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S6: 2372 /QP-BYT Ha Ngi, ngay 21 thang 7 ndam 2025

QUYET PINH
Vé viéc cong bd thi tuc hanh chinh méi ban hanh/bi bii bé linh vire dwoge
phiam thudc pham vi chirc niing quén 1y ciia B Y té quy dinh tai Thong tu s6
28/2025/TT-BYT ngay 01 thang 7 nim 2025 ciia By Y té

BOQ TRUONG BQ Y TE

Can cir Nghi dinh sé 42/2025/NP- CP ngay 27 thang 02 nam 2025 cua
Chinh phu quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chitc ciia BY Y té;

Can cwr Nghi dinh so 63/2010/ND-CP ngay 08 thang 6 nam 2010 cua
Chinh phii vé kiém sodt thii tuc hanh chinh; Nghi dinh sé 48/2013/NP-CP ngay 14
théng 5 ndm 2013 ciia Chinh phii vé sira d6i, b6 sung mot sé diéu ciia cdc Nghi dinh
lién quan dén kiém sodt thii tuc hanh chinh va Nghi dinh sé 92/2017/ND-CP ngay
07 thang 8 nam 2017 ciia Chinh phii sira d6i, b6 sung mét s6 diéu ciia cdc nghi dinh
lién quan dén kiém sodt thii tuc hanh chinh;

Can cir Théng tw s6 28/2025/TT-BYT ciia Bé truéng Bo Y té quy dinh vé
Thuc hanh 16t san xudt thuéc, nguyén liéu lam thuéc;

Can cir Théng tw s6 02/2017/TT-VPCP ngay 31 thang 10 nam 2017 ciia Vin
phong Chinh phii hwéng ddn vé nghiép vu kiém sodt thii tuc hanh chinh;

Theo dé nghi ciia Cuc truéng Cuc Qudn 1y Duwoc, BY Y té.

QUYET PINH:

Piéu 1. Cong bd kém theo Quyét dinh ndy 01 (mdt) thii tuc hanh chinh ban hanh
m&i va 07 thi tuc hanh chinh bi bai bo quy dinh tai Thong tu s6 28/2025/TT-BYT ngay
01 thang 7 nam 2025 cua B trudng Bo Y té vé quy dinh vé Thuc hanh t6t san xuat
thudc, nguyén liéu 1am thudc (Chi tiét tai Danh muc kém theo Quyét dinh nay).

Piéu 2. Quyét dinh nay co hiéu lyc thi hanh ké tir ngay 01 thang 7 nam 2025.

Piéu 3. Cac Ong, Ba: Chanh Van phong B§; Thu truéng cac Vuy, Cuc; Giam
ddc S& Y té céac tinh, thanh phé truc thudc Trung wong va Thu trudng cac don vi, ca
nhan c6 lién quan chiu trach nhiém thi hanh Quyét dinh nay./.

KT. BQO TRUONG
Noi nhdn ==THU TRUONG
- Nhu Diéu 3;

- B6 trudng (dé b/cao);

- Cac Thu trudng;

- Cuc Kiém so4t thu tuc hanh chinh - VPCP;
- Van phong B (Phong KSTTHC);

- Cac Cuc: QLD, QLYDCT (dé thuc hién);
- Vién kiém nghiém thudc TW, Vién KN thude Tp. HCM; ¥
Vién kiém dinh QG vic xin va sinh phdm y té (dé thuc hién);
- Céng Thong tin dién tr- BO Y té;

- UBND, S¢' Y té céc tinh, TP truc thudc TW;

- Website cua Cuc QLD;

- Luu: VT, QLD (3b).

)6 Xuin Tuyén
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Phu luc

THU TUC HANH CHINH BAN HANH/BI BAI BO TRONG LINH VUC DUQC
PHAM THUQC PHAM VI CHUC NANG QUAN LY CUA BQ Y TE

(Kém theo Quyét dinh sé 2372 /JOP-BYT ngay?1thdng 7 nam 2025
ciia Bé trueong Bo Y té)

PHAN I. DANH MUC THU TUC HANH CHIiNH

1. Danh muc thu tuc hanh chinh méi ban hanh thu¢c pham vi chirc nang quan

Iy ciia BY Y té
STT Tén thu tuc hanh chinh Linh Co quan
vuce thuc hién
1 | Tham dinh di€u kién vé co so vat chat Dup’(: Bo Y té (Cuc Quan 1y Dugc)
k¥ thuat, nhan sy va danh gia dap img | pham

thuc hanh tot cho co s& hoat dong
duogc khong vi muc dich thuwong mai;
danh gia duy tri; danh gia kiém soat
thay d6i d6i voi co sd san xuat thude,
nguyén lidu lam thudc

2. Danh muc thu tuc hanh chinh bi bai bé thugc pham vi chirc ndng quéan ly ciaa

Bo Y té
Tén VBQPPL
S6 ho so o . , quy dinh viéc | Linh | Co quan
STT | rrrC Ten thu tyc hanh chinh 1, S thit tue| vwe | thue hién
hanh chinh
, o oas \ o Cuc Quan ly
Danh gia dap img Thuc hanh | Thong tu
O £ 4 A 1en Du(yc, Cl_J.C
tot san xuat thude, nguyén liéu | 28/2025/TT- | Dugc N
1 1008226 N % Lo . v g . N 2 Quan ly Y,
lam thuoc doi véi co sé kinh | BYT ngay pham Duoc ob
doanh duoc. 01/7/2025 N
truyen
Danh gia dap img Thuc hanh | Thong tu Cuc Quan ly
t6t san xuat thudc, nguyén lidu | 28/2025/TT- Duoc, Cuc
> 11.008227 lam thudc cta co s& khong BYT ngay | Dugc Quanly,
' thudc dién cap giay ching 01/7/2025 pham Duogc co
nhan du diéu kién kinh doanh truyén
duoc.
. e NP Thong tu Cuc Quan 1y
Dl g oy Tt o, e,
3 |1.008228| 1m0 LA 00 NBWYE By T noay ¢ Quan Iy Y,
ligu lam thudc d61 voi co so pham 2
. 01/7/2025 Duoc co
kinh doanh duoc. N
truyen
1.008437|Panh gia duy tri dap ung Thuc| Thong tu Duogc (Cuc Quan 1y
4 hanh tét san xuét thudc, nguyén| 28/2025/TT-| pham [Dugc, Cuc
liéu lam thudc cua co so khong Quanly YV,
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thudc dién cap gidy ching nhan| BYT ngay Dugc c6

du diéu kién kinh doanh dugc. | 01/7/2025 truyén

Panh gia dap Gng thuc hanh tét Thong tu Duoc [Cuc Quan ly

san xuit thudc, nguyén li¢u lam| 28/2025/TT- phém Duoc, Cuc
1.008438 thudc khi c6 thay doi ttluéc BYT ngay Quan 1}'77Y,
' truong hop quy dinh tai diém a 01/7/2025 Duoc co
Khoan 2 Diéu 11 Théng tu truyén
35/2018/TT-BYT
Panh gia dap Gng thuc hanh tét Thong tu Duoc [Cuc Quan ly
san xuat thudc, nguyén li¢u lam| 28/2025/TT- phém Duoc, Cuc
thudc khi c6 thay doi thudc| BYT ngay Quanly Y,
truong hop quy dinh tai cac| 01/7/2025 Duoc cd
diém b, ¢ hoic d khoan 2 Piéu truyén
1.011456|11 hodc truong hop co s¢ san

xudt san xuat thubc, nguyén

liéu lam thudc vé tring c6 thay|

ddi thudc diém 4, e va g khoan|

2 Piéu 11 Thong tu

35/2018/TT-BYT

A 2 oas A : | Thong tu Dugc [Cuc Quan ly

Cong b0 ddp tmg tiew chudn o0y 5pp | pan IDuge, Cuc

EU-GMP hoac tiéu chuan| . .,
1.011457 twong dwong EU-GMP d &i véi BYT ngay Quan IX Y,

