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BOY TE
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic
S6: 10/2021/TT-BYT Ha Néi, ngay 30 thang 6 nim 2021
THONG TU

Quy dinh Danh muc chat cam s dung trong san xuat, kinh doanh
thuc phfim bao vé sttc khoe

Cdn cir Ludt an toan thuc pham ngay 17 thang 6 ndm 2010;

Cén cir Nghi dinh s6 15/2018/NP-CP ngay 02 thang 02 ndm 2018 ciia Chinh
phii Quy dinh chi tiét thi hanh mét s6 diéu ciia Ludt An toan thie pham;

Cdn cir Nghi dinh s6 75/2017/ND-CP ngay 20 thang 6 nam 2017 ciia Chinh
phii Ouy dinh chirc ndng, nhiém vu, quyén han va co' cau t6 chirc ciia Bo Y té;

Theo dé nghi ciia Cuc truéng Cuc An toan thuc pham;

B truémg B Y té ban hanh Théng tu quy dinh Danh muc chdt cam st dung
trong san xudt, kinh doanh thwe phdm béo vé sirc khoe.

Dié¢u 1. Pham vi diéu chinh va doi tuong ap dung

1. Thong tu nay quy dinh Danh muc chét cAm st dung trong san xuat, kinh
doanh thuc pham bao vé suc khoe.

2. Thong tu nay ap dung dbi véi td chirc, ca nhan Viét Nam: td chirc, ca nhan
nudc ngoai tar Viét Nam tham gia san xuat, kinh doanh thuc pham bdo vé sirc
khoe; to chure, ca nhan co hoat dong lién quan dén thuc pham bao vé strc khoe tai
Viét Nam.

Diéu 2. Nguyén tic xdy dung Danh muc chat cim sit dung trong san Xuit,
kinh doanh thuc phim bao vé sitc khée

1. Bao dam phu hop vai1 cac quy dinh cda phap luat va c¢6 co sé khoa hoc.

2. Phu hop va1 thong 1€ quéc té va thue tién quan ly an toan thuc phfim tal
Viét Nam.

3. Kip thoi cip nhat, sira ddi, bd sung Danh muc dé dép img yéu cau bio vé
sttc khoe va yéu cau quan 1y nha nude.
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4. Chit dua vao Danh muc la chit ¢ kha nang gay hai dén sitc khée hoic tinh
mang nguo1 st dung hodc cac chit khong thudc loai dung trong thuc phﬁm.

Piéu 3. Danh muc chat cam si dung trong san xuat, kinh doanh thuc
ph?;m bao vé sirc khoe

Chat cAm st dung trong san xuét, kinh doanh thuc phﬁm bao vé suc khoe, bao
gam chit cé trong cac Danh muc sau:

1. Phu luc V “Danh muc thubc, nguyén liéu lam thudc cam nhap khau, cdm san
xut” ban hanh kém theo Nghi dinh s6 54/2017/ND-CP ngay 08 thang 5 nim 2017 cla
Chinh pht quy dinh chi tiét mot s diéu va bién phap thi hanh Luat duoc.

2. Danh muc I "Cac chit ma tay tuyét dbi cAm sir dung trong y hoc va doi
sdng xi hoi; Viée st dung cac chét nay trong phan tich, kiém nghiém, nghién ctru
khoa hoc, diéu tra to1 pham theo quy dinh dic biét cta co quan cd thim quyén"‘,
Danh muc II "Cac chit ma tiy duge dung han ché trong phan tich, kiém nghiém,
nghién ctru khoa hoc, didu tra to1 pham hodc trong linh vuc y té theo quy dinh
clia co quan c¢6 thAm quyén"; Danh muc III "Céc chit ma tay duoc dung trong
phan tich, kiém nghiém, nghién ctru khoa hoc, diéu tra tbi pham hodc trong linh
vuc y té, tha y theo quy dinh cua co quan co thim quyén"; Danh muc IVA "Cac
tién chat thiét yéu, tham gia vao cu tric chit ma tiy" ban hanh kém theo Nghi
dinh s 73/2018/ND-CP ngay 15 thang 5 ndm 2018 cta Chinh phu quy dinh cac
danh muc chat ma tay va tién chat.

