc té tai co s, Thu ky Boan lap
bién ban danh gia (Biéu mau: BM.KD.I 1.01/03).

Lanh dao co s cung Trudng Doan danh gia ky xac nhan vao bién ban danh
gia. Bién ban danh gia dwoc lam thanh 03 ban: 01 ban lwu tai co s¢ bdo quan, 02 ban
lvu tai Co quan ti€p nhan.

Ngay ap dung: s Lan ban hanh: 01
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6.2.7. X ly sau danh gia:

Thoi gian t6i da dé thuc hién budc nay la 10 ngay do6i véi trwdng hop co so
tuan thi GSP & mirc d6 1 va 30 ngay doi vai truong hop co sé tuan thi GSP & mic
a 2.

6.2.7.1. Lap bao cdo danh gia.

Thu ky Doan danh gia co trach nhiém lap bao cdo danh gia GSP (Biéu mau:
BM.KD. 11.01/04), liét ké va phan tich, phan loai mic d6 ton tai ma co s& bao quan
can khac phuc, stra chita, tham chiéu diéu khoan quy dinh twong (ng cla vin ban
phap luat va nguyén tac, tiéu chuin GSP, danh gia mac do tuan thd GSP clia co so.

* Viéc phan loai mic do ton tai va danh gia mirc do tuan thi GSP cla co s&
quy dinh tai Phu luc Il (PL.KD.I 1.01/02).

6.2.7.2. Viéc xt ly két qua danh gia GSP:
a) Co s tuan thu GSP & muc do 1.

- Thu ky doan dv thdo cdng van trinh Truéng doan va Lanh dao Phong ky
nhay trinh Lanh dao Cuc phu trach phé duyét dé gti co sé 01 ban bao cdo danh gia

- Thu ky doan dv thao Phiéu trinh Phé Cuc trudng dé xuat cap gidy ching
nhan GSP. Ho so trinh kem gom: Bién ban danh gia, Bao cao danh gia, Quyét dinh
thanh Iap doan danh gid GSP, Béo cao hoat dong - duy tri dap (’ng GSP cla co so.

- Trudng doan va Lanh dao Phong xem xét, trinh Phd Cuc trudng phu trach
linh vic xem xét, cho y kién. Sau khi cé y kién nhat tri cGa Phé Cuc trwdng phu
trach Iinh vuc trinh Cuc trudng xem xét ky ban hanh. HO so trinh goém: HO so trinh
Ph6 Cuc trudng phu trach kém Quyét dinh cdp Gidy chiing nhan GSP ((Biéu mau:
BM.KD.| 1.01/05) va Gidy chtng nhan GSP (Biéu miu: BM.KD.| 1.01/06).

- Boan danh gid (Thw ky doan, Truwdng doan) giai trinh, lam ré cac ndi dung
lién quan theo cac y kién chi dao ctia Pho Cuc trudng, Cuc truéng.

* Cach ghi pham vi trén Gidy ching nhan GSP: Theo Phu luc Il
(PL.KD. 11.01/03).

b) Co s& tuan thi GSP & muc do 2:

- Trong thoi han 05 ngay, ké tir ngay ky bién ban danh gia, Thu ky doan dw
thdo cdng van trinh Trwdng doan, Lanh dao Phong ky nhay trinh Lanh dao Cuc phu
trach phé duyét dé g co sd 01 ban bao céo danh gia. ’

- Trong thoi han 06 thang co s& phai ndp bdo cdo khac phuc nhitng diém
khong phu hop.

- Trong thoi han 20 ngay ké tir ngay nhan duoc van ban béo cdo khac phuc,
Doan danh gia (Thv ky doan, Truong doan) danh gia két qua khac phuc cua co so
theo Biéu mau danh gia bao cao khac phuc (BM.KD.I 1.01/07) va két luan vé tinh
trang dap (’ng GSP cua co so:

* Trwdng hop bao cdo khac phuc dap ng yéu cau: thuc hién cac budc tai
gach dau dong th 2, 3, 4 diém a muc nay.

Ngay ap dung: N Lan ban hanh: 01
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* Trwong hop viéc khac phuc cla co s& bdo quan chwa dap ¢ng yéu cau, Thu
ky doan du thao cdng van (théng bao cho co s& va néu rd ly do) trinh Truwdng doan,
Lanh dao Phong xem xét, ky nhay dé trinh Lanh dao Cuc phu trach xem xét, phé
duyét.

- Sau khi nhan duoc Bao cao bo sung, trinh tw, thd tuc dwoc tién hanh nhuw
gach dau dong thir 3 muc nay.

- Viéc stra d6i, b6 sung béo cao khic phuc clia co s¢ dugce thuc hién trong
thoi han 12 thang ké tir ngay ndp hd so dé nghi lan dau. Qua thoi gian nay ma co so
van chuwa bao cao khac phuc dat yéu cau thi co s& phai ti€én hanh ndp ho so lai tir
dau.

¢) Co s& tuan thi GSP & mirc do 3:

- Trong thoi han 05 ngay, ké tlr ngay ky bién ban danh gia, Thu ky doan du
thdo cong van thong bao vé viéc khdng dap ng GSP kem theo bao cdo danh gia
GSP cho co s& va khong cdp Giady chirng nhan du diéu kién kinh doanh dugc trinh
Trudng doan, Lanh dao Phong ky nhay dé trinh Lanh dao Cuc phu trdch xem xét,
phé duyét.

d) Trwdng hop co s& bdo quan cd y kién khdng théng nhéat véi ton tai theo
danh gia cta boan danh gia:

- Trong thoi han 10 ngay, ké tir ngay nhan dwgc van ban kién nghi cla co so,
Doan danh gia (Thu ky doan, Trwdng doan) td chirc ra soat bao cao danh gia GSP,
ndi dung kién nghi cla co s&, néu can thiét, lay y kién tu van chuyén gia trong Ilinh
vire ¢o lién quan.

- Thu ky doan dv thao cong van tra 101 co s& trinh Trudng doan, Lanh dao
phong ky nhay dé trinh Lanh dao Cuc xem xét, phé duyét. Van ban tra oi phai néu
rd ndi dung chap thuan, khong chép thuan déi vai ndi dung kién nghi cla co sd, ly
do khong chép thuan. Thoi gian nay khong tinh vao thoi han danh gia.

d) Co s& co vi pham cac quy dinh hién hanh vé duoc:

- Truong hop trong qua trinh danh gia, néu Boan danh gia phat hién co sé c6
cac vi pham lién quan dén cac quy dinh hién hanh vé dwoc can thong bao ngay toi
co s& va yéu cau nglrng hoat déng vi pham ngay tai thoi diém danh gia, dong thoi
ghi céc phat hién nay vao Bién ban danh gia va Bao cao danh gia.

- Trong thoi han 03 ngay ké tlr ngay hoan thién Bao céo danh gia dap (rng
GSP, doan danh gia (Thtr ky doan va Truédng doan) bao cao | anh dao Cuc dé xuat
chuyén Phong Phap ché - Thanh tra hodc cac don vi khac lién quan dé gidi quyét
theo chirc nang nhiém vu duoc phan cong.

6.2.8. Ban hanh Qb, gidy chirng nhan GSP:
Thai gian toi da dé thuc hién budc nay la 01 ngay

- Van phong Cuc nhan Quyét dinh va Gidy chirtng nhan GSP da duoc ky, dong
dau va chuyén tra co so.