01/7/2025 Duoc co

co s san xuat thuoc

truyén




3

PHAN 2: NOI DUNG CU THE CUA THU TUC HANH CHINH

1. Thu tuc

Tham dinh diéu kién vé co s& vat chat ky thuat, nhan sy va danh gia dap tng
thuc hanh t6t cho co s& hoat dong dugc khong vi muc dich thuong mai; danh
gia duy tri; danh gid kiém soat thay d61 do1 vdi co sé san xuat thuoc, nguyén licu

lam thudc

Trinh tu thuc hién

Truong hop 1: Panh gia 1an dau

Buoc 1: Tiép nhan ho so: Co s& san xuét nop 01 bo ho so theo quy dinh kém
phi tham dinh dén Co quan tiép nhén cta B Y té. Khi nhan du hd so hop I¢, Co
quan tiép nhén tra cho co s& Phiéu tiép nhan hd so theo Mau s6 01 (Phuy luc I
Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025)

Buwdc 2: Thanh 1ap Doan danh gia: Trong thoi han 05 ngay lam viéc ké tu ngay|
nhan ho so hop 1¢, Co quan tlep nhan thanh lap Doan danh gia va guri quyét dinh
cho co s0, trong do co du kién thoi gian danh gia thuc té.

Bwéc 3: Danh gia thuc té tai co so: Trong thoi han 07 ngay lam viéc (hodc 03
ngay dbi v4i co s uu tién), Poan danh gia tién hanh danh gia thuc té tai co s
san xuat theo quy trinh 6 budc.

Budére 4: X 1y két qua danh gia: Tuy thudc vao két luan mirc d6 tuan thu (Mirc
d6 1, 2, 3, hodc 4), Co quan tiép nhan sé& trinh cdp Gidy chiing nhan theo Maul
s6 13 Phu luc 01 Nghi dinh va Giéy chirng nhan GMP theo Mau s6 5 Phu luc X
Thong tu, yéu cau khic phuc, tai danh gia, hodc thong bao khong dap tng va)
néu ro 1y do.

Buéc 5: Cong bd thong tin: Trong 05 ngay lam viée ké tir ngy cap Gidy chimng
nhan, Co quan tiép nhan cong b thong tin trén Cong thong tin dién tir cia Bo
Y te.

Truong hgp 2: Danh gia duy tri

Thoi gian dinh ky: 03 nidm, ké tir ngay ky bién ban danh gia lan lién trude.

Lap ké hoach: Thang 11 hang nim, Co quan tiép nhan ban hanh va cong bd ké
hoach danh gia cho nam ké tiép.

INGOp bao cdo: T01 thiéu 30 ngay trudc thoi diém danh gid, co s san xudt phai
otri "Béo cdo vé hoat dong san xudt thude, nguyén lidu lam thude va viée duy tri
dap Gmg tiéu chuan GMP".

Trinh ty danh gia: Thyc hién theo quy trinh twong ty danh gia 1an dau.

Xtr Iy két qua danh gia: Tuy thudc vao két luan mirc do tuan tha (Mirc d9 1, 2,
3, hodc 4), Co quan tiép nhdn s& cap nhat thong tin duy tri, yéu cau khic phuc
hoic 4p dung cac bién phap xir Iy (tam nging hoat dong, thu hdi Gidy chimng
nhan).

Cong bd thong tin: Trong 05 ngay 1am viée ké tir ngdy ¢ két luan cubi cing, Co|
quan tiép nhan cap nhat tinh trang trén Trang thong tin dién tir.

Truwong hop 3: Kiém soat thay doi

Trinh ty thuc hién phy thudc vao loai thay doi:

- D61 voi co sd san xuét véc xin: Trude khi tién hanh mot s6 thay doi theo diém
d, d, e, g khoan 2 Diéu 11 Thong tu s6 28/2025/TT-BYT ngay 01/7/2025 hoic
san xuat san xuat thir Vac xin hodc san pham thudc khéc trén day chuyén san
xudt vic xin di dugc cip ching nhan, phai ¢6 vin ban thong bao kém theo danh
gia nguy co gui Cuc Quan 1y Dugc.

- Thay d6i thudc diém b khoan 1 Diéu 36 cua Luat Duoc: Co sd phai giri hd sof
dé nghi cdp Gidy ching nhan du diéu kién kinh doanh duoc. Trinh ty danh gia
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thuc hién theo quy dinh tai cac Diéu 6, 7 va 8 (twong ty Danh gia lan dau Thong
tur s6 28/2025/TT-BYT ngay 01/7/2025).

- Thay d01 vi tri, b6 sung nha may, mé rong nha xudng hoic thay doi lén & cof
sO san xudt thude vo tring theo quy dinh tai diém b, ¢, d, d, e, g khoan 2 Piéu
11 Théng tu: Co sd phai ndp bao cao thay doi kém tai liéu k¥ thuat twong tng.
Co quan tiép nhan thyc hi¢n danh gié thuc té tai co' s¢. Trinh tu danh gia va xu
Iy két qua thuc hién theo quy dinh tai cac Piéu 6, 7, 8 hoac 10 Thong tu sb
28/2025/TT-BYT ngay 01/7/2025 tuy truong hop cu thé.

- Thay d6i vé cAu truc, thiét bi, hé thong phu tro (thudc khoan d, e, g khoan 2
Diéu 11) (khéng ap dung cho thude vé trung): Co s¢ phai ndp bao cio thay doi.
Co quan tiép nhan c6 thé thuc hién danh gia dot xuat néu béo cdo khéng dam
bao.

- Chuyén d6i pham vi san xuét (thudc ké don va khong ké don): Co sé thuc hién|
thii tuc diéu chinh Gidy chiimg nhan du diéu kién kinh doanh duogc theo quy dinh
tai khoan 1 Diéu 20 Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025.

- Co s¢ dugce danh gia dap ung EU-GMP hodc twong duong EU-GMP boi céac
nudc SRA hodc co quan QLD duoc B Y té cong nhan trén co sé phan loai cia
WHO vé dé nghi cong bd: Co sé ndp ho so; Co quan tiép nhan ra soat ho so, dbi
chiéu va cong bo néu hop 18.

Cach thire thuc hién

Truwong hop 1: Panh gia lan dau: Nop hd so truc tiép hodc qua dich vu buy
chinh hoac truc tuyén.

Truwong hop 2: Panh gia duy tri: Gui bao cdo vé Co quan tiép nhan.

Truwong hop 3: Kiém soat thay doi: Nop hd so dé nghi cip, diéu chinh Giay|
chirng nhan du diéu kién kinh doanh duoc hodc Béo cdo thay d6i kém hd so lién
quan vé Co quan tiép nhan hodc van ban dé nghi cong b tiry thudc vao loai thay
doi.

Thanh phan, s6 lwgng hd so

Truong heop 1:

Ho so dé nghi cip Gidy chimg nhan di diéu kién kinh doanh dugc, bao gom:
a) Van ban dé nghi danh gia dap ing GMP theo Mau sb 1, Phu lyc X Théng tu
50 28/2025/TT-BYT ngay 01/7/2025;

b) Tai liéu k¥ thuat vé co so san xuat theo quy dinh.

Trwong hgp 2: Danh gid duy tri

Bio c4o vé hoat dong san xuat thude, nguyén liéu lam thudc va viée duy tri dap
ng tiéu chuan GMP (MAu s6 2 Phuy luc X Thong tu s6 28/2025/TT-BYT ngay|
01/7/2025).

Tai liu k¥ thuat cap nhat vé diéu kién co s& vt chat, k¥ thudt va nhan sy cua
o s& san xuat (néu c6 thay doi).