3. Phu luc I “Danh muc duoc chit giy nghién” ban hanh kém theo Théng tu
s6 20/2017/TT-BYT ngay 10 thang 5 nim 2017 ctia B6 trudng Bd Y té quy dinh
chi tiét mot s6 didu cta Ludt duoc va Nghi dinh s6 54/2017/ND-CP ngay 08
thang 5 nim 2017 clia Chinh pht vé thudc va nguyén liéu lam thudc phai kiém
soat dic biét.

4. Danh muc Thudc dbc va nguyén liéu doc lam thudc ban hanh kém theo
Théng tu sé 06/2017/TT-BYT ngay 03 thang 5 nim 2017 cia Bd truéng Bo Y té
ban hanh Danh muc Thudc doc va nguyén licu doc lam thudec.

5. Phu luc I “Danh muc duoc liéu c6 doc tinh nguénn géc thue vat”, Phu luc II
“Danh muc duoc liéu co doc tinh nguén géc dong vat”; Phu luc III “Danh muc
duoc liéu co doc tinh nguén géc khoang vat” ban hanh kém theo Thong tu $b
42/2017/TT-BYT ngay 13 thang 11 nim 2017 cta B6 trudng B Y té Ban hanh
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Danh muc duoc liéu doc lam thudc, trir cac duoc lidu c6 dau (*) da duoc ché bién
theo dung phuong phap ché bién do Bb truéng Bo Y té quy dinh ta1 Thong tu sb
30/2017/TT-BYT ngay 11 thing 7 ndm 2017 huéng din phuong phap ché bién cac
vi thudc ¢b truyén va bao dam an toan khi lam thue phdm.

6. Danh muc céc chit ¢ trong Phu luc ban hanh kem theo Thong tu nay.

Diéu 4. Hiéu luc thi hanh

1. Thong tu nay co hiéu luc thi hanh ké tur ngay 01 thang 9 nam 2021.

2. Truong hop céc vin ban quy pham phap luat duoc dan chiéu trong Thong tu
nay c6 su thay doi, bd sung hodc duoc thay thé thi 4p dung thue hién theo quy dinh
tal van ban moi.

Diéu 5. T6 chirc thuc hién

1. Cuc An toan thuc phdm (B Y té) c6 trach nhiém:

a) Chu tri phoi hop véi cac don vi ¢6 lién quan quan phd bién, huéng din va
trién khai thuc hién Thong tu nay,

b) Chi dao cac don vi tham gia kiém nghiém thuc phfim bao vé suc khoe xay
dung phuong phép, dau tw nhan luc, trang thiét bi kiém nghiém dé dap img yéu
cau kiém nghiém cac chét c6 trong Danh muc chat cAm quy dinh tai Thong tu nay.

2. S& Y té, Ban Quan 1y an toan thuc phém cac tinh, thanh phé truc thude
Trung wong cd trach nhiém td chirc thuc hién, S& Y té chi dao cac Chi cuc An toan
vé sinh thuc phém va cac don vi lién quan kiém tra va glam sat cac td chirc, ca
nhén san xuat, kinh doanh thuc phdm béo vé sirc khoe tai dia phwong,

Trong qua trinh thuc hién Thoéng tu nay, néu c¢6 kho khin, vuong mic dé nghi
cac co quan, t5 chirc, ca nhan bdo cao vé BO Y té (Cuc An toan thuc phﬁm) dé xem
xét, gidi quyét./.

KT. BQ TRUGNG
THU TRUONG

Truong Qui’ic Cuong
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BO YTE

CONG HOA XA HOI CHU NGHIA VIET NAM

Daoc lap - Tu do - Hanh phic

PHU LUC

DANH MUC CAC CHAT
(Ban hanh kém theo Théng tu s6 10/2021/TT-BYT ngay 30 thang 6 ndm 2021)

STT Tén chat Tén khoa hoc
1 [1-3-dimethylamylamine 4-methylhexan-2-amine
2 |Aildenafil 5-[5-[(38,5R)-3,5-dimethylpiperazin- -yl |sulfonyl-2-

ethoxyphenyl]-1-methyl-3-propyl-6H-pyrazolo[4,3-
d]pyrimidin-7-one

3 |Aminotadalafil (2R,8R)-6-amino-2-(1,3-benzodioxol-5-yl)-3,6,17-
triazatetracyclo[8.7.0.03,8.011,16 Jheptadeca-
1(10),11,13,15-tetraene-4,7-dione

