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Phu luc I
(Kém theo Nghi dinh 6 ...../2025/ND-CP
ngay....thang.....nam 2025 cua Chinh phu)

Phiéu tiép nhan hd so

Pon dé nghi cap chung chi hanh nghé duoc

Giéy xac nhan thoi gian thyc hanh tai co sé thuc hanh chuyén mon
vé duge

Pon dé nghi cap lai Chtng chi hanh nghé duoc

Pon dé nghi diéu chinh ndi dung Ching chi hanh nghé duoc

Chung chi hanh nghé duoc cap theo hinh thirc xét hd so

Chting chi hanh nghé dugc cap theo hinh thuc thi

Ban dé nghi cong bd co sd ddo tao cap nhat kién thirc chuyén mén
vé duge

Ban ké danh sach ngudi huéng dan tham gia dao tao, cip nhat cua
co s¢ dao tao, cap nhat kién thuc chuyén mon vé duogc

Ban dé nghi diéu chinh cong bd co s& dao tao cap nhat kién thuec
chuyén mén vé dugc

Thong bao thay d6i danh sach nguoi hudng din dao tao, cip nhat
kién thirc chuyén mén vé duogc

Giéy xac nhan hoan thanh chuong trinh dao tao, cap nhat kién thirc
chuyén mon

Danh sach ngudi di hoan thanh chuwong trinh ddo tao cap nhat kién
thirc chuyén moén vé dugc

Thong bdo danh sach nguoi ding ky thuc hanh chuyén moén tai co
s& ban 1¢ thude

Pé an t6 churc thi xét cap Ching chi hanh nghé dugc

Ban dé nghi cong bd co s to chirc thi xét cap Ching chi hanh nghé

duoc



Mau sb 17

Mau s6 18
Mau s6 19
Mau s6 20
Mau s6 21

Mau s 22
Mau sb 23
Mau s 24

2

Ban dé nghi diéu chinh cong bd co s to chire thi xét cap Chimg chi
hanh nghé duoc.

Gidy xac nhan két qua thi xét cap chimg chi hanh nghé dugc

Pon dé nghi cap Gidy chting nhan du diéu kién kinh doanh duoc
Pon dé nghi cap lai Gidy ching nhan du diéu kién kinh doanh dugc
Pon dé nghi diéu chinh Gidy chimg nhan du diéu kién kinh doanh
duoc

Gidy ching nhan du diéu kién kinh doanh dugc

Thong béo to chirc ban 1é thude luu dong

M3 ky hiéu s Chung chi hanh nghé dugc, Gidy chimg nhan du diéu
kién kinh doanh duogc



Mau sb 01

Tén co quan tiép nhin  CONG HOA XA HQI CHU NGHIA VIET NAM
hé so Poc 1ap — Tu do — Hanh phuc

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

PHIEU TIEP NHAN
& (0] 0 J L ¢ S

I.D Vlll e e ee e e ee e e ee e e ee e e ee e e ee e e ee e e ee
On 0
. e e e e e e e EEEEREEE

2. bia chi don vi ndp ho so (truong hop ndp hd so qua dudng buu dién):

3. Hinh thirc nop: Truc tiép Buu dién

Nop lan dau Nop b sung lan ..®

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

5.Danh Muc tal HEU M. .oiiiiiiiiie et

Khi nhan két qua, dé nghi mang theo Phiéu tiép nhan niy va xuét trinh
Chtng minh thu hodc cac gidy to trong duong ciia ngudi nhan®

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

(1) Sb tiép nhan hd so

(2) Tén thi tuc hanh chinh.

(3) Ghi lan bd sung ho so.

(4) Cac tai li€u twong tng theo thu tuc hanh chinh dugc quy dinh tai Ludt Dugc va Nghi dinh nay (liét
ké chi tiét hodc danh muc kém theo).

(5) Truong hop nguoi nhan khong phai 1a c6 tén trén Chimg chi hanh nghé dugc, Gidy ching nhan du
diéu kién kinh doanh dugc thi yéu cau c¢6 Gidy iy quyén hodc Gidy gi6i thidu ctia co so.



Mau s6 02
CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

PON PE NGHI
Cap chirng chi hanh nghé dwge
Kinh giri: .ovooveveieiiee, (e

| 5 (oI 7Z TR 1<) o SO

2. Ngay, thang, nam SINh: ........ccccoeviiiiiiiiiice e

4. ChO & MBI NAY? ..o
5. S6 CMND/Th¢ cin cude/Ho chiéu/Cac gidy to twong duong khéc:

6. Diénthoai: ...........oovviiiiiiiii, Email (n€u cd): ...ccovvveeerreeneen.
7. Van bang chuy@n mMON: ........cceeeviiiiieiiiee e

8. Pa ¢ thoi gian thyc hanh tai co s& duoc:

TUNGAY «eeoeeeveeeeeeneendénngady. ..o, Tal..ooiiieeiee
NOi dung thuc hanh:........cccoiiiin e

Tongay ....ooovvvennnnnnn. Aén NEAY ..o, Tat..............
Noidung thuc hanh....... ..o e

Ngudi dé nghi cip chimg chi hanh nghé dugc thudc trudng hop sau:

Nguoi dé nghi cdp chtng chi hanh nghé duoc 1an dau

Nguoi da dugc cap chung chi hanh nghé dugc nhung chung chi

hanh nghé duoc bi thu hdi theo quy dinh

Pé nghi cap Ching chi hanh nghé duoc theo hinh thic:
Xétho so: (1 Thi: [
Ping ky pham vi hanh nghé chuyén mon sau: @

(Liét ké cac vi tri cong viéc ma c4 nhan dé nghi va dap tmg diéu kién theo quy
dinh tai Muc 1 Chuong III cta Luat Dugc 2016)
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Sau khi nghién ctru Ludt Dugc va cac quy dinh khac vé hanh nghé dugc, t6i xin cam doan thyc hién
nghiém tic va day du cac quy dinh hién hanh ctia Luat Dugc va cac van ban quy pham phap luat vé dugce co
lién quan. Néu vi pham t6i xin chiu hoan toan trach nhi¢ém trude phap luét.

Kinh dé nghi Quy co quan xem xét va cip chtng chi hanh nghé duoc
cho to1.

Téi xin giri kém theo don nay cac tai liéu theo quy dinh tai Nghi dinh s6
........ /2017/ND-CP ngay...../...../2017 cta Chinh phu./.

\

......... @........, ngay .... thang ...... ndam......
Nguoi lam don

(Ky va ghi ro ho tén)

Ghi chu:
(1) Tén co quan cip CCHND.
(2) Tén dia danh.
(3) Cac vi tri hanh nghé theo quy dinh tir Piéu 15 dén Piéu 22 cta Luat Dugc, cu thé:
1. Ngudi chiu trach nhiém chuyén mén vé dugc ctia co s¢ san xuét thude trir truong hop 2, 3 dudi day.
2. Nguoi chiu trach nhiém chuyén moén vé duoc cua co s& san xut nguyén liéu lam thude 1a duoc cht,
ta dugc, vo nang.
3. Nguoi chiu trach nhiém chuyén mén vé dugc cia co s& san xuét vic xin, sinh phdm va nguyén liéu
san xudt véc xin, sinh pham.
4. Ngudi phu trach vé bao dam chit lugng cua co so san xuat thude trir truong hop 5, 6 dudi day.
5. Ngudi phu trach v& bao dam chit lugng ctia co so san xuét vic xin, sinh phim.
6. Ngudi phu trach vé bao dam chit lugng cua co s& san xuit nguyén liéu lam thube 1a duoc chét, ta
duoc, vo nang.
7. Nguoi chiu trach nhiém chuyén mon vé duoc, ngudi phu trach vé bao dam chét lugong cla co sd san
xuat duge lidu;
8. Nguoi chiu trach nhiém chuyén moén vé duoc, nguoi phy trach vé bao dam chat lugng cua ho kinh
doanh, hop tac xa san xuét dugc lidu.
9. Ngudi chiu trach nhiém chuyén mén vé duoc ciia co s& ban budn thude, nguyén liéu lam thude, trir
truong hop 10, 11 dudi day.
10. Nguoi chiu trach nhiém chuyén moén vé duge cia co s ban budn véc xin, sinh phém.
11. Nguoi chiu trach nhiém chuyén mén vé duge cua co sé ban budn duge liéu, thude duge lidu, thube
b tluyén.
12. Ngudi chiu trach nhiém chuyén mén vé dugc ciia co s¢ xuit khau, nhap khau thude, nguyén liéu lam
thudc, trir truong hop 13, 14 sau day.
13. Ngudi chiu trach nhiém chuyén mén vé dugc ciia co s xuét khau, nhap khéu vic xin, sinh phim..
14. Nguoi chiu trach nhi¢m chuyén mon vé duoc cia co sé xuit khau, nhép khéu dugc liéu, thude dugce
liéu, thudc cd truyén.
15. Ngudi chiu trach nhiém chuyén mén vé duoc cia nha thude.
16. Ngudi chiu trach nhiém chuyén mén vé dugc cia quiy thude.
17. Ngudi chiu trach nhiém chuyén mén vé duoc cua ti thude tram y té xa
V18.7Ngu(“yi chiu trdch nhiém chuyén mon vé dugc cta co s chuyén ban 1€ duogc liu, thudc duoc liéu,
thuoc c6 truyen. . ) )
19. Nguoi chiu’tréch nhiém chuyén moén vé dugc clia co so kinh doanh dich vy kiém nghiém thuoc,
nguyén li¢u lam thude, trir truong hop 20 dudi d{?ly. ) )
20. Nguoi chiu trach nhiém chuyén mén vé dugc cua co s¢ kinh doanh dich vy kiém nghiém vac xin,
sinh pham. . .
21. Nguoi chiu trach nhiém chuyén mon vé dugc cta co sd kinh doanh dich vu thtr thudc trén 1am sang,
thtr trong duong sinh hoc cua thudc, trir trudng hop 22 dudi day.
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22. Nguoi chiu trach nhiém chuyén moén ctia co s kinh doanh dich vy thir thudc trén 1am sang, thu
tuong dwong sinh hoc cuia thube duoc lidu, thude cd truyén.

23. Nguoi phu trach cong tic dugc 1am sang clia co s& kham bénh, chita bénh, trur truong hop 24 dudi
day.

24. Ngudi phu trach cong tac dugce 1am sang ctia co s kham bénh, chira bénh bang y hoc ¢ truyen

25. Nguorl chiu trach nhiém chuyén mén vé duoc cta co so kinh doanh dich vu bao quan thude, nguyén
lidu 1am thudc, trir trudng hop 26 dudi day.

26. Nguoi chiu trach nhiém chuyén moén vé duoc cta co sé kinh doanh dich vu bao quan véc xin, sinh
pham.



Mau s 03

CONG HOA XA HOI CHU NGHIiA VIET NAM
Poc lap - Tw do - Hanh phic

GIAY XAC NHAN
Thoi gian thyc hanh tai co sé thue hanh chuyén mén vé dwoc

TeNn CO SOt v, Diachic........o o
S6 gidy CNDDKKDD:. .. (.. e

XAC AN ONG/BA ..o evnaens

S6 CMND/Thé cin cudc/HO chiéu/Cac gidy to twong duwong khéc:
............................ Ngay cap: ............ Noi cap

THhUONEZ trT A1 .eeiiieieiiie ettt et e et e e e eere e e e naeeeeeneneas

Da c6 thoi gian thuc hanh dugc tai: ....ocveeeecieieeee e e,

TUNGAY «eoeeeeeeeeeeee BN NGAY oo e
NOi dung thue hanh: @ ..o

T61 xin chiu hoan toan trach nhiém vé xac nhan trén./.

..... , ngay ..... thang ..... nam .....
Nguoi dai dién trweée phap ludt/nguoi dwoe iy quyén
(Ky, ghi 16 ho tén, chirc danh, déng ddu (néu c6))®

Ghi chu:

(1) ién s6 gidy CNPDKKDD néu la co so kinh doanh dugc

(2) Ghi ndi dung thyc hanh theo quy dinh tai Diéu 20 cua Nghi dinh nay.

(3) Pbi vé6i co so thue hanh 1a nha thude, khong phai dong dau vao Gidy xac nhan.



Mau sb 04

CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc 1ap - Tw do - Hanh phuc

PON PE NGHI
Cip lai Chirng chi hanh nghé dwoc

Kinh gUri: c.ooooevieiiiieiee S U
| 5 oI Y7 TR 1< o LSRR
2. Ngay, thdng, ndm SINN: .......cccocoiiiiiiiiiiiiece e
3. ChO & RGN DAY .o,
4. Noi dang ky ho khau thuong tru:
5. S6 CMND/Th¢ cin cudc/Ho chiéu/Cac gidy to twong duong khéc:

6. Dién thoai: .....ccovvvieiiiii Email ( néu ¢6): ..oean.....
7. VAN DANG CRUYEN MON: ..o,
Pi duogc cip Ching chi hanh nghé duoc sb: ............... ngay...............
Theo hinh thtrc: Xéthd so [ ] Thi[ ]

8. Pham vi hanh nghé d dugc cap:

[ ] Tbixin cam két vé tinh xac thuc cta viéc mat Chimg chi hanh nghé duoc
dong thoi khong sir dung Chimg chi hanh nghé duoc da mét dé hanh nghé @.

Sau khi nghién ctru Luat Duoc va cac quy dinh khac vé hanh nghé duoc,
t6i xin cam doan thuc hién nghiém tic va diy du cac quy dinh hién hanh cua
Luat Dugc va cac van ban quy pham phap lut vé duogc co lién quan. Néu vi
pham t61 xin chiu hoan toan trach nhiém trudc phap luat.
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Kinh d& nghi Quy co quan xem xét va cap lai chimg chi hanh nghé duoc cho t6i.

T61 xin giri kém theo don nay cac tai li¢u theo quy dinh tai Nghi dinh $6
........ /2017/ND-CP ngay...../...../2017 cua Chinh phu./.

Nguwoi lam don
(Ky va ghi ro ho tén)
(1) Tén co quan cip CCHND.
(2) Panh d4u vao 6 vudng trong truong hop cap lai CCHND vdi 1y do bi mat CCHND.
(3) Tén dia danh.
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Mau s6 05

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

‘ PON PE NGHI ]
Diéu chinh ngi dung Chirng chi hanh nghé dwgc

Kinh gui: ....ccovvveiieieeiene, W) e,
| 5 oI Y7 TR 1< o SRR
2. Ngay, thdng, nam SINh:........cccoooiiiiiiiiiiiieccee e
3. ChO G hiBN NAY: ...,
4. Noi dang ky ho Khau thurdng tri: .........c.eveeveeeeeeeeeeeeeeeeeee oo
5. 86 CMND/The can cudc/Ho chiéu/Cac giéy to twong duong khac:

.. Ngay cap ........... Noi cap
6 Dlen thoat: ...c.ccceeeveeeeiieee, Emall ( néu co) ......................................
7. Van bang ChUYEN MOMN:....oviiiiiiiiecee e e e
ba dugc cap Ching chi hanh nghe duge sd: ......... ngay..
8. Hinh thtrc cap: Xét ho so [ ] Th1 D

9. Pham vi hanh nghé d3 duoc cap:.

10. Vi tri cong viéc va co s¢ dang hanh nghe (neu co)

11. Noi dung xin diéu chinh: . .

Sau khi nghién ctru Luat Duorc va cac quy dlnh khac vé hanh nghe duoc t01 xin cam doan thuc h1en
nghiém tic va day du cac quy dinh hién hanh cua Ludt Dugc va cc van ban quy pham phap luat vé duoc c6
lién quan. Néu vi pham t6i xin chiu hoan toan trach nhi¢m trudc phap luat.

Kinh dé nghi Quy co quan xem xét va di€u chinh ndi dung ching chi
hanh nghé dugc cho toi.

To1 xin g1 kém theo don nay cdc tai li¢u theo quy dinh tai Nghi dinh s6
........ /2017/ND-CP ngay...../...../2017 cua Chinh phu./.

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

...... ..., ngay thing nam
Ngudi lam don
(Ky va ghi ro ho tén)

Ghi chu: )
(1) Ghi tén co quan cap CCHND
(2) Tén dia danh.
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Mau s6 06!

SO Y TE ..... CONG HOA XA HOI CHU NGHIA VIET NAM

e Doc 1ap - Tu do - Hanh phic
Anh
CHUNG CHI HANH NGHE DUQC
S6 hiéu: /CCHN-D-SYT-... ®
............... e,
Chtng nhan Ong/Ba ®: ... .. i,

Ngay, thang, ndm sinh: ...,
S5 CMND/Thé cin cudc/HO chiéu/Cac gidy to twong duong

Dia chithuong trll: ...

VAN bang chuyn MON: .........oeieee e

Pham vi hoat dong chuyén mon: ........ ) e

Pu diéu kién hanh nghé dugc véi cac vi tri hanh nghé sau: .........®0......

Hinh thirc cdp Chung chi hanh nghé: Xét ho so

Yéu cdu c6 phién dich trong hanh nghé ©.

Chumg chi hanh nghé dugc ¢6 hiéu luc tir ngdy. ..thang...nam.... duoc cp
theo Quyét dinh s6:..../QP-SYT ngay...thang...ndm...cia Giam doc SO Y t€....

Thay thé cho Chimg chi hanh nghé duoc sb....ngdy...thang...nam.... (néu
la truong hop cap lai, di€u chinh).

v, NAY...thang...nam...
CO QUAN CAP
(Ky va ghi ré ho tén, déng dau)

Ghi chu:

! Méu nay dugc sira doi theo quy dinh tai khoan 80 Diéu 5 ciia Nghi dinh s6 155/2018/ND-CP stra doi, bo
sung mot s6 quy dinh lién quan dén di€u kién dau tu kinh doanh thuéc pham vi quan ly nha nuée cia Bo Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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(1) Ghi mi ky hiéu s6 Chimg chi hanh nghé duoc theo quy dinh tai Mau s6 24 Phuy lyc I cia
Nghi dinh sb ...../2025/ND-CP ngay 08/5/2017 ctia Chinh phu quy dinh chi tiét mot sé diéu va bién
phap thi hanh Luét Dugc.

(2) Ghi 15 hinh thirc cp, 1an cap trong truong hop cap lai, didu chinh, vi du: cip lai 1an 1: s6
CCHND, ngay cép...; hoic cap didu chinh lan 2; s6 CCHND, ngay cAp ....

(3) Ghi tén ngudi duoc cdp CCHND bang chit in hoa.

(4) Ghi tit ca cac pham vi hoat dong chuyén mon ma ngudi dé nghi cip CCHND dé nghi va
dap tng yéu cau.

(5) Ghi tit ca cac vi tri chuyén mon ma ngudi dé nghi cdp CCHND dé nghi va déap tmg yéu cau.

(6) Chi ghi dong nay trong truong hop cip Chimg chi hanh nghé dugc cho ngudi nudce ngoai,
ngudi Viét Nam dinh cu & nude ngoai chua duoc cong nhan biét tiéng Viét trong hanh nghé dugc.
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Mau sb 07>
BOY TE ..... CONG HOA XA HOI CHU NGHIA VIET NAM
e Poc 1ap — Tu do — Hanh phuc

Anh

CHUNG CHI HANH NGHE DUQC

S6 hiéu: /CCHN-D-BYT

Chimg nhan Ong/Ba @: ...,

Ngay, thang, nAm sinh: ...,

S5 CMND/Thé cin cudc/HO chiéu/cac gidy to tuong duong
khéc:.......... Ngay cap............... Noi cap

Dia chi thuong trll: ....ooiii et e e,

Van bang chuy@n mon:...........oooiiiiiii e

bu diéu kién hanh nghé dugc vdi cac vi tri hanh nghé sau: ........". .. ..

Hinh thirc cip Chung chi hanh nghé: Thi

TaicosOtOchirc thi: ... e,

Chung chi hanh nghé duoc ¢6 hiéu lyc tir ngdy .... thang .... ndm.... duoc

cap theo Quyét dinh sb:.../QD-BYT ngay .... thang.... nim ..... ctia BO trudng
Bo Y té.
Thay thé cho Chimg chi hanh nghé dugc s6..... ngay.......thang...nam.....

(néu 1a trudng hop cap lai, diéu chinh).

....... , ngay ...... thang ..... nam .....
CO QUAN CAP

(Ky, ghi ré ho tén, déng ddu)

2 MAu nay duoc sira doi theo quy dinh tai khoan 80 Diéu 5 cia Nghi dinh s6 155/2018/ND-CP sia doi, bo
sung mot s6 quy dinh lién quan dén di€u kién dau tu kinh doanh thuéc pham vi quan ly nha nuée cia Bo Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

(1) Ghi r6 hinh thirc cap, lan cap trong truong hop cap lai, diéu chinh, vi
du: cép lai lan : s6 CCHND, ngay cip...; hodc cip diéu chinh lan 2; s
CCHND, ngay cip .

(2)  Ghitén ngu’O’i duoc cap CCHND bang chit in hoa.

(3)  Ghi tit ca cac pham vi hoat dong chuyén moén ma ngudi dé nghi cap
CCHND d¢ nghi va dap tmg yéu cau.

(4)  Ghi tat ca cac vi tri chuyén mén ma ngudi dé nghi cap CCHND dé nghi va
dap tmg yéu cu.
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Mau sb 083 (dwoc bii bé)

3 Méu ndy dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghj dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau s6 09* (dwoc béi bo)

4 Méu nay dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghi dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.



17

Mau s6 10° (dwoc béi bo)

5 Méu ndy dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghj dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau s6 116 (dwoc béi bo)

¢ Méu ndy dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghj dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau sb 12

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

GIAY XAC NHAN
Hoan thanh dao tao, cap nhat kién thirc chuyén mon ve duwoe

XAC NNAN ONE/BA: ...
Ngay, thang, nam SINh:.......ccccoviiiiiiiiiie e
ChO & RGN DAY ..o,
Noi ding kY ho Khau thurong tri: .........co.oveeeeeeeeeeeeeeeee e

Dién thoai: ..o Email ( 08U CO): v,
Van bang chuy€n mMoON:.......cc.eeveeiiiiieiiie e e
ba duoc cap Ching chi hanh nghé dugc s0: .............ocoooil..

b3 hoan thanh chuong trinh dao tao, cap nhat kién thirc chuyén mon vé
duoc nhu sau:

Thot gian tir: Ngay................... AN NGAY ..o,

SO 10 tham AU: ....eeeiiiiee e

NOi dung chuwong trinh cho d0i tronE: ......ooovveevieeicieeeeeeee e, M

Co s dao tao, cip nhat:...... @ ... Dia chi:......... G
..... , ngay .... thang ... nam...

Nguoi dai dién truede phap luat/
nguoi duwge iy quyen , ,
(Ky, ghi vo ho tén, churc danh, dong dau (néu
cd))

Ghi chu:

(1): Ghi r& dbi twong tham gia dao tao (vi du: nguoi hanh nghé dugce: ban buén...).
(2): Tén co s& dao tao cap nhat.

(3): bia chi co sé dao tao cap nhat.
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Mau s6 137 (dwoc bdi bé)

7 Méu ndy dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghj dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.



21

Mau s6 148 (dwoc bai bo)

$ Méu ndy dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghj dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau sb 15° (dwoc bii bj)

® Méu ndy dugc bi bo theo quy dinh tai khoan 72 Diéu 4 cia Nghj dinh s 155/2018/ND-CP sira doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau s6 16! (dwoc bii bo)

10 MAu nay dugc bai bo theo quy dinh tai khoan 72 Diéu 4 clia Nghi dinh s6 155/2018/ND-CP sura doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau s6 17! (dwoc bii bo)

' Méu nay dugc bai bo theo quy dinh tai khoan 72 Diéu 4 clia Nghi dinh s6 155/2018/ND-CP stra doi, bo
sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan ly nha nudc cia B Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau s6 18

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

GIAY XAC NHAN
Két qua thi xét cap chirng chi hanh nghé duoc

2. XAC NAN ONEG/BA: ..o,
3. Ngay, thang, nam SINN:.........ccceeriiiiiiiiiieeciee e
4. ChO G BN NAY: ...eeveeeeeeeeeeee e
5. Noi ding ky ho khau thuong tri: ...........oooiiiiiiiie e,
6. S0 CMND/Thé cian cudc/HO chiéu/Cac gidy to twong duong

7. Dién thoat: .....oooeevvviiiiieiin. Email (N€U CO): vvvveeeeeeeeeeeeeeeas

8. VAN bANg ChUYEN MON: ........veeeeeeeeeeeeeeeee e,

SN Tdung this o
F KBt QUA e,

............... ngay  thang nam
Ngwoi dai dién truwéc phap luat/
ngudi dwgc iy quyén
(Ky, ghi ré ho tén, chirc danh, déng ddu (néu c6))
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MaAu s 19 12
CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phic

PON PE NGHI
Ciap Gidy chirng nhin di diéu kién kinh doanh dwoc

Kinh guri: ................... @
S 0 o o
Dia Chi: o
Truc thudc .........o...o..... (néu la cosd truc thudc) ...,
DA Chi oo
Ngudi chiu trach nhi€ém chuyén moén VE AUOC oo
S6 CCHN Duoc .......... Noicép .......... Nam cip ............ Co gia tri
GBI (MU CO): et
Ngudi phu trach vé bao dam chat luong@...........ooeviieiiieiiieieii
S6 CCHN Duoc ......... NOicap ..oeevenn.... NAM CAP v

1. Ba duoc cip Gidy ching nhan thyc hanh t6t®: o

- Gidy chimg nhan thyc hanh t6t

S0 e NEAY CAP: oo,
- Giéy chirng nhan thyc hanh tbt

S8 NGAY CAP: .o
2. bi duoc cip Gidy ching nhan du diéu kién kinh doanh duge @: o

- Gidy chtng nhan di diéu kién kinh doanh duoc

S .

O~
S
.
<
8
o

12 Mau nay dugc stra ddi theo quy dinh tai khoan 80 Piéu 5 cua Nghi dinh s6 155/2018/ND-CP sira d6i, bd
sung mot s6 quy dinh lién quan dén di€u kién dau tu kinh doanh thuéc pham vi quan ly nha nuée cia Bo Y
te, co hiéu luc ké tir ngay 12 thang 11 nam 2018.
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- Giay chung nhén du diéu kién kinh doanh dugc
SO NEAY CAPL ot

Co s& dé nghi B6 Y t&/S6 Y té cap Gidy chung nhan du diéu kién kinh
doanh duoc:

+ Loai hinh co sd kinh doanh ©: ... ...
+Pham vi kinh doanh ©): ... ..
+ Pia diém kinh doanh: ...............ocoooiiiiiii

Dé nghi cip Gidy chimg nhan thyc hanh tét kém theo Gidy chimg nhan

Chung t6i xin cam két tuan thu ddy du cac quy dinh cta phép luét co lién
quan, chép hanh nghiém su chi dao cia B Y t&/S6 Y té.

Co so xin gui kém theo don nay:
- Céc tai ligu d& nghij cép gidly CNDDKKDD quy dinh tai Diéu 32 ctia Nghi dinh s5 ...../2025/ND-CP
ngay 08/5/2017 ctia Chinh phi quy dinh chi tiét mét s6 diéu va bién phap thi hanh Ludt Dugc®:

- Céc tai liéu d& nghij cép gidly CNDPDKKDD quy dinh tai Piéu 49 cta Nghi dinh s6 ...../2025/ND-CP
ngay 08/5/2017 cta Chinh phu quy dinh chi tiét mot sd diéu va bién phap thi hanh Luit Duge (190,

.............. ,ngay... thang... nam...
NGUOI PAI DIEN TRUGC PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi ré ho tén, chitc danh, déng ddu (néu c6))

Ghi chu:

(1) Co quan cap Gidy chirng nhan du diéu kién kinh doanh duoc.

(2) Chi 4p dung dbi voi co s san xuat thudc, nguyén liéu 1am thube va khi
bat budc phai c6 CCHND d6i véi ngudi phu trach dam bao chit luong theo 16
trinh quy dinh trong Nghi dinh.

(3) Liét ké Gidy ching nhan GPs con hiéu luc tai dia diém kinh doanh néu co.
(4) Liét ké Gidy chimg nhan du diéu kién kinh doanh duoc con hiéu luc néu

r

CO.
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(5) Ghi 13 loai hinh co so kinh doanh theo quy dinh tai khoan 2 Piéu 32 cua
Luat Duoc.

(6) Liét ké cac pham vi kinh doanh tuong tmg vé&i diéu kién kinh doanh duoc
ma co s dé nghi va dap ung:

- La mot hoic mot sé pham vi theo quy dinh tai cac Diéu 15 dén 22, Piéu 33
va 34 cua Luat Duoc;

- Pbi voi pham vi kinh doanh thudc kiém soat dic biét: Ghi rd ting pham vi
kinh doanh thudc kiém soat dic biét theo quy dinh tai khoan 26 Diéu 2 cua
Luat Duoc.

(7) Ghi 13 loai Gidy chung nhan thuc hanh tét dé& nghi duoc cip kém Gidy
chtng nhin du diéu kién kinh doanh (néu co so c6 nhu cau).

(8) Ap dung trong trudng hop co so duoc phép lua chon mot trong cac huéng
dan vé Thuc hanh t6t da duge Bo Y té ban hanh hodc cong nhan dé ap dung
khi kiém tra viéc dap tmg Thyc hanh tét.

(9) Ap dung dbi véi trudng hop ndp hod so theo quy dinh tai Diéu 32 Nghi
dinh s0 54/2017/ND-CP.

(10) Ap dung ddi véi trudng hop ndp ho so theo quy dinh tai Diéu 49 Nghi
dinh 50 54/2017/ND-CP.
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Mau sb 20

CONG HOA XA HOI CHU NGHIiA VIET NAM
Poc lap - Tw do - Hanh phic

) ) DPON DE NGHI
Cap lai Giay chirng nhan du dieu kién kinh doanh dwgc

Kinh gui: ...... M

TN CO SO .ttt e,

Truc thuéc (néu la co so truc thudc)...........oooooiiiiiiiii.
D1a G o e ————————————————

Ngudi chiu trach nhi€ém chuyén mon VE AUOC e,

S6 CCHN Dugc ............... NOiCAp ...vveceeeeeeeeen... Nam cép........
CO @iA 1T AEN (NEU COY.. ..o

Ngudi phu trach vé bao dam chét lwong® ...........coooiviiiniiin....

S6 CCHN Duoc ............... Noicap ............ Niam cép........

Pi dugc cip Gidy chig nhan du diéu kién kinh doanh duoc:

- Loai hinh co s& kinh doanh:...®). ... .. ..o

- Pham vi kinh doanh:............ e e,

- bia diém kinh doanh:............ e e s

Ly do xin cip lai:...... ©...

Chung t61 xin cam két tuan thu day du cac quy dmh cua phap luat co hen
quan, chap hanh nghiém sy chi dao cia B0 Y t&/S6 Y té.

