Ky bdi: C6ng Théng tin dién ti Chinh pha

Email: thongtinchinhphu@chinhphu.vn

Co quan: Van phong Chinh phu
NN Thoi gian ky: 29.05.2017 15:04:33 +07:00

2 CONG BAO/S6 373 + 374/Ngay 26-5-2017

VAN BAN QUY PHAM PHAP LUAT
CHINH PHU

Nghi dinh s6 54/2017/ND-CP ngay 08 thang 5 niim 2017
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luit duoc

(Tiép theo Cong bao s 371 + 372)

Phu luc I
(Kém theo Nghi dinh sé 54/2017/NP-CP
ngay 08 thang 5 nam 2017 cua Chinh phu)

Mau sb 15

PE AN TO CHUC THI XET CAP CHUNG CHI HANH NGHE DUQC
A. Thong tin chung

2. Dla Chl. R R R R I I N T T T N T I N S A S
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5. Pham Vi t0 CIUC thiz .eeeeeeeeeeeeeeeeeeeeee e e s e e s s s s

B. N§i dung dé an

I. Tinh hinh chung ciia co sé to chire thi

Néu 16 quy mo co so, thoi gian hoat dong, nhan sy va cac van dé khac lién quan.

I Thuyét minh d4p éng quy dinh tai Diéu 23 ciia Nghj dinh $0../2017/ND-CP
ngay.../.../2017 cua Chinh Phﬁ,quy dinh chi tiet m¢t so diéu va bién phap thi
hanh Luat duwgc (sau day goi tat 1a Nghi dinh)

Néu rd nhitng diéu kién dép timg quy dinh tai Piéu 23 ctuia Nghi dinh va tai liéu
chirng minh keém theo.

II1. Cac ndi dung tdi thiéu bit budc phai cé trong dé an:

Co s6 to chuc thi phéi néu rd cac diéu kién minh dap tng dugc va tai li¢u
ching minh dinh kém d61 véi cac nhom thong tin sau:

1. Ngan hang cau hoi thi tric nghiém:

a) Bao gém cac céu‘ hoi trong ngan hang cau hoi thi do B Y té xay dung theo
quy dinh tai khoan 3 Biéu 22 cia Nghi dinh;

~ b) C6 phan h¢ quan 1y ngan hang cau hoi trén phan mém maéy tinh dé cap nht,

bo sung.
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2. Co s6 vat chat, trang thiét bi to chuc thi:

a) C6 du phong thi dam bao vé anh sang, ban ghé, bang va trang thiét bj thi, co
ddng hd dung chung cho tat ca thi sinh theo ddi dugc thoi gian 1am bai. Tai cira ra
vao phong thi phai niém yét ndi quy phong thi, danh sach thi sinh dy thi va cac quy
dinh khac lién quan dén dot thi (néu c6). Sép xép chd ngdi cho céc thi sinh trong
phong thi dam bao khoang céach ti thiéu theo ca hang ngang va hang doc giita hai
thi sinh 1a 1,2 mét.

b) C6 may ghi hinh (camera) giam sat truc tuyén dam bao bao quéat va ghi
dugc toan bod dién bién cua ca phong thi lién tuc trong subt thoi gian thi; luu trir
hinh anh thi vao co s¢ dir li€u cua trung tam.

¢) Déi vai co sd to chir thi trén may thi phai c6 thém cac yéu ciu sau:

- C6 s6 luong may tinh phai dam bao mdi thi sinh mdt mdy riéng biét va sd
lugng mdy tinh du phong phai dat téi thiéu 10% trén tong sd thi sinh duy thi.

- Mang may tinh ndi b (LAN) gébm maéy cha, may tram c6 cu hinh cao dugc
cai dit hé diéu hanh va phin mém thi hoat dong 6n dinh, dap Gmg yéu cau thi; c6
thiét bi bao mat hop nhat cho hé thdng, thiét bi can bang tai dudng truyén, thiét bi
lwu trit sao luu dir lidu, bo luu dién va ngudn dién du phong; toc do két ndi mang
nodi bo, két ndi Internet dam bao hoat dong thi trén may.

- C6 cac hé thong tin hoc lién quan khac dé dam bao viéc thi va chim diém thi
trén may.

- C6 phan mém quan 1y thi két ndi véi SO Y té, Bo Y té dé phdi hop trong viéc
t6 chtrc thi nhdm dam bao théng nhét dé thi, cach cham thi trén pham vi ca nudc va
nham chia sé tat ca thong tin lién quan dén thi sinh dé phuc vu cho viéc cip CCHN.

3. Nhan su:

a) Co can bd c6 nang luc quan 1y phu trach va chi dao viéc t6 chirc thi c¢6 van
béng theo quy dinh tai diém a hodc ¢ khoan 1 Piéu 13 cua Luat duoc.

b) C6 d6i ngii giam thi, k¥ thuat vién dap tmg yéu cau vé sir dung céac thiét bi
cong ngh¢ thong tin, am thanh, hinh anh phuc vu cho viéc td chtre thi va cham thi.

4. Hé théng bao céo:

Co so phai xdy dung quy trinh chia sé thong tin, bao cdo So Y té, BO Y té cac
ndi dung lién quan dén to chirc thi, thi sinh thi, diém thi dé lam co s& cip CCHN.

IV. Cam két ciia co s6:

......... , ngay....... thang..... nam 20.....
Nguwoi dai dién trudc phap luat/
nguoi dwoc iy quyén
(Ky va ghi ré ho tén, chirc danh, dong ddu (néu c6))
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Mau s 16

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phuc

BAN PE NGHI CONG BO
Co s to chure thi xét cap Ching chi hanh nghé dugc

Kinh gui.............. W e
T8N CO ST CONE DO ettt
8 D 1T 1 ¢l 1 TR PRRRRRRRRRRRRRRRRRIN
D IS 111 4 [0 Y: ) LR
Email (08U CO):ueneeeeeeeeeen. WebSIte (NEU CO): e
Sau khi nghién ctru Nghi dinh sé......./2017/ND-CP ngay...../...../2017 cla

Chinh pht quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luét duoc va cac
vin ban hudng dan hién hanh, co sé cong bd du diéu kién dé to chuc thi xét cap
Chtrng chi hanh nghé dugc.

Kém theo ban cong bd nay la tai liéu quy dinh tai Nghi dinh néu trén./.

Nguwoi dai dién trude phap luat/
nguwoi duwge iy quyén
(Ky ghi vo ho tén, chuc danh, dong ddu (néu co))

Ghi chu:
(1) Co quan thudc B Y té duoe giao tiép nhdn Ban dé nghi cong bé.
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Mau sb 17

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phuc

BAN PE NGHI PIEU CHINH CONG BO
Co s6 to chire thi xét cap Ching chi hanh nghé dugc

Sau khi nghién ctru Nghi dinh sé......... /2017/ND-CP ngay....../..../2017 cua
Chinh phu quy dinh chi tiét mot s6 diéu va bién phép thi hanh Luat duoc va cac
van ban huéng dan hién hanh, véi ndi dung dé nghi diéu chinh néu trén, co s
cong bd du diéu kién dé t6 chirc thi xét cap Chimg chi hanh nghé dugc.

Kém theo ban diéu chinh cong b nay 14 tai liéu quy dinh tai Nghi dinh néu trén./.

Nguwoi dai dién trudc phap luat/
nguwoi duge iy quyén
(Ky ghi ro ho tén, chirc danh, dong dau (néu co))

Ghi chu:

(1) bia danh;

(2) S Y té tinh/thanh phd truc thudc Trung wong noi co sé dat tru so;
(3) Tén co s dé nghi cong bd;

(4) Dia chi cu thé cta co s dé nghi.
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Mau s6 18

CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

GIAY XAC NHAN
Keét qua thi xét cap ching chi hanh nghé dugc

.............. , ngay thang nam
Nguwoi dai dién trudc phap luat/
ngudi dwoc iy quyén
(Ky, ghi ré ho tén, chirc danh, déng ddu (néu c6))
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Mau sb 19

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

PON PE NGHI
Ciap Gidy chirng nhan du diéu kién kinh doanh dwoc
Kinh gui............. W .

TN CO SOttt ettt e et e et e e e et e e st e e e eabaee s

DA CIie e ———————————————————————. o1otannnnns

Truc thuOC.....ooooviiieieeeeeeeeeee, (néu la co so truc thude)....................
DA Gt ——————— s

Nguoi chiu trach nhi€ém chuyén moén VE QUOC e es s

S6 CCHN Dugec.................. Noi CAp....veea... Nam cép............ Co gia tri dén
(118U CO): ettt ettt e s e et e e ee e e e et seeee s e seeraees

Ngudi phu trach vé bao dam chat Twong®.........c.coovveveeeeeeeeeee e

S6 CCHN DUoC......ecevveeeene.. NOTCAP.eeveeeerieeeeeee Nam cap......ccovvveeeeennnes

1. Bi duoc cip Gidy ching nhan thyc hanh t6t @ [ ]

- Gidy chimg nhan thyc hanh tét Sb:............ NEAY CAP:eeeevieeieeeie e

- Gidy chimg nhan thyc hanh tét Sé............. NEAY CAP:eeeeiiee e

2. Pi duoc cap Gidy chimg nhan du diéu kién kinh doanh dugc @:  []

- Gidy chimg nhan du diéu kién kinh doanh dugc

SOt NEAY CAP:ceevrieeeeeeiieee e
- Gidy chung nhan du diéu kién kinh doanh duoc
S0 e NGAY CAP:.eveeeeeereeeeeeeeeeeereeerens

Co sé dé nghi Bo Y t&/So Y té cap Gidy chimg nhan du diéu kién kinh
doanh duoc:
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Chung t6i xin cam két tuan thu ddy du cac quy dinh ctia phap luat c6 lién quan,
chap hanh nghiém sy chi dao cua B Y t&/So Y té.

