BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
— Doc lap - Tw do - Hanh phic

S4: 8/2020/TT-BYT Ha N¢i, ngay 27 thang 5 nam 2020

THONG TU
Sira ddi, b6 sung mot s6 diéu ctia Thong tw s6 04/2018/TT-BYT
ngay 09 thang 02 nim 2018 ciia B truéng Bo Y té
quy dinh vé thuc hanh t6t phong thi nghiém.

Can cir Ludt so 105/2016/QH13 ngay 06 thang 4 nam 2016 vé duwoc;

Can cir Nghi dinh s6 54/2017/NP-CP ngay 08 thang 5 nam 2017 cia Chinh
phii quy dinh chi tiét mét sé diéu va bién phdp thi hanh Ludt dwoc;

Cdn cir Nghi dinh so 155/2018/NP-CP ngay 12 thang 11 ndm 2018 ciia Chinh
phii sika doi, b6 sung mot s6 quy dinh lién quan dén diéu kién dau tw kinh doanh
thuéc pham vi qudn Iy nha mede ciia BY Y té

Cdn cir Nghi dinh s6 75/2017/NP-CP ngay 20 thang 6 ndm 2017 ciia Chinh
phii quy dinh chire ndng, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Theo dé nghi ciia Cuc truéng Cuc Qudn Iy Duorc,

B truong Bo Y té ban hanh Théng tw quy dinh viéc sira doi, b6 sung Thong
ti 56 04/2018/TT-BYT ngay 09 thang 02 nam 2018 ciia B truong B Y té quy dinh
vé thuwc hanh tot phong thi nghiém.

Piéu 1. Sira d6i, bd sung mot so diéu cia Thong tw sé 04/2018/TT-BYT
ngay 09 thang 02 nim 2018 ciia B trwéng B Y té quy dinh vé thue hanh tot
phong thi nghiém

1. Khoan 1 Piéu 5 duoc sta ddi nhu sau:

“Hb so lam can clr dé danh gia dap ung GLP d6i véi co s& thir nghiém 13 ho
so dé nghi cap Gidy chimg nhan du diéu kién kinh doanh duogc (dugc nop khi dé
nghi cp Giy chimg nhan du diéu kién kinh doanh duoc, co s¢ thir nghiém khong
phai ndp thém ho so dé danh gia dap tng GLP) thuc hién theo quy dinh tai Diéu
38 ciia Luat dugc va Diéu 32 Nghi dinh s6 54/2017/ND-CP ngay 08 thang 05 nim
2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat duoc
(sau day duoc goi tat 1a Nghi dinh sé 54/2017/ND-CP). i véi co sd thir nghiém
thudc phai kiém soat dic biét, thuc hién theo quy dinh tai Diéu 38 cta Luat duoc,
Piéu 49 Nghi dinh s6 54/2017/ND-CP va khoan 31 Piéu 5 Nghi dinh s6
155/2018/ND-CP ngay 12 thang 11 nam 2018 cta Chinh phu stra doi, b sung



mdt s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y
nha nudc ciia Bo Y té (sau day duogc goi tat 1a Nghi dinh s6 155/2018/ND-CP).

Tai liéu k¥ thuat vé co so thir nghiém duogc trinh bay theo huéng dan vé hd
so tong thé cua co so thir nghiém quy dinh tai Phu luc III ban hanh kém theo
Thong tu nay hodc hd so tong thé duge cap nhat trong trudng hop bo sung pham
vi hoat dong”.

2. Khoan 2 Piéu 6 duoc sira ddi nhu sau:

“2. Trinh ty tiép nhan va tham dinh hd so thuc hién theo quy dinh tai:

a) Khoan 2 va khoan 5 Diéu 33 Nghi dinh sé 54/2017/ND-CP va khoan 12
Piéu 5 Nghi dinh s 155/2018/ND-CP;

b) Céc quy dinh vé Thuc hanh tét thi thude trén 1am sang d6i véi co sé kinh
doanh dich vu thir tuong duong sinh hoc cua thude.”

3. Khoan 4 Piéu 9 duoc sira ddi nhu sau:

“4. Truong hop co sd thir nghiém khong nop ho so dé nghi danh gia dinh ky
theo thoi han quy dinh tai khoan 3 Piéu nay, trong thdi han 15 ngay ké tir ngay
dén thoi diém danh gia dinh ky, Cuc Quén Iy Dugc ban hanh vin ban yéu cau co
so thir nghiém phai nop ho so dé nghi danh gia dinh ky."