Co so xin gui kém theo don nady cac tai liéu dé nghi cip lai gidy
CNPDKKDD quy dinh tai Pidu 32 cta Nghi dinh sd...../2017/ND-CP

ngay .../.../2017 caa Chinh phu quy dinh chi tiét mot sé diéu va bién phap thi
hanh Luat Duoc.
.............. , ngay ... thang ... nam

Nguwoi dai dién truedc phap luat/
Nguoi duge iy quyén
(Ky, ghi r6 ho tén, chirc danh va dong dau (néu cd))

Ghi chu:
(1) Co quan cp Gidy ching nhan du diéu kién kinh doanh dugc;
(2) Chi 4p dung ddi véi co so san xuat thude, nguyén liéu lam thude va khi bat budc phai c6 CCHND ddi
v6i ngudi phuy trach dam bao chét luong theo 16 trinh quy dinh trong Nghi dinh.
(3), (4), (5): Ghi theo dung Giy chimg nhan du diéu kién kinh doanh dwoc da duoc cap.
(6): Ghi mét trong cac ndi dung dé nghi cép lai quy dinh tai khoan 2 Diéu 36 Luat Dugc.
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Mau sb 21

CONG HOA XA HOI CHU NGHIiA VIET NAM
Poc lap - Tw do - Hanh phic

‘ ] DPON PE NGHI
Diéu chinh Giay chirng nhan du diéu kién kinh doanh dwge

Kinh gui: ...... M

TN CO SO .ttt e

Truc thudc (néu 12 O SO trUC thUuQC) weveeiieeiiiiiieeeeee e e

Ngudi phu trach chuy€nmon. ...

S6 CCHN Duoc ............ NOi CAp weoveeeveenenn... NAm cAp........ ...
C6 @ia 1T AEN (NEU COY:. .. cooeeeeeeeeeeeeeeeeeeee et :

Nguoi phu trach vé bao dam chit lwong® ...........cooevveiiieiiinl

S6 CCHN Duogc ............... Noicp ............ Nam cap........

Pi dwoc cap Gidy chirng nhin di diéu kién kinh doanh dwoc:

- Loai hinh co s¢ kinh doanh 0. oo

-Pham vikinh doanh: ...

- Dia diem Kinh doanh: ..........cooccoerireiririenceeseeiee e

Noi dung xin diéu chinh t....®. .. oo

Chung toi xin cam két tuan thu dﬁy du cac quy dinh cua phap luat ¢ lién
quan, chap hanh nghiém su chi dao ciia Bo Y t6/So Y té.

Co so xin glii kém theo don nay cac tai liéu dé nghi diéu chinh gidy
CNPDKKDD quy dinh tai Piéu 32 cia Nghi dinh sb.../2017/ND-CP

ngay.../.../2017 ctia Chinh phu quy dinh chi tiét mot sé diéu va bién phap thi
hanh Luat Duoc.
.............. , ngay .... thang ... nam ....

Nguwoi dai dién trudec phap luat/
Nguwoi duge iy quyén
(Ky, ghi r6 ho tén, chirc danh va dong dau (néu cd))

Ghi chu:
(1) Co quan cip Glay chung nhan du dleu kién kinh doanh dugc;

(2) Chi ap dung dbi véi co so san xudt thude, nguyén liéu lam thudc va khi bat budc
phai c6 CCHND dbi voi nguoi phu trach dam bao chat lwong theo 19 trinh quy dinh trong
Nghi dinh.

(3)Ghi 10 loai hinh co s¢ kinh doanh theo quy dinh tai khoan 2 Diéu 32 cua Luat
Dugc.

(4) Ghi mot trong cac ndi dung dé nghi diéu chinh theo quy dinh tai khoan 3 Diéu 36
cua Luat Duoc.



31

Mau s6 22
CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap — Tw do — Hanh phuc
GIAY CHUNG NHAN
PU PIEU KIEN KINH DOANH DUQC
S6 higu:  /DKKDD-.... (™
............... @, e,
B0 Y t&/S¢ Y té ching nhan:
Tén/loai hinh co s& kinh doanh @)t
Tru & chinh: oo
Tén dia diém kinh doanh (08U €O):.....v.vveeeeeeeeeeeeeeeeeee e,
Dia chi kinh doanh:...........ccoooiiiiiii e e
Nguoi chiu trach nhiém chuyén mén vé dugc cliia co SO ....vevrveeeeeennn.
Hovatén: .................... Trinh d6 chuyén moén: ........................
Chimg chi hanh nghé duoc sb:.................. do ..o
CAP. ..o, TIZAY . vtnteniiieeet eetreeteenteeereesteeeaeeseeebeeseesnaeeseeanaeas
Nguoi phu trach vé bao dam chét luong cia co so:...... @,
Hovatén: ............... Trinh @0 chuyénmon: .......................ll.
Chtng chi hanh nghé duoc $6:....ocoo..oe. dO ooeiie e,
CAD. .o TUZAY .ttt eeeireeeerireeeeeteeeesnteeeesnrreeeensaeeesnnneeeenn e e neennns
Du diéu kién kinh doanh dugc loai hinh: ......... oo ®
Pham vi kinh doanh: . e SRR O
Glay ching nhan co6 hleu lu:c tu: ngay théng nam.... dugc cap theo
Quyét dinh sb:. . . . .. /QD-BYT (SYT) ngay . . . thang. . . . nam. . . cua B
truong BO Y Té/Giam doc So Y té..
Thay thé cho Gidy chiing nhan di diéu kién kinh doanh diegc sé.....
ngay.....thang nam..... (néu la trieong hop cdp lai, diéu chinh).
, ngay....thang . .. nam. ..
CO QUAN CAP
(Ky tén, ghi ho tén, chirc danh, déng dau (néu
cd))

(1) Ghi ma ky hiéu cd Gidy chimg nhan di diéu kién kinh doanh duoc theo quy dinh tai Mau s6 24 Phy luc I
ctia Nghj dinh sb.../2017/ND-CP ngay..../.../2017 cta Chinh phi quy dinh chi tiét mot s6 diéu va bién phép
thi hanh Luat Duoc

(2) Ghi rd hinh thic cip, lan cép trong truong hop cép lai, diéu chinh, vi du: cdp lai 1an 1: sb
GCNDDKKDD, ngay cép...; hodc cap diéu chinh lan 2; s6 GCNPDPKKDD, ngiy cip ...

(3) Tén hinh thirc t6 chirc o 80 kinh doanh (Cong ty ¢b phan, cong ty TNHH, Hop tac xa, hé kinh doanh ....)
(4) Ghi nguoi phy trach vé bao dam chat lwong cta co s& néu 1a co s san xuat thude, nguyén lidu lam
thubeva khi bat bugc phai c6 CCHND dbi v6i nguoi phu trach dam bao chit luong theo 16 trinh quy dinh
trong Nghi dinh.

(5) Mot trong cac co sd kinh doanh dugc theo quy dinh tai khoan 2 Piéu 32 cua Luét Dugc

(6)) Pham vi kinh doanh twong tmg véi diéu kién kinh doanh duoc ma co s& dé nghi va dap mg, 1a mot hoic
mot sb pham vi theo quy dinh tai: cac Diéu 15 dén 22, Diéu 33 va 34 cua Luat Duoc
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Mau sb 23

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phtic

~ THONGBAO
TO CHUC BAN LE THUOC LUU PQNG

Co so cam két thuc hién ding qui dinh cua phap luat vé viéc to chirc ban
1¢ thubc luu dong./.

..... , hgay ... thang ... nam....
Nguwoi dai dién trudc phap luat/
ngudi dwoc ity quyén
(K, ghi 16 ho tén, chirc danh, déng dau (néu c6))

Ghi chii:
(1) Liét ké cac dia diém ban 1¢ thudc luu dong
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Mau s6 24
Ma ky hiéu s6 Chirng chi hanh nghé dworc,
Gidy chirng nhan du diéu kién kinh doanh dwgc
STT | Tinh/Tp thuéec TW | Ky hiéu | STT | Tinh/Tp thugc TW | Ky hiéu
1 |BoYté BYT 33 | Khanh Hoa KH
2 | Ha Noi HNO | 34 |Kién Giang KG
3 | Hai Phong HP 35 | Kon Tum KT
4 | PaNang DNA | 36 |Lai Chau LCH
5 | TP. H6 Chi Minh HCM | 37 |Lam Pong LD
6 | An Giang AG 38 | Lang Son LS
7 | BaRia- Viing Tau BRVT | 39 |Lao Cai LCA
8 | Bic Giang BG 40 | Long An LA
9 | Bac Kan BK 41 |Nam Pinh Nb
10 | Bac Liéu BL 42 | Ngh¢ An NA
11 |Béc Ninh BN 43 | Ninh Binh NB
12 | Bén Tre BTR 44 | Ninh Thuén NT
13 | Binh Dinh BD 45 | Phu Tho PT
14 | Binh Duong BD 46 | Phu Yén PY
15 | Binh Phuéc BP 47 | Quang Binh QB
16 | Binh Thuan BTH | 48 |Quang Nam QNA
17 | CaMau CM 49 | Quang Ngai QNG
18 | Cén Tho CT 50 | Quang Ninh QNI
19 | Cao Bang CB 51 | Quang Tri QT
20 |bak lak PL 52 | Soc Trang ST
21 | DPik Nong PDNO | 53 |SonlLa SL
22 | bi¢n Bién bB 54 | Tay Ninh TNI
23 | Bong Nai PNAI | 55 | Thai Binh TB
24 | Bong Thap DT 56 | Thai Nguyén TNG
25 | GiaLai GL 57 | Thanh Hoa TH
26 | Ha Giang HAG | 58 | Thira Thién Hué TTH
27 |HaNam HNA | 59 | Tién Giang TG
28 | Ha Tinh HT 60 | Tra Vinh TV
29 | Hai Duong HD 61 | Tuyén Quang TQ
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30 | Hau Giang HAUG | 62 | Vinh Long VL
31 | Hoa Binh HB 63 | Vinh Phuic VP
32 | Hung Yén HY 64 | Yén Bai YB




Mau s6 01

Mau sb 02

Mau sb 03

Mau s6 04
Mau s 05
Mau s6 06

Mau s6 07

Mau s 08
Mau s6 09

Mau s6 10

Mau s 11

Mau s 12

Mau sb 13

Mau sb 14

Phu luc II
(Kém theo Nghi dinh 6 ...../2025/ND-CP
ngay....thang.....nam 2025 cua Chinh phu)

Bién ban giao nhan thudc gy nghién, thudc hudng than, thude
tién chat, nguyén liéu lam thude 1a duoc chét gay nghién, dugc
chat huéng than, tién chat dung lam thudc.

Bao c4o nhap khau thudc gy nghién hodc thudc hudng than
hodc thudc tién chat/Nguyén liéu lam thudc 1a duoc chat gay
nghién/duoc chat huéng than/tién chat dung lam thudc

Bio cdo xudt khau thudc giy nghién hodc thuéc hudéng than
hodc thudc tién chat/Nguyén liéu 1am thudc 1a dugc chat gay
nghién/duoc chat huéng than/tién chat dung lam thudc

B4o c4o nhap khau thudc phong xa

B4o c4o xuét khau thudc phong xa

Bao caonhdp khau thubc dang phdi hop ¢ chira duoc chit gay
nghién/ thuéc dang phdi hop c6 chira duoc chat hudng
than/thudc dang phéi hop c6 chira tién chat

Bao co xuat khau thudc dang phdi hop co6 chira duoc chat gay
nghién/ thuéc dang phdi hop c6 chira duoc chat hudng
than/thudc dang phdi hop c6 chira tién chat

B4o c4o xut khau/nhap khau thudc phong xa

Béo c4o dinh ky xuét, nhap, ton kho, sir dung thudc gy nghién,
thudc huéng than, thudc tién chat/nguyén liéu lam thudc 1a
dugc chat gay nghién/duoc chat hudng than/ tién chat dung 1am
thudc/Thude, duoc chét trong Danh muc thude, dugc chat thudce
danh muc chat bj cAm str dung trong mot sé nganh, linh vuc
B4o cdo sit dung nguyén liéu lam thudc 13 duoc chit giy
nghién/duoc chat huéng than/tién chat dung lam thudc

B4o céo xuét, nhap, tdn kho, str dung thude phong xa

B4o c4o xuat, nhap ton kho sir dung thudc dang phdi hop chira
dugc chit giy nghién/ thudc dang phdi hop chta dugc chit
huéng than/ thubc dang phdi hop chira tién chat

B4o c4o xuét, nhap, tdn kho, st dung thude gay nghién, thude
hudng than, thudc tién chat

B4o cao trong trudng hop that thoat, nham 14n thude, nguyén



Mau sb 15

Mausd 16

Mau sb 17

Mau sb 18

Mau s619

Mau sb 20

Mau sb 21

Mau sb 22

Mau s 23

liéu 1am thudc phaikiém soat dic biét

B4o cao viéc quan 1y co s ban budn thude gay nghién, thudc
huéng than, thudc tién chat, thubc dang phdi hop chira tién chat

Bién ban hiy thudc gay nghién, thudc hudng than, thude tién
cht, nguyén li¢u lam thude 1a duge chat gay nghién, dugc chat
huéng than, tién chat dung 1am thudc

B4o cao huy thudc giy nghién, thudc hudng than, thude tién
chét, nguyén liéu 1am thudc 13 dugc chat giy nghién, duoc chit
huéng than, tién chat dung 1am thudc

Tai li¢u tl}uyét minh €O SO dap ung bién phép an nit}h, bao dam
khong that thoat thudc, nguyén li¢u thuoc phai kiém soat dac
bagt , , e
Pon hang mua thuoc gdy nghi¢n, thuéc hudng than, thuodc tién
chat/nguyén liéu lam thudc 1a dugc chat giy nghién/dugc cht
hudng than/tién chét dung lam thudc; nhuong lainguyén li€u
lam thudc 13 duoc chat gdy nghién/dugc chat hudng than/tién
chat dung 1am thudc

Bao céo két qua kinh doanh thudc gdy nghién/ thudc hudng
than/ thudc tién chat/nguyén liéu lam thudc 1a dugc chat gay
nghién/dugc chat hudng than/tién chét dung 1am thude

Pon dé nghi nhuong lai nguyén liéu 1am thudc 1a duoc chét gay
nghién, duogc chét huong than, tién chat dung lam thudc

Pon dé nghi chép thuan ban 1& thudc thuc Danh muc thudc

han ché ban 1¢ ddi véi co sé chua duoc cap Giy chimg nhan du
diéu kién kinh doanh, pham vi ban 1é thudc

Pon dé nghi chap thuan ban 1é thudc thuéc Danh muc thude
han ché ban 1é ddi véi co s dd duge cip Gidy chimg nhan du
diéu kién kinh doanh, pham vi ban 1é thudc



Mau sb 01

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap — Tw do — Hanh phuc

BIEN BAN GIAO NHAN

THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT,

NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN,
DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC

1. Tén co s& giao:

= 1A CRIi e

Nguoi gi
oL (03 o0 10 OSSP PRSP

- S6 CMND/Thé cin cudc/Ho chiéu/Cac gidy to twong duong khéc:

2. Tén co sé nhan:

o O 31 ¢] 1§ E TR TR

= NGUOT NNAN: ..o e e e e

- S6 CMND/Thé cin cudc/Ho chiéu/Cac gidy to tuong duong khéc:

3. Danh muc mat hang giao nhan:

TT | Nguyén liéu/Tén | Pon | S S6 héa | So Giay ding ky | Ghi
thudc,dang bao vi | lwong | don/S6 | lwu hanh/S6 gidy | chd
ché, nong d/ham | tinh phiéu phép nhap
lwgng, quy cach xuit kho khéu/cong vin
dong goi duyét mua
(1) 2) G | 4 (5) (6) (7)




4. Thot gian giao nhan: (Cac) mat hang trén dugc giao, nhan

vao...g10...phut ngay......thang .... nam ........
5. Pia diém giao nhan(Ghi chi tiét dia chi thuc té giao nhan):
6. Cam két:

Céc thudc, nguyén liéu lam thudc di duoc giao nhan day du theo Danh
muc mat hang tai khoan 3 cua Bién ban nay.

Bién ban nay duogc hai bén thong nhét va 1ap thanh 02 ban, mdi bén giit 01
ban./.

....... , ngay thang nam........
BEN GIAO BEN NHAN

Ky va ghi ro ho tén) (Ky va ghi ro ho tén)

(6): Thong tin vé s Gidy dang ky luu hanh/sé gidy phép nhap khau ddi voi thude thanh pham;Sé gidy phép

nhép khau hodc so cong van duyét mua doi voi nguyén liu.



Tén co so:
So:....

Mau sb 02

BAO CAO NHAP KHAU THUOC GAY NGHIEN HOAC THUOC HUONG THAN

HOAC THUOC TIEN CHAT/NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/DUQC CHAT
HUONG THAN/TIEN CHAT DUNG LAM THUOC

(Bdo cdo cho tirng lan nhdp khau)

Kinh gl .cccvveeeeiieieeeeee,
Nguyén A e
ligu/Tén thube, $6 | s Ngdy | Ségidy | Ten,dja | L™ | gy
\ Don SO lwgng R f .. .~ | chinha 2
dang bao . lwgng : A 1A nhap phép chi nha £ khau
STT £ X A vi ~ thuce S0 16 | Han R A A 2 £ xuat A
ché,nong do/ , da A N hang vé nhip | sdn xuat, Z nhap
\ tinh " nhap dung 2 A X khau, R
ham lwgng, quy duyét ‘ kho khau | tén nuwoc | . f hang
. . ‘e ten nwoc
cach dong goi

Noi nhdn:
- Nhu trén;
- Luu tai co s0.

, ngay .... thang .... nam ....
Nguoi dai dién phap luat/

Nguwoi duwge Gy quyén

(Ky,ghi vo ho tén, chuc danh

dong dau (néu cé))




Tén co so6*:

Mau sb 03

BAO CAO XUAT KHAU THUOC GAY NGHIEN HOAC THUOC HUONG THAN '
HOAC THUOC TIEN CHAT/NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/DUQC CHAT

HUONG THAN/ TIEN CHAT‘ DUNG LAM THUOC
(Bdo cao cho tung lan xudt khdau)

Kinh gl
Nguyén Tén, dia
. n gAuy £ £ £ A <A Tén, dia . !‘ .
li¢u/Tén thuoc, | Don So So . So giay L chi nha Cira
dang bao ché, | vitinh | lwong | luwon Han | "5 | phep | ™M™ ong khéu
STT 3 g 7 ) . g me S6 16 . xuét P ;p san xuit, 2 ,pA A
nong do/ham da thue dung . xuat R , khau, tén | xuat
i . ‘ hang z ten nwoc i N .
lwgng, quy cach duyét xuat khau sin xult nwoc nhap | hang
Xu 2
dong goi khau
Noi nhdgn: , ngay .... thang .... nam ....

- Nhu trén;

- Luu tai co so.

Nguoi dai dién phap luat/Nguoi duwgc iy quyén

(Ky,ghi ro ho tén, chirc danh

dong dau (néu cé))




Mau s6 04
Tén co sé:
S6:....
BAO CAO NHAP KHAU THUOC PHONG XA
(Bdo cao cho tung lan nhap khdu)
Kinh gui: .ooooeveiiiii
Tén thudc, A oK Tén, dia | Tén, dia chi . .
X £ £ £ So giay S s K Ngay Cira
dang bao ché, | Pon So SO lwgng ] chi nha nha xuat . 2
X . £~ | Phép % 2 nhap Kkhau
STT | nong do/ham vi lwgng thuc S0 10 " san xuat, | khau, tén ] N A
lwgn cach | tinh | dd duyét | nha nhap tén nuwéc | nwéce xuat hang ve nhap
u i u 2 Xu
e, quy ¢ ye P khéu o . kho hang
dong goi san xuat khau
Noi nhgn: L , ngay .... thang .... nam ....
- Nhu trén;

- Luu tai co so.

Ngwoi dai dién phap luat/

(Ky,ghi r6 ho tén, chirc danh

Nguoi dwoge iy quyén

déng dau (néu cé))



Mau s6 05
Tén co s
So:....
BAO CAO XUAT KHAU THUOC PHONG XA
(Bdo cao cho tung lan xudt khdau)
Kinh gl .cccvvveeiieeeee,
Tén thudbc, A A X Tén, dia Tel,l’ d;‘a .
5 A So So giay IR chi nha X Cua
dang bao che, . £ A chi nha A Ngay Z
2 Ars Ponvi | lwgng | SO luwgng £ 1 phép X £ nhap £ khau
STT | nong do/ham , ~ £ So 16 X san xuat, Z oA xuat £
: tinh da thuc xuat xuat A . khau, tén \ xuat
lwgng, quy A : z tén nwoc . A hang X
. . ‘s duyét khau . £ nudcnhap hang
cach dong goi ; san xuat Khiu

Noi nhdn:
- Nhur trén;
- Luu tai co so.

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

Nguwoi dai dién phap luat/
Ngudi duge iy quyén
(Ky,ghi r6 ho tén, chirc danh
dong dau (néu cé))




Tén co so6*:

ceee

Mau sb 06

BAO CAO NHAP KHAU THUOC DANG PHOI HQP CO CHUA DUQC CHAT GAY NGHIEN/ THUOC DANG
PHOI HQP CO CHUA DUQC CHAT HUONG THAN/THUOC DANG PHOI HQP CO CHUA TIEN CHATNAM.....

Kinh glri:....cooveviieeeiieee,
R £ Tén dwoge chat Tén, dia | Tén, dia
Tén thuoc, \ Y £ £ £ £ s s s 1
. « | Thanh | GN/HT/TC- | So giay SO SO So So chi nha chi nha
dang bao che, hin, | ham lwong cé hép |Pon | lwong | lwong | hrong | lwong | san xuit at kha
\ Xu Xu u
STT nﬁng d@/h‘am p . b . g . p Ap . . ] ’,\g a~ g o~ g ;\ g N 9 R b
luo ham trong 1 don vi nhap vi | dacap da da ton ten ten
wong, qu 3 2 .
. g’, 1 y” lwgng | da chia lieu hodc | khau | tinh | phép | nhap | ban kho | nwécesian | nwdcxuat
cach dong goi . A £ x
chuwa chia lieu xuat khau
Noi nhdgn: , ngay .... thang .... nam ....
- Nhu trén;

- Luu tai co s&

Nguwoi dai dién phap luat/

Ngudi duge iy quyén

(Ky,ghi ro ho tén, chirc danh

dong dau (néu cé))
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Mau s6 07
Tén co s6:
Sé:.... ) ) )
BAO CAO XUAT KHAU THUOC DANG PHOI HQP CO CHUA DUQC CHAT GAY NGHIEN/
THUOC DANG PHOI HQP CO CHUA DUQC CHAT HUONG THAN/
THUOC DANG PHOI HQP CO CHUA TIEN CHAT NAM.......

Kinh guii...cooeeeiiiieiieeiee
Tén thuf')c, Tén duoc chat Téng s0 khoi Tén. dia Tén, dia
dang bao GN/HT/TC - ham . So giay So lwgng dwge IR chi nha
£ X A . Thanh , . ST chi nha A
STT ché, nong d¢/ | lwong co trong 1 hin. ham phép | Ponvi | lugng chat san xut nhap
ham lugng, | donvidichia |P 0w xudt | tinh | xudt | GN/HT/TC | 227 XU | khiu, tén
k Ay lwgng 2 X , tén nuoc . A
quy cach liéu hoac chwa khau khau tinhrag . z, | nwoc nhap
. ‘e Y san xuat Z
dong goi chia liéu (kg) khau
Noinhgn: , ngay .... thang .... nam ....
- Nhu trén; Nguwoi dai dién phap luat/

- Luu tai co so, Nguwoi duwgce Gy quyén

(Ky, ghi ro ho tén, chirc danh
dong dau (néu co))
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Mau sb 08

BAO CAO XUAT KHAU/NHAP KHAU THUOC PHONG XA NAM.......
Kinh guii..ccooeeeiiiiiiieieeeeee,
Tén thudc, dang S6 gidy phép B R Tén. dia chi
NN . ; S6 lwgng nhap | ™ MM | e dia chi nha nhap .
bao ché, nong do/ | Pon vj nhap 2 £ nha sian xuat, 2 . Ghi
TT \ o , X % khau/xuat A o khau, tén nwéc (doi .
ham lwgng, tén tinh khau/xuat Khi tén nwéc san A i . chu
. : u ot o K TR
ddng vi phong xa khiu <uit vOi thuoc xuat khau)
(1) (2) 3) 4) (5) (6) (7) (8)
Noinhgn: , ngay .... thang .... nam ....
Nhu trén Nguoi dai dién phap luat/Nguoi duge iy quyén

- Luu tai co so

(Ky,ghi ro ho tén, chirc danh

dong déau (néu co))
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MaAu sb 09
Tén co so:

BAO CAO PINH KY XUAT, NHAP, TON KHO, SU DUNG THUOC GAY NGHIEN,
THUOC HUONG THAN, THUOC TIEN CHAT/ NGUYEN LIEU LAM THUOC
LA DUQC CHAT GAY NGHIEN/ DUQC CHAT HUONG THAN/ TIEN CHAT DUNG LAM THUOC/
THUOC, DUQC CHAT TRONG DANH MUC THUOC, DUQC CHAT THUQC DANH MUC
CHAT BI CAM SU DUNG TRONG MOQT SO NGANH, LINH VUC
(Tw ngay......... dén ngay........... )

Kinh gii:...cccoooveiiieeciiieeiieee.
Nguyén liéu/Tén £ A A £ £
thudc, dang bao ché, | Pon 50 lu’({’ng t0,n S(: lwong Tong SO; lugng 50 Ton kho Ml'lcq
TT P\ AL .o kho ky trwéc | nhap trong . xuat trong | lwong .1 . | dich sw
nong dg/ham lwgng, | vi tinh X . ) . cuoi ky
. . ‘s chuyén sang ky ky hao hut dung
quy cach dong goi
@) 2) (€) “4) ©) (6) () ) (©) 10)
* S luong hao hut bao gém ca hong, vo, hét han dung... Néu c6, can bao céo chi tié‘t 7
** Chu y: SO luong bao cao phai dugc cép nhat ngay trude thoi gian 1ap don hang d€ nghi nhap khau.
Béo cdo phai kem theo danh sach chi ti€t t€n, dia chi khach hang theo ting 1an xuat hang.
Noinhdgn: , ngay .... thang .... nam .... .
- Nhur trén; Nguwoi dai dién phap luat/Ngwoi dwgce iy quyen

- Luu tai co s6.

(Ky,ghi r6 ho tén, chirc danh
dong dau (néu co))




Tén co s6:

13

DUQC CHAT HUONG THAN/ TIEN CHAT DUNG LAM THUOC

BAO CAO SU DUNG NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/

Mau s 10

(Ky bao cao: Tir ngay......... dén ngay........... )
Kinh gtri:........ccuen.......
Théng tin vé thude ) Sé luong )
N B S0 nguyén Ao So lugng A
Nong .| Solwong ) gg ligu sir . | fonkho s | Ton kho
dg, ham | So thude | ,ouvén | dung cho Tong s | Ky truoe | s g | CUOTKY
TT Tén nguyén | Pon vi Te P lu’gng Gjay san liéu st kiém llligAuye}l d;t:.]h trong ky t1nl(1nd?n
liu tinh en thuxoc nguyen d,ang xuat,. dung nghiém va u su el (ngay, | * nEAY
san xuat ligu | kylww | donvi | " ke | pao hut dung (ngay, théng, thang,
phai hanh | tinh nhé (néu c6)* thang, nim) nam)
KSPB nhat niam)
) 2) 3) 4 3) (0) () ®) (©) d0) db d2) a3
1. | (Tén nguyén (Tén thuodc 1)
liu 1) (Tén thudc 2)
(Tén nguyén
liu 2)
Noi nhgn: , ngay .... thang .... nam ....
- Nhu trén;

- Luu tai co so;

Ghi chu:

Nguwoi dai dién phap luat/Nguoi duge ﬁy’quyén
(Ky,ghi ro ho tén, chirc danh dong ddu (néu co))

* Bo cdo cho mdi 1an mua/nhap khéu nguyén li¢u lam thudc 1a duoc chét gdy nghién, duoc chét hudng than, tién chat dung lam thude
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Mau s6 11
Tén co s
So:
BAO CAO XUAT, NHAP, TON KHO, SU DUNG THUOC PHONG XA
Kinh glri:....cooveviieeeieee,
Tén thudc, ) Sé lwgng ) ] )
dz.:ng bz:o c‘he, Do.’n ton kh’O ky | So lu;g’ng Téng SoA lwgng Tén kho SO lwgng Muc dich sir
TT | nong do/ham vi trudc nhap £ xuat trong FE hao hut
, Z . SO X cuoi ky dung
lwgng, quy tinh chuyén trong ky ky
cach dong goi sang
A 2) 3) 4 (©) (6) () ®) (€) 10)

*S6 luong hao hut bao gé)m ca hong, vo, hét han dung... Néu c6, can bao céo chi tiét

** Chu y: SO luong bao cdo phai duoc cap nhat ngay trude thoi gian 1ap don hang dé nghi nhap khau.

Ghi r6 myc dich dé san xuat hoic ban cho don vi khac. Trudng hop ban phai kém theo danh sach chi tiét tén, dia chi khach
hang theo ting 1an xuat hang.

Noinhgn: , ngay .... thang .... nam .... .
- Nhu trén; Nguoi dai dién phap luat/Nguwoi duge iy quyen
- Laru 4 co 56. (Ky,ghi ro ho tén, chirc danh

dong dau (néu co))
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Mau s 12
Tén co so:
So:

BAO CAO XUAT, NHAP, TON, SU DUNG THUOC DANG PHOI HQP CHUA DUQC CHAT GAY NGHIEN/
THUOC DANG PHOI HQP CHUA DUQC CHAT HUONG THAN/ THUOC DANG PHOI HQP CHUA TIEN CHAT

Kinh guii...ccoovveiiiieieeiee,
Tén | Thanh| Téndwegcchat | So S& lwon Sé ‘ ,
thuéc | phidn, | GN/HT/TC- | Gidy guong | Tén | S6
\ A X , , Don | ton kho | So luwgng 2 lwgng
dang bao | nong ham lwgng co phép . . . A Tong £ kho | luwgng
TT ; A . s A vi | ky trwéc nhap £ xuat Ao
ché, quy do/ | trong1donvida | nhap tinh | chuvén | trone ki i} tron cuoi | hao
cich | ham | chialidu hoic | khiu saz & XY e €| ky | hut
dong go6i | lwong | chwa chia lieu & y
) 2) 3) 4 ) (6) ) ®) €)
* S6 luong hao hut bao gdm ca hong, v, hét han dung... Néu cd, can bao cdo chi tiét
** Chu ¥: S6 luong bao cao phai dugc cap nhat ngay trude thoi gian 1ap don hang dé nghi nhap khau.
B4o cdo phai kém theo danh sach chi tiét tén, dia chi khach hang theo ting lan xuat hang.
Noinhgn: , ngay .... thang .... nam .... .
-Nhutrén Nguoi dai dién phap luit/Ngwoi duoc iy quyén
- Luu tai co'so (Ky,ghi 16 ho tén, chitc danh

dong dau (néu cé))
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Mau sb 13
Tén co s6
So:
BAO CAO XUAT, NHAP, TON KHO, SU DUNG THUOC GAY NGHIEN/
THUOC HUONG THAN/ THUOC TIEN CHAT
Kinh gtri:....cooovveiieeiies
Tén thu(‘)c,’ S6 gidy phép ) . ) S8 Iuon )
dang bao ché, | Pon | nhap khau/So | So lwgng ton | So luwgng 2 mel So .
X A . A < \ . R Tong xuat Ton kho Ghi
TT | nong do/ham | vi | cong van cho | kho ky truéc nhap £ O lwgng ,
, S X . i) trong cuoi ky chu
lwgng, quy | tinh phép mua chuyén sang | trong ky K hao hut
cach dong goi trong nuwdc y
€)) 2) 3) 4 ) (6) () 8) (€) a0 | db

* SO lwong hao hyt bao gom ca hong, v&, hét han dung... Néu co, can bao céo chi tiét

** Chu y: S6 luong bao cao phai dugc cap nhat ngay trude thoi gian 1ap don hang dé nghi nhap khau.
Bio c4o phai kém theo danh sach chi tiét tén, dia chi khach hang theo timg lan xuét hang.