Co sd xin giri kém theo don nay cic tai liéu dé nghi cap lai gidly CNDPPKKDD
quy dinh tai Di€u 32 cia Nghi dinh s06:...../2017/ND-CP ngay.../.../2017 cta Chinh
phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat duoc.

.............. , ngay thang nam
Nguwoi dai dién trudc phap luat/
Nguoi dwge iy quyén
(Ky, ghi ré ho tén, chirc danh, déng ddu (néu c6))

Ghi chu:

(1) Co quan cap Gidy ching nhan du diéu kién kinh doanh dugc.

(2) Chi 4p dung déi v6i co s¢ san xuét thude, nguyén liéu 1am thudc va khi bét budc phai c6
CCHND @61 v61 nguoi phu trach dam bao chat luong theo 1 trinh quy dinh trong Nghi dinh.

(3) Liét ké Gidy chimg nhan GPs con hiéu lyuc tai dia diém kinh doanh néu c6.

(4) Liét ké Gidy chimg nhan du diéu kién kinh doanh duoc con hiéu luc néu co.

(5) Ghi 10 loai hinh co s¢ kinh doanh theo quy dinh tai khoan 2 Piéu 32 cua Luat dugc.

(6) Liét ké cac pham vi kinh dpanh tuong ung voi diéu kién kiqh doanI} duoc mé co so dé
nghi va dép tng, 1a mot hoac mdt s6 pham vi theo quy dinh tai cac Diéu 15 dén 22, Dic¢u 33 va 34
cua Luat duoc.
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Mau s6 20

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

PON PE NGHI
Cip lai Gidy chirng nhan di diéu kién kinh doanh duoc

ba duogc cap Giay chung nhan du diéu kién kinh doanh duoc:
- Loai hinh co s& kinh doanh:... % ........ooooooeeoeeeeeeeeeeeeeeeeeee e,
- Pham vi kinh doanh:............... st a st

(6)

Chung t6i xin cam két tuan thu ddy di cac quy dinh cia phap luat c6 lién quan,
chap hanh nghiém sy chi dao cia By Y t&/So Y té.

Co s6 xin gui kém theo don nay céc tai liéu dé nghi cap lai gidy CNDPDKKDD
quy dinh tai Diéu 32 cua Nghi dinh s6...../2017/ND-CP ngay.../.../2017 ctia Chinh
phu quy dinh chi tiét mdt so diéu va bién phap thi hanh Luat dugc.

.............. , ngay... thang... nam....
Nguoi dai dién trudc phap luat/
Ngudi dwoe iy quyén
(K, ghi ré ho tén, chirc danh va déng ddu (néu c6))

Ghi chii:

(1) Co quan cip Gidy ching nhan du diéu kién kinh doanh duorc;

(2) Chi 4p dung déi véi co s6 san xuét thudc, nguyén lidu 1am thudc va khi bt buc phai c6 CCHND ddi véi
nguoi phu trach ddm bao chat lugng theo 10 trinh quy dinh trong Nghi dinh.

(3), (4), (5): Ghi theo dung Gidy chirng nhan du diéu kién kinh doanh duoc di duoc cép.

(6): Ghi mét trong cac ndi dung dé nghi cap lai quy dinh tai khoan 2 Diéu 36 Luat dugc.
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Mau s6 21

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phuc

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

Nguoi phu trach vé bao dam chat THONE........o.cvieeeeeeeeeeeeeeeeeeee e,
S6 CCHN DUoC.......cooveeeeeeann. NOi CAP.voveeveens NEAM CAP...voveeeeen.
Pi dugce cap Gidy ching nhin di diéu kién kinh doanh dwoc:

- Loai hinh co s6 Kinh doanh®: ............oomoeoeoeeeeeeeeeeeee e,
-Pham vikinh doanh:.........cccccooiiiiiii

- Dia GEM KN AOANN: c..eeeeeeeeeeeeeeeeeeeeeeeeeeeeee e e e
(3)

Chung t6i xin cam két tuan thu ddy di cac quy dinh cia phap luat c6 lién quan,
chép hanh nghi€m su chi dao cia Bo Y t6/SG Y té.

Co sé xin giri kém theo don ndy cac tai liu d& nghi diéu chinh gidy
CNDDKKDD quy dinh tai Diéu 32 coa Nghi dinh s6.../2017/ND-CP
ngay.../..../2017 cua Chinh pht quy dinh chi tiét mot s6 diéu va bién phap thi hanh
Luat duoc.

.............. , ngay.... thang... nam....
Nguwoi dai dién trudc phap luat/
Nguoi dwge iy quyén
(K, ghi ré ho tén, chirc danh va déng ddu (néu c6))

Ghi chu:

(1) Co quan cap Gidy chirng nhan du diéu kién kinh doanh dugc;

(2) Chi 4p dung déi V(’)”i co s6 san xudt thudc, nguyén lidu 1am thudc va khi bit budc phai co6 CCHND dbi véi
nguoi phu trach dam bao chat lugng theo 19 trinh quy dinh trong Nghi dinh.

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

(4) Ghi mét trong cac ndi dung dé nghi diéu chinh theo quy dinh tai khoan 3 Diéu 36 ciia Luat duoc.
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Mau sb 22

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

~ GIAY CHUNG NHAN
DU PIEU KIEN KINH DOANH DUQC

S6 hiéu:  /DKKDD-.... "
2)

B0 Y t&/So Y té ching nhan:
Tén/loai hinh co s& kinh doanh @:...........co.oviiioie e e,
TrU SO ChINh: .o
Tén dia diém kinh doanh (8U CO):e...vu vt
Dia chi kinh doanh:...........cooiiiii e e
Nguoi chiu trach nhiém chuyén mon vé dugc cliia co SO ..v.veveveeeeeeeeeeeeeeeeeenae.
Ho vatén:.....coocoveeeiieeeiees Trinh @6 chuy€n mon:.........ccccoeeevveeeciiieeieeee,
Chtng chi hanh nghé dugc $6:.......cvvveeeeeeeeeeeeeeene. 4 (o SR
(6221 o JO SRR TUZAY +eettenteeieenite et et et et e et e st et et e bt st e st et e naeesatesaeea
Nguoi phu trach vé bao dam chat luong ctia co s:..... " oo,
Ho va tén................ Trinh do chuyen 10070) 4 B SRUR
Chtng chi hanh nghé dugc $6:.....c.vveveeeeeeeeeeans 4 (o TSRS

.
A
CAP.eeevreeireeniee e TUZAY evteeneeeeteeeniteeniteesitee e bt e ebte e bt e e sab e e st e e e bt esbt e e bt e e nbaeenateen

Glay ching nhan cé hlcu luc tir ngdy  thang nam.... duoc cip theo Quyét
dinh so6:...../QD-BYT (SYT) ngay... thang.... ndm... cua Bo truong B 'Y Té/Giam
dbc SO Y té....

Thay thé cho Gidy chimg nhdn dii diéu kién kinh doanh dwoc sé..... ngay......
thang..... nam..... (néu la triong hop cdp lai, diéu chinh).

...... , ngay.... thang... nam...
CO QUAN CAP
(Ky tén, ghi ho tén, churc danh, dong ddu (néu co))

Ghi chu:

(1) Ghi ma ky hiéu cb Giéy chirng nhan da diéu kién kinh doanh dugc theo quy dinh tai Mau sb 24 Phu lyc I cia
Nghi dinh s6.../2017/ND-CP ngay..../../2017 cta Chinh phu quy dinh chi tiét mot s6 d1éu va bién phap thi hanh Luat duoc

(2) Ghi 3 hinh thtre cap, lan cap trong trudng hop cap lai, dleu chinh, vi du: cap lai lan 1: s6 GCNDDKKDD,
ngay cép...; hodc cap dleu chinh lan 2; s6 GCNDDPKKDD, ngay cap

3) Ten hinh thirc t6 chirc co s6 kinh doanh (Cong ty ¢o phan cong ty TNHH, Hop tac xa, ho kinh doanh....)

(4) Ghi nguoi phu trach vé bao dam chét lugng ciia co s¢ néu 14 co so san xuit thude, nguyén liéu lam thude
va khi bit budc phai c6 CCHND ddi véi nguoi phy trach dam bao chét luong theo 16 trinh quy dinh trong Nghi dinh.

