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VAN BAN QUY PHAM PHAP LUAT

CHINH PHU

Nghi dinh s6 163/2025/ND-CP ngay 29 thiang 6 nim 2025
quy dinh chi tiét mot so diéu va bién phap dé to chire,
hwéng din thi hanh Luit Dwge

(Tiép theo Cong bao s 879 + 880)

, _, Miu s6 40
GIAY PHEP NHAP KHAU

Gidy chimg nhdn cho phép nhdp khau sé:.../(1)-(2)-(3)
(Cong wdc thong nhat vé...)

................ chirng nhdn:

(Tén co s nhap khau)

, la doanl} nghiép chiu sy diéu chinh cta cac diéu khoan phap luat liér} quan
dén cac thuoc ndm trong danh muc thudc Cong udce..., dugc phép nhap khau mat
hang sau:

a/ Co s& nhap khau:

- Tén.:...

- Dia chi....

’b/ MG ta chiI}h xac tén va khoi luong nguyén liéu duoc nhap, néu tén chung
Quoc té - INN, néu co:

Tén nguyén liéu, tiéu chuan chat lugng: s6 lugng nhap khau (bang sb va bang chir)

¢/ Co' sé san xuit:

- Tén:...

- Pia chi:...

d/ Co sé xuat khau:

- Tén:...

- Pia chi:...
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Theo cdc diéu kién sau:

* Hang hoa s& duoc nhap vé qua ctra khau:...

* Hang hoa khong duoc phép chuyén bang duong buu dién.
* Gidy phép nay khong duoc trao doi.

* Thot han hiéu luc:...

* Gidy phép chi c6 gia tri cho mot 1an nhap khau.

* Co so phai thuc hién dung cic quy dinh hién hanh vé quan 1y, xuat nhap
khau, Ivu thong phan phdi thube theo luat phap cua Viét Nam va cac Cong udc
Quédc té ma Viét Nam tham gia.

Noi nhgn: (Dia danh), ngay... thang... nam......
;o THU TRUONG CO QUAN CAP PHEP
-..., B0 Cong an;

-.., B0 Tai chinh;

- Chi cyc Hai quan...;

- Luu VT,...

Ghi chu:

(1) Ghi nam cap phép;

(2) Ghi ma loai thubc, nguyén liéu lam thudc twong tng:

- N: Thudc gy nghién, nguyén liéu lam thudc 1a duoc chat giy nghién;

- P: Thubc hudng than, nguyén liéu lam thude 1a duge chat huéng than;

- Pr: Thudc tién chét, tién chat dung lam thube.

(3) Ghi ma ky higu sO gidy phép xuét khau, nhap khau thudc gay nghién, thude huéng thér},

thudc tién ché}t, nguyén li¢u lam thu~6c 1? duogc chat gay nghién, dugce chat hudng than, tién chat
dung lam thudc theo quy dinh tai Mau so 15 tai Phu luc I ban hanh kém theo Nghi dinh nay.
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IMPORT LICENCE

Certificate of official approval No. .../(1)-(2)-(3)
(Single Convention on...)

(Head of Licensing Agency) hereby certifies that:
(Name of Importer)

being the Enterprise charged with the administration of the law relating to the drugs
to which the... Convention applies, has been authorized the following importation:

a) Importer:
- Name:...

- Address:...

b/- Exact description and amount of the substance to be imported including the
international Non- Proprietary Name, if any:

Name of the substance, packing (specification): quantity (in number and in word)
¢/- Manufacturer:

- Name:...

- Address:...

d/- Exporter:

- Name: ...

- Address:...

Subject to the following conditions:

* The consignment will be imported through the port of:...

* The consignment may not be delivered by post.

* This authorization is not transferable.

* Validity period:...

* Valid for one shipment only, partial shipments prohibited.

* The Licence holder is subjected to observed to the current regulations related to
management, import, export, distribution and supplies of drug, as well as the requirement
of Vietnamese Laws and International Conventions and Agreement to which Vietnam is
signatory or participatory.

Attn. Ha Noi, ,

s HEAD OF LICENSING AGENCY
- INCB;

- Licensing Agency (02 copies).
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Ghi chu:

(1) Ghi nam cép phép;

(2) Ghi ma loai thudc, nguyén liéu lam thudc tuong tng:

- N: Thudc gy nghién, nguyén lidu 1am thudc 1 duoc chit gdy nghién;

- P: Thudc hudng than, nguyén liéu lam thudc 1a dugc chat hudng than;

- Pr: Thudc tién chat, tién chat dung lam thudc.

(3) Ghi ma ky hiéu sé gidy phép xuat khau, nhap khau thudc gy nghién, thudc hudng than, thudce
tién chat, nguyén liéu lam thudc 1a duge chat gay nghién, duoc chat hudng than, tien chat dung lam thude
theo quy dinh tai Mau so 15 tai Phu luc I ban hanh kém theo Nghi dinh nay.
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CONG HOA XA HOI CHU NGHIA VIET NAM

Poc 1ap - Tu do - Hanh phic

PON PE NGHI
Ban nguyén li¢u lam thuoc dé san xuat, pha che tai co s¢

Kinh gui: (tén co sé nhap khau)

MAu sb 42

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

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

B¢ nghi (tén co s& nhap khau) ban cac nguyén liéu l[am thudc sau dé san xuat,

pha ché thudc tai co so:

TT

Tén nguyén li¢u
lam thuoc

Tiéu chuan
chat lwgng

Don vi tinh

S6 lwong

Co s0 xin cam két sir dung nguyén liéu dung muc dich. Viéc san xuat, pha ché

thude tai co sé thuc hién theo ding cac quy dinh hién hanh. Néu vi pham, co sO

xin chiu hoan toan trach nhi¢m trudc phép luat.

Tai liéu kém theo:

Quy trinh san xuat, pha ché thudc c6 chira nguyén liéu lam thudc dé nghi cung

cap co6 dong dau xac nhan cua co so.