4. Khoén 5 Piéu 9 duoc sira d6i nhu sau:

“5. Trong thoi han 45 ngay, ké tir ngay dén han ndp ho so dé nghi dénh gia
dinh ky, néu sau thoi han nay, co s thir nghiém khong ndp hd so dé nghi danh
gia dinh ky, Cuc Quan 1y Dugc tién hanh danh gia dot xuét, thanh tra, kiém tra
viéc duy tri dap tng GLP cia co sd theo quy dinh tai Piéu 12 Thong tu ndy.”

5. B6 sung Khoan 7a vao Diéu 9 nhu sau:

“7a. Co s thir nghiém nop 01 bo ho so dé nghi danh gia dinh ky viéc duy tri
dap ung GLP kém phi tham dinh theo quy dinh ctua Bo truong Bo Tai chinh veé
phi tham dinh tiéu chuan va diéu kién kiém nghiém thubc dén Cuc Quan 1y Duoc
-Bo Y té.”

6. B6 sung Piém d vao Khoan 2 Piéu 12 nhu sau:

“d) Co s¢ thir nghiém giai trinh khong phu hop hoac khong thuc hién bao
c4o giai trinh 1y do chwa ndp ho so dé nghi danh gia dinh ky theo yéu cau cta Cuc
Quan 1y Dugc.”.

7. Muc 7 Phu luc IIT Hb so téng thé vé co so thir nghi¢m duogc stra ddi nhu
Sau.

“7. Xir Iy khiéu nai va thu hdi két qua thir nghiém
7.1. Xir Iy khiéu nai
Mo ta ngan gon vé hé théng xir Iy cac khiéu nai.



7.2. Thu hai két qui thir nghiém
Mo ta ngan gon ve hé thong xir ly viéc thu hoi ket qua thir nghiém™,
8. Sira doi Mau 03 Mau béo cio danh gia GLP va Mau 04 Giay chimg nhin
Phu lue V Biéu mau vin ban tai Phuc luc ban hanh kém theo Théng tu nay.

Picu 2. Higu lyc thi hanh.

Théng tir nay cd hiéu lye sau 45 ngay ké tir ngay ban hanh,

Trong qué trinh thire hién néu ¢6 khé khan, virdmg méc dé nghi céc co quan,
t6 chirc, ca nhén phan anh vé B Y t& dé xem xét, giai quyet./,

IENRE. & comam mepmpsawenmre: KT. BO TRUONG
= Uy ban v& cdc viin dé x3 hdi coa Oudc hii (dé gidm sdt):
- VPCP (Phong Céng bio, Cong TTBT Chinh pha); THU TRUONG
- B tnromg (d¢ bao cao);

i,

- Cée Thit trudmg BYT: V=

- B Tur phip (Cye kiém tea viin bin QPPL); y.
- B, Co quan ngang B, Co quan thude Chinh phai; P,
- Cae Wy, Cue, TTra B Y té: e a

- Cic S0 Y té; _

- Tang cong ty Duge Vigt Nam - Céng ty c6 phan;

- Hiép hii Doanh nghidp duce Viet Nam:

= Hi Duege hoe Vidt Nam;

- Tang cuc Hai quan;

- Céng thing tin dién tr B3 Y t&, Website Cye QLD: Trwong Quic Cuimg
Luwu: VP, PC, QLD (05)



Phu luc 111

HO SO TONG THE VE CO SO THU NGHIEM
(Ban hanh kem theo Thong tw so 04/2018/TT-BYT ngay 09 thang 02 nam 2018
cua Bo truong Bo Y té)

|. Téng quan vé Ho so tong thé cua co sé

1. Noi dung ho so tong thé

1. Thong tin chung vé co s&

2. Hé thong quan 1y chat lugng

3. Nhan su

4. Nha xuong va thiét bi

5. Ho so tai liéu

6. Bao quan

7. X 1y khiéu nai va thu hoi két qua thir nghiém
8. Tu thanh tra

I. TONG QUAN VE HO SO TONG THE CUA CO SO

Hb so tong thé cta co so thir nghiém thude va nguyén liéu 1am thudc (Site
master file - SMF) 1a mot tai liéu do co s thir nghiém soan thao va bao gom thong
tin cu thé vé cac chinh sach quan 1y chit luong va cac hoat dong cua co sé, su
kiém soat chat lugng d6i véi cac hoat dong thir nghiém thudc va nguyén lidu lam
thudc duogc thuc hién tai co so d6 ciing nhu bat ky hoat dong c6 lién quan nao
duoc thuc hién tai cac toa nha 1an can va gﬁn do.

