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PHAN VAN BAN QUY PHAM PHAP LUAT
BOQ Y TE - BQ TAI CHINH - BO CONG THUONG

BOY TE - BQ TAI CHINH- CONG HOA XA HQI CHU NGHIA VIET NAM

BO CONG THUONG Péc 1ap - Tu do - Hanh phiic
S6: 50/2011/TTLT-BYT-BTC-BCT Ha Néi, ngay 30 thang 12 nam 2011
THONG TU LIEN TICH

Huwéng din thue hién quan 1y nha nuéce vé gia thude ding cho nguoi

Can ctr Luat Dugc s6 34/2005/QH11 ngay 14 thang 6 ndm 2005 ctia Qudc hoi;

Can ctr Phap I¢nh Giérsc‘) 40/2002/PL-UBTVQHI10 ngay 26 thang 4 ndm 2002
cua Uy ban thuong vu Quoéc hoi;

Can ctr Nghi dinh s6 79/2006/ND-CP ngay 09 thang 8 nam 2006 cua Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Luat Duoc;

Can ctr Nghi dinh sO 170/2003/ND-CP ngay 25 thang 12 nam 2003 cta Chinh
phu quy dinh chi tiét thi hanh mot s6 diéu cua Phép 1énh Gia;

Can ct Nghi dinh s6 75/2008/ND-CP ngay 09 thang 6 nam 2008 cua Chinh
phtl vé viéc sira d6i, bo sung mot sd diéu cua Nghi dinh s6 170/2003/ND-CP ngay 25
thang 12 ndm 2003 cua Chinh phu quy dinh chi tiét thi hanh mot sé diéu cta Phap
Iénh Gia;

Can ct Nghi dinh s6 84/2011/ND-CP ngay 20 thang 9 nam 2011 caa Chinh
phu quy dinh vé xur phat vi pham hanh chinh trong linh vuc gia;

Can cu Ngh1 dinh s6 93/2011/ND-CP ngay 18 ngay 10 nam 2011 cia Chinh phu
quy dinh vé xir phat vi pham hanh chinh vé thudc, m§ pham va trang thiét bi y té,

Lién tich B6 Y té, BO Tai chinh va B§ Cong Thuong hudng dan thuc hién
quan 1y nha nuée vé gia thude dung cho ngudi nhu sau:

Chwong I
QUY DINH CHUNG

Diéu 1. Pham vi diéu chinh

Thong tu nay huéng dan thuc hién quan 1y nha nudc vé gia thudc thanh pham
bao gom: ké khai, ké khai lai gia thudc; niém yet gia thubc; quan Iy gia thuoc do
ngan sach nha nudc, bao hiém y té chi tra va ngudn thu vién phi; tham quyén, trach
nhiém cta cac co quan, co s¢ trong vi¢e thue hién cac quy dinh vé _quan ly g1a
thuoc thanh tra, kiém tra viéc chap hanh cac quy dinh ctia nha nudc vé quan 1y gia
thudc tai Viét Nam.
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Piéu 2. Poi twong ap dung

Thong tu ndy ap dung d6i v6i cac to chiic, c4 nhan Viét Nam va té chuc, ca
nhan nudc qgoéi duoc phép hoa‘g dong san xué‘g, nhap khau, uy thac nhap khau,
dang ky thudc hodc dugc uy quyén dang ky thudc, dat gia cong, ban budn, ban l¢
thudc (sau day goi chung 1a co so kinh doanh thutc); cac co s¢ kham bénh, chira
bénh tai Viét Nam; cac co quan, t6 chirc, c4 nhan lién quan dén viéc quan 1y nha
nuéc vé gia thude.

Piéu 3. Nguyén tic quan Iy nha nwée vé gia thudce

1. Nha nu6e quan ly gia thudc theo nguyén tic: cac co s¢ kinh doanh thudc tu
dinh gid, canh tranh vé gia, chiu sy kiém tra, kiém so4t cua co quan quan ly nha
nudc ve gia thudc theo quy dinh tai Luat Duoc, Ngh} dinh s 7 9/2006/NB ‘CP ngay 09
thang 8 nam 2006 cia Chinh phu quy dinh chi tiét thi hanh mét s6 diéu cua Luat
Dugc, Thong tu nay va cac van ban quy pham phép luat khac cé lién quan.

2. Nha nude sur dung cac bién phap binh on gia thude trén thi truong dé dap
ung nhu cau vé€ thuoc phuc vu cong tdc cham soc, bao v¢ va nang cao stc khde
nhan dan.

3. Céc co s¢ kinh doanh thudc phéi thyc hién day du cac huéng dan vé ké khai,
ké khai lai, niém yéit gia thudc va chju trach nhiém trudc phép luat vé gid ké khai,,
ké khai lai, niém yét va gid ban thudéc theo quy dinh tai Luat Dugc, Nghi dir}h SO
79/2006/ND-CP ngay 09 thang 8 ndm 2006 cua Chinh phu quy dinh chi tiét thi
hanh mdt s6 di€u cua Luat Dugc, Thong tu nay va cac van ban quy pham phép luat
khac ¢o lién quan.

4. Co quan quan ly nha nude vé gia thudc (Cuc Quan 1y duoc - B6 Y té va S&
Y té cac tinh, thanh phd truc thudc Trung wong) cé trach nhiém xem xét tinh hop
1y cua gia thude, khong thuc hién vi¢e phé duyét gia thude do co so tu ké khai va
ké khai lai.

5. Viéc quan ly gia thudc duoc t chirc theo co ché phan cép giita co quan quan
1y nha nudc vé gia thuéc ¢ Trung vwong va dia phuong theo dia ban va linh vyec.

Picu 4. Giai thich tir ngir

1. Céc loai gia thudc gdm c6:

~a) Gia nhap khau 1a gia da bao gbm gia tri thudc tinh theo gia ban cua nudce
xuat khau, chi phi bao hiém, cudce phi van chuyén tir nudce xuat khau dén cang Viét
Nam (goi tat 1a gid CIF) va khong bao gom thué nhéap khau (néu co);

b) Gia CIF dy kién 1a gia CIF do co so san xuét thudc hodc co s¢ duge uy
quyén dang ky thudc ké khai véi co quan quan ly nha nudc khi nop hé so dang ky
thudc hodc ké khai lai khi c6 nhu cau diéu chinh ting gia CIF so véi gia di ké khai,
ké khai lai lién ké trude do;

¢) Gia CIF thyc té 1a gia CIF duoc ghi trén to khai hang hoa nhap khau tai Hai
quan;
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d) Gi4 thanh cua thudc san xuét trong nudc: 13 gia thanh toan bo, tinh bang chi
phi nguyén liéu, nhién li€u tryc ti€ép cdng (+) chi phi nhan cong tryc ti€p cong (+)
chi phi san xuat chung cong (+) chi phi tai chinh (tra 1ai vay néu co) cong (+) chi
phi quan ly trtr (-) chi phi phan b6 cho san pham phu (néu ¢o);

d) Gia ban budn 1 gia ban giita cac co so kinh doanh thudc véi nhau hoic gia
ban cua co so kinh doanh thudc cho cac co sé kham bénh, chira bénh;

e) Gia ban budn dy kién 13 gid ban budn do co sé san xuit trong nudc, co sO
nhap khau, co s& uy thac nhap khau, co sé dat gia cong thuoc ké khai, ké khai lai
v6i co quan quan Iy nha nude vé gia thuoc;

g) Gia ban 1é du kién 13 gia ban 1¢ du kién ban cho nguoi st dung do co sé san
xuat trong nudc, co sé nhap khau ké khai, ké khai lai véi co quan quan 1y nha nudc;

h) Gi4 ban 1¢ 1a gid ban thudc truc tiép cho nguoi str dung tai cic co s ban 1é.

