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PHAM VI

- Luat Dwoc 2016:
Chwong V: Bang ky, lwu hanh, thu hdi thudc va nguyén liéu [am thudc
Muc 1: Pang ky thudc, nguyén liéu lam thudc (Diéu 54, 55, 56, 57)

- Nghi dinh s6 54/2017/ND-CP: quy dinh chi tiet mét s6
dieu va bién phap thi hanh Luat dwoc

Chuwong V: bang ky lwu hanh dwoc liéu, ta dwoc, vo nang va
danh gia co s& SX tai nwéc ngoai

Muc 1: Pang ky lwu hanh duwoc liéu, ta dwoc, vé nang (Piéu 93, 94)
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Poi twong va yéu cau BKT

- Thuéc lwu hanh tai Viét Nam, trir cac trwérng hop:
+ Thudc pha ché theo don tai nha thudc va ban thudc nay tai co sé&

+ Thuoc chua cé giay DK duoc nhap khau theo don hang dé dap ¢ng
Viéc str dung trong mét sb trwedng hop (tham khao khoan 2 Diéu 60)

+ Thudc cb truyén SX tai CS KCB, BV dé st dung tai c& s& (Piéu 70)

- Nguyén liéu l1am thudc DK Iwu hanh, trir cac T/hop:
+ Dwoc chat dé SX thude theo hé so da duwoc cap gidy PK Iwu hanh

+ Nguyén liéu lam thudc chwa co6 giay DK Iwu hanh nhap khau theo
don hang trong mét sb trwdng hop (tham khao khoan 3 Diéu 60)
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Co s& dang ky thuoc

- Co s& dirng tén DKT:
+ Co s& TN: SX, ban buédn, xuat, nhap khau thubc, nguyén liéu thudc
+ Co s& NN: kinh doanh thudc, nguyén liéu thuoc cé VPBD tai VN
+ PK dwoc liéu: ngodi QP trén, con co co sé nudi trong, thu hai
- Quyén va trach nhiém: ‘ ‘ ,
+ Duwoc hwdng dan DKT; biét théng tin vé x ly hd so, cap SDK
+ Pwoc dé nghi thu hoi gidy PK lwu hanh do co s& dang ky
+ Phai théng bao cho CQ quan ly cac théng tin thay doi vé BKT
+ Phai lwu trir HS BKT va cung cap HS khi CQ quan ly yéu cau
+ Phai thwc hién cac yéu cau vé kiém tra co s& SX khi CQQL y/cau
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Yéu cau ve thuoc va CSSX

- Piéu kién thuoc dwoc cap giay Iwu hanh:
+ An toan, hiéu qua
+ SX tai co s& SX dap &ng diéu kién
+ SX theo quy trinh SX, nguyén liéu va dat tiéu chuan (B 102, 103)

- Panh gia viéc dap wrng GMP cua CS SX nwéc ngoai:
+ ThAm dinh HS lién quan dén diéu kién SX
+ Cdng nhan, thira nhan lan nhau vé két qua thanh tra GMP
+ Kiém tra trwc tiép tai co s& SX
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Hinh thirc dang ky thuoc

Cép gidy DK Iwu hanh - Chwa duoc cap gidy BKLH tai VN
- Puoc cap gidy BPKLH nhuwng c6 thay dobi:
thanh phan; ham lwong; dang bao ché;
dwdng dung; CSSX

Gia han gidy BK lwu Hét thei han hiéu Iwc cha gidy PK lwu hanh
hanh (chap nhan thay déi HS hanh chinh khi gia
han)

Thay déi, bd sung gidy  Giady PK Iwu hanh con hiéu lwc nhwng ¢ thay
PK lwu hanh ddi, bo sung trir cac thay doi néu & phan cap
gidy DK Iwu hanh.
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Tha tuc dang ky thuoc

- Tham quyen cap giay DKT, gia han, thay doi BS:
+ B6 trwdng BO Y té cap
+ H6i dong tw van cap giay DK lwu hanh tw van cho B6 trwdng
+ Chuyén gia tham dinh hoé so DKT
- Th&i han giai quyeét:
+ Cap giay DK Iwu hanh: 12 thang ké t khi nhan da HS; Gia han/

Thay d6i, bd sung: 03 thang ké thtr khi nhan da HS; Dworc liéu,
ta dwoc, vé nang: 06 thang

+ HS chwa dat, khdng dat phai tra 1&i bang van ban va néu ré ly do
+ HS ndp tai BO Y té

- Thé&i han hiéu lwc giady PKLH: 5 nam; 3 nam déi voi thubc
c6 yéu cau tiép tuc theo ddi AT-HQ
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Ho so cap giay PKLH

- Hé so hanh chinh:
+ PDon DK

+ Gidy phép VPDD (Co s& NN)/Gidy CN di DKKD duoc (co s& VN)

+ CPP, mau nhan gbc & nwéc sé tai (d0i voi thudc NN)

+ MA3u nhan dy kién LH & VN, théng tin thudc va cac tai liéu khac

+ Dbi voi DK d,u’c_yc liéu ma co s& bK la co SO nué[ trong, thu hai
khéng c6 giay CN du BKKD duwoc cé thé ndp giay CN DK DN

- H6 so ky thuat

+ HO so chat lwong

+ Ho so 1am sang (AT-HQ): Thudc mai, SP tham chiéu, vac xin...

+ HO so chirng minh twong tw vé CL-AT-HQ d6i véi SP twong tw

+ H6 so twong dwong sinh hoc doi véi thudc cé yéu cau BE
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Ho so’ gia han/thay doi

- H6 so’ Gia han:
+ Don DK
+ Giay phép VPDD (Co s& NN)/Giay CN du BKKD dwoc (co s& VN)
+ CPP (dbi vai thubc NN)
+ B4o cdo Iw hanh; bao cao AT-HQ (ddi v&i thude co y/cau); Giday PK
- H6 so thay déi, bo sung:
+Bon dé nghi
+ HO so ky thuat lién quan dén TB/BS

+ Gidy DK lwu hanh da dwoc cap
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PK Dworc liéu

- Cac trvorng hop phai dang ky LH:
+ Dworc liéu thudc danh muc DL ddc; DL lan dau tién s dung tai VN
+ DL d& nham lan, gid mao; DL dé bi anh hwéng vé chat lvong
+ DL thudc danh muc nudi tréng thu hai ddm bao cung trng
+ Ban thanh phdm DL (trtv SX ban thanh phdm dé SX thudc ctia CS)

- Céng bo tiéu chuan:
+ Khéng thubc cac tred'ng hop phai BK lwvu hanh
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Pang ky ta dworc, vo nang

- Pang ky ta dworc:
+ Ap dung TCCS
+ Khéng c6 trong DDVN hoac DD nwéc ngoai ma VN cong nhan
+ Trir trwrng hop TD dé SX thude da co gidy DKLH con hiéu lwe

- Pang ky v6 nang:
+ Vo nang phai BK Iwu hanh
+ Trtr trwdng hop vé nang dé SX thude da cé gidy DKLH con hiéu lyc
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vé bao cao

Kién nghi, gop y: tiép thu
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Lam rd, giai thich:
- Biét: tra Ii ngay
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