(5) Mot trong céc co sd kinh doanh dugc theo quy dinh tai khoan 2 biéu 32 cua Luat duoc.

(6) Pham vi kinh doanh tuong trng véi diéu kién kinh doanh dugc ma co s& dé nghi va dap tng, 1a mot hodc
mot s pham vi theo quy dinh tai: cac Diu 15 dén 22, Diéu 33 va 34 cua Luét dugc.
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Mau sb 23

CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

.......... , ngay...... thang....... nam........
o THONG BAO
TO CHUC BAN LE THUOC LUU PONG

Kinh giri: ST Y tE...eveeeeeeeeeeeennn.
Tén co s6 t6 chirc ban 16 thudc Tt AONEG.........veeeeeeeeeeeeeeeeee e
Bia Chiteeeeeeeeeeeeeeeeeeeees : S6 gidy CNDDKKDD:.......coooveeeeeeeeean,
Pia diém ban 1é thudc luu dong tai:.......cceeeenneen. e e e,
Tén nguoi ban 1€ thube luu dOng:....ccvvveviiieienne, SO dién thoaiz....coveveeeeeeeeeenn,
Trinh A0 ChUuy€n MON:.......oooiiiiiiiee e e
S6 CMND/Thé can cudc/Ho chiéu/Cac gidy to twong dwong khac:.................
NEAY CAP:eeeeciiieeeiiee e, NOT CAP:ciiiieeeiee ettt et

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

Co s& cam két thuc hién ding quy dinh cua phap luat vé viéc to chirc ban 16
thudc luu dong./.

..... , ngay... thang... nam....
Nguoi dai dién trudc phap luat/
nguoi dwoc ity quyén
(Ky, ghi 16 ho tén, chitc danh, déng ddu (néu c6))

Ghi chu:
(1) Liét ké cac dia diém ban 16 thudc luu dong
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Mau sb 24
Mai ky hiéu s6 Chirng chi hanh nghé dwor,
Gidy chirng nhin di diéu kién kinh doanh dwoc
STT | Tinh/Tp thugéec TW Ky hi¢u | STT | Tinh/Tp thugec TW Ky hi¢u

1 |BOYté BYT 33 | Khanh Hoa KH
2 | HANGi 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 | Bic Kan BK 41 | Nam Pinh ND
10 | Bac Liéu BL 42 | Nghé An NA
11 | Bac Ninh BN 43 | Ninh Binh NB
12 | Bén Tre BTR 44 | Ninh Thuén NT
13 | Binh Dinh BDb 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 | Céan Tho CT 50 | Quang Ninh QNI
19 | Cao Bing CB 51 | Quang Tri QT
20 | bik lik PL 52 | Soc Tring ST
21 | Dik Néng DNO 53 | SonlLa SL
22 | bi¢n Bién bB 54 | Tay Ninh TNI
23 | Pong Nai PNAI 55 | Thai Binh TB
24 | Bong Thap DT 56 | Thai Nguyén TNG
25 | Gia Lai GL 57 | Thanh Hoa TH
26 | Ha Giang HAG 58 | Thira Thién Hué TTH
27 | Ha Nam HNA 59 | Tién Giang TG
28 | Ha Tinh HT 60 | Tra Vinh TV
29 | Hai Duong HD 61 | Tuyén Quang TQ
30 | Hau Giang HAUG 62 | Vinh Long VL
31 | Hoa Binh HB 63 | Vinh Phuc VP
32 | Hung Yén HY 64 | Yén Bai YB
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Mau sb 01

Mau sb 02

Mau s6 03

Mau s6 04
Mau s6 05
Mau s6 06

Mau sb 07

Mau s6 08

Mau s6 09

Mau s6 10

Mau s 11

Mau sb 12

Mau sb 13

Phu luc II
(Kém theo Nghi dinh sé 54/2017/ND-CP
ngay 08 thang 5 nam 2017 cua Chinh phu)

Bién ban giao nhan thudc giy nghién, thuéc huéng than, thudc tién
chét, nguyén lidu lam thubc 1a duoc chat giy nghién, duogc chét
huéng than, tién chat dung 1am thudc.

B4o cdo nhdp khau thudc giy nghién hodc thudc hudng than hodc
thudc tién chat/Nguyén liéu lam thube 1a dugc chat gdy nghién/dugc
chat hudéng than/tién chat dung lam thudc

Bao cdo xuat khau thudc gay nghién hodc thudc huéng than hoic
thudc tién chat/Nguyén liéu lam thude 1a dugc chat gay nghién/dugc
chat hudng than/tién chat dung lam thudc

B4o c4o nhap khau thuc phong xa

B4o c4o xuit khau thuc phong xa

Bao cdo nhap khau thubc dang phdi hop c6 chira duoc chit giy
nghién/thudc dang phdi hop c6 chira dugc chit huéng than/thudc
dang phdi hop c6 chira tién chat

B4o céo xuat khau thudc dang phdi hop c6 chita dugc chat gay nghién/
thudc dang phéi hop cé chia duge chat huéng than/thude dang phdi
hop c6 chua tién chit

B4o c4o xuit khau/nhap khau thudc phong xa

Bao céo dinh ky xuat, nhap, ton kho, si dung thudc giy nghién,
thudc hudng than, thudc tién chat/nguyén liéu lam thude 13 duoc chit
gay nghién/duoc chat hudng than/tién chat dung lam thudc/Thudc,
duoc chat trong Danh muc thude, duoc chat thuoc danh muc chit bi
cAm st dung trong mot sb nganh, linh vuc

B4o cdo st dung nguyén lidu 1am thudc 13 dugc chat giy nghién/
dugc chat huéng than/tién chat dung 1am thube

B4o cdo xuit, nhap, tdn kho, sir dung thude phoéng xa

B4o c4o xuét, nhap ton kho sir dung thudc dang phdi hop chira duge
chat gay nghién/thuéc dang phdi hop chira duoc chat hudng than/
thudc dang phdi hop chira tién chat

Bao cao xuat, nhap, ton kho, sir dung thudc gay nghién, thuéc hudng
than, thudc tién chét
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Mau sb 14

Mau s6 15

Mau s 16

Mau sb 17

Mau s6 18

Mau s619

Mau s6 20

Mau s6 21

Mau sb 22

Mau sb 23

B4o cdo trong trudng hop that thoat, nham l4n thudc, nguyén liéu
1am thudc phai kiém soat dic biét

B4o c4o viéc quan 1y co s& ban budn thude gy nghién, thuéc hudng
than, thudc tién chat, thubc dang phdi hop chura tién chat

Bién ban huy thudc gy nghién, thudc hudng than, thudc tién chat,
nguyén liéu lam thudc 1a duoc chat giy nghién, duoc chat hudng
than, tién chat dung 1am thudc

Bao cao hiy thudc gdy nghién, thuéc hudng than, thube tién chat,
nguyén liéu 1lam thudc 1a duoc chat giy nghién, duoc chit hudng
than, tién chat dung 1am thudc

Tai liéu thuyét minh co s dap ung bién phap an ninh, bao dam
khong that thoat thudce, nguyén liéu thude phai kiém soat dic biét
Pon hang mua thudc giy nghién, thuéc hudng than, thudc tién
chat/nguyén liéu 1am thudc 13 dugc chat gay nghién/dugc chat hudng
than/tién chat dung lam thudc; nhuong lai nguyén liéu 1am thude 1a
dugc chat gay nghién/duoc chat huéng than/tién chat dung 1am thudc
Bao cido két qua kinh doanh thudc gy nghién/thuéc huéng than/
thudc tién chat/nguyén liéu 1am thube 13 duge chat gy nghién/dugc
chét hudng than/tién chit dung 1am thudc

Pon d& nghi nhuong lai nguyén liéu lam thudc 1a dugc chat giy
nghién, dugc chat huéng than, tién chat dung 1am thudc

Pon dé nghi chép thuan ban 1é thudc thuéc Danh muc thudc han ché
ban 1é d6i voi co sé chua duge cdp Gidy chimg nhan du diéu kién
kinh doanh, pham vi ban 1¢ thudc

Pon dé nghi chép thuan ban 1é thudc thuoc Danh muc thudc han ché
ban 1& ddi voi co s di duoc cap Gidy chung nhan du diéu kién kinh
doanh, pham vi ban 1¢ thudc.
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Mau s6 01

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

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 so giao:
1A Chi: o

2. Tén co s& nhan:
e 5 T 1) 1 LSRR
= NEUOT NNAN: ettt e e e e e et e e e eaee e e nsaeeenens

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

NOT CAP:aevvveeeeeieeeee e, NEAY CAP: cooererieeeeiee et
3. Danh myc mat hang giao nhén:
Ngugfén liéu/T‘én S hoa SO Gis?iy‘ ding;
thuoc, dang bao . P + | ky luu hanh/So .
P R Pon vi So don/So oz } . Ghi
TT | che, nong Ao/ L. X giay phép nhap ,
. tinh lwgng | phiéu 2 A . chu
ham lwgng, quy <ut kho khau/cong van
cach dong goi duyét mua
(D) 2) 3) (4) ) (6) (7)
1

4. Thoi gian giao nhan: (Cac) mat hang trén dugc giao, nhan vao... gio... phut
ngay...... thang.... nam........

5. Pia diém giao nhan (Ghi chi tiét dia chi thuc té giao nhan):
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6. Cam két:
Céac thudc, nguyén li¢u lam thudc da duoc giao nhan dﬁy du theo Danh muc
mat hang tai khoan 3 ctia Bién ban nay.