2. Ké khai gia thudc 13 viéc co so kinh doanh thudc béo cdo véi co quan quan
1y nha nudc veé gid nhdp khau, gia thanh, gid ban budn du kién, gia ban 1¢ dy kién
theo hudng dan tai Thong tu nay va cac quy dinh cua phap luat vé gia co6 1ién quan.

3. Ké khai lai gia thudc 1a viéc co sé kinh doanh thudc bao cdo véi co quan
quan Iy nha nudc vé gia nhap khau, gid thanh, gid ban budn du kién, gia ban 1¢ du
kién khi c6 nhu cau diéu chinh tang gid thudc so véi gia da ké khai hodc ké khai lai
lién ké trude d6 theo hudng dan tai Thong tu nay va cac quy dinh khac ctua phap
luat vé gia c6 lién quan.

4. Niém yét gia thudc 1a viéc co so kinh doanh thube cong khai gia ban thude
bang cach in, dan, ghi gi4 ban 1én bao bi chira dung thuoc hodc bao bi ngoai cua
thudc hodc thong bdo cong khai trén bang, trén gidy hodc bang cac hinh thurc khac
dugc dit, de€, treo, dan tai noi ban, cung ung thuoc theo huéng dan tai Chuong II1
Thong tu nay.

Piéu 5. Pong tién ap dung khi thue hién ké khai, ké khai lai va niém yét
gia thuoc

1. Ké khai, ké khai lai gia CIF theo ddng tién Viét Nam kém theo thong tin vé
ty gia quy doi tor dong ngoai t€ s dung sang dong tién Viét Nam tai thoi diém ké
khai gia.

Ty gia quy d6i ngoai té dugc tinh theo ty gia thuc té cic co s kinh doanh
thuoc da thanh toan vé&i Ngan hang (noi td chirc, ca nhan san xuat kinh doanh
giao dich) khi vay hoac khi mua ngoai t¢ dé mua hang hoa. Trudong hop cac co s&
kinh doanh thudc chua thanh toan véi Ngan hang thi tinh theo ty gia ban ra cua
Ngan hang thuong mai noi t6 chirc, ca nhan da vay hodc mua ngoai té tai thoi
diém tinh gia.

2. Ké khai, ké khai lai va niém yét gia ban budn, gia ban 1¢ du kién tai Viét
Nam bang dong tién Viét Nam (la gid da bao gdm thué gia tri gia tang).
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Chuong I1
HUONG DAN VE KE KHAI, KE KHAI LAI GIA THUOC

Piéu 6. Hd so, trinh tw va thi tuc ké khai gia thudc
L Trinh tu va thi tuc ké khai gia thudc d6i véi thude nhap khau dang ky, nhap
khau vao Viét Nam:

a) Khi nop ho so ding ky mdi thudc nudc ngoai, co s sdn xuat thue nude
ngoai (hoac co so dél}g ky thuég trong truong hop dugc uy quyén) thuc hién viéc
ké khai gia CIF du kién nhdp khau dén cang Viét Nam,;

b) Khi,nép ho so dang ky lai, trudng hop gia CIF diéu chinh tang solvéri gia
CIF du kién da ké khai, ké khai lai con hi¢u luc thi co so séq xuat thudc nudc
ngoai (hodc co s& dang l,q'/ thudc trong truong hop duogc uy quyén) thuc hién viéce
ké khai lai gid CIF du kién theo quy dinh tai Diéu 7 Thong tu nay.

’ c¢) Khi :[huéc da du:gc cap s dang ky (hodc 5‘15 du:qc cap gidy phép nhap khau
do1 véi thuoe chua co so gTéng ky), co s& nhap khéu thuoc thuc hién ké khai cac loai
gia sau trude khi dua thudc ra luu hanh 16 hang dau tién trén thi truong Viét Nam:

- Gi4 CIF thuc té tai cang Viét Nam;

- Gia ban budn duy kién;

- Gi4 ban 1¢ dy kién (néu co so c6 dang ky hinh thirc kinh doanh ban 18);

Céc chuyén hang nhp khéu tiép theo, co s6 nhap khau khong phai thuc hign
ké khai néu khong co6 di€u chinh tang gia.

d) Déi véi truong hop thude nhap khau Qy thac, co s& uy ‘Ehéc nhap khau phai
thuc hién viéc ké khai theo quy dinh tai diém ¢ khoan 1 Biéu 6 Chuong II cua
Thong tu nay.

2. Trinh ty va thi tuc ké khai gia thudc d6i voi thude san xuét tai Viét Nam:

a) Khi thuég da duoc cap sb dang ky, co so sdn xuat thudc trong nudc (hodc co
so dang ky thuoc trong truong hop CFu:o’c‘ uy quyén) thuc hién ké khai cac loai gia
sau trude khi dua thude ra luu hanh 1an dau tién trén thi truong:

- Gia thanh;

- Gia ban budn dy kién;

- Gi4 ban 1¢ dy kién (néu co so dang ky hinh thtrc kinh doanh ban 18).

Cac 16 sg”m xuat tiép theo, co s& san xuét trong nudc hoac co s& duoc iy quyén
dang ky thuoc khong phai thuc hién ké khai gid néu khong c6 di€u chinh tang gia.

b) Boi V(?'i truong hop thube trong nudc duge san xuat giqa cong thi co 50 dat
gia cong thudc phai thuc hién ké khai gia theo quy dinh tai diém a khoan 2 Diéu 6
Chuong II cia Thong tu nay.
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3. Ho so ké khai gia thudc:
, HO so ké khai gia dugc lap thanh 02 bcf); 01 bo gui Cuc Quan ly dugc - B Y

te, 01 bd luu tai co sd. HO so ké khai gid thudc thuc hi¢n nhu sau:

a) Ké khai gia thudc khi nop hd so ding ky méi thude nhap khau:

- Bang ké khai gia thubc: Mdu sé 1-GT.

b) Ké khai gia thudc nhap khau trudc khi dua ra luu hanh trén thi trudng:

- Bang ké khai gia thubc: Mdu sé 2-GT.

c¢) Ké khai gia thudc san xuét tai Viét Nam truéce khi dua ra e hanh 1an dau
tién trén thi truong:

- Bang ké khai gia thubc: Mdu sé 3-GT.

Piéu 7. Ho so, trinh tw va thi tuc ké khai lai gia thude

1. Co s6 kinh doanh thudc phai thyc hién viéc ké khai lai gid thudc khi cé nhu

cau diéu chinh tang gia so voi gia thudc da duge ké khai hodc ké khai lai lién ke
trudc dé voi co quan quan Iy nha nudc vé gia thudc trong cac truong hop:

a) Piéu chinh ting gia CIF cua thudc nhap khau (khi gia CIF tinh theo ngoai té
thay doi);

b) Piéu chinh ting gia ban budn hodc gia ban 1 (néu c6) cua thudc nhap khau
vao Viét Nam.

¢) Diéu chinh ting gia ban budn hodc gia ban 1& (néu co) cia thude san xuit tai
Viét Nam;

2. H6 so ké khai lai gia thudc:

Ho so ké khai lai gia thube duoc 1ap thanh 02 bg: 01 bo gu’l Cuc Quan ly dugc -

Bo Y té hodc So Y té, 01 bo luu tai co sd. HO so ké khai lai gia thubc bao gom cac
tai liéu sau:

a) Ké khai lai gia CIF cua thudc nhap khau vao Viét Nam:

- Cong vin veé viéc ké khai lai gia thudc: Mdu sé 4-GT:;

- Bang ké khai lai gia thubc: Mdu sé 5-GT:;

b) Ké khai lai gi4 ban budn, gia ban 1¢ (néu c6) ciia thudc nhap khau vao Viét Nam:

- Cong van veé viéc ké khai lai gia thudc: Mdu sé 4-GT:;

- Bang ké khai lai gia thubc: Méu sé 6-GT.

c) Ké khai lai gia ban budn, gia ban 1é (néu c6) ctia thudc san xuét tai Viét Nam:

- Cong van veé viéc ké khai lai gia thudc: Mdu sé 4-GT:;

- Bang ké khai lai gia thubc: Méu sé 7-GT.