Khi dé trinh 1én co quan quan ly, SMF phai cung cip thong tin rd rang vé
cac hoat dong thir nghiém cta co s& dé phuc vu cho nhiém vu quéan 1y néi chung
cling nhu qua trinh 1én ké hoach va kiém tra GLP mét cach hiéu qua.

Mot tai liéu SMF phai bao gdm ddy du thong tin, nhung tot nhét, khong nén
vuot qua 25 - 30 trang ké ca phan phu luc kém theo. Nén chii trong vao céc thong
tin tong quan, ban v& tong thé va so d6 bd cuc ctia co s& hon 13 cac ndi dung mod
ta bfmg 161. SMF bao gém ca cac phu luc phai duoc thiét ké dé c6 thé doc duoc 1o
rang khi in trén kho gidy A4.

Ho6 so tong thé ctia co sé thir nghiém 13 mot phan ctia hé théng hd so tai lidu
thudc hé théng quan 1y chat lugng cua co s& va can phai duoc cap nhat thudong
xuyén. Tai liéu ndy phai duoc ghi ch rd rang s phién ban, ngay hiéu luc va ngay
dugc xem xét. SMF phai 1a tai li¢u dugc xem xét dinh ky dé dam bao thong tin
cap nhat va mang tinh dai dién cho cac hoat dong hién hanh ctia co s&. Mdi phu
luc c6 thé c6 ngay hiéu luc riéng dé cho phép qua trinh cap nhat mot cach doc 1ap.
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Lich st cap nhat, stra ddi caa SMF dugce coi 1a mét phﬁn cua SMF, trong do
ghi tom tat cac thay doi ciia ngi dung SMF va cac phu luc, di kém véi thoi gian
thay doi, Iy do thay doi.

1. NOI DUNG HO SO TONG THE
1. Thong tin chung vé co sé thir nghiém
1.1. Théng tin lién hé cua co so thir nghiém

- Tén va dia chi chinh thirc cta co s6;

- Tén va dia chi chi tiét cta co s& noi thir nghiém thude va nguyén liéu 1am
thuodc;

- Thong tin lién lac cta co so, bao gém ca dién thoai truc 24/24 cua ngudi cod
trach nhi€m trong truong hgp thude co vi pham hodc phai thu hoi;

- Cac thong tin dinh vi khac (néu c6): Toa dd GPS, ma ving buu chinh...
1.2. Hoat déng dwoc cip phép ciia co sé

- Ban sao gidy chiing nhan di diéu kién kinh doanh do co quan ¢ thim quyén
cap (Phu luc I).

- MO ta tom tit cac hoat dong thtr nghiém va cac hoat dong khac da dugc cho
phép bod1 co quan quan 1y c6 tham quyén, bao gom ca cac hoat dong da dugc co
quan quan ly nudc ngoai danh gia, voi thong tin vé pham vi chua dugce ghi 1
trong giay chirng nhan du di€u kién kinh doanh thuoc

- Danh muc cac phép thu

- Danh muc cac dot kiém tra GLP dugc tién hanh tai co s& trong thoi gian 5
nam vira qua, bao gom thong tin vé ngay thang, tén cia co quan c6 tham quyén
thuc hién viéc kiém tra. Ban sao cua Gidy chung nhan GLP hién hanh (Phu luc
III), néu co.

- Ban sao ctia Gidy chiig nhan ding ky kinh doanh, gidy chirng nhan du diéu
kién kinh doanh dugc néu cé.

