UBND TINH AN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM

SO Y TE Déc lap - Tu do - Hanh phiic
S6:538 /SYT-NVD An Giang, ngay 30 thang 7 nam 2025
V/v trién khai thire hién

Théng tu s6 36/2025/TT-BYT ngay
28/7/2025 cia Bo trirdng Bo Y te

Kinh gin:

o - Cac co quan, don vi thudc va truc thudée S¢ Y té;

oAl - Céac co sd kinh doanh duoc trén dia ban tinh;

1A%\ Trung tam Kiém nghiém thubc, m§ phém, thuc phim tinh.
: bO]&Hﬂﬁl\/ (sau ddy goi chung la cdc co quan, don vi)

Ngay 28 thang 7 nim 2025, Bo truong Bd Y t& ban hanh Thong tr sb
36/2025/TT-BYT sira ddi, bé sung mdt sb didu vé phan cip cia Théng tr
04/2018/TT-BYT ngay 09 thing 02 nam 2018 cia BS truéng B6 Y té quy dinh
vé Thuc hanh t6t phong thi nghiém (dinh kém). Thong tu nay c6 hiéu luc thi hanh
ké tir ngay 11 thang 9 nam 2025.

LSOy té dé nghi cic co quan, don vi to chitc trién khai ndi dung Thong tur
s0 36/2025/TT-BYT néu trén dén khoa, phong, b phén c6 lién quan tai co quan,
don vi duoc biét, thuc hién theo quy dinh.

S& Y té thong bao dén cac co quan, don vi duoc biét, thuc hién./ T

Noi nhin: KT. GIAM bOC
b PHO GIAM POC
- GD va cac PGD SYT;

- UBND x4, phuong, dic khu;
- Trang TTDT SYT;

- Trang VPDT SYT;

- TP va cac PTP NVD;

- Lwu: VT, NVD, ttloc.

H6 Vin Diing






Maiu 04 - Gidy chirng nhén

QY TE CONG HOA XA HOI CHU NGHIA VIET NAM

e OF HEALTH SOCIALIST REPUBLIC OF VIETNAM

AN LY DUQC Péc 1ap — Ty do — Hanh phic
'STRATION OF VIETNAM Independence - Freedom - Happiness

Sé/No..  /GCN-QLD
GIAY CHUNG NHAN THUC HANH TOT PHONG THi NGHIEM (GLP)
CERTIFICATE OF GOOD LABORATORY PRACTICE COMPLIANCE

Phén 1/ Part I1:

Can ci quy dinh tai Thong tu s0 .../..../TT-BYT ngay ......].... cia B truéng
B6 Y té quy dinh vé Thuc hanh t6t phong thi nghiém (GLP),

Pursuant to the Circular n®.../..../TT-BYT dated .../.../.... by Minister of Health
on Good Laboratory Practice (GLP),

CUC QUAN LY DUQC chirng nhén:
The Drug Administration of Vietnam certifies the following:

CosGthir nghiM:  ceeveeeecsecsssssnnansnennssssassasssancnnannanssnnmrossnssssaansses
TRLADOFALONY: " | saesssmiegussntsessasiarsadesapmonasicdossiscasnnniontsoninacaerst
THSOichinh: " | 7 eiectieesssssnnasensesseussucnyaszasnpnceseannnasssian st naaen et
Legal Qddress: ~ eesssessesssssesssesseissnssannasneisanesnasessasnsent st et
DA Chi OO S0-- 1 | sstenssiosssssensaasssstssesssonnsanasssnesesaranstisssinenceniainis
i il biaga T o i GdsiadssevesneseRssatatsnybasutinnasuatensangysubnnisiadanesinoanons

Pi dugc danh gia theo quy dinh lién quan dén viéc cap Giay ching nhan da diéu
ki,én kmh doanh dugc phﬁ hgp véi cic quy dinh tai Lut Dugc nam 2016, Luét stra
ddi, bo sung mot so diéu ctia Luit Dugc nam 2924, Ng!n: dlnh sd 163/2025/ND-CP
ngay 29/06/2025 cua Chinh phi quy dinh chi tiet mot s6 diéu va bién phép thi hanh
Luét duge va Thong tir s6 .. J.../TT-BYT ngay .../.../....cua B0 truéng BO Y t€ quy
dinh v& Thyc hanh t6t phong thi nghiém (GLP).