Diél} 8. Thim quyén, trach nhiém ciia cic co quan quan ly nha nuéc vé
gia thuoc, co' s kinh doanh trong viéc thue hién quy dinh vé ké khai, ké khai
lai gia thuoc

1. Thim quyén tiép nhan hd so ké khai, ké khai lai gia thudc:
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a) Cuc Quan ly dugc - BO Y té tiép nhan:

- Ho so ké khai gia thuc nhap khau ding ky, nhap khau vao Viét Nam;

- HO so ké khai lai gia thuc nhap khau;

- H) ké khai gia thudc san xuét tai Viét Nam.

b) S& Y té cac t,inh, thanh phé truc thudc Trung uong tiép nhan Ho so ké khai
lai gia thuoc san xuat tai Viét Nam c6 tru s¢ san xuat thudc dong trén dia ban;

¢) Co quan quan ly nha nudc vé gia thude (Cuc Quan ly dugc - BO Y té va SO
Y té cac tinh, thanh phd truc thudc Trung wong) tra gidy tlep nhan hd so ké khai
gia thudc trong ngay lam viéc cho cac co so kinh doanh khi tién hanh nop hg so ké
khai, ké khai~ lai gia thudc. Gi@y ti€p nhan ho so ké khai, ké khai lai gia thudc thuc
hién theo Mau so 8-GT va Mau so 9-GT.

2. Trach nhiém cua co quan quan 1y nha nudc vé gia thudce:

Co quan quan ly nha nudc vé gia thudc khong thuc hién viéc phé duyét gia
thu{)c do cac co s¢ tu ké khai ma thuc hién giam sat viéc ké khai va ké khai lai gia
thudc nhu sau:

a) Pdi v6i truong hop ké khai gia thude:

Trong thoi gian ké tir thoi diém ké khai gia thude den thoi diem hét hiéu lyc
cua s6 dang ky hoac giay phép nhap khau thudc chua c6 s6 dang ky, truong hop
phat hién gia thudc ke khai chua hop ly thi Cuc Quan 1y dugc - Bo Y t€ s€ co ¥
kién bang van ban néu 10 1y do va dé nghi co s& xem xét lai gia thudc ké khai trén.

b) Bdi véi truong hop ké khai lai gia thudc:

Cham nhat 17 ngay lam viéc ké tir ngdy nhan dugc du HO so ké khai lai gia
theo dung huéng din, néu phat hi¢n gia thudc ké khai lai khong hop 1y thi Cuc

Quan ly duoc - B Y té hodc So'Y té cac tinh, thanh phd truc thudc Trung wong s&
c6 v kién bang van ban vé gia thudc ké khai lai va néu rd 1y do.

¢) Can ctr dé xem xét tinh hop 1y cua gia thude ké khai, ké khai lai:

- Chi phi nhap khau, gia thanh toan b, chi phi luu thong thube xac dinh theo
cac quy dinh phap luét hi¢n hanh,;

- Mit bang gia thudc trén thi truong trong nude, khu vuc va thé giéi;

- Bién dong ctia cac yéu t6 chi phi dau vao nhu nguyén liéu, nhién liéu, ty gia
va mot sO chi phi khac.

3. Co quan quan ly nha nudc vé gia thudc, ngudi c6 tham quyén trong qua

trinh kiém tra, klem S04t vé g1a thudc néu phat hién co so kinh doanh thudc vi
pham cac quy dinh vé quan 1y gia thudc thi thyc hién nhu sau:

Xu ly, chuyén co quan c6 thim quyén xtr 1y vi pham theo quy dinh tai Diéu 17
Nghi dinh s6 93/2011/ND-CP ngay 18/10/2011 cua Chinh phu v€ viéc quy dinh xur

phat vi pham hanh chinh vé thuéc, my pham va trang thiét bi y té va cac van ban
phap luat khéc lién quan dén vi pham quy dinh vé quan 1y gia thude.
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Trong thoi gian chuyén co quan c6 thim quyén dé xur 1y vi pham, tuy theo tinh
chat va mirc d0 cua hanh vi vi pham (vi pham nhiéu 1an hodc nhi€éu méat hang hoac
c6 nhiéu hanh vi vi pham vé quy dinh vé quan ly gi4 thuoc), co quan quan ly nha
nudc ve gid thudc xem xét ap dung bién cac phap:

a) Tam ngimg tiép nhan, xem xét: hd so ding ky thude, hod so dang ky hoat
dong cua doanh nghiép nudc ngoai vé thube va nguyen li¢u lam thuoc tai Viét
Nam, hd so dang ky thong tin, quang cao thudc d6i v6i co s san xuat hodc co so
duogc uy quyén diang ky thude trong cac truong hop:

- Khong thuc hién ké khai, ké khai lai; ké khai khong day du gia thudc theo
quy dinh;

- Khong tién hanh xem xét diéu chinh lai gia dd ké khai sau khi c6 ¥ kién bang
van ban cua co quan quan ly nha nudc veé gia thuoc;

- Ban thudc cao hon gid da ke khai hodc ké khai lai dang c6 hiéu luc;

- Khong thong bao cho khach hang gia thudc ké khai, ké khai lai dang c6 hiéu luc.

b) Tam ngimg tiép nhan, xem xét hd so nhap khau thude chua c6 sb ding ky
doi véi co so nhdp khau hoac uy thac nhap khau trong truong hop:

- Khong thuc hién ké khai, ké khai lai; ké khai khong day du gia thudc theo
quy dinh;

- Khong tién hanh xem xét diéu chinh lai gia da ké khai sau khi ¢ ¥ kién bing
van ban cua co quan quan ly nha nudc vé gia thudc;

- Ban thudc cao hon giad da ke khai hodc ké khai lai dang c6 hiéu luc;

- Khong thong béo cho khach hang gia thude ké khai, ké khai lai dang c6 hiéu lyc.

¢) Truong hop cic co sé ban thude cao hon gia da ké khai, ké khai lai dang c6
hi¢u luc ma khong ti€n hanh ké khai lai theo diang quy dinh, co quan quan ly nha
nudc vé gid thuoc ap dung cac bién phap xur 1y tai di€m a, b khoan 3 Bi¢u 8 Thong
tu nay, dong thoi yéu cau co sé phai di€u chinh gia ban phu hop, khong cao hon
miuc gia da ké khai, ké khai lai dang c6 hi€u lyc trudc thoi diém tang gia.

4, BO Y té thanh 1ap TH cong tac lién nganh xem xét viéc ké khai, ké khai lai
gia thudc cua co so, d€ xuat chu truong, y kién xtr 1y cac truong hop ké khai, ké
khai lai gia thudc khong hop ly. Thanh phan T6 cong tac lién nganh gom: dai dién
Bd Y té (Cuc Quan ly dugc - co quan chu tri, Vu Ké hoach - Tai chinh), dai dién
B¢ Tai chinh (Cuc Quan ly gia, Cuc Tai chinh doanh nghiép) va dai dién B§ Cong
Thuong (Vu Thi truong trong nudce).