Bién ban nay dugc hai bén théng nhit va l4p 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 b glay dang ky luu hanh/sb gidy phép nhép khau d6i véi thude thanh
pham; S6 gidy phép nhap khau hodc sb cong van duyét mua ddi voi nguyén lidu.
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Mau s 15

S¢' Y té tinh, thanh phé  CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

SOtveviiieieeeeeee L ,ngay thang  nam

BAO CAO
Viéc quan 1y cac co s& ban budn thudc giy nghién,
thuoc huwéng than, thude tién chat, thudc dang phéi hop chira tién chat

1. Danh sach co so ban budn thudc gy nghién, thuéc hudng than, thudc tién
chat, thuéc dang phdi hop chua tién chat:

Tén co s&
STT en cos Dia chi Ghi chi
ban buon )

2. Danh sach mit hang thubc gay nghién, thudc hudng than, thude tién chat
thudc dang phdi hop chira tién chét (Tinh cho timg co s ban budn):

. . Tén Thuoc, hoat chat, Tén co sé Tén co so
Tén co s& A s . P ,
STT , n nong do/ham lwgng, san xuat cung ung
ban buon k i . X X
quy cach dong goi thuoc thuoc

Giam doc S¢' Y té
(Ky tén, déng dau)
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Mau s6 16
CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phuc

BIEN BAN
Hiiy thudc giy nghién, thuéc huéng thin,
thudc tién chat, nguyén liéu 1am thudc 1a dwoc chat gy nghién,
dwge chat hwéng thin, tién chat dung 1am thudc

Cin cir Cong vin so........ /.... ngay.... thang... nam..... cua......... (D)........ dong y
vé viéc hay thudc/nguyén liéu 1am thudc phai kiém soat dic biét......

Cian ctr Quyét dinh so......./.... ngdy.... thang... ndm... cua Cong ty........ thanh
lap Hoi dong hiy thude/nguyén lidu lam thude phai kiém soét dic biét

I. Pai dién cac bén gom:

1. Dai dién SO Y te.

2. Hoi dong hity thudc ct1a CONE tY: ....veeeeeeeeeeeeeee e

3. Bon vi thuc hién viéc xur 1y, ti€u huy (néu [o70) USRI

Cung chimg kién va xac nhan viéc tiéu huy thude/nguyén liéu 1am thude phai
kiém soat dic biét............. nhu sau:

Tén thud , : ; ’
TT en thude! 1 o | Han | Pon | S6 lwgng | SO lugng | So lwgng

nguyén li¢u . N o L >0 uone ;
Am thude 10 | dung | vi tinh | can huy | dalay mau | thwc huy

I1. Phwong tién van chuyén dén noi hity (néu co):

I11. Phwong phap huy:

IV. Cam két:

Viéc huy thude/nguyén lidu lam thudc phai kiém soat dic biét dam bao tuan
thi day di cac quy dinh tai Nghi dinh nay va ctia phap luét c6 lién quan vé bao vé
moi trudong.

....... , hgay.... thang.... nam....
THANH PHAN THAM GIA
(Ky, ghi vo ho tén tung nguoi)
Pong dau ctia co s¢ hity thude, co sé nhan hity thude

Ghi chu:
(1) Co quan tiép nhan
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Mau sb 17

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

BAO CAO
Hiiy thudc giy nghién, thuéc huéng thin,
thudc tién chat, nguyén liéu 1am thudc 1a dwoc chat giy nghién,
dwgc chat hwéng thin, tién chat dung 1am thudc

Kinh glri:..ccovieeiieeen ()
Thuc hién Cong vin so......... ngay thdng ndm cua.......... (@) B dong y
vé viéc hiy thude/nguyén li¢u 1am thude phai kiém soat dic biét.........
Cong ty......... da thanh 1ap Hoi dong hiy thudc va tién hanh viéc hiy thude/
nguyén lidu 1am thudc phai kiém soat dic biét....... theo ding cac quy dinh hién
hanh. Viéc huy thudc/nguyén liéu 1am thudc phai kiém soat dic biét............... dam

bao riéng biét voi cac thuoc khac, bao dam tri¢t dé an toan cho nguoi va khong lam
0 nhiém moi truong theo cac quy dinh ctia phap luat vé bao vé moi truong.
Danh sach céac thuéce/nguyén liéu lam thudc:

Tén thude/ ) S6 S6 lwong
A .~ | Han | Donvi X
TT | nguyén li¢u | S0 16 : lwgng da lay

& S6 luwong
. dun tinh 3 x
lam thuoc ung ! can hay mau

thuc huy

Cong ty xin guri kém cdc tai li¢u li€n quan:

- Quyét dinh thanh lap Hoi dong huy thudc;

- Quyét dinh haty thudc/nguyén liéu 1am thude phai kiém soat dic biét..... (néu co);

- Bién ban lay mau thuéc/nguyén lidu lam thudc phai kiém soat dac biét dy
kién huy dé xac dinh chat luong (néu co);

- Hop dong tiéu hiy thude/nguyén liéu lam thude voéi don vi thuc hién viéc
tiéu huy (néu co);

- Bién ban huy thudc.
....... , ngay.... thang.... nam....
Ngudi dai dién phap luat/Nguoi duge iy quyén
(Ky, ghi 16 ho tén, chitc danh dong dau (néu cé))
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 1 T T PSR
2. D08 i
3. Tén ngudi dai dién theo phap Tult: ........ccveiieiiiee e,
4. Diénthoaii.......ccoeevvvvennniinnnnen. FaX: oo

6. Loai thudc phai kiém soat dic biét dé nghi kinh doanh: .............cccoccvvvvvvnnnnn,
B. Noi dung cu thé

I. Tinh hinh chung cia co sé kinh doanh

1. Gidy chimg nhan du diéu kién kinh doanh thudc $O: .........cvveeeeeeeeeeeeeena.
INGAY CAP: vt ee e e een e e ees e es s eene e
2. NAM thanh LAP:...oeiieiieeee et e e eeaee e
3. Tong s can bo, cong nhan vién:

- SO can b0 1a dugc sy dai hQe trd 1€n: ...ocvvvieiiicieceeeeee e

II. Tai li¢u thuyét minh

1. Co s& vat chat:

Co s& phai c6 tai liéu thuyét minh dap (mg quy dinh tai Diéu 43 ciia Nghi dinh
nay, phu hop véi tung loai hinh co sé tuong ing.

2. Nhan su:

Co s6 phai c6 tai liéu thuyét minh nhan sy dap tng quy dinh tai Piéu 44 cia
Nghi dinh nay, phu hop vé1 tung loai hinh co s¢ turong ing.

3. Quy trinh giao nhén, van chuyén:

Co so phai xay dung quy trinh giao nhan van chuyén va tai liéu thuyét minh
dap tmg quy dinh tai Bi€u 45 ctia Nghi dinh nay, phu hop vai timg loai hinh co so
tuong Uing.
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4. Quy trinh mua bén:

Co so phai c6 tai liéu thuyét minh hodc cac quy trinh thao tac chuan thuc hién
viéc mua ban dép ung quy dinh tai Di¢u 46 cia Nghi dinh nay, phu hop voi tung
loai hinh co s& tuong ng.

5. Hé thong béo cdo:

C}O’ s phai xay dung quy trinh, h@ thong bao cao dinh ky, dot xuat va tai liéu
thuyét minh dap ung quy dinh tai Di€u 47 cuia Nghi dinh nay, phu hop vdi tung
loai hinh co s& tuong ng.

6. Quy trinh huy thudc:

‘ Co sO phai xay dung quy trinh hiy va tai liéu thuyét minh dap tmg quy dinh tai
biéu 48 cua Nghi dinh nay, phu hop véi1 ting loai hinh co sé tuong tng.

IV. Cam két ciia co sé

Co s& cam két va chiu moi trach nhiém trude phap luat vé tinh chinh x4c cta
cac thong tin trong tai li¢u thuyét minh.