Noi nhan:
- Nhur trén;
-Luutaicosd .

, ngay ....

thang ....

nam ....

Ngudi dai dién phap luit/Nguwoi dwoe iy quyén

dong dau (néu cé))

(Ky,ghi ro ho tén, churc danh
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Mau s6 14
Tén co s&
Sé:
BAO CAO TRONG TRUONG HQP THAT THOAT, NHAM LAN THUOC,
NGUYEN LIEU LAM THUOC PHAI KIEM SOAT PAC BIET
Kinh guii..coooeviiiiieiiii
Nguyén liéu/Tén thudc, S6 lrong
TT | dang bao ché, nong do/ham | Pon vi tinh | thit thoat, Ly do Bién phap xir ly Ghi chi
lwong, quy cach dong géi nham lan
(1) (2) 3) (4) (5) (0) (7)
Noinhgn: , hgay .... thang .... nam ....
- Nhur trén; Ngudi dai dién phap luit/Nguwoi dwoe iy quyén

- Luu tai co so.

(Ky, ghi ro ho tén, chirc danh
dong dau (néu cé))
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Mau s 15

S¢' Y té tinh, thanh phé  CONG HOA XA HOQI CHU NGHIA VIET NAM
— Doc lap - Tu do - Hanh phic

...... , ngay thang  nam

BAO CAO
Viéc quan ly cic co sé ban budn thudc giy nghién,
thudc huéng than, thudc tién chat, thuéc dang phdi hop chira tién chat

Kinh Ui oo

1. Danh sach co s¢ ban budn thudc giy nghién, thudc huéng than, thude
tién chat, thubc dang phdi hop chira tién chat:

Tén co s& . , . 1r
STT i . Dia chi Ghi chu
ban buon

2. Danh sach mit hang thudc gy nghién, thuéc hudng than, thude tién
chat thudc dang phdi hop chira tién chéat (Tinh cho tiing co s ban budn):

R 3 Tén Thudc, hoat chit, Tén co sé Tén co s&

STT Ten co'so nong do/ham lwon u san xuat cung wn
ban buén g ¢ : .”gaqy ! gﬂ g

cach dong goi thuoc thuoc

Giam doc S¢' Y té
(Ky tén, déng dau)
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Mau s 16

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phuc

BIEN BAN
Hiiy thudc giy nghién, thudc hwéng than,

thudc tién chat, nguyén liéu 1am thudc 1a dwoc chat giy nghién,
dwoce chat hwong than, tién chat dung 1am thudc

Can cir Cong van 8O.a. /.... ngay...
dong ¥ vé viéc huy thuoc/nguyen lidu 1am thudc phai kiém soat dic biét......
Cén ct Quyet dinh s6......./.... ngay ..
thanh 1ap Hoi dong huy thubc/nguyén lidu lélm thuéc phai kiém soat ddc biét

thang...nam

.. thang ... ndm .

. cua Cong ty........

I. Pai dién cAc bén gom:
1. Pai dién So Y t&.
2. Hoi dong huy thuoc clia CONg ty:...ueeeeeureeeeeiiieeeeiiee et

3. Pon vi thue hién viée xir 1y, tiéu hiy (néu c0).

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

Cung ching kién va x4c nhan viéc tiéu hity thuéc/nguyén liéu lam thude

phai kiém soat dic biét............. nhu sau:
Tén e . e J4 A
A A So | Han |Ponvi| Solwgng | Solwgng | SO luwgng
TT | thuoc/nguyén A \ , A 1o S - .
cA s £ 10 | dung | tinh can huy | dalay mau | thwce huy
li¢u lam thuoc )

II. Phwong tién van chuyén dén noi hity (néu co):
II1. Phwong phap huy:

IV. Cam két:

Viéc hay thudc/nguyén lidu 1am thudc phai kiém soat dac biét dam bao
tuan thua day du cac quy dinh tai Nghi dinh nay va cua phép luat c6 lién quan
vé bao v¢€ moi truong.

Ghi chu:
(1) Co quan tiép nhan

....... , ngay .... thang ... nam ...
THANH PHAN THAM GIA

(Ky, ghi vo ho tén tung nguoi)
Pong dau cua co sé huy thuoc, co s¢ nhan huy thuoc
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Mau sd 17

CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc lap — Tw do — Hanh phuc

BAO CAO
Huy thuodc giy nghién, thudc huéng than,
thudc tién chat, nguyén liéu lam thuoc 12 dwge chat gy nghién,
dwgc chat hwéng thin, tién chat diung 1am thudce

Kinh guii....ccoooveveeeiienen. (1)eeeeeeee e

Thuc hién Cong van so......... ngay thang nam cua .......... () N
dong y vé viéc hity thuée/nguyén liéu 1am thude phai kiém soat dic biét.........

Cong ty......... da thanh 1ap Hoi dong huy thudc va tién hanh viéc huy
thudc/nguyén liéu 1am thudc phai kiém soat dic biét.......theo ding cic quy
dinh hién hanh. Viéc huy thudc/nguyén liéu lam thudc phai kiém soat dic
biét......ccuue.... dam bdo riéng biét voi cac thude khac, bao dam triét dé an toan
cho ngudiva khong lam 6 nhiém méi trudng theo cac quy dinh cua phap luat
vé bao vé moi trudng.

Danh sach cac thubc/nguyén liéu 1am thude:

Tén : s | Sélwgng | SO
£ n S0 | Han | Don vi ) lwgng
TT | thuoc/nguyén n N , | luwong da lay :
A 1s £ 160 | dung | Tinh A T x thuc
li¢u lIam thuoc can huy mau h fiy

Cong ty xin gui kém céc tai liéu lién quan:

- Quyét dinh thanh lap Hoi dong huy thudc;

- Quyét dinh hay thubc/nguyén liéu lam thudc phai kiém soat dic
biét....... (néu co);

- Bién ban 1dy mau thudc/nguyén liéu lam thude phai kiém soat dic biét
du kién huy dé xac dinh chat lugng (néu co);

- Hop dong tiéu hay thude/nguyén lidu lam thude v6i don vi thuc hién
viée tiéu huy (néu co);

- Bién ban huy thudc.

....... , ngay .... thang ...
Nguwoi dai dién phap luat/Ngum du’O’c uy quyén
(Ky,ghi ré ho tén, chirc danh déng dau (néu cd))

Ghi chu:
(1) Co quan tiép nhan
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Mau s6 18

TAI LIEU THUYET MINH CO SO PAP UNG BIEN PHAP VE AN NINH,
BAO PAM KHONG THAT THOAT THUOC, NGUYEN LIEU LAM THUOC
PHAI KIEM SOAT PAC BIET

A. Thong tin chung

| S 4 10 PSPPI
2.0 ChIi e ————
3. Tén ngudi dai dién theo phap Tult:......c.oooeeviiiieii e,
4. Dién thoai: ....cccovvvvvvveeeeeeeeeeen. FaX: oo

5. Loai hinh co sé kinh doanh (theo khoan 2 Diéu 32 cta Lut Dugc):

6. Loai thudc phai kiém soat dic biét dé nghi kinh doanh: .......................

B. N¢i dung cu thé

I. Tinh hinh chung cia co s¢ kinh doanh

1. Gidy ching nhan du diéu kién kinh doanh thudc s6: ........covvvvevevennnns,
INGAY CAD: ettt e e st eee s s e s e e e seeneeens

2. NAM thanh 1AP: oo e s

3. Tong s6 can bo, cong nhan vién:

- S can bo 1a duoc sY dai hQe tro 1€n: .....oooovviiiiiiiiice e

-Sd can bo 1a trung cép duoc, cao déng AUOC: e

= SO CAN DO KNAC: v e e s e s e e e s e et eseseeeesneees

II. Tai liéu thuyét minh

1. Co s6 vat chat:

Co so phai c6 tai liéu thuyét minh dap tmg quy dinh tai Diéu 43 cua
Nghi dinh nay, phu hop vé1 tung loai hinh co s¢ twrong tng.

2. Nhén su:

Co s& phai c6 tai liéu thuyét minh nhéan su dap tng quy dinh tai Diéu 44
ctia Nghi dinh nay, phu hop vai tung loai hinh co s tuong ung.
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3. Quy trinh giao nhén, van chuyén:

Co s phai xdy dung quy trinh giao nhan vain chuyén va tai liéu thuyét
minhdap umg quy dinh tai Diéu 45 cua Nghi dinh nay, phu hop véi timg loai
hinh co s& tuong tng.

4. Quy trinh mua ban:

Co so phai c6 tai liéu thuyét minh hodc cac quy trinh thao tac chudn thuc
hién viéc mua ban dép tng quy dinh tai Diéu 46 ctia Nghi dinh nay, phu hop
véi tung loai hinh co s¢ tuong ung.

5. Hé thng bao cdo:

Co so phai xay dung quy trinh, hé thong bao cao dinh ky, dot xuat va tai
liéu thuyét minh dap Gmg quy dinh tai Diéu 47 ctia Nghi dinh nay, phu hop
v6i tung loai hinh co s¢ tuong ung.

6. Quy trinh hity thubc:

Co s& phai xdy dung quy trinh hity va tai liéu thuyét minh dap tmg quy
dinh tai Diéu 48 ctia Nghi dinh nay, phi hop véi timg loai hinh co s twrong tng.

IV. Cam két ciia co sé

Co so cam két va chiu moi trach nhiém trudc phap luat vé tinh chinh xéac
ctia cac thong tin trong tai liéu thuyét minh.

....... , ngay .... thang .... nam ....
Nguoi dai dién phap luat/Ngwoi dwoe iy quyeén
(Ky, ghi ré ho tén, chirc danh déng dau (néu cd))



23

Mau so 19!

TEN CO SO

PON HANG MUA THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT/NGUYEN LIEU
LAM THUOC LA DUQC CHAT GAY NGHIEN/DUQC CHAT HUONG THAN/TIEN CHAT DUNG LAM THUOC/ NHUQNG LAI
NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/DUQC CHAT HUONG THAN/
TIEN CHAT DUNG LAM THUOC

Kinh guii...cooovvveeiiiiiieeieee,
Nguyén li¢u/Tén Phin bio cdo ky truéc (Tir ngiy....dén ngay......)
thudc, hoat chit £ P S6 lwgng .
TT | dang bao ché ndng pqn S(‘: lwong S(: lwgng Téng Tong s6 xuat | Toén kho mua/nhwgng Duyét Gh,l
A1 vi tinh | ton kho | nhip trong £ . Ko 1 s . chu
do/ham luwgng, quy \ . . ) trong ky cuoi ky lai
. . s ky trudc ky
cach dong goi
A 2) (€) “4) (©) (6) () ®) (©) ao | dn
Noi nhin: L e , ngdy...thang...nam. .. So: ... e, NEAY thang.....nam......
- Nhu trén; NGUOI NGUOI DAI DIEN PHAP Chap thuén ctia co quan quan ly:
- Luu tai co  LAP BAO LUAT/NGUOI BPUQC UY QUYEN Pon hang nay gom....trang.....khoan
sO. CAO (Ky, ghi ro ho tén, chirc danh Dugc mua tai cong ty........ /Bugc nhuong cho cong ty.....
dong dau (néu co)) Pon hang nay c6 gia tri mot ndm ke tir ngay ky ban hanh
CO QUAN CHAP THUAN

(Ky tén, déng dau)

- Déi véi cac co s kinh doanh thude gay nghién, thudc huéng than, thude tién chat, nguyén liéu lam thude 1 duoc chat giy nghién, duoc chat
hudng than, tién chat dung lam thudc: Kem theo tai liéu ghi ro tén va dia chi khach hang, s6 lugng, ngay ban.
- Bon hang mua thuoc dugc 1am thanh 03 ban (co s¢ luu 01 ban, noi ban 01 ban, co quan chap thuan luu 01 ban).

! Méu nay dugc stra ddi theo quy dinh tai khoan 81 Piéu 5 ciia Nghi dinh s6 155/2018/ND-CP sira d6i, bo sung mot s6 quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan ly nha nudce ctia BY Y t€, c6 hiéu luc ké tir ngay 12 thang 11 nam 2018.
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Mau s6 20

~_ BAO CAOKET QUA KINH DOANH THUOC GAY NGHIEN/THUOC HUONG THAN/ ‘
THUOC TIEN CHAT/NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN/DUQC CHAT HUGNG THAN/
TIEN CHAT DUNG LAM THUOC

(Tw ngay........ dén ngay........... )
Kinh gl .cocveeeiiieeieee,
Nguyén li¢u/Tén $6 luwgng ton ] ] .
thuge, dang bao | Don |y yohae | SOluong S0lwgng | Tonkho | yo pyia chi | S6 héa
TT ché, nong do/ vi , ; nhap trong | Tong s0 | xuat trong cuoi ky . 5
5 , cao truoc v g Vs ok ey khach hang don
ham lwgng, quy | tinh 2 ky bao cao ky bao cao | bao cao
. . s chuyén sang
cach dong goi
) 2) (€) “4) ©) (6) () ) €) (10)
Noinhgn: , ngay ..... thang ..... nam..... .
- Nhu trén; Nguwoi dai dién phap luat/Ngwoi dugce Gy quyén

- Luu tai co s0.

(Ky, ghi ro ho tén, chirc danh
dong dau (néu co))
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Mau s6 21
.(D)... CONG HOA XA HOQI CHU NGHIA VIET NAM
S6: ... Déc 1ap - Tw do - Hanh phuc

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

PON PE NGHI
Nhuong lai nguyén liéu 1am thudc 13 dwgc chét giy nghién,
dwoce chat hwong than, tién chat dung 1am thudc

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

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

4. biénthoai: ....................... Fax: .
II. Noi dung dé nghi

Co s6...(1)....... dé nghi duoc nhuong lai nguyén liéu thira sau khi san
xudtclia co s& cho co so ... 4)...... Dia chi........ 2)........ dé phuc vu cho
nhu ciu san xudt thudc ctia co so ........ 4)..... 7

STT | Tén nguyén liéu Pon vi tinh S6 lwong Ghi chu

IIIL. Tai li€éu kém theo




1. 03 ban don hang nhuong lai nguyén liéu 1am thubc 13 duoc chat gay

nghién, duogc chét huong than, tién chat dung lam thude.

2. Béo céo kinh doanh thudc, bao céo sir dung nguyén liéu 1am thude.

IV. Cam két ctia co' s&

Chung t61 cam két rang moi thong tin, s6 liéu dua ra tai hd so la

hoan toan trung thyc va hoan toan chiu trach nhiém trudc phap luat néu ¢c6 gi

sai pham.

Kinh dé nghi Bo Y té sém xem xét va cho phép co so ....(1).... nhuong

lai nguyén liéu lam thudc dé phuc vu nhu cau san xuat cua co sé....(3).....

Xin tran trong cdm on./.

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

CO SO NHAN
Nguwoi dai dién phap luat/
Ngudi duge iy quyén
(Ky, ghi ro ho tén, chirc danh
dong dau (néu co))

Ghi chu:
(1) Tén co so nhuong.
(2) Co quan ti€p nhan

(3)Pia chi co thé gui qua buu dién.

(4) Tén co so nhan.

....... , ngay ..... thang ..... nam.....
CO SO NHUOQONG
Nguwoi dai dién phap luat/
Ngudi duge iy quyén
(Ky, ghi ro ho tén, churc danh
dong dau (néu co))
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Mau sb 22

CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc lap - Tu do - Hanh phic

PON PE NGHI
Chip thuén ban 1é thudc thudc Danh muc thudc han ché ban 1é
ddi voi co sé chua dwoc cip Gidy chirng nhin di diéu kién kinh doanh,
pham vi ban 1é thuoc

Kinh giri: S6 Y té tinh/thanh phé .........c.coccvvvevrieeeen

T CO SO ittt ettt e et e s

Ngudi chiu trach nhi€ém chuyén moén.................... nam sinh

S6 CCHN Duoc: .......... Ngay CAP: cecvvveeenans NOT CAP: oo
CO @ia trT AEN (NEU COY: oo

Pia diém kinh doanh:.................. Dién thoai .

Pi dugc cap Gidy chimg nhan thuc hanh t6t (1): D Chu:a duoc cap D

1. G1ay chuing nhan thyc hanh tot SOt Ngay cap:.............

2. Gidy ching nhan thyc hanh tbt Sé:.............. Ngay cap:.............

Co so chiing t6i dé nghi S& Y té chap thuan cho co so duoc ban 1é thude
thudc Danh muc thudc han ché ban 1é.

Tai dia diém kinh doanh: ..............cccoooiiiiiiiiii

Chung t6i xin cam doan thuc hién day du cac vin ban phap luat, cac quy
ché chuyén mén dugce co lién quan, chép hanh nghiém su chi dao ctia B Y té
vaSo Y té.

Tai liéu dinh kém: Danh muc thubc cu thé dé nghi ban 1¢ tai co so.

....... , ngay ..... thang ..... nam .....
Nguoi dai dién phap luat/Ngwoi dwoce iy quyén
(Ky, ghi ro ho tén, chirc danh
déng dau (néu cé))

Ghi chii:
(1) Liét ké Gidy chting nhan du diéu kién kinh doanh duoc con hiéu luc
néu co.
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Mau s 23

CONG HOA XA HOI CHU NGHIiA VIET NAM
Poc lap - Tw do - Hanh phic

.......... , ngay...... thang .... nam 20.....
PON PE NGHI

Chap thuin ban 1é thudc thudc Danh muc thudce han ché ban 1é
d6i voi co sé da dwoc cap Gidy chirng nhan dii diéu kién kinh doanh,
pham vi ban 1é thudc

Kinh gtri: S6' Y té tinh/thanh pho ........cc.covvvvreeenan,
TN CO SO DAN 18 tAUGC: ..o
Ngudi chiu trach nhi€ém chuyén moén................. nam sinh........
S6 CCHN Duoc: ............. Ngay cap: .......... NOT CAP: e e,
CO GIA ] BEN (U CO): vt s et
Dia diém kinh doanh:......... ......... biénthoal ..........ccoooiiiiiii
Pi dugc cap Gidy chimg nhan thuc hanh tét So:....... Ngay cap:...........

Co so ching t6i d& nghi SO Y té chap thuan cho co s¢ duge ban 1 thude
thuéc Danh muc thudc han ché ban 1¢.

Chung t6i xin cam doan thuc hién day du cac van ban phap luat, cac quy
ché chuyén mon dugc cé lién quan, chép hanh nghiém su chi dao cua Bo Y té
vaSo Y té.

Nguwoi dai dién phap luat/Ngwoi dwoce iy quyén
(Ky, ghi ro ho tén, chuc danh
déng dau (néu cé))



Mau sb 01

Mau sb 02

Mau sb 03

Mau sb 04

Mau sb 05

Mau sb 06

Mau sb 07

Mau sb 08

Mau sb 09

Mau sb 10

Mau sb 11

Phu luc ITI
(Kem theo Nghi dinh so ...../2025/ND-CP
ngay....thang.....nam 2025 cua Chinh phu)

Pon hang xuit khau thudc giy nghién, thuéc hudng than,
thudc tién chat, thuéc dang phdi hop c6 chira duoc chat gay
nghién, thudc dang phdi hop c6 chira duoc chat hudng than,
thudc dang phdi hop c6 chira tién chat

Pon hang xuit khau nguyén liéu lam thudc 1a dugc chat gay
nghién, duoc chét hudéng than, tién chat dung lam thube

Bao cdo nguyén li¢u lam thude 1a duogc chat gay nghién, dugc
chat huéng than, tién chat dung lam thudc dé san xuat thudc
xuét khau'4

Pon hang xuit khau thudc phong xa, thube trong danh muyc
thude, duoc chit thudc danh muc chéit bi cAm st dung trong
mdt sb nganh, linh vuc; thudc doc

Don hang xut khau dugc chat trong danh muc thude, duoc
chat thudc danh muc chit bi cAm str dung trong mot sb nganh,
linh vuc; nguyén liu doc lam thude

Pon hang xuat khau dugc liéu thuéc danh muc loai, chung
loai duoc lidu quy, hiém, dic hitu phai kiém soat

Pon dé nghi xut khau thudc phai kiém soat dic biét khong vi
muc dich thuvong mai

B4o céo sd luong thude phai kiém soat dic biét di su dung
phuc vu kham bénh, chita bénh nhan dao

Mau Gidy phép xuat khau thubc gy nghién, thudc hudng
than, thudc tién chét

Mau Giay phép xuat khau nguyén liéu lam thudc 1a duoc chat
gy nghién, dugc chat huéng than, tién chat dung 1am thudc
M3au Céng vin cho phép xuét khau thudc dang phdi hop c6
chtra dugce chat gdy nghién, thuéc dang phdi hop co chua
dugc chat huéng than, thubc dang phéi hop cé chira tién chat

4 Tiéu d& Mau nay dugc sira doi theo quy dinh tai diém b khoan 82 Piéu 5 ctia Nghi dinh s6 155/2018/ND-
CP stra doi, bo sung mot sO quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan ly nha
nude cia BO Y t&, co hiéu lyc ké tir ngay 12 thang 11 nam 2018.



Mau sb 12

Mau s6 15

Mau sb 16

Mau sd 17

Mau sb 18

Mau sb 19

Mau s6 20

Mau Céng vin cho phép xuit khau thuéc phong xa; thubc,
duoc chét trong danh muc thude, dugc chat thude danh muc
chat bi cAm sir dung trong mot s6 nganh, linh vuc; thude doc;
nguyén liéu doc lam thude; thudc, nguyén li¢u lam thude trir
thudc phai kiém soat dic biét

Mau Cong vin cho phép xuat khau duoc liéu/thude co truyén
Pon hang xuat khau thudc, nguyén liéu lam thudc duoc phép
xuét khau khong can gidy phép ctua Bo Y té theo quy dinh tai
khoan 5 Piéu 60 ctia Luat Dugc dbi véi co sé co nhu cau cép
gidly phép

Pon hang nhap khau vic xin/sinh pham/ thuéc hoa duoc chua
c6 Gidy dang ky luu hanh thudc tai Viét Nam, trir thue giy
nghién, thuéc hudéng than, thudc tién chét, thuéc dang phdi
hop ¢6 chira duoc chat giy nghién, thuéc dang phdi hop co
chtra dugc chat hudng than, thuéc dang phdi hop cé chua tién
chat

Pon hang nhap khau thuéc gdy nghién/thudc hudng
than/thudc tién chat/thudc dang phdi hop c6 chira dugc chat
gay nghién/thuéc dang phdi hop co chta dugc chat hudng
than/thuéc dang phdi hop c6 chira tién chét chwa co Gidy ding
ky lwu hanh thudc tai Viét Nam

Pon hang nhap khau thuc dugc liéu/thude cd truyén chua co
Gidy dang ky luu hanh thubc tai Viét Nam

Béo cio két qua kinh doanh thudc giy nghién/thuéc hudng
than/thudc tién chat/thubc dang phdi hop c6 chira duoc chat
gay nghién/thubc dang phdi hop co chta dugc chat hudng
than/thudc dang phdi hop c6 chua tién chat/thube trong danh
muc thude, dugce chit thude danh muc chit bj cAm trong mot
sb nganh, linh vuc

Danh muc vic xin/sinh pham/thudc héa dugc chua coé Gidy
dang ky lwu hanh thube tai Viét Nam dé nghi nhap khau dap
tmg nhu cau diéu tri dic biét, trir thudc giy nghién, thudc
hudng than, thudc tién chat, thuéc dang phdi hop c6 chira
duogc chat gdy nghién, thudc dang phdi hop c6 chira duoc chat
hudng than, thue dang phdi hop c6 chira tién chat

Danh muc thudc gy nghién, thuéc huéng than, thudc tién



Mau sb 21

Mau sb 22

Mau sb 23

Mau sb 24

Mau sb 25

Mau sb 26

Mau sb 27

Mau s6 28

chat, thuéc dang phdi hop cé chira dugc chat giy nghién,
thudc dang phdi hop c6 chia dugc chat hudng than, thudc
dang phdi hop c6 chira tién chat chua co Gidy dang ky luu
hanh thudc tai Viét Nam dé nghi nhap khau dép Gng nhu cau
diéu tri dic bit

Danh muc thube duoc lidéu/thude co truyén chua co Giéy dang
ky lvu hanh thudc tai Viét Nam dé& nghi nhap khau dép tng
nhu cdu diéu trj dic bit

Bao cdo vé viée str dung thude nhap khau dap tmg nhu ciu
diéu trj dic bit

Ban cam két clia co s san xudt/co s& s& hiru gidy phép san
pham vé viéc dam bao chat luong vic xin, sinh phim nhap
khau vao Viét Nam

Pon hang nhap khau véc xin/sinh pham/thubc hoa duge chua
c6 Gidy dang ky luu hanh thudc tai Viét Nam dé vién tro, vién
trg nhan dao, trir thudc gy nghién, thudc hudng than, thude
tién chat, thuéc dang phdi hop c6 chira duoc chat gdy nghién,
thudc dang phdi hop c¢6 chira duoc chit hudng than, thudc
dang phédi hop co chtra tién chat!s

Pon hang nhap khau thudc giy nghién, thudc hudng than,
thudc tién chat, thudc dang phdi hop c6 chira duoc chat gay
nghién, thuéc dang phdi hop c6 chira duoc chat hudng than,
thudc dang phdi hop c6 chua tién chat chua co Giay dang ky
luu hanh thudc tai Viét Nam dé vién trg, vién tro nhan dao'
Pon hang nhap khau thube dugc lidu/thude ¢ truyén chua co
Giéy dang ky luu hanh thudc tai Viét Nam dé vién tro, vién tro
nhan dao!’

Pon d& nghi nhap khau thudc chua co Gidy ding ky luu hanh
thudc tai Viét Nam khong vi muc dich thuong mai

Mau Céng vin cho phép nhap khau sinh pham/thudc dugc

15 Tiéu d& Mau nay duoc sira doi theo quy dinh tai diém b khoan 82 Piéu 5 cua Nghi dinh s 155/2018/ND-
CP sira d6i, bd sung mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha
nude cua B Y té, co hiéu lyc ké tir ngay 12 thang 11 nam 2018.
16 Tidu dé Mau nay dugc stra ddi theo quy dinh tai diém b khoan 82 Diéu 5 ciia Nghi dinh s6 155/2018/ND-
CP stra d6i, bd sung mot sé quy dinh lién quan dén didu kién dau tu kinh doanh thudc pham vi quan Iy nha
nude cia BO Y té, co hiéu lyc ké tir ngay 12 thang 11 nam 2018,
17 Tiéu d& Mau nay duoc stra doi theo quy dinh tai diém b khoan 82 Diéu 5 ctua Nghi dinh sé 155/2018/ND-
CP stra d6i, bd sung mot sé quy dinh lién quan dén didu kién dau tu kinh doanh thudc pham vi quéan Iy nha
nude cia Bo Y té, co higu luc ké tir ngay 12 thang 11 nam 2018,



Mau sb 34

Mau s6 35

Mau s6 36

Mau sb 37

Mau s6 38

Mau s6 39

liéw/thude hoéa duge trir thude gy nghién, thudc hudng than,
thudc tién chat, thuéc dang phdi hop c6 chira duoc chat gay
nghién, thudc dang phdi hop c6 chira duoc chat hudng than,
thudc dang phéi hop co chira tién chat

Mau Gidy phép nhap khau thudc giy nghién, thudc hudng
than, thudc tién chét

Mau Cong van cho phép nhap khau thudc dang phdi hop co
chtta dugc chat gdy nghién, thuéc dang phdi hop co chua
dugc chat hudng than, thudc dang phdi hop co chira tién chat
Mau Cong vian cho phép nhap khau thude ¢b truyén

Mau Coéng van cho phép nhap khau thudc khéng vi muc dich
thuong mai

Pon hang nhap khau thudc giy nghién, thudc hudng than,
thudc tién chat, thudc dang phdi hop c6 chira dugc chit gay
nghién, thudc dang phdi hop c6 chira duoc chat hudng than,
thudc dang phdi hop c6 chia tién chat c6 Gidy dang ky luu
hanh thudc tai Viét Nam

Don hang nhap khau thube phong xa, thudc doc, thube trong
danh muc thudc, duoc chit thudc danh muc chéit cAm sir dung
trong mot sd nganh, linh vuc c6 Gidy ding ky luu hanh thudce
tai Viét Nam

Pon hang nhap khau nguyén liéu 1am thudc 14 dugc chat gay
nghién, dugc chat huéng than, tién chat ding lam thudc

Pon hing nhap khau nguyén liéu lam thude 14 dugc chat, ban thanh
phém thudc, trir dugce chat gay nghién, duoc chét huong than,
tién chét dung 1am thudc

B4o cao sb luong nguyén lidu lam thudc 1a dugce chit giy
nghién, dugc chat huong than, tién chit dung lam thude, duoc
chét trong danh muc thude, dugc chat thudc danh muc chat
cam sir dung trong mot s6 nganh, linh vuc sir dung trong san
xuat thude

Bao cido két qua kinh doanh thudc thanh pham san xuat tir
nguyén liéu dé nghi nhap khau!8

Pon d& nghi ban nguyén liéu lam thudc phai kiém soat dic
biét dé pha ché tai co s6

'8 Tiéu d& Mau nay duogc sira doi theo quy dinh tai diém b khoan 82 Piéu 5 ctia Nghi dinh s6 155/2018/ND-
CP stra doi, bo sung mot sO quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan ly nha
nude cia BO Y t&, co hiéu lyc ké tir ngay 12 thang 11 nam 2018.