Truong hop 3: Kiém soat thay d6i

- Déi voi €O SO san xuét véc xin (thay doi theo diém d, d, e, g khoan 2 Diéu 11
Thong tu s6 28/2025/TT-BYT ngay 01/7/2025 hodc san xudt, san xudt thir vic
xin hodc san pham thudc khac trén diy chuyén san xuat Véc xin da duoc cap
chirng nhéan): van ban thong bado kém theo danh gia nguy co;

- Co s6 ¢ thay d6i thudc diém b khoan 1 Diéu 36 ciia Luat Dugc: Gidy chung
nhan di diéu kién kinh doanh dugc;

- Co s¢ thay d01 vi tri, b sung nha may, md rong nha xuéng hoic thay doéi 1on
& co sO san xudt thuoc v tring theo quy dinh tai diém b, ¢, d, d, e, g khoan 2
Diéu 11 Thong tu s6 28/2025/TT-BYT ngay 01/7/2025: Bao c4o thay doi kém|
tai li¢u k¥ thuat twong ing;
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- Co s thay d6i vé cau truc, thiét bi, hé théng phu tro (thudc khoan d, e, g khoan|
2 Diéu 1 1) (khong ap dung cho thudc vo triung): Bao céo thay doi;

- Co s& doi pham vi san xuét (thuoc ké don va khong ké don): Ho so thu tuc diéu
chinh Glay chirng nhéan du diéu kién kinh doanh dugc theo quy dinh tai khoan 1
Diéu 20 Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025.

- Co s& dugc danh gid dap ung EU-GMP hoac tuong duong EU-GMP boi cac
nudc SRA hodc co quan QLD dugec B Y té cong nhan trén co s¢ phan loai cua
WHO vé dé nghi cong bd: van ban dé nghi cong bb kém theo Gidy chirng nhan
GMP hoic vin ban két luan co s¢ dap tmg EU-GMP hoic twong duong EU-
GMP va béo cdo kiém tra GMP theo quy dinh.

Thaoi han gidi q

uyét

Truwong hop 1: Panh gia 1an dau

Thanh 13p Poan danh gia: 05 ngay lam viéc.

Panh gia thuc té: 07 ngay 1am viéc (03 ngay ddi v6i co sé wu tién).

Hoan thién bdo cédo danh gia GMP: 05 ngay lam viéc.

Xt 1y két qua: Theo quy dinh tily vao mirc dép ng cia co so.

Trwong hgp 2: Danh giad duy tri

Nop bao cdo: Tdi thiéu 30 ngdy trude dot danh gia.

Xir Iy két qua Mire d6 1 (dap tmg): 10 ngay ké tir ngdy hoan thién bao cao danh gia.
Thoi han co sé khéc phuc (Muc do 2, 3): 45 ngay ké tir khi nhan duoc vin ban|
clia co quan tiép nhan (co thé gia han thém 45 ngay).

Panh gia bao cao khiac phuc/Tai danh gia: 20 ngay.

Truong hop 3: Kiém soat thay do6i

Thoi han giai quyét phu thudc vao trinh ty dugc ap dung (theo Panh gia 1an dau
hodc PBanh gia duy tri).

Dbi v6i thong bao clia co sd san xuat vac xin: Trong thoi han 15 ngay, Cuc Quan|
Iy Duoc c6 ¥ kién tra 101 bang van ban.

Dbi v6i cong bd cua co sd duge danh gia dap tmg EU-GMP hoic tuong duong
EU-GMP bdi cac nude SRA hoidc co quan QLD duge BO Y té cong nhan trén
co s& phan loai cia WHO vé dé nghi cong bd: Trong thoi han 15 ngay, Cuc
Quan 1y Dugc cong bd thong tin.

Doi tuong thuc

hién thi tuc hanh chinh

Truwong hop 1: Co so san xuat khong thudc dién cip Gidy ching nhan du diéu
kién kinh doanh dugc (co s& c6 hoat dong dugc nhung khong vi muyc dich thuong
mai)

Trwong hop 2: Co so san xuat thudc, nguyén lidu lam thudc.

Truwong hop 3: Co sd san xuat thudc,  nguyén liéu lam thudc khi c¢6 cac thay doi
theo quy dinh tai Pidu 11 Thong tu s6 28/2025/TT-BYT ngay 01/7/2025

Co quan thuc hién thi tuc hanh chinh

Co quan tiép nhin ho so' va chi tri danh gia:

Cuc Quan ly Y, Dugc co truyén: d6i voi co sé chi san xuat duoc lidu, thude cd
truyén, vi thudc c6 truyen

Cuc Quan Iy Dugc: d6i voi cac co s¢ san xuét con lai.

Co quan ra quyét dinh hanh chinh: B9 Y té.

Két qua thwe hién thii tuc hanh chinh

Truong hop 1: Panh gia 1an dau

Néu dap tng: Gidy chimg nhan du diéu kién kinh doanh duoc va Gidy chimg
nhan GMP (néu dé nghi).

Néu khong dap Gmg: Vin ban thong bao vé viéc khong dap tmg GMP va khong
cip Gidy chimg nhén va néu 13 1y do.
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Truwong hop 2: Danh gia duy tri

Néu dap ung: Cap nhat thong tin vé viéc duy tri dap tng GMP trén cong thong
tin va cp Gidy ching nhan GMP (néu dé nghyj).

Néu khong dap tmg: Vin ban thong bao khong dap tmg GMP néu rd 1y do va
tuy theo muc d9, 4p dung cac bién phap: tam ngung hoat dong, xtr phat vi pham|
hanh chinh, thu hoi Giéy chirng nhan.

Truwong hop 3: Kiém soat thay doi

Gidy chtng nhan du diéu kién kinh doanh duoc hodc vin ban ciia Cuc Quan 1y
Duoc hodc cong b trén Cong thong tin dién tir theo quy dinh.

¢ phi (néu c0)

30.000.000 VND

Tén miu don, mau to khai (Pinh kém thi tuc nay)

Mau s6 01 Phu luc 01 Nghi dinh: Phiéu tiép nhan ho so

Mau s6 13 Phu luc 01 Nghi dinh: Gidy ching nhan du diéu kién kinh doanh|
duoc

Mau s6 2 Phu lyc X Thong tu: Bao céo hoat dong san xuat va duy tri nguyén tic
thuc hanh tdt san xuét thudc, nguyén liéu lam thudc

Mau s6 5 Phu luc X Thong tu: Giéy chirng nhan dat tiéu chuén thuc hanh tot san|
xuat thudc, nguyén liéu 1am thudc (GMP)

Mau s6 06 Phu luc X Thong tu: B4o cdo thay ddi vé thuc hanh tdt san xuit thudc,
nguyén liéu 1am thudc

Yéu céu, diéu kién thuc hién thi tuc hanh chinh (néu cé)

1. Co sé san xuat thude, nguyén liéu lam thude (trir thude, nguyén lidu lam thude
sinh hoc 13 din xuét tir mau va huyét tuong ngudi) trién khai ap dung GMP quy
dinh tai Phu luc I hodc Phu luc III hoac Phu luc IV ban hanh kém theo Thong tu]
va tai liéu cap nhat theo quy dinh tai khoan 4 Diéu 3 cua Thong tu.

2. Co sO san xuét thuoc nguyén liéu 1am thude sinh hoc 13 dan xuit cia mau va
huyet tuong nguoi trién khai 4 ap dung GMP quy dinh tai Phu luc II ban hanh kém|
theo Thong tu va tai liéu cap nhat theo quy dinh tai khoan 4 Diéu 3 cla Thong
tu.

3. Co s& san xudt thude duoc liéu, nguyén li¢u tr dugc licu trién khai ap dung
nguyén tic, tiéu chuan GMP quy dinh tai Phu luc V ban hanh kém theo Thong
tu.