....... , ngay.... thang.... nam....
Nguoi dai dién phap luat/Nguoi duge iy quyén
(Ky, ghi ré ho tén, chitc danh déng dau (néu cé))
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Mau s6 21

(D). CONG HOA XA HOI CHU NGHIA VIET NAM
Sb:.......... Poc 1ap - Tuw do - Hanh phic

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

PON DPE NGHI
Nhwong lai nguyén liéu 1am thudc 13 dwoc chét giy nghién,
dwgc chat hwéng thin, tién chat dung 1am thudc

Kinh gui.......... (2)eeeeeieeeeieens
I. Thong tin chung
1. TE€N COSGiuurinarieeeeeiiee e, () TSRS
2.Piachii....ccooooii (3) et e
3. Tén ngudi dai di€n phap TUAt:........coviiiiiiieee e
4. Diénthoaii......cccooovvviiiiiiiiiiieii, FaxX: .o,
II. N§i dung dé nghi
Co s6...(1)....... dé nghi dugc nhuong lai nguyén li€u thtra sau khi san Xuét cia
co s& cho co so......(4)...... bia chi........ 2)........ dé phuc vu cho nhu cau san xut
thudc clia co so........ (4)....., cu thé:
STT Tén nguyén li¢u Don vi tinh S6 lwong Ghi chu

II1. Tai liéu kem theo

1. 03 ban don hang nhuong lai nguyén liéu lam thube 1a duoc chét gay nghién,
dugc chat hudng than, tién chit dung 1am thudc.

2. B4o cdo kinh doanh thudc, bao céo sir dung nguyén liéu lam thudc.

IV. Cam két ciia co sé

Chung t61 cam két réng moi thong tin, s6 liéu dua ra tai hd so 1a hoan toan
trung thyc va hoan toan chiu trach nhiém trudc phap luat néu cé gi sai pham.
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Kinh dé nghi B0 Y t€ som xem xét va cho phép co sé....(1).... nhuong lai
nguyén liéu lam thudc dé phuc vu nhu cau san xuat cua co sé....(3).....

Xin tran trong cadm on./.

....... , ngay..... thang..... nam..... veeeer, NEAY..... thdng..... nam.....
CO SO NHAN CO SO NHUOQNG
Ngwoi dai dién phap luat/ Ngwoi dai dién phap luat/
Ngudi duge iy quyén Ngudi duge iy quyén
(Ky, ghi ro ho tén, chirc danh (Ky, ghi ro ho tén, churc danh
dong dau (néu cé)) dong dau (néu co))
Ghi chu:

(1) Tén co sé nhugng.

(2) Co quan tiép nhan

(3) Dia chi ¢6 thé giri qua buu dién.
(4) Tén co sé nhan.
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Mau sb 22

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

PON PE NGHI
Chap thuén ban 1é thudc thudc Danh muc thudc han ché ban 1é
ddi v6i co sé chua dwoc cip Gidy chirng nhan di diéu kién kinh doanh,
pham vi ban 1é thudc

Kinh giri: S&' Y té tinh/thanh pho............covovvvveeveerrnnen.

I CO SOttt ettt e et e st e e et e e s bt e e s bt e e e nanaeeea
Ngudi chiu trach nhi€ém chuyén mon.................... nam Sinh........cccoveeeiveeennnnnnn,
S6 CCHN Duoc........... Ngay Cap:.....coun..... NOT CAP: e
CO T4 T AEN (MEU COY: vt
Pja diém kinh doanh:............ccccoeveev.. Dién thoai.......cooceveiiiiiiiiiiee,
Pi duoc cap Giay chimg nhan thyc hanh tot (1): [_] Chua dugc cap: [ ]

1. Gidy chung nhan thyc hanh tét Sb:.............. NEAY CAP: v
2. Gidy chimg nhan thyc hanh tét Sb:.............. NEAY CAP: v
3

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

Co so chung t61 dé nghi S6'Y té chép thuan cho co s& duoc ban 1é thude thude
Danh muc thubc han ché ban 1é.

Tai dia diém kinh doanh:

Chung t6i xin cam doan thuc hién day du cac van ban phap luat, cac quy ché
chuyén moén duoc c6 lién quan, chép hanh nghiém su chi dao cia B0 Y téva SO Y té.

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

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

Ghi chu:

(1) Liét ké Gidy chimg nhan du diéu kién kinh doanh dugc con hiéu luc néu co.
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Mau sb 23

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

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

Kinh gtri: S& Y té tinh/thanh phé............cccovvvvvvnnnee.
TN CO SO DAN 18 AUSC: ...,
Ngudi chiu trach nhi€ém chuyén mon................. NaAM SINN.....ccoeeveiiieeiieceiee e,
S6 CCHN Duoc.............. Ngay cap:.......... NOT CAP et
CO @IA T AEN (NEU COY: et
Dia diém kinh doanh:.................. Di€N thOi....ovveeeeeieieeieeie e
D3 dugc cap Gidy chimg nhan thuc hanh tét Sé-.......... NEAY CAP: v

Co so chung t61 dé nghi S6'Y té chép thuan cho co s& dugc ban 1é thude thude
Danh muc thudc han ché ban 1é.

Chung t6i xin cam doan thuc hién day du cac van ban phap luat, cac quy ché
chuyén mén dugc ¢ lién quan, chép hanh nghiém su chi dao cia Bo Y té va SO Y té.

Nguoi dai dién phap luat/Nguoi duge iy quyén
(Ky, ghi ro ho tén, churc danh
dong dau (néu cé))
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Mau sb 01

Mau sb 02

Mau sb 03

Mau s6 04

Mau s6 05

Mau s6 06
Mau 56 07
Mau s6 08
Mau s 09
Mau s6 10

Mau s 11

Mau sb 12

Phu luc III
(Kém theo Nghi dinh sé 54/2017/ND-CP
ngay 08 thang 5 nam 2017 cua Chinh phu)

Pon hang xuat khau thudc gdy nghién, thudc hudng than, thude tién
chét, thudc dang phdi hop c6 chira dugc chit gdy nghién, thudc dang
phéi hop c6 chira dugc chat hudng than, thuéc dang phdi hop co
chtra tién chat

Pon hang xuat khau nguyén liéu lam thudc 13 duoc chét gay nghién,
dugc chat hudéng than, tién chat dung 1am thudc

B4o c4o nguyén liéu 1am thudc 1a dugce chit gy nghién, dugc chat
hudng than, tién chat dung lam thude, duogc chat trong danh muc
thude, duoc chit thudoc danh muc chét bi cAm sir dung trong mot $6
nganh, linh vyc sir dung dé san xuat thudc xuét khau

Pon hang xuat khau thudc phéng xa, thude trong danh muc thudc,
duoc chat thuoc danh muc chat bi cam st dung trong mot s6 nganh,
linh vuc; thudc doc

Pon hang xuét khau duoc chat trong danh muc thude, duoc chat
thudc danh muc chat bi cam st dung trong mot s6 nganh, linh vuc;
nguyén liéu doc lam thudc

Pon hang xudt khau duoc liéu thudc danh muc loai, chung loai dugc
liéu quy, hiém, dac hiru phai kiém soat

Pon dé nghi xuat khau thudc phai kiém soat dic biét khong vi muc
dich thuong mai

B4o c4o sb luong thude phai kiém soét dic biét da st dung phuc vu
kham bénh, chita bénh nhan dao

Mau Gidy phép xuit khau thudc giy nghién, thudc huéng than,
thuoc tién chat

Mau Gidy phép xuat khau nguyén liéu 1am thubc 13 duoc chét giy
nghié¢n, dugc chat hudng than, tién chat dung lam thude

Maiu Céng vin cho phép xuat khau thudc dang phdi hop cé chua
duoc chat gay nghién, thuéc dang phoi hop c6 chura dugc chat
huong than, thudc dang phoi hop co6 chira tién chat

Mau Cong vin cho phép xuit khau thudc phong xa; thude, duge chat
trong danh muc thudc, dugc chat thuoc danh muc chat bi cam su
dung trong mét s6 nganh, linh vuc; thuoc doc; nguyén li€u doc lam
thudc; thude, nguyén liéu lam thude trir thuoc phai ki€m soat dac biét



CONG BAO/S6 373 + 374/Ngay 26-5-2017 43

Mau s 13
Mau sb 14

Mau s 15

Mau s 16

Mau sb 17

Mau s6 18

Mau sb 19

Mau s6 20

Mau s6 21

Mau sb 22

Mau Cong vin cho phép xuit khau duogc liéu/thude ¢o truyén

Pon hang xuat khau thudc, nguyén liéu lam thudc dugc phép xuat
khau khong can giay phép cua Bo Y té theo quy dinh tai khoan 5
bicu 60 cua Luat dugc doi véi co sé co nhu cau cap giay phép

Pon hang nhdp khau vic xin/sinh pham/thudc hoa duge chua cé gidy
dang ky lIuu hanh thuoc tai Viét Nam, trr thuoc gay nghi¢n, thudc
hudng than, thudce tién chat, thudc dang phdi hop cé chira duge chat
gay nghién, thudc dang phdi hop c6 chira duoc chit hudng than,
thuoc dang phoi hgp co6 chira tién chat

Pon hang nhép khau thudc gy nghién/thudc hudng than/thude tién
chét/thudc dang phédi hop c6 chira duge chat gay nghién/thude dang
phoi hop ¢6 chira dugc chat hudng than/thude dang phoi hop cod
chtra tién chat chua c6 giay dang ky luu hanh thudce tai Viét Nam
Pon hang nhap khau thudc duogc liéu/thude ¢ truyén chua cé gidy
dang ky luu hanh thuoc tai Viét Nam