Has been inspected in connection with the issuance of Pharmaceutical
business license and in accordance with the national regulations at Pharmaceutical
Law 2016, Article 1 of the Law amending, supplementing several articles of the
Pharmaceutical Law 2016, Decree No. 163/2025/ND-CP dated June 29, 2025 of the
Government detailing some Articles and measures to implement Pharmaceutical
Law and the Circular n° .../2025/TT-BYT dated .../.../2025 by Minister of Health on
LGoad Laboratory Practice (GLP).

Cin ctt két qua dénh gia co s& kiém nghiém dugc thuc hién ngay .../.../...,CO 8§
kiém nghiém néu trén dwoc chimg nhan dép {mg cac yeu ciu vé Thyc hanh tSt phong
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thi nghiém d6i v6i co s& kiém nghiém thuéc, nguyén liéu lam thubc theo quy dinh tai
Théng tws6 .../.../TT-BYT ngay .../.../.... cia Bb truong B Y té, phu hop véi cic yéu
cdu vé Thuc hanh tét phong thi nghiém theo khuyén cao ciia Té chirc Y té thé gidi
(WHO) / T6 chirc hop tac va phat trién kinh t& (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® ..../..../TT-BYT dated .../..../.... 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).

Giy chimg nhan nay thé hién tinh trang tuén thi GLP cua co sé kiém nghiém tai
thoi diém déanh gid néu trén va c6 higu luc khong qua 03 nim ké tir ngdy déanh gia gin
nhét. Tuy nhién, cin cir theo nguyén tic quéan 1y rii ro, théi gian hi¢u lyc cua Gidy chimg
nhén c6 thé duge rat ngén hoic kéo dai va s& duge ghi tai muc Nhitng ndi dung han ché
hodc 1am ro.

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.

Gidy ching nhan chi c6 higu lyc khi thé hién ddy du cac trang va bao gdm ca
Phan 1 va Phan 2.

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

Tinh xac thuc cua Giéy chung nhin nay co thé dugc x4c nhan thong qua ndi dung
déng tai trén trang thong tin dién tir cia Cuc Quan 1y Duoc. Néu khong c6, hiy lién hé
v6i Cuc Quan Iy Duogc dé dugc 1am r5.

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 | Céac phép thir Vét ly/ Héa hoc
List of Chemical/ Physical tests

1.1

1.2

2 | Cac phép thir Vi sinh
List of Microbial tests

2.1
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2:2
3 | Céc phép thir Sinh hoc
List of Biological tests
3.1
32

Noi dung han ché hoic 1am 13 lién quan dén pham vi ching nhan:

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

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

Ngay (day) ... thang (month) ... nam (year) ...
Cuc treémg Cuc Quin ly Dwgc
Director-General of Drug Administration of Vietnam
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Miu 05 — B#o céo thay doi’

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

TEN CO SO Déc lap - Tw do - Hanh phiic
B6: i P vy oo e L , ngay...... thang...... nam 20....
BAO CAO THAY POI VE
THUC HANH TOT PHONG THi NGHIEM
17 A I AR 1 DR SR 2

LT e RS S L e o PSS B e B pl e D
Bia chiiphdna thinphi€m: . .. .iccoiiiiiiiiiniiti e B s o
Dicnthogiagiemiails o b i s e s R S
Nomm Henhe: - ....o.0 o o e Chiacdanh: - .. e
DitnitheaiBcemail: .0 it T e e
Ngudiphy trachchuyénmbn: ... .. ..., B il e
S6.Chngchihantinghéduoe: 1 o0 . .ol it e B -
Nodledn = i :nAm cap ......... ,cOgiatridén ......... (n€u co)