4. Co s& san xuét thude cd truyen chi san Xudt thuoc ¢b truyén c6 dang bao ché
cao, don, hoan, bot, rugu thude, con thude trién khai 4p dung nguyén tac, tiéu
chuan GMP quy dinh tai Phan I - Phu luc VI ban hanh kém theo Thong tu.

5. Co so san xudt thude co truyén dudi dang bao ché hién dai (thude vién nang,
vién nén, thudc cdm, thudc nudce va cac dang bao ché hién dai khéc) khong thude
truong hop quy dinh tai khoan 4 Piéu 4 Thong tu trién khai ap dung GMP quy
dinh tai Phan II - Phy lyc VI ban hanh kém theo Thong tu.

6. Co s& san xudt vi thudc cd truyén trién khai 4p dung GMP quy dinh tai Phu
luc VII ban hanh kém theo Thong tu.

7. Co so san xuat thude, nguyén liéu lam thudc dugc trién khai ap dung nguyén
tic, tiéu chuan GMP khac, twong duong v6i nguyén tic tiéu chudn EU-GMP, do
Co quan quan ly dugc cac nudc SRA ban hanh va tai li¢u cap nhat quy dinh tai
khoan 4 Piéu 3 ciia Thong tu.

8. Co s& san xuat thude duoc liéu, thude cd truyén, vi thudc cb truyén duoc trién
khai &p dung nguyén tic, tiéu chuan GMP quy dinh tai Phu luc I hoac Phu luc
1T hoac Phu luc IV ban hanh kém theo Thong tu va tai li¢u cdp nhat theo quy
dinh tai khoan 4 Diéu 3 ctia Thong tu.
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9. Co sé san xuat thudc ¢ truyén, vi thude cd truyén duoc phép trién khai ap
dung nguyén tic, tiéu chudn GMP quy dinh tai Phan II Phu luc VI hodc Phu luc
[ hodac Phu luc III hoac Phu luc IV hodc phu luc V ban hanh kém theo Thong tu
va tai liéu cap nhat theo quy dinh tai khoan 4 Piéu 3 cua Thong tu.

10. Viéc ap dung tiéu chuan nguyén tdic GMP dbi voi cac thude co nguy co cao
thuc hién theo quy dinh cu thé nhu sau:

a) Thudc va nguyén lidu lam thudc chira khang sinh nhom betalactam
(Penicillins, Cephalosporins, Penems va tuong tu), thudc doc té bao, thude chiral
hormone sinh duc thugc nhém cé tac dung tranh thai, véc xin, sinh phém chural
vi sinh vat séng va cac thudc cu thé c6 yéu cau san xuat riéng biét theo quy dinh
tai nguyén tac, tiéu chuan GMP (WHO-GMP, PIC/S-GMP, EU-GMP va tuong
duong EU-GMP), ngoai yéu cau dugc san xudt tai co s san xudt trién khai ap
dung nguyén tic, tiéu chuan GMP tuong tng quy dinh tai Piéu 4 Thong tu, phai
bao dam duoc san xuit tai diy chuyén riéng biét (nha xuong, thiét bi san xut
riéng biét) va c6 bién phap phong tranh phat tan, gay nhiém moi trudng va san
pham thudc khac san xuét tai ciing khu vuc;

b) Déi vai thude chéng ung thu, thuée hormone sinh duc va thube c6 hoat tinh
manh khong thudc nhom cac thudc quy dinh tai diém a , viéc xac dinh tinh can|
thiét va mirc d6 riéng biét vé nha xuong (facilities) Va/hoac thiét bi san xuét dugc
x4c dinh trén co s¢ danh gid nguy co va huéng dan ctiia Co quan quan ly Dugc
Chau Au (EMA) hoic ciia WHO;

c) Cac thuoc nguyén liéu 1am thudc quy dinh tai diém a, b duoc san xuét tai co
SO’ san Xuat tai nudc ngoai quy dinh tai diém b khoan 1 Diéu 94 cia Nghi dinh
s6 163/2025/ND-CP, dong thoi duge co quan quan 1y cac nude ndy cap phép
lru hanh hodc Gidy chirng nhan san pham duge (CPP) thi dugce cong nhan thuge
pham vi ching nhan GMP ma khong yéu cau phai san xuat trén day chuyén
riéng bi¢t va duoc cong b6 thude pham vi hoat dong san xuat d3 dugc danh gid
clia co s& san xudt theo quy dinh Piéu 17 ctia Thong tu.

11. Co s& san xuét thude hoa duoce bao gém ca thude hoa duoc ké don va thude
hoa duge khong ké don co day chuyén san xuat thudc co dang bao ché thude
vién nang mém, thudc udng dang 1ong, thudc ding ngoai (thudc kem, thude gel,
thudc md va thude dung ngoai dang 16ng) duoc san xuét thudc héa duoc ké don,
thudc hoa duge khong ké don va thude duoc lidu tir dich chiét dugc liu, cao,
com, bot duoc liéu, tinh dau di duge tiéu chuan hoa trén day chuyén san xuat co
dang bao ché twong tng. Co s& phai trién khai 4p dung nguyén tic, tiéu chuin
GMP quy dinh tai Phu luc I hodc Phu luc III hoac Phu luc IV ban hanh kém theo
Thong tu va tai li¢u cap nhat theo quy dinh tai khoan 4 Diéu 3 cua Thong tu.
12. Co s& chi san xudt thude hoa duge khong ké don duoc san xuét thube duoc
liéu, thude co truyén, thuc phém bao vé strc khoe co6 dang bao ché tuong trng véi
dang bao ché dugc ching nhan. Co so phai trién khai ap dung nguyén tic, tiéyl
chuan GMP quy dinh tai Phu luc I hoac Phu luc III hoac Phu luc IV ban hanh
kém theo Thong tu va tai liu cdp nhat theo quy dinh tai khoan 4 Diéu 3 cual
Thong tu.

13. Co s& san xuit thude duge lidu duoce san xuat thude duogce liéu c6 bd sung
thém thanh phﬁn tinh khiét chiét xuét tir tinh dau, tinh dau, vitamin va khoang
chat va phai trién khai ap dung nguyén tic, tiéu chudn GMP quy dinh tai Phy luc
V ban hanh kém theo Thong tu.

14. Co sé san xuat thude cb truyén duoc san xuat thube co truyén co bo sung
thém thanh phan tinh khiét chiét xuét tir tinh dau, tinh dau, vitamin va khoang
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chat va phai trién khai 4p dung nguyén tac, tiéu chuan GMP quy dinh tai Phy luc
VI ban hanh kém theo Thong tu.

15. Co s6 san xuét thudc duoc liéu, thude ¢b truyén duge san xuét thuc pham)
bao vé stc khoe co dang bao ché tuong tmg voi dang bao ché da duoc ching
nhan va phai trién khai 4p dung nguyén tic, tiéu chuan GMP tuong tng quy dinh|
tai cac khoan 1, khoan 8, khoan 9 Diéu 4 Thong tu.

16. Co s¢ san xuét duoc li€u, ban thanh phém dugc liéu dudi dang cao, com,
bot, dich chiét, tinh dau, nhua, gdm, thach duoc san xuat nguyén liéu, ban thanh|
pham thyc pham bao vé sitc khoe co dang bao ché tuong Gmg véi dang bao ché
d3 duoc ching nhan va phai trién khai ap dung nguyén tic, tiéu chudn GMP
turong ung quy dinh tai cac khoan 8, khoan 9 Dleu 4 Thong tu.

17. Co s& san xuat c6 ddy chuyén riéng chi san Xuat thudc, nguyén liéu 1am thude
sinh hoc chira vi sinh vat (probiotics) dugc san xuat nguyén liéu, thuc pham bao
vé sttc khoe co chira ciing loai vi sinh vat (probiotic) va c6 dang bao ché tuong
g c6 v6i dang bao ché da duoc chirg nhan va phai trién khai 4p dung nguyén|
tic, tiéu chuan GMP tuong ting quy dinh tai khoan 1 Piéu 4 Thong tu.