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

NGUOI PAI DIEN THEO PHAP LUAT/

NGUOI PUQC UY QUYEN

(Ky, ghi ro ho tén)
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Miu s6 43
TEN CO QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TIEP NHAN HO SO Poc 1ap - Tu do - Hanh phic
N A (Pia danh), ngay... thang.... nam...

V/v nhap khéq nguyén liéu
lam thudc de...

Kinh gui: Co s6...

(Tén co quan tiép nhan ho so) nhan dugc Pon hang s6... ngay... cia co s& vé
viéc nhap khau nguyén li¢u [am thuoc de...;

Can cu...,
(Tén co quan ti€p nhan ho so) c6 y kién nhu sau:

Chua ddng ¥ dé co s& nhap khau khoan s6...... tai Pon hang sd..... ngdy....., Iy

DPong ¥ dé co s& nhap khau.... khoan tai Pon hang sb.... ngay.... Pon hang
gom.... trang,.... khoan c6 déng dau xac nhan cua (Tén co quan tiép nhan ho so).

Co so phai thyc hién theo dung cac quy dinh hién hanh vé xuit nhap khau
thudc, nguyén lidu lam thudc va cac quy dinh vé duoc c6 lién quan.

(Cac quy dinh cu thé tuong tng véi timg hinh thirc nhap khau).
Don hang co gia tri....
(Tén co quan tiép nhan hd so) thong bao dé co sé biét va thyc hién.

Noi nhgn: THU TRUONG CUA CO QUAN TIEP

- Nhu trén; NHAN HO SO
-Luu: VT,....
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MAu s6 44

TEN CO QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
TIEP NHAN HO SO Poc 1ap - Tu do - Hanh phic

Séi.../ ...... 7 (Pia danh), ngay... thang... nam...
V/v nhap khau dugc liéu de...
Kinh gui: Co s6...
(Pbia chi)

(Tén Co quan tiép nhan) nhan duoc Pon hang sd... ngdy... clia co s vé viée
nhap khau duoc liéu dé...;

Can cu...,

(Tén Co quan tiép nhan) c6 ¥ kién nhu sau:

Chua dong ¥ dé co s nhap khau khoan sé... tai Pon hang so... ngdy..., Iy do:..

DPong ¥ dé co sé nhap khau... khoan tai Pon hang sb... ngdy... Pon hang gdm...
trang,... khoan c6 dong dau xac nhan ctia (Tén Co quan ti€p nhan).

Co so phai thyc hién theo dung cac quy dinh hién hanh vé xuit nhap khau
thudc, nguyén liu lam thude, cac quy dinh vé dugc c6 lién quan va cac quy dinh
vé Luat phong, chong bénh truyén nhiém va kiém dich y té bién gidi va cac quy
dinh khéc cua phap luat.

Pon hang co6 gia tri....

(Tén Co quan tiép nhan) thong bao dé co s& biét va thuc hién.

Noi nhin: THU TRUONG CO QUAN CAP PHEP
- Nhu trén;

- Luu: VT,....
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MAu s6 51

TEN CO QUAN CAP PHEP CONG HOA XA HQI CHU NGHIA VIET NAM
- Déc 1ap - Tw do - Hanh phuc

SO [,
V/v nhép khau... ..., hgay... thang... nam...
Kinh gui: Co s0...
(Pbia chi)
(Tén co quan cap phép) nhan duoc... sb... d& ngay... cia co s& vé viéc nhap
khau thudc c¢6 han dung tai thoi diém thong quan ngin hon...;
Can cu...,
(Tén co quan cap phép) c6 y kién nhu sau:

Chép thuén dé... nhap khau thudc..., cu thé nhu sau:

Tén thudc, dang bao ché, |Hoat chit, ham Do.’n So Han |, . . £
TT . . L Py ~| Vi . L6 san xuat
quy cach dong goi lwgng/nong do tinh lwgng | dung

Téng cong:

Co s phai thuc hién dung cic quy dinh vé xuét nhap khau thudc va cac quy
dinh vé dugc ¢ lién quan.

(Tén co quan cap phép) thong bao dé co sd biét va thuc hién.

Noi nhén: CO QUAN CAP PHEP
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MAu s6 52
veee(1)ee. CONG HOA XA HQI CHU NGHIA VIET NAM
, Doc lap - Tu do - Hanh phuc
So:.../.....
V/v chuyén do6i muc dich st weii(2).... , ngay... thang... nam...

dung duogc chat/duoc liéu

THONG BAO
vé viéc chuyen doi muc dlch str dung dugc chat/du’O'c liéu da duoc cap phép
nhap khéu dé sian xuit thudc dugc cap glay dang ky luu hanh thudc c6
chi dinh sir dung phong, diéu tri bénh truyen nhiém thudc nhom A di dwoc
cong bo dich theo quy dinh ciia phap luit vé phong, chong bénh truyén nhiém

Kinh gtri: BO Y té.
I. THONG TIN CHUNG:

L. TE€N CO SO:ueiiiiieeiieeeiee e (1) e e
2.P1achiiiii (3) ittt
3. Tén nguoi dai dién theo phap luat/ngudi dUge Uy qUYEN:.......oo.ovveeeeeeeeeeeeeeeeeen.
4. Pi€n thoaii....c.eeviiieiiieeiieeieeeee e, Fax: oo,
5. S6 Gidy chung nhan du didu kién kinh doanh dUQC:..........c.veeveeeeeeeeeeeeeeeeeeeen.
II. NOI DUNG THONG BAO:

Co s0....(1)......thong bao chuyén d6i muc dich st dung cua duogc chét, duoc liéu, cu
thé nhu sau:

MUC PiCH SU DUNG MUC PiCH SU DUNG DE NGHI
NEU TREN PON HANG [ PUQC CHUYEN POI: DBugc sir dung
PA DPUQC PHE dé san xuét thuoc da duoc cap gidy dang
DUYET:.... ky Iuu hanh tai Viét Nam
g Hoat chat; S cong vin L. SO
bUQC J Y A'A’A-Ag‘ SO gia
STT |CHATDUGC | SO giay cong bd nguyén ligu lam digngy LUONG | GHI
LIEU phép Tié}l Tén co s& thu(}c str dung dé€ san xuat ¥ Tua CHUYEN CHU
nhdp | chuén |sanxuat-| Tén | thudc trong nude da dugce gﬁnh bOI
khau, | chat [Ténnudce | thude |cap gidy dang ky luu hanh thude
ngay | luong | san xuat tai Viét Nam hoac thong tai Viet
cap tin vé vic cong bo nguyen Nam
ligu tryc tuyén
1
2

Co §6...(l)... cam két st dung dugc cht, dqu ligu ding véi muyc dich, thong tin vé
duoc chat phu hop véi ho so dang ky luu hanh thuoc da duge Bo Y t€ phé duyét.

NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi ré ho tén, chirc danh va déng diu)
Ghi chu:
(1) Tén co so thong bao.
(2) bia danh noi co s& dé nghi dat tru so.
(3) Pia chi néu trén Gidy chimg nhan du diéu kién kinh doanh duoc.
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Phu luc IV
DANH MUC NGUYEN LIEU LAM THUOC LA CHAT PHONG XA
(Kém theo Nghi dinh sé 163/2025/ND-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)

STT Chit phéng xa
1 | Actinium-225 dang mudi hodc dang gan v6i chat danh dau
2 | Carbon-11 dang mudi, dang acid amin hodc dang gan véi chat danh dau
3 | Carbon-14 dang mubi hoic dang gan véi chat danh dau
4 | Copper-64 dang gan vé6i chat danh dau
5 | Fluorine-18 dang mudi hodc dang gin véi chat danh dau
6 | Gallium-67 dang mudi
7 | Gallium-68 dang mudi hodc dang gan vé6i chat danh dau
8 | Holmium-166 hodc dang Holmium-166 gin véi chat danh dau
9 |Indium-111 dang mubi hoic dang gan vai chat danh dau
10 | Indium-113m dang mudi hodc dang gin véi chat danh dau
11 |Iodine -123 dang mudi hodc dang gan v6i chat danh dau
12 |Iodine I-124 dang mudi
13 | Iodine I-125 hodc Iodine I-125 dang gan vé6i chat danh du
14 |Iodine -131 dang mudi hodc dang gan v&i chat danh dau
15 | Gold- 198 Colloid
16 |Krypton-81m (dang binh phat ¥ Rb/*'Kr)
17 |Lutetium-177 dang mubi hodc dang gan véi chat danh dau
18 | Nitrogen-13 Ammonia
19 [ Oxygen-15 Water
20 | Phospho-32 dang mubi
21 |Radium-223 dang mudi
22 | Rhenium-186 dang gan véi chat danh dau
23 | Rhennium-188 dang mudi hodc dang gan v6i chat danh dau
24 | Rubidium-82 chloride (dang binh phat **Sr/**Rb)
25 | Samarium 153 dang gan v6i chat danh dau
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STT Chat phéng xa
26 | Selenium-75 dang mudi hodc dang gan véi chat danh dau
27 | Strontrium-89 dang mubi
28 | Technetium-99m (Tc-99m) dang gin vé6i chat danh dau
29 | Technetium-99m sodium pertechnetate
30 | Technetium-99m (Tc-99m) (dang binh phat *’Mo/”™Tc)
31 | Thallium-201 dang mubi
32 | Xenon-133 gas
33 | Xenon-129 Hyperpolarized
34 | Xenon-127
35 | Yttrium-90 dang mubi
Yttriun}—90 dang gin v6i khang thé don dong hodc dang gin véi chat
36 |déanh dau
37 | Ytterbium-169 dang gin v&i chat danh dau
38 | Zirconium-89 dang mudi hoic dang gan véi chat danh dau
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| Phglgey
DANH MUC THUOC, N:GUYEKN LI]j;U LAM THUOC
CAM NHAP KHAU, CAM SAN XUAT
(Kem theo Nghi dinh so 163/2025/ND-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)
STT Tén hoat chit Tén khoa hoc
1 [(+) - Lysergide(LSD, LSD-25) |9,10-didehydro-N,N-diethyl-6-methylergoline-
8b-carboxamide
2 |1-Phenyl-2-propanone 1-phenyl-2-propanone;
3 |2C-B 4-bromo-2,5dimethoxyphenyl-ethylamine
4 |3,4-Methylenedioxyphenyl-2- |(2-propanone, 1-[3,4(methylenedioxy)phenyl]-);
propanone
5 |3-methylfentanyl N-(3-methyl-1-phenethyl-4-
piperidyl)propionanilide
6 [3-methylthiofentanyl N-[3-methyl-1-[2-(2-thienyl)ethyl]-4-
piperidyl]propionanilide
7  |4-methylaminorex (+)-cis-2-amino-4-methyl-5-phenyl-2-oxazoline
8 |4-MTA o-methyl-4-methylthiophenethlamine
Acetic anhydride acetic oxide
10 |Acetone 2-propanone
11 |Acetorphine 3-O-acetyltetrahydro-7o-(1-hydroxy-1-
methylbutyl)-6, 14-endo-ethenooripavine
12 |Acetyl-alpha-methylfentanyl  |N-/1 a -methylphenethyl)-4-
piperidyl]acetanilide
13 |Acetylmethadol 3-acetoxy-6-dimethylamino-4,4-diphenylheptane
14 |Alphacetylmethadol a-3-acetoxy-6-dimethylamino-4,4-
diphenylheptane
15 |Alphameprodine a-3-ethyl-1-methyl-4-phenyl-4-
propionoxypiperidine
16 |Alphamethadol a-6-dimethylamino-4,4-diphenyl-3-heptanol
17 |Alpha-methylfentanyl N-[1-(o-methylphenethyl)-4-
piperidyl]propionanilide
18 |Alpha-methylthiofentanyl N-[1-[1-methyl-2-(2-thienyl)ethyl]-4-
piperidyl]propionanilide
19 [Alphaprodine a-1,3-dimethyl-4-phenyl-4-propionoxypiperidine
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STT Tén hoat chat Tén khoa hoc