B4o cao két qua kinh doanh thudc gdy nghién/thudc hudng than/
thudc tién chat/thudc dang phoi hop cé chira dugce chat gay nghi¢n/
thuoc dang phoi hop c6 chira dugce chat hudng than/thudc dang phoi
hop ¢6 chira tién chat/thudc trong danh muc thude, duoc chat thude
danh muc chét bj cAm trong mot sb nganh, linh vuc

Danh muc vic xin/sinh pham/thuc hoa dugc chua co gidy ding ky
lwu hanh thudc tai Viét Nam dé nghi nhip khau dép tng nhu cau
diéu tri dic biét, trir thude gay nghién, thube huong than, thudc tién
chat, thuoc dang phoi hop c6 chira dugce chat gay nghién, thuoéc dang
phoi hop cé chura dugc chat huong than, thuéc dang phdi hop cod
chura tién chat

Danh muc thudc gay nghién, thube hudng than, thudc tién chét,
thuoc dang phoi hop c6 chtra dugce chat gay nghién, thudc dang phodi
hop c6 chira dugc chat hudng than, thuée dang phoi hop cod chua
tién chat chua co gidy dang ky luu hanh thudc tai Viét Nam dé nghi
nhap khau dap g nhu cau diéu tri dac biét

Danh muc thudc dugc liéu/thude c¢b truyén chua co gidy ding ky luu
hanh thuoc tai Viét Nam dé nghi nhap khau dap tig nhu cau diéu tri
dac biét

B4o céo vé viéc su dung thube nhap khau dap tmg nhu cau diéu tri
dac biét
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Mau sb 23

Mau s 24

Mau s6 25

Mau s6 26

Mau sb 27

Mau s6 28

Mau sb 29

Mau s6 30

Mau s 31
Mau s 32
Mau sb 33

Mau sb 34

Ban cam két ciia co s san xuat/co sé sé hitu gidy phép san pham
vé viéc dam bao chat luong vac xin, sinh pham nhap khau vao
Viét Nam

Danh muc sinh pham/thudc hoa duge chua cé gidy dang ky Iuu hanh
thudce tai Viét Nam dé nghi nhap khau dé vién trg, vién trg nhan dao,
trir thude gay nghién, thudc hudng than, thude tién chat, thuéc dang
phoi hop c6 chtta dugc chat gay nghién, thuéc dang phdi hop cod
chtra dugc chat hudng than, thude dang phoi hop c6 chira tien chat
Danh muc thudc hudng than, thude tién chat, thudc dang phdi hop co
chira dugc chat gay nghién, thuéc dang phoi hgop c6 chira dugc chat
hudng than, thude dang phoi hgp c6 chura tién chat chua cé gidy dang
ky luu hanh thudc tai Viét Nam dé nghi nhap khau dé vién trg, vién
tro nhan dao

Danh muc thudc duoc liéu/thude cb truyén chua co gidy ding ky luu
hanh thudc tai Viét Nam dé nghi nhap khau dé vién trog, vién trg
nhan dao

Pon dé nghi nhap khau thudc chua co gidy ding ky luu hanh thude
tai Viét Nam khong vi muc dich thuong mai

Mau Cong vin cho phép nhap khau sinh pham/thudce duoc liéu/thude
hoa dugc trir thuéc gay nghién, thuéc hudng than, thuoc tién chat,
thudc dang phdi hop c6 chira dugce chat gay nghién, thudc dang phoi
hop cé chura dugce chat hudng than, thuoc dang phdi hop cé chira
tién chat

Mau Gidy phép nhap khau thudc gay nghién, thubc hudng than, thude
tién chat

Mau Céng van cho phép nhap khau thudc dang phdi hop co chua
dugc chat gay nghién, thuéc dang phoi hgp c6 chira dugc chat
huong than, thudc dang phoi hop co6 chira tién chat

Mau Cong vin cho phép nhap khau thude ¢ truyén

Mau Cong van cho phép nhap khau thude khong vi muc dich thuong mai
Pon hang nhip khau thudc gy nghién, thudc hudng than, thude tién
chat, thudc dang phoi hop c6 chira dugce chat gay nghién, thudc dang
phoi hop ¢6 chtra dugce chat hudng than, thuée dang phoi hop cod
chtra tién chat c6 giay dang ky luu hanh thudce tai Viét Nam

Pon hang nhap khau thudc phong xa, thudc doc, thude trong danh
muc thudc, dugc chat thuoc danh muc chat cam st dung trong mot
s0 nganh, linh vuc c6 gidy dang ky luu hanh thuoc tai Viét Nam
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Mau s 35

Mau s 36

Mau sb 37

Mau s6 38

Mau sb 39

Mau s 40

Mau sb 41

Mau sb 42
MaAu sb 43

Mau sb 44

Mau sb 45
Mau sb 46

Mau sb 47

Mau s 48

MaAu sb 49
Mau sb 50

Pon hang nhap khau nguyén liéu lam thudc 1a duge chat giy nghién,
duoc chat hudng than, tién chat dung lam thuoc

Pon hang nhap khau nguyén liéu 1am thudc 13 duge chat, ban thanh phim
thudc, trr dugc chat gy nghién, dugc chat hudng than, tién chat
dung lam thudc

B4o c4o s lugng nguyén lidu lam thudc 1a dugc chat gy nghién,
duoc chat hudng than, tién chat dung lam thuoc, dugc chat trong
danh muyc thudc, dugc chat thuéc danh muc chat cam st dung trong
mot sO nganh, linh vuc stir dung trong san xuat thuoc

B4o cao két qua kinh doanh nguyén liéu 1a dugc chat gy nghién,
dugc chat hudng than, tién chat dung lam thuoc, dugc chat trong
danh muc thuoc, dugc chat thuc danh muc chat cam stir dung trong
mot s6 nganh, linh vuc

Pon d¢& nghi ban nguyén liéu 1am thudc phai kiém soat dic biét dé
pha ché tai co s&

Mau Gidy phép nhap khau nguyén liéu lam thudc 1a dugc chit gay
nghién, dugc chat hudng than, tién chat dung lam thude

Pon hang nhap khau ban thanh pham dugc liéu, dugc lidu chua co
gidy dang ky luu hanh tai Viét Nam

Pon dé nghi ban nguyén liéu 1am thudc dé pha ché tai co sé

Pon hang nhap khau ta duoc, vo nang, bao bi tiép xtc truc tiép voi
thudc, chat chuan

Mau Céng van cho phép nhip khau duoc chit (trir duge chat gay
nghi¢n, dugc chat hudng than, tién chat dung lam thuoc), ban thanh
pham dugc li¢u, t& dugc, vé nang, bao bi ti€p xuc tryc ti€p voi
thuoc, chat chuan

Mau Cong vin cho phép nhap khau duoc liéu

Daph muc ngl}yén liéq lam :[huf')c la glu’o’c chit, ta du’qc, ban thé,r,lh
pham thudc dé san Xl}ét thude theo ho so dang ky thude da co giay
dang ky luu hanh thudc tai Viét Nam

Bi4o c4o nhap khau 16 vic xin

B4o c4o nhap khau 16 thudc chua cé gidy ding ky luu hanh thudce tai
Viét Nam

Béo cao xuat khau, nhap khau vac xin

B4o cdo xuét khau, nhap khéu thude, nguyén li¢u lam thude
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Mau s6 07

CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

o DONDENGHI
XUAT KHAU TH}JOC PHAI KIEM SOAT DAC BIET
KHONG VI MUC PICH THUONG MAI

bién thoai
IETL TNO@I.c...c it e e e et e e e et e e e e e e e e e e eeeeanna

, S6 CMND/Thé cin cudc/HO chiéu/Cac gidy to trong duong khéc...................
CAP NEAY..evvveerreeeeennennn 11103 N o7 1 TSRS

Trong ndm 20......... , t6i/t(f) chtrc ¢ xuat khau thudc khong vi muc dich thuong
mai cac lan cu thé nhu sau (néu co):

Lan 1: Ngay nhan:.../.../20.....: Tén thude: - 36 luong: ; tri gia:

Lan 2: Ngay nhéan:.../.../20......: Tén thude: - sb lugng: ; tri gid:

Kinh dé nghi S& Y té cho phép t6i/tén to chirc mang ra khoi Viét Nam céc
thudc vdi so luong cu thé nhu sau:

Thanh phén, ham hrong Quy cach S6

TT Tén thuoc (nﬁng do) dong géi lwgng

To6i cam két cac thude trén chi dugce dung dé diéu tri bénh cho ban than toi/
(tén t6 chirc) cam két cac thude trén chi duge dung dé diéu tri bénh cho ban than
ngudi xuét canh thudce (tén to chirc).

T6i xin cam doan thyc hién nghiém tic va ddy du cic quy dinh vé quan ly
thudc xuat khau khong vi muc dich thuong mai. Néu vi pham t6i xin chiu hoan
toan trach nhiém trudce phap luat./.