5. SO Y té cac tinh, thanh phd tryc thuéc Trung wong thanh lap T6 cong tac
Lién nganh xem xét viéc ké khai lai gla thudc clia cac co so san xuat trong nudc co
tru so tai dia ban dia phuong, dé xut kip thoi ¥ kién xur 1y cac truong hop ké khai
lai khong hop 1y. Thanh phan T6 cong tac Lién nganh tai dia phuong gom: dai dién
So Y té - chu tri, dai dién S¢ Tai chinh va dai dién S& Cong Thuong.
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6. Quyén va trach nhiém cua cic co sé kinh doanh thudc
_ a) Co so¢ kinh doanh thudc ¢o quén tu dinh gia thuéc do co s¢ kinh doanh,
déng thoi co tgéch nhiém thyc hi¢n day du 92’10 quy dinh vé lgé khai, ké khai lai gia
thudc, niém yet gia va cac quy dinh khac vé quan ly gia thudc tai Thong tu nay va
cac van ban quy pham phap luat co lién quan; chiu trach nhiém trudc phap luat Ve
g1a ké khai, ké khai lai, gia niém yét va cac sb liéu, tai lidu bao céo, thong tin vé
gia do co so cung cap;

b) Truong hop co quan quan ly nha nude vé gia thude co y kién ddi véi gia
thuoc do co s¢ kinh doanh ‘ghuég ké khai, ké khai lai, trong thoi han 30 ngay ké tu
ngay co s¢ nhan dugc y kién bang van ban cua co quan quan ly nha nudc, co so
kinh doanh thudc c6 quyen kién nghi, giai trinh vé y kién ciia co quan quan 1y nha
nude, sau thoi han trén néu co sé khong co y kién thi hd so ké khai, ké khai lai
khong con gia tri va co so phai thue hi¢n theo cac y kién cua co quan quan 1y nha
nudc doi voi gia thude ké khai, ke khai lai cta co so;

¢) Trong qua trinh kinh doanh thudc:

- Co so nhap kh"flu, CO SO san X}lﬁ,.t thube trong nudc, co sé uy thac nhép‘khéu, co
so dat gia cong thude phai cung cap cho khach hang cua minh thong tin vé gia ban
buon du lgién, gia ban 1¢ du kién (néu cé) dang c6 hi¢u lyc ma co s¢ da ké khai, ké
khai lai bang hinh thtrc thong bdo trén gidy hodc ghi trén hda don ban hang;

- Co s¢ ban budn thudc 0511} clr vao gia ban buén du kién do co so cung cap
thudc thong bao va thong tin vé gia thude ké khai, ké khai lai dugc cong bo trén
trang thong tin dién tir cuia Cuc Quan 1y duoc - BO Y té dé tu dinh gia thude do co
so ban ra khong cao hon gia ban budn dy kién do co s¢ nhap khau, co sé san xuét
trong nudc, co s uy thac nhap khau hoic co s dit gia cong thude di ké khai, ké
khai lai dang c6 hiéu luc;

- Truong hop co s¢ ban thudc véi gia thap hon gia da ké khai, ké khai lai thi
phai tuan thua quy dinh ctia phap luat vé chong ban pha gia.

7. Bao cao dinh ky vé ké khai lai gia thudc:

Trudc ngay 10 hang thang, S¢ Y € bao cdo BO' Y t€ (Cuc Quan ly dugce - B Y 6)
bang vin ban va bang thu dién tir (theo dia chi email: quanlygiathuoc@dav.gov.vn)

v€ tinh hinh k€ khai lai gia thudc clia cac co sé san xudt trong nudc cd tru so tai dia
ban dia phuong (Mdu sé 10-GT).

Chuwong 111
HUONG DAN VE NIEM YET GIA THUOC

Piéu 9. Niém yét gia tai co s¢ ban budn thudce

Céc co s& ban budn thude thue hién viée niém yét gia ban buodn tung loai thube
bang cach thong bao cong khai trén bang, trén gidy hodc bang cac hinh thurc khac
duoc dat, de, treo, dan tai noi giao dich, ban thudc, thuén tié€n cho vi¢c quan sat cua
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khach hang va khong dugc ban cao hon gia di niém yét. Gia ban budn niém yét
ctia co s& ban budn thudc khong dugc cao hon gia ban buon du kién do co so san
xuat, nhap khau da ké khai, ké khai lai vé1 co quan quan ly nha nudce ve gia thuoc.

Piéu 10. Niém yét gia tai co' s& ban 1é thudc

Céac co s& ban 1é thude thuc hién viéc niém yét gia ban 1¢ tung loai thude br?lng
cach in hodc ghi hoac dan gia ban 1€ trén bao bi chtra dung thuoc hoac bao bi ngoai
cua thudc, ddm bao khong che khuat ndi dung ctia nhan goc va khong duge ban
cao hon gia da niém yet.

Piéu 11. Niém yét gia thudc tai cic co sé ban 1é trong co sé kham bénh,
chira bénh

1. Co s& ban 1é thude trong co s& kham bénh, chita bénh thuc hién viéc ni€ém
y€t gia ban 1¢ thuoc theo hudng dan tai Pi€éu 10 ciia Thong tu nay.

2. Gia ban 1¢ thudc do co s ban 1é thudc trong co s¢ kham bénh, chita bénh
niém yét phai thyc hién theo quy dinh vé thing sb ban 1¢ t6i da ciia Bo Y té.

3. Giam ddc co s kham bénh, chita bénh chiu trach nhiém vé viéc thuc hién
cac quy dinh v€ quan ly gia thuoc cia co sé ban 1¢ nam trong co s& kham bénh,
chita bénh do minh quan ly.

Chuong IV

QUAN LY GIA THUOC DO NGAN SACH NHA NUGC, BAO HIEM
Y TE CHI TRA VA NGUON THU VIEN PHi

Piéu 12. Quén ly gia thudc do Nha nwéc dit hang, thanh toan tir ngudn
ngan sach nha nudc

1. Bo Tai chinh quy dinh gia thanh toan dbi voi nhiém vu chi tir nguon ngan
sach Trung uong sau khi c6 ¥ kién tham dinh bang van ban cua Bo Y té; So Tai
chinh trinh UBND tinh, thanh phé truc thudc Trung wong quy dinh gia thanh toan
d61 voi nhiém vu chi tor ngudn ngén sach dia phuong sau khi ¢6 y kién tham dinh
bang van ban cua SO Y te.

2. Can cur nguyén tég quan 1y gia thudc ctia Nha nuéc quy dinh tai Pidu 3
Thong tu nay va Quy ché tinh gia tai san, hang hoa, dich vu ban hanh kém theo
Thong tu s6 154/2010/TT-BTC ngay 01 thang 10 nam 2010 ctua Bo Tai chinh, cac
co s0 duge Nha nudc dat hang, giao ké hoach lap phuong an gia trinh co quan nha
nuoc co tham quyén quy dinh tai khoan 1 Diéu nay dé tham dinh va ban hanh theo
tham quyén.

Dle‘u 13. Quan ly gia thudc do ngin siach nha nuwéc, biao hiém Y té chi tra
va nguon thu vién phi

1. Thudc thudée danh muc thué(; chu yéu su dung tai cég: co s& kham bénh,
chita bénh cong 1ap va cac co sd y té ngoai cong 1ap c6 hop dong kham chira bénh
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bao hiém y té vi co quan Bao hiém x3 hoi, thuéc do ngan sach nha nudc chi tra va
ngudn thu vién phi phai thuc hién dau thau theo quy dinh cua phap luat vé dau thau
va cac quy dinh khac lién quan dén ddu thau mua thudc trong cac co s6' y té.

2. Gia thubc trong thau khong duoc cao hon gia t6i da hi¢én hanh do Bo Y té
cong bb tai thoi diém gan nhat. Truong hop chua cong bd gia tdi da, khi xdy dung
ké hoach dau thau mua thudc, don vi thuc hién theo quy dinh cua phap luét v€ huéng
dan dau thau mua thudc trong cac co s¢ y té cta lién B Y té va Bo Tai chinh.