Ngay ap dung: / Lan ban hanh: 01
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Cuc Quan ly Dugc OT.KD.11,01

- Cong van tra 1oi doanh nghiép duoc quan ly theo Quy trinh cong van di-dén
(QT.VP.01).

Thai gian ti da dé thwc hién budc nay ia 01 ngay

- Trong thoi han 01ngay, ké tir ngay cdp gidy chirtng nhan GSP, Thu ky doan
phai dién cac thong tin vao Danh sach cong ty dap (’ng GSP, dwoc cap gidy ching
nhan du diéu kién kinh doanh dwoc (BM.KD.10.01/05) ban hanh kém theo Quy
trinh cép, cap lai, diéu chinh gidy chirng nhan du diéu kién kinh doanh duoc
(QT.KD.10 01).

- Thu ky doan thuc hién ti€p cac budc cap gidy chirng nhan du diéu kién kinh
doanh duoc cho co s¢ theo quy trinh QT.KD. 10.01 trong truong hop co s& co thay
doi pham vi danh gia, dia chi tru s& chinh, nguoi chiu trach nhiém chuyén moén vé
dwoc so voi gidy chirng nhan du diéu kién kinh doanh dwoc da dwoc cap.

6.3. Quy trinh danh gia duy tri dap &*rng GSP ddi véi co s& cé hoat dong duoc
nhwng khéng vi muc dich thuwong mai:

Thuc hién theo céc buéc 6.2.3, 6.2.4, 6.2.5, 6.2.6, 6.2.9. NOi dung buéc xir ly
sau danh gia va luu trir duoc thue hién theo ndi dung sau:
6.3.1. X ly sau danh gia:

Thoi gian t0i da dé thuc hién budc nay la 10 ngay dbi véi treong hop co s&
tuan thi GSP & mirc dd 1 va 30 ngay doi voi truong hop co sé tuan thd GSP & mirc
as 2.

6.3.1.1. Lap béo céo danh gia.

Thu ky Doan danh gia c6 trach nhiém 1ap béo céo danh gia GSP (Biéu mau:
BM.KD. 11.01/04), liét ké va phan tich, phan loai mirc do ton tai ma co s¢ bao quan
can khac phuc, stra chita, tham chiéu diéu khoan quy dinh tvong (ng ctia van ban
phap luat va nguyén tac, tiéu chuan GSP, danh gia mic do tuan thi GSP cla co s6.

- Viéc phan loai mirc do ton tai va danh gia mirc dd tuan thi GSP cua co s&
quy dinh tai Phu luc Il (PL.KD. 11.01/02).

6.3.1.2. Viéc xr ly két qua danh gia GSP:

a) Co s& tuan tha GSP & murc do 1.

- Thu ky doan dv thdo cbng van trinh Trwdng doan va Lanh dao Phong ky
nhay trinh Lanh dao Cuc phu trach phé duyét dé gl co s& 01 ban bao céo danh gia
va thong bao cho co s& duoc ti€p tuc hoat dong bao quan.

b) Co s& tuan thi GSP & mirc do 2:

- Trong thoi han 05 ngay, ké tir ngay ky bién ban danh gia, Thu ky doan du
thdo cong van trinh Trwdng doan, Lanh dao Phong ky nhay trinh Lanh dao Cuc phu
trach phé duyét dé gtri co s& 01 ban bao cao danh gia. ,

- Trong thoi han 06 thang co s& phai ndp bdo cdo khac phuc nhitng diém
khong phu hop.

Ngay ap dung: N Lan ban hanh: 01
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Cuc Quan ly Dugc OT.KD.11.01

- Trong thoi han 20 ngay ké tir ngay nhan duoc van ban bao €ao khac phuc,
Doan danh gia (Thi ky doan, Trudng doan) danh gia két qua khac phuc cla co
satheo Biéu mau danh gia bao céo khac phuc (BM.KD.I 1.01/07) va két luan vé tinh
trang dap (’ng GSP cla co s0:

* Trwdng hop bao cdo khac phuc dap ¢ng yéu ciu: thuc hién ndi dung tai
diém a muc nay.

* Trwdng hop viéc khac phuc clia co s bao quéan chua dap Ung yéu cau, Thu
ky doan du thao cong van (théng bao cho co s& va néu rd ly do) trinh Trwéng doan,
Lanh dao Phong xem xét, ky nhay dé trinh Lanh dao Cuc phu trach xem xét, phé
duyét.

- Sau khi nhan dugc Bao cao bo sung, trinh tw, thl tuc duoc tién hanh nhw
trén.

¢) Co s& tuan thu GSP & mic do 3:

- Thu ky doan dv thdo Quyét dinh tam ngirng hoat déng bdo quan doi voi
pham vi hoat dong bao quan khdong dap trng cho dén khi co s bao quan tién hanh
khac phuc, stra chira ton tai dat yéu cau.

- Treong hop co sé tién hanh khac phuc, stra chita dat yéu cau: thuc hién noi
dung tai diém a muc nay.

d) Truong hop co s& bdo quan cé y kién khéng théng nhét véi ton tai theo
danh gia ctia Boan danh gia:

- Trong thoi han 10 ngay, ké tir ngay nhan dugc van ban kién nghi cla co sd,
DPoan danh gia (Thu ky doan, Trwdng doan) t6 chirc ra soat bao cao danh gia GSP,
ndi dung kién nghi cla co s¢, néu can thiét, ldy y kién tv van chuyén gia trong linh
vire ¢o lién quan.

- Thu ky doan dv thao cbng van trd 10i co s& trinh Trudng doan, Lanh dao
phong ky nhay dé trinh Lanh dao Cuc xem xét, phé duyét. Van ban tra 1oi phai néu
rd ndi dung chap thuan, khong chép thuan déi véi ndi dung kién nghi cla co s8, ly
do khdng chép thuan. Thoi gian nay khdng tinh vao thoi han danh gia.

d) Co s& co6 vi pham céc quy dinh hién hanh vé duoc:

- Trwdng hop trong qua trinh danh gia, néu Poan danh gia phat hién co s& cé
cac vi pham lién quan dén cac quy dinh hién hanh vé\duzcyc, doan danh gia phai ghi
rd cac phat hién vao bao cao danh gia (kém theo céac bang chirng néu co).

- Trong thoi han 05 ngay ké tlir ngay hoan thién bao cédo danh gia GSP, doan
danh gid (Thu ky doan va Truwdng doan) bao cao Lanh dao Cuc dé xem xét viéc xir
ly theo ding quy dinh.

6.3.2. Ban hanh Qb, gidy chirng nhan GSP:

Thoi gian toi da dé thuc hién budc nay la 01 ngay

- Van phong Cuc nhan QB, gidy chirtng nhan GSP dugc ky, dong dau va
chuyén tra co so.

Ngay ap dung: / Lan ban hanh: 01
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Cuc duan ly Duoc OT.KD.11.01

- Cong van tra loi co s& duoc quan ly theo Quy trinh cong van di - dén
(QT.VP.01).