20 |Amfetamine (Amphetamine) (+)-a-methylphenethylamine

21 |Amineptine 7-[(10,11-dihydro-5H-dibenzo[a,d]cyclohepten-
S-yl)amino]heptanoic acid

22 [Ampletamine

23 [Analgin (metamizol; Dipyrone)

24 | Anileridine 4-Piperidinecarboxylic acid, 1--[2-(4-
aminophenyl)ethyl]-4-phenyl-, ethyl ester

25 [Anthranilic acid 2-aminobenzoic acid;

26 [Aprotinin

27 [Astemizole 1-[(4-fluorophenyl)methyl]-N-[1-[2-(4-
methoxyphenyl)ethyl]-4-piperidyl]-
benzoimidazol-2-amine

28 (Benzaldehyde Benzoic Aldehyde,; Benzenecarbonal

29 |Benzethidine 1-(2-benzyloxyethyl)-4-phenylpiperidine-4-
carboxylic acid ethyl esterBenzylmorphine 3-
benzylmorphine

30 [Benzyl Cyanide 2-Phenylacetonenitrile

31 |Betacetylmethadol [-3-acetoxy-6-dimethylamino-4,4-
diphenylheptane

32 |Beta-hydroxy-3-methylfentanyl |N-/I-(B--hydroxyphenethyl)-3-methyl-4-
piperidyl]propionanilide

33 |Beta-hydroxyfentanyl N-[1-( p-hydroxyphenethyl)-4-
piperidyl[propionanilide

34 |Betameprodine p-3-ethyl-1-methyl-4-phenyl-4-
propionoxypiperidine

35 |Betamethadol p-6-dimethylamino-4,4-diphenyl-3-heptanol

36 |[Betaprodine S-1,3-dimethyl-4-phenyl-4-propionoxypiperidine

37 |Brolamfetamine (DOB) (+)-4-bromo-2,5-dimethoxy-o-
methylphenethylamine

38 |Cannabis and Cannabis resin  |cdn sa va cdc san phdm chiét xudt tiv can sa

39 |Cathinone (-)-(S)-2-aminopropiophenone

40 |Cerivastatine acide (6E)-(3R,5S)-7-[4-(4-fluorophényl)-5-
(méthoxyméthyl)-2,6-bis(1-méthyléthyl)-3-
pyridyl]-3,5-dihydroxyhept-6-énoique

41 |Chlormezanone
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STT Tén hoat chat Tén khoa hoc

42 |[Clonitazene 2-(p-chlorobenzyl)- 1-diethylaminoethyl-5-
nitrobenzimidazole

43 |Coca leaf ld cay Coca

44 |Codoxime dihydrocodeinone-6-carboxymethyloxime

45 |Cyclobarbital 5-(1-cyclohexen-1-yl)-5-ethylbarbituric acid

46 |Desomorphine dihydrodeoxymorphine

47 |Desomorphine dihydrodeoxymorphine

48 |DET 3-[2-(diethylamino)ethyl]indole

49 |Dexamfetamine (+)-o-methyphenethylamine

(Dexamphetamine)

50 |Dexfenfluramine

51 |Dextropropoxyphen a- (+)- 4- dimethylamino- 1,2- diphenyl- 3-
methyl- 2 - butanol propionate

52 |Diampromide N-[2-(methylphenethylamino)propyl|propionanilide

53 |Diethylamine N-Ethylethanamine

54 |Diethylthiambutene 3-diethylamino-1,1-di(2 -thienyl)-1-butene

55 |Dihydroetorphine 7,8-dihydro-7 a-[1-(R)-hydroxy-1-methylbutyl]-
6, 14-endo-ethanotetrahydrooripavine

56 |Dihydromorphine

57 |Dimenoxadol 2-dimethylaminoethyl-1-ethoxy-1, I-diphenylacetate

58 |Dimepheptanol 6-dimethylamino-4,4-diphenyl-3-heptanol

59 |Dimethylthiambutene 3-dimethylamino-1, 1-di(2'-thienyl)-1-butene

60 |Dioxaphetyl butyrate Ethyl-4-morpholino-2,2-diphenylbutyrate

61 |[DMA (+)-2,5-dimethoxy-o-methylphenethylamine

62 |DMHP 3-(1,2dimethylheptyl)-7,8,9, 10-tetrahydro-6,6,9-
trimethyl-6 H-dibenzo[b,d]pyran-1-01

63 [(DMT 3-[2(dimethylamino)ethyl]lindole

64 [DOET (+)-4-ethyl-2,5-dimethoxy-a-phenethylamine

65 |Dronabinol (6aR,100R)-6a,7,8, 10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6H-dibenzo[b,d]pyran-1-o1

66 |[Ecgonine its esters and derivatives which are convertible
to ecgonine and cocaine

67 |Erythromycine dang mudi

Estolate
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STT Tén hoat chat Tén khoa hoc

68 |Ethyl ether 1,1'-oxybis[ethane]

69 |Ethylene Diacetate 1, 1-Ethanediol Diacetate

70 |Ethylmethylthiambutene 3-ethylmethylamino-1,1-di(2 -thienyl)-1-butene

71 |Eticyclidine (PCE) N-ethyl-1-phenylcyclohexylamine

72 |Etonitazene 1-diethylaminoethyl-2-p-ethoxybenzyl-5-
nitrobenzimidazole

73 |Etorphine tetrahydro-7 o-(1-hydroxy-1-methylbutyl)-6, 14-
endo-ethenooripavine

74 |Etoxeridine 1-[2-(2-hydroxyethoxy)ethyl]-4-
phenylpiperidine-4-carboxylic acid ethyl ester