1.3. Cac hoat dong khdc dwoc thwc hién tai co s¢
- M6 ta cac hoat dong thir nghiém cac san pham khéng phai 1a thudc tai dia
diém, néu co.
2. Hé théng quan ly chat lwong
2.1. Hé thong quan Iy chit lwgng ciia co s
- M6 ta tom tat hé thong quan 1y chat luong clia co s, tiéu chuan ap dung;
- Trach nhiém lién quan dén viéc duy tri hé thong chat luong, bao gom ca
viéc quan ly cao cap;
- Thong tin vé cac hoat dong dd dugc danh gia ching nhan, bao gdm ngay
thang va ndi dung chirng nhan, tén cua co s¢ cap chiing nhan.
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2.2. Qudn Iy cdc nha cung cdp va cdc co sé hop dong

- Tom tit vé co s& cung cap/ hiéu biét vé chudi cung cip va chuong trinh
danh gid bén ngoai;

- Tom tit vé hé thdng danh gia co s¢ hop ddng va cac nha cung cap quan
trong khéac;

- Tom tat vé viéc chia sé trach nhiém giita nguoi hop ddng va nguodi nhan
hop ddng trong viéc tudn thu cic quy dinh vé dam bao chét luong.

2.3. Qudn Iy nguy co vé chit lwong

- Mo ta tom tit vé phuong phap quan Iy nguy co vé chit luong (QRM) duoc
st dung tai co s0;

- Muc dich cia QRM, bao gdm cac mo ta ngan gon vé bat ky hoat dong nao
dugc thuc hién & muc do toan b cong ty/tap doan va hoat dong duoc thuc hién
tai dja diém /co s&. Bat ¢t viée ap dung hé théng QRM dé danh gia sy lién tuc cua
viéc cung tmg ciing can duoc chi 1d.

3. Nhan sy

- So @6 nhan sy can thé hién sy sap xép nhﬁn su trong h¢ :[héng quan 1y chat
luong, cac vi tri chiu tré}ch nhiém chinh, bap gom su quan ly cép cao va (;éc nhan
su dugc dao tao/uy quyén (vi tri quan ly chat luong, quan 1y , ki€m tra chat luong,
giao nhan, kinh doanh...).

- S6 lugng nhan su tham gia vao qua trinh quan 1y, thir nghiém.

- Danh sach nhan sy cua co sé: tén, chirc danh, trinh d§ chuyén mon.

4. Nha xuéng va thiét bi
4.1. Nha xwong

-Moé ta ngén gon vé co s6: Dién tich co sé/khu vuc thir nghiém va danh sach
cac toa nha trong pham vi co so. Néu cac nhom thude, nguyén lidu duoc phan chia
thir nghiém tai cac toa nha riéng biét trong cung dia chi co so thi théng tin vé céc
toa nha nay phai dugc thé hién cung véi thong tin nhan dang nhom thude, nguyén
ligu tuong trng (néu chua dugc nhan dang nhu tai muc 1.1);

- Thong tin mé ta don gian vé cac khu vuc thir nghiém (khéng yéu cau can
phai c6 cac ban vé thiét ké hodc ban vé ki thuat);

- Ban v& thiét ké va cac khu vurc bao quan cho cac san pham khac nhau, cac
khu vuc biét trir va xur ly cac chit c6 doc tinh cao, hoat chat nguy hiém va cac
nguyén liéu nhay cam (néu co);

- M6 ta ngan gon vé cac diéu kién thir nghiém cu thé (néu 4p dung) nhung
khong duge thé hién trén cac ban vé.

4.1.1. M6 ta tom tdt vé hé thong diéu hoa khong khi
- M6 ta cac nguyén tdc va bd tri hé théng xur ly khong khi, nhiét do, do am,



ty 1& khi hoi (%).
4.1.2. M6 ta tom tdt cic hé théng phu tro khéc

4.2. Thiét bi
4.2.1. Thiét bi chinh

Liét ké danh myc cac thiét bi chinh duge x4c dinh nhu tai Phu luc VIIL.
4.2.2. V¢ sinh thiét bi

M6~té ngén gon vé céc bién pl~1ép vé sinh, diéu kién vé sinh (vi du tai ligu vé
hudng dan vé sinh, lam sach tai cho...).
4.2.3. Hé thong may tinh
5. HO so tai liéu

- M6 ta vé hé thong hd so tai liéu tai co sé (vi du hé thong tai liéu dién tur, tai
liéu ban cing);

- Danh muc cac quy dinh, ho so, tai liéu lién quan dén hoat dong thir nghiém.

- Danh muc céc quy trinh, thao tac chuan thyc hién viéc phén tich thir nghiém.