3. Trong thoi gian 30 ngay lam viéc ké tir ngdy c6 két qua dau thau, cac bénh
vién, vién co givong bénh truc thuoc Bo Y té, cac bénh vién tuyén tinh, thanh phé
tryc thugc Trung wong (hodc So Y té cac tinh, thanh phd truc thudc Trung uong
trong truong hop t6 chic dau thau tap trung) va cac don vi ngoai cong 1ap co ky
hop dong kham bénh, chira bénh bao hiém y té giri bao cao gia thude trang thau vé
Cuc Quan 1y duoc - BoO Y té dé tién hanh cap nhat, thong bao trén trang dién tu.
Hinh thioc gui bdo céo: van ban va thu di€n to theo dia chi Email:
quanlygiathuoc@dav.gov.vn (Méu sé 11-GT).

Chuong V
THANH TRA, KIEM TRA VA XU LY VI PHAM

Piéu 14. Thanh tra, kiém tra viéc thue hién hwéng din quan 1y nha nuée
veé gia thuoc

1. Bo Y té, Bo Tai chinh, Bo Cong Thuong trong pham vi nhiém vu, quyén
han ciia minh t6 chirc thanh tra, kiém tra hodc phéi hop thanh tra, kiém tra va xu ly
vi pham nhiimg quy dinh cua Nha nudc vé quan 1y gia thudc tai cac co so kinh
doanh thudc va tai cac co s& kham bénh, chita bénh trong ca nudc theo quy dinh
cua phap luat.

2. Cac B9, nganh c6 co s¢ kinh doanh thude va cac co sé kham bénh, chita
bénh dinh ky hoac ‘dcf)t xuat kiém tra, thanh tra va xtr 1y céc truong hop vi pham
theo nhiém vy, quyén han cuia minh.

3. Uy ban nhan dan cac cip trong pha:m vi nhiém vy, qu}fén han cta minh chi
dao cac co quan chirc nang trén dia ban to chirc thanh tra, kiém tra hodc phoi hgp
dé thanh tra, kiém tra va xir Iy vi pham nhiing quy dinh cia Nha nudc vé quan ly
gia thudc ctia cac co so kinh doanh thude va céc co s& kham bénh, chita bénh tai
dia phuong theo quy dinh cua phéap luat.

Piéu 15. Xir 1y vi pham

T6 chirc, ca nhan c¢6 hanh vi vi pham nhiing quy dinh vé quan 1y gia thudc tai
Thong tu nay va cac van ban quy pham phap lut c6 lién quan thi tuy theo tinh
chat, m&c do vi pham s€ bi xtr phat hanh chinh hoac bi truy ctru trach nhi¢m hinh
sy, néu gay thiét hai cho nguoi tiéu dung, nha nudce va doanh nghiép khac thi phai
boi thuong theo quy dinh cua phép luat.



12 CONG BAO/S6 339 + 340/Ngay 21-04-2012

Chuong V1

PHAN CONG PHOI HOP THU'C HIEN
QUAN LY NHA NUGC VE GIA THUOC

Piéu 16. Trach nhiém cia B§ Y té

1. B6 Y té chu tri phdi hop v6i Bo Tai chinh, B Cong Thuong va cac B9,
nganh lién quan:

a) Chi dao, hudng dan S¢ Y té va cac co s san xuat, nhap khau, uy thac nhap
khau dit gia cong thude, ban budn, ban 1é thudce, cac co sé kham bénh, chira bénh

trién khai thue hién cac hudng dan tai Thoéng tu nay va cac van ban quy pham phap
luat khac c6 lién quan vé quan 1y gia thudc;

b) Dinh ky hang nam hoéc trong cac truong hop co bién dong bat thuong vé
gia thuoc cong bd gia tdi da ddi véi cac loai thuée do ngan sach nha nude va bao
hiém y té chi tra.

2.B0Y té, Bo Tai chinh va Bo Cong Thuong theo tham quyen chi dao cac Co
quan Y té, Tai chinh, Quan 1y thi truong cac cip thuong xuyén phbi hop thanh tra,
kiém tra viéc chap hanh cac quy dinh cua phap luat vé luu thong, xuét khau, nhap
khau thudc va quy dinh cua phép lut vé quan 1y gia thudc.

3.BOY té giao cho Cuc Quan ly dugc:

a) Chu tri, phéi hop voi Thuong vu Vi€t Nam tai cac nude khao sat gia thudc
tai cac nude trong khu vyc va trén thé gidi d€ phuc vu cdng tac quan ly nha nudce
vé gia thudce trong nudc;

b) Cap nhat, thong bao cong khai gid thudc do céac co s ké khai, ké khai lai
trén trang thong tin dié€n tr cia Bo Y t€ (Cuc Quan 1y dugc), tap chi chuyén nganh,
cac phuong tién thong tin dai ching phu hop khac;

¢) Cap nhat, ding tai gia thudc trang thau cta cac co ¢ kham bénh, chira bénh
trong vong 12 thang trudce trén trang tin dién tor cuia BO Y t€ (Cuc Quén 1y duogc).

Piéu 17. Trach nhiém ciia B§ Tai chinh

B Tai chinh giao cho céac don vi sau:

1. Téng cuc Hai quan cung cip thong tin gla CIF thuyc té cua thube nhap khau,
luu hanh tai thi truong Viét Nam (cham nhat ngay 25 hang thang) gui vé Cyc Quan
Iy Dugc - BO Y te thong tin nhap khau thudc cua thang trudc theo quy dinh cua
Thoéng tu lién tich s6 98/2010/TTLT-BTC- BNNPTNT-BYT ngay 08 thang 7 nam 2010
cua Bo Tai chinh, BO Nong nghi¢p phat trién nong thon va Bo Y t€ hudng dan
thyc hién cung cap, trao d6i thong tin lién quan dén ngu’ol ndp thué, quan 1y nha

nudc vé hai quan, nong nghiép va y té. Hinh thtrc cung cip: van ban va thu dién tir
theo dia chi email: quanlygiathuoc@dav.gov.vn.

2. Tong Cuc Hai quan ph01 hop v6i Cuc Quan 1y duge - Bo Y té dé thu thap
thong tin vé gia CIF cta thudc tai cac nudc trong khu vyc va trén thé gii dé phuc
vu cong tac quan 1y nha nude vé gia thude.



CONG BAO/S6 339 + 340/Ngay 21-04-2012 13

3. Tong cuc Thué chi dao co quan thué o dia phuong kiém tra tinh hinh thyc
hién ché d6 hoa don chig tir clia cic co s kinh doanh thudc thudc dia ban quan 1y.

Piéu 18. Trach nhiém ciia B Cong Thuong

1. Phéi hop véi cac nganh, cac dia phuong trong viée chong dau co ling doan
thi truong day gia thuoc 1én cao nham thu loi bat chinh va kiém tra, giam sat hoat
dong canh tranh, chong doc quyen va cdc hanh vi khac vi pham phap ludt canh
tranh, vi pham phap luat vé gia va cac hanh vi vi pham phép luat khac.

2. Chi dao Thu:ong vu Viét Nam tai cac nudce phbi hop v6i Cuc Quan ly dugce -
BOY té khao sat gia thude tai cac nudc trong khu vuec, thé gisi va hd trg Cuc Quan
ly duoc, Tong Cuc Hai quan trong vigc ph01 hop cung cap thong tin gia thudc nhap
khau cac nude trong khu vuc va thé giéi dé phuc vu cong tac quan Iy nha nudc vé
gia thudc.