4 |Aromatase| Aminoglutethimide|3-(4-aminophenyl)-3-ethylpiperidine-2,6-dione

mnhibitor  |Formestane (8R,9S,10R,138,148)-4-hydroxy-10,13-dimethyl-

2,6,7,8,9,11,12,14,15,16-decahydro-1H-
cyclopenta[a]phenanthrene-3,17-dione

Anastrozole 2-[3-(2-cyanopropan-2-yl)-5-(1,2,4-triazol- 1 -ylmethyl)
phenyl]-2-methylpropanenitrile

Letrozole 4-[(4-cyanophenyl)-(1,2,4-tr1azol-1-yl)methyl]benzonitrile

Vorozole 6-[(4-chlorophenyl)-(1,2,4-triazol-1-yl)methyl]-1-
methylbenzotriazole

Exemestane 6- Methyleneandrosta -1,4-diene-3,17-dione
(8R,9S,10R,138S,148)-10,13-dimethyl-6-methylidene-
7,8,9,11,12,14,15,16-octahydrocyclopenta[a]phenanthrene-
3,17-dione

5 |Beclomethasone (8S,9R,108,118,138,148,168,17R)-9-chloro-11,17-
dihydroxy-17-(2-hydroxyacetyl)-10,13,16-trimethyl-6,7.8,
11,12,14.15,16-octahydrocyclopenta[a]phenanthren-3-one

6 [Benproperine 1-[1-(2-benzylphenoxy)propan-2-yl |piperidine

7 |Benzamidenafil N-[(3,4-dimethoxyphenyl)methyl]-2-(1-hydroxypropan-2-
ylamino)-5-nitrobenzamide

8 [Benzyl sibutramine 1-(1-(4-chlorophenyl)cyclobutyl)-N,N-dimethyl-2-

phenylethan-1-amine
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9 |Betamethasone (8S,9R,108,118,138,148,168,17R)-9-fluoro-11,17-
dihydroxy-17-(2-hydroxyacetyl)-10,13,16-trimethyl-
6,7,8,11,12,14,15,16-octahydrocyclopentaa]phenanthren-
3-one
10 |Budesomde (15,28,4R,88,98,118,128,13R)-11-hydroxy-8-(2-
hydroxyacetyl)-9,13-dimethyl-6-propyl-5, 7-dioxapentacyclo
[10.8.0.02,9.04,8.013,18]icosa-14,17-dien-16-one
11 |Buformin 2-butyl-1-(diaminomethylidene)guanidine
12 |Cetilistat 2-hexadecoxy-6-methyl-3,1-benzoxazin-4-one
13 |Chlorpheniramine 3-(4-chlorophenyl)-N,N-dimethyl-3-pyridin-2-ylpropan-1-
amine
14 |Chlorpromazine 3-(2-chlorophenothiazin-10-y1)-N,N-dimethylpropan-1-amine
15 |Chlorzoxazone 5-chloro-3H-1,3-benzoxazol-2-one
16 |Cinnarizine 1-benzhydryl-4-[(E)-3-phenylprop-2-enyl]piperazine
17 |Clobetasol propionate [(8S,9R,108,118,135,148,168,1 7R)-17-(2-chloroacetyl)-9-
fluoro-11-hydroxy-10,13,16-trimethyl-3-oxo-
6,7,8,11,12,14,15,16-octahydrocyclopenta[a]phenanthren-
17-yl] propanoate
18 |Colchicine N-[(7S)-1,2,3,10-tetramethoxy-9-0x0-6,7-dihydro-5H-
benzo[a]heptalen-7-yl]acetamide
19 [Cortisone (8S,95,10R,138,148,17R)-17-hydroxy-17-(2-
hydroxyacetyl)-10,13-dimethyl-1,2,6,7,8,9,12,14,15,16-
decahydrocyclopenta[a]phenanthrene-3,11-dione
20 |Cyproheptadine 1-methyl-4-(2-fricyclo[9.4.0.03,8]pentadeca-
1(15),3,5,7,9,11,13-heptaenylidene)piperidine
21 [Dapoxetine (15)-N,N-dimethyl-3-naphthalen- 1-yloxy-1-phenylpropan-
l-amine
22 |Deflazacort [2-[(18,28,4R,8S8,98,118,128,13R)-1 1-hydroxy-6,9,13-
trimethyl-16-0x0-5-o0xa-7-azapentacyclo[10.8.0.02,9.04,
8.013,18]icosa-6,14,17-trien-8-yl1]-2-oxoethyl] acetate
23 [Desisobutyl- 1-[1-(4-chlorophenyl)cyclobutyl]-N,N-dimethyl-2-
benzylsibutramine phenylethanamine
24 |Desmethyl carbodenafil 5-[2-ethoxy-5-(4-methylpiperazine-1-carbonyl)phenyl]-1-
methyl-3-propyl-6H-pyrazolo[4,3-d]pyrimidin-7-one
25 |Desmethylsibutramine 1-[1-(4-chlorophenyl)cyclobutyl]-N, 3-dimethylbutan-1-amine
26 |Desmethylsildenafil 5-(2-ethoxy-5-piperazin-1-ylsulfonylphenyl)- 1 -methyl-3-