Pa duoc cé'ip Giéy ching nhén du diéu kién kinh doanh loai hinh va pham vi
kinh doanh (hoic Pé dwoc cap Gidy chimg nhdn GLP véi pham vi):

------------------------------------------------------------------------------------------------

Co s¢ ching td1 xin bao céo cac ndi dung thay d6i nhu sau:

Noi dung thay dbi Danh muc tai liéu lién quan dén thay ddi

Sau khi nghién ctru Luat Duoc va cic quy dinh khéc vé hanh nghé dugec,
ching 61 xin cam doan thuc hién day du cac van ban phép luét, cic quy ché
chuyén mén dugc 6 lién quan. Pénghi ................ 3 xem xét, danh gia viéc dap

' Biéu miu niy duoc sira ddi tai Phu luc V Théng tr s .36./2025/TT-BYT ngay 28thing 7.. nim 2025 cia
Bé trurong Bo Y té
? - Cuc Quan 1y Dugc (déi véi trudng hop béo céo thay ddi thude diém a, b, c khoan 4 Didu 11 Théng tr
04/2018/TT-BYT)

- $& Y té dia ban noi dit dia diém phong thi nghiém (d6i véi trrdng hop béo cdo thay dbi thudc diém d, d, e
khoén 4 Diéu 11 Théng tir 04/2018/TT-BYT)
3 - Cyc Quén Iy Duge (d6i véi trudmg hop bédo céo thay dbi thuge diém a, b, ¢ khoan 4 Pidu 11 Théng tr
04/2018/TT-BYT)
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ung GLP d6i voi cac thay dbi néu trén cua co s& chung toi.
Chiing t6i xin giri kém ban d€ nghi ndy cac i liéu sau day:
: 1. Ban sao Gidy chﬁ,tng nhan du diéu kién kinh doanh dugc da cip (hoac
Gidy chimg nhan GLP da cap cho co so khong vi muc dich thuong mai);

5 Ban sao Gidy chimg nhan ding ky kinh doanh (hogc Tai liéu phap 1y vé
viéc thanh 14p va chuc ni’}ng nhiém vu E:ﬁa ca s& khong vi muc dich thuong mai)
(phit hop voi ndi dung b6 sung/ thay doi),

3. HOb so tong thé ciia co so da cdp nhat cac ndi dung thay doi.

Thi treéng don vi :
(K, ghi ro ho tén, dobng dau)

- S&'Y té dia ban noi dit dia diém phong thi nghiém (ddi véi trudmg hop bao cdo thay déi thuge diém d, d, e
khoan 4 Piéu 11 Thong tr 04/2018/TT-BYT)
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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Péc lap - Tw do - Hanh phiic

S6: 36 /2025/TT-BYT Ha Ngi, ngdy 28 thang 7 ndm 2025

THONG TU
Sira ddi, bd sung mot s diéu v& phén cap ciia Thong tw 04/2018/TT-BYT
ngay 09 thing 02 nim 2018 cia B) truéng B Y té quy dinh
vé Thye hanh tot phong thi nghi¢m

~ Can cir Ludt Duoc ngay 06 thang 4 ndm 2016; Ludt sia déi, bé sung mot
0 diéu cua Ludt Duoc ngay 21 thang 11 nam 2024;
Cén cir LudGt Té chirc Chinh phi ngay 18 thang 02 nam 2025;
Cin cir Ludt T chirc chinh quyén dia phuong ngay 16 thang 6 nam 2025;
Can ctr Nghi quyét s8 190/2025/QHI15 ngdy 19 thing 02 nam 2025 cua
Qudc héi quy dinh vé viéc xi Iy mot so van dé lién quan den sap xép to chirc bo
may nha nwoc;

Cdan cir Nghi dinh s6 150/2025/NP-CP ngdy 12 thang 6 nam 2025 cua
Chinh phu quy dinh to chirc cde co quan chuyén mén thupc Uy ban nhin dan
tinh, thanh pho tryc thujc trung wong va 1y ban nhan dan xa, phiong, ddc khu
thuéc tinh, thanh pho tryc thugc trung wvong;