Chuwong VII
PIEU KHOAN THI HANH

Piéu 19. Hiéu lwc thi hanh

Thong tu nay c6 hiéu luc thi hanh ké tur ngay 01/6/2012 va thay thé Thong tu
lién tich s6 11/2007/TTLT-BYT- BTC-BCT ngay 31 thang 8 nam 2007 cua By Y
té, B6 Tai chinh va B6 Cong Thuong huéng dan viée thuc hién quan 1y gia thudce
dung cho nguoi.

Cac ho so ké khai, ké khai lai gia thudc da thyc hién trude khi Thong tu nay co
hi¢u luc thi hanh (da thuc hién theo huéng dan tai Thong tu lién tich sb

11/2007/TTLT-BYT-BTC-BCT ngay 31/8/2007 huéng dan viéc thuc hién quén 1y
gia thudc dung cho ngudi) van co gid tri hiéu lyc.

Diéu 20. T6 chire thuwe hién

1. Céc co s6 kinh doanh thudc, co sé kham bénh, chita bénh trién khai ngay
cac bién phap can thiét dé thyc hién dung huéng dan tai Thong tu nay.

2. Cac hiép hoi, hoi nghé nghlep, chi hoi nghe nghiép trong pham vi trach
nhiém cua minh thu:c hién tuyén truyen pho bién, glam sat viéc thuc hién céc quy
dinh quan ly vé gla thuoc cho céac thanh vién, h01 vién va phan anh k1p thoi tinh
hinh bién dong gia thudc, gop y va de Xuat cac bién phap nham binh 6n gia thudc
v6i cac co quan quan 1y nha nudce vé gia thude.

3. Trong qua trinh thyc hi¢n néu co kho khan vuéng mic, dé nghi cac co sé va
dia phu’ong phan anh kip thoi vé Bo Y té dé lién BO Y té, Tai chinh, Cong Thuong
nghién ciru, giai quyét./.

KT. BQO TRUONG KT. BQO TRUONG KT. BQO TRUONG
BQ CONG THUONG BO TAI CHINH BO Y TE
THU TRUONG THU TRUONG THU TRUONG

Nguyén Cam Tu Tran Vin Hiéu Cao Minh Quang
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MAiu s6 1-GT

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

S6:...
V/v: Ké khai gia thude ... , ngay........ thang....... nam......

Kinh gtri: Cuc Quan 1y dugc - Bo Y té

BANG KIE KHAI GIA THUOC

Gia nh4p khau dy
Hoat Tén nwée | Kién dén Viét
chét san xuit Nam (CIF)
Ngoaité | VND

Tén thudc, nong
TT | do/ham lwgng, quy
cach dong goi

Co s& cam két cac thong tin trén 1a chinh x4c va chiu trach nhiém trudc phap
luat hién hanh cua Viét Nam.

Ghi chu:

- Ty gid.... ngay...../...../.......

- Pon vi tinh: Ké khai theo quy cach déng géi nhé nhdt.

- Ngogqi té: Ghi ro loai ngoai té (USD, EUR...)

Giam dbc co s6 ké khai
(Ky, ghi ro ho tén, dong dau)
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Form 1-GT
NAME OF COMPANY SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness
Ref. No.:...
Re. medicine price declaration Ha Ngi, date:

To: Drug Administraiton of Vietnam - Vietnam Ministry of Health

LIST OF MEDICINE PRICE DECLARATION
(In connection to the medicine registration dossier acknowledgement code...........
dated....../.......... /i)

Name of medicine, Importprice into
Serial strength or API | Unit Country of | Vietnam (CIF)
No. concentration, manufacture | Foreign VND
package size currency

The Company commit that the above-mentioned information is accurate and to
be responsible to the existing law of Vietnam.

Notes:
- Exchange rate:..,; date:..
- Unit: In accordance with the smallest package size.

- Foreign currency: Specify the currency used in contract (USD, EUR...)

Director of company
(Signature, full name, seal)
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Maiu 6 2-GT

TEN CO SO NHAP KHAU CONG HOA XA HQI CHU NGHIiA VIET NAM
(HOAC CO SO UY THAC Poc 1ap - Tw do - Hanh phic

NHAP KHAU)

......... , ngapy........ thang......... nam 20
Sb:....
V/v ké khai gia thudc
Kinh gtri: Cuc Quéan Iy dugc - B Y té
BANG KE KHAI GIA THUOC
(Thuéc nuée ngodi nhdp khau vao Viét Nam)
Tén thudc, , ., ., .., | Gia ban
ndng do/ham | Hoat | SPK/ leo,c Pon vi Gia Gl? ban 1é du

TT £ san , CIF |buén du <X

lwgng, quy | chat | GPNK <udt tinh *|  kién

thue té |  Kkién

cach déng géi (néu co)

Co s& cam két cac thong tin trén 1a chinh x4c va chiu trach nhiém trudc phap
luat hién hanh cua Viét Nam.

Ghi chu:

- Ty gid.... ngay.../.../...

- Giad CIF tinh theo ngoai té va ghi ro ty gid ap dung.

- Gid ban buén dir kién va gid ban 1é dw kién dd bao gom thué GTGT va tinh
theo VND.

Giam doc co sé nhap khau Giam doc co sé iy thac nhap 9
’ (Trong truong hop uy thac nhap khau)
(Ky tén, ghi ro ho tén, dong dau) (Ky tén, ghi ro ho tén, dong dau)
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MAiu 6 3-GT

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
, Doc 1ap - Tw do - Hanh phuc
SO, ,
V/v k€ khai gia thuée ... , ngay........ thang........... nam 200...
Kinh giri: Cuc quan 1y Duoc - Bo Y té
BANG KE KHAI GIA THUOC
(Thuoc san xuat trong nudoc)
Tén thudbc, S6 Gia ban | Gia ban 1é

Ponvi | Gia | budén du | du kién tai
tinh | thanh | kién tai | Viét Nam
Viét Nam | (néu co)

ndng do hoic Hoat
ham luwgng, quy | chat
cach dong goi

TT

Co s& cam két cac thong tin trén 1a chinh x4c va chiu trach nhiém trudc phap
luat hién hanh cua Viét Nam.

Ghi chu:

- Pon vi tinh: Tinh theo quy cdch déng géi nhé nhat.

- Gid bdn budn du kién dd bao gom thué GTGT va tinh theo VNP.
- Gid bdn 1é dy kién dd bao gom thué GTGT va tinh theo VNP,

Giam dbc co sé Giam dbc co so
san xuat thuoc/hoic co s¢ dang ky dat gia cong thuoc
thuoc dwgce Gy quyén (Trong truong hop gia cong thuodc)

(Ky, ghi ré ho tén, déng ddu) (Ky, ghi 16 ho tén, déng ddu)
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MAiu s6 4-GT

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 1ap - Tu do - Hanh phic

S6:...
V/v ké khai lai gia thube ... , ngay....... thang........ nam 20....

Kinh gtri: Cuc Quéan Iy Dugc - Bo Y t&/SG Y té tinh, thanh phé....

Thuc hién khoan 3, 4 Diéu 10 Nghi dinh s6 79/2006/ND-CP ngay 09/8/2006
ctia Chinh phti quy dinh chi tiét thi hanh mot s diéu cua Luat Dugc va Thong tu
lién tich sb........ /20../TTLT-BYT-BTC-BCT ngay...../..../20.... cua Lién tich Bo Y
té - BO Tai chinh - Bo Cong thuong huéng dan thyc hién quan Iy Nha nude vé gia
thudc ding cho ngudi;

(Tén co s6) glri HO so ké khai lai gia thudc mot sé mit hang do (co s6) san
xuat/nhap khau/ding tén dang ky.

Gia ké khai lai tai HO so ké khai nay thay thé cho gia d6 ké khai tai Ho so ké
khai s6.... ngdy...... thing... nam....

Danh muc thudc ké khai lai gia dinh kém céng vin nay.