6.4. Lap ké hoach danh gia trong nam ke tiép
- Thang 10 hang nam, Trwdng phong QLKD phan cong chuyén vién dau méi
ﬁgyn ctm @dﬂpi\c&%}h gia trong nam ké tiép theo Ke hoach danh gia GSP hang

- Ke hoach danh gia GSP hang nam bao gém:
+ Danh gia dinh ky viéc duy tri dap ('ng GSP: trén co s tan suat la 3 nam mot

n

lan.

+ Panh gid giam sat viéc duy tri dap ’'ng GSP: dua trén xép loai nguy co,
thdng tin vé chat lvgng thube, phan ing ADR cla thudc.

- Trwdng phong QLKDD ra soat va trinh Lanh dao Cuc phé duyét.

- Sau khi Lanh dao Cuc phé duyét ké hoach danh gia hang nidm, Phong
QLKDD chuyén ké hoach nay cho Van phong Cuc dé cong bd trén Trang thong tin
dién t&r ctia Cuc Quan ly Duoc.

6.5. Danh gia nguy co dé xac dinh tan suat danh gia giam sat

Viéc x€ép loai nguy co cla co s& bao quan la mdt ndi dung clia viéc danh gia
GSP str dung cong cu quan ly rai ro. xép loai nguy co co s& bdo quan can ct trén
viéc danh gia 2 loai nguy co khac nhau: nguy co ndi tai va nguy co lién quan t¢i su
tuan thu GSP.

Nguy co ndi tai cla co s& bao quan phan anh mirc do phurc tap cla co s@, quy
trinh bao quan, dang san pham ciing nhv mirc do anh hwong/nguy co cta san pham
hodc céc hoat dong cuia co s, bao gdm ca khia canh cung &ng.

Nguy co lién quan t¢i viéc tudn thd GSP phan anh tinh trang tuan thi GSP
clia co s0 bao quan tinh tai thoi diém danh gia gan nhat cla co so. Viéc wéc tinh
nguy co nay dua trén sd lvong cac diém ton tai dwoc xac dinh tir 1an danh gia gan
nhat.

Sau khi danh gia cac nguy co ndi tai va nguy co lién quan t¢i mec dé tuan tha
GSP clia co s& (thuc hién sau khi hoan thién viéc danh gia GSP), viéc phdi hop hai
nguy co nay thong qua ma tran t6i gian sé dua ra dwoc xép loai nguy co cla co s&
sdn xuat va xac dinh tan suat danh gia giam sat tuan thi GSP. Bang cham diém cac
nguy co va hudng dan cach xép loai nguy co ndi tai va nguy co lién quan toi viéc
tuan tht GSP dwoc huéng dan tai Phu luc IV.

7. Cap nhat danh muc:

- Trong thoi han 02 ngay ké tir khi cdp GCN GSP, Thu ky doan cap nhat vao
Co s& dir lieu cdp Gidy chirng nhan du diéu kién kinh doanh dugc cla Phong
QLKDD va c6 cong van giri Van phong Cuc dé nghi cong b trén website clia Cuc
Quan ly Duoc céac théng tin sau:

Ngay ap dung: y Lan ban hanh: 01
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+ Tén, dia chi co s, dia chi tru s& chinh cta co s¢ bdo quan thubc, nguyén
liéu lam thu6c;

+ S0 Gidy ching nhan GSP va ngay cap, thoi han hét hiéu luc.

- Trong thoi han 03 ngay ké tir ngay nhan dwoc cong van dé nghi ctia Phong
QLKDD, Van phong Cuc thuc hién viéc dang tai cac thong tin néu trén Ién website
clia Cuc Quan ly Duwoc va tién hanh thi tuc dang céac thong tin nay Ién website clia
B0 Y té theo quy dinh.

7. Luwu ho S0
Toan bd hd so cla Quy trinh dwoc Thu ky doan bao quan va lwu gilt theo quy
dinh chung ctia Cuc Quan ly Dwgc bao gom:
Bao céo hoat ddng - duy tri GSP cua co s0;
Bién ban tham dinh ho so dang ky;
Quyét dinh thanh Iap Boan danh gig;
Bién ban danh gia GSP;
Bao cao danh gia GSP;
Béo céo khéc phuc clia Co so;
Bién ban danh gia bao cao khac phuc;
Phiéu trinh Lanh dao Cuc vé viéc cap gidy chirng nhan GSP;
Quyét dinh cap gidy chirng nhan GSP;
Gidy chirng nhan GSP;
Coéng van thdng bao co s& tiép tuc duoc hoat dong (d6i véi co s& co hoat
dong dugc nhung khong vi muc dich thwong mai).
Céc van ban trong ho so dwgc danh ma nhan dang va nhém lai theo tirng bd ho
so trong kep Tile. Moi ho so c6 mot checklist cac van ban thanh phan cla ho so.
Danh muc ho so duoc cap nhat trén file mém dé tién tra ciu.

8. Phu luc, biéu mau:
BM.KD. 11.01/01 K€ hoach danh gia GSP
BM.KD. 11.01/02  Danh muc cac ton tai
BM.KD. 11.01/03  Bién ban danh gia GSP
BM.KD.11.01/04 Bao cao danh gia GSP
BM.KD. 11.01/05  Quyét dinh cdp Giay chirng nhan GSP
BM.KD. 11.01/06  Gidy chirng nhan GSP
BM.KD.11.01/07  Banh gia béo céo khac phuc

Ngay ap dung: - Lan ban hanh: 01
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BM.KD.l 1.01/08 K& hoach danh gia GSP hang nam
PL.KD.11.01/01 Nguyén tac thanh lap doan danh giaGSP
PL.KD. 11.01/02 Phan loai mirc do tuan tha GSP clia co s¢
PL.KD.11.01/03  Hudng dan céach tinh diéu yéu t6 ngy co ndi tai
PL.KD. 11.01/04 Céch ghi pham vi chirng nhan GSP

Ngay ap dung: / Lan ban hanh: 01
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BM.KD. 11.01/01

KE HOACH PANH GIA GSP THANG.....

STT Tén Cong ty Pia diém Trinh trang Pham vi boan danh gia Duv kién thoi
gian bG



BM.KD. 11.01/02
DANH MUC TON TAI

STT TOn tai Tham chiéu
1. TO6 chirc va quan ly
1.1.
2. Nhan sw
2.1.
3. Hé théng chét luvong
3.1.
4, Nha xwéng, trang thiét bi
4.1.
5, Bao quan thudc, nguyén liéu lam thudc
5.1.
6. Nhép hang
6.1.
1. Xuat hang va vén chuyén
7.1,
8. Quy trinh va ho SO tai liéu
8.1.
9. Hang tra vé
9.1
10. San pham bi thu hoi
10.1.
11. Tu thanh tra
11.1.
Tong két cac ton tai: Nghiém trong:
Nang:
Nhe:

Khuyén cao:



BM.KD.I 1.01/03

BIEN BAN DANH GIA ’
“THUC HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC”

(GSP)

* Tén co s duoc danh gia:

* Dia chi co s& duoc danh gia:

« Pham vi danh gié:

« Hinh thtrc danh gia:

» Thoi gian danh gia: ) )
« THANH PHAN BDOAN DANH GIA

STT Ho tén Chutc vu
1
2.
3.
4.
5.
I1. CAN BO CUA Co SO THAM GIA TIEP BOAN BDANH GIA
STT Ho tén Chtrc vu
1
2.
3.
4.
5

I11. Y KIEN CHUA THONG NHAT GIUA co SO VA DOAN DANH GIA

Trudéng doan danh gia Pai dién Cong ty



BM.KD. 11.01/04

BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY buQC Poc 1ap - Tw do - Hanh phtc

.., hgay ... thdng ... nam 20...