Cin cir Nghi dinh 56 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phii quy dinh chirc nang, nhiém vy, quyén han va co cau to chirc cua Bo Y té;

Theo dé nghi ciia Cuc trucéng Cuc Quan ly Duoc;

 Bo truong BoY tg" ban hanh Thong tu sva déi, bé sung mot 6 diéu vé phan
cap cua Théng tw sO 04/2018/TT-BYT ngay 09 thang 02 nam 2018 cia B¢
trucmg Bo Y té quy dinh vé Thuc hanh tot phong thi nghiém.

Pidu 1. Sira ddi, b sung mdt sb didu ciia Théng tw s 04/2018/TT-BYT
ngay 09 thang 02 nim 2018 cia B trudng B Y té quy dinh vé thye hanh
t6t phong thi nghiém (sau ddy viét tit 12 Théng tw s0 04/2018/TT-BYT)

1. Stra d6i khoan 4 Piéu 11 nhu sau:

“4. Trudng hop co s¢ thir nghi€ém c6 thay ddi thuéc mot trong cac trudong
hop quy dinh tai céc diém d, d va e khoan 1 Piéu niy, co sé thir nghiém phai
ndp bao c4o thay ddi kém tai ligu k¥ thuat lién quan vé S& Y té tai dia ban noi
dit dia diém phong thi nghiém. S& Y té thuc hién danh gia béo cdo thay ddi cta
co s¢ thir nghiém.

a) Trong thdi han 07 ngay 1am viéc, ké tir ngdy nhén dugc bao cao thay dbi
ctia co so thir nghiém, S& Y t€ ban hanh vin ban thong bao vé viéc dong ¥ voi
néi dung thay dbi trong trudng hop viéc thay doi ciia co s thir nghiém dap ing
yéu cau.



2

Trong thoi han 03 ngay lam vigc, ké tir ngay ban hanh vin ban thong béo
vé viée dong ¥ v6i ndi dung thay d6i; S¢ Y té thuc hién viéc cong bd vin ban
thong bdo v€ viéc ddng ¥ v6i ndi dung thay di trén Trang thong tin dién tir cta
S& Y t&;

b) Trong thdi han 10 ngdy, ké tir ngdy nhén dugc bao cao thay dbi cua co
s& thir nghiém, S& Y t€ ban hanh vin ban thong béo v& ndi dung can khic phuc,
sira chifa trong truong hop viée thay ddi cua co sé thir nghiém chua dap ung yéu
cﬁu;

c) Trong thoi han 45 ngay, ké tir ngay S¢ Y té ¢6 viin ban thong bao vé ndi
dung can khic phuc, sira chira, co s& thir nghiém phai hoan thanh viéc khic
phuc, stra chira va c6 van ban thong bao kém theo béng ching chimg minh (hd
so tai liéu, hinh anh, video, gidy chimg nhan) d3 hoan thanh viéc khic phuc, sira
chira ton tai durge néu trong vin ban théng bio clia S&' Y té;

d) Trong th&i han 10 ngay, ké tir ngay nhén dugc béo cao khic phuc, sira
chira cia co s¢ thr nghi€ém kém theo bang ching chimg minh (ho so tai liéu,
hinh anh, video, gidy ching nhén), S& ¥ té danh gia két qua khic phuc, stra
chita clia co s& thir nghiém va két luan vé tinh trang dap ung GLP cua co s&
thir nghiém:

- Trudng hop viéc khic phuc da dép fmg yéu cdu: S& Y t& ban hanh vin
ban théng bao vé viéc ddng ¥ véi ndi dung thay ddi; thuc hién viéc cong bb
théng tin trén Trang thong tin dién tir cia S&' Y té.

- Tmong hop viéc khic phuc chwa dap img yéu cau: S6 Y té giri két qua
d4nh gia bio c4o khic phuc kém theo bio céo thay (101 cla co s¢ thir nghiém vé

Cuc Quan ly Dugc (ie thyc hién viéc danh gia dot xuét, xir Iy két qua danh gia
theo quy dinh tai Diéu 12 Théng tu nay.”