Ly do d& nghi diéu chinh ting gia thudc:

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

(Co’ SO thuc hién glal trinh cu thé Iy do va cung cdp cdc tai liéu lién quan 101
nguyén nhan tang gia (tang chi phi nguyen liéu va/hodc tang dot bién mot s6 yéu
t6 chi phi dau vao nhie khau hao tai san cé dinh, chi phi ban hang, ty gid, chi phi
tién lwong....)).

Chung t6i cam két thyc hién dung cac quy dinh cta phap lut hién hanh vé
quan 1y gia thudc. Néu vi pham chung t6i xin chiu hoan toan trach nhiém trudc
phap luat Vi¢t Nam.

Giam dbc co so
(Ky tén, ghi ré ho tén, déng ddu)

Thong tin lién hé

- Pia chi:

- Tén nguoi lién hé:

- S6 dién thoai: S6 fax:

Ghi chu:

- T ru’O'ng hop nhdp khau uy théc, giam déc co sé nhdp khdu va iy thac nhdp
khau cung ky tén, dong diu

- Truong hop thudc san xudt frong . nudc gia cong, giam doc co s san xudt va
co s¢ ddt gia cong cing ky tén, dong dau.
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Maiu s6 5-GT
TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
’ Déc 1ap - Tu do - Hanh phuc
So:......
V/v ké khai lai gia thude ... , ngay...... théng........ nam 20....

Kinh gtri: Cuc Quan 1y dugc - Bo Y té

BANG KE KHAI LAI GIA THUOC
(Kém theo Cong van sé.......... ngay........ foioiid o)

Gia nhap khéu thuce té/dw kién
(trwong hgp dang ky lai) den Viét

Tén thubc, Nam (gia CIF)

nong do/ | ¢ Nuge | Don | g5 14 khai/ke Tyle

TT| ham lwgng, z, |SPK | san vi sy eped 1A A .. . | tang
: chat X . * | Kkhai lai lién ké | Ké Kkhai lai
quy cach xuat | tinh v/ ‘ theo
dong g6i (ngay..../..... ) ngoai té
Ngoai | ynp | Neoallynp
te te

Co s& cam két cac thong tin trén 1a chinh x4c va chiu trach nhiém trudc phap
luat hién hanh ctua Viét Nam.

Ghi chu:

- Ty gia:... ngay.../.../...

- Pon vi tinh: Theo don vi déng géi nhé nhat.

- Gid CIF tinh bang tién ngoai té.

- Khi gid CIF tinh bang ngoqi té khéng diéu chinh, co s¢ khéng tién hanh ké
khai lai.

Giam dbc co sé )
(Ky, ghi vo ho tén, dong dau)
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Form 5-GT
NAME OF COMPANY SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness
Ref. No.:...
Re. medicine price declaration renewal Ha Noi, date...............c.coovveennn .

To: Drug Administraiton of Vietnam - Vietnam Ministry of Health

LIST OF MEDICINE PRICE DECLARATION RENEWAL
(In conjunction with Correspondence No........... dated....../......... foiil)

Import price into Vietnam (CIF)

Latest
Name of Reg. .
. . declaration/ .
. medicine, No./ | Country of . ) Declaration % of
Serial Unit| declaration .
strength/ | API |Import| manufac- renewal increase
No. . . renewal
concentration, license ture
. (date.../...)
package size No.
Foreign VND Foreign VND
currency currency

The Company commit that the above-mentioned information is accurate and to
be responsible to the existing law of Vietnam.

Notes:
- Exchange rate:..., date:...
- Unit: the smallest package size.

- CIF should be in a foreign currency.

- When the CIF in foreign currency is not adjusted, the Company should not
perform declaration renewal.

Director of applicant
(Signature, full name, seal)




MAiu s6 6-GT
TEN CO SO

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phic

Kinh guri: Cuc Quan 1y duoc - Bo 'Y té
BANG KE KHAI LAI GIA THUOC

Tén thudc, Gia CIF thuec té dén VN

Gia ban 1é du kién

Gia ban buon du kién A
(néu co)

ndng do/ Nudc DPon
* |Hoat SPK/ ~ LA ~ 1A
TT |ham lugng,| . 7 | sin Vi | pa ké khai/ké | Ké ba ke A ba ke A
> =lchat| °, |GPNK| - | Dakékhai/ké | Keé | . . oAy | K& | o s o K&
quy cach Xudt tinh | khai lai lidn ké | khai fgnl‘? ki‘;‘ﬁ%;kl:‘éa' Khai fﬁynl‘-” ki‘;‘;:%;klga' Khai fﬁynl?
dong goi (Ngay.../..) | lai g lai Bl * lai 8

Co s& cam két cac thong tin trén 1a chinh xac va chiu trach nhiém
Ghi chu:

- Ty gid.... ngay.../..../...

- Pon vi tinh: Theo don vi don géi nhé nhdt.

trude phap luat hién hanh cta Viét Nam.

- Gid ban buédn dy kién va gia ban 1é du kién dd bao gom thué GTGT va tinh theo VNP.

Giam déc co sé nhap khz”iu
(Ky, ghi ro ho tén, dong dau)

Giam dbc co sé iy thac nhap khau
(Trudng hop nhép khau uy thac)
(Ky, ghi ro ho tén, dong dau)

IC

T10T-+0-1T A83N/OYE + 6£€ 90S/0Vd DNOD

v



Maiu s6 7-GT

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phic
........... , ngay........ thang........... nam 20.....
Kinh gti: S¢ Y té tinh, thanh phé.....
BANG KE KHAI LAI GIA THUOC
(Kem Cong van so........... ngay........ YA fiit)
A . Gid thanh Gia ban budn du kién tai | Gia ban 1é du kién tai
;l“en tl}uoc: Viét Nam Viét Nam (néu c6)
nong do hoac Hoat Don b3 ko Khai
TT| hamlugng, | & SPK | vi | Pakekhai/ke | Keé | | D kékhai/ke | Ké | Ty hogc Eé k;‘;i Ke | 1o e
quy cach tinh | khai lai lién ké | khai tgng- Khai lai lién k& | Khai | 18 | ") A | Khai tﬁyng-
dong goi Ngay..../... lai Ngay.../... lai |tin “ lai
(Ngay..../...) | 13 (Ngay....) | Ia 2| (Ngay....) | 12

Co s& cam két cac thong tin trén 1a chinh xac va chiu trach nhiém trudc phap luat hién hanh cua Viét Nam.

Ghi chu:

- Gid ban buédn dy kién va gia ban 1é du kién dd bao gom thué GTGT va tinh theo VNP.

Giam dbc co sé san xuat thude
(Ky, ghi r0 ho tén, dong dau)

Giam doc co sé ding ky thude, co sé dat gia cong (néu co)
(Ky, ghi r0 ho tén, dong dau)

(44
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CUC QUAN LY DUGQC
VAN PHONG

MAiu s6 8-GT

[S6 cong viin dén]

1. Pon vi ké khai:

CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Tu do - Hanh phic

ngay....

..........

thang.... nam

GIAY TIEP NHAN

HO SO KE KHAI/KE KHAI LAI GIA THUOC

2. Loai ké khai gia:

Ké khai lai

Thude nude ngoai khi ndp hd so ding ky thude

Thudc nude ngoai khi nhap khiu

Thuoc san xuat trong nudc

3. S6 cong vin cia don vi:

4. Danh muc thudc ké khai:

STT

Tén thube

SDK/GPNK

5. Danh muc hé so:

Bang ké khai gia thudc

Cong van kem theo

OO

Tai liéu khac (Ghi 13):

OoOooao

Ghi chu:

- Phiéu tiép nhdn ho so ké khai gid thudc dwoc tra trong ngay lam viéc.