BAO CAO PANH GIA
THUC HANH TOT BAO QUAN THUOC, NGUYEN LIEU LAM THUOC

(GSP)
L THONG TIN CHUNG CUA co SO

- Tén cua co so: ...

- Dia chi co s& dwgc danh gia: ...

- Bién thoai: ...

- Gidy chirng nhan dang ky kinh doanh S6/Gidy ching nhan dau tw so: ...
- Nguoi dai dién phap luat: ...

- Nguoi chiu trach nhiém chuyén mon: ...

Il. THONG TIN CHUNG CUA BOT BANH GIA
- Thoi gian danh gia: ....

- Thoi gian danh gia trwvéc gan nhat: ...

- Hinh thirc danh gia: ...

- Pham vi dénh gia: ...

I11. THONG TIN VE BDOAN DANH GIA
- Quyét dinh thanh lap Boan danh gia: ...

- Thanh phan Boan danh gia gom: ...

IV. DPANH GIA THUC TE

. TO chirc va quan ly

. Nhan sw

Hé théng chét lvong

Nha xudng, trang thiét bi

. Bdo quan thudc, nguyén liéu lam thuéc
. Nh&p hang

. Xuat hang va van chuyén

. Quy trinh va ho so tai liéu

© © N o U A W N

. Hang tra vé



10. S&n pham bi thu hoi
11. Tw thanh tra
V. DANH MUC CAC TON TAI

Tham chiéu: ...
STT Ton tai Tham
chiéu

1. T6 chirc va quan ly
1.1.
2. Nhan sw
2.1.
3. Hé thong chat lvong
3.1.
4. Nha xuwéng, trang thiét bi
4.1.
5, Bao quan thudc, nguyén liéu lam thudc
5.1.
6. Nh&p hang
6.1.
7. Xuat hang va van chuyén
7.1.
8. Quy trinh va ho so tai liéu
8.1.
9. Hang tra vé
9.1.
10. San pham bi thu hoi
10.1.
11. Tu thanh tra
11.1.
Tong két cac ton tai: Nghiém trong:

Nang:

Nhe:

Khuyén cao:
VI. KET LUAN CUA DOAN PANH GIA

Trudng Boan
(Ky tén)



BM.KD.I 1.01/05

BO YTE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN 1y duoc Péc lap - Tw do - Hanh phuc

So: /1Qb-QLD Ha Noi, ngay thang  nam 2019

QUYET BINH
Ve viéc cap gidy chirng nhan dap ng “Thuc hanh t6t bao quan thudc” cho

CUC TRUONG CUC QUAN LY DuQC

Can clr Luat Dwgc s6 105/2016/QH13 ngay 06/4/2016;

Can ct Nghi dinh s6 54/2017/NB-CP ngay 08/5/2017 cla Chinh phi quy
dinh chi tiét mot s6 diéu va bién phap thi hanh Luat dwoc;

Can ct Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 ctia Chinh ph
stra ddi, bd sung mot s quy dinh lién quan dén diéu kién dau tw kinh doanh
thudc pham vi quan ly nha nwéc clia Bo Y té;

Can ctr Quyét dinh s0 7868/QD-BYT ngay 28/12/2018 clia B0 truéng BO
Y té€ vé viéc quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chic cla
Cuc Quan ly Duoc thudc B Y té;

Can ct Thong tw s6 36/2018/TT-BYT ngay 22/11/2018 cua Bo trwdng Bo
Y t€ quy dinh vé Thuc hanh t6t bao quan thubc, nguyén liéu lam thudc;

Xét dé nghi cla Boan danh gia tai Bao cao danh gia “Thuc hanh tét bao
quan thudc, nguyén liéu lam thudc” ngay............ ;

Xét dé nghi clia Truéng phong Quan ly Kinh doanh Duarc,
QUYET DINH:

Piéu 1. Cap cho Cong ty.....Gidy chirng nhan dap tng “Thuc hanh tot
bado quan thudc, nguyén liéu lam thu6c” (GSP) dugc dinh kém Quyét dinh nay.

*Diéu 2. Gidy ching nhan dap (’ng “Thuc hanh t6t bdo quan thudc,
nguyén liéu lam thu6c” (GSP) la co s& dé xem xét cap Gidy chiing nhan di diéu
kién kinh doanh dwoc pham vi xuédt khau, nhap khau thuée, khéng ép dung véi
pham vi kinh doanh dich vu bao quan thudc.

Diéu 3. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Pidu 4. Cac Ong, Ba: Chanh Vin phong Cuc Quan ly Duoc, Truwéng cac
phong: Quéan ly Kinh doanh Duoc, Quan ly Chat lugng thuéc - Cuc Quan ly
Duwoc, Giam doc.....chiu trach nhiém thi hanh Quyét dinh nay.

CUC TRUONG
Noi nhan:
- Nhu biéu 3 (4);
- Lwu: VT, KD.

Vi Tuan Cuodng
Ghi cha:
- (*):chi 4p dung d6i vé6i cong ty FIE



BM.KD.I 1.01/06

BOYTE CONG HOA XA HOI CHU NGHTA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUOC Pac 1ap - Tw do - Hanh phc
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness
So/No.i........... /GCN-QLD

GIAY CHUNG NHAN DAP UNG THuC HANH TOT BAO QUAN
THUOC, NGUYEN LIEU LAM THUOC (GSP)
CERTIFICATE OF GOOD STORAGE PRACTICE COMPLIANCE

Phan 1/ Parth

Can cr quy dinh tai Thong twv s6 36/2018/TT-BYT ngay 22/11/2018 cua
Bo trudng BO Y té quy dinh vé Thuc hanh t6t bdo quan thubc, nguyén liéu lam
thudc,

Pursuant to the Circuiar number 36/2018/TT-BYT dated 22/11/2018 by
Ministry of Heaith on Good Storage Practice for medicinai products and
materiais (GSP),

Cuc Quan ly Duoc chirng nhéan:
The Drug Administration ofVietnam certifies thefollowing:

Co s@ bao quan:
The establisment:

Dia chi van phong:
Legai address:

Bia chi kho bao quan:
Site address:

DPa duoc danh gia theo quy dinh lién quan dén viéc cap Gidy chirng nhan
du diéu kién kinh doanh dwoc phu hop voi cac quy dinh tai Diéu 33 Luat dugc
s6 105/2016/QH13 ngdy 06/04/2016, Diéu 33 Nghi dinh s6 54/2017/ND-CP
ngay 08/05/2017 cua Chinh phl quy dinh chi tiét mot s6 diéu va bién phap thi
hanh Luat duoc, Diéu 4 & 5 Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018
clia Chinh pht vé viéc stra doi, bd sung mot sé quy dinh lién quan dén diéu kién
dau tv kinh doanh thudc pham vi quan ly Nha nuéc clia BO Y té va Thong tw so
36/2018/TT-BYT ngay 22/11/2018 cla Bo truéng BO Y t€ quy dinh vé Thuc
hanh t6t bao quan thubc, nguyén liéu lam thuéc (GSP).