2. Sira d6i, bd sung khoén 2 Piéu 18 nhu sau:

“2.86'Y té ¢ trdch nhiém:

a) Phéi hop véi don vi lién quan tb chirc phd bién Théng tu nay va hudng
dan trién khai cho don vi trén dia ban;

b) Tham gta Doan kiém tra danh gla viéc dap ung GLP; giam sat va xir ly
vi pham theo thim quyén viéc tudn thu ddi véi co sé thir nghiém trén dia ban;

¢) Thyuc hién danh gia bio céo thay d6i ciia co s& thir nghiém theo quy dinh
tai khoan 4 Piéu 11 Théng tu nay;

d) Cong b trén Trang thong tin dién tir ciia don vi va giri dén B6 Y té (Cuc
Quan ly Duoc) van ban thong bao ve viéc dong ¥ v4i ndi dung thay doi.”

3. Stra 601 Miu 04 - Gidy ching nhan, MAu 05 - Béo céo thay déi ciia Phu
luc V Biéu miu vin ban dugc ban hanh kém theo Théng tu nay.

O



Piéu 2. Hiéu lyc thi hanh
Théng tu ndy c6 hi¢u luc ké tir ngay 11 thang 9 ndm 2025.
Didu 3. Ditu khoan chuyén tiép

Cac hd so bao cao thay dbi thude mot trong cac trurdong hgp quy dmh tai
dlem d, d va e khoan 1 Pidu 11 Thong tu s6 04/2018/TT-BYT da ndp véeBOY
té (Cuc Quan 1y Dugc) trude ngay Thong tur ndy c6 hiéu luc duge tiép tuc giai
quyét theo quy dinh tai thoi diém nop ho so.

Trong qua trinh thu:c hién neu c6 kho khan, vudng méc, C4c CO quan, tb
chirc, ca nhan phan anh vé B6 Y té (Cuc Quén 1y Dugc) dé xem xét giai quyet /s

Noi nhin: KT. BO TRUONG

- Vin phong Chinh phu (Phong Cong bao, Cong TTPT | TRUGNG
Chinh phu; Vu KGVX); : N

- B{ truong Bo Y té (aé béo cao); /

- Céc Thir trudng Bo Y t&;

- B Tu phap (Cuc kiém tra van ban QPPL); .
- Cac B0, co quan ngang bd, co quan thudc Chinh phii}
- UBND tinh, thanh pho trire thude TW;
- Céc don vi thudc va truc thuge B& Y té;

- B4 Khoa hoc va Cong nghé;

- B§ Qudc phong (Cuc Quén Y);

-Bo Cong an (Cuc Y te),

- Bo Xay dyng (Cuc Y t& GTVT);

- Cac Vy, Cuc;

- S& Y té cac tinh, thanh phé tryc thuge T™W;
- Cong thong tin dién tt B Y té;

- Luu: VT, PC, QLD.

B0 Xuin Tuyén









Sf) Y TE AN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
TRUNG TAM Y TE GIANG THANH Poc ldp — Tu do - Hanh phuc

PHIEU GIAI QUYET VAN BAN DEN
...... 2: ﬁX) @“ ’—/\U/D .ngﬁy,...3.....thang..ﬁ...nam 2025 ... ...

1. Y kién ciia linh dao co quan, t t6 chirc
-Glaodonw canhanchutrl ,//C x‘ﬁ&/@é" ”f‘&‘/

2. Y kién caa linh dao Khoa, Phong
_ Giao cho ¢4 nhan; thi han giai quyét doi vdi ca nhén (néu co);

-Ngdy,... thang,...... e VUMM [ b MAICRE S e

3. Y kién d2 xuét ciia ngudi giai quyét.
_ Y kién dé xuét giai quyét vin ban dén ciia ca nhan;

- Ngay,...... thang,........ nam....... J& XA G KON, .. .. ivvinisinipn sor sy hen beions