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

(Ky, ghi vo ho tén)

(1): S& Y té dia phuong noi cira khau lam thii tuc nhap canh hodc noi ngudi bénh dang sinh song, tam trii hgp phap
hodc noi co s¢ dat tru s&

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

(3): Ngudi lam don ky. Truong hop t6 chirc xin nhan thudc dé sir dung cho cac ca nhan thudc té chire thi dai dién to
chure ky don (dong dau) va kém theo danh sach ngudi st dung thude.
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Mau s6 09
BO Y TE Gidp phép so:

GIAY PHEP XUAT KHAU

Bo Y té chirng nhan:
(Tén co sé xuat khau)
1a doanh nghiép chiu su diéu chinh cta cac diéu khoan phap luat lién quan dén
cac thude ndm trong danh muc thudc Cong udc..., duge phép xuit khau mat hang sau:
a/- Nha xuat khau:
= T I ettt sttt et
1A Chi: o
b/- Md ta chinh xac tén va khoi luong thudc duoc xuét khau, néu tén chung
Qudc té - INN, néu co:
Tén thudc (hoat chét, ham lwong/néng d4), dang bao ché, quy cach déng géi:
s0 hrong xuat khau (bang s6 va bang chir)
Téng khoi lwong nguyén lidu lam thudc phdi kiém sodt ddc biét....:
¢/- Nha san xuit:
= T I e ettt sttt st
e 5 T 1) 11 LR
d/- Nha nhip khau:
e <) 1 OO OO U PP UPPRRTPTR
1A Chi: o
Tudn theo gidy phép nhdp khdu sé:... ngay... cia...
Theo cdc diéu kién sau:
* Hang hoa s& duoc xuat qua cira khau:...
* Hang hoa khong duoc phép chuyén bang dudng buu dién.
* Gidy phép nay khong duoc trao doi.
* Gidy phép chi c¢6 gia tri cho mot 1an xuit khau.

* Co so phai thuc hién ding cic quy dinh hién hanh vé quan 1y, xuat nhap
khau, Iuu thong phan phoi thude theo Luat phap cua Viét Nam va cac Cong udc
Quoc té€ ma Viét Nam tham gia.

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

- ..., BO Cong an;

- ..., B0 Tai chinh;

- Chi cyc 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:

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:

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 Giap phép so:

GIAY PHEP XUAT KHAU

B§ Y té chirng nhén:
(Tén co sé xuat khau)
1a doanh nghiép chiu su diéu chinh cta cac diéu khoan phap luat lién quan dén
cac thuoc nam trong danh muc thudc Cong udc..., duge phép xuat khau mat hang sau:
a/- Nha xuit khau:

b/- Mo ta chin,h X2:1C tén Vél,khéi luong nguyén liéu 1am thude dugc xuat khau,
néu tén chung Quoc té-INN, néu co:
Tén nguyén liéu, tiéu chuan chat lwong: s6 lwong xuit khau
(bing s6 va bang chir)
¢/- Nha san xuit:

Tudn theo gidy phép nhdp khau sé:... ngay... cua...

Theo cac diéu kién sau:

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

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

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

* Co so phai thuc hién ding cic quy dinh hién hanh vé quan 1y, xuét nhap
khau, Iuu thong phan phoi thude theo Luat phap cua Viét Nam va cac Cong udc
Qudc té¢ ma Viét Nam tham gia.

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

- ..., BO 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:

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:

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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Mausb 11

BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phic

Sb: /...
V/v xuét khau thudc thanh phdm Ha N6i, ngay  thang  néim
dang phdi hop ¢o chira... '

Kinh giri: (Tén co so xuit khau)

Bo Y té nhan dugc Pon hang $0... ngay... cua co so vé viéc xuét khau thudc
thanh pham dang phdi hop c6 chua...;

Cin ctr Gidy phép nhap khau sd.... do......covvveeveeeeeenn. CAP NEAY...oovveerennn, ,

B0 Y té ¢6 ¥ kién nhu sau:

Pong y dé co sé xuat khau thude theo nhing ndi dung sau:

T T8I tAUOC ...
Tén thudc (hoat chét, ham lwong/néng d4), dang bao ché, quy cach déng géi:

s0 lrong xuat khau (bang s6 va bang chir)

* Khoi lwong nguyén liéu lam thudc phdi kiém sodt ddc biét....

2. Nha san xuat:

= T I ettt ettt sttt et ens

e 5 T 1] | PR

3. Nha nhap khau:

e <) 1 OO PP O UPOIUPPSRRUPPUR

4. Piéu kién xuit khau:

- Hang s& dugc xuit khau qua Cira KRAU .........c..cooveveeeeeeeeeee e
- Hang hoa khong duoc phép chuyén bang duong buu dién.

- Gidy phép nay khong duoc trao doi.

= GIAY PREP €O MIBU TUC. ... e
- Gidy phép chi c6 gia tri cho mét 1an xuat khau.

Co so phai thuc hi¢n cac quy dinh tai.......... va cac quy dinh vé duoc ¢ lién quan.
B0 Y té thong bao dé co sd biét va thuc hién.

Noi nhin: BO TRUONG
- Nhu trén;

- ..., B0 Cong an;

- Chi cuc Hai quan Cira khau...;

- 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.

Attn. Ha Noi, .
T Minister

- DAV (02 copies).
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Mau s6 12
BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
, Poc 1ap - Tw do - Hanh phic
So: /
V/v xut khau thuéc/nguyén Ha Noi, ngdy tha’ng nam

ligu 1am thude
Kinh gtri: (Tén co s& xuat khau)

B0 Y té nhan duoc Pon hang $0... ngay... cia co s0...;

Can cu...,

Bo Y té ¢ y kién nhu sau:

‘ DPong ¥ dé co s duoc xuat }(héu... khoan tai Pon I}a‘mg s6... ngay.... Pon hang
gom... trang,... khodn c6 dong dau xac nhan cia BO Y té.

Thudc/nguyén liéu 1am thude chi dfmg dé ,Xuét khau theo..., khong luu hanh tai
Viét Na’m. Co s0 phai chiu tré(’:h nhiém Yé chat lugng, 6 an toénq va s& hiru tri tué
cua thudc/nguyén li€u lam thude xuat khau tai thi truong nhap khau.

(No6i dung quan 1y quy dinh tai Nghi dinh tuwong tGng véi loai thudc, nguyén
liéu lam thudc xuat khau).

, Gié}/ ching nhan san phém du(_rc/GiéX ching nhan luu hanh ty €10 cf%a thuég
xuat kl}ﬁu d,u’(yc dinh kém Cong van nay (d61 voi trudng hop co sé xuat khau co dé
nghi cap gidy chirng nhan nay).

’CO’ sO& phai thyc hi‘én theo ding cac quy dinh hién hanh vé xuat nhap khau
thudc va cac quy dinh vé Duogc ¢6 lién quan.

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

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

Not nhiin: BO TRUGNG
- Nhu trén; :

- Luu: VT,....
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CONG HOA XA HOI 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

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

Nha méy san xuit dugc pham:
The pharmaceutical manufacturer:

Dia chi:
Address:

Puoc san xuét va luu 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:

TEN THUOC Name of product:
HOAT CHAT CHINH Active ingredient (s):
DONG GOI Packaging:

TIEU CHUAN CHAT LUONG: Specification:

HAN DUNG: Shelf-life:

SO PANG KY: Registration number:

BAN HANH KEM THEO QUYET PINH SO:  Which was approved in the decision:

GIAY PHEP CO GIA TRI PEN NGAY: This certificate is valid until:

Name of authorized person
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Mau s6 13
BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
o Doc 1ap - Tu do - Hanh phiic
So: /
V/v xuat khau dugc ligu/thude Ha NGi, ngay  thing  néim
cO truyén

Kinh giri: (Tén co s& xuét khau)

Bo Y té nhan duoc Pon hang s... ngay... clia co s0...;

Can cu...,

B0 Y té ¢6 ¥ kién nhu sau:

Pong y dé co s& duoc xuat khau... khoan tai Pon hang s6... ngay.... Pon hang
gom... trang,... khoan c6 déng dau xac nhan ctia Bo Y té.

Co sO phai chiu trach nhi¢m vé chat lugng, do an toan cua duoc liéw/thude cod
truyén va s hitu tri tué ddi véi thude co truyén (khong bao goém vi thube cd
truyén) tai thi truong nhap khau.

Co so phai thuc hién theo dung cic quy dinh hién hanh vé xuit nhap khau
thudc, nguyén liéu lam thudc, cac quy dinh vé duoc c6 lién quan.

Co s phai thuc hién theo diing cac quy dinh vé Luat phong, chong bénh truyén
nhiém va kiém dich y té bién giéi va cac quy dinh khac cta phap luat (d6i voi
truong hop xuét khau dugc licu).