Mau s6 40
Mau sb 41

Mau sb 42
Mau s 43

Mau sb 44

Mau sb 45
Mau sb 46

Mau Gidy phép nhap khau nguyén liéu lam thudc 13 duoc chat
giy nghién, duoc chat hudng than, tién chat dung lam thudc
Don hang nhap khau ban thanh phém duoc liéu, duoc liéu
chua c6 Gidy ding ky luu hanh tai Viét Nam

Pon d& nghi ban nguyén lidu lam thudc dé pha ché tai co so

Pon hang nhap khau ta duge, vo nang, bao bi tiép xuc truc
tiép voi thube, chat chuan

Mau Coéng van cho phép nhap khau duoc chat (trir duge chat
gay nghién, duogc chat hudng than, tién chat dung lam thudc),
ban thanh pham duoc liéu, ta duoc, v nang, bao bi tiép xtc
truc tiép v6i thude, chit chuan

Mau Cong vin cho phép nhap khau duoc liéu

Danh muyc nguyén li¢u lam thude 1a dugce chat, ta duoc, vo
nang, ban thanh phétm thudc, ban thanh phém duoc liéu dé san
xuat thudc theo ho so diang ky thube di c6 Gidy dang ky luu
hanh tai Viét Nam duoc nhap khéau khong phai thuc hién cép
phép nhap khau/Nguyén liéu 1am thudc phai kiém soat dic
biét dé san xuit thudc theo hd so ding ky thudc da co Gidy
ding ky luu hanh tai Viét Nam phai thuc hién cip phép nhap
khau 19

B4o c4o nhap khau 16 vic xin

B4o céo nhap khau 16 thudc chua c6 Gidy dang ky luu hanh
thudc tai Viét Nam

B4o c4o xuat khau, nhap khau véc xin

Bio c4o xuét khau, nhap khau thudc, nguyén lidu lam thude

19 Tidu d& Mau nay duoc stra di theo quy dinh tai khoan 3 Didu 2 cua Nghi dinh sb 88/2023/ND-CP sira dbi,
bd sung mot sé didu cua Nghi dinh s6 ...../2025/ND-CP ngay....thang.....nim 2025 ctia Chinh phu quy dinh
chi tiét mot s6 didu va bién phap thi hanh Luat Dugc va Nghi dinh s6 155/2018/ND-CP ngay 12 thang 11
nam 2018 ciia Chinh phu stra d6i, bd sung méot s6 quy dinh lién quan dén diéu kién du tu kinh doanh thudc
pham vi quan Iy nha nuéc cua Bo Y té, 6 hiéu luc ké tir ngay 11 thang 12 nam 2023.



Mau s6 01

TEN CO SO XUAT KHAU CONG HOA XA HOI CHU NGHIiA VIET NAM
S Doc 1ap — Tw do — Hanh phuc
SO: tiiii

~ DON HANG XUAT KHAU THUOC GAY NGHIEN, THUOC HUONG THAN, THUOC TIEN CHAT, '
THUOC DANG PHOI HQP CO CHUA DUQC CHAT GAY NGHIEN, THUOC DANG PHOI HQP CO CHUA DUQC CHAT
HUONG THAN, THUOC DANG PHOI HQP CO CHUA TIEN CHAT

Kinh gti: Bo Y té.

Tén co s6 xuat khau (bAng tiENg VISt VA tENE AN ..., coeoeeeeeeeeeeeeeeeeee et e e et e e eee e e e see e s e s s e et seeeaeeeseeeeeeeene.
Dia chi (DANE tHENEG VIt VA HHENEG ANN) ... o.eieeieeeeeeee oottt ee e e et et e e ees e eeseseesaeeeseseenaee eeeeeeeees
(Tén co sd xuat khau) kinh dé nghi Bo Y té xem xét cap phép xuat khau cac thude sau dé ............c(D)eeeeienninnn.. theo
quy dinh tai Biéu ....(2)............ Nghi dinh s6 ....... /2017/ND-CP ngay ............ :
Tén thu(‘)’c, dang | Hoat chit, | S6 Gidy dang ky |Don sS4 Tén nguyén Téng s6 khoi lwong Tén, dia chi co' | Tén, dia chi co s&
STT| bao ché, quy |ham lweng/| luwu hanh, giay vi lwon liéu phai kiém | nguyén li¢u phai kiém |s¢ san xuat - Tén| nhap khau - Tén
cach dong g6i | nong Ao | phép nhap khau | tinh| ° & | soat dac biét | soatdacbiéttinhragam | nwdc san xuat | nwéc nhap khau
1
Cira khau dy dinh s& xut khau (ghi 18 t80 SAN DAY, DAL CANE):.....e.veeeeeeeeeeeeeeeee e eee e eee e e ee e eee e s eeee e eeeeeeeseeeeeeeeeseeeeneeean.
Noinhgn: , ngay... thang... nam.... .
- Nhu trén; Nguoi dai dién phap ludt/Nguoi duge iy quyén
- Luu tai don vi (Ghi ro ho tén, ky, dong dau)

(1) Bién muyc dich xuit khau phu hop:

- Vi muc dich thuong mai.

- Tham gia trung bay tai trién 13m, hoi chg.

- Thir 14m sang, thir trong duong sinh hoc, danh gia sinh kha dung, 1am mau kiém nghiém, nghién ctru khoa hoc, lam miu dang ky.
(2) Dién sb Diéu tai Nghi dinh trong tng véi hinh thire xuét khéu.



TEN CO SO XUAT KHAU

SO v,

Mau s6 02

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap — Tw do — Hanh phuc

PON HANG XUAT KHAU NGUYEN LIEU LAM THUOC

LA DUQC CHAT GAY NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC

Kinh giri: Bo Y té.

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

(Tén co s& xudt khau) kinh d& nghi Bo Y t& xem xét cAp phép xuidt khiu cic nguyén liéu lam thudc sau dé

(D)o, theo quy dinh tai Diéu ....(2)............ Nghi dinh s ....... J2017/ND-CP NZAY ..o
A ~ .. |Ponvi| So Tiéu chudn | SO Gidy ding ky lwu hanh/ |Tén, dia chi co sé sin xuét| Tén, dia chi co sé nhip khéu -
STT | Tén nguyén li¢u ;o A PO« . A Z A oz A A . A vy R
tinh | lwgng | chatluwgng So giay phép nhap khau - Tén nwdc san xuat Tén nuwdc nhap khau
1
2

Noi nhan:
- Nhu trén;
- Luu tai don vi.

(1) Bién muc dich xuat khau phu hop:
- Vi muyc dich thuong mai.

- Tham gia trung bay tai trién 1am, hoi chg.

..... , ngay... thang... nam.... .
Nguwoi dai dién phap luat/Nguwoi duwgce iy quyén

(Ghi ro ho tén, ky,

- Thir 1am sang, thir twong duong sinh hoc, danh gia sinh kha dung, lam méau kiém nghiém, nghién ctru khoa hoc, 1am mau dang ky.
(2) Pién s6 Diéu tai Nghi dinh twrong ing véi hinh thire xuét khau.

dong dau)




Mau s6 0320
TEN CO SO CONG HOA XA HOI CHU NGHIiA VIET NAM
R Doc 1ap — Tw do — Hanh phuc

‘ ’ BAO CAO NGUYEN LIEU LAM THUOC o ' ’
LA DUQC CHAT GAY NGHIEN, DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC PE SAN XUAT THUOC
XUAT KHAU

Kinh giri: Bo Y té.

Théng tin vé thudc xuit khiu e S6 nguyén £ )
— So Ao SO lwgng | SO lwgng A
Nong do, P ; " li¢u swr z £ P n Ton kho
o So SO lrgng | nguyén Tong so ton kho nhap Ke 1 s o7
ham A P A o dung cho A . R z cuoi ky tinh
" " Pon Giay | thuocsan | lifu s .2 nguyén | ky trwéc | khau/mua P
Tén nguyén . . P lwong . P kiem AR , A . \ den .....
TT e vi Tén thube ong ding | xudt,don | dung nghiém va liéu sir | tinh dén: trong ky (ngay
: tinh | xuétkhdu | "oV | kylwu | vitinh | sén ' dung | ... (ngay, | ... (ngdy, | . . =7
liéu phai hanh hé nit | xuét hao hut thAng, néim) | thang, nim) thang, nam)
KSDB an nho nha (néu c6)* ang, 2,
(1 @ 3 “4) ©) (6) (M ®) ©) (10)=(8) + (11 (12) (13)=(11)+(12)
, ) -(10)
(Tén nguyén (Tén thude 1)
liéu 1) (Tén thudc 2)
(Tén nguyén
liéu 2)
* Néu co, phai bao cdo chi tiét
Noinhgn: , ngay ..... thang ...... nam ..... ‘
- Nhu trén; NGUOI DAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN

- Luu tai co s6.

(Ky tén, dong ddu)

20 MAu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh s6 155/2018/ND-CP stra dbi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018



, 1 Mau s6 042!
TEN CO SO XUAT KHAU CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc 1ap - Tw do - Hanh phuc

SOo: ........

~ PON HANG XUAT KHAU THUOC PHONG XA, THUOC TRONG DANH MUC THUOC, _
DUQC CHAT THUQC DANH MUC CHAT BI CAM SU DUNG TRONG MOQT SO NGANH, LINH VU'C, THUOC PQC

Kinh gui: BO Y té.

TEN CO SG XUAL KNAU.....eiiiiiiieeiie ettt e ettt e e tteees etteesasteeasseeeasteesnseeeasseeasseesaseeeasseeensseesnseeannseesnsseesnseeans
8D J - 1Ko o) LR
(Tén co so xuat khau) kinh dé nghi Bo Y t€ xem xét cap phép xuat khau cac thuoc sau dé .................(1)...............
theo quy dinh tai biéu ....(2)............ Nghi dinh s0 ....... nhu sau:
A g £ . | SO Gidy ding ky x \ e e
Tén thuoc, dang bao| Hoat chat, Y g; Y | Pon So Tén nguyeén lieu | Tén, dia chi co s¢ Tén, dia chi co s
£ Ly s L, luu hanh, giay . ae 1 R (poas | o2 £y A . A 1R A
STT | ché, quy cach dong | ham lugng/ . A £ vi | lwgng |phai kiém soat dac | san xuat - Tén nwéc| nhip khau - Tén
. Y o phép nhap khau , o n . J ; A P
go0i nong do £, tinh 3) biét (4) san xuat nuwéc nhap khau
: (néu co) * ‘
1
2
Ctra khau du dinh s€ xuat khau (ghi r0 t€n san bay, hal CANE):.....cocciiiiiiiiieceee e e e e e e

[ Co so dé nghi BO Y té cip CPP (hodc FSC) cho thudc tai khoan s ... (5)
Co s& xuat khau cam két chiu trach nhiém truéc phap luat vé tinh chinh xé4c, hop 18 ctia cac thong tin, gidy td trong hd so
deé nghi cap phép xuat khau va cam két thyc hién theo dung céc quy dinh ctia phap luat c6 lién quan.

21 Mau nay duoc stra ddi theo quy dinh tai diém a khoan 82 Dié}l 5 cta Nghi dinh s6 155/2018/ND-CP sira d6i, bd sung mot ) quy dinh lién quan dén diéu kién dau tu kinh
doanh thugc pham vi quan ly nha nuéc cia B Y t€, ¢6 hi€u luc ké tir ngay 12 thang 11 nam 2018




10

BOYTE L ,ngay... thang... nam....
Chap thuan don hang xuét khau gém..... trang.... khoan kém theo NGUOI PAI DIEN PHAP LUAT/
Cong van s6...../.... ngdy.... thang.... nam.... cia Bo Y té. NGUOI PUQC UY QUYEN
Ha Noi, ngay... thang... nam... (Ghi 16 ho tén, ky, dong dau)
BOQ TRUONG

Ghi chu:

(1) Bién muc dich xuat khau phu hop:

- Vi myc dich thuong mai.

- Tham gia trung bay tai trién 13m, hoi cho.

- Thir 1am sang, thir tuong dwong sinh hoc, danh gia sinh kha dung, 1am mau kiém nghiém, nghién ciru khoa hoc, lam mau ding ky.

(2) bién sb Diéu tai Nghi dinh twong tmg véi hinh thirc xuit khau.

(3) Pbi v6i truong hop xuat khau thube trong Danh muc thude, dugc chat thude danh muc chét bi cAm sir dung trong mot s6 nganh, linh vuc theo
quy dinh tai Diéu 58 Nghi dinh: phai dinh kém van ban giai trinh vé ké hoach xuit khau thudc du kién.

(4) Béi véi thude chira duge lidu doc ghi tén duoc liéu, bd phan ding. Tén dugc liéu gom tén tiéng Viét kém tén khoa hoc. P6i v6i ban thanh pham
duoc li€u ghi thém dang bao ché.

(5) BO Y té chi cap CPP hodc FSC néu co so co chon ndi dung nay. Co sé can ghi rd dé nghi cdp CPP hay FSC. Truong hop theo yéu cau ciia nudc
nhap khau, c6 thé xac nhan thém cac ndi dung so v6i CPP mau va FSC mau.
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' 7 Mau s6 0522
TEN CO SO XUAT KHAU CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc 1ap — Tw do — Hanh phuc

So: .......

DPON HANG XUAT KHAU DUQC CHAT TRONG DANH MUC THUOC, DUGC CHAT THUQC DANH MUC
CHAT BI CAM SU DUNG TRONG MOT SO NGANH, LINH VU'C, NGUYEN LIEU PQC LAM THUOC

Kinh gui: BO Y té.

TEN CO SO XUAL KNAU ..o eeese e s e s e s ee s ee s s ee e e s ee s enesee e e e
D1a G et e e e e et ettt ettt ————————————————_aaaaeeeeeeeeeeeeetetteetttet ettt ttttt———————————. eeeeeeeeeeeeeeeeeeeereenn .
(Tén co so xuat khau) kinh dé nghi Bo Y té xem xét cAp phép xuit khau cac nguyén liéu lam thudc sau dé ..........(1)......
theo quy dinh tai Biéu ....(2)............ Nghi dinh s0....... nhu sau:
STT Tén nguyén Pon vi tinh S6 lwgng Tiéu chuin | S6 Gi,a?'ly ding ky luu hanh, | Tén co s6 san Xufi’t - Tén co sé nhap khél}l -
liéu (3) : (4) chat lwgng giay phép nhap khau Tén nwée san xuat Tén nwée nhap khau
1
Ctra khau dy dinh s& xuat hang (ghi 18 t8n SAN DAY, DAL CANE):........vveeeeeeeeeeeeeeee et er e eeneeeae

Co s& xuat khau cam két chiu trach nhiém trudc phap luat vé tinh chinh xéac, hop 18 ctia cac thong tin, gidy td trong hd so
de nghi cap phép xuat khau va cam két thuc hién theo dung cac quy dinh cua phap luét co6 lién quan.

, ~BOYTE ,ngay... thang... nam....
Chap thuin don hang xuat khau gom..... trang.... khoan kém theo ~ NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Cong van sb...../.... ngdy.... thang.... nam.... ctia Bo Y té. (Ghi ré ho tén, ky, dong ddu)
Ha Noi, ngay... thang... nam...
BOQ TRUONG

22 Mau nay duoc stra ddi theo quy dinh tai diém a khoan 82 Dié}l 5 cta Nghi dinh s6 155/2018/ND-CP sira d6i, bd sung mot ) quy dinh lién quan dén diéu kién dau tu kinh
doanh thugc pham vi quan ly nha nuéc cia B Y t€, ¢6 hi€u luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

(1) Pién muyc dich xuit khau phu hop:

- Vi myc dich thuong mai.

- Tham gia trung bay tai trién 13m, hoi cho.

- Thir 1am sang, thir tuong dwong sinh hoc, danh gia sinh kha dung, 1am mau kiém nghiém, nghién ciru khoa hoc, lam mau ding ky.

(2) Pién sé Piéu tai Nghi dinh twong mg v&i hinh thie xuat khau.

(3) Béi véi duge lidu doc ghi tén dugc liéu, bo phan dung. Tén dugc lidu gom tén tiéng Viét kém tén khoa hoc.

(4) Béi voi truong hop xuat khau dugc chat trong Danh muc thudc, dugc chat thugc danh muyc chat bi cam sur dung trong mot sd nganh, linh vyc
theo quy dinh tai Diéu 58 Nghi dinh: phai dinh kém vin ban giai trinh vé ké hoach xuat khau nguyén liéu lam thubc du kién.
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Mau s6 06
TEN CO SO XUAT KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
_ Péc 1ap — Tw do — Hanh phuc
SO: ti s
PON HANG XUAT KHAU DUQC LIEU THUQC DANH MUC LOAI,
CHUNG LOAI DUQC LIEU QUY, HIEM, PAC HUU PHAI KIEM SOAT
Kinh gti: Bo Y té.
........ (tén co sO) .... d& nghi B Y té xét duyét xuat khau cac duogc liéu dé ...... (ghi 16 muc dich xuat khau duoc liéu) sau:
A s Tén khoa cn z . A - A .
Tén dugc li¢u A . ., P Tiéu chuan | Quy cach | Tén co sé san Tén nudc
STT . X o B0 phan dung | hoc (tén | Don vitinh | SO lugng P i L. P N 2
(tén tieéng Viét) ) chat lwgng dong goi xuat nhip khau
La tinh)
1
2
3
Cira khau dy dinh sé& xuat khau (ghi rd tén san bay, hai cang):
| BOYTE
Chép thuén don hang xuat khau gom..... trang.... khogn ngay... thang... nam...... .
kem theo Cong van so...../........ ngay.... thang.... nam.... Nguwoi dai dién phap luat/Nguoi duge dy quyén
cuiaBo Y té (Ky, ghi r6 ho tén, dong dau)

Ha Nogi, ngay... thang... nam...
BOQ TRUONG
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Mau s6 07

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

, ) DPON PE NGHI
XUAT KHAU THUOC PHAI KIEM SOAT PAC BIET
KHONG VI MUC PiCH THUONG MAI

Kinh giri: S Y té ...(1)......

Noi ding ky ho khau thu’ong tra (d01 vo1 nguoi Vigt Nam) .....................
Cho ¢ hién tai (chd & tai Viet Nam)i.......o.ovniiniiniiei e s
DICN thOal. ..o
S6 CMND/Thé can cu6c/HO chiéuw/Cac gidy to twong duong
khac............ cap ngay ....... NOT CAP et teeentie et etreeeeirreeestreeeennreeeesnneeeens oens
Thoi gian sdng/1am Viee tai NUGC NEOAT: «....e.vveeeeeeeeeeeeeeeeeeeeeee e

Trong nam ‘20 ........ - t61/t0 ch&p da xuét khau thube khong vi muc dich
thuong mai cac lan cu thé nhu sau (né€u c9):

Lan 1: Ngay nhan: .../.../20..... : Tén thubc: ;80 lwong:  ; tri gié:

Lan2: Ngay nhan: .../.../20...... : Tén thude: .50 luong: ;i gia:

Kinh de nghi S& Y té cho phép toi/tén to chirc mang ra khoi Viét Nam cac
thudc vé6i sb luong cu thé nhu sau:

IT| Tenthuée | Thanhphin himlugng | Quycich
(nong do) dong goi

To6i cam két cac thude trén chi duge dung dé diéu tri bénh cho ban than toi
/(tén t6 chuc) cam két cac thuoc trén chi dugce dung dé di€u tri bénh cho ban
than nguoi xuat canh thude (t€n to chuc).

T6i xin cam doan thyc hién nghiém tac va day di cac quy dinh vé quéan 1y
thube xuét khau khong vi muc dich thuong mai. Néu vi pham t61 xin chiu hoan
toan trach nhiém trudc phap luat./.

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

(Ky, ghi ro ho tén)

(1): S&' Y té dia phuong noi ctra khu 1am thu tuc nhap canh hodc noi ngudi bénh dang sinh séng, tam tri hop
phép hodc noi co s& dat tru so

(2): Tén cua ca nhan dimg don hodc t6 chirc c6 thude xuat khau

(3): Ngudi lam don ky. Trudng hop to chirc xin nhan thudc dé sir dung cho céc ca nhan thudc té chic thi dai
dién t6 chire ky don (d6ng dau) va kém theo danh sach ngudi sir dung thudc.

S6 lwong
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Mau s6 08

TEN CO SO XUAT KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S Doc 1ap — Tuw do — Hanh phic

SO: o,

BAO CAO SO LUQNG THUOC PHAI KIEM SOAT PAC BIET PA SU DUNG PHUC VU KHAM BENH, CHUA BENH NHAN PAO

Kinh gui: BO Y té.

Tén chuong trinh khdm bénh, chita bénh nhan dao: ...............cccoeeieeennn.

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

Tén thudc, ham So gidy I - £ - £ %
STT |lwong/nong dd, dang bao |phép nhip D?’n vi| S0 l}r (_)’ngxda S0 lwong da sir Héng, vo™ S0 lu’(:rng t‘huoc Ghi chu
£ . , s P tinh nhip khau dung con lai
ché, quy cach dong goi khau
€] 2) (©) “4) (©) (6) () ®=05) -0 -0 ®)
* Néu c0, can bao cdo chi tiét

Noi nhin: Xac nhan caa co quan phé duyét ... , ngay........ thang....... nam..... .
-Bo Y t&; hoat dong kham bénh, Nguoi dai dién phap luat/Nguoi duge uy quyén
- Luu tai co so. chira bénh nhan dao (Ky tén, dong ddu)

Thu trudng co quan
(Ky tén, dong dau)
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Mau s6 09
BO Y TE Gidp phép sé:

GIAY PHEP XUAT KHAU

B0 Y té chirng nhén:
(Tén co sé xuat khau)
1a doanh nghi€p chiu su diéu chinh cta cac diéu khoan phap lugt lién quan

dén cac thubc nam trong danh muc thudéc Cong udc ..., duoc phép xuat khau mat
hang sau:

a/- Nha xuét khau:

=TI et ettt s

= 1A G e —————

, b/,- Mo ta c’hinh x4c tén va khoi luong thube duogc xuat khau, néu tén chung
Quodc te-INN, néu co:
Tén thudc (hoat chat ham 11r0'ng/n0ng do), dang bao ché, quy cach
déng géi: s6 lwong xuit khau (bang sb va bang chir)
Tong khoi wong nguyén liéu lam thube phdi kiém sodt ddc biét ...

¢/- Nha san xuit:

il < S USRS

S A CHI: oo ————

d/- Nha nhép khéu:

i <) 1 OSSPSR

=1 G o ——————

Tudn theo gidy phép nhdp khdu sé: ... ngay ... ciia ...

Theo cdc diéu kién sau:

* Hang ho4 s& duoc xuit qua cira khau: ...

* Hang hoa khong duoc phép chuyén bang duong buu dién.

* Gidy phép nay khong duoc trao doi.

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

* Thot han hiéu luc: ...

~ * Co so phai thuc hién ding cac quy dinh hién hanh vé quan ly, xuit nhap

khau, luu thong phan phoi thude theo Luat phap cua Viét Nam va cac Cong udc
Quodc té ma Viét Nam tham gia.

Noinhgn: , ngay ..... thang ...... nam.....
- CS XK; BO TRUONG

., B0 Cong an;
- ..., B0 Tai chinh;
- Chi cuc Hai quan ...;
- Luu VT, ...
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Ministry of Health of Viet Nam Licence No: .

EXPORT LICENCE

The Ministry of Health of Viet Nam hereby certifies that:
(Name of Exporter)

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

a/- Exporter:
S INAMIC: e .
= AAAIESS: e .

b/- Exact description and amount of the drug to be exported including the
International Non- Proprietary Name, if any:
Name of drug (active ingredient, strength), dosage form, packing:
quantity (in number and in word)

Amount of ... ingredient:
¢/- Manufacturer:
-INAME: ol e e e e
= AdAIESS: ...
d/ - Importer:
-INAME: e a e
= AAAIESS: .ot

In respect of Certificate of Official Approval of Import No ... dated ...
issued by ...

Subject to the following conditions:

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

* The consignment may not be delivered by post

* This authorization is not transferable.

* Valid for one shipment only, partial shipments prohibited.

* Validity period: ...

* The Licence holder is subject to observance 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,
- Importer;

- Ministry of ...;

- INCB;

- DAV (02 copies).

Minister
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Mau s6 10
BO Y TE Gidp phép sé:

GIAY PHEP XUAT KHAU

B{ Y té chirng nhén:
(Tén co s¢ xuat khau)
1a doanh nghiép chiu sy diéu chinh cua cac diéu khoan phap luat lién quan
dén cac thubc nam trong danh muc thuoc Cong udc ..., dugc phép xuét khau mat

hang sau:
a/- Nha xuat khau:
LI e —————
= 1A CHIi

b/- Mo ta chinh xac tén va kh01 luong nguyén lidu lam thudc dugce xuat
khau, néu tén chung Quéc té-INN, néu co:
Tén nguyén liéu, tiéu chuin chit lwrong: s6 lwong xuit khau (bang s6
va bang chir)
¢/- Nha san xuat:

- Tén:

- Pia chi: ...
d/- Nha nhép khau:
TN, et ———————————aaaa
S HA CHI: oo ———————————

Tudn theo gidy phép nhdp khdu sé: ... ngay ... ciia ...

Theo cdc diéu kién sau:

* Hang hoa s& duoc xuat qua ctra khau: ..

* Hang hoa khong duoc phép chuyen bang duong buu dién.

* Glay phép nay khong dugc trao doi.

* Gidy phép chi c¢6 gia tri cho mot 1an xuat khau.

* Thot han hiéu luc: ...

* Co s6 phai thuc hién ding cac quy dinh hién hanh vé quan 1y, xuat nhap
khau, luu thong phan phdi thude theo Luat phap cua Viét Nam va cac Cong udc
Quédc té ma Viét Nam tham gia.

Noi nhén: Ha Noi, ngay .... thang .... nam
- CS XK; BO TRUONG

., B0 Cong an;
- ..., B0 Tai chinh;

- Chi cuc Hai quan ...;
-Luu VT, ...
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Ministry of Health of Viet Nam Licence No: .

EXPORT LICENCE

The Ministry of Health of Viet Nam hereby certifies that:
(Name of Exporter)

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

a/- Exporter:
S INAMIC: e .
= AAAIESS: e .

b/- Exact description and amount of the drug to be exported including the
International Non- Proprietary Name, if any:
Name of raw material, specification: quantity (in number and in word)

¢/- Manufacturer:
SINAIME: e e
= AAIESS: .. ———
d/ - Importer:
S INAMIC: o e e aaans
= AAIESS: .o

In respect of Certificate of Official Approval of Import No ... dated ...
issued by ...

Subject to the following conditions:

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

* The consignment may not be delivered by post

* This authorization is not transferable.

* Valid for one shipment only, partial shipments prohibited.

* Validity period: ...

* The Licence holder is subject to observance 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, .
- Importer; Minister

- Ministry of ...;

- INCB;

- DAV (02 copies).
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Mau sb 11
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Doc 1ap - Tw do - Hanh phuc

Sb: /...
V/v xuat khau thubc thanh pham Ha Néi, ngay thang — ndm
dang phdi hop c6 chira .. '

Kinh gti: (Tén co sé xuét khau).

BoY té nhén dugc Pon hang sO ... ngdy ... clia co s& vé viéc xudt khau

thudc thanh pham dang phoi hop c6 chua ...;
L0 1§ 1 ¢1 | PPN ;

Cin ct Gidy phép nhap khau sd ... dO ceovevveeeeeeeceenn . CAp ngay ........,
Bo Y té co y kién nhu sau:
Pong y dé co sé xuat khau thude theo nhiing ndi dung sau:
L TN tHUGC: cevnrneceseciusncnsessasssssssessessassssssssssssssssessssssssssssssssssssssssssssssssssssssses

Tén thudc (hoat chat ham lu’O’ng/nong dg), dang bao ché, quy cach
déng géi: s6 lwong xuét khau (bang sb va bang chir)

* Khoi lwong nguyén liéu lam thudce phdi kiém sodt déc biét ...

2. Nha san xuit:

e <) § L O S PSR RTPP PP PPORPPPR

= HA CRIL e ————

3. Nha nhép khiu:

=TI e et

S 1A G e

4. Piéu kién xuit khau:

- Hang s& dugc xuit khau qua Ctra KRAU ... ..o.oveveeeeeeeeeeeeeeee e,

- Hang ho4 khong duoc phép chuyén bang duong buu dién.

- Giay phép nay khong dugc trao doi.

= GIAY PhEP CONMIBU TUC ... oot

- Gidy phép chi c6 gia tri cho mot 1an xut khau.

Co s¢ phai thyc hién cac quy dinh tai ..................... . va cac quy dinh vé
dugc c6 lién quan.

BO Y té thong bao dé co s& biét va thyuc hién.

Noi nhin: BO TRUONG
- Nhur trén;

- ..., B0 Cong an;

- Chi cuc Hai quan Cura khéu ...:

-Luu VT, ...
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MINISTRY OF HEALTH OF VIET NAM
Number: /...

EXPORT LICENCE

The Ministry of Health of Viet Nam hereby certifies that:
(Name of Exporter)

Address:

has been authorized the following exportation:

1. Product name:
Name of drug (active ingredient, strength), dosage form, packing: quantity (in
number and in word)

Amount of ... ingredient:
2. Manufacturer:
- Name:
- Address:
3. Importer:
- Name:
- Address:
- Import licence number ... dated ...

4. Subject to the following conditions:

* The consignment will be exported 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 subject to observance 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.

Ha Noi, .
A”’f- Minister

.oy

- DAV (02 copies).
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Mau s6 12
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
— Poc l1ap — Tw do — Hanh phic
s6: /.
V/v xuat khau thuéc/nguyén Ha Noi, ngay thang nam

liéu lam thudc

Kinh giri: (Tén co s& xuat khau).

Bo Y té nhan dugc Pon hang s6 ... ngay ... ciaco so ...;
Canct...,
BO Y té co y kién nhu sau:

DPong ¥ dé co s duogc xudt khau ... khoan tai Pon hang sb ... ngay ....
Don hang gom ... trang, ... khoan c6 dong dau xac nhan ciia Bo Y té.

Thudc/nguyén liéu 1am thude chi dung dé xuit khau theo ..., khong luu
hanh tai Viét Nam. Co s¢ phai chiu trach nhiém vé chat lugng, d an toan va s¢
hiru tri tu€ ctia thuéc/nguyén liéu lam thude xuat khau tai thi truong nhap khau.

(NO1 dung quan ly quy dinh tai Nghi dinh tuong tmg voi loai thudc, nguyén
liéu lam thudc xuat khau).

Gidy chung nhan san pham duoc/Gidy ching nhan luu hanh ty do cua
thudc xuat khau duge dinh kém Coéng van nay (doi voi truong hop co s¢ xuat
khau c6 dé€ nghi cap gidy chung nhan nay).

~ Co s6 phai thyc hi¢n theo dung cac quy dinh hién hanh v& xuét nhip khau
thudc va cac quy dinh vé Dugc c6 lién quan.

Pon hang co gia tri ... ké tir ngay ky.

BO Y té thong bao dé co s& biét va thyuc hién.

Noi nhén: BO TRUONG

- Nhu trén;
-Luu: VT, ....