75 |Etryptamine 3-(2-aminobutyl)indole

76 |Fenetylline 7-[2-[(a-methylphenethyl)amino]ethyl]-
theophylline

77 |Fenfluramine

78 |Formamide Methanamide,; Carbamaldehyde

79 |Furethidine 1-(2-tetrahydrofurfuryloxyethyl)-4-
phenylpiperidine-4-carboxylic acid ethyl ester

80 |Gatifloxacin (trir thudc nho mit,

nguyén li¢u dé san xuat thudc
nhd mat)

81 (GHB y-hydroxybutyric acid

82 |Glafenine

83 |Heroin Diacetylmorphine

84 [Hydrocodone Dihydrocodeinone

85 |Hydromorphinol 14-hydroxydihydromorphine

86 |Hydroxypethidine 4-m-hydroxyphenyl-1-methylpiperidine-4-
carboxylic acid ethyl ester

87 |Isomethadone 6-dimethylamino-5-methyl-4,4-diphenyl-3-
hexanone

88 [Isosafrole (1,3-benzodioxole,5-(1-propenyl)-)

89 |Ketobemidone 4-m-hydroxyphenyl-1-methyl-4-
propionylpiperidine

90 |Levamfetamine (-)-(R)-a-methylphenethylamin

(Levamphetamine)
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STT Tén hoat chat Tén khoa hoc

91 |Levamisole (6S5)-2,3,5,6-Tetrahydro-6-phenylimidazo [2,1-b]
thiazole

92 [Levomethamphetamine (-)-N,o-dimethylphenethylamine

93 |Levomethorphan* (-)-3-methoxy-N-methylmorphinan

94 |Levomoramide (-)-4-[2-methyl-4-oxo-3,3-diphenyl-4-(1-
pyrrolidinyl)butyl]morpholine

95 |Levophenacylmorphan (-)-3-hydroxy-N-phenacylmorphinan

96 [Lysergic acid ((8)-9,10-didehydro-6-methylergoline-§-
carboxylic;

97 |MDE, N-ethyl MDA (+)-N-ethyl-o-methyl-3,4-
(methylenedioxy)phenethylamine

98 |[MDMA (+)-N,a-dimethyl-3,4-(methylene-dioxy)
phenethylamine

99 |Mecloqualone 3-(o-chlorophenyl)-2-methyl-4(3H)-
quinazolinone

100 [Mescaline 3,4,5-trimethoxyphenethylamine

101 [Mescathinone 2-(methylamino)-1-phenylpropan-1-one

102 |Metamfetamine (+)-(S)-N,a-dimethylphenethylamine

(Metamphetamine)

103 |Metamfetamine racemate (+)-N,a-dimethylphenethylamine

104 [Metazocine 2'-hydroxy-2,5,9-trimethyl-6,7-benzomorphan

105 |Methadone intermediate 4-cyano-2-dimethylamino-4,4-diphenylbutane

106 |Methaqualone 2-methyl-3-o-tolyl-4(3H)-quinazolinone

107 [Methyl ethyl ketone 2-butanone

108 |Methylamine Monomethylamine; Aminomethane

109 |Methyldesorphine 6-methyl-.6-deoxymorphine

110 |Methyldihydromorphine 6-methyldihydromorphine

111 [Metopon S-methyldihydromorphinone

112 (MMDA S-methoxy-o-methyl-3,4-
(methylenedioxy)phenethylamine

113 [Moramide intermediate 2-methyl-3-morpholino-1, I-diphenylpropane
carboxylic acid

114 [Morpheridine 1-(2-morpholinoethyl)-4-phenylpiperidine-4-

carboxylic acid ethyl ester




CONG BAO/S6 881 + 882/Ngay 14-7-2025 29
STT Tén hoat chat Tén khoa hoc
115 (MPPP 1-methyl-4-phenyl-4-piperidinol propionate (ester)
116 [N-Acetylanthranilic acid benzoic acid, 2-(acetylamino)-
117 |N-hydroxy MDA (+)-N-[a-methyl-3,4-(methylenedioxy)
phenethyl]hydroxylamine
118 |Nimesulide (trlr thudc ding

ngoai da, nguyén li¢u dé san
xuat thuoc dung ngoai da)

119 |Nitroethane

120 [Noracymethadol (%.)-a-3-acetoxy-6-methylamino-4,4-diphenylheptane

121 |Norlevorphanol (-)-3-hydroxymorphinan

122 |Normethadone 6-dimethylamino-4,4-diphenyl-3-hexanone

123 [Normorphine Demethylmorphine

124 |Norpipanone 4,4-diphenyl-6-piperidino-3-hexanone

125 |Para-fluorofentanyl 4'-fluoro-N-(1-phenethyl-4-piperidyl)propionanilide

126 [Parahexyl 3-hexyl-7,8,9, 10-tetrahydro-6,6,9-trimethyl-6 H-
dibenzo[b,d] pyran-1-ol

127 [Pemoline 2-amino-5-phenyl-2-oxazolin-4-one

128 [PEPAP 1-phenethyl-4-phenyl-4-piperidinol acetate (ester)

129 [Pethidine intermediate A 4-cyano-1-methyl-4-phenylpiperidine

130 [Pethidine intermediate B 4-phenylpiperidine-4-carboxylic acid ethyl ester

131 |Pethidine intermediate C 1-methyl-4-phenylpiperidine-4-carboxylic acid

132 [Phenacetine N-(4-Ethoxyphenyl) acetamide, p-acetophenetidide

133 [Phenadoxone 6-morpholino-4,4-diphenyl-3-heptanone

134 |Phenampromide N-(1-methyl-2-piperidinoethyl)propionanilide

135 [Phencyclidine (PCP) 1-(1-phenylcyclohexyl)piperidine

136 [Phenmetrazine 3-methyl-2-phenylmorpholine

137 |Phenolphtalein 3,3-bis (4-hydroxyphenyl)-1-(3H)-
isobenzofuranone

138 |Phenomorphan 3-hydroxy-N-phenethylmorphinan

139 |Phenoperidine 1-(3-hydroxy-3-phenylpropyl)-4-
phenylpiperidine-4-carboxylic acid ethyl ester