propyl-6 H-pyrazolo[4,3-d]pyrimidin-7-one

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vn



CONG BAO/SS 677 + 678/Ngay 24-7-2021 57

27 |Dexamethasone (8S,9R,108,118,138,148,16R,17R)-9-fluoro-11,17-
dihydroxy-17-(2-hydroxyacetyl)-10,13,16-trimethyl-6,7.8,
11,12,14,15,16-octahydrocyclopenta[a]phenanthren-3-one

28 |Diclofenac [2-[(2,6-dichlorophenyl)amino]phenyl]acetatic acid

29 |Diclofenac Sodium Sodium 2-[(2,6-dichlorophenyl)amino]phenyl Jacetate

30 [Didesmethylsibutramine 1-[1-(4-chlorophenyl)cyclobutyl]-3-methylbutan-1 -amine

31 |Dimethylacetildenafil 5-[5-[2-[(38,5R)-3,5-dimethylpiperazin-1-yl]acetyl]-2-
ethoxyphenyl]-1-methyl-3-propyl-6H-pyrazolo[4,3-
d]pyrimidin-7-one

32 |Dithiodesmethylcarbodenafil |5-[2-ethoxy-5-(4-methylpiperazine-1-carbothioyl)phenyl]-
1-methyl-3-propyl-4H-pyrazolo[4,3-d]pyrimidine-7-thione

33 |Doxepin (3E)-3-(6H-benzo[c][1]benzoxepin-11-ylidene)-N N-
dimethylpropan-1-amine

34 |Ephedrine [ephedrine (1R,28)-2-(methylamino)-1-phenylpropan-1-ol

alkaloids | hsendoephedrine  |(18,28)-2-(methylamino)-1-phenylpropan-1-ol
norephedrine (1S,2R)-2-amino- 1 -phenylpropan-1-ol
norpseudoephedrine |(1S,25)-2-amino-1-phenylpropan-1-ol

35 |Fenfluramine N-ethyl-1-[3-(trifluoromethyl)phenyl |propan-2-amine

36 |Flibanserin 3-[2-[4-[3-(trifluoromethyl)phenyl |piperazin-1-ylJethyl]-
1H-benzimidazol-2-one

37 |Fludrocortisone (8S,9R,108,118,138,14S,17R)-9-fluoro-11,17-dihydroxy-
17-(2-hydroxyacetyl)-10,13-dimethyl-1,2,6,7,8,11,12,14,
15,16-decahydrocyclopenta[a]phenanthren-3-one

38 |Fluocinolone (6S,8S,9R,108,118,135,148,16R,178)-6,9-difluoro-
11,16,17-trihydroxy-17-(2-hydroxyacetyl)-10,13-dimethyl-
6,7,8,11,12,14,15,16-octahydrocyclopenta|a]phenanthren-
3-one

39 |Fluocinonide [2-[(18,25,4R,88,98,118,12R,13S,198)-12,19-difluoro-11-
hydroxy-6,6,9,13-tetramethyl-16-oxo-5,7-dioxapentacyclo
[10.8.0.02,9.04,8.013,18]icosa-14,17-dien-8-yl1]-2-
oxoethyl] acetate