- Khi céc tai liéu Yé ho so dugc bao quan hodc luu trit bén ngoai co so: Danh
muc cac loai tai 1ié}l/h6 503 tqén va diq chi cua co so luu trir t‘héng tin, va tinh toan
khoéang thoi gian can thi€t d€ truy xuat thong tin tir nhitng ho so tai li¢u bén ngoai
do.
6. Thir nghiém
6.1. Danh muc cdc phép thir dwoc thir nghiém

C6 thé tham chiéu dén cac Phy lyc I va Phu luc IL.

- Danh muc cac phép thur dugce thir nghi€ém tai co sé.
6.2. Thdm dinh, hiéu chuin

- Mo ta ngé}n gon vé ’chinh sach thuc hién tham dinh d6 déqg déu nhiét do,

do am; hi¢u chuan céc thiét bi do, theo doi, giam sat nhiét do, do am.
7. Xir Iy khiéu nai va thu hoi két qua thir nghiém
7.1. Xir ly khiéu nai

Mo ta ngan gon vé hé thdng xir 1y cac khiéu nai.
7.2. Thu héi san phim

Mo ta ngan gon vé hé théng xir Iy viéc thu hoi két qua thir nghiém.

8. Tu thanh tra

Mo ta nga‘in gon vé hé théng ty thanh tra cia co s&, két qua tu thanh tra va tu
danh gia muc d¢ dap ung dat yéu cau GLP cua co so; trong do tap trung vao cac
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linh vuc dugc giam sat trong qua trinh thanh tra theo ké hoach, cic quy dinh va
hoat ddng theo doi sau thanh tra.

Phu lyc I: Ban sao Gidy phép hoat dong.

Phu luc II: Danh séch cac phép thir dugc thir nghiém.

Phu luc III:  Ban sao Giéy chimg nhan du diéu kién kinh doanh dugc.
(hodc Tai liéu phap ly vé viéc thanh lap va chirc nang nhiém vu
cua co s¢ khong vi muc dich thuong mai)

Phy lyc IV:  Danh sach cac co sé hop dong (bao gdm dia chi, thong tin lién lac
cho céc hoat dong bén ngoai).

Phu luc V: So d6 6 chirc.

Phu luc VI:  Ban vé so d6 khu vuc thi nghiém.

Phuy lyc VII:  So d6 nguyén 1y gi6 ctia hé théng diéu hoa khong khi trung tam.
Phy lyc VIII: Danh sach thiét bi.



Phu luc V
BIEU MAU VAN BAN

(Kém theo Théng tw s6 04/2018/TT-BYT ngay 09 thang 02 nam 2018
ciia Bé truong Bo Y té)

M4iu 01 - Pon ding ky kiém tra 1in dau doi véi co sé kiém nghiém
khong vi muc dich thwong mai

TEN BPON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO SO Poc lap - T do - Hanh phiic
S6: ....... [eceee , ngay...... thang...... nam 20....
PON PANG KY KIEM TRA

THU'C HANH TOT PHONG THI NGHIEM
(bang ky kiém tra lan dau)

Kinh gui: Cuc Quan 1y Dugc - Bo Y té

Tén co so:
Dia chi cong ty/co s& kiém nghiém:
Dién thoai/fax/email:

Thue hién Thong tu s6 04/2018/TT-BYT ngay 09/02/2018 cta Bo Y té
quy dinh vé Thyc hanh tot phong thi nghiém va huéng dan viéc trién khai, ap
dung, sau khi tién hanh ty thanh tra va danh gia dat yéu cau; co SO ching t61 xin
dang ky véi B Y té (Cuc Quan 1y Duoc) kiém tra GLP vao bat ky thoi gian nao
va cam két khac phuc kip thoi nhitng ton tai ghi trong bién ban kiém tra.

Chung t61 xin gui kém ban dang ky nady céc tai li€u li€én quan sau day:

(1)- Tai liéu phap ly chirng minh viéc thanh 1ap va chirc nang nhiém vu ctia don
Vi.

(2)- Ban sao chtng thuc Chtng chi hanh nghé dugc ctia ngudi phu trach chuyén
mon vé duge.

(3)- Ban ho so tong thé vé co sé kiém nghiém thudc, nguyén liéu 1am thude.