- Phiéu tiép nhdn nay chi ¢6 gza tri xdc nhdn co sé da tién hanh thi tuc ké khai gid thuéc
theo quy dinh tai Thong tw lién tich so.../2011/TTLT-BYT-BTC-BCT.

- Déi véi cac ho so ké khai gid thudce: T ruong hop gia ké khai chua hop Iy, Cuc Quan ly
diroc sé c6 ¥ kién bang van ban néu ré Iy do va dé nghi co sé xem xét lai gid thudc ké khai.

- P6i v6i cdc ho so ké khai lai: Chdm nhdt trong thoi gian 17 ngay lam viéc ké tir ngay tiép
nhdn ho so ké khai lai gid thuéc theo ding quy dinh, neu phat hién gid thuoc ké khai lai khéng
hop Iy thi Cuc Quan Iy dwoc sé c6 ¥ kién bang van ban vé gid ké khai lai va néu ré 1y do.

- Gid thubc ké khai, ké khai lai sé dwegc cong bo trén trang web ciia Cuc quan Iy dwoc
(www.dav.gov.vn) theo quy dinh.

NGUOI NHAN HO SO
(Ky va ghi ro ho tén)
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Form 8-GT
DRUG ADMINISTRATION OF SOCIALIST REPUBLIC OF VIETNAM
VIETNAM Independence - Freedom - Happiness

ADMINISTRATIVE OFFICE

- Ha Noi, date:
Incoming Correspondence No.

ACKNOWLEDGEMENT OF MEDICINE PRICE DECLARATION/
DECLARATION RENEWAL DOSSIER

1. Name of declaring COMPANY:...........cccoooiiiiiiiiiiiiiiiiie et e e eaaeee e

2. Type of price declaration: First-time | Renewal
Imported medicine when submitting registration dossier O O
Imported medicine at the point of import O O
Locally-manufactured medicine O

3. Correspondence Ref. No. of Companys:.............cccccoeeeviiiiiiiiiinniieeeieeee.

4. List of medicines declared:
No. | Name of medicine Reg. No./import Strength./ Pac.kage

license No. concentration size

5. List of enclosed documents

Table of medicine price declaration
Enclosed Correspondence
Other documents (please specify):

Ooooo (OO

Notes:

- The acknowledgement of the medicine price declaration/declaration renewal shall be
released during the working day.

- This Acknowledgement only aims to verify that the company has submitted their medicine price
declaration renewal dossier as required under Joint Circular No. 11/2007/TTLT-BYT-BTC-BCT.

- Regarding medicine price declaration: in case the declared price is found irrational, the
Drug Administration of Vietnam shall send the Company an official written Correspondence
with enclosed reasons and require thte Company's re-consideration of the declared price.

- Regarding medicine price declaration renewal, within 17 working days from the date of
receiving full dossier, in case the re-declared price is found irrational, the Drug Administration
of Vietnam shall send the Company an official written Correspondence with enclosed reasons.

- The declared and re-declared price of medicines shall be posted on the website of the
Drug Administration of Vietnam (www.dav.gov.vn) as regulated.

RECEIVER
(Signature, full name)
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Miu s6 9-GT
SOY TE CONG HOA XA HOQI CHU NGHIA VIET NAM
........................ Poc 1ap - Tw do - Hanh phuc
......... , ngay..... thang.... nam......
[SO cong vin dén] ‘ GIAY TIEP NHAN ’
A\ /R Y HO SO KE KHAI LAI GIA THUOC
L.Don vi K€ Khai:...........occoiiiee e
DA Chiiaeeeece e e e aaa e
83 11§ 1 1 (0T ) SRR
2. S0 CONG VAN CHA AOM Vi ..o..oooeoeeeeeeeeeeeeeeeeeeee e,

3. Danh muc thudc ké khai lai:
STT | Tén thudc | SPK/GPNK | Nong dd/ham lwong | Quy cich dong goi

5. Danh muc ho so:

Bang ké khai gia thudc
Cong van kém theo
Tai li¢u khac (Ghi ro):

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

OO0OooOo |O0

Ghi chu:

- Phiéu tzep nhdn ho so ké khai gla thuée dwoc tra trong ngay lam viéc.

- Phiéu tiép nhdn nay chi ¢é gid tri xdc nhan co so da tiéen hanh thi tuc ké khai gid
thudc theo quy dinh tai Théng tie lién tich s6 11/2007/TTLT-BYT-BTC-BCT.

- Chdm nhat trong thoi gian 17 ngay lam viéc ké tir ngay nhén di ho so ké khai lai
gid thudc theo diing quy dinh, néu phat hién gla thudc ké khai lai khéng hop Iy thi S¢ Y té
€ ¢6 ¥ kién bang van bdn vé gid ké khai lai va néu ré Iy do.

- Gid thudc ké khai, ké khai lai sé dwoc cong bo trén trang web cia Cuc quan Iy
duwoc (www.dav.gov.vn) theo quy dinh.

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



Maiu s6 10-GT

UBND TINH/THANH PHO... CONG HOA XA HOI CHU NGHIA VIET NAM
SO Y TE.... Doc 1ap - Tu do - Hanh phuc
SOt , ngay..... thang.... nam 20......
V/v: Bao cao tinh hinh ké khai lai
gia thudc thang.... )
BAO CAO TONG HOQP

TINH HINH KE KHAI LAI GIA THUOC SAN XUAT TRONG NUGC
Kinh gtri: Cuc Quan ly dugc - B Y té

Thyc hi¢n quy dinh tai Thong tu lién tich $0..../2011/TTLT-BYT-BTC ngay....., SO Y té....... bao cdo tinh hinh ké

khai lai gia thudc ctia cac co sé san xuat thude trén dia ban tinh/thanh phé trong thang ...... nam........ nhu sau:

Tén S . | Pon Gia ban budn du kién Gia ban 1é di kién

I - Nong dg, | So . A A . A A 5
STT co: so& Ter: Hogt ham lwong,|ding ’V! ba .ke %d{iu/kex Ké |Tylé| Dake !d?i“/ke; khai | Keé T§ 16 tang

san thuoc | chat N h | kv tinh | Kkhai lai lien ké | khai | ting lai lién ké khai (y

xuat afly eae y (ngdy.../.......) | lai | (%) (ngay.../...\...) lai (%)
SR N O S O SO NS SOUOSNO O N HNOO NSO SOUSUSSSO AU NS
20 N U S O SN NS SO S O  HOO NSO OSSOSO AU NS

3
Ghi chu:

- Cot Hoat chat: Chi ghi tén hoat chdt ciia thuoc;
- Pon vi tinh: Tinh theo quy cdch dong goi nhé nhat (vién, éng, lo, tuyp...);
- Gid ké khai: Tinh theo VND, da bao gom thué gia tri gia tang.
GIAM POC
(Ky tén, dong dau)

9¢
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MAu s6 11-GT

TEN PON VI CONG HOA XA HOI CHU NGHIA VIET NAM
- Poc 1ap - Tw do - Hanh phuc
Sb:.......
V/v: Béo cdo gia thudc trang thau Ha Noi, ngay.... thang..... nam 20..
- Pia chi:
- Dién thoai:
- Fax: ) )
BAO CAO GIA THUOC TRUNG THAU NAM...
Kinh guri: Cuc Quan 1y duoc - Bo 'Y té
Thue hién quy dinh tai Thong tu lién tich s.../TTLT-BYT-BTC ngay......, (Tén Pon vi) bdo cio két qua tring thau
mua thube phuc vu nhu cau phong bénh, khdm va chita bénh nam............ nhu sau:
Tél} hoat | Nong Tén Nirére Quy Don ‘ii tinh ] Don gia (co Nl‘lﬁ
STT chat (chi do, TéI’l SPK/