40 |Fluorometholone (6S,85,9R,108,118,138,14S,17R)-17-acetyl-9-fluoro-
11,17-dihydroxy-6,10,13-trimethyl-6,7,8,11,12,14,15,16-
octahydrocyclopenta[a]phenanthren-3-one

41 |Fluoxetine N-methyl-3-phenyl-3-[4-(trifluoromethyl)phenoxy|propan-

1-amine
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42 |Fluticasone S-(fluoromethyl) (6S,8S,9R,108,118,138,14S,16R,17R) -
6,9-difluoro-11,17-dihydroxy-10,13,16-trimethyl-3-oxo-
6,7,8,11,12,14,15,16-octahydrocyclopenta[a]
phenanthrene-17-carbothioate

43 |Furosemide 4-chloro-2-(furan-2-ylmethylamino)-5-sulfamoylbenzoic
acid

44 |Hydrochlorothiazide 6-chloro-1,1-dioxo-3,4-dihydro-2H-1lambda6,2,4-
benzothiadiazine-7-sulfonamide

45 |Hydrocortisone (8S,95,10R,118,13S,14S,17R)-11,17-dihydroxy-17-(2-
hydroxyacetyl)-10,13-dimethyl-2,6,7,8,9,11,12,14,15,16-
decahydro-1H-cyclopenta[a]phenanthren-3-one

46 |Hydroxyhomosildenafil 5-[2-ethoxy-5-[ 4-(2-hydroxyethyl)piperazin-1-
yl]sulfonylphenyl]-1-methyl-3-propyl-6H-pyrazolo[4,3-
d]pyrimidin-7-one

47 |Hydroxyacetildenafil 5-[2-ethoxy-5-[2-[4-(2-hydroxyethyl )piperazin-1-yl]acetyl]
phenyl]-1-methyl-3-propyl-6H-pyrazolo[ 4,3-d]pyrimidin-
7-one

48 |Ibuprofen 2-[4-(2-methylpropyl)phenyl |propanoic acid

49 |Indomethacin 2-[1-(4-chlorobenzoyl)-5-methoxy-2-methylindol-3-
yl]acetic acid

50 |Ketoprofen 2-(3-benzoylphenyl)propanoic acid

51 |Lorcaserin (5R)-7-chloro-5-methyl-2,3,4,5-tetrahydro-1H-3-
benzazepine

52 |Metformin 3-(diaminomethylidene)-1,1-dimethylguanidine

53 [Methocarbamol [2-hydroxy-3-(2-methoxyphenoxy)propyl] carbamate

54 |Methylprednisolone (6S,85,9S,10R,118,138,148,17R)-11,17-dihydroxy-17-(2-
hydroxyacetyl)-6,10,13-trimethyl-7,8,9,11,12,14,15,16 -
octahydro-6H-cyclopenta[a]phenanthren-3-one

55 |Mometasone (8S,9R,108,118,138,148,16R,17R)-9-chloro-17-(2-
chloroacetyl)-11,17-dihydroxy-10,13,16-trimethyl-6,7.8,
11,12,14,15,16-octahydrocyclopenta[a]phenanthren-3-one

56 |Naproxen (25)-2-(6-Methoxynaphthalen-2-yl)propanoic acid

57 [N-Desmethyl tadalafil (2R,8R)-2-(1,3-benzodioxol-5-y1)-3,6,1 7-triazatetracyclo

[8.7.0.03,8.011,16]heptadeca-1(10),11,13,15-tetraene-4,7-
dione

58

N-Desmethyl-N-benzyl
sildenafil

5-[5-(4-benzylpiperazin-1-yl)sulfonyl-2-ethoxyphenyl]-1-
methyl-3-propyl-6H-pyrazolo[4,3-d]pyrimidin-7-one
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39

N-Desmethylvardenafil

2-[2-ethoxy-5-(4-methylpiperazin-1-yl)sulfonylphenyl]-5-
methyl-7-propyl-3H-imidazo[5,1-f][ 1,2,4]triazin-4-one

60 [Nefopam 5-methyl-1-phenyl-1,3,4,6-tetrahydro-2,5-benzoxazocine

61 |Orhistat [(28)-1-[(28,38)-3-hexyl-4-oxooxetan-2-yltridecan-2-yl]
(28)-2-formamido-4-methylpentanoate