140 [Phenylacetic acid benzeneacetic acid

141 |Phenylpropanolamin (Norephedrin) | Benzenemethanol, o. - (1- aminoethyl)- (+)-
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STT Tén hoat chat Tén khoa hoc

142 [Piminodine 4-phenyl-1-(3-phenylaminopropyl)piperidine-4-
carboxylic acid ethyl ester

143 [Piperidine Piperidine

144 [Piperonal 1,3-benzodioxole-5-carboxaldehyde,

145 |Piperonyl Methyl Cetone

146 [Pipradrol 1, I-diphenyl-1-(2-piperidyl)methanol

147 |Piritramide 1-(3-cyano-3,3-diphenylpropyl)-4-(1-
piperidino)piperidine-4-carboxylic acid amide

148 ([PMA p-methoxy-a-methylphenethylamine

149 |Pratolol

150 [Proheptazine 1,3-dimethyl-4-phenyl-4-
propionoxyazacycloheptane

151 |Properidine 1-methyl-4-phenylpiperidine-4-carboxylic acid
isopropyl ester

152 |Psilocine, psilotsin 3-[2-(dimethylamino)ethyl]indole-4-01

153 [Psilocybine 3-[2-(dimethylamino)ethyl]indole-4-yl
dihydrogen phosphate

154 [Pyramidon (Aminophenazone) |4-diméthylamino-2,3-diméthyl-1-phényl-3-
pyrazolin-5-one

155 [Racemethorphan (£)-3-methoxy-N-methylmorphinan

156 [Racemoramide (£)-4-[2-methyl-4-oxo-3,3-diphenyl-4-(1-
pyrrolidinyl)butyl]morpholine

157 |Racemorphan (£)-3-hydroxy-N-methylmorphinan

158 [Rolicyclidine (PHP, PCPY) 1-(1-phenylcyclohexyl)pyrrolidine

159 [Safrole (1,3-benzodioxole,5-(2-propenyl)-); HS code:
2932.94 CAS number: 94-59-7

160 |Santonin [3s-(3 o, 3aa, Sap, 9bp]-3a,5,5a,9b - Tetrahydro
- 3 5a, 9 - trimethylnaphtho [1,2-b] furan-2, 8
(3H,4H)- dione

161 |Secobarbital S-ally-5-(1-methylbutyl)barbituric acid

162 [Sibutramine (£)-dimethyl-1-[1-(4- chlorophenyl) cyclobutyl]-
N,N, 3-trimethylbutan- 1-amine

163 [STP, DOM 2,5-dimethoxy-a,4-dimethylphenethylamine

164 |Sulphuric acid 1 sulfuric acid
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STT Tén hoat chat Tén khoa hoc
165 [Tenamfetamine (MDA) o-methyl-3,4-(methylenedioxy) phenethylamine
166 |Tenocyclidine (TCP) 1-[1-(2-thienyl)cyclohexyl]piperidine
167 |Terfenadine
168 [Tetrahydrocannabinol 7,8,9, 10-tetrahydro-6,6,9-trimethyl-3-pentyl-
6H-dibenzo[b,d] pyran-1-ol;
(9R,100R)-8,9,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6H-dibenzo[b,d]pyran-1-o1;
(6aR,9R, 10aR)-60,9, 10, 1 0a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-01;
(60R,100R)-6a,7,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-01;
6a,7,8,9-tetrahydro-6,6,9-trimethyl-3-pentyl-
6H-dibenzo[b,d]pyran-1-ol,;
(6aR,10aR)-60,7,8,9,10,10a-hexahydro-
6,6,dimethyl-9-methylene-3-pentyl-6 H-
dibenzo[b,d]pyran-1-ol
169 |Thebaine 6,7,8,14-Tetradehydro-4,5-epoxy-3,6-
dimethoxy-17-methylmorphinan, paramorphine
170 |Thiofentanyl N-[1-[2-(2-thienyl)ethyl]-4-
piperidyl]propionanilide
171 |Tilidine (x)-ethyl-trans-2-(dimethylamino)-1-phenyl-3-
cyclohexene-1-carboxylate
172 [TMA (+)-3,4,5-trimethoxy-a-methylphenethylamine
173 |Toluene benzene, methyl-
174 |Trimeperidine 1,2, 5-trimethyl-4-phenyl-4-propionoxypiperidine
175 |Ziperol o-(a-methoxybenzy)-4-(p-methoxyphenethyl)-1-
piperazineethanol
176 |Zomepirac 5-(4-Chlorobenzoyl)-1, 4-dimethyl-H-pyrrole-2-
acetic acid
177 |Thudc phién va cac ché pham tir

thudc phién (Trir truong hop
ethyl este cua acid béo iod hoda
trong dau hat thudc phién ma
khong con chira chat ma tay tir
thudc phién)
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) Phulye VI ] )
MAU XAC NHAN NOI DUNG QUANG CAO THUOC
(Kem theo Nghi dinh so 163/2025/ND-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)
M3u s6 01 | Pon dé nghi xac nhin noi dung quang céo thube
5z Pon dé nghi xac nhin ndi dung quang cdo thudc qua phuong tién
Mauso 02 |, .., .. : A g 1A X
hoi thao, ho1 nghi, su kién gié1 thi¢u thude
Mau s6 03 | Gidy xac nhan noi dung quang céo thudc
x 2z Gidy xac nhan ndi dung quang céo thudc qua phuong tién hoi thao,
Mauso 04 | .. : R %
hoi nghi, sy kién gioi thi¢u thude
Miu s6 05 Phi€u ti€p nhan van ban thong bdo ndi dung quing cao thudc can

dinh chinh
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MAu s6 01

TEN CO SO PE NGHI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

, PON PE NGHI ,
XAC NHAN NQI DUNG QUANG CAO THUOC

1. Tén co s& dé nghi xac nhan ndi dung quang co thude:
2. Pia chi:

3. S6 dién thoai, Fax, E-mail:

4. Ho, tén, sd dién thoai ctia ngudi lién hé khi can:

5

. Danh muc thuoc dé nghi x4c nhan ndi dung quang cao thudc:

Tén thudc S6 gidy ding ky luu hanh thudc

6. Phuong tién quang cao dé nghi xac nhén:

7. Tai liéu kém theo:

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

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

8. Cam két cua co so:

Co sé da nghién ctru va cam két tuan tha ddy du cac quy dinh c6 lién quan
trong linh vuc dugc.