23

MINISTRY OF HEALTH VIETNAM
Certificate No: DRUG ADMINISTRATION

Certificate of a Pharmaceutical Product Exporting (certifying) country: Viet Nam
Importing (requesting)country:

(This certificate conforms to the format recommended by the World Health Organization)

Proprietary Names ( if applicable ) and dosage form:

Active Ingredient ( s ) and amount (s ) per unit dose:

1.Is this product licensed to be placed on the market for use in the exporting country? If yes, complete Box A, if no, complete Box B.
A Product licence holder: B
Address:

Applicant for certificate:
Tel:

Status of licence holder:

Number of product licence and date of issue: Status of applicant:

Date: Date of review:

The name and address of manufacturer producing the dosage form:

Address: Why is authorization lacking?
Tel:
: ?
Is an approved technical summary appended? yes P |:| not required |:|0t requested |:|der consideration |:|1sed |:|

Is the attached product information complete and consonant with the licence?

yes no not provided

Applicant for certificate if different from the licence holder:

2.Does the certifying authority arrange for the periodic inspection of the manufacturing plant in which the dosage form is produced? yes no |:| If no, proceed to question 3
Periodicity of routine inspection ( years):

Has the manufacturer of this type of dosage form been inspected: yes no |:|

Do the facilities and operations conforms GMP as recommend by the World Health Organization? yes no |:|
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3.Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacture of the product undertaken by another party?

yes I:l no I:lf no, explain:

Address of the certifying authority: Name of authorized person:
Ministry of Health Vietnam
Drug Administration Signature:

138A - Giang Vo - Ha Noi - Viet Nam Stamp and date:
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CONG HOA XA HQI CHU NGHIA THE SOCIALIST REPUBLIC OF
VIET NAM VIETNAM
Bo Y te Ministry of Health

GIAY CHUNG NHAN LUU HANH TU DO
FREE SALE CERTIFICATE

BO Y TE CHUNG NHAN:
Ministry of Health of Vietnam certifies:

Nha may san xuit duoc pham:
The pharmaceutical manufacturer:

bia chi:
Address:

Puoc san xuat va lvu hanh trén 1anh thd Viét Nam san phém duoc sau:
Has been authorized to legally manufacture and trade in whole territory of

Vietnam the folloing pharmaceutical product:

Name of product:

TEN THUOC
. , Active ingredient (s):
HOAT CHAT CHINH
PONG GOI Packaging:
. ) . Specification:
TIEU CHUAN CHAT LUONG:
. Shelf-life:

HAN DUNG:

. ) Registration number:
SO bANG KY:

. . . ) Which was approved in the decision:
BAN HANH KEM THEO QUYET BINH SO:

i ) o i i This certificate is valid until:
GIAY PHEP CO GIA TRI BEN NGAY:

Name of authorized person
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Mau s6 13

BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
o Poc lap — Tw do — Hanh phuc
S(A):, 7 /

ligu/thudce ¢o truyén

Kinh gui: (Tén co s& xuat khau).
B0 Y té nhan duoc Pon hang sb ... ngdy ... clia co sd ...
Canct ...,
Bo Y té co y kién nhu sau:

Pong ¥ dé co so duoc xuat khau ... khoan tai Pon hang s6 ... ngay .... Pon
hang gom ... trang, ... khodn c6 dong dau xac nhan cia BO Y té.

Co sé phai chiu trach nhiém vé chét luong, dd an toan cua dugc liéu/thude
cO truyén va s& hitu tri tué¢ doi1 voi thude co truyén (khong bao gom vi thude co
truyén) tai thi truong nhap khau.

Co s& phai thuc hién theo dung cac quy dinh hién hanh vé xuat nhap khau
thudc, nguyén li¢u lam thudc, cac quy dinh vé dugc cé lién quan.

Co s phai thuc hién theo dang cac quy dinh vé Luat phong, chdng bénh
truyén nhiém va kiém dich y té bién gidi va cac quy dinh khac cia phap luat (do61
voi truong hop xuat khau duogc liéu).

Pon hang c6 gia tri .... ké tir ngay ky

B0 Y té thong bao dé co so biét va thuc hién.

Noi nhén: BO TRUONG
- Nhu trén;
- Luu: VT, ....
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Mau sb 14

CONG HOA XA HQI CHU NGHIA VIET NAM

TEN CO SO XUAT KHAU
Doc lap — Tw do — Hanh phic

N
PON HANG XUAT KHAU THUOC/NGUYEN LIEU LAM THUOC PUQC PHEP XUAT KHAU KHONG CAN GIAY PHEP CUABQ Y TE

THEO QUY PINH TAI KHOAN 5 PIEU 60 CUA LUAT DUQC POI VOI TRUONG HQP CO SO CO NHU CAU CAP GIAY PHEP

Kinh gti: Bo Y té.

Tén co s& xuat khau:

DA CRI:. .o e e e e ee e ———e e e e e e ————eeeeea————teeeeaa—————aeeeaa————teeeeaai———aeeeeaai—reaeeeeanirraeeeeaans
(Tén co so xuat khau) kinh dé nghi B§ Y t€ xem xét cap phép xuat khau cac thudc/nguyén li¢u lam thuoc sau:

A £ . £ S6 gidy diing " LA
’l:en th'u 06 dang bao Chf’ quy Hoat chit (2), ham | Ky luu hanh, . I Tén co s6 san xuat - Texn o s?’ nhap
STT | cach dong g6i/Ten nguyen li¢u lwrong/ndng dp (3) |gidy phép nha Don vi tinh| So lugng Tén nuéec sin xuit khau - Tén nwoc
lim thudc xuit khiu (1) yng/mnong o g1ay ‘l’(hélil 4P nhip khiu
1
2

1 Co s& dé nghi Bo Y té cAp CPP (hoidc FSC) cho thudc tai khoan sb ... (4)

, ~ BO Y‘TE ..... , ngay... thang... nam.... .
Chap thuan don hang xuat khau gom..... trang.... khoan kém theo Nguwoi dai dién phap luat/Nguwoi dwge uy quyén
(Ghi ro ho tén, ky, dong dau)

Cong van sb...../.... Ngay.... thang.... ndm.... cia Bo Y té.
Ha No¢i, ngay... thang ... nam
BO TRUONG
(1) Béi véi duoc lidu ghi tén duge liéu va bo phan dung. Tén dugc licu gom tén tiéng Viét kém tén khoa hoc. Pdi véi ban thanh pham duoc liéu ghi thém dang bao ché.
(2) Béi véi thude duge liéu, thube cb truyén: ghi tén duoc liéu, ban thanh phim duoc liéu va bd phan dung. Tén dugc liéu gdm tén tiéng Viét kém tén khoa hoc. Pbi v6i ban thanh phim
dugc liéu ghi thém dang bao chq ) )
(3) Boi voi nguyén li€u lam thudc: ghi tiéu chuan chat luong. . . ) . ) )
(4) BO Y té chi cap CPP hoac FSC néu co sé ¢ chon ndi dung nay. Co so can ghi rd dé nghi cap CPP hay FSC. Truong hop theo yéu cau cuia nude nhap khau, co thé xac nhan thém cac ndi

dung so v&i CPP mau va FSC mau.
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Mau so 1523

TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIiA VIET NAM
— Doc 1ap — Tu do — Hanh phuc
So: .........
PON HANG NHAP KHAU VAC XIN/SINH PHAM/THUOC HOA DUQC (1) CHUA CO GIAY PANG KY LUU HANH THUOC

TAI VIET NAM
Kinh gti: Bo Y té.

(Tén co so nhap khau) kinh d% nghi B6 Y té xem xet cap phép nhap khau cac thudc (loai thudc nhap khau (2) hodc muc dich
nhép khau (3)) theo quy dinh tai diém.....khoan........ bicu ....(4)... Nghi dinh so6 ....... nhu sau:

Tén thudc, Hoat chit,

R £ . . | So |Han .. 2 n - £ Tén co sé sé hiru giay phép luu | Gia ban buén
dang bao che, ham Pon vi .* |Tiéu chuan - Tén co s& san xuat - | A oK 4 A 2 A
: . x , o - |lwgng|dung| . x Chi dinh A L %, | hanh trén Gidy ching nhan san du kién
quy cach [lwgng/nong| tinh chat lugng Teén nuwde san xuat Z
(5) pham dwge (6)

dong géi do

Tén co s cung cap thude: (Chi ap dung d6i v6i trudng hop nhap khau thuoc quy dinh tai Diéu 68 cua Nghi dinh).

(Tén co sd nhap khau) cam két chiu trach nhiém trudc phap luat veé nguon gbc, chat lugng cua thudc dé nghi nhap khau, tinh chinh
xéc, hop 18 cua cac thong tin, gidy to trong hd so dé nghi cip phép nhap khau, str dung thude diing muc dich va thuc hién cac quy dinh
khéc cua phap luat co lién quan.

BOYTE L , ngay... thang... nam......
Chap thuan don hang nhap khau gdm .... trang .... khoan NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
kém theo Cong van s0...../...... ngdy.... thang.... ndm.... ciia Bo (Ky tén, déng dau)
Y té.
Ha Noi, ngay... thang... nam...
BO TRUONG

23 MAu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

(1) Thubc gy nghién, thuéc huéng than, thude tién chét, thudc dang phdi hop co chira dugc chit giy nghién, thudc dang phdi hop co chita duoc chat
huéng than, thudc dang phdi hop c6 chira tién chat: 1ap don hang nhap khau theo Mau sé 16 Phu lyc II1.

(2) Bién loai thubc nhap khau phu hop:

- C6 chira dugc chat chua co Gidy dang ky luu hanh thude tai Viét Nam

- C6 chira duoc chat dd c6 Gidy dang ky luu hanh thude tai Viét Nam nhung chua dép ing du nhu cau diéu tri

- C6 chira dugc lidu chua dugc sir dung 1am thude tai Viét Nam

- C6 chtra duogc li¢u da dugce sir dung lam thudc tai Viét Nam nhung chua dap g dt nhu cau diéu tri

- Thudc Danh muc thudc hiém

- Thubc ¢ cung tén thlmng mai, thanh ph'?m hoat chat, ham luong hodc néng dog, dang bao ché véi biét dugc géc co Giéy dang ky luu hanh thudc tai Viét Nam.
(3) Pién muc dich nhap khau phu hop:

- Bap img nhu cau cap bach cho quéc phong, an ninh, phong, chéng dich bénh, khic phuc hau qua thién tai, tham hoa

- Pap ung nhu cau diéu tri dic biét

- Phyc vy cho chuong trinh y té ctia Nha nudc

- Lam mau kiém nghiém/nghién ctru khoa hoc/thtr nghiém 1am sang/danh gia sinh kha dung/tuong dwong sinh hoc

- Déi voi thube nhap khau theo quy dinh tai Didu 68 Nghi dinh: ghi rd thubc dé st dung cho trudng hop cu thé ndo quy dinh tai diém b hodc ¢ khoan 1
Diéu 68 Nghi dinh.

(4) Pién s diém, khoan, Piéu tai Nghi dinh twong (mg v&i hinh thirc nhap khau.

(5) Bdi v6i thude phong xa: khong yéu cau.

(6) Chi ap dung ddi voi truong hop nhap khau theo quy dinh tai Diéu 70 cta Nghi dinh.
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Mau so 16%

TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap — Tuw do — Hanh phuc

SO: L.

DPON HANG NHAP KHAU THUOC GAY NGHIEN/THUOC HUONG THAN/THUOC TIEN CHAT/THUOC DANG PHOI HQP
CO CHUA DUQC CHAT GAY NGHIEN/THUOC DANG PHOI HGP CO CHUA DUQC CHAT HUONG THAN/THUOC
DANG PHOI HQP CO CHUA TIEN CHAT CHUA CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM

Kinh gti: Bo Y té.
Tén co so nhap khau (bang tleng VABE VA HENE ANN) ..ottt e e e e eee e s e ee e seeeseeeeeeesnaees

Dia chi (DANG tHENEG VIt VA tHENEG ANN):.....eeieeeeeeeeeee et e e e e eee e s e ees e eee e s s s e s eeseeeeeeesseeseseeseeenaees
(Tén co s& nhap khau) kinh dé nghi Bo Y té xem xét cip phép nhap khau cac thude (loai thudc nhap khau (1) hodc myc dich

nhép khau (2)) theo quy dinh tai diém.....khoan.....Diéu ....(3)... Nghi dinh s6 ....... nhu sau:
Tén thuoc, £ A A Tong so khoi oA Tén vadia | Tén vadia | Tén co s& sé hiru Gia
\ Hoat chat, x| Tén nguyén A Tieu , . . - <X . R .

dang bao . Pon| So " - lwgng nguyén P . |chi co'sé san| chico sé |giay phép luvu hanh| ban

I ham . liéu phai ‘A o1 iR Han | chuan | Chi A A £ Z A ek . A
ché, quy vi |lwong| . .% . li¢u phai kiém L £ . xuat - Tén | xuat khau - | trén Giay chung | buén
. . lwgng/ , kiém soat oo .a .o (dung | chat [dinh ooz A . A oz 2 . X

cach dong Y ~ | tinh | (4) A soat dac biét tinh nudc san Tén nudc nhan san pham |duw kién
. nong do dac biét ; * lwgng P PO ‘ A . :
g0i ra gam xuat xuat khau dugc - Tén nuwdc (5)

Cira khau du dlnh s& nhap khau (ghi 16 t8n SAN DAY, DAL CANE) ......veeeeeeeeeeeeee et e e e e s e s eeeeeneeeees

Tén co s& cung cap thude: (chi ap dung ddi véi truong hop nhap khau thude theo quy dinh tai Diéu 68 Nghi dinh)

(Tén co sé nhap khau) cam két chiu trach nhiém trudc phap luat vé ngudn géc, chat luong cua thudc dé& nghi nhap khéu, tinh
chinh x4c, hop 1€ cua cac thong tin, gidy to trong hd so dé€ nghi cap phép nhap khau, st dung thuéc dung muc dich va thuc hién cac
quy dinh khac ctua phép luat co6 lién quan.

Noinhgn: , ngay... thang... nam......
- BO Y té; NGUOI DAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN

24 Mau nay: (ll‘uorc Sth (101 theo quy dinh tai diém a khoan 82 Diéu 5 cua Nghi dinh s 155/2018/ND-CP sira d6i, bd sung mqf[(g;q;yrﬂnﬂénqua@n diéu kién dau tu kinh doanh thudc
pham vi quan 1y nha nuée ciia Bo Y té, ¢6 hiéu luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

(1) Pién loai thudc nhap khau phu hop:

- C6 chtra dugc chat chua co Gidy dang ky luu hanh thude tai Viét Nam

- C6 chira dugc chét da c6 Gidy dang ky luu hanh thudc tai Viét Nam nhung chua dap Gmg dii nhu cau diéu tri

- Thudc Danh muc thude hiém

- Thubc ¢ cung tén thuong mai, thanh ph'?m hoat chat, ham luong hodc néng dog, dang bao ché véi biét dugc géc co Giéy dang ky luu hanh thudc tai Viét Nam.
(2) bién muc dich nhap khau phu hop:

- Bap tng nhu cau cép bach cho quéc phong, an ninh, phong, chéng dich bénh, khic phuc hau qua thién tai, tham hoa

- Pap ung nhu cau diéu tri dic biét

- Phuc vu cho chuong trinh y té cia Nha nude

- Lam mau kiém nghiém/nghién ctru khoa hoc/thir nghiém 1am sang/danh gi sinh kha dung/twong duong sinh hoc

- Bdi véi thude nhap khéu theo quy dinh tai biéu 68 Nghi dinh: ghi ro thube dé st dung cho truong hop cu thé nao quy dinh tai diém b hodc ¢ khoan 1
Diéu 68 Nghi dinh.

(3) Pién s diém, khoan, Piéu tai Nghi dinh twong (mg v&i hinh thirc nhap khau.

(4) Giai trinh cu thé 1y do (kém tai liéu chimg minh) trong trudng hop sé luong thude dé nghi nhap khau vuot qua 150% sb luong thuc té da san xuét,
kinh doanh trong ky bo céo lién trudc.

(5) Chi ap dung ddi véi trudng hop nhap khau theo quy dinh tai Diéu 70 ciia Nghi dinh.
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ﬂ Mau s6 175
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap — Tu do — Hanh phuc

So: ........

PON HANG NHAP KHAU THUOC DUQC LIEU/THUOC CO TRUYEN CHUA CO GIAY PANG KY LUU HANH
THUOC TAI VIET NAM

Kinh giri: BO Y té.
(Tén co so nhap khau) kinh dé nghi Bo Y té xem xét cap phép nhap khau céac thuoc (loai thubc nhap khau (1) hodc muc dich

nhap khau (2)) theo quy dinh tai diém........ khoan....... Picu ...3)..u ... Nghi dinh s6 ....... nhu sau:

Tén thu(‘),c, dang | Tén dwoc liéu [Pon| S6 |Han Tiéu chuin | Chi dinh [Tén co sé san Xuf’l,t -| Tén co s6 56 hiru gidy phép lwu | Gia ban buén
bao ché, quy | (4), b0 phan | vi |lwgn [dung| chatlugng Tén nuéc sidn xuat |hanh trén Giay ching nhén sin dy kién
cach dong goi dung (5) |tinh| g pham dwgc (6) (7)

Tén co s& cung cap thude: (chi ap dung dbi voi truong hop nhap khau thuoc quy dinh tai Diéu 68 cua Nghi dinh).

(Tén co so nhap khau) cam két chiu trach nhiém trudc phap luat vé ngudn goc, chat luong cta thudc dé nghi nhap khau, tinh
chinh xac, hop 18 ctia cac thong tin, gidy to trong hd so dé nghi cap phép nhap khau, stir dung thude dtng muc dich va thuc hién céac
quy dinh khac ctua phép luat c6 lién quan.

, BOYTE , ngay... thang... nam......
Chap thuin don hang nhap khau gom .... trang .... khoan kém theo NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Cong van sb...../...... ngay.... thang.... ndm.... ciia Bo Y té. (Ky tén, dong dau)
Ha Ng¢i, ngay... thang... nam...
BO TRUONG

25 Mu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

(1) Pién loai thudc nhap khau phu hop:

- C6 chtra dugc liéu chua dugce str dung 1am thudc tai Viét Nam

- C6 chtra dugc liéu da dugc stir dung lam thudc tai Viét Nam nhung chua dap ung da nhu cAu diéu tri

- Thudc Danh muc thude hiém

- Thubc ¢ cung tén thuong mai, thanh ph'?m hoat chat, ham luong hodc néng dog, dang bao ché véi biét dugc géc co Giéy dang ky luu hanh thudc tai Viét Nam.
(2) bién muc dich nhap khau phu hop:

- Bap tng nhu cau cép bach cho quéc phong, an ninh, phong, chéng dich bénh, khic phuc hau qua thién tai, tham hoa

- Pap ung nhu cau diéu tri dic biét

- Phuc vu cho chuong trinh y té cia Nha nude

- Lam mau kiém nghiém/nghién ctru khoa hoc/thir nghiém 1am sang/danh gi sinh kha dung/twong duong sinh hoc

- Bdi véi thude nhap khéu theo quy dinh tai biéu 68 Nghi dinh: ghi ro thube dé st dung cho truong hop cu thé nao quy dinh tai diém b hodc ¢ khoan 1
Diéu 68 Nghi dinh.

(3) Pién s diém, khoan, Piéu tai Nghi dinh twong (mg v&i hinh thirc nhap khau.

(4) Ghi tén tiéng Viét kém tén khoa hoc. Truong hop khong cé tén tiéng Viét thi ghi theo tén ctia nude xuat khau kém tén khoa hoc.

(5) Pbi voi ban thanh pham duoc liéu, ghi dang bao ché.

(6) Bdi véi vi thube ¢o truyén: khong bat budc ghi ndi dung nay.

(7) Chi ap dung ddi voi truong hop nhap khau theo quy dinh tai Diéu 70 cta Nghi dinh.
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Mau so 182

TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap — Tw do — Hanh phuc

SO: ...

BAO CAO KET QUA KINH DOANH THUOC GAY NGHIEN/THUOC HUONG THAN/ THUOC TIEN CHAT/THUOC PHONG XA/
THUOC DANG PHOI HQP CO CHUA DUQC CHAT GAY NGHIEN/THUOC DANG PHOI HQP CO CHUA DUQC
CHAT HUONG THAN/THUOC DANG PHOI HQP CO CHUA TIEN CHAT/THUOC TRONG DANH MUC THUOC,

DUQC CHAT THUQC DANH MUC CHAT BI CAM TRONG MOQT SO NGANH, LINH VUC

Kinh giri: BO Y té.

(Ky bdo cdo: Tirngay ........* dén ngdy ............. )
S6 lwong thude
rﬁ::;‘;ﬁ%i’ h;;)n S6 Gidy ding Pon tsh(il:A)uc’O:fl)i S6 lwong | S6 lwong | SO lwong [S6 lwong hao hut ﬁgg:(:itéhetghc?l
ng g O ky luu hanh, thuoc nhap | xuat ban | thuoc bi tra | (héng, vo, hét |Ton kho cuoi P

STT| dang bao che,
quy cach dong

vi |kho cudi ky

i don hang nhap
tinh | bao cao

khau trong | trong ky | vé tir cac co'| han dung, tiéu | ky bao cao khéu da dwgc

gidy phép nhap

a6 khau truéc ky bao cao”| bao cao s¢ khac hiy,...) cip phép trwée
do*
(10)=(5) +
1 2 3 4 5 6 7 8 9 11
(1) (2) 3) “4) (5) (6) (7) (8) ) 6)— (7)— (8) (11)
Noi nhin: L , , . ey NGAY ... .....thANG ... .... nam..... . )
“Bo Y t&; NGUOHAPBAO-CAO  NGUOI DAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
- Luu tai co sé. (Ky tén, dong dau)

26 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh s6 155/2018/ND-CP stra dbi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

* Néu c6, phai bao cao chi tiét trong phu luc dinh kém:

- Cot (6): thong tin vé thoi diém nhap va sé luong thude di nhap theo ting thoi diém bao gdém ca trudng hop nhip khiau va mua trong nuée (dinh
keém tai li¢éu chimg minh).

- Cot (7): thong tin thoi diém ban, sb luong thude da ban theo timg thdi diém ban, tén va dia chi co so dd mua thudc d6i véi trwomg hop thude nhap
khau 13 thudc giy nghién, thuéc hwéng than, thube tién chit, thudc dang phdi hop cé chira dwoc chét giy nghién, thuc dang phoi hop cé chira
dwgc chat hwéng than va thudc dang phdi hop cé chira tién chat

- Cot (8): thong tin vé tén va dia chi co so tra lai thudc, thoi diém tra va sb lugng tra lai twong (mg cho ting 1an tra lai @i véi truwomg hep thude nhap
khéu 13 thudc giy nghién, thudc huwdng thin, thude tién chat, thudc dang phdi hop c6 chira dwoc chit giy nghién, thudce dang phoi hop c6 chira
dwgc chit hwong than va thubc dang ph61 hop ¢o6 chira tién chat

- Cot (9): 1y do hao hut (hong, vd, hét han dung, ti€u huy...) va khéi lwong hao hut trong tng ddi véi truong hop thudc nhip khau la thudc giy nghién,
thude hudéng than, thudc tién chat thude dang ph01 hgp c6 chira dugc chét gay nghién, thude dang ph01 hgp c6 chira dugc chit hwéng thin va
thudc dang phdi hop c6 chira tién chat

- Cot (11): co phu luc ghi r6 thong tin sO gidy phép nhap khau da dugc cap con c6 thé st dung dé nhap khau tiép thudc, ngay hét hidu luc cta gidy phép,
5O luong thuoc da duoc cap phep, so luong thuoc thuc te da nhap, 5O hrong con c6 thé dlIO'C nhap khau tlep (él-nh—leem—tai—l*eu—ehmng—mmh)—

**' 2 .. A ...
0 8 !

D>
D

a a
5 v- cl -

*% Ghi ngz‘iy cudi ky b#o cdo cita Don héuig gin nhit dwoc phé duyét.
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Mau s6 1927
TEN CO SO KHAM BENH, CHUA BENH CONG HOA XA HOI CHU NGHIiA VIET NAM
— DPoc 1ap — Tw do — Hanh phuc
SO: e,

DANH MUC VAC XIN/SINH PHAM/THUOC HOA DUQC (1) CHUA CO GIAY PANG KY LUU HANH THUOC
TAI VIET NAM DE NGHI NHAP KHAU DPAP UNG NHU CAU PIEU TRI PAC BIET

Kinh giri: (Tén co sd nhap khau).

Ten co SG KhAm DENN, CHITTA DEIN: ....eeeeeieeeeeeee e e e e e e e e e e e e e e e e e e e e e e e e et et e e e e e e e e et e aaaasasseannnnnneeeeans

DI1a G ettt ——t————————————————_aaaeeeeeeeeeeeteteeteeettttttt et ———————————————————__aaeaseeeeeeteeeeeeeeeeeteeeins

SO GIUONE DENN © ..ottt e e e e e e e e e e e e e e e e e e e e s e et e se e eeeeeee s ees s ees s e s e s ae e e e e e e e eeeeereeas

Dé dap tng du thude phuc vu cong tac kham chita bénh, (tén co sé kham bénh, chita bénh) dé nghi (tén co s nhap khau) nhap
khau céc thudc sau dé cung cap cho nhu cau diéu tri ctia co so:

Tén nha san xuat -

Tén thuoc, dang bao che, Hoat chat, ham
Tén nuwdc san xuat

quy cich déng gbi lwgng/ndng d Don vi tinh So lwgng Chi dinh

STT

1
2

(Tén co s& kham bénh, chira bénh) cam két st dung céc thudc trén ding muc dich, dtng chi dinh theo cac quy dinh hién hanh va chiu
hoan toan trach nhiém lién quan dén viéc sir dung thudc dé nghi nhap khau.
..... , ngay... thang... nam....
CO SO KHAM BENH, CHUA BENH
(Ky, ghi 16 ho tén, dong ddu)
Ghi chi: , e , , , , ,
(1) Thudc gay nghién, thuoe huong than, thudc tién chat, thuée dang phoi hop c6 chira duge chat gay nghién, thuoc dang phoi hop co chira duge chat
hudng than, thudc dang phoi hgp co6 chira tién chat: 1ap danh muc theo Mau s6 20.

27 MAu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Mau s6 2028
TEN CO SO KHAM BENH, CHUA BENH CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc 1ap — Tu do — Hanh phuc

DANH MUC THUOC GAY NGHIEN/THUOC HUONG THAN/THUOC TIEN CHAT/THUOC DANG PHOI HQP CO
CHUA DUQC CHAT GAY NGHIEN/THUOC DANG PHOI HQP CO CHUA DUQC CHAT HUONG THAN/THUOC
DANG PHOI HQP CO CHUA TIEN CHAT CHUA CO GIAY DANG KY LUU HANH THUOC TAI VIET NAM
PE NGHI NHAP KHAU PAP UNG NHU CAU PIEU TRI PAC BIET

Kinh giri: (Tén co sd nhap khau).
Tén co SO Kham BEN, ChITA DENN: ........ooooiiiiiiiiiieee e et e e e et ettt e e eeeeeeeeeses s aatsasaeeeeeeeeeeeeeeeaananns
D J -1 e] o} R PRRRRPR
S8 GIEONE DENN: ...t e e et e e e e e e e e e e e e e e e e e ee e ee e ees e ees s eee e s e s s s ee e er e eeeeeneeeae
bé dap ung du thude phuc vu cong tac kham chira bénh, (t€n co s6 kham bénh, chira bénh) dé nghi (tén co s nhap khau) nhap
khau cac thudc sau dé cung cap cho nhu cau diéu tri cta co s9:

Tong so khdi lwong
nguyén li¢u phai kiem |Chi dinh
soat dic biét tinh ra gam

Tén thuorc, dang
STT | bao che, quy
cach dong goi

Tén nha san xuat —

Hoat chit, ham (Pon vi| _« Tén nguyén li¢u phai
Tén nwée san xuat

lwong/nong d§ | tinh S0 lugng kiém soat dic biét -

1
2
3

(Tén co s kham bénh, chita bénh) cam két str dung cac thudc trén ding muc dich, dung chi dinh theo cac quy dinh hién hanh va
chiu hoan toan trach nhiém lién quan dén vi¢c str dung thuoc dé nghi nhéap khau.
..... , ngay... thang... nam....
CO SO KHAM BENH, CHUA BENH
(Ky, ghi ro ho tén, dong dau)

28 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Mau s6 21%
TEN CO SO KHAM BENH, CHUA BENH CONG HOA XA HQI CHU NGHIiA VIET NAM
S Doc 1ap — Tu do — Hanh phuc
SO: i,

DANH MUC THUOC DUQC LIEU/THUOC CO TRUYEN CHUA CO GIAY PANG KY LUU HANH THUOC
TAI VIET NAM PE NGHI NHAP KHAU PAP UNG NHU CAU PIEU TRI PAC BIET

Kinh gui: (Tén co s& nhap khau).
Tén co s Kham bEnh, Chita DENI: . ... ... e e e

bé dap ung du thudc phuc vu cong tac kham chira bénh, (t€n co s¢ kham bénh, chira bénh) dé€ nghi (tén co s¢ nhdp khau) nhap
khau céac thuoc sau dé cung cap cho nhu cau diéu tri ctia co so:

TT Te‘n thuioc, ham’ lu’q’n,g, dal,l.g Ten fl u’(,)’c‘ liu, b Chi dinh Pon vi tinh S6 lwong TeP co s?’ san Xua;(t )
bao ché, quy cach dong goi phan dung (1) j j i Tén nuwdc san xuat
1
2
3

(Tén co s kham bénh, chira bénh) cam Kkét str dung cac thudc trén ding muc dich, dung chi dinh theo cac quy dinh hién hanh va chiu
hoan toan trach nhi¢ém li€n quan dén viéc st dung thudc dé nghi nhap khau.

..... , ngay... thang... nam....
CO SO KHAM BENH, CHUA BENH
(Ky, ghi ré ho tén, déng dau)
Ghi chii:
(1) Déi v6i ban thanh pham duoc liéu ghi thém dang bao ché. Tén dugc liéu gdm tiéng Viét kém tén khoa hoc. Trudng hop khong c6 tén tiéng Viét thi ghi
theo tén ctia nudc xuit khau kém tén khoa hoc.

29 MAu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Mau s 2230
TEN CO SO KHAM BENH, CHUA BENH CONG HOA XA HOI CHU NGHIiA VIET NAM
DPoc lap — Tw do — Hanh phuc

SE: v,
BAO CAO VE VIEC SUDUNG THUOC NHAP KHAU PAP UNG NHU CAU PIEU TRI PAC BIET

Kinh gtri:
- (Tén co s& nhap khau);
-BO Y té.
Teén co SO KhAm DENN, CHTTA DEIN: ....eeeeeeeeeeeeeeee e e e e e e e e e e e e e e e e e e e e e e e e et e et e e e e ae et e s e aaasasenanssnnnenns
D I 1ol o RPN
SO GIUONE DENI: .ot e e e e e e e e e e e e e e e e s e e e e e s e et e e e e eeeeeeee e eee st se s s e saeeeeeeeeeeseeseeeeraeene
Trong thoi gian tir ........ dén ........... ), (tén co s kham bénh, chita bénh)..... da st dung cac thudc sau phuc vu nhu cau diéu tri
cua co so:
Tén thuéc, £, s . ) -~ Tén nha san xuét Nhin X ¢t Yé hiéuﬂquﬁ diéu trg, do
STT dang bao ché, Hoat chz:t, haIII D(fn vi | SO luwgng ga st Chi dinh _ Tén nuwée san | 2" toan~ cua thuoc tr(;ng t‘Arlro’n.g
. ] .. | lwgng/nong do tinh dung 9 I hop da sir dung thuoc dé nghi
quy cach dong goi xuat nhap khiu 9
1
2

Co s¢ kham bénh, chira bénh xin hoan toan chiu trach nhi¢ém vé tinh chinh xac cua cac thong tin trén day.

ooy NGAY... thang... nam....
CO SO KHAM BENH, CHUA BENH
(Ky, ghi ro ho tén, dong ddu)

Ghi chu:
(*) Thoi han béo cdo: trong vong 12 thang trudc thoi diém lap Béo cio.
(**) boi voi vac Xin phai bao cao cu thé vé do tuoi cua doi tuong su dung.