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

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

Noi nhin: BO TRUONG
- Nhu trén;
- Luu: VT,....
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BAN CAM KET
COMMITMENT
Pam bao chit lwong vic xin, sinh pham
To ensure the quality of vaccine and medical biological products

Kinh giri: By Y té
138A, Giang V4§, Ha N¢i, Viét Nam
To: Ministry of Health of Viet Nam
138A Giang vo Street, Ha noi, Viet Nam

Tén co so nhap khau/Importer’s name:

bia chi/Address:

bién thoai /Telephone number Fax: Telex:

Tén co sO san xudt/so hiru gidy phép san pham/Manufacturer’s name/Product licence
holder’s name:

bia chi/Address:

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

We ensure that the following vaccines and medical biological products distributed by our
company:

1. (Tén vic xin/sinh phdm 1, quy cach dong géi, cong dung)/(Name of vaccine/biological 1,
packaging form, indications and uses)

2. (Tén véc xin/sinh phdm 2, quy cach dong géi, cong dung)/(Name of vaccine/biological 2,
packaging form, indications and uses)

- Puoc san xudt theo tiéu chuian GMP, dong thoi dat cdc yéu cau vé chat lwong vdc xin,
sinh phdm ciia co quan c6 tham quyén tai nuée san xudt.

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

- Vic xin, sinh phdam trén hién dang dwoc phép lwu hanh tai mede san xudt va dwoc cdp
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:

Chiing t6i xin chap hanh cdc ludt 1é va quy dinh trong linh viee vdc xin, sinh phdm ciia nieée
Céng hoa xd hdi chii nghia Viét Nam va chiu sw thanh tra kiém tra cia co quan c6 tham quyén
cua Viét Nam.

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

Chiing t6i xin hoan toan chiu trach nhiém truedc phdp ludt vé tiéu chudn chat lrong ciia vdc
xin, sinh phcfm tren.

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

..... , ngay..... thang...... nam...
Director of Supplier Director of Manufacturer
(Giam doc co so cung cap) (Giam doc co so san xudt)

Sign (ky, ghi ro ho tén) Sign (ky, ghi ro ho tén)
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Mau s6 27
CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

PON PE NGHI
NHAP KHAU THUOC CHUA CO GIAY PANG KY LUU HANH THUOC
TAI VIET NAM KHONG VI MUC PiCH THUONG MAI

Thoi gian song tai Viét Nam:

Trong nE}m 20--, téi/(,tén t6 chtrc) dd nhap khau thudc khong vi muyc dich thuong mai
cac lan cu thé nhu sau (néu c6):

Lan 1: Ngay nhan:.../.../20--: Tén thude: - sb lugng: ; tri gia:

Lan 2: Ngay nhan:.../.../20--: Tén thude: - sb lugng: ; tri gia:

Kinh dé nghi S Y t€ cho phép t6i/(tén t0 chtrc) mang vao Viét Nam céc thude véi s6
luong cu thé nhu sau:

Thanh phan, him luwong Quy cach S6

TT Tén thuoc (nﬁng d9) dong goi lwgng

Tdi cam két cac thudce trén chi duoc dung dé diéu tri bénh cho ban than to1/(tén to
chtre) cam két cac thude trén chi duoc dung dé diéu tri bénh cho ban than ngudi nhap
canh thudc (tén t6 chirc).

T6i xin cam doan thuc hién nghiém tic va ddy du cac quy dinh vé quan 1y thudc
nhap khéu khong vi muc dich thuong mai. Néu vi pham t6i1 xin chiu hoan toan trach
nhiém trudce phap luat./.

(Ky, ghi ro ho tén)
(1)Se Y té diq phuong noi cira khau lam tha tuc nhdp canh hodc noi nguodi bénh dang sinh séng hodc tam tra
hop phap hodc noi to chlic ngoai giao dat tru s&
(2) Tén ctia ca nhan dimg don hodc t6 chirc ¢6 thube nhap khau
(3) Truong hop t6 chirc xin nhan thude dé sir dung cho céc ca nhan thudc t6 chirc thi dai dién t6 chirc ky don
(d6ng dau) va kém theo danh sach nguoi s dung thuoc.
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Mau s6 28
BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic
So: R
V/v nhap khau... Ha Noi, ngay.... thang.... nam......

Kinh gtri: Co s0...ccvevvenneen.

Bd Y té nhan dugc Pon hang s0... ngay... cia co sé v€ vi¢c nhap khau....;

BO Y té ¢ y kién nhu sau:
‘ Pong ¥ dé co s nhap khéu:.. tai Pon hang so... ngéy... S6 luong:... Pon hang

gom... trang,... khoan c6 dong dau xac nhan cua Bo Y té.

Céac quy dinh cu thé twong tng véi hinh thire nhap khau (theo quy dinh tai
Nghi dinh).

Co so phé,i thuc, hién dung céc quy dinh hién hanh vé xuét nhap khau, luu
thong phan phoi thuoc va cac quy dinh vé dugc c6 1ién quan.

Don hang c6 gia tri....

B0 Y té thong bao dé Co sd biét va thuc hién./.

Noi nhin: BO TRUONG
- Nhu trén;
- Luu: VT,...
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Mau s6 29
BOY TE Giip phép so:

GIAY PHEP NHAP KHAU

Gidy chitng nhdn cho phép nhdp khdu so..../...-

(Cong wéc thdng nhat veé...)

B§ Y té chiing nhin:

Co s6...

’lé QOanh nghiép chiu su diéu chinh cua cac diéu khoan phég luat lién quan dén cac
thudc nam trong danh muc thudc Cong udc..., duge phép nhap khau mat hang sau:

a/- Nha nhap khau:

- Tén:...

- Dia chi:...

~ b/- M ta chinh xdc tén va khoi lugng thude duge nhp, néu tén chung Quoc té -INN,

neu co:

Tén thudc (hoat chat ham lu’0’ng/n0ng do), dang bao ché, quy cach déng géi:

s0 lwgng nhap khau (bing so va bang chir)
Tong khéi lwong nguyén liéu lam thudc phdi kiém sodt dic biét...:

¢/- Nha san xuat:

- Tén:...

- bia chi:...

d/- Nha xuit Khau:

- Tén:...

- bia chi:...

Theo céc diéu kién sau:

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

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

* Gidy phép nay khong duoc trao doi.

* Thot han hiéu luc:...

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

* Co so ppéi th},rc hién dung cac quy dinh hién hanh vé quan 1y, xu?it r}hép khau, luu
thong phan phoi thude theo Luat phap cua Viét Nam va cac Cong udc Quoc t€ ma Viét Nam
tham gia.

Noi nhén: Ha Noi, ngay..... thang....nam.....
T o BQ TRUONG

- ..., B0 Cong an;

- .., B0 Tai chinh;

- Chi cyc 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, ,

T Minister
- INCB;

- DAV (02 copies).
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Mau s6 30
BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
) Doc lap - Tw do - Hanh phic
So: oveeverannn
V/v nhap khé}u thudc thanh pham Ha Néi, ngay — thing — ndm
dang phoi hop c6 chura...

Kinh gtri: Co s6...

Bo Y té nhan du’gc Pon hang s6... ngély.,.. clia co sO vé V%éc nhap khéu thude
thanh pham d;mg phoi hgp cod (;hl'ra duoc 9h€1t gay nghién/‘thuf)c’ dang phoi hop co
chtra dugc chat hudng than/thudc dang phoi hgp co chura tién chat;

Can cu...,

B0 Y té ¢ ¥ kién nhu sau:

DPdng ¥ dé Co sé nhap khau thude theo nhirng ndi dung sau:

1. Tén thudc:

Tén thuoc (hoat chit, ham lwong/nong d9), dang bao ché, quy cich déng goi

2. SO lwong: (bang s6 va bang chi)

Tong khoi lwong nguyén lidu lam thubc phdi kiém sodt ddc biét....:

3. Nha san xuat:

- Tén:...

- Dia chi:...

4. Nha xuit khau:

- Tén:...

- Pia chi:...

6. Piéu kién nhip khau:

* Hang s& duoc nhdp vé qua ctra khau:...

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

* Gidy phép nay khong duoc trao doi.

* Gidy phép chi c¢6 gia tri cho mot 1an nhap khau.
* Co s0 phai thuc hién cac quy dinh tai... va cac quy dinh c¢6 lién quan.
B0 Y té thong bao dé Co sé biét va thyuc hién.

Noi nhin: BO TRUONG

ceey

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

IMPORT LICENCE

The Ministry of Health of Vietnam hereby certifies that:

Address:...

has been authorized the following importation:

1. Product name:

Name of drug (active ingredient, strength), dosage form, packing
2. Quantity: (in number and in word)

Amount of (name of controlled ingredient):

3. Manufacturer:

- Name:...

- Address:...

4. Exporter:

- Name:...

- Address.:...

6. 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

- DAV (02 copies).

(Xem tiép Cong bao s 375 + 376)



VAN PHONG CHINH PHU XUAT BAN

bia chi:

Dién thoai lién hé:
- N61 dung:

- Phat hanh:
Email:

Website:

In tai:

S6 01, Hoang Hoa Tham, Ba Pinh, Ha Noi

080.44417

080.48543

congbao@chinhphu.vn
http://congbao.chinhphu.vn

Xi nghiép Ban dd 1- Bo6 Qudc phong

Gia: 10.000 dong