Tén tinh/thanh phé, ngay...thang...ndm...
NGUOI PAI DIEN THEO PHAP LUAT/NGUOI PUNG PAU
HOAC NGUOI PUQC UY QUYEN
(Ky va ghi 16 ho, tén; déng dau)
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MAu s6 02

TEN CO SO PE NGHI CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

’ 'DON PE NGHI
XAC NHAN NQI DUNG QUANG CAO THUOC QUA PHUONG TIEN HOI
THAO, HQI NGHI, SU KIEN GIOI THIEU THUOC

1. Tén co s dé nghi xac nhan ndi dung quang cdo thudc qua phuong tién hoi
thao, hoi nghi, sy kién gidi thi¢u thuoc:

2. Dia chi:
3. S6 dién thoai, Fax, E-mail:
4. Ho, tén, sb dién thoai cua nguoi lién hé khi can:

5. Danh muc thubc dé nghi xic nhan quang céo thuéc qua phuong tién hoi
thao, hoi nghi, sy kién gidi thi¢u thuoc:

S6 TT Tén thude S6 gidy ding ky lwu hanh thudce
1
2
3
6. Thanh phan tham dy:
7. Pia diém va thoi gian du kién t6 chuc:
8. Tai li€u kém theo:

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

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

9. Cam két cua co so:

Co so da nghién ciru va cam két tuan thu day du cac quy dinh co lién quan
trong linh vuc duogc.

Tén tinh/thanh pho, ngay... thang... nam...
NGUOI PAI DIEN THEO PHAP LUAT/NGUOI PUNG PAU
HOAC NGUOI PUQC UY QUYEN
(Ky va ghi ré ho, tén; doéng ddu)
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MAu s6 03

TEN CO QUAN XAC NHAN  CONG HOA XA HQI CHU NGHIA VIET NAM
- Doc 1ap - Tw do - Hanh phuc

GIAY XAC NHAN '
NQI DUNG QUANG CAO THUOC

Xéc nhan ndi dung quang céo thuoc:

STT Tén thudc S6 gidy ding ky luu hanh

Pon dé nghi s6:
Tén co s& dé nghi xac nhan:
DPia chi:
Phuong tién quang céo:
S6 Gidy xac nhan:
(Pia danh), ngay... thang... nam...

THU TRUONG CO QUAN XAC NHAN
(Ky va ghi ro ho, tén, chirc danh; dong dau)
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Mau s6 04

TEN CO QUAN XAC NHAN  CONG HOA XA HQI CHU NGHIA VIET NAM
- Poc 1ap - Tu do - Hanh phuc

] ~ GIAY XAC NHAN ]
NOI DUNG QUANG CAO THUOC QUA PHUONG TIEN HQI THAO, HOI
NGHI, SU KIEN GIOI THIEU THUOC

Xac nhan ndi dung quang cao thude qua phuong tié€n hdi thdo, hdi nghi, su
kién giéi thiéu thude:

STT Tén thuoc S6 gidy ding Ky lwu hanh
1
2
Pon dé nghi s6:

Tén co so dé nghi xac nhan:
bia chi:
Sb Gidy x4c nhan:
Dia diém t6 chirc quang céo thudc:
Thoi gian t6 chitc quang céo thude:
(Pia danh), ngay... thang... nam...

THU TRUONG CO QUAN XAC NHAN
(Ky va ghi ro ho, tén, chirc danh; dong dau)

Ghi chu:
Luu y: Giay xac nhan chi c6 gia tri d6i vdi thot gian, dia diém t6 chirc hoi thdo, hoi nghi, su
kién gidi thi¢u thudc va ndi dung da duoc xac nhan.
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Miu s6 05
TEN CO QUAN TIEP NHAN CONG HOA XA HQI CHU NGHIA VIET NAM

HO SO Poc lap - Tw do - Hanh phuc
Sb:....... D (Pia danh), ngay... thang... nam........
PHIEU TIEP NHAN

VAN BAN THONG BAO NOI DUNG QUANG CAO THUOC CAN PINH CHINH

| O Y0 10 o RO PU PP PP
2. Pia chi co sé ndp vin ban (truong hop ndp ho so qua dich vu buu chinh):....
3. Hinh thirc nop: Truc tiép O Dich vu buu chinh o Truc tuyén m
4. Sb, ngay thang NAM VAN DAN CUA CO ST ..evmeeerereeeeeeeeeereeeeeeeseee oo
5. Tén thudc dé nghi xac nhin nodi dung quang céo thubc:
6. S6 Gidy xac nhan ndi dung quang cao thude da dugc cip, ngay cap:
7. No6i dung quang co thude can dinh chinh®
8. Danh muc tai liéu kém theo (néu c6)™:

NGUOI NHAN HO SO

(Ky va ghi ro ho tén)

Ghi chu:

(1) S6 phiéu tiép nhan van ban.
(2) Ghi tém tit cac yéu ciu can dinh chinh.