30 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Mau s6 233!
BAN CAM KET
COMMITMENT
Pam bio chit lwgng vic xin
To ensure the quality of vaccine

Kinh gui: BO Y té
138A, Giang Vo, Ha No1i, Viét Nam
To: Ministry of Health of Viet Nam
1384 Giang vo Street, Ha noi, Viet Nam

Tén co sd nhap khau/Importer’s name:

Dia chi/Address:

bié¢n thoai /Telephone number Fax: Telex:

Tén co sd san xuat/so hitu gidy phép san pham/ Manufacturer’s name/Product licence holder’s
name:

Dia chi/Address:

Chung t6i xin bao dam cac vic xin sau do chung t6i cung cip:

We ensure that the following vaccines distributed by our company:

1. (Tén vic xin 1, quy cach déng goi, cong dung)/(Name of vaccine/biological 1, packaging form,
indications and uses)

2. (Tén vic xin, quy cach dong goi, cong dung)/(Name of vaccine/biological 2, packaging form,
indications and uses)

- Puoc san xuét theo tiéu chuan GMP, dong thoi dat cac yéu cau vé chat lugng vic xin, sinh
pham ctia co quan c6 tham quyén tai nudc san xuit.

- Produced according to GMP criteria and met with all requirements setting for the quality of
vaccines and biological products of local authorities.

- Vic xin trén hién dang duoc phép luu hanh tai nudc san xuat va duoc cap phép lan dau vao
nam:

- Curently licensed to be placed on the market for use in the original country and the first
market authorisation was issued on:

Chung t6i xin chap hanh cac luat 1¢ va quy dinh trong linh vuc véc xin cia nu6e Cong hoa xa
hoi chu nghia Viét Nam va chiu su thanh tra kiém tra ctia co quan c6 thim quyén cta Viét Nam.

We commit ourself to comform to the law and regulation in the field of vaccine and accept the
inspection and examination of Vietnam authorities.

Chung t6i xin hoan toan chju trach nhiém trudc phap luat vé tiéu chuan chét lugng cua vic xin
trén.

We will bear a responsibilities for the quality of the above vaccines.

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

Director of Supplier Director of Manufacturer
(Gidm doc co sé cung cap) (Giam doc co so san xudat)
Sign (ky, ghi ro ho tén) Sign (ky, ghi ro ho tén)

Ghi chii: Cam két ciia co sé san xuét va co s¢ cung cip c6 thé 1am chung trong mét vin ban hodc
tach thanh 2 van ban riéng.

31 Mau nay dugc sira doi theo quy dinh tai diém a khodn 82 Diéu 5 cta Nghi dinh s6 155/2018/ND-CP sira doi, bo
sung mot s0 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha nudc cia Bo Y t€, c6 hiéu
luc ke tir ngay 12 thang 11 nam 2018
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1 Mau s6 24
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S Doc 1ap — Tu do — Hanh phuc
SO: e

~_DON HANG NHAP KHAU VAC XIN/SINH PHAM/THUOC HOA DUQC (1)
CHUA CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM BE VIEN TRQ, VIEN TRQ NHAN PAO

Kinh giri: Bo Y té.

(Tén co s nhap khau) kinh dé nghi Bo Y té xem xét cAp phép nhap khau cac thude sau:

Tén thudc, dang bao Hoat chit, ham Ponvi | SO lwong Tén co s& san xuat — Ghi chi

STT ché, quy cach déng géi lwong/ ndng do tinh Han dung Chi dinh Tén nwéc san xuit

1

3

(Tén co so nhap khau) cam két chiu trach nhiém trudc phap luat vé ngudn gbc, chat lugng cua thube dé nghi nhap khau, tinh
chinh xac, hop 1€ cua cac thong tin, gidy to trong ho so dé nghi cap phép nhép khau, st dung thuéc ding muc dich va thyc hién cac
quy dinh khac cta phép luat c6 lién quan.

BOYTE . , ngay... thang... nam......
Chép thuén Pon hang -gdm... trang ... khoan kém theo Cong vin ~ NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
$O.../.... ngdy... thang... ndm... cia Bo Y té (Ky tén, déng dau)
Ha Noi, ngay... thang... nam...
BQ TRUONG

Ghi chii:
(1) Thuég gdy nghién, thuéc huéng than, thuéc :[ién chat, thudc dang ph(j)i hop c6 chira dugce chit gay nghién, thuéc dang phdi hop ¢ chira duoc chét
huodng than, thude dang phoi hop co6 chura tién chat: Lap danh muc theo Mau s6 25 Phu luc I11.

32 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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7 1 ‘ 7 Mau 6 25%
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
— DPoc 1ap — Tw do — Hanh phuc
SO: ...l

PON HANG NHAP KHAU THUOC GAY NGHIEN/THUOC HUONG THAN/THUOC TIEN CHAT/THUOC DANG
PHOI HQOP CO CHUA DUQC CHAT GAY NGHIEN/THUOC DANG PHOI HQP CO CHUA DUQC CHAT HUONG
THAN/THUOC DANG PHOI HQP CO CHUA TIEN CHAT CHUA CO GIAY DANG KY LUU HANH THUOC TAI
VIET NAM PE VIEN TRQ, VIEN TRQ NHAN PAO

Kinh gtri: Bo Y té.
(Tén co s nhap khau) kinh dé nghi Bo Y té xem xét cAp phép nhap khau cac thude sau:

A £ Hoat A A ren Tong so khdi .~ | Tén va dia |Tén va dia chi| Tén co sé s6 hiru
Tén thuoc, £ Tén nguyén li¢u A Tiéu . s X . X . \
R £ chat, | Don £ e R ; lwgng nguyén x| chicoso co s xuat |giay phép luu hanh
dang bao ché, R . So phai kiém soat o 2 Han (chuan| £ Z n Y .
STT . . ham vi < pen X li¢u phai \ z, | san xuat- | khau-Tén | trén Giay ching
quy cach dong , lwgng| dac biét - Ham <z (oA dung | chat A . . £ A o X
oi l}r()’ng/ tinh lrgng/N ﬁng a6 kiém soat dac lrong Tén nuéc nudc xuat nhan san pham
g nong do * * | biét tinh ra gam : san xuat khau dwgc - Tén nudéc
1
2
Cira khau du dinh s€ nhap khau (ghi r6 tén san bay, hai cang):................... (Tén co so nhap khau) cam két chiu trach

nhiém trudc phap luat vé nguodn gbc, chat luong cua thude dé nghi nhap khau, tinh chinh x4c, hop 18 ctia cac thong tin, gidy to trong hd so
dé nghi cip phép nhap khau, str dung thudc diung muc dich, dung ddi twong va thuc hién cac quy dinh khac cta phép luét ¢ lién quan.

L e , ngay... thang... nam...... . )
NGUOI DAI DIEN PHAP LUAT/NGUO’I PUQC UY QUYEN
(Ky tén, dong dau)

33 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh s6 155/2018/ND-CP stra dbi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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7 Mau s6 2634
TEN CO SO NHAP KHAU CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc 1ap — Tu do — Hanh phuc

SO: .

DPON HANG NHAP KHAU THUOC DUQC LIEU/THUOC CO TRUYEN CHUA CO GIAY PANG KY
LUU HANH THUOC TAI VIET NAM DE VIEN TRQ, VIEN TRQ NHAN PAO

Kinh gti: Bo Y té.

(Tén co s nhap khau) kinh dé nghi Bo Y té xem xét cAp phép nhap khau céac thude sau:

Tén thubc, ham luwgng, | Tén dwoc li¢u ]
STT | dang bao ché, quy cach | (tén La tinh), Don vi tinh So lwgng Han dung Chi dinh
dong goi bo phian dung (1)

Tén co s& san xuat -

A , > X Ghi cha
Tén nwéc san xuat

1

(Tén co so nhap khau) cam két chiu trach nhiém trudc phap luat vé nguodn goc, chat luong cia thudc dé nghi nhap khau, tinh
chinh xac, hop 1€ cua cac thong tin, gidy to trong ho so dé nghi cap phép nhép khau, st dung thuéc ding muc dich va thyc hién cac
quy dinh khac cta phép luat c6 lién quan.

BOYTE L , ngay... thang... nam...... )
Chép thuan Pon hang gom... trang... khoan kém theo Cong vin NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
8O v ngay... thang... nam... ctia BO Y té (Ky tén, déng dau)
Ha Noi, ngay... thang... nam...
BO TRUONG

Ghi chii:
(1) DBdi v6i ban thanh pham dugc liéu ghi thém dang bao ché. Tén dugc lidu gom tiéng Viét kém tén khoa hoc. Truong hop khong c6 tén tiéng Viét thi ghi
theo tén cua nudc xuat khau kém tén khoa hoc.

34 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Mau s 273
CONG HOA XA HOI CHU NGHIiA VIET NAM
Poc lap - Tu do - Hanh phuc

) ~ PONDENGHI_ , ‘ '
NHAP KHAU THUOC CHUA CO GIAY PANG KY LUU HANH THUOC
TAI VIET NAM KHONG VI MUC PiCH THUONG MAI

Toi 13 2
L0 ) R 12 S

DICN thOal. ...

S6 chimg minh thu/HO chiéu/Thé cin cudc/Cac gidy to twong dwong khac
............ cap ngdy .......noi cap...

Thoi gian sdng tai Viét Nam:

Trong nim 20--, t6i/(tén to chirc) dd nhap khau thubc khong vi muc dich thuong
mai cac 1an cu thé nhu sau (néu co):

Lan I: Ngay nhan: .../.../20-- : Tén thudc: - 36 luong: ; tri gia:

Lan 2: Ngay nhan: .../.../20-- : Tén thudc: ;80 lwong:  ; tri gié:

Kinh dé nghi S0 Y té cho phép t6i/(tén td chirc) mang vao Viét Nam céc thudc véi
) luong cu thé nhu sau:

Thanh phin, Quy cach

TT Tén thuoc ham luong (ndng d9) dong goi

S6 lwong

Tdi cam két cac thude trén chi duoc dung dé diéu tri bénh cho ban than toi va tdi xin
tu chiu trach nhiém vé nguén géc va chat luong cua thubc dé nghi nhap khéu/(tén to
chtrc) cam két cac thude trén chi duoc dung dé diéu tri bénh cho ban than nguodi nhap
canh thudc (tén t6 chirc) va chiu trach nhiém vé ngudn gdc va chit luong ctia thude dé nghi
nhap khau.

T6i/(tén t6 chirc) xin cam doan thuc hién nghiém tuc va ddy du cac quy dinh vé quan
ly thudc nhap khau khong vi muc dich thuong mai. Néu vi pham t6i/(tén to chic) xin
chiu hoan toan trach nhi¢m trudc phap luat./.

(Ky, ghi ro ho tén)
(1) S&'Y té dia phuong noi cira khau lam thu tuc nhap canh hodc noi ngudi bénh dang sinh séng hodc tam tra
hop phép hodc noi to chirc ngoai giao dit tru s¢
(2) Tén cua ca nhan dimg don hoic td chirc ¢ thude nhap khau
(3) Truong hop td chie xin nhan thude dé sir dung cho cac ca nhan thude té chie thi dai dién t6 chire ky don
(d6ng dau) va kém theo danh sach ngudi st dung thude.

35 Mét} nay dugc stra ddi thep quy dinh tai‘diém a khoan 82 Diéu 5 cua Nghi dinh s6 155/2018/ND-CP §fra ddi, bd sung
mot s0 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha nude ctia Bo Y té, co higu lyc ké
tr ngay 12 thang 11 nam 2018
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Mau sb 28
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc
S0: [ Ha N¢i, ngay .... thang .... nam ......
V/v nhép khau ...

Kinh gui: Coso .....uueeneeee.

Bd Y t€ nhan dugc Pon hang s6 ... ngay ... cia co s¢ vé viéc nhap khau .. .;
(0 1 4 o1 R PTRRORR ,
BO Y té co6 y kién nhu sau:

Pong ¥ dé co s& nhap khau ... tai Pon hang sb ... ngay ... S6 luong: ... Pon
hang gém ... trang, ... khoan c6 dong d4u x4c nhan cua BO Y té.

Cac quy dinh cu thé twong tng voi hinh thirc nhap khau (theo quy dinh tai
Nghi dinh).

Co s& phai thuc hién ding cac quy dinh hién hanh vé xuit nhap khau, luu
thong phan phdi thude va cac quy dinh vé duoc c6 lién quan.

Don hang c6 gia tri ....

B0 Y té thong bao dé Co so biét va thuc hién./.
Noi nhén: BO TRUONG

- Nhu trén;
- Luu: VT, ...
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_ , Mau s6 29
BO Y TE Gidp phép so:

, GIAY PHEP NHAP KHAU

Gidy chung nhan cho phép nhap khau so: .../...-

(Cong udc thong nhat vé ...)

Bj Yté chirng nhdn:

Co'so ...

12 doanh nghiép chiu su diéu chinh cua cac diéu khoan phap luét lién quan dén céc
thudc nam trong danh muc thudc Coéng udc ..., dugc phép nhap khau mat hang sau:

a/- Nha nhap khau:

- Tén:

- Pia chi:

b/- M6 ta chinh xac tén va khéi luong thudc dugce nhap, néu tén chung Qudc té -INN,
néu co:

Tén thudc (hoatrchét, ham lqug/nﬁng d9), dang bao ché, quy cach déng géi:
7 s0 lwgng nhap khau (bang so va bang chir)
Tong khot luong nguyen lieu lam thuéc phai kiem soat ddc bi¢t ...

c¢/- Nha san xuat:

- Tén:

- Dia chi:

d/- Nha xuit khau:

- Tén:

- Dia chi:

Theo céc diéu kién sau:

* Hang ho4 s& duoc nhap vé qua cira khau: ...

* Hang hoa khong duoc phép chuyén bang dudng buu dién.

* Gidy phép nay khong dugc trao doi.

* Thot han hiéu luc: ...

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

* Co sO phai thuc hién ding cac quy dinh hién hanh vé quan 1y, xuat nhap khau, luu
thong phan phdi thudc theo Luat phap ciia Viét Nam va cac Cong udc Qudc té ma Viét Nam

tham gia.
Noi nhin: Ha Noi, ngay ..... thang....nam .....
i BOQ TRUONG
- ..., Bo Cong an;
- .., B0 Tai chinh;

- Chi cuc Hai quan ...;
- Luu VT, ...
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Ministry of Health of Viet Nam

IMPORT LICENCE
AS SAMPLE FOR REGISTRATION

Certificate of official approval No. .../...-
(Single Convention on ...)
The Ministry of Health of Viet Nam hereby certifies that:

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 drug to be imported including the international
Non- Proprietary Name, if any:

Name of drug (active ingredient, strength), dosage form, packing: quantity (in

number and in word)

Amount of ... ingredient:

¢/- 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 subject to observance 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, ,

- Minister
-INCB;

- DAV (02 copies).
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Mau sb 303
BOY TE CONG HOA XA HQI CHU NGHIiA VIET NAM
R Doc 1ap - Tu do - Hanh phuc
Sé: /
V/v nhép kh’a;lu thudc thanh pham Ha Néi, ngay ... thang ... nam
dang phoi hop ¢6 chua ...

Kinh gti: Co s6 ..
B0 Y té nhan dugc Pon hang sb .. . ngay ... cua co so vé viéc nhap khau thudc
thanh pham dang phdi hop co chira dugc chat gay nghlen/thuoc dang phdi hop co
chira dugc chat hudng than/thude dang phdi hop c6 chira tién chat;

Canctr...,
B0 Y té co y kién nhu sau:
DPdng y dé Co s¢ nhap khau thude theo nhirng ndi dung sau:
1. Tén thudc:
Tén thudc (hoat chét, ham luqng/néng dg), dang bao ché, quy cach dong goi
2. SO lwong: (bang sd va bang chit)
Téng khdi lvgng nguyén liéu 1am thude phai kiém soat dic biét ...
3. Nha san xuit:
- Tén:
- Pia chi:
4. Nha xuit khau:
- Tén:
- Dia chi:
5. Piéu kién nhap khau:
- Hang s& dugc nhap vé qua cira khau: ...
- Hang ho4 khong duoc phép chuyén bang duong buu dién.
- Gidy phép nay khong duoc trao doi.
- Gidy phép c6 hiéu luc: ...
- Co s& phai thuc hién cac quy dinh tai ... va cac quy dinh ¢6 lién quan.
BO Y té thong bao dé Co s biét va thuc hién.
Noi nhén: BO TRUONG

- Bo Cong an;
- Luu: VT, ..

36 Mau nay duoc sira d6i theo quy dinh tai‘diém a khoan 82 Piéu 5 ctia Nghi dinh s6 155/2018/ND-CP stra ddi, bd sung
mot s0 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha nude ctia Bo Y té, co higu lyc ké
tr ngay 12 thang 11 nam 2018
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Mau 6 31
BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
S — Doc 1ap - Tu do - Hanh phuc
So: /...
e, , nga than nam
V/v nhap khau ... &Y &
Kinh gui: Coso ...
(Pia chi Co s0)
B6 Y té nhan dugc Pon hang SO oo, NZAY ..vvreeerreennen. clia co s& vé viée
NhAP KNAU ..o e e .
L8 1 3 11 ORI ,
B0 Y té c6 ¥ kién nhu sau:
Pdng ¥ dé Co sé nhap khau ............ tai Don hang s ... NEAY .ovveeeeee. S
luong: .............. Pon hang gom ............. trang, ........ccceeeeen. khoan c6 dong dau xac

nhan cua BO Y té.

Co s6 phai thyc hién ding cac quy dinh hién hanh vé xuat nhap khau, luu théng
phéan phoi thuoc va cac quy dinh vé dugc c6 lién quan.

Don hang c6 gia tri ....
B0 Y té thong bao dé co so biét va thuc hién./.
Noi nhn: BO TRUONG

- Nhu trén;
- Luu: VT, ..
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Mau s6 32
Tén co quan cip phép CONG HOA XA HQI CHU NGHIA VIET NAM
nhap khau Doc 1ap - Tw do - Hanh phuc
S6: Ha Noi, ngay  thing  nam

V/v nhép khau thuc khong
vi muc dich thuong mai

Kinh guri:
(Tén co quan cap phép nhap khau) nhan dugc Van thu sb ... ngay ... cia (tén
t6 chirc, ca nhan dé nghi cip phép nhap khau) va céc tai liéu kém theo vé viéc nhin
Cancu...,
(Tén co quan cap phép nhap khau) ¢ y kién nhu sau:

1. Pong ¥ dé (tén to chirc, ca nhan dé nghi cip phép nhap khau) nhap khau ...
thubc, cu thé nhu sau:

n £ Hoat chét, thanh ph?ln, P
TT Tén thuoc . SO lwgng
ham lugng
1
2
3

2. Céc quy dinh cu thé twong tmg véi timg loai thude nhap khau.
(Tén co quan cip phép nhap khau) thong bao dé ... biét va thuc hién./.
Noi nhgn: Thu truwdng co quan

- Nhu trén;
- Luu VT, ...
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” Mau sb 33%7
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phic

SO: ...l

, PON HANG NHAP KHAU THUOC GAY NGHIEN/THUOC HUONG THAN/THUOC TIEN CHAT/ ,
THUOC DANG PHOI HOP CO CHUA DUQC CHAT GAY NGHIEN/THUOC DANG PHOI HQP CO CHUA DUQC CHAT
HUONG THAN/THUOC DANG PHOI HQP CO CHU'A TIEN CHAT CO GIAY PANG KY LUU HANH TAI VIET NAM

Kinh gui: Bo Y té.
Tén co s6 nhap khau (bAng tIENG VIEt VA NG ANN) . ....oveeeeeeeeeeeeeeeeeeeee et eee et e e eee e e sees e ees s e eeeeeeeeseeseeeae
Dia chi (bANG tHENG VIt VA tHENE AN .......oiieiveeeeeeeeeee oo et eee s eee e ees e e eee e eeee s eeeseesesees e enaees
(Co s& nhap khau) kinh dé nghi B Y té xét duyét cho nhap khau thudc giy nghién, thudc hudng than, thude tién chat, thubc dang phdi
hop c6 chira dugc chat giy nghién, thudc dang phdi hop c6 chira duge chit hudng than, thudc dang phdi hop c6 chira duoc chit tién chat co
Gidy dang ky luu hanh sau:

Tén thudc, Hoat chat,
dang bao ché, ham
quy cach lwgng/
dong goi ndng do

Tén dwoc chat giy | Tong khdi lwong chit giy |Tén va dia chi| Tén va dia chi
nghién, dwoc chat | nghién, dwoc chit hwéng |co sé san xuit| co sé xuat khdu | Ghi
hwéng than, tién chat| than, tién chit dung 1am | - Tén nwéce |- Tén nuwée xuit | chi
dung 1am thudc thudc) (quy ra gam) san xuit khéu

S6 Gidy |Pon| S6
ding ky | vi |[luwgng
lwu hanh| tinh | (1)

STT

Cira khau dy dinh s& nhap khau (ghi 15 tén sin bay, hai cang).

(Tén co s& nhap khau) cam két chiu trach nhiém trudc phap ludt vé& ngudn gbc, chit luong cua thude dé nghi nhap khdu, tinh chinh xac,
hop 18 cua céac thong tin, gidy to trong hd so dé nghi cip phép nhap khau, sir dung thudc diung muc dich, dung ddi twong va thuc hién cac quy
dinh khac ctia phap luat ¢6 lién quan.

Noi nhén: L e ,ngay... thang... nam.... . )
-BoY & _ NGUOI DAI DIEN PHAP LUAT/NGUOI })U’()C UY QUYEN
- Luu tai don vi. (Ghi 16 ho tén, ky, déng dau)

37 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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_) Mau sb 34%®
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
I DPoc 1ap — Tuw do — Hanh phuc
SO e

DPON HANG NHAP KHAU THUOC PQC/THUOC TRONG DANH MUC THUOC, DUGC CHAT THUQC DANH MUC CHAT
BI CAM SU DUNG TRONG MQT SO NGANH, LINH VU'C/THUOC PHONG XA CO GIAY PANG KY LUU HANH TAI VIET NAM

Kinh giri: BO Y té.

’ (Co sé nhap khﬁu) kinh dé nghi BOY té Xét’ duyét cho nhap k}}éu thube doc/thude trong danh muc thudc, duoc chit thudc danh muc chat
bi cam sur dung trong mot s6 nganh, linh vuc/thudc phong xa c6 Gidy dang ky luu hanh tai Viét Nam sau:

S6 lwong | Tén co sé san
thuoc de nghi| xuat-Tén Ghi chu
nhip khau (1)| nwéc sdn xuat

Tén thudc, dang bao | Tén nguyén li¢u 1am thudc |S6 Gidy diang| Pon vi tinh ciia thude

STT | ché, quy céch déng géi| phai kiém soat dic bigt | ky luu hanh | dé nghi nhap khiu

>

iy di 5 T TR R R e e e e e e e
(Tén co s& nhap khau) cam két chiu trach nhi¢m trude phéap ludt vé ngudn goc, chat lugng ctia thudc d€ nghi nhap khau, tinh chinh xéc,
hop 1€ cua cac thong tin, gidy to trong ho so d€ nghi cap phép nhap khau, st dung thudc ding muc dich, ding do61 tuong va thuc hién cac quy
dinh khéc ctia phap luat co lién quan.

, BOQY TE ..... ,ngay... thang... nam....
Chap thuin don hang nhap khau gom..... trang.... khoan kém theo NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Cong van sd...../......... ngdy.... thang.... nam.... ciia BO Y té. (Ghi ré ho tén, ky, dong ddu)
Ha Ngi, ngay... thang... nam...
BO TRUONG

38 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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_‘ Mau s6 35%
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
S Poc lap — Tu do — Hanh phic
SO: e

PON HANG NHAP KHAU NGUYEN LIEU LAM THUOC LA DUQC CHAT GAY NGHIEN,
DUQC CHAT HUONG THAN, TIEN CHAT DUNG LAM THUOC

Kinh giri: B Y té.
Tén doanh nghi€p nhép khau (bang HHENE VISt VA HENE ATN) ..ot e e s seseen e

Dia chi (bang tleng VABE VA HENE AN ..ottt e e e et e e e e s s e s e st e eee s e e e saseee e ees s e e eeeeesee e seeeeseeseeean.
(Co s¢ nhap khau) kinh dé nghi Bo Y té xét duyét cho nhap khau nguyén liéu lam thubc 1a dugc chét gy nghién, duge chat hudng than,

tién chat dung lam thudc sau:

S6 Gidy dang ky A A
y g Xy Tén va dia chi co | Tén va dia chi co s¢

STT Tén nguyén li¢u an Vi Tle;u chuan lu:u hz:nh/S(z COnE S0 lwgng sé san xuit - Tén | xuét khiu - Tén Ghi chu
: tinh chat lwgng van cong bo (néu €3] . . X . £ 2
c6) nwdc san xuat (2) | nwéc xuat khau (2)
1
2

Cira khau dy dinh s& nhap khau (ghi rd tén san bay, hai cang):

(Tén co so nhap khau) cam két chiu trach nhiém truéc phap luat vé ngudn gbe, chat lugng ciia nguyén liéu 1am thude dé nghi nhap khau,
tinh chinh x4c, hop 1¢ cua cac thong tin, gidy t& trong hd so dé nghi cap phép nhap khau, sir dung nguyén liéu ding muc dich va thuc hién cac
quy dinh khéc cua phap luat c6 lién quan.

Noinhgn: ,ngay... thang... nam.... ) )
-Bo Y te; _ NGUOI PAI DIEN PHAP LUAT/NGUOI pUQC UY QUYEN
- Luru tai don vi. (Ghi 6 ho tén, ky, dong dau)
Ghi chu: . . ]
G &ly-do-tkem-taitiCu-ching ORETFUORS o-twgng-déng a a B%-56 g ¢-da-sa at;
l . ] i ] l Ry I r r lo;‘\ 4 _

39 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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(2) Tén va dia chi ctia co sO san xuat, co sd xuat khau: phai ghi day du, chi tiét.
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Mau s 364
TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM

S Doc 1ap — Tw do — Hanh phuc
SO: o

PON HANG NHAP KHAU DUQC CHAT (1), BAN THANH PHAM THUOC
Kinh guri: BO Y té.

(Co s& nhap khau) kinh dé nghi B Y t€ xét duyét cho nhp khau nguyén ligu lam thudc 1a dugc chat, ban thanh pham thude dé

........ (2).............. theo quy dinh tai Piéu ....(3)............ Nghi dinh 6 ....... nhu sau:
S6 Iwgn S0 Giay diing ky lwu Tén co s¢ san xuit -
STT Tén nguyén li¢u Don vi tinh M8 | Tigu chufin chét lwgng | hanh/So cong van N oo £ Ghi chu
4) : ~ vz 2 | Tén nwde san xuat
cong bo (néu co)
1
2

(Tén co s& nhap khau) cam két chiu trach nhiém trudc phap luat vé ngudn gbc, chét luong ciia nguyén liéu lam thude dé nghi
nhap khau, tinh chinh xac, hop 1€ ctia cac thong tin, gidy to trong ho so dé nghi cap phép nhap khau, str dung nguyén li¢u ding muc
dich va thyc hién cac quy dinh khac cua phap luat co6 lién quan.

BOYTE L , ngay... thang... nam......
Chap thuan don hang nhap khau gém..... trang.... khoan kém theo ~ NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Cong van sb...../... ngay.... thang.... nim.... cia Bo Y té. (Ky tén, dong diu)
Ha No¢i, ngay... thang... nam...
BO TRUONG

40 Mu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

(1) Nguyén li¢u lam thudc 1 duoc chit giy nghién, dugc chat hudng than, tién chit ding lam thude 1ap Pon hang theo Mau s 35 Phu luc I1I
(2) bién muc dich nhép khau phu hop:

-Pé lam mau kiém nghiém, nghién clru thude

- Pé san xuat thudc xuét khau, ban thanh pham thudc xuit khau

- Pé san xuat thudc da dwoe cap glay dang ky luu hanh thudc tai Viét Nam

- Pé san xuat thudc phuc vu yéu cau qudc phong, an ninh, phong, chdng dich bénh, khic phuc hau qua thién tai, tham hoa

- Lam mAu kiém nghiém/nghién ctru khoa hoc/thir nghiém 1am sang/dénh gia sinh kha dung/twong duong sinh hoc

(3) Dién s6 Piéu tai Nghi dinh twong (mg véi hinh thirc nhap khau

4) Thuc hlen nhu sau:

9 7
A A A
!. A nho hon nhan h a bR a h ono Nanh - m
HO1—VO Seavssys o ap<Had—auo d o g—17d

- £)01 voi truong hop nhap khau quy dlnh tal Dleu 82 va Bleu 84 Nghl dlnh dlnh kem vin ban cila co sé nhap khau giai trinh cy thé vé ké hoach sir dung
d6i véi s6 lwong duge chét, duoc lidu, ban thanh pham thude, ban thanh pham duoc lidu dé nghi nhap khau.

- D6i voi treong hop nhap khau theo quy dinh tai diéu 82 dé cung cap cho co s& da dwoc cap Gidy chirng nhan dang ky déu’tu’ san xuat thuc")p nhwng chwa
dwoc cap Gidy chirng nhan du diéu kién kinh doanh dwoc dé san xuat thir va danh gia quy trinh san xuat thuéc: dinh kém gidy chirng nhan dau tw cua co
s& str dung nguyén liéu.



So: ...
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Mau so 374!

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap — Tu do — Hanh phic

BAO CAO SU DUNG NGUYEN LIEU LAM THUOC PHAI KIEM SOAT PAC BIET

Kinh gui: BO Y té.

(Ky bdo cdo: tir ngay ... *dén ngay ... ¥
Nha . S6 lwong nhip S6 nguyén ) ) Tong so
A san $6 lrgng khau/mua t,rong ky bao li¢u st Sqr:guyﬂen $6 lwong So ) ) nguyén llgu
Tén xuat ton kho cao dung liéu sw neuvén lwong Tong so0 Tén kho | €° thé nhap
nguyén nguyén | Pon JONN £ ; trong san | dung cho ig y . nguyén | nguyén O khau tiép
a1 R s A . cuoi ky S0 lwgng S0 lwgng £ N li¢u ban A A o cuoi ky <A
TT | liéu kiém lieu, vi . o : xuat (bao nghién .. | li¢u bi licu sir ey theo giay
(L oax . , bao cao nhép muatrco | x .« L2z cho co s& o bao cao L s
soat dac nudc tinh . P R gom ¢4 s0 | ciru, kiém . tiéu dung phép da
A - trude khau* s6 khac* A khac* - A
biét san lwgng hao | nghiém hay dwgc cap
xuat hut)* truwdc do*
2= | 5%
(1) 2) 3) “ ) (6) (7) ®) (€)) (10) an +(9)+ 7 - (11) (14)
(10) -(12)
(Tén
1. nguyén
ligu 1)
(Tén
2. nguyén
liéu 2)

41 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh s6 155/2018/ND-CP stra dbi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Ghi chu:

* Néu cé, phai bio cao chi tiét trong phu luc dinh kem:

- Cot (6): Co phu luc dinh kém ghi rd thong tin vé s6 Gidy ding ky luu hanh hodc s6 gidy phép nhap khau nguyén lidu (néu cd), tén co sé san xudt
nguyén liéu, s6 luong nguyén lidu da nhap va thoi diém nhap cho tung 1an nhap khau (dinh kém tai liéu chimg minh).