Phu trach co sé kiém nghiém
(Ky, ghi ré ho tén, dong ddu)
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Maiu 02 - Pon ding ky tai kiém tra

TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Poc lap - Tw do - Hanh phiic

SH: ....... [oceee , ngay...... thang...... nam 20....

DPON PANG KY KIEM TRA PINH KY VIEC DUY TRI PAP UNG
TIEU CHUAN THU'C HANH TOT PHONG THI NGHIEM

Kinh gtri: Cuc Quéan Iy Dugc - Bo Y té

Tén co so:
Dia chi cong ty/co s¢ kiém nghiém:
Dién thoai/fax/email:

Thuc hién Thong tu s6 04/2018/TT-BYT ngay 09/02/2018 ciia Bo Y té
quy dinh vé Thyc hanh tét phong thi nghiém va huéng dan viéc trién khai, ap
dung, sau khi tién hanh ty thanh tra va danh gia dat yéu cau; co s chiing toi xin
dang ky voi BO Y té (Cuc Quan 1y Duoc) tai kiém tra GLP vao bét ky thoi gian
nao va cam két khac phuc kip thoi nhimng ton tai ghi trong bién ban kiém tra

Chung t61 xin gui kém ban dang ky nay cac tai liéu sau day:

1. Bao c4o tom tat hoat dong ctia co sd trong 03 nim qua;

2. Bao cao khic phuc céc ton tai trong kiém tra 1an trudc;

3. Ban cap nhat ctia ho so tong thé (néu c6 thay doi).

Phu tréach co sé kiém nghiém
(Ky, ghi ré ho tén, dong ddu)
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MAu 03- Méu Bdo cdo dinh gid GLP

BOY T}i; CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phuc

...... , ngay ... thang ... nam 20...

BAO CAO PANH GIA
“THU'C HANH TOT PHONG THi NGHIEM THUOC” (GLP)

I. THONG TIN CUA CO SO:
- Tén co so dugc danh gia:
- Dia chi tru sé chinh:
- bia chi co s¢ dugce danh gia:

- Dién thoai: Fax: Emai:
- Gidy phép thanh lap:
- Nguoi dai dién phap luat: Churc vu:

- Ngudi chiu trach nhi€ém chuyén mén vé duoc (néu co):

Il. THONG TIN CHUNG CUA POT PANH GIA:
- Thoi gian danh gia:

Thoi gian danh gid trudc gan nhat:

Hinh thurc danh gia:

Tiéu chuan ap dung:

Pham vi danh gia:

I1l. THONG TIN VE DOAN DANH GIA:
- Quyét dinh s0 ... ngay ... cua Cyc truong Cuc Quan ly Duoc ve vige .. .;
- Thanh phan Poan danh gia gom:
1. ...

IV. PANH GIA THUC TE

Sau khi thim dinh hd so, nghe bao cdo cta co s& va tién hanh danh gia
thuc té, Poan danh gia c6 mot ) v kién sau:

Co s& da trién khai, &p dung/ duy tri cac hoat dong theo nguyén tac, tiéu
chuan “Thuyc hanh tét phong kiém nghiém thudc” caa Bo Y té, cu thé nhu sau:

1. T6 chic va nhan su

2. Hé thdng bao dam chat lwong

3. Co s& vat chat

4. Thiét bi

5. Nguyeén vat liéu, hoa chat, thuéc thir

6. Mau thu

7. Quy trinh, tiéu chuan chat lugng, phuong phéap phan tich
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8. Thtr nghiém va béo céo két qua
9. An toan phong thi nghiém
10. Thanh tra va tu thanh tra

V. DANH MUC CAC TON TAI
Tai liéu tham chiéu:

STT | Ton tai Tham chiéu | Xép loai

1

2...

VI. KET LUAN CUA POAN PANH GIA

Sau khi tham dinh ho so, nghe bao cao cua co sd va tien hanh danh gia
thuc té, Poan danh gia c6 y kién nhu sau:

1.

