TONG CUC HAI QUAN CONG HOA XA HQI CHU NGHIA VIET NAM
CUC HAI QUAN TP. HO CHi MINH Pic lap - Ty do - Hanh phiic

sé: 3229/ HQHCM-GSQL Thanh phé H6 Chi Minh, ngay() 4 thdng 11 ndm 2020

V/v thay déi tén co s& san xuit hozc
co s& dong goi trén Phleu kiém
nghiém thudc

Kinh gui: Cong ty TNHH MSD HH VIET NAM
(Dia chi: 11-115 tang 22, E.Town Central, s0 11 dudng Doan Van Bo,
P. 12, Quéan 4, TP.HCM)

Cuc Hai quan TP. H6 Chi Minh nhan duoc cong van sb CVv/2020-
001/MSDVN ngay 28/10/2020 cua Céng ty TNHH MSD HH VIET NAM vé
vigc thay dbi tén CO S0 san xuat hodc co s& déng goi trén Phiéu klem nghi¢m
thudc. Lién quan dén van d& néu tai cong van, Cuc Hai quan TP. HS Chi Minh
¢6 y kién nhu sau:

Ngay 16/9/2020, Tong cuc Hai quan c6 cdng van s6 6068/T CHQ-GSQL
ve viéc tang cuong kiém tra thudc, nguyén lidu lam thudc nhap khéu, quy dinh
vé kiém tra chi tiét hd so hai quan, trong d6:

“3,1. Kiém tra thong tin ngum xuét khéu trén cac chimg tir thugc bo hd so
hai quan phai la co so cung cap thudc, nguyén lidu 1am thudc theo quy dinh tai
khoan 15 Dleu 91 Nghi dinh 54/2017/ND-CP (dugc sira d6i, bd sung tai diém d
khoan 48 Piéu 5 Nghi dinh 155/2018/NP-CP, cu thé nhu sau:

“a) Co 56 sdn xudt thudc, nguyén lidu lam thude nhdp khéu;

b) Co 50 s¢ hitu san pham hodc s¢ hiru gidy phep leu hanh ciia thuée,
dwoc chat nhap khau dwoc ghi trén Gidy chimg nhdn sén phdm dwoc déi voi
thudce dugc cap gidy ddng ky lheu hanh theo quy dinh tai Ludt dwoc va thude
chuwa c6 gidy ddng ky heu hanh tai Viét Nam;

¢) Co s6 nwoc ngodi dimg tén dang ky thude, nguyén liéu lam thudc c6
gzay dang ky lwu hanh thuéc, nguyén li¢u lam thuéc tai Viét Nam con hzeu luc
tai thoi diém thong quan nhung khéng phdi la co s quy dinh tai diém a, b
khoadn nay;

d) Cac co so da dwgc cdp Gidy phép hoat déng cia doanh nghiép nudc
ngoadi vé thudc va nguyen liéu lam thuoc tai Vigt Nam, gidy phep hoat déng cua
cong ty mede ngoai vé vac xin, sinh phdm y té va nguyén lidu sén xudt vic xin,
sinh phdm y té tai Viét Nam;

d) Truong hop co so cung cap la co s¢ quy dinh tgi diém ¢ hodc d hodc h
khoan nay thi phdi dugc co s¢ quy dinh tai diém a hogc b khoan nay iy quyén
bdng van ban dé cung cdp thudc vao Viét Nam, trir truong hop co so quy dinh
tai diém d va diém h khodn nay chinh la co s6 quy dinh tai diém a hodc diém b
khoan nay.



Vin ban 1y quyén bao gom gidy 1y quyen hodc gidy phép bdn  hang hodc
gtay chung nhdn quan hé doi tdc. Van ban uy quyén phdi dwoc thé hién bang
tzeng Viét hodc tzeng Anh va i thzeu ¢o cdac thong tin sau: Tén, dia chi cua co
SC uy quyen co s¢ dugc iy quyén; pham vi Iy quyén trong dé cé hoat déng
cung cdp thudc, nguyén liéu lam thude vao Viét Nam; thoi han iy quyén hodc
thoi han cho phép bdn hang; trach nhi¢m cia cdc bén trong viéc bao dam chadt

luang, nguén goc cia thubc, nguyén liéu lom thuéc cung cdp vao Viét Nam; chi
ky xdc nhdn cua cdc bén;

e) Co so cung cdp thube nhap khdu theo quy dinh tai cdc Diéu 67, 73 va
khodn 1 Diéu 74 ciia Nghi dinh nay khong phai thuc hi¢n quy dinh tai khodn
nay.

g Co s6 cung cap thudc nhdp khdu theo quy dinh tqi Diéu 68, Piéu 70
cua Nghi dinh nay khéng phdi thuc hién quy dinh tai diém d khoan nay;

h) Cdc co s dueoc cong bé theo quy dinh tai khodn 22 Piéu nay;”

34. Klem tra ndi dung Phiéu kiém nghiém phai pht hop voi quy dinh tai
khoén 14 Pidu 91 Nghj dinh 54/2017/ND-CP, cu thé nhu sau:

“a) Phiéu kiém _nghiém phai duoc thé hién bang tzeng Viét hodc tiéng
Anh. Truong hop Phiéu kiém nghiém chua dugc thé hién bang tiéng Viét hodc
tiéng Anh, phdi cé ban dich cong chimg ra tiéng Viét hodc tiéng Anh;

b) Truong hop co tir 02 co s6 tro lén tham gia sdn xudt thubc thi 16 :huoc
nguyén liéu lam thudc nhap khdu phdi c6 phzeu kiém nghiém cia co sé san xudt
hodc ctia co s¢ dong goi cudi cing hodc cia co sé chiu trdch nhiém xudt xuwong;

¢) Phiéu kiém nghzem phdi bao gom cdc thong tin sau: Thong tin hanh
chinh (tén, dia chi co sé san xudt, s6 Phiéu kiém nghiém, tén va chit ky cia
nguoi dugc giao trach nhiém, ngay phat hanh phzeu kzem nghiém) va thong tin
vé méu thuoc, nguyén liéu lom thuoc (tén san pham 56 16, han dung, tiéu chuan
chat lugng dp dung, chi tiéu chat luomg, yeu cdu chadt luomg, két qud kiém
nghiém, két ludn vé chdt lwong 16 san pham)

3.5. Kiém tra thdng tin vé thoi han hiéu lyc cia glay dang ky luu hanh san
pham glap phep nhép khdu. Cic théng tin thay ddi cia gidy dang ky luu hanh
san pham, gidy phép nhdp khéu phu hop voi cc van ban xac nhén cia Cyc
Quan ly dugc (neu ¢6). Trudng hop gidy dang ky luu hanh san pham, gidy phep
nhép khéu hét hidu luc theo quy dinh thi thue hién hiy to khai hai quan va xir ly
theo quy dinh cua phap ludt.”

Pé nghi Qui cong ty nghién ctu cac quy dinh trén dé thyc hién.



Cuc Hai quan TP. H Chi Minh huéng din d& Qui cong ty dugc biét.
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Noi nhén:

- Nhur trén;

- b/c Cyc trudng (dé béo céo),

- Cac bfc Pho Cuc truom (de bidt);

- Cyc Giam sat quan ly ve Hai quan (dé brc);
- Phong Cong ngh¢ thong tin (& dang web);
- Luu: VT, GSQL. Hién(03b). (L
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