18. Co s& san xuét thuc hién mot hogc mot s6 cong doan clia qué trinh san xuét
thudc, nguyén li¢u lam thudc trién khai 4p dung va dap tmg GMP theo cac noi
dung yéu cau tuong tng phu hop véi cong doan san xuat thudc, nguyén lidu 1am
thudc quy dinh tai cac khoan 1, 2, 3, 4,5, 6,7, 8,9 va 10 Piéu 4 Thong tu.

19. Co s& san xuat thudc, nguyén liéu lam thudc trién khai ap dung tai licu GMP
cap nhat quy dinh tai khoan 4 Diéu 3 cua Thong tu trong thoi han:

a) 12 thang d6i véi trudng hop co yéu cau thay doi vé nha xuong, thiét bi san|
xuat, tinh tir thoi diém tai liéu cap nhat duoc cong b trén Céng thong tin dién
tr cia BO Y té va Trang thong tin dién tr cia Cuc Quan 1y Dugc;

b) 06 thang ddi voi cac cap nhat khong thudc diém a , tinh tir thoi diém tai lidu
cap nhat dugc cong bd trén Cong thong tin dién tir ciia BO Y té va Trang thong
tin dién tir cia Cuc Quan 1y Duogc.

20. Co s& san xuat nguyén liéu 1am thudc 13 t4 dugc trién khai 4p dung nguyén
tic, tiéu chuan GMP va tuan thu quy dinh tai Phan IV Phu lyc I ban hanh kém)
theo Thong tu hodc nguyén tic, tiéu chuan GMP khac quy dinh tai khoan 3 Piéu
3 ctia Thong tur va tai lidu cap nhat theo quy dinh tai khoan 4 Piéu 3 ctia Thong
tu.

Can cur phap ly

cua thi tuc hanh chinh

1. Luat duogc s6 105/2016/QH13 ngay 06 thang 4 nam 2016.

2. Luat dugc sb 44/2024/QH15 ngay 21/11/2024.

3. Nghi dinh s6 163/2025/ND-CP ngay 29 thang 6 nim 2025 ctia Chinh
pha quy dinh chi tiét mot s diéu va bién phap dé to chire, huéng dan thi
hanh Luat Duoc.

4. Thong tu 41/2023/TT-BTC ngay 12/06/2023 cua B Tai chinh quy dinh|
murc thu, ché d6 thu, nop, quan 1y va sir dung phi trong linh vuc dugce, my
pham.

3. Thong tu s6 28/2025/TT-BYT ngay 01/7/2025 cua Bo Y té quy dinh vé
Thuc hanh tdt san xuét thudc, nguyén liéu lam thude




Miu s6 01
TEN CO QUANTIEP  CONG HOA XA HQI CHU NGHIA VIET NAM
NHAN HO SO Doc 1ap - Tu do - Hanh phiic
S6..0...... (Pia danh), ngay ... thang ... nam ...
~ PHIEU TIEP NHAN
HO SO............ D, e

L D ON VI ND: e e

2. Pia chi don vi ndp hd so (truong hop ndp hd so qua duong buu dién):

3. Hinh thtrc ndp: Tryc tiép Buu dién Tryc tuyén

Nop lan dau Nop b sung lan ..4)...

4. S0, ngay thang nam van ban ctia don vi (n€u cO): ...c.ovvvvvvinninnnn..n

Khi nhan két qua, dé nghi mang theo Phiéu tiép nhan nay va xuét trinh Chimg
minh thu hodc céc giay to trong duong ciia ngudi nhan®).

NGUOI NHAN HO SO
(Ky va ghi ro ho tén)

Ghi chu:

(1) Sb tiép nhan ho so.

(2) Tén thu tuc hanh chinh.

(3) Ghi 1an b sung ho so.

(4) Céc tai liéu twong rng theo tha tuc hanh chinh dugc quy dinh tai Luat Dugc va Nghi dinh nay (liét ké chi
tiét hodc danh muc kém theo).

(5) Trudng hop ngudi nhan khong phai 13 ¢6 tén trén Chimg chi hanh nghé dwoc, Gidy chimg nhéan du didu
kién kinh doanh dugc thi yéu cau c6 Gidy ity quyén hodc Gidy gi6i thiéu cia co so.
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MAu s6 13
CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc

~_ GIAY CHUNG NHAN
DU PIEU KIEN KINH DOANH DUQC
SO hiéu: /PDKKDD- .... (D

Chimg chi hanh nghé dugc s6:.......covevevevenn, do ooiiiiiii

CAP. ..o, NZAY ©eovveinieenneenninieans

Nguwoi chiu trach nhiém chuyén mon vé duwoc cua nha thuéc thugc chudi nha
thuoc co thé dwoc luan chuyén giira cac nha thuoc trong chudéi nha thuoc ma
khong phdai thwc hién diéu chinh Gidy chirng nhan du diéu kién kinh doanh dwoc
“)

Hovatén: ............... Trinh d0 chuyénmén: ...,
Chtng chi hanh nghé duoc s6:.............. do

CAD. et NZAY....ooevvvnnnne
Pu diéu kién kinh doanh duogc loai hinh: ...........cooevvviiii.., ©

Pham vi kinh doanh: ....................... @

Co s0 ...® duoc thyc hién cac quyén theo quy dinh tai ... Luét Duoc.

Co s0 kinh doanh dugc co vbn dau tu nude ngoai thuc hién cac quyén theo quy
dinh tai Diéu 53a Luat Dugc!?

Gjéy chtng nhan c6 hiéu lyc tir ngay ... thang ... ndm.... dugc cap theo Quyét
dinh so:. . . ... /QD-BYT (SYT) ngay ... thang... nam... cua By truong BO Y
Te/Giam doc So Y té....

Thay thé cho Gidy chimg nhan du c:z'iéu kién kinh doanh duwogc S0.....
ngay......thang ...nam..... (néu la truong hop cap lai, diéu chinh,).

..., NgAy...thdng ...nam...
CO QUAN CAP
(Ky tén, ghi ho tén, chirc danh, dong dau (néu co))
Ghi chu: o i )
(1) Ghi ma ky hiéu so0 Giay ching nhan du diéu kién kinh doanh dugc theo quy dinh tai Mau s 15 Phu luc I
cua Nghi dinh nay. o ) .
(2) Ghi 0 hinh thirc cap, lan cap trong truong hop cap lai, diéu chinh.
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(3) Tén hinh thirc t6 chirc co so kinh doanh (Céng ty ¢b phan, cong ty TNHH, Hop tac x4, ho kinh doanh
eed)

(4) Noi dung nay chi ap dung dbi v6i co so kinh doanh dugc 14 nha thude.

(5) Ghi ngudi phu trach vé bao dam chit luong cia co so néu 1a co sé san xut thude, nguyén lidu lam thudc
va khi bat budc phai c6 CCHND dbi véi ngudi phu trach dam bao chat lugng theo 16 trinh quy dinh trong Nghi dinh
nay.

(6) Mot trong céac co s6 kinh doanh duoc theo quy dinh tai khoan 2 Piéu 32 cua Luat Dugc.

(7) Pham vi kinh doanh ghi trong phu luc phti hop v6i pham vi dap tmg Thuc hanh t6t trong tmg véi timg loai
hinh kinh doanh dugc. Truong hop co sé kinh doanh dugc 1a co sé ban 1é thube duoc phép ban 1& thudc thuoc Danh
muc thude han ché ban 1¢ thi ghi 15 “co s& dugc phép ban 1é thude thudc Danh muyc thude han ché ban 16”. Truong
hop co so6 kinh doanh dugc 1a co sé ban 1& thube khong dugc phép ban 1é thudc thudc Danh muc thude han ché ban 1&
thi ghi 16 “co s& khong duge phép ban 1¢ thube thuge Danh myc thude han ché ban 16,

(8) Mot trong céc co s¢ kinh doanh dugce theo quy dinh tai khoan 2 Diéu 32 cua Luat Dugc.