2. Danh myc cac phép thu:

STT Tén phép thir
1. | Cac phép thur Vat 1y/ Hoa hoc
1.1

2. | Cac phép thu Vi sinh

3. | Cac phép thu Sinh hoc

Poan danh gia Pai dién Co s&
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Maiu 04 - Gidy chirng nhin

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CUC QUAN LY DUQC Poc 1ap — Tw do — Hanh phuc
DRUG ADMINISTRATION OF VIETNAM Independence - Freedom - Happiness

S6 / No.: /GCN-QLD

GIAY CHUNG NHAN THU'C HANH TOT PHONG THi NGHIEM (GLP)
CERTIFICATE OF GOOD LABORATORY PRACTICE COMPLIANCE

Phian 1/ Part 1:
Can ctr quy dinh tai Thong tu sb 04/2018/TT-BYT ngay 09/02/2018 cua
B truong BO Y té quy dinh vé Thyc hanh tot phong thi nghiém (GLP),
Pursuant to the Circular n° 04/2018/TT-BYT dated 09/02/2018 by
Minister of Health on Good Laboratory Practice (GLP),
CUC QUAN LY DUQC chirng nhan:
The Drug Administration of Vietnam certifies the following:

CO SO KIBM NERIBIM:  +evuviereeieriniiiieeriieeiieerineeenieeeraeersneeerseernaeeens
The [aboratory: ettt ee e eeeeeaeeneeeeaeeaneaneenrenaeaaas
Tru sO chinh: eiiiiiiieeeeeeeeeeeennonnonsoosccscancanncannns
Legal adaress: ceiiiiiiiiiiii et e e e neanean e aaeaaeaneanaans
Di1a Chi CO SO, eeiiiiiiiiiiiiteeeeeneeeeneennneennnnnnssocscssanannncacnns
R (= 10 [0 | (=

Pi dugc danh gia theo quy dinh lién quan dén viéc cAp Gidy chimg nhan
du diéu kién kinh doanh duoc phu hop vé1 cac quy dinh tai Diéu 33 Luat dugc
s6 105/2016/QH13 ngay 06/04/2016, Piéu 33 Nghi dinh sb 54/2017/ND-CP
ngay 08/05/2017 ctia Chinh phu quy dinh chi tiét mot s6 diéu va bién phap thi
hanh Luat duoc, Piéu 5 Nghi dinh s6 155/2018/ND-CP ngay 12/11/2018 cua
Chinh phu vé viéc stra doi, bd sung mot ) quy dinh lién quan dén diéu kién dau
tu kinh doanh thudc pham vi quan 1y Nha nuéc ciia Bd Y té va Thong tu sb
04/2018/TT-BYT ngay 09/02/2018 cia Bo truong Bo Y té quy dinh vé Thuc
hanh tét phong thi nghiém (GLP).

Has been inspected in connection with the issuance of Pharmaceutical
business license and in accordance with the national regulations at Article 33 of
Pharmaceutical Law n°® 105/2016/QH13 dated 06/04/2016, Article 33 of Decree
n°54/2017/ND-CP dated 08/05/2017 of the Government, detailing some Articles
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and measures to implement Pharmaceutical Law, Article 5 of Decree n°
155/2018/ND-CP dated 12/11/2018 by Gorvernment concerning revision and
addition of some stipulations on trading and investment conditions under the
state mandate of Ministry of Health and the Circular n® 04/2018/TT-BYT dated
09/02/2018 by Minister of Health on Good Laboratory Practice (GLP).

Can ctr két qua danh gia co s kiém nghiém duoc thuc hién ngay
.../.../..., co s kiém nghiém néu trén duoc chu’ng nhan dap Gng cac yéu cau ve
Thyce hanh t6t phong thi nghiém d6i vé6i co s¢ kiém nghiém thude, nguyén licu
lam thudc theo quy dinh tai Thong tu s6 04/2018/TT-BYT ngay 09/02/2018 cua
B trudng Bo Y té, phu hop vé6i cac yéu cau vé Thyuc hanh ot phong thi nghiém
theo khuyén c&o ciia T6 chuc Y té thé gigi (WHO) / To chirc hop tac va phat
trién kinh té (OECD).

From the knowledge gained during inspection of this laboratory, which
was conducted on ../../.., it is considered that it complies with the
requirements of Good Laboratory Practice for testing of medicinal products and
materials as laid down in the Circular n° 04/2018/TT-BYT dated 09/02/2018 by
Minister of Health, which is comply with requirements of Good Laboratory
Practice as recommended by World Health Organization (WHO) / of
Organisation for Economic Co-operation and Development (OECD).