Has been inspected in connection Mith the issuance of Pharmaceuticai
business iicense and in accordance yvith the nationai reguiations at Articie 33 of



Pharmaceuticai Law n°® 105/2016/QH13 dated 06/04/2016, Articie 33 ofDecree
n° 54/2017/ND-CP dated 08/05/2017 ofthe Government, detaiiing some Articies
and measures to impiement Pharmaceuticai Law, Articie 4 & 5 of Decree n°
155/2018/ND-CP dated 12/11/2018 by Gorvernment concerning revision and
addition of some stipuiations on trading and investment conditions under the
state mandate ofMinisuy ofHeaith and Circuiar number 36/2018/TT-BYT dated
22/11/2018 by Ministry of Heaith on Good Storage Practice for medicinal
products and materiais (GSP).

Can ctr két qud danh gia co s& bao quan duoc thuc hién ngay......., co s
bado quan néu trén dugc cong nhan dap (ng tiéu chuan Thuc hanh tét bao quan
thudc, nguyén liéu lam thudc (GSP) theo quy dinh tai Thong tw s6 36/2018/TT-
BYT ngay 22/11/2018 ctia Bo trwdng BO Y t& Viét Nam, phu hop véi huéng dan
GSP cua T6 chirc Y té thé gidi.

From the knoyviedge gained during inspection of this estabiisment, yvhich
was conducted on...., it is considered that it compiies with the requirements of
Good Storage Practice for medicinal products and medicinal materials iaid
down in Circular 36/2018/TT-BYT dated 22/11/2018 by Vietnam Ministry of
Health, yvhich is harmonized with the requirements of GSP guideline of World
Heaith Organization.

Gidy chirng nhan nay thé hién tinh trang tuan thtt GSP clia co s¢ bdo quan
tai thoi di€ém danh gia néu trén va co hiéu luc khdng qua 3 nam ké tlr ngay danh
gia. Tuy nhién, can ct theo nguyén tic quan ly rai ro, thoi gian hiéu lyc cla
Gidy ching nhan c6 thé dugc rat ngan hodc kéo dai va sé dwoc ghi tai muc
Nhitng ndi dung han ché hoac lam ré.

This certificate reflects the status ofthe yvarehousing site at the time ofthe
inspection noted above and should not be reiied upon to reflect the compiiance
status if more than three years have elapsed since the date of that inspection.
Hoyvever, this period of vaiidity maybe reduced or extended using reguiatory
risk management principies by an entry in the Restrictions or Ciarifying remarks
fieid.

Gidy chirng nhan chi ¢ hiéu lwc khi thé hién day di cac trang va bao gom
ca Phan 1 va Phan 2.

This certificate is valid only yvhen presented with aii pages and both Partl
and Part 2.

Tinh xac thuc clia Gidy ching nhan nay c6 thé duoc xac nhan thong qua
ndi dung dang tai trén trang thdng tin dién t& ca Cuc Quan ly Duoc. Neu khong
cd, hay lién hé vai Cuc Quan ly Duoc dé duoc lam rd.

The authenticity ofthis certificate may be verified in yvebsite of the Drug

Adminisuvation of Vietham. If it does not appear, please contact the Drug
Administration ofVietnam.



Phan 2 / Part 2'.

1.

11

1.2

13

14

1.5

2.1

2.2

2.3

HOAT BONG BAO QUAN THUOC
STORAGE OPERATIONS - MEDICINAL PRODUCTS

Thudc hoa dugc chira khang sinh nhom p-Lactam /

Chetnical medicinal products containing p-Lactam antibiotics

1.1.1. Thu6c bao quan & diéu kién thuong / Normai storage condition.
1.1.2. Thudc bao quan & diéu kién lanh / Coid storage condition : 2 - 8 °c
1.1.3. Thudc bao quan & diéu kién khac / Other storage conditions

Thudc héa duoc khdng chira khang sinh nhom p-Lactam /

Chemical medicinal products not containing P-Lactam antibiotics

1.2.1. Thudc bao quan & diéu kién thwong / Normai storage condition.
1.2.2. Thu6c bao quan ¢ diéu kién lanh / Cold storage condition : 2 - 8 °c
1.2.3. Thu6c bao quan & diéu kién khac / Other storage conditions :

Thubc dwoc lieu / Herbal medicinal products

1.3.1. Thu6c bao quan & diéu kién thuong / Normal storage condition.
1.3.2. Thu6c bao quan & diéu kién lanh / Coidstorage condition : 2 - 8 °c
1.3.3. Thu6c bao quan & diéu kién khac / Other storage conditions :

Thudc sinh hoc / Biological medicinal products

1.4.1. Thudc bao quan & diéu kién thwdng / Normai storage condition.
1.4.2. Thudc bao quan & diéu kién lanh / Coid storage conditioit. 2 - 8 °c
1.4.3. Thu6c bao quan & diéu kién khac / Other storage conditions

Thuo6cdphai kiém soat dac biét / special-controlled medicinalproducts
1.5.1. Thuéc bao quan & diéu kién thwdng / Normai storage condition.
1.5.2. Thu6c bao quan & diéu kién lanh / Coidstorage condition : 2 - 8 °c
1.5.3. Thudc bao quan & diéu kién khac / Other storage conditions

HOAT BONG BAO QUAN NGUYEN LIEU LAM THUOC
STORAGE OPERATIONS - MEDICINAL MATERIALS

Nguyén liéu khang sinh nhom p-Lactam / p-Lactam antibiotics materials
2.1.1. Nguyén liéu bdo quan & diéu kién thuong / Normal storage condition.
2.1.2. Nguyén liéu bao quén & diéu kién lanh / Cold storage condition : 2 - 8 °c
HOAT PONG BAO QUAN NGUYEN LIEU LAM TIHHUOC

STORAGE OPERATIONS - MEDICINAL MATERIALS

2.1.3. Nguyén liéu bdo quan & diéu kién khac / Other storage conditions :

Nguyén liéu hoa duwgc khac / Other chemical medicinal materials

2.2.1. Nguyén liéu bdo quan ¢ diéu kién thuong / Normai storage condition.
2.2.2. Nguyén liéu bdo quan ¢ diéu kién lanh / Coid storage condition : 2 - 8 °c
2.2.3. Nguyén liéu bdo quan & diéu kién khac / Other storage conditions :

Nguyén liéu duoc liéu / Herbal tnedicinal materials



2.3.1. Nguyén liéu bao quan & diéu kién thuwong / Normai storage condition.
2.3.2. Nguyén liéu bdo quan & diéu kién lanh / Coldstorage condition : 2 - 8 °c
2.3.3. Nguyén liéu bdo quan & diéu kién khac / Other storage conditions :

2.4 Nguyén liéu sinh hoc dung lam thuéc / Biological tnedicinal materials
2.4.1. Nguyén liéu bdo quan & diéu kién thwdng / Normai storage condition.
'1A.2. Nguyén liéu bdo quan & diéu kién lanh / Cold storage condition : 2 - 8 °c
2.4.3. Nguyén liéu bdo quan & diéu kién khac / Other storage conditions :

2.5 Nguyén liéu phai kiém soat dac biét / Special-controlled medicinal materials
2.5.1. Nguyén liéu bdo quan & diéu kién thuong / Normal storage condition.
2.5.2. Nguyén liéu bao quan ¢ diéu kién lanh / Cold storage condition : 2 - 8 °c
2.5.3. Nguyén liéu bao quan ¢ diéu kién khac / Other storage conditions :

2.6 Nguyén liéu khéc: ... / Other tnedicinalmaterials:
2.6.1. Nguyén liéu bdo quan & diéu kién thwong / Normal storage condition.
2.6.2. Nguyén liéu bao quan & diéu kién lanh / Coid storage condition : 2 - 8 °c
2.6.3. Nguyeén liéu bao quan & diéu kién khac / Other storage conditions

p e } s T e - n
NOI dung han ché hoac lam rd lién quan dén pham vi chirng nhan :

Any restrictions or ciarifying remarks reiated to the scope ofthis certificate:...