- Cot (7): C6 phu luc dinh kém ghi rd thong tin chi tiét vé tén va dia chi co sé di ban nguyén liéu cho co s& nhap khau, sé luong nguyén li¢u da mua
tir co s¢ d6 va thoi diém cia timg 1an mua d6i véi trwong hop nguyén liéu nhap khau 1a dwoc chit giy nghién, dwge chit hwéng than va tién chit
dung 1am thudc

- Cot (8): Thong tin vé thudc thanh phém san Xuét tir nguyén liéu nhép khau, bao gf)m tén thudc, nong d6/ham lugng nguyén liéu phai kiém soat
dic biét, sé Gidy ding ky luu hanh hodc sb gidy phép nhap khau cua thudc, muc dich san xuét (thube luu hanh trong nudc hay thudc chi san xuat dé xuét
khau), don vi tinh cua thudc, tén nguyén liéu kiém soat dic biét, sb luong nguyén liéu cua tung nha san xudt khac nhau da sir dung dé san xut (ghi rd
thong tin vé khéi luong nguyén liéu bi hao hut trong qua trinh san xudt néu c6) ddi véi trwong hop nguyén liéu nhap khiu 1a dwoc chat giy nghién,
dwoe chat hwéng thén va tién chit dung lam thudc

- Cot (9): C6 phu lyc dinh kém ghi rd thong tin chi tiét vé viéc nghién ctru, kiém nghiém d6i véi trudng hop nguyén liéu nhap khau l1a dwoc chit
giy nghién, dugc chit hwéng thin va tién chét dung lam thuéc

- Cot (10): C6 phu luc dinh kém ghi rd thong tin chi tiét vé tén va dia chi cua timg co sé da mua nguyén liéu tir co s& nhap khau, sb ' luong nguyén
lidu di ban cho co s¢ d6 va thoi diém cia timg 1an ban d6i véi trwdmg hop nguyén liéu nhap khiu 1a dwoe chit gy nghién, dwoc chat hwéng thin
va tién chit dung lam thudc

- Cot (11): Co phu luc dinh kém ghi 16 ly do ti€u huy, sd Iuong tiéu huy va thoi diém tiéu hiy cua ting 1an tiéu huy déi véi truomg hop nguyén
liéu nhap khau la dwoc chit giy nghién, duoc chat huwéng thin va tién chat dung lam thudc

- Cot (14): C6 phu luc ghi r6 thong tin s6 gidy phép nhap khau d3 duoc cap con co the sir dung dé nhap khau tiép nguyén li¢u, ngay hét hiéu luc coa
glay phep, sO luong nguyén lidu di dugc cap phép, s6 lugng nguyén liéu thuc té da nhap, s6 luong nguyén liéu con co6 thé duge nhap khau tiép (dinhkem

7
A
0

v v 5 gl . .
** Ghi ngay cubi ky bao cao cta Bao cao str dung nguyén liéu tai Pon hang gan nhat dwoc phé duyét.

Noinhgn: , hgay... thang... nam...... )
- EO Ytt'e; 7 NGUOI DAI DIEN PHAP LUAT/N GUOI PUQC UY QUYEN
- Hulacose (Ky tén, dong dau)
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ﬂ Mau s6 38+

TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIiA VIET NAM

— Doc 1ap — Tw do — Hanh phuc
So: .........

‘BAO CAO KET QUA KINH DOANH THUOC THANH PHAM ,’
SAN XUAT TU NGUYEN LIEU KIEM SOAT PAC BIET PE NGHI NHAP KHAU

Kinh gui: BO Y té.

(Ky bao cdo: tir ngay ........... wdén ngay ..........)t
Tén thudc, ham S6 Gidy | Pon | So lwong thudc S,<O lu:qng £ S? lu:()’ng t‘h uoc 50 } wong | g4 lwong hao hut | Ton kho .
A N X < , Y z. + - |[thuoc san xuat|bi tra lai tir cac| xuat ban - ~ 1A .o | Ghi
STT|lwgng/nong do, dang bao| dang ky | vi |ton kho cudi ky 1z : v . |(hong, v&, hét han| cudi ky .
£ . , ‘s | , L . trong ky bao co s khac trong ky . A b . chu
ché, quy cach dong goi | luu hanh | tinh | bao cao trudc . £ . , -, % | dung, tiéu hay) bao cao
€420 (néu co) bao cao

(10) = (5)
6] (2) 3) “ ) (6) (7 ®) € +(6) +(7) | (10)

~®=-0

Ghi chu:

* Néu c6, phai bao cao chi tiét, cu thé nhw sau:

- Cot (8): C6 phu luc dinh kém ghi rd Danh sach chi tiét tén, dia chi khach hang, nuéc xuit khau (d6i voi thude xuat khau), s6 luong thudc mua theo ting
thoi diém trong ky bao céo tir co s& nhap khau doi véi trwong hop nguyén lidu nhip khau 1a dwge chit giy nghién, dwge chit hwéng than va tién
chét dung 1am thudc

- Cot (9): C6 phy luc dinh kém bao cdo chi tiét vé sb lugng hao hut db6i voi timg 1y do hao hut (hong, vd, hét han dung, tiéu huy) ddi véi truwomg hop

nguyen lleu nhap khau la du’o’c chat gay nghlen, du’o’c chat htro’ng than va tlen chit dung lam thuoc

4 z
A d A A Y ~.

. L . 9 . . ,
** Ghi ngay cu6i ky bao cao ctuia Bao cao két qua kinh doanh tai Pon hang gan nhat dwoc phé duyét.

42 MAu nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh s6 155/2018/ND-CP stra dbi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Noi nhn: . ] ) . ey NGAY........thANG .. .... nam..... ) )
-BoYt§ NGUOILAPBAO-CAO NGUOI DAI DIEN PHAP LUAT/NGUOI bPUQC UY QUYEN

- Luu tai co so.

(Ky tén, dong ddu)
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Mau s6 39

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

PON PE NGHI
Ban nguyén li¢u lam thuoc phai kiém soat dac biét
deé pha che tai co sé
Kinh giri: (tén co sé nhap khau).
Tén nha thudc/co s& kham bénh, chita bénh: .......ooovveieieiiieieiein .
Dia chi nha thudc/co sé kham bénh, chita bénh: ...........ccoeovveviiiini...
Pham vi hoat ddng cta co so: .

Dé nghi (tén co sd nhap khau) ban cac nguyén liéu lam thudc phai kiém
soat dic biét sau dé phuc vu pha ché thudc tai co so:

T Tén nguyén ligu Tiéu chuin
lam thuoc phai kiém soat X Don vi tinh SO0 luwgng
T chat lugng : :

dac biét

Co so xin cam két sir dung nguyén liéu dung muc dich. Viéc san xuét, pha
ché thudc phai ki€ém soat dac bict tai co s& thuc hién theo ding cac quy dinh
hién hanh. Néu vi pham, co s& xin chiu hoan toan trach nhi€m trudc phép luat./.

Tai liéu kem theo:
Quy trinh san xuat, pha ché thuoc c6 chtra nguyén li¢u lam thudc phai kiém
soat dac biét dé nghi cung cap c6 dong dau xac nhan cua co s6.

..... , ngay... thang... nam......
Nguwoi dai dién phap luat/
Nguoi dwge iy quyén
(Ky, ghi ro ho tén)
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Mau sb 40
GIAY PHEP NHAP KHAU

Gidy chitng nhdn cho phép nhdp khau sé: .../...-N

(Cong udc théng nhit vé ...)

B§ Y té chirng nhén:

(Tén co sé nhap khau)

1a doanh nghi€p chiu su diéu chinh cta cac diéu khoan phap luat lién quan dén
cac thudc nam trong danh muc thudc Coéng ude ..., dugc phép nhap khau mit hang sau:

a/- Nha nhap khau:

- Tén:

- Pia chi:

b/- M6 ta chinh xac tén va khéi lwong thude duoc nhép, néu tén chung Qudc té-
INN, néu co:

. Tén nguyeén li¢u, tieu chuén chit lwong: sé lwong xuit khau (bing sé va

bang chir)

¢/- Nha san xuit:

- Tén:

- Dia chi:

d/- Nha xuit khau:

- Tén:

- Dia chi:

d/- Nha cung cap:

- Tén:

- Dia chi:

Theo cac diéu kién sau:

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

* Hang hoa khong duoc phép chuyén bang dudong buu dién.

* Gidy phép nay khong dugc trao doi.

* Thot han hiéu luc: ...

* Gidy phép chi ¢6 gia tri cho mot 1an nhap khau.

* Co s¢ phai thyc hién ding cac qui dinh hién hanh vé quén 1y, xuat nhdp khau,
luu thong phan phoi thude theo Luat phap ctia Viét Nam va cac Cong udc Qudc t€ ma
Viét Nam tham gia.

Noi nhin: Ha Noi, ngay... thang... nam......
e BO TRUONG

- ..., B0 Cong an;

- .., B0 Tai chinh;

- Chi cuc Hai quan ...;
- Luu VT, ...



65

IMPORT LICENCE
AS SAMPLE FOR REGISTRATION

Certificate of official approval No. .../...- N
(Single Convention on ...)
The Ministry of Health of Viet Nam 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 drug to be imported including the international
Non- Proprietary Name, if any:
Name of drug (active ingredient, strength), dosage form, packing: quantity (in
number and in word)

Amount of ... ingredient:
¢/- Manufacturer:

- Name:
- Address:
d/- Exporter:
- Name:
- Address:
e/- Supplier:
- 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 subject to observance 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, ,

Minister
- INCB;
- MOH (02 copies).
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Mau s6 414

TEN CO SO NHAP KHAU CONG HOA XA HOI CHU NGHIA VIET NAM
S Poc 1ap - Tw do - Hanh phuc
SO: oo

PON HANG NHAP KHAU DUQC LIEU, BAN THANH PHAM DUQC LIEU

Kinh gti: Bo Y té.
(Co s& nhap khau) kinh dé nghi B0 Y t€ xét duyét cho nhap khau duoc liéu, ban thanh pham duoc ligu dé ........ € I
theo quy dinh tai Biéu ....(2)............ Nghi dinh s0 ....... nhu sau:

Tén co s6 cung cap -
Tén nuwdc cung cap Ghi chu

(4)

Tén dugc li€u
STT | (tén tieng Viét) | BO phian dung
3)

Tiéu chuan| Tén co sé san xuat -
chat lwong | Tén nwéc san xuat

Tén khoa hoc (Pon vi

(tén La tinh) | tinh | >0 1"0™8

1

Cira khau dy dinh s& nhap khau (ghi rd tén sin bay, hai cang):

(Tén co so nhap khau) cam két chiu trach nhiém trudc phap luat vé:

1. Ngudn gbc, chit lugng cta nguyén liéu lam thude dé nghi nhap khau, tinh chinh xéac, hop 18 ctia cac thong tin, gidy td trong hd so dé
nghi cép phép nhap khau, su dung dugc li¢u/ban thanh phém duoc liéu dé nghi nhap khau ding muc dich va thuc hi¢n cac quy dinh khac cua
phép luat c6 lién quan.

2. Thudc thanh pham san xudt tir duoc lidu/ban thanh pham dugc liéu nhap khau chi dé xuat khau, khong luu hanh tai Viét Nam (5).

BOYTE , ngay... thang... nam......
Chap thuan don hang nhap khau gém..... trang.... khoan kém theo  NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Cong van sb...../.... ngdy.... thang.... nam.... cia Bo Y té (Ky, ghi ré ho tén, déng ddu)
Ha Noi, ngay... thang... nam...
BO TRUONG

4 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018




67

Ghi chu:

(1) Bién muc dich nhap khau phu hop:

- Pé 1am mAu kiém nghiém, nghién ciru thude

- Pé san xuat thudc xuit khau

- Bé san xuit thudc phuc vu yéu cau qudc phong, an ninh, phong, chéng dich bénh, khic phuc hau qua thién tai, tham hoa
- Lam mAu kiém nghiém/nghién ctru khoa hoc/thir nghiém 1am sang/danh gi4 sinh kha dung/twong duong sinh hoc

- Bé san xudt, nghién ctru san xuat thudc (d6i v6i ban thanh pham duoc lidu)

- Cac truong hop khac (d6i véi duoc liéu)

(2) Dién s6 Piéu tai Nghi dinh twong g véi hinh thirc nhap khau

3) Ddi voi ban thanh phém dugc li¢u ghi dang bao ché, tén duoc lidu b::ing tiéng Viét va tén khoa hoc, b phan dung, ham luqng/khéi lugng cua ting
dugc liéu. Trudng hop khong c6 tén tiéng Viét thi ghi tén duoc lidu caa nudce xuat khau.

(4) Chi yéu cau trong truong hop nhap khéu duoc liéu, ban thanh phém dugc liéu quy dinh tai Diéu 87 Nghi dinh.

(5) Chi yéu cau trong truong hop nhap khau duoc liéu, ban thanh pham duogc liéu quy dinh tai Diéu 84 Nghi dinh.
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Mau s 42

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

DPON PE NGHI ,
Ban nguyén liéu lam thuoc deé pha che tai co s&
Kinh giri: (tén co sé nhap khau).
Tén nha thude/co sé kham bénh, chita benh: .......oovvvviieieeeees o,
Dia chi nha thudc/co sé kham bénh, chita bénh: ........oovevveieeeinein..,
Pham vi hoat d0ng clla co SO: ...ovviiiiiiii

Dé nghi (tén co s& nhap khau) ban cac nguyén li¢u lam thudc sau dé pha
ché thuoc tai co so:

Tén nguyén li¢u Tiéu chuan

T l1am thudc chét lwong

Don vi tinh S6 lwong

Co s xin cam két sir dung nguyén liéu diing muc dich. Viéc san xut,
pha ché thuoc tai co sé thuc hién theo ding cac quy dinh hi¢n hanh. Néu vi
pham, co s¢ xin chiu hoan toan trach nhiém trudc phap luat./.

Tai liéu kém theo:
Quy trinh san xuat, pha ché thubc c6 chtra nguyén liéu lam thude dé nghi
cung cip c6 dong dau xac nhdn cua co so.

..... , ngay... thang... nam......
Nguwoi dai dién phap luat/
Nguoi dwoe iy quyén
(Ky, ghi ro ho tén)
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Mau s0 434

TEN CO SO NHAP KHAU CONG HOA XA HOQI CHU NGHIA VIET NAM
- Doc 1ap — Tuw do — Hanh phuc

S6: .o

PON HANG NHAP KHAU TA DUQC, VO NANG, BAO Bi TIEP XUC TRUC TIEP VOI THUOC, CHAT CHUAN

Kinh gui: Bo Y té.

(Co so nhap khau) kinh dé nghi Bo Y t& xét duyét cho nhap khau ta dugc, vo nang, bao bi tiép xtc truc tiép v6i thude, chat chuan sau:

Tén nguyén li€u, bao bi
STT (tiep xuc truc tiep véi thuoc, Don vi tinh So lwgng Tiéu chuan chat lugng
chat chuan

Tén co sé san xuat -

n r £ Ghi chu
Tén nwéc san xuat

(Tén co sé nhap khau) cam két chiu trach nhiém truéc phap luat vé ngudn gbc, chat lugng ciia ta dugc/vo nang/bao bi tiép xuc truc tiép véi
thuoc/chat chuan dé nghi nhap khau dé nghi nhéap khau, tinh chinh xac, hop 1€ ctia cac thong tin, gidy to trong ho so dé nghi cap phép nhdp khau, st dung
ta dugc/vo nang/bao bi ti€p xuc truc ti€p voi thuoc/chat chuan dé nghi nhdp khau dting muc dich va thyc hién cac quy dinh khéac ctia phap luat co lién
quan.

BO Y TE .
Chép thuan don hang nhap khau gdm..... trang.... khoan kém theo Cong L , ngay... thang... nam...... )
VAN $6...../oo........ ngdy.... thang.... nim.... ciia BO Y té. NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Ha Néi, ngay... thang... nam... (Ky tén, dong dau)
BO TRUONG

4 Mau nay duoc sira ddi theo quy dinh tai diém a khgén 82 Piéu 5 cua Nghi dinh 6 155/2018/ND-CP sira ddi, bd sung mét ) quy dinh lién quan dén diéu kién dau tu kinh doanh thudc
pham vi quéan ly nha nudc cia B§ Y t€, co hi¢u luc ké tir ngay 12 thang 11 nam 2018
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MaAu sb 44
BO Y TE CONG HOA XA HOI CHU NGHIiA VIET NAM
S Doc 1ap — Tw do — Hanh phic
So: [oveuannnn,
V/v nhép khéau nguyén liéu lam Ha Néi, ngay thang nam

thudc/bao bi tlep xuc truc tiép
v6i thude, chat chuan dé ..

Kinh gtri: Co so ...

Bo Y té nhan duoc Pon hang sd .. . ngay ... cua co sO vé viée nhép khau
nguyén liéu lam thudc/bao bi tiép xuc truc tiép véi thuoc chat chuan dé .

Cancu...,
BO Y té co y kién nhu sau:

Chua ddng ¥ dé co s& nhap khau khoan sb ... tai Pon hang s6 ... ngay ...,
ly do: ..

‘ DPong ¥ dé co so nhap khau ... khoan tai Pon hang so .. ngay ... Pon hang
gbm ... trang, ... khoan c6 dong ddu xac nhan ctia B Y té.

Co s& phai thuc hién theo ding cac quy dinh hién hanh vé xuat nhap khau
thudc va cac quy dinh vé duoc ¢6 lién quan.

(Cac quy dinh cu thé tuong tng véi timg hinh thire nhap khau).
Don hang c6 gia tri ....
Bo Y té thong bao dé co so biét va thuc hién.

Noi nhin: BO TRUONG

- Nhu trén;
-Luu: VT, ....



71

Mau s6 45
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_ Poc 1ap — Tw do — Hanh phic
Sb: T Ha Noi, ngay thang nam

V/v nhép khiu duoc liéu dé ...

Kinh gui: Co so ...
(bia chi)

Bo Y t€ nhan duoc Pon hang s6 ... ngay ... cia co sé vé€ viéc nhap khau
duoc liéu de¢ .. .;

Cancu...,
B3 Y té cd y kién nhu sau:

Chua ddng ¥ dé co s¢ nhap khau khoan sb ... tai Pon hang s6 ... ngdy ...,
ly do: ..

‘ Pong y dé co s nhap khau ... khoan tai Pon hang so .. ngay ... Pon hang
gdm ... trang, ... khoan c6 dong ddu xac nhan ctua Bo Y té.

Co so phai thue hién theo ding cac quy dinh hién hanh vé xuét nhap khau
thuoc nguyén liéu lam thude, cac quy dinh v€ dugc co 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 c6 gia tri ....
Bo Y té thong bao dé co s& biét va thyuc hién.
Noi nhin: BOQ TRUONG

- Nhu trén;
- Luu: VT, ....
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Mau sb 464
DANH MUC®
Nguyén li¢u 1am thudc 1a dwoge chit, ta dwoc, vé nang, ban thanh phim thudc, ban thanh pham dwoc liéu dé san xuét thudc theo hd so ding ky
thudc di cé Gidy ding ky lwu hanh tai Viét Nam dwoce nhiap khau khong phai thye hién cip phép nhap khiu @/
Nguyén li¢u 1am thudc phai kiém soat dic bi¢t dé san xuit thudc theo ho so ding ky thudc di c6 Gidy ding ky luu hanh tai Viét Nam phai
thuee hién cAp phép nhap khiu @

S6 Gidy ding | Hiéu lwc Gidy | Tén nguyén li¢u Tiéu chuin chit
STT| ky lwu hanh | dingky lvu | lam thudc dwge lwgng cua
thude hanh thuéc (4) | cong bd (5) | nguyén liéu (6)

Tén co sé san xuat | Pia chi co sé san xuat | Tén nwée san xuat
nguyén li¢u nguyén liéu (7) nguyén li¢u

1.

2.

Ghi chu:
(1): Co s& nhap khiu nguyén liéu lam thudc, co s¢ san xuét thudc duoc nhap khau nguyén liéu theo thong tin tai Danh muc dé sir dung dung muc dich
theo quy dinh hi¢n hanh.

(2): Ap dung d6i v6i Danh muc nguyén liéu 1am thudc duoc nhap khau khong phai thue hién viée cap phép nhap khau.
(3): Ap dung ddi v6i Danh muc nguyén liéu lam thudc phai kiém soat dic biét phai thyc hién viéc cap phép nhap khau.

(4): Trudng hop thude dung dé cong bd nguyén liéu c¢6 van ban gia han, duy tri hiéu lyc s Gidy dang ky luu hanh ma hiéu lyc méi nay chua duoc cap
nhat tai Danh muc duoc B Y té cong bd thi hiéu luc tai cot (4) dugc phép tu dong ap dung theo hiéu lyc méi.

(5): Tén nguyén liéu 1am thudc c6 thé 1a tén chung qudc t& (INN) hoic theo tén theo danh phap Viét Nam va c6 thé kém theo tén thuong mai.

45 MAau nay duoc stra doi theo quy dinh tai khoan 3 Piéu 2 cta Nghi dinh s6 88/2023/NB-CP sira d6i, b sung mot sé diéu cua Nghi dinh s6 ...../2025/ND-CP ngdy....thang....nam

2025 ctia Chinh phi quy dinh chi tiét mot s6 diéu va bién phap thi hanh Lut Dugc va Nghj dinh s6 155/2018/ND-CP ngdy 12 thang 11 ndm 2018 ciia Chinh phu sira doi, bo sung
mdt s0 quy dinh lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha nuéc ciia Bo Y t€, cd hi¢u luc ké tir ngay 11 thang 12 nam 2023.
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(6): Pbi v6i nguyén liéu 1am thude ap dung tiéu chudn dugc dién, co sé nhap khiu dugc phép nhap khau nguyén liéu c6 tiéu chuan chét luong cap nhat
hon (ndm ban hanh mé&i hon hodc s6 phién ban duoc dién cao hon). Vi du: Tiéu chuan chat luong cong bd 1a USP 30/BP 2012, co sé dugce phép nhap
khau nguyén liéu c6 tiéu chuan chét lugng USP 30, 31, 32..../BP 2012, 2013, 2014...

(7): Chi ap dung dbi voi nguyén lidu 1a dugc chat gay nghién, duoc chat huéng than, tién chat dung lam thude.
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TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIA VIET NAM
Péc 1ap — Tu do — Hanh phiic

SO: e,

BAO CAO NHAP KHAU LO VAC XIN
Kinh gtri:

-BO Y t&

- Vién kiém dinh Qudc gia Vic xin va Sinh pham vy té.
1. Tén va dia chi co so nhap khau:
2. Thong tin vé ngudi lap bao cio:
- Ho va tén
- S dién thoai lién hé:

Mau s0 474

(Co so nhap khau) bao cao vé s luong véc xin nhap khau theo quy dinh tai diém a khoan 21 Piéu 91 ctuia Nghi dinh s6 54/2017/ND-
CP nhu sau:
Théng tin vé Gidy ding ky
Iru hanh hoac phép nhap P
n & So lwgng
Tén v& Tén Té khau N3 No3 thube
en vac cosy | . [ s Gidy . . | Thei | oxon | =Y | S6 | Cia | 52y | thudccon
xin, . s cung < , Ngay So <X So 16 san Z guri c6 the nhap
Don san A dang ky 2 diem - A lwgng | khau x R X
dang . £ cap, . cap lwong A san xuat, A A mau khau tiep
STT \ X vi xuat, g Iwu hanh , nhap P nhap nhap <X L&
bao che, | . nuoc . X phép — dugc % xuat han ; ; kiém theo giay
. tinh | nwéc £ hoac so 3 A khau R khau | khau . . A
quy cach - xuat NN Ngay cap dung dinh phép nhap
. s san ;< giay phép | , .5 & . Z .
dong goi A khau n hét hi¢u | phép khau
xuat nhap lue ; (1)
khau :

46 Mau nay duoc stra ddi theo quy dinh tai diém a khoan 82 Diéu 5 cia Nghi dinh 6 155/2018/ND-CP sira dbi, bd sung mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh

thugc pham vi quan 1y nha nude ciia BO Y té, c6 hiéu luc ké tir ngay 12 thang 11 nim 2018
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Ghi chu:
(1) Chi ap dung dbi véi trudng hop nhap khau vic xin theo hinh thirc gidy phép nhap khau chua c6 Gidy dang ky luu hanh tai Viét Nam.

. ] ] L e , ngay... thang... nam...... ] )
NGUOI LAP BAO CAO NGUOI DAI DIEN PHAP LUAT/NGUO’I PUQC UY QUYEN
(Ky tén, dong dau)
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Mau s 4847

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phic

TEN CO SO NHAP KHAU

SOt e
BAO CAO NHAP KHAU LO THUOC CHUA CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM

Kinh gui: BO Y té.
1. Tén va dia chi co s& nhap khau:
2. Théng tin vé nguoi 1ap bao cao:
- Ho va tén
- S6 dién thoai lién hé:
(Co so nhap khau) bao cdo vé sb lugng thude duoc nhap khau theo hinh thirc gidy phép nhap khau chua c6 Gidy ding ky luu hanh tai Viét Nam
theo quy dinh tai diém a khoan 21 Diéu 91 cta Nghi dinh s6 ...../2025/ND-CP nhu sau:

Théng tin vé gidy phép S6 lwong
£ Tén Tén co nhip khau £ thude c;‘)n co
Tén thuoc, | Tén ,hoat co SO <& cun Nei Sé Thm S5 16 So Cﬁ:a tha nha
dang bao chat*, Pon san o4 8 S6 P galz’ B 1 0 diém sén lwgng khau Khiu ti.ép
STT | che, quy nong do vi xuat, nu’g’,c >0 ca[;\lp ep (;l’q’ng nhép <ult nhap nhép theo iép
cach dong | hoic ham | tinh nwéc ) gy | —Ngdy uoc khau khau khau €o glay
g6i lwong, sin Xllilt phép | hét hiéu cap phép ?hi.lp
. xuét khiu lwe phép khau

* Pbi véi thude duoc lidu, thude co truyén: Ghi tén duoc liéu (tén tiéng Viét kém tén khoa hoc). Trudng hop khong cé tén tiéng Viét thi ghi theo tén
ctia nude xuat khiu kém tén khoa hoc. B4i véi ban thanh phém duoc ligu, ghi thém dang bao ché.

...... , ngay... thang... nam...... )
NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN

NGUOI LAP BAO CAO !
(Ky tén, dong dau)

47 Mau nay duoc stra ddi theo quy dinh tai Qiém a khoan 82 Diéu 5 cua Nghi dinh 6 155/2018/ND-CP sira dbi, bd sung mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nuéce cia By Y t€, c¢6 hi¢u luc ké tir ngay 12 thang 11 nam 2018
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Mau s0 4948

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
DPoc 1ap — Tu do — Hanh phuc

SO e,
BAO CAO XUAT KHAU, NHAP KHAU VAC XIN

(T oo AN

Kinh gui: Bo Y té.
1. Tén va dia chi co s¢ xuit nhau/nhap khau:
2. Théng tin vé nguoi 1ap bao cao:
- Ho va tén
- S6 dién thoai lién hé:
(Co s¢ Xudt khéu/nhép khéu) béo céo vé sb lugng véc xin duge xuét khéu/nhép khau theo quy dinh tai diém b khoan 21 Piéu 91 cua Nghi dinh )

/2025/N]:)-CP9 nhu: sau:
1. Xuat khau vac xin:

Tén thube, S6 Giay ding ky luu Ponvi |_. Nedv xud| Tem cosé Tén cos6 | oo pao
STT dang bao che, Chi dinh hanh/So giay phép . |So lwgng gay; san xuat - nhap khau - £ 2
. , L. ,\ P X tinh khau n . % , xuat khau
quy cach dong goi nhap khau, ngay cap Tén nudc Tén nudc

2. Nhap khau vic xin:
So lwgng ton kho| Tén co sé sdan | Tén co sé | Cira khau

S6 Gidy ding ky luu | Pon | S0 [S616| Han | Ngay

STT|Tén thudc, dang| Chi 2
bao ché, quy | dinh | hanh/So giay phép |vi tinh|{lwgng dung | nhap |tai thoi diem lap| xuat-Tén |cung cap —|nhip khau
cach déng goi, nhap khau, ngay cap khau bao cao nuwéc san xuat| Tén nwéc

NGUOI LAP BAO CAO L e , ngay... thang... nam...... . ‘
NGUOI DAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
(Ky tén, dong dau)

48 Mau nay duoc stra ddi theo quy dinh tai diém a khoan 82 Diéu 5 cia Nghi dinh 6 155/2018/ND-CP sira dbi, bd sung mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh

thugc pham vi quan 1y nha nude ciia BO Y té, c6 hiéu luc ké tir ngay 12 thang 11 nim 2018
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Mau s6 504
CONG HOA XA HOI CHU NGHIiA VIET NAM
DPoc lap — Tw do — Hanh phuc

BAO CAO XUAT KHAU, NHAP KHAU THUOC, NGUYEN LIEU LAM THUOC
(Tir..... dén ......)

Kinh gui: Bo Y té.
1. Tén va dia chi co s& xuit khau/nhap khau:
2. Thong tin vé ngudi 1ap bao cao:
- Ho va tén
- 86 dién thoai lién hé:
(Co s& xuat khau/nhap khau) bao cdo vé s6 lugng thudc/nguyén lidu 1am thudc duge xuat khau/nhap khau theo quy dinh tai
diém b khoan 21 Piéu 91 ctia Nghi dinh s0 ...../2025/ND-CP nhu sau:
1. Xuét khau nguyén liéu 1am thubc:

Tén nguyén Tén Tén Tle;u Tén Tén nuée So‘Glay fl ang ky l}r " S6 lwong . Z
A Ta - . chuin a1 A A hanh/So giay phép Don £ Cura khau
STT | li¢u lam €o'S0 nwoe chit co'so' nhap nhap xuit khéu, ngay ca vi tinh xuat xuét khu
thube (1) | sén xuét | san xuét khéu khéu Lo ngay cap | vi khiu
luwgng (né€u co)

49 Mau nay duoc stra ddi theo quy dinh tai Qiém a khoan 82 Diéu 5 cua Nghi dinh 6 155/2018/ND-CP sira dbi, bd sung mot sb quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nuéce cia By Y t€, c¢6 hi¢u luc ké tir ngay 12 thang 11 nam 2018
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2. Xuét khau thudc:

Tén thubc, Tén . . . Tén | SO Gidy ding ky . S6 Cira
A A o . Tén Tén Tén . 2.z | Donvi Z
nong do hoac hoat | Quy cach . . . 1A nwoc | lwu hanh/So giay , | lwgng | Kkhau
STT X % . rs cO SO nudc co s& nhap A tinh £ I
ham luong, chat dong goi san xudt | sin xuAt Kkhiu ‘ nhap phép xuat khau, xuat xuat
dang bao che (2) khau ngay cip (néu cb) khau khau
3. Nhép khau nguyén liéu 1am thubc:
Teg ngliyen T,e " Tén nuéc | Tiéu chuin '1:en co | Ten nuoe So‘Glay Ad ane ky l’u’u D(r.n S0 lu;qng Cira khau
STT li¢u lam cososan | x| chAt luom sé cung xuat hanh/So giay phép vi nhap nhap khiu
thuoc (1) xuat ng cap khau xuat khau, ngay cap | tinh khau P
4. Nhap khau thudc:
Tell thuvoc, nong Tén Quy Tén Te’n Teno Tén nuée S6 Gidy dang ky Pon So Cux’a
do hoac ham hoat cach . nuoc co' SO £ lwu hanh/Sé giay . lwgng khau
STT R X . co’ SO . xuat vi n A
lwgng, dang bao chat dong X A san cung x phép nhap khiu, , " nhap nhap
X s san xuat A £ khau sk tinh 2 %
che 2 g0i xuat cap ngay cap khau khau

...... , ngay... thang... nam...... )
NGUOI LAP BAO CAO NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
(Ky tén, dong dau)
Ghi chu:
(1) Béi véi duoc lidu ghi tén duoc licu (tén tiéng Viét kém tén khoa hoc). Truong hop khong co tén tiéng Viét thi ghi theo tén cta nudc xuat khau kém
tén khoa hoc. Ddi voi ban thanh phérn dugc liéu, ghi thém dang bao ché
(2) Béi voi thuoc dugc liéu, thude cb truyen Ghi tén duoc liéu (tén tiéng Viét kém tén khoa hoc). Truong hop khong c6 tén tiéng Viét thi ghi theo tén
ctia nude xuat khau kém tén khoa hoc. Ddi véi ban thanh pham dugc lidu, ghi thém dang bao ché.