(3) Céc tai liéu chirng minh cho ngi dung can dinh chinh (liét ké chi tiét hodc danh muc
kém theo)..
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) Phu luc VII
MAU BANG CONG BO, CONG BO LAI GIA BAN BUON THUOC DU KIEN
(Kém theo Nghi dinh sé 163/2025/ND-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)

Mau s6 01 Bang cong bd giad ban budn thube dy kién

Mau s6 02 Bang cong bd lai gid ban budn thude du kién

Mau s6 03 Phiéu tiép nhan Bang cong b, cong bd lai gia ban budn thude
dy kién
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Mau sb 03
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
- Doc 1ap - Tw do - Hanh phuc
[S6 vin bandén] ngay.... thang..... nam.....

PHIEU TIEP NHAN BANG CONG BO/CONG BO LAI
GIA BAN BUON THUOC DU KIEN

.
1. Co s6 cong bo:
GO SO COMNE DO:......oeoieiiiieeee e

2. S0 BANG CONE DO: ...,
3. Hinh thire ndp: Truc tiép Dich vu buu chinh Truc tuyén

4. Thong tin thudc cong bé:

S6 gidy ding ky Hoat chat/thanh Dang bao ché;
Tén thuoc lwu hanh/So giay phan; Nong do/ Quy cach
phép nhap khau ham lwgng dong goi

5. Danh muc tai liéu tiép nhén:

Bang cong bo gia ban budn thude du kién O
Bang cong bo lai gid ban budn thude du kién O
Tai li¢u khac (Ghi ro):
........................................................................................................................... O
........................................................................................................................... O
........................................................................................................................... O
O

NGUOI NHAN
(Ky va ghi ro ho tén)
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Phu luc VIIT

~ MAU HO SO PANH GIA VIEC PAP UNG THU'C HANH TOT
SAN XUAT CUA CO SO SAN XUAT THUOC, NGUYEN LIEU LAM
THUOC TAI NUGC NGOAI KHI PANG KY LUU HANH TAI VIET NAM

(Kém theo Nghi dinh sé 163/2025/ND-CP
ngay 29 thang 6 nam 2025 cua Chinh phu)

Maus6 01 | Pon dé nghi ddnh gia dp tmg Thuc hanh t6t san xuat cia co so
san xuat thuoc, nguyén liéu lam thudc nudc ngoai
Mau s6 02 | Phiéu tiép nhan ho so
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MAu s6 01

TEN CO SO NOP HO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

Sb.....(1)...... (Dia danh), ngay... thang...nam...

DON PE NGHI PANH GIA PAP UNG THU'C HANH TOT
SAN XUAT CUA CO SO SAN XUAT THUOC, NGUYEN LIEU
LAM THUOC NUGC NGOAI

Kinh giri: BO Y té.

A. Chi tiét vé co sé ndp hd so dé nghi danh gii va co sé san xuat
1. Co sé ndp ho so danh gia

I.1. Tén co so

1.2. Bia chi: Website (néu cd):

1.3. Dién thoai: Email:

1.4. Tén van phong dai dién tai Viét Nam (d6i vi co so ndp hd so danh gia 1a
doanh nghi¢p nudc ngoai):

Dia chi:

bién thoai:

2. Co sé san xuét

2.1. Tén co sO san xuat:

2.2. Pja chi san xuat: Website (néu cé):
2.3. bién thoai: Email:

B. Hinh thirc danh gia:

Tham dinh ho so lién quan dén diéu kién san xuat/GMP

Cong nhan, thira nhan két qua thanh tra, kiém tra GMP

Kiém tra GMP tai co sé san xuat

Danh gia duy tri dap tng GMP
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C. Pham vi @& nghi chirng nhén

D. Tai liéu phap ly va tai liéu ky thuat

STT Noi dung Co
1 | Pon dé nghi danh gia GMP
2 | Giay ching nhan GMP
3 | Gidy phép san xuat
4 | Bao céo kiém tra GMP
5 | Ho so téng thé cta co so san xuét
6 Danh muc cac dot kiém tra GMP
Tai liéu khéac (néu c6)

P. Tuyén bo ciia co sé ndp hd so danh gia

Co s& cam két:

1. Toan bo thong tin ké khai trong Pon dé nghi danh gia GMP 1a dung su that.
N¢éu sai, co s& hoan toan chiu trach nhiém trudc phap luat.

2. Pi kiém tra, ky dong dau theo quy dinh va xac nhan day 1a cac gidy to hop
phap, ndi dung dung su that. Néu c6 sy gia mao, khong dung su that co so xin chiu
hoan toan trach nhiém va s¢€ bi xtr phat theo quy dinh ctia phap luat.

NGUOI PAI DIEN THEO PHA'P LUAT/
N,GUO’I PUQC UY QUYEN ,
(Ky truc tiép, ghi ro ho tén, chuc danh, dong ddu)

Ghi chu:
(1) M4 ho so cia co sd ndp hd so danh gia.
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Mau sb 02
TEN CO QUAN TIEP NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
HO SO Doc 1ap - Tw do - Hanh phuc

PHIEU TIEP NHAN HO SO
Mai ho so:

I. Thong tin ho so' dé nghi danh gia GMP/danh gia duy tri GMP

3. Hinh thic np: Truc tiép Dich vu buu chinh Truc tuyén

Nop lan dau Nop bd sung lan.."..

7. Hinh thic danh gia:

Tham dinh ho so lién quan dén diéu kién san xuat/GMP
Cong nhan, thira nhan két qua thanh tra, kiém tra GMP

Kiém tra GMP tai co sé san xuat

Danh gid duy tri dap atng GMP

II. CAc tai liéu ndp trong hd so

STT Noi dung Co
1. | Pon dé nghi danh gia GMP
2. | Gidy chimg nhan GMP
3. | Gidy phép san xuat
4. | Bao cao kiém tra GMP
5. | Ho so tong thé cta co sd san xuit
6. | Danh muc cac dot kiém tra GMP
Tai liéu khéac (néu c6)

NGUOI NHAN HO SO
(Ky va ghi ro ho tén)
Ghi chu:
(1) Ghi 14n b sung hd so.