62 [Phenformin 1-(diaminomethylidene)-2-(2-phenylethyl)guanidine

63 |Phenytoin 5,5-Diphenylimidazolidine-2,4-dione

64 |Piperadino vardenafil 2-[2-ethoxy-5-(piperidine- 1 -sulfonyl)-phenyl |- 5-methyl-7-
propyl-3H-imidazo[5,1-f]-[1,2,4]triazin-4- one

65 |Piroxicam 4-hydroxy-2-methyl-1,1-dioxo-N-pyridin-2-yl-1lambda6,2-
benzothiazine-3-carboxamide

66 |Prednisolone (85,98,10R,118,13S,148,17R)-11,17-dihydroxy-17-(2-
hydroxyacetyl)-10,13-dimethyl-7,8,9,11,12,14,15,16-
octahydro-6H-cyclopenta[a]phenanthren-3-one

67 |Predmsone (85,98,10R,138S,148,17R)-17-hydroxy-17-(2-
hydroxyacetyl)-10,13-dimethyl-6,7,8,9,12,14,15,16-
octahydrocyclopenta[a|phenanthrene-3,11-dione

68 |Propranolol (2RS)-1-[(Propan-2-yl)amino]-3-[(naphthalen-1-
yl)oxy]propan-2-ol

69 [Salbutamol (1RS)-2-[(1,1-Dimethylethy)amino]-1-[4-hydroxy-3-
(hydroxymethyl)phenyl Jethanol

70 |Salmeterol 2-(hydroxymethyl)-4-[ 1-hydroxy-2-[6-(4-phenylbutoxy)
hexylamino]ethyl ]phenol

71 |[Sildenafil 5-[2-ethoxy-5-(4-methylpiperazin-1-yl)sulfonylphenyl]-1-
methyl-3-propyl-6H-pyrazolo[4,3-d]pyrimidin-7-one

72 |Sulfoaildenafil 5-[5-[(3S,5R)-3,5-dimethylpiperazin-1-yl]sulfonyl-2-
ethoxyphenyl]- 1 -methyl-3-propyl-4H-pyrazolo[ 4,3-
d]pyrimidine-7-thione

73 |Sulfohydroxyhomosildenafil |5-[2-ethoxy-5-[4-(2-hydroxyethyl)piperazin-1-yl]
sulfonylphenyl]-1-methyl-3-propyl-4H-pyrazolo[4,3-d]
pyrimidine-7-thione

74 |Tadalafil (6R.12aR)-6-(1,3-Benzodioxol-5-yl)-2-methyl-
2,3,6,7,12,12a-hexahydropyrazino[1',2":1,6]-pyrido[3,4-b]
mndole-1,4-dione

75 |Terazosin hydrochloride 1-(4-Amino-6, 7-dimethoxyquinazolin-2-yl)-4-[[(2RS)-

tetrahydrofuran-2-yl|carbonyl|piperazine hydrochloride
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76 |Testosterone (8R,9S,10R,138,148,178)-17-hydroxy-10,13-dimethyl-
1,2,6,7,8,9,11,12,14,15,16,17-
dodecahydrocyclopenta[a]phenanthren-3-one

77 |Thioaidenafil 5-[5-[(38,5R)-3,5-dimethylpiperazin- 1-yl |sulfonyl-2-
ethoxyphenyl]-1-methyl-3-propyl-6H-pyrazolo[4,3-
d]pyrimidine-7-thione

78 |Thiosildenafil 5-[2-ethoxy-5-(4-methylpiperazin-1-yl)sulfonylphenylJ-1-
methyl-3-propyl-6H-pyrazolo[4,3-d]pyrimidine-7-thione

79 [Triamcinolone 9a.-Fluoro-11pB,16a,17a,21-tetrahydroxypregna-1,4-diene-
3,20-dione

80 |Vardenafil 1-{[3-(3,4-Dihydro-5-methyl-4-ox0-7-propylimidazo

[5,1-f]-as-triazin-2-yl)-4-ethoxyphenyl sulfonyl }-4-
ethylpiperazine

KT. BQ TRUGNG
THU TRUONG

Truong Quéc Cuong
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