Gidy chtiing nhan nay thé hién tinh trang tuan tha GLP cua co so kiém
nghiém tai thoi diém danh gia néu trén va cé hiéu lyc khdng qua 03 nam ké tur
ngdy danh gia gan nhat. Tuy nhién, cin ct theo nguyén tic quan Iy rai ro, thoi
gian hiéu luc caa Giay ching nhan cé thé dugc rit ngan hoic kéo dai va sé dugc
ghi tai muc Nhitng noi dung han ché hoic l1am rd.

This certificate reflects the status of the laboratory at the time of the
inspection noted above and should not be relied upon to reflect the compliance
status if more than three years have elapsed since the date of that inspection.
However, this period of validity may be reduced or extended using regulatory
risk management principles by an entry in the Restrictions or Clarifying
remarks field.

Giéy chimg nhan chi c6 hi¢u luc khi thé hién déy du cac trang va bao gém
ca Phan 1 va Phan 2.

This certificate is valid only when presented with all pages and both Part
1 and Part 2.

Tinh x4c thuc ctia Gidy chimg nhan nay c6 thé duoc xac nhan théng qua
ndi dung dang tai trén trang thong tin dién tir ciia Cuc Quan 1y Dugc. Néu khong
co, hay lién h¢ vo1 Cuc Quan Iy Dugc dé dugce lam ro.

The authenticity of this certificate may be verified in website of Drug
Administration of Vietnam (DAV). If it does not appear, please contact the DAV.




Phin 2/ Part 2:

HOAT PONG THU NGHIEM / TESTING OPERATIONS

1 |Cac phep thw Vit ly/ Héa hec
List of Chemical/ Physical tests

1.1
1.2

2 |Cac pheép tho Vi sinh
List of Microbial tests

2.1
2.2

3 | Cac phep thwr Sinh hoc
List of Biological tests

3.1
3.2

Noi dung han ché hodc 1am 13 lién quan dén pham vi chting nhan:

Any restrictions or clarifying remarks related to the scope of this certificate:

Ngay (day) ... thang (month) ... nam (year) ...
Cuc trwéng Cuc Quéan ly Dwgc
Director-General of Drug Administration of Vietnam
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Maiu 05 — Bao cdo thay doi

TEN DON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO SO Poc lap - Tw do - Hanh phiic
SH: ....... [oceee , ngay...... thang...... nam 20....

BAO CAO THAY POI VE
THUC HANH TOT PHONG THi NGHIEM

Kinh gtri: Cuc Quan 1y Dugc

S0 0 0 P
Dia chi phong thi nghi€m:........ ...
Dién thoai/fax/email: ... ...
Nguoilienheé: ... Chuc danh: ..................

Dién thoai/fax/email: ... ...
Nguoi phu trach chuyénmén: ...l , namsinh: .........
S6 Chimg chi hanh ngh& dUgC:  ..oovvniie e

Pi duogc cip Gidy chimg nhin du diéu kién kinh doanh loai hinh va pham
vi kinh doanh (hodc Pa dwoc cap Gidy chitng nhdn GLP véi pham vi):

................................................................................................

Co s& chung ti xin bao cdo cac ndi dung thay doi nhu sau:

N6i dung thay doi Danh muc tai liéu lién quan dén thay doi

Sau khi nghién ctru Luat Duogc va cac quy dinh khac vé hanh nghé dugc,
chung toi xin cam doan thuc hién ddy du cac van ban phap luat, cac quy ché
chuyén mén dugc co lién quan. Pé nghi Cuc Quan Iy Duoc xem xét, danh gia
viéc dap ung GLP ddi vé6i cac thay d6i néu trén ctia co so chung toi.

Chung t6i xin giri kém ban dé nghi nay cac tai liéu sau day:

1. Ban sao Gidy chimg nhan du diéu kién kinh doanh duoc da cap (hoic
Gidy chimg nhan GLP di cép cho co s khdng vi myc dich thuong mai);

2. Ban sao Gidy chig nhan dang ky kinh doanh (hoic Tai liéu phép Iy
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vé viéc thanh 1ap va chiic nang nhiém vu cia co so khdng vi muc dich thuong
mai) (phu hop voi néi dung bo sung/ thay doi),
3. HO so tong thé cua co sd da cap nhat cac ndi dung thay doi.

Thu truwong don vi
(Ky, ghi 76 ho tén, déng ddu)