Gidy chung nhan dap ang “Thuc hanh t6t bdo quan thubc, nguyén liéu lam
thudc” (GSP) la co s& dé xem xét cap Gidy chirng nhan du diéu kién kinh doanh
dwgc pham vi xudt khau, nhap khau thudc, khdng ap dung véi pham vi kinh
doanh dich vu bao quan thudc. (*)

The Certiflcate of Good Storage Practices (GSP) is a basisfor considering the issuance
of Certificate ofSatisfaction of Conditions for Pharmaceuticai Business with the scope
of import and. export ofpharmaceutical, not appiicable to the scope ofpharmaceutical
storage service. Q)

Ha N6i, ngay (day) thang (month) nam (year)
Cuc trwdng Cuc Quan ly Duoc
Director General ofDrug Adminiswation of Vietnam

* Ghi chu:
(*): Chi &p dung doi véi co sé FIE



BM.KD. 11.01/07

DANH GIA BAO CAO KHAC PHUC
cong ty....
Pot danh gia GSP ngay ....

STT Ton tai Bién phap khdac  Thoi gian Nhan xét cla
phuc khac phuc Boan danh gia
1, T6 chirc va quan ly
1.1.
2. Nhan su
2.1.
3. Hé thong chat luvong
3.1
4, Nha xwdng, trang thiét bi
4.1.
5. Bao quan thudc, nguyén liéu lam thudc
5.1.
6. Nhap hang
6.1.
7. Xuat hang va van chuyén
7.1.
8. Quy trinh va ho SO tai liéu
8.1.
9. Hang tra vé
9.1
10. San pham bi thu hoi
10.1.
11. Tuw thanh tra
11.1.
Tong két cac ton tai:  Nghiém trong:
Nang:
Nhe:

Khuyén céo:
Két luan: O Dat
1 Khong dat

Ngay thang  nam 201
Trudng doan Banh gia Thu ky Boan danh gia



BM.KD. 11.01/08

BOoY TE CONG HOA XA HOI CHU NGHTA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phac

Ha Noi, ngay ... thang ... nam.......

KE HOACH BANH GIA GSP NAM ....

CUC TRUONG



PHU LUC I (PL.KD.I1.01/01)
Nguyén tac thanh 1ap doan danh gia dap ¢ng GSP

1. Thanh phan doan:

1.1. Boan danh gia c6 Lanh dao Cuc tham gia:

- Truwdng doan: Lanh dao Cuc;

- Thu ky: Lanh dao Phong QLKD Dugrc;

- 01 dai dién Cuc Quan ly Y, Duoc c6 truyén (Neu pham vi danh
gia co ca duoc liéu/thube cd truyén/vi thudc co truyén);

- 01 Pai dién SO Y té.

- 01 dai dién co quan lién guan khac (néu can)
1.2. Boan danh gia khéng c6 Lanh dao Cuc tham gia:

- Trwdng doan: Lanh dao Phong QLKD Duorc;

- Thu ky: Chuyén vién Phong QLKD Dugc;

- 01 dai dién Cuc Quan ly Y, Duoc co truyén (Néu pham vi danh
gia co ca duoc liéu/thudc co truyén/vi thudc ¢ truyén);

- 01 Dai dién S& Y té.

- 01 dai dién co quan lién quan khac (néu can);

Theo ké hoach cong tac, chuyén gia ctia Phong QLKD c6 thé tham
gia doan vai vai tro quan sat vién vi muc dich dao tao.

1.3. Thanh iap doan'.

Lanh dao Cuc tham gia cac doan danh gia cac co s& c6 voén dau tv nuédc
ngoai. Piéu nay co thé khong ap dung trong treong hop can ctr vao lich cong tac
chung clia Lanh dao Cuc, Lanh dao Phong, ké hoach cong tac chung cla Cuc
hodc cac truong hop khac do Cuc truéng quyét dinh.

2. Tiéu chuan thanh vién tham gia Boan danh gia:

a) C6 trinh d6 dai hoc chuyén nganhy, duoc, hda hoc, sinh hoc tré 1én;

b) P& duoc dao tao, tap hudn vé GSP, thanh tra, danh gia GSP va nim
vitng nguyén tac, tiéu chuan GSP;

¢) Trung thuc, khach quan va nghiém chinh chap hanh quy ché, quy dinh
phap luat trong qua trinh danh gia, khdng cd xung dot lgi ich véi co s& bdo quan
dwoc danh gia theo quy dinh tai muc 4 Phu luc nay;

d) Trwdng Boan danh gia phai cé trinh do dai hoc dwoc trd 1én va c6 kinh
nghiém trong cong tac quan ly dwoc tir 02 nam tré 1én.

3. Nguyén téc danh gia xung dét loi ich:

Thanh vién Doan danh gia duoc coi la c6 xung dét lgi ich véi co s¢ bao
quan dugc danh gia néu thudc mot trong cac trvong hop sau day:

a) Ba tirng lam viéc trong vong 05 nam gan day cho co s& bao quan dwoc
danh gig;

b) Ba tham gia hoat dong tw van trong vong 05 nam gan day cho co s&
bdo quan dwgc danh gia;

¢) Bang c6 quyén loi vé tai chinh véi co sé bdo quan duwoc danh gia;

d) Co6 vo hoac chong, con, b6 hoac me, anh chi em rudt, bd hodac me cla
vg, bo hodc me cla chdng dang lam viéc cho co s bdo quan duoc danh gia.



PHU LUC Il (PL.KD.11.01/02)
Phan loai mrc dd tuan tha GSP cla co s¢

1) Mirc do 1. Co s6 khong c6 ton tai nghiém trong va ton tai nang.
2) Mikc do6 2: Co s& khdng c6 ton tai nghiém trong va c6 ton tai nang.
3) Mtrc do 3: Co s& c6 tdn tai nghiém trong.

* Giai thich tr ngii: (Theo Thong tu s6 36/2018/TT-BYT)

Ton tai nghiém trong', 1a nhitng sai léch so v@i tiéu chudn GSP dan dén
thudc, nguyén liéu lam thuéc khong ddm bao chat lvgng, an toan, hiéu qua va
gay nguy co anh hwdng nghiém trong dén stc khde, tinh mang cla nguoi st
dung hodc clia cong dong; hoac la su két hop clia mot s6 ton tai nang cho thay
mot thi€u sot nghiém trong cla hé thong. N6 bao gdbm ca nhitng phat hién vé
gian lan, giad mao, stra chita so liéu/dir liéu.