(9) Piéu, khoan twong tmg véi quyen cta co s kinh doanh dwgc quy dinh tai Lut Duoc.

(10) Noi dung nay chi ap dung ddi véi co sé kinh doanh dugc ¢6 vén dau tu nudc ngoai.
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Mau s6 02
TEN PON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Péc lap - T do - Hanh phiic
Sb: ....... [eeee , ngay...... thang...... nam 20........

BAO CAO HOAT PONG SAN XUAT VA DUY TRI NGUYEN TAC
THU'C HANH TOT SAN XUAT THUOC, NGUYEN LIEU LAM THUOC

Kinh gui: Cuc Quan ly Dugc / Cuc Quan 1y Y, Duoc cd truyén -BOY té

I. THONG TIN CHUNG CUA CO SO SAN XUAT

+ T8N €0a NhA SAN XUAL: ...oeeneie et

+ DPi1achi van phong: ... ..o e
Dién thoai: ...................... Fax:............... Email: ........................

+ Dia chi co SO AUOC KIEM tra: «..veeeee et et
bién thoai: ...................... Fax: ............... Email: ........................

+ Gidy chung nhan ding ky kinh doanh/Gidy ching nhan ding ky dau tu:

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

+ Gidy chung nhan du diéu kién kinh doanh duoc sé: ......... , NGAY CAP: .........
+ Nguoidai di€n phdp Tudt: ...
+ Nguoi chiu trach nhiém chuyén mon: ...

Chimg chi hanh ngE SO & ....ivn it

Pham Vio Lo

CAP NGAY: e Tal: o
+ Nguoi phu trach dam bao chat IUONG: ........oovveiiiee e

Chtng chi hanh ngh@ S8 1 ...
Pam Vi oo

:
Cép ngay: Tai:
AP NEAY: .o e

II. BAO CAO HOAT PONG VA DUY TRi PAP UNG GMP

Thuc hién Thong tu s6 ....../2025/TT-BYT ngay ... thang ... nim 2025 cta Bo
Y té quy dinh vé Thuc hanh tbt san xut thudc, nguyén li¢u lam thudc va céc tai liéu
cap nhat, trong 3 nim qua, ké tir 1an danh gia GMP ngay ......... , €O s& chung to1 da
nghiém tic tun thu cdc nguyén tic, tiéu chuan GMP va lién tuc duy tri viéc dap tng
GMP dbi véi cac hoat dong san xuat kinh doanh trong pham vi ching nhan cia
minh. Cu thé nhu sau:
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1. Nhan sy va dao tao
1.1. S6 lugng va trinh dp nhan sy

Trinh d§o | Trén | Dwoc DH Duworc
B6 phin DH siDH | khac | si TH
San xuit
Pam bio chat lwong
(QA) ,
Kiém tra chat lwong
QO
Co dién
Kho

Khic | Tong

Téng
1.2. Hoat dong dao tao
Sd dot dao tao trong tirng nam vé céc linh vuc GMP, GLP, GSP...

2. San xuit
2.1. Hoat dpng sin xudt thanh pham:

S6 16 san pham san xuat theo ting nam, phan theo cac dang bao ché trong pham
vi ching nhan:

S0 16/nim
Dang bio ché

Thudc san xuat vo trung:

+ Dang 16ng thé tich 16n
+ Pong kho

Thudc tiét trung cudi:

+ Dang long thé tich nho

Thudc khong vé tring:

+ Vién nang cling

Thuoéc duogc licu:

+ Vién nang mém

2.2. Hoat dong gia cong dong goi:
S6 16 thuc hién gia cong dong goi, bo sung to HDSD qua cac nam.
3. Nguyén vat li¢u

3.1. Tong sé 16 hoat chit da sir dung phan theo tirng logi hoat chdt va theo tirng
nam:

S6 16/nim
Loai hoat chat

Hoat chit A
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Hoat chit B

3.2. Hoat déng ddnh gid nha cung cip (NCC), nha sin xudt (NSX) nguyén li¢u,
bao bi:

S6 lwong NSX, NCC di tién hanh danh gia
Nam Hoat chit Ta duwge Bao bi
NSX NCC NSX NCC NSX NCC

2016
2017
2018

Tong so6 da
duogc danh gia
dén hién tai

Tong s6 dang
st dung
Ty 1€ % dugc
danh gia

4. Kiém tra chat lwong
4.1. Quy trinh kiém nghié¢m:
- Tong s6 quy trinh phan tich dang 4p dung.
- S6 quy trinh phan tich da dugc tham dinh hoic dénh gia phu hop
- Cac phép thir dugc hop dong thuc hién boi don vi bén ngoai:

Tén phép thir DPon vi nhin hep Ly do khong tw thuc
dong hién

4.2. Hoat djng ddnh gid tay nghé kiém nghiém vién theo tirng nim:

Nam NOi dung danh gia S6 kiém nghiém
vién tham gia

2016

2017

2018




5. Quan Iy chit lwgng
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5.1. Cic 16 sdn phdm khéng dat tiéu chudn chit lwong:

Tén san pham

S6 16,
Han dung

Ly do khong dat

Hoat dong xir ly

Chi tiéu khong dat?
két qua?

Phat hién: kiém tra
chat lugng khi xuét
xuong? theo doi do
6n dinh? Lay mau
trén thi truong?

Pon vi ldy miu? don
vi kiém nghiém?

Hinh thl:l’C’ thu hdi: tu
nguyén? bat budc?

Tinh trang xu 1y (tiéu
huy, cach ly)?

Diéu tra nguyén nhan?
Hanh dong khdc phuc
phong ngura?

5.2. Cac 1o san phdam bi khiéu nai, tra vé:

Tén san pham S6 10, Ly do khiéu nai, Hoat dong xir ly
Han dung tra ve
Hinh thtrc xtr 1y/?

Tinh trang xu ly (tiéu
huy, cach ly)?

Piéu tra nguyén nhan?
Hanh dong khac phuc
phong ngtra?

6. Tu thanh tra

S6 dot tu thanh tra di tién hanh qua cic nam.

S6 dot thanh tra duoc tién hanh bai cic co quan quan 1y khac tai co so.

7. Thay d6i (néu c6)
7.1. Nha xwong, hé thong phu tro:
- Xay dung, b tri nha xuong (trong san xuét, kiém nghiém, kho bao quan);
- Cong nang/muc dich sir dung ciia cac phong/khu vuc (trong san xuat, kiém
nghi¢m, kho bao quan);
- Hé théng phu tro (xir Iy nudc cho san xuat, HVAC, khi nén, khi cong
nghié¢p...)
Céc bién phap kiém soat thay doi da ap dung dbi v6i nhiing thay doi do (tai
tham dinh, thay doi quy trinh, dao tao lai...).
7.2. Nhan su:

Céc thay dbi vé nhan sy chu chét.
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7.3. Thiet bi:

- Céc thay dbi (néu co) vé 86 lugng, chung loai, vi tri l:flp dat, muc dich st dung,
hé théng phuy tro (CIP, SIP, 1am mat, xir Iy khi cap, xtr 1y khi thai...) cia cac thiét bi
(trong san xuat, kiém nghiém, kho bao quan);

- Céc bién phap kiém soét thay d6i da ap dung ddi voi nhimg thay doi d6 (tai
tham dinh, thay d61 quy trinh, dao tao lai...).
8. Phu luc dinh kém

D¢ cung cap thong tin mot cach day du, chi ti€t, cap nhat vé di€u kién hién tai
cua co sd, ching t61 xin guri kém theo bao cao nay Ban cap nhat Ho so tong thé cua
CO SO.