BOY TE
CUC KHOA HQC CONG NGHE VA
PAO TAO

So:

......... [ociiin.
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Doc 12
, ngay

r

C

CONG HOA XA HOQI CHU NGHIA VIET NAM

Mau so ab

BANG CONG BO THONG TIN THUOC NHAP KHAU SU DUNG CHO THU NGHIEM THUOC TREN LAM SANG

Tén
thu(“')c,
dang bao
ché, quy
cach dong

&

goi

Hoat chit,
ham
lwong/nong

d

>

4

lwgng

Tiéu
chuin

chit
lwong

Chi
dinh

Tén co s&
san xuét -
Tén nwoéc
san xuét

Tén co sO SO

hiru gidy
phép luu
hanh trén
Gidy chirng
nhin sin
phflm dugc

Tén
nghién
ciru

Quyét dinh
phé duyét
Thuyét
minh dé
cwong
nghién ctrul

Phién ban
Thuyét
minh dé
cuong
nghién
cirufl

Lan
cong
béiii

Ghi
chu®

Ghi chu:

[i] Ghi cu thé sb, ngay ban hanh Quyét dinh phé duyét Thuyét minh dé cuong nghién ciru cia Bo Y té.

[ii] Ghi cu thé thong tin v& s6 phién ban va ngay ciia thuyét minh dé cuong

[iii] Ghi s6 thir ty lan cong bd thong tin thube nhap khéu’sfr dung cho thir nghiém thube trén 1am sang cua nghién ctru duge dé cap khi c6 thay dbi thong tin vé thubc nhap khau sir dung trong
nghién ctru: Lan cong bo déu tién ghi “Lan dau”, nhimg lan cong bo thay doi tiep theo ghi “Thay doi lan 17, “Thay do6i lan 2”,...
(iv) Ghi cht1 10 loai thudc kiém soat dac biét cua thuoc dé nghi nhap khau (truong hop thudc dé nghi nhap khau 1a thudc kieém soat dac biét)
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Mau s0 be

TEN CO SO NHAP KHAU CONG HOA XA HOQI CHU NGHIA VIET NAM
------- Poc 1ap - Ty do - Hanh phtc

GIAY PHEP NHAP KHAU VAC XIN CO GIAY PANG KY LUU HANH
Kinh gui: B6 Y té.

(Co so nhap khau) kinh dé nghi Bo Y té xét duyét cho nhap khau véc xin c¢6 Gidy dang ky luu hanh theo quy dinh tai Diéu 81a Nghi dinh s6
54/2017/ND-CP nhu sau:

Tén vic xin, dang bao Tén co'so san S6 gidy ding | Ponvi | SO16 Ngay san S6 lwong S6 tor khai | Ghi
STT f , , . xuat, nwéc san , R , . P xuat, han n xo1 v ,
ché, quy cach dong goi £ ky luu hanh tinh san xuat ot nhip khau hai quan chu
xuat dung
1
2

(Tén co s& nhap khau) cam két chiu trach nhiém trude phap luat vé ngudn gbc, chit lugng cua vic xin d& nghi nhap khau, tinh chinh xac, hop 1¢ cia
cac thong tin, gidy to trong hd so dé nghi cAp phép nhap khau va thuc hién cac quy dinh khac cta phéap ludt c6 lién quan.

BOYTE . , ngay... thang... nam...... _
Phé duyét Gidy phép nhap khau vic xin gdm..... trang.... khoan NGUOI PAI DIEN PHAP LUAT/NGUOI PUQC UY QUYEN
Ha Noi, ngay... thang... nam... (Ky, ghi ré ho tén, dong diu)
BO TRUONG

Ghi cha: ! S6 lugng vic xin nhap khiu cin ghi cu thé cho timg 16 véc xin.




Phu luc IV
(Kem theo Nghi dinh S0 ...
ngay....thang.....nam 2025 cua Chinh phu)

/2025/ND-CP

TT Tén thudc phéng xa (*) Ghi chu

1 | Carbon 11 (C-11)

2 | Carbon - 14

3 | Carbon -14 urea

4 | Cesium 137 (Cesi-137)

5 | Chromium 51 (Cr-51)

6 | Coban 57 (Co-57)

7 | Coban 58

8 | Coban 60 (Co-60)

9 | Dysprosium-165

10 | Erbium-169

11 | Fluorine -18

12 | Fluorine 18 Fluoro L-DOPA (F-18DOPA)
13 | Fluorine 18 Fluorodeoxyglucose (F-18FDG)
14 | Fluorine -18 florbetapir

15 | Fluorine -18 florbetaben

16 | Fluorine-18 sodium fluoride

17 | Fluorine — 18 flutemetamol

18 | Gallium 67 (Ga-67)

19 | Gallium citrate 67 (Ga-67)

20 | Holmium 166 (Ho-166)




TT

Tén thudc phéng xa (*)

Ghi chu

21

Indium-111

22

Indiumclorid 111 (In-111)

23

Indium-111 capromabpendetide

24

Indium -111 pentetate

25

Indium-111 pentetreotide

26

Indium-113m

27

Iodine 123 (I-123)

28

Iodine I-123 iobenguane

29

Iodine I-123 ioflupane

30

Iodine I-123 sodium iodide

31

lodine 1-124

32

Tode 125 (I-125)

33

Todine I-125 human serum albumin

34

Iodine I-125 iothalamate

35

Tode131 (I-131)

36

Todine I-131 human serum albumin

37

Iodine I-131 sodium iodide

38

Iodomethyl 19 Norcholesterol

39

Tridium 192 (Ir-192)

40

Iron-59

41

Keo vang 198 (Au-198 Colloid)

42

Krypton-81m

43

Lipiodol I-131

44

Lutetium-177

45

Molybdenum [Mo0-99 generator]/Technetium [99mTc]

46

Nitrogen 13- amonia

47

Octreotide Indium-111




TT

Tén thudc phéng xa (*)

Ghi chu

48

Orthoiodohippurate (I-13101IH, Hippuran I-131)

49

Oxygen-15

50

Phospho 32 (P-32)

51

Phospho 32 (P-32)-Silicon

52

Phosphorus -32

53

Radium-223 dichloride

54

Rhenium-186

55

Rhennium 188 (Re-188)

56

Rose Bengal I-131

57

Rubidium-81

58

Rubidium-82 chloride

59

Samarium 153 (Sm-153)

60

Samarium 153 lexidronam

61

Selenium-75

62

Sestamibi (6-methoxy isobutyl isonitrile)

63

Strontrium 89 (Sr-89)

64

Strontrium 89 chloride

65

Technetium 99m (Tc-99m)

66

Tin-113

67

Thallium 201 (T1-201)

68

Thallium 201 chloride

69

Tritium (*H) Tungsten-188

70

Urea (NH2 14CoNH2)

71

Xenon-131m




TT

Tén thudc phéng xa (*)

Ghi chu

72

Xenon -133

73

Xenon -133 gas

74

Xenon -133m

75

Ytrium 90 (Y-90)

76

Ytrium 90 chloride

77

Ytrium 90 ibritumomabtiuxetan

78

Ytterbium-169

79

Ge-68/Ga-68

* Ap dung tat ca ndong d6 ham luong, dang dung




Phu luc V

(Kém theo Nghi dinh sé ...../2025/ND-CP

ngay....thang.....nam 2025 cua Chinh phu)
STT Tén hoat chit Tén khoa hoc
1. | (+) - Lysergide(LSD, LSD- | 9,10-didehydro-N,N-diethyl-6-methylergoline-
25) 8b-carboxamide
2. 1-Phenyl-2-propanone 1-phenyl-2-propanone;
3. |2C-B 4-bromo-2, 5dimethoxyphenyl-ethylamine
4. | 3,4-Methylenedioxyphenyl- | (2-propanone, 1-[3,4(methylenedioxy)phenyl]-);
2-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 a-methyl-4-methylthiophenethlamine
9. | Acetic anhydride acetic oxide
10. | Acetone 2-propanone
11. | Acetorphine 3-O-acetyltetrahydro-7a-(1-hydroxy-1-
methylbutyl)-6, 1 4-endo-ethenooripavine
12. | Acetyl-alpha- N-[1 o. -methylphenethyl)-4-piperidyl]acetanilide
methylfentanyl
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-(a-methylphenethyl)-4-
piperidyl]propionanilide
18. | Alpha-methylthiofentanyl N-[1-[1-methyl-2-(2-thienyl)ethyl]-4-
piperidyl]propionanilide
19. | Alphaprodine o-1,3-dimethyl-4-phenyl-4-propionoxypiperidine
20. | Amfetamine (+)-a-methylphenethylamine
(Amphetamine)
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;




STT Tén hoat chit Tén khoa hoc
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 S-3-acetoxy-6-dimethylamino-4,4-
diphenylheptane
32. | Beta-hydroxy-3- N-[1-(B--hydroxyphenethyl)-3-methyl-4-
methylfentanyl piperidyl]propionanilide
33. | Beta-hydroxyfentanyl N-[1-( [-hydroxyphenethyl)-4-
piperidyl]propionanilide
34. | Betameprodine [-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-a-
methylphenethylamine
38. | Cannabis and Cannabis | €4y cdn sa va cdc san pham chiét xudt tir ey
resin 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
42. | Clonitazene 2-(p-chlorobenzyl)- 1-diethylaminoethyl-5-
nitrobenzimidazole
43. | Coca leaf ld cdy 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
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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 o-[1-(R)-hydroxy-I1-methylbutyl]-
6, 14-endo-ethanotetrahydrooripavine

56. | Dihydromorphine

57. | Dimenoxadol 2-dimethylaminoethyl-1-ethoxy-1, 1-
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-1-0l

63. | DMT 3-/2(dimethylamino)ethyl]lindole

64. | DOET (+)-4-ethyl-2, 5-dimethoxy-o-phenethylamine

65. | Dronabinol (60R,100R)-60,7,8,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d]pyran-1-o1

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

67. | Erythromycine d'ng muei

Estolate

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  a-(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-[(o-methylphenethyl)amino]ethyl]-
theophylline

77. | Fenfluramine

78. | Formamide Methanamide; Carbamaldehyde

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

80. | Gatifloxacin (trur thudc nho

mat, nguyén li¢u d€ san xuat




STT Tén hoat chit Tén khoa hoc
thudc nhé mét)
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)-o-methylphenethylamin
(Levamphetamine)
91. | Levamisole (65)-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 ((83)-9, 10-didehydro-6-methylergoline-§-
carboxylic;
97. | MDE, N-ethyl MDA (+)-N-ethyl-o-methyl-3,4-
(methylenedioxy)phenethylamine
98. | MDMA (+)-N,o-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,o-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
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111. | Metopon S-methyldihydromorphinone

112.| MMDA S-methoxy-a-methyl-3,4-
(methylenedioxy)phenethylamine

113. | Moramide intermediate 2-methyl-3-morpholino-1, 1-diphenylpropane
carboxylic acid

114. | Morpheridine 1-(2-morpholinoethyl)-4-phenylpiperidine-4-
carboxylic acid ethyl ester

115.| MPPP 1-methyl-4-phenyl-4-piperidinol propionate
(ester)

116.| N-Acetylanthranilic acid benzoic acid, 2-(acetylamino)-

117.| N-hydroxy MDA (+)-N-[o-methyl-3,4-(methylenedioxy)
phenethyl]hydroxylamine

118. | Nimesulide (trir thuc ding

ngoai da, nguyén liéu dé san
xuat thudc dung ngoai da)

119. | Nitroethane

120. | °° (dwo'c bdi bo)

121. | Noracymethadol (£.)-0-3-acetoxy-6-methylamino-4,4-
diphenylheptane

122. | Norlevorphanol (-)-3-hydroxymorphinan

123. | Normethadone 6-dimethylamino-4,4-diphenyl-3-hexanone

124. | Normorphine Demethylmorphine

125. | Norpipanone 4,4-diphenyl-6-piperidino-3-hexanone

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

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

128. | Pemoline 2-amino-5-phenyl-2-oxazolin-4-one

129.| PEPAP 1-phenethyl-4-phenyl-4-piperidinol acetate
(ester)

130. | Pethidine intermediate A 4-cyano-1-methyl-4-phenylpiperidine

131. | Pethidine intermediate B 4-phenylpiperidine-4-carboxylic acid ethyl ester

132. | Pethidine intermediate C 1-methyl-4-phenylpiperidine-4-carboxylic acid

133. | Phenacetine N-(4-Ethoxyphenyl) acetamide; p-
acetophenetidide

134. | Phenadoxone 6-morpholino-4,4-diphenyl-3-heptanone

135. | Phenampromide N-(1-methyl-2-piperidinoethyl)propionanilide

136. | Phencyclidine (PCP) 1-(1-phenylcyclohexyl)piperidine

137. | Phenmetrazine 3-methyl-2-phenylmorpholine

50 Dong nay dugc bﬁi bo ‘Eheo quy giinh tai khoan 73 Diéu 4 cta Nghi dinh s6 155/2018/ND-CP ’sfra ddi, bd sung mot sb
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.
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138. | Phenolphtalein 3,3-bis (4-hydroxyphenyl)-1-(3H)-
isobenzofuranone

139. | Phenomorphan 3-hydroxy-N-phenethylmorphinan

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

141. | Phenylacetic acid benzeneacetic acid

142. | Phenylpropanolamin Benzenemethanol, a - (1- aminoethyl)- (+)-

(Norephedrin)

143. | Piminodine 4-phenyl-1-(3-phenylaminopropyl)piperidine-4-
carboxylic acid ethyl ester

144. | Piperidine Piperidine

145. | Piperonal 1,3-benzodioxole-5-carboxaldehyde;

146. | Piperonyl Methyl Cetone

147. | Pipradrol 1, 1-diphenyl-1-(2-piperidyl)methanol

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

149.| PMA p-methoxy-o-methylphenethylamine

150. | Pratolol

151. | Proheptazine 1,3-dimethyl-4-phenyl-4-
propionoxyazacycloheptane

152. | Properidine 1-methyl-4-phenylpiperidine-4-carboxylic  acid
isopropyl ester

153. | Psilocine, psilotsin 3-/2-(dimethylamino)ethyl]indole-4-o01

154. | Psilocybine 3-[2-(dimethylamino)ethyl]indole-4-yl
dihydrogen phosphate

155. | Pyramidon 4-diméthylamino-2,3-diméthyl-1-phényl-3-

(Aminophenazone) pyrazolin-5-one

156. | Racemethorphan (£)-3-methoxy-N-methylmorphinan

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

158. | Racemorphan (£)-3-hydroxy-N-methylmorphinan

159. | 3! (dwec bdi bo)

160. | Rolicyclidine (PHP, PCPY) | I-(I-phenylcyclohexyl)pyrrolidine

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

162. | Santonin [35-(3 a, 3aa, S5ap, 9bp]-3a,5,5a,9b - Tetrahydro

- 3 5a, 9 - trimethylnaphtho [1,2-b] furan-2, §
(3H,4H)- dione

51 Dong nay dugc bﬁi bo ‘Eheo quy giinh tai khoan 73 Diéu 4 cta Nghi dinh s6 155/2018/ND-CP ’sfra ddi, bd sung mot sb
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.
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163. | Secobarbital S-ally-5-(1-methylbutyl)barbituric acid

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

165.| STP, DOM 2,5-dimethoxy-o,4-dimethylphenethylamine

166. | Sulphuric acid 1 sulfuric acid

167. | Tenamfetamine (MDA) o-methyl-3,4-(methylenedioxy) phenethylamine

168. | Tenocyclidine (TCP) 1-[1-(2-thienyl)cyclohexyl]piperidine

169. | Terfenadine

170. | Tetrahydrocannabinol 7,8,9, 10-tetrahydro-6,6,9-trimethyl-3-pentyl-6 H-
dibenzo[b,d] pyran-1-o0l;
(9R, 10aR)-8,9,10,10a-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d][pyran-1-o01;
(60R,9R, 100R)-60,9,10, 1 Oa-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d][pyran-1-o01;
(6aR,10aR)-6a,7,10,100-tetrahydro-6,6,9-
trimethyl-3-pentyl-6 H-dibenzo[b,d][pyran-1-o01;
6a,7,8,9-tetrahydro-6,6,9-trimethyl-3-pentyl-6 H-
dibenzo[b,d]pyran-1-o0l;
(60R,100R)-60,7,8,9,10,10a-hexahydro-
6,6,dimethyl-9-methylene-3-pentyl-6 H-
dibenzo[b,d]pyran-1-o0l

171.| Thebaine 6,7,8,14-Tetradehydro-4,5-epoxy-3,6-dimethoxy-
1 7-methylmorphinan, paramorphine

172. | Thiofentanyl N-[1-[2-(2-thienyl)ethyl]-4-
piperidyl]propionanilide

173.| Tilidine (£)-ethyl-trans-2-(dimethylamino)- 1-phenyl-3-
cyclohexene-1-carboxylate

174.| TMA (+)-3,4,5-trimethoxy-a-methylphenethylamine

175. | Toluene benzene, methyl-

176. | Trimeperidine 1,2,5-trimethyl-4-phenyl-4-propionoxypiperidine

177. | Ziperol a-(o-methoxybenzy)-4-(f-methoxyphenethyl)- 1 -
piperazineethanol

178. | Zomepirac 5-(4-Chlorobenzoyl)-1, 4-dimethyl-H-pyrrole-2-
acetic acid

179.| Thuéc phién va cac ché

pham tir thubc phién (Trir
treong hgp ethyl este cua
acid béo iod héa trong dau
hat thudc phién ma khéong
con chira chit ma tay tir
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thudc phién)?

52 Dong nay dugc bc;)’sung‘ theo quy dinh tai khoan 83 Diéu 5 cta Nghi dinh $6 155/2018/ND—CP’s£ra ddi, bd sung mot sb
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.




Mau s 03

Mau sb 04

Mau s6 05

Mau s6 06

Phu luc VI
(Kém theo Nghi dinh s6 ...../2025/ND-CP
ngay....thang.....nam 2025 cua Chinh phu)

Pon dé nghi xac nhan ndi dung quang céo thude
Pon d& nghi xac nhan ndi dung quang céo thudc qua phuong tién
hoi thao, hoi nghi, su kién gidi thiéu thudc

Pon dé nghi cip lai gidy xac nhin ndi dung quang cao thude

Pon dé nghi diéu chinh ndi dung quang céo thudc da duoc cap
gidy x4c nhan

Giay xac nhan ndi dung quang céo thude

Gidy xac nhan ndi dung quang céo thudc qua phuong tién hoi

thao, hoi nghi, su kién gi6i thiéu thude



SNhD -

Mau s6 01
TEN CO SO PE NGHI CONG HOA XA HOQI CHU NGHIA VIET NAM
SOt Poc lap — Tw do — Hanh phuc
PON PE NGHI

XAC NHAN NOI DUNG QUANG CAO THUOC

Tén co s& dé nghi xac nhan ndi dung quang céo thude:

Dia chi:

Sé dién thoai, Fax, E-mail:

Ho, tén, sd dién thoai cua nguoi lién hé khi can:

Danh muc thudc dé nghi xac nhan ndi dung quang céo thude:

S6 TT Tén thubc S6 Gidy ding ky lwu hanh thudc

1

2

3

Phuong tién quang céo dé nghi xac nhan:
Tai liéu kém theo:

8. Cam két cua co so:

Co s¢ da nghién ctru va cam két tudn thu day du cac quy dinh cta c6 lién quan

trong linh vuc duoc./.

Tén tinh/thanh phé, ngay ...thang...ndm...
Giam doc co sé hoidc ngudoi duwgc uy quyéen
(Ky va ghi ro ho, tén; dong dau)



Mau s6 02
TEN CO SO PE NGHI CONG HOA XA HOQI CHU NGHIA VIET NAM
SOt Doc lap — Tw do — Hanh phic
PON PE NGHI

XAC NHAN NOI DUNG QUANG CAO THUOC QUA PHUONG TIEN HOI THAO,

DN B W

=

9.

HOI NGHI, SU KIEN GIOI THIEU THUOC

. Tén co s& dé nghi xac nhan ndi dung quang céo thudc qua phuong tién hoi thao, hoi

nghi, su kién gi6i thiéu thudc:

. Dia chi:

. S6 dién thoai, Fax, E-mail:

. Ho, tén, sb dién thoai cta nguoi lién hé khi can:

. Danh muc thuéc dé nghi xac nhan quang cao thudc qua phuong tién hoi thao, hoi

nghi, su kién gidi thi¢u thuoc:

SO TT Tén thudc S6 Giay ding ky luu hanh thudc
1
2
3
Thanh phan tham du:

Dia diém va thoi gian du kién t6 chirc:
Tai liéu kém theo:

Cam két cua co sd:
Co s¢ da nghién ctru va cam két tuan thu day du cac quy dinh cta c6 lién quan

trong linh vuc duoc./.

Tén tinh/thanh phé, ngay ...thang...ndm...
Giam doc co sé hoidc ngudi duwgc uy quyen
(Ky va ghi ro ho, tén; dong dau)



Mau sb 0333 (dwoc bii bé)

53 Mau nay dugc bai ,b() theo quy Qinh tai khoan 74 Diéu 4 cua Nghi dinh s6 155/2018/ND-CP §fra ddi, bd sung mot sb
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.



Mau s 045 (dwoc bii bé)

54 Mau nay dugc bai ,b() theo quy Qinh tai khoan 74 Diéu 4 cua Nghi dinh s6 155/2018/ND-CP §fra ddi, bd sung mot sb
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.



Mau sb 05

TEN CO QUAN XAC NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap — Tw do — Hanh phuc

GIAY XAC NHAN
NOI DUNG QUANG CAO THUOC

Xac nhan ndi dung quang cao thudc:

STT Tén thudc S6 Giay ding ky luu hanh

1

2

Pon dé nghi s6 :

Tén co s& dé nghi xac nhan:
Dia chi:

Phuong tién quang céo:

SO giay xac nhan:

Tén tinh/thanh pho, ngay ...thang...nam...
THU TRUONG CO QUAN XAC NHAN
(Ky va ghi 16 ho, tén, chirc danh; déng ddu)



Mau s0 06°°

TEN CO QUAN XAC NHAN CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

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

X4ac nhan ndi dung quang cao thube qua phuong tién hoi thao, hdi nghi, su kién
g161 thiéu thudc:

STT Tén thudc S6 Giady ding ky lru hanh
1

Pon dé nghi sb:

Tén co s& dé nghi xac nhan:

DPia chi:

S6 gidy xac nhan:

Dia diém t6 chirc quang céo thudc:
Thoi gian to chitc quang cio thubc:

Tén tinh/thanh phé, 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 doi voi thoi gian, dia diém té chirc hdi thdo, hoi nghi, su kién gidi
thiéu thuoc va ndi dung da dugc xac nhan

55 Mau nay duogc sfrardéi gheo quy ginh tai khoan 84 Piéu 5 cua Nghi dinh sé 155/2018/ND-CP sua ddi, bd sung mot sb
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.



Mau s6 07 Phu luc VI3

TEN CO QUAN TIEP NHAN HO SO CONG HOA XA HOI CHU NGHIiA VIET NAM
Doc 1ap - Tw do - Hanh phuc

(Pia danh), ngay... thang ... nam ........

PHIEU TIEP NHAN
VAN BAN THONG BAO NQI DUNG QUANG CAO THUOC CAN PiNH CHINH

0 Y0 T o

2. Pia chi co s¢ ndp van ban (truong hop ndp hd so qua duong buu dién).. ...

3. Hinh thirc nop: Truc tiép O Buu dién o
4. Sb, ngay thang NAm VAN bAN CUA CO ST ...vuvveeerieeeeeeeeeeeeeeeeeeeeennn
5. Tén thudc d& nghi xac nhan ndi dung quang céo thudc:

6. S6 Gidy xac nhan noi dung quang céo thube di dugc cap, ngay cap:

7. Noi dung quang céo 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 vin ban.

(2) Ghi tém tit cac yéu cau can dinh chinh.

(3) Céac tai liéu chirng minh cho ndi dung can dinh chinh (liét ké chi tiét hodc danh muc kém theo).

56 Mau nay duoc bd sung ‘theo quy ‘dinh tai khoan 85 Diéu 5 cua Nghi dinh ) 155/2018/ND-CP’Sffa ddi, bd sung mot )
quy dinh lién quan dén dicu kién dau tu kinh doanh thudc pham vi quan Iy nha nude cua Bo Y t&, co hi¢u luc ké tir ngay
12 thang 11 nam 2018.
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Phu luc VII
(Kém theo Nghi dinh sé /2025/ND-CP ngay  thang  nam 2025 cua Chinh
phi)

Mau s6 01 | Bang cong bd gia ban budn thude du kién

Mau s6 02 | Bang cong b lai gia ban budn thude du thude du kién

Mau s6 03 | Phiéu tiép nhan Bang cong bd, cong bd lai gid ban budn thude du
kién




TEN CO SO NHAP KHAU/
TEN CO SO SAN XUAT/TEN CO SO GIA CONG

Sb: ...
V/v cong bo gia ban budn du kién

BANG CONG BO GIA BAN BUON THUOC DU KIEN

Mau s6 01

CONG HOA XA HOQI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phuc

Kinh gui: Bo Y té

Tén thudc

Hoat chit

Nong d¢/
ham luwgng

Dang bao ché,
quy cach dong
g0i

S6 Glay dang ky luu hanh/
Giay phép nhap khau

Nwo'c san
xuat

Don vi
tinh

Gia ban
buon thuoc
du kién

= TA1 1HBU KM he0 (U COY: vttt e
Co so cam két va chiu trach nhiém trude phéap luat vé tinh chinh xac cta cac thong tin tai Bang nay.

Ghi chu:

GIAM POC CO SO NHAP KHAU/
GIAM POC CO SO SAN XUAT/
GIAM POC CO SO GIA CONG/

(K, ghi ré ho, tén va dong ddu)

- Gi4 ban budn thudc du kién duoc tinh trén mot don vi dong goi nho nhat theo dong tién Viét Nam di bao gom thué gia tri
gia ting va khong bao gdm hoa hong, chiét khau, giam gia.
- Bon vi tinh: Tinh theo quy cach dong goi nho nhat (vién, ong, lo, g0i, chai, lo, tui, 6ng tiém, bt tiém, bom tiém, bt tiém
dong sin thude, bom tiém dong sin thude, tuyp, lo, hii, miéng, miéng dan, binh xit, chai xit, lo xit, kit, hoan...).




Mau s6 02
TEN CO SO NHAP KHAU/ CONG HOA XA HOQI CHU NGHIA VIET NAM
TEN CO SO SAN XUAT/TEN CO SO GIA CONG Pac 1ap - Tw do - Hanh phic
Sb: ... , ngay ... .... thang ....... nam ......

V/v cong bd lai gia ban budn du kién ’ ) )
BANG CONG BO LAI GIA BAN BUON THUOC DU KIEN
Kinh gti: B Y té

o Gi4 ban buén thuoc du kién
Tén Hoat | Nong do/ Dang ’bao c'he, So Gla‘y dangﬂky N u’0’cAsan Pon vi|. ; Dfl cong | ) Ty 18
£ £ 5 quy cach dong | luvu hanh/Giay | xuat , bo/cong bo laii Cong bo A" oan
thuoc chat |ham lwgng s , A 4 tinh A 1A . bién dong
g0i phép nhap khau lién ke lai (‘V).
(Ngay.../..../...) °

- Cong van phan tich nguyén nhén, néu rd bién dong cua cac yéu t6 hinh thanh gia tic dong 1am ting hodc giam gia ban
budn dy kién d3 cong bo.

- Tai 1i6u kem theo KhAC (U CO): .. vvnee e e

- Co s& cam két va chiu trach nhiém trudc phap luat vé tinh chinh x4c ctia cac thong tin tai Bang nay.

GIAM POC CO SO NHAP KHAU/
GIAM DPOC CO SO SAN XUAT/
GIAM POC CO SO GIA CONG/
(K, ghi ré ho, tén va déng ddu

Ghi chu:
- Gia ban budn thude du kién duge tinh trén mot don vi dong go61 nho nhét theo déng tién Viét Nam di bao gém thué gia tri
gia ting va khong bao gdm hoa hong, chiét khau, giam gia.
- Bon vi tinh: Tinh theo quy cach dong goi nho nhat (vién, ong, lo, g0i, chai, lo, tui, 6ng tiém, bt tiém, bom tiém, bt tiém
dong sin thude, bom tiém dong sin thude, tuyp, lo, hii, miéng, miéng dan, binh xit, chai xit, lo xit, kit, hoan...).



Mau sb 03

BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc lap - Tuw do - Hanh phic
[SO vin ban dén] = ... , ngay ....... thang ..... nam.....
Ngay.../..../......

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

1. CO SO CONE DO ..o
DA ChIs oo
DiIen thoai: ...
2,80 VAN DAN COME DO ..o
3. Théng tin thudc cong bo:

S6 Giay ding ky Hoat chat; Dang bao ché;
Tén thudc| lwu hanh/Sé Gidy Nong do/ Quy cich

phép nhap khiu ham lugng dong goi

4. Danh muc tii liéu tiép nhén:

Bang cong bo gid thude

Bang cong bd lai gid thudce

Tai lidu khac (Ghi 15):

Ghi chu:
- Phiéu tiép nhan nay chi c6 gia tri xac nhan co s da tién hanh thu tuc cong
bo/cong bo lai gia ban budn thude du kién theo quy dinh tai Nghi dinh s6 ......

NGUOI NHAN
(Ky va ghi ro ho tén)