Ton tai ndng: 1a ton tai khong nghiém trong nhwng c6 thé dan dén viéc
bdo quan san phdm, nguyén liéu khdng tuan thl theo huéng dan bao quan cua
nha san xuat, hoac lién quan t&i mot sai Iéch 16n so v6i cac quy dinh clia GSP
hodc diéu kién bdo quan; hodc lién quan t&i viéc khéng tuan tha cac quy trinh
bdo quan hodc viéc ngudi c6 tham quyén khong dap (ng di yéu cau vé trach
nhiém trong cong viéc; hodc to hop cla cac ton tai khac, khong ton tai nao trong
t6 hop do dwoc xem la ton tai nang, nhwng khi xuét hién cling nhau cac ton tai
nay sé tao thanh mot ton tai nang va can dwoc phan tich va bao cao nhu mot ton
tai nang.

Ton tai nhe: la nhitng ton tai ma khéng xép loai thanh ton tai nghiém
trong hodc ton tai nang, nhwng la mat sai 1éch so véi Liéu chuan GSP.



PHU LUC ni (PL.KD.il.01/03)

A. HUONG DAN CACH TiNH BIEM YEU TO NGUY co NOI TAI

1. Mrc db phtrc tap

Muc nay lién quan t&i miec do phirc tap ctia COSOXNK/Kinh doanh dich vu
bdo quan, qua trinh bao quan va cac san pham,

(Chu y: HO so tong thé (néu cd) va bién ban danh gian dot gan nhat can duoc si
dung thanh ngudn thong tin dé danh gia diém vé d6 phc tap.

C6 3 thang diém: 1,2 va 3.

Co s ¢6 diém nguy co thap duoc hiéu la khu vuc c6 mirc do phirc tap thap
trong thiét ké nha kho, qua trinh bdo quan va san phdm. Khi cho diém céac yéu
t6 nguy co, xem xét cac van dé sau:

> Céc chi s6 thuong dé danh gia mirc do phtrc tap cta CO' s@ la:

Quy md co s& - quy mb 16n dwgc danh gia c6 mirc db phirc tap cao hon
quy mé nhd.

S6 lvong céc loai thudc duoc bado quan & diéu kién khac nhau hodc céc
qua trinh phan phdi duoc thuc hién tai co s - s lugng Ién thuong lam
tang murc dd phuc tap.

Muc hoat ddng cla thiét bi va nha kho (Vd: bo xt ly khéng khi) duoc dat
tai co s& - co s& c6 mirc chuyén biét thap dugc xem xét phirc tap hon cac
co s¢ khac.

S6 lwgng nhan vién lam viéc tai co s6 - sO lwgng 16n thwong lam tang do
phtrc tap.

S6 lwgng cac thi truong thwong mai/ cac don vi cung (ng cho co s& - s6
lvong 16n thwong lam tang do phire tap.

S6 lwgng cac khach hang phan phdi béi co sé - s6 lvgng 16n thwong lam
tang do phurc tap.

NEu co s& c6 hop dong véi don vi van chuyén, kiém nghiém, co so dwoc
xép loai mirc dod phtrc tap twong doi

> Cac chi s0 thuwong dé danh gia mirc do phirc tap clia qua trinh bao quan

la;

Quy trinh bao quan thudc, sinh pham ¢ diéu kién lanh 2-8°C hodc am sau,
quy trinh bdo quan vac xin, thuéc gay nghién, thudc hwdng than, thudc
tién chat, thuéc phéng xa - Quy trinh nay ludn duoc xem la quy trinh c6
do phure tap cao.

Hoat dong xuat kho, nhap kho doi vgi thuoc, sinh pham & diéu kién lanh
2-8°C hodc &m sau, vac xin, thudc gay nghién, thudc hwdng than, thudc



tien chat, thudc phong xa - thuong duoc xem la quy trinh c6 dd phirc tap
cao.

* S0 lwong cac bwdc quan trong can dwoc kiém soat trong qua trinh - thong
thwong, qua trinh nao c6 sé budc quan trong Ién thi dwoc xem nhuw qua
trinh nhiéu phtc tap hon.

* Loai san pham dwoc bdo quan - mot so san pham cd ddc tinh cao, nguyén
liéu vO trung, nguyén liéu p-lactam phtrc tap hon trong bdo quan so voi
cac dang thudc, nguyén liéu lam thubc khac va dd phirc tap cua qua trinh
bao quan duoc xép loai cao hon.

+ SO lvgng don vi thao tac trong qua trinh bao quan thu6c - thong thuwong
cang nhiéu cac thao tac cang lam tang do phtrc tap.

« Trong trvong hop la nha nhap khau, sw phirc tap trong qua trinh nhap
khdu, xudt xwdng 16 va phan phdi san phdm - doi khi xap xép nhiing qué
trinh nay la khéa phtrc tap.

> Céc chi s thuong dé danh gia mirc do phirc tap cha san pham la:

* San pham yéu cau ché do bao quan va phan phdi dac biét (VD: San pham
yéu cau bao quan lanh va san phdm c6 han st dung ngén nhu thuéc phong
xa, thudc gay nghién, thudc hudng than, thube tién chat) cé thé rat phic
tap dé quan ly.

Chay: Khi xem xét mirc do phtrc tap clia sdn pham, sé rat hitu ich dé tudng

twong trén tay san pham dé va dat cau hdi: “ Nhitng phrong dién nao cia

san pham nay lam cho né tré nén phirc tap? ”

Huwéng dan cham diém:

Cham diém 1 v&i co s& ¢d do phirc tap tong thé thap.
Cham diém 2 véi co sd c6 do phirc tap tong thé trung binh.
Cham diém 3 v&i khu vuc bao quan cé do phirc tap tong thé cao.

Chi y: Khi xép loai do phtc tap tong thé, mic xép loai (1, 2 va 3) phan anh
twong d6i xép loai do phirc tap khac nhau ma clia co s, qua trinh va san pham
dwoc lwa chon. Diéu nay twong tu voi viéc xét trung binh cua tat ca nhiing xép
loai phirc tap mot cach riéng lé.

Trong treong hop céc thong tin khong dl hodc hiéu biét vé do phirc tap cla co
s0, qudtrinh bdo quan va san pham, diém trung binh la 2 nén duoc 4p dung.

2. Mtrc dd nghiém trong

Muc nay hudng dan cach danh gia mirc do nguy co clia viéc bao quan san pham
cla co s¢ tir khia canh cung (rng, hodc mic d6 nguy co ddi voi cac dich vu
duoc thuc hién tai co so.



(Cha y: HO so tong thé - Site master file (néu cd) va bién ban danh gia cla dot
danh gia gan nhat duoc st dung lam ngudn thong tin dé chdm diém muc do
nghiém trong)

C6 03 cdp diém: 1, 2 va 3.
Hwéng dan chdm diém:

> Ap dung diém cao (3) v6i co s& cac san pham thiét yéu hodc cung cép cac
hoat dong thiét yéu ma khéng nei nao c6 san:

« Truong hop nay cé thé lIa nha cung cdp chinh hodc nha cung cép duy nhat
cho cac san phdm thiét yéu (nhw cic vac xin quan trong, ché phdm mau
quan trong,vv...). Cha y: Viéc duoc xem nhw nha cung cdp chinh hodc
nha cung cdp duy nhét cho cac san pham quan trong khong duoc cd su
hién dién cla bat cr nguy co nao tgi chat lwgng san pham, chi dugc hién
dién nguy co cho tinh san c6 cla san pham.

* Nhiing trvong hop co s& thwc hién hop dong van chuyén/hop dong ldy
mau kiém nghiém voi cbng ty van chuyén/co s& c6 chirc ning kiém
nghiém va viéc gian doan trong hoat dong cta cac dich vu nay cé dau hiéu
anh hudng toi chat lwong san pham.

> Ap dung diém thdp (1) d6i véi co s chi kinh doanh cac san phdm khong
thiét yéu hoac la co s& khong thuc hién cac dich vu thiét yéu:

 Nhirng truong hop ma co s¢ khong phai la nha cung cap duy nhat cho bat
ctr mot san phdm quan trong nao (nhw cic vac xin quan trong, ché pham
mau quan trong, vv...)

 Nhitng trvong hop co s& thuc hién hop dong van chuyén/hop dong lay
mau kiém nghiém véi cong ty van chuyén/co s& cd chirc ning kiém
nghiém va viéc gian doan trong hoat dong cla cac dich vu nay c6 dau hiéu
anh hudng toi chat lwgng san pham.

> Ap dung diém trung binh (2) d6i v6i cac co s¢ ma nam & gilta 02 loai co o
da néu & trén
Chay: Trong truong hop cac thong tin hodc hiéu biét khong dd vé do nghiém
trong clia co so, diém trung binh la 2 nén dwoc ap dung.

Panh gia mirc dé nguy co theo san phém:

Loai s&n pham Murc db nguy co
Cao Trung  Thép
binh

Thudc, vac xin va sinh phdm bao quan & diéu kién H
lanh 2-8°.
Thu6c gay nghién, thuéc hwéng than, thube tién chat, H



thudc phong xa

Nguyén liéu v trung, nguyén liéu P-lactam

Thudc, nguyén liéu lam thudc bdo quan & diéu kién
thuwong, mat



B. BAN BANH GIA NGUY co CUA co SO XNK/KINH DOANH DICH
VU BAO QUAN

Phéan A - Thong tin so bd vé co sé'

Tén co s&
Pia chi CO' s&
Pham vi kinh doanh
Ngay danh gia gan nhat
Trwdng doan danh gia dot
danh gia gan nhat

Phan B - Yéu t6 nguy co ndi tai clia co s&

o x ; Panh gia diém . L e
Yéu té nguy CO: , Ma tran UOC tinh nguy CO' ndi tai
nguy CO
Mtc dd phirc tap clia co so, 123 Mtkc do thiét yéu
qua trinh bdo quéan va céc san 1 2 3
ham. on 16
P Khoanh tron 1 6 {  Thap  Thdp  Tr.binh

Mtrc
Mtrc do thiét yéu clia san do phc 2 Thdp  Tr.binh  Cao
pham dwoc bao quan tai co 123 tap
s&, hoac cac hoat dong khac Khoanh tron 1 6
dwoc thuc hién tai co s&

3 Tr. binh Cao Cao

Thdp @3  Trung binh O Cao O

Phan c - Nguy co lién quan téi viéc tuan thi GSP can cl vao dot danh gia GSP gan nhat

Thap O - Khéng c6 ton tai nghiém trong va c6 0 - 6 ton tai nang
Trung binh [ - Khoéng c6 ton tai nghiém wong va c6 7-14 ton tai néng
Cao [ - C6 ton tai nghiém trong hodc hon 14 ton tai nang

Phan D - xép loai nguy co clia co s& bao quan

Phdi hop Mirc nguy co ndi tai (B) va Mic nguy co lién quan tdi s tuan thi GSP (C) dé xép loai
Nguy co cla co s6'

Nguy co ndi tai x€p loai nguy CO"
Thap ung binh Cao
Thap A A > A
Nguy co vé . I OB
tuan tha Gsp  1Ung Pinh A B ¢
Cao B c c L1cC

Phan E - Tan suit khuyén céo cho viéc danh gia GSP clia co s& bao quan

Xép loai nguy co Tan sudt khuyén céo Can clr vao xép loai nguy
L 5 co, tan suat khuyén cao cho
A Tan suat thap: 3 nam danh gia giam sat tai co s¢
B Tan suét trung binh: ~ 1,5nam la:

c Tan suét cao: 1 nam



Phan F- Khuyén céo cho lan danh gia tiép theo

Chly: Phan nay can dugc cap nhat mot cach dinh ky néu nhan dwgc cac thong tin magi vé co sé truéc
khi thic hién 1an danh gia tiép theo dé bao dam viéc thay doi dwoc bao gdm trong pham vi danh gia.
vé nodi dung can tap trung danh
gia:
+ Co s& co cac ton tai dwoc xac dinh

trong lan danh gid gan nhét, dac

biét la cac ton tai nghiém trong;
« Khu vuc khong trong pham vi

danh gia (hodc chuva dwgc danh gia

chi tiét) trong lan danh gid gan

nhat;
« Khu vic dwge danh gia la chua c6

dd ngudn lyc trong lan danh gia

gan nhét.
+ Cac ké hoach thay doi clia co s& co

thé lam thay doi mic do phic tap

hodc muirc do thiét yéu trong xép

loai nguy co cla co so.
« Béat ct khu vyc nao khac ma cac

thanh tra vién nhan thdy can xem

xét trong lan danh gia tiép theo.

vé khodng thoi gian can thiét
cho dot danh gia
vé s6 lugng thanh tra vién trong
doan danh gia
vé trach nhiém va chuyén mon
cu thé can cé trong Doan danh
gia
Phan G - Ky tén va Thoi gian
Nguoi danh gia: ... Ky tén:
Ngay thang: ...



PHU LUC IV (PL.KD.I1.01/04)
CACH GHI PHAM VI CHUNG NHAN GSP

Nguyén téc chung: Noi dung ghi pham vi bdo quan trong Bién ban danh gia dap
tng GSP, Bao cado danh gia dap (’ng GSP va Gidy chirng nhan GSP phai théng
nhat.

1. Cach ghi diéu kién bao quan:

- Béo quan & diéu kién mat: Pham vi ghi tai muc “Thudc bao quan & diéu kién khac” va
chuyén thanh “Thudc bao quan & diéu kién mat 8-15°c.

- B4o quan & diéu kién am sau: pham vi ghi tai muc “Thudc bao quan & diéu kién khac”
va chuyén thanh “Thudc bao quan & diéu kién &m sau: ... °C”.

2. Loai thudc, nguyén liéu lam thudc:

- Neu co s& ¢d ca pham vi thudc co truyén, vi thude co truyén: pham vi ghi tai muc 1.3,
cu thé la “Thudc duoc liéu, thudc co truyén, vi thude co truyén”,

- Muc 2.6 “Nguyén liéu khac™: ghi nguyén liéu vo triing, chat phong xa dé san xuat
thuéc...

3. Noi dung han ché hoac lam r6 lién quan dén pham vi chirng nhéan:

- Ncu co s& khong kinh doanh nguycn liéu P-lactam/ nguyén liéu v trung/ thudc
phai ki€ém soat dac biét thi ghi tai muc nay la “Muc ...: Khéng bao gom nguyén
liéu p-lactam/nguyén liéu vo trung/thu6c phai kiém soat dac biét”