III. KET LUAN

Chung t61 xin cam doan toan b ndi dung bao cdo va cac tai li¢u kém theo 1a
dung sy that va hoan toan chiu trach nhiém trudc phap luat vé tinh chinh xac va
trung thuc cia ching.

Chung t6i dong ¥ va sin sang dé B Y té (Cuc Quan Iy Duoc/Cuc Quan 1y Y,
Duoc ¢ truyén) tién hanh danh gia tai co so vé viée duy tri dap ung tiéu chuan GMP
trong pham vi chimg nhan ma chung toi da duoc cap.

Thu truong don vi
(Ky, ghi ro ho tén, dong dau)
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Miu s6 05
BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM
MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM
CucC ... Poc lap — Tw do — Hanh phic
Tén tieng Anh ciia Cuc Independence - Freedom - Happiness

S6 /N0 cveiii, /GCN-QLD

GIAY CHUNG NHAN DAT TIEU CHUAN THU'C HANH TOT SAN XUAT
THUOC, NGUYEN LIEU LAM THUOC (GMP)
CERTIFICATE OF GMP COMPLIANCE

Phan 1/ Part 1 :

Ban hanh theo quy dinh tai Thong tu s6 .../2025/TT-BYT ngay .../.../2025 ciia BO Y té
Viét Nam, Cuc Quan ly Dugc chirng nhan:

Issued in accordance with Circular .../2025/TT-BYT dated .../.../2025 by Vietnam
Ministry of Health, the Drug Administration confirms the following:

CO SO SAN XUAL:  ooetiite ittt e

Pia chi van phong: ... ..o

Pia chi o S6 SAN XUAL: .......oiiiiii e
The establisSment: ... ................coooioiiiiiiii ittt it e e e e e e e e e e e e
Legal address: e

Manufacturing site address

bia dugc danh gia theo quy dmh cua nha nudc hen quan den Glay chung nhan du dleu
kién kinh doanh dugc s0 ............... , theo quy dinh tai Thong tu s6 .../2025/TT-BYT
ngay .../.../2025 cua BO Y te Vi¢t Nam; Va/hodc quy dinh khac:
Has been inspected under the national regulation in connection with Pharmaceutical
business license No. ..............., in accordance with Circular .../2025/TT-BYT dated
.../.../2025 by Vietnam Ministry of Health; And/or other legal document:

Cin ctr két qua danh gia co so san xuét dugc thuce hién ngdy .../.../..., co sO san
xudt néu trén dugc cong nhan dap tng tiéu chuan Thyc hanh tot san xuat thudc, nguyén
litu 1am thubc (GMP) theo theo quy dinh tai Théng tu sb .../2025/TT-BYT ngay
.../.../2025 ctia BO Y té Viét Nam, phu hop véi hudng ddn GMP ciia To chie Y té thé gidi
(WHO) hodc Hé thong hop tac thanh tra dugc pham (PIC/S) hodc Lién minh Chau Au
(EU).

From the knowledge gained during inspection of this establisment, which was
conducted on .../.../... (day/month/year), it is considered that it complies with the
requirements of Good Manufacturing Practice for medicinal products and medicinal
materials (GMP) laid down in Circular .../2025/TT-BYT dated .../.../2025 by Vietnam
Ministry of Health, which is harmonized with the requirements of GMP guideline of World
Health Organization (WHO) or Pharmaceutical Inspection Co-operation Scheme (PIC/S)
or European Union (EU).
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Gidy chirmg nhan nay thé hién tinh trang tuin thi GMP cta co s& san xuit tai thoi
diém danh gia néu trén va c6 hiéu luc khong qua 3 nam ké tir ngay danh gia. Tuy nhién,
can cr theo nguyén tic quan 1y rai ro, thoi gian hiéu lyc cua Gidy chirg nhén c6 thé duoc
rat ngén hoac kéo dai va s€ dugc ghi tai muc Nhirng ndi dung han ché hodc 1am 1.

This certificate reflects the status of the manufacturing site 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 chtng nhan chi c6 hiéu lyc khi thé hién day 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

Tinh xac thuc ctia Gidy chimg nhan nay c6 thé dugc xac nhin thong qua ndi dung
dang tai trén trang thong tin dién tr cia Cuc Quan 1y Dugc. Néu khong c6, hay lién hé véi
Cuc Quan ly Dugc dé dugc lam r0.

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

Phan 2/ Part 2 :
HOAT PONG SAN XUAT/MANUFACTURING OPERATIONS

Néu co so tién hanh san xuat cac san pham c6 yéu cau dic biét, nhu: thudc phong
xa hodc cac san pham chira penicillin, cephalosporins, Carbapenem, sulphonamides, chét
doc té bao/chat kim té bao, thude chira hormon sinh duc ¢ tac dung tranh thai, thude co
hoat chit nguy hiém dugc néu rd ddi véi timg dang san pham hoic dang bao ché.

If the company is engaged in manufacture of products with special requirements
e.g. radiopharmaceuticals or products containing penicillin, cephalosporins, penem,
cytotoxics/cytostatics, sexual hormone, substances with hormonal activity or other or
potentially hazardous active ingredients this should be stated under the relevant product
type and dosage form.

1. Thube vé trung 1. Sterile Products
1.1. Thuéc sin xudt vé triing 1.1. Aseptically prepared
1.1.1. Thude dang long thé tich 16n 1.1.1. Large volume liquids
1.1.2. Thudc dong khod 1.1.2. Lyophilisates
1.1.3. Thubc dang béan rén 1.1.3. Semi-solids
1.1.4. Thudc dang 16ng thé tich nho 1.1.4. Small volume liquids
1.1.5. Thudc dang rén va ciy ghép 1.1.5. Solids and implants
1.1.6. Thudc san xuét vo tring khac 1.1.6. Other aseptically prepared products
1.2. Thuéc tiét trung cudi 1.2. Terminally sterilised
1.2.1. Thudc dang l6ng thé tich 16n 1.2.1. Large volume liquids
1.2.2. Thubc dang bén rin 1.2.2. Semi-solids
1.2.3. Thudc dang 16ng thé tich nho 1.2.3. Small volume liquids
1.2.4. Thudc dang ran va cdy ghép 1.2.4. Solids and implants
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1.2.5. Thude tiét tring cudi khac

1.2.5. Other terminally sterilised products

1.3. Xuit xwéng thuéc vé triing

1.3. Batch certification

2. Thudc khong vé tring

2. Non-sterile products

2.1. Thuéc khéng vé triing

2.1. Non-sterile products

2.1.1. Vién nang cling

2.1.1. Capsules, hard shell

2.1.2. Vién nang mém

2.1.2. Capsules, soft shell

2.1.3. Vién nhai

2.1.3. Chewing gums

2.1.4. Khung thdm

2.1.4. Impregnated matrices

2.1.5. Thude dung ngoai dang long

2.1.5. Liquids for external use

2.1.6. Thudc udng dang long

2.1.6. Liquids for internal use

2.1.7.Khiy té

2.1.7. Medicinal gases

2.1.8. Dang bao ché ran khac

2.1.8. Other solid dosage forms

2.1.9. Dang bao ché c6 ap luc

2.1.9. Pressurised preparations

2.1.10. Thubc phéng xa

2.1.10. Radionuclide generators

2.1.11. Thudc dang ban rén

2.1.11. Semi-solids

2.1.12. Thubc dan

2.1.12. Suppositories

2.1.13. Vién nén

2.1.13. Tablets

2.1.14. Miéng dan

2.1.14. Transdermal patches

2.1.15. Thubc khong vo tring khac

2.1.15. Other non-sterile medicinal product

2.2. Xuiit xwéng thuéc khéng vé tring

2.2. Batch certification

3. Thudc sinh hoc

3. Biological medicinal products

3.1. Thuéc sinh hoc

3.1. Biological medicinal products

3.1.1. Ché phim mau

3.1.1. Blood products

3.1.2. Thudc mién dich

3.1.2. Immunobiological products

3.1.3. Thubc diéu trj té bao

3.1.3. Cell therapy products

3.1.4. Thudc diéu tri gene

3.1.4. Gene therapy products

3.1.5. Thubc cong nghé sinh hoc

3.1.5. Biotechnology products

3.1.6. Thude tir nguoi hodc dong vat

3.1.6. Human or animal extracted products

3.1.7. Thudc nudi ciy mod

3.1.7. Tissue engineered products

3.1.8. Thudc sinh hoc khéac

3.1.8. Other biological medicinal products

3.2. Xuit xwéng thuéc sinh hoc

3.2. Batch certification

4. Thubc dwoc lidu, thude cb truyén

4. Herbal, traditional medicinal products

4.1. Thuéc dwoc liéu, thubc cé truyén

4.1. Herbal, traditional medicinal products

4.1.1. Vién nang cung

4.1.1. Capsules, hard shell

4.1.2. Vién nang mém

4.1.2. Capsules, soft shell

4.1.3. Vién nhai

4.1.3. Chewing tablet

4.1.4. Thude dung ngoai dang long

4.1.4. Liquids for external use

4.1.5. Thudc ubng dang long

4.1.5. Liquids for internal use

4.1.6. Thudc hit

4.1.6. Inhaler

4.1.7. Dang bao ché rin khac

4.1.7. Other solid dosage forms

4.1.8. Dang bao ché c6 ap luc

4.1.8. Pressurised preparations

4.1.9. Thudc dang ban ran

4.1.9. Semi-solids

4.1.10. Thubc dan

4.1.10. Suppositories

4.1.11. Vién nén

4.1.11. Tablets

4.1.12. Miéng dan

4.1.12. Transdermal patches

4.1.13. Vién hoan

4.1.13. Pills

4.1.14. Thudc khéc

4.1.14. Other products

4.2. Xudt xwong thuéc dwoc ligu, thudc cé truyén

4.2. Batch certification

5. Nguyén liéu lam thude

5. Medicinal materials

5.1. Nguyén liéu hoa dwoc

5.1. Chemical medicinal material




20

5.1.1. Nguyén li¢u vo trung

5.1.1. Sterile material

5.1.2. Nguyén li¢u khong vo trung

5.1.2. Non-sterile material

5.2. Nguyén liéu tir dwoc liéu

5.2. Herbal medicinal material

5.2.1. Cao duoc li€u

5.2.1. Extractions

5.2.2. Com, bot duoc lidu

5.2.2. Granules, powder

5.2.3. Phién

5.2.3. Slices

5.2.4. Khac

5.2.4. Other

5.3. Nguyén liéu sinh hoc

5.3. Biological medicinal material

5.4. Nguyén liéu khdac

5.4. Other medicinal material

6. Pong géi

6. Packaging

6.1. Péng gdi so cip

6.1. Primary packing

6.1.1. Tét ca cac dang thudc ¢ muc:

6.1.1. All dosage forms listed in section:

6.1.2. Khac

6.1.2. Other

6.2. Pong gdi thir cip

6.2. Secondary packing

6.2.1. Tét ca cac dang thudc & muc:

6.2.1. All dosage forms listed in section:

6.2.2. Khac 6.2.2. Other
7. Kiém tra chét luwgng 7. Quality control testing
7.1. Vi sinh 7.1. Microbiological

7.1.1. B vo trung

7.1.1. Sterility

7.1.2. Do nhi®m khuén / Giéi han nhiém khuan

7.1.2. Microbial limit test

7.1.3. Dinh lugng hoat lyc khang sinh béng Vi
sinh vat

7.1.3. Microbiological Assay of Antibiotics

7.2. Hoa hoc / Vit ly

7.2. Chemical / Physical

7.3. Sinh hoc

7.3. Biological

7.3.1. Noi doc tb vi khuan

7.3.1. Test for Bacterial Endotoxins

7.3.2. Thir chat gay s6t 7.3.2. Test for Pyrogens

7.3.3. Thir doc tinh bét thuong 7.3.3. Test for Abnormal Toxicity
7.3.4. Thir chat ha ap 7.3.4. Test for Depressor Substances
7.3.5. Thir Histamine 7.3.5. Test for Histamine

7.3.6. Thir doc luc than kinh cua virus 7.3.6. Test for Neurovirulence

7.3.7. Thir hoat tinh Enzyme 7.3.7. Assay of Enzyme

7.3.8. Phép thur khac

7.3.8. Other

Noi dung han ché hodc lam ré lién quan dén pham vi chimg nhén :
Any restrictions or clarifying remarks related to the scope of this certificate :

Ngay (day) ... thang (month) ... nam (year)
Cuc trudng Cuc Quan ly Dugc / Cuc Quan Iy Y, Duoc ) truyén
Director-General of Drug Administration / Traditional medicine
Administration
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Mau s6 06
TEN PON VI CHU QUAN  CONG HOA XA HQI CHU NGHIA VIET NAM
TEN CO SO Péc lap - T do - Hanh phiic
SH: ....... [eceee , ngay...... thang...... nam 20....

BAO CAO THAY POI VE
THUC HANH TOT SAN XUAT THUOC, NGUYEN LIEU LAM THUOC

Kinh gui: Cuc Quan ly Dugc / Cuc Quan 1y Y, Duoc cd truyén -BOY té

IS 0 0P
Dia chi CO SO SAN XUAL: ... oo e
Piénthoai: ...................... Fax: ............... Email: ...........................
Nguoilien heé: ... Chuc danh: ..................
Piénthoai: ...................... Fax: ............... Email: ...........................
Nguoi chiu trach nhiém chuyén moén: ........................ , nhamsinh: .........
S6 Chung chi hanh ngh€ dugc: ...
NOTCAP oo ;nameceap ......... ,cogiatridén ......... (néu co)

ba duoc cap Giay chirng nhan du di€u kién kinh doanh duoc so: ......... , ngay
Cap: ..eunn.n. v6i loat hinh va pham vi kinh doanh (hodc Da duoc cap Giay chirng

nhdn GMP sé: ........., ngdy cdp: ......... véi pham vi chitng nhdn):

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

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

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

Danh muc tai liéu lién quan dén thay d6i (tiy theo loai hinh thay d6i, kém theo
cac tai liéu tuong ng).

Sau khi nghién ctru Luat Dugc va cac quy dinh khac vé hanh nghé dugc, chiing
to1 xin cam doan thuc hién dﬁy du cac van ban phép luat, cac quy ché chuyén mon
duoc ¢o lién quan. bé nghi Cuc Quan 1y Dugc (hoac Cuc Quan 1y Y, Duoc ) truyén)
xem xét, danh gia viéc dap tmg GMP ddi véi thay d6i néu trén ctia co sd chung toi.

Chung t61 xin gui kém ban bdo cao nay cac tai li¢u sau day:
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1. Ban sao Gidy chimg nhan du diéu kién kinh doanh duogc da cap (hoic Gidy
ching nhan GMP di cap cho co so khong vi muc dich thuong mai);

2. Ban sao Gidy chting nhan ding ky kinh doanh (hodc Tai liéu phap 1y vé
vi¢c thanh 1ap va chirc ndng nhi€ém vu cua co s¢ khong vi muc dich thuong mai)
(phit hop véi néi dung bé sung/ thay doi);

3. Hoso té)ng thé cta co so da cap nhat cac noi dung thay doi.

Thu truwdng don vi
(K, ghi ré ho tén, déng dau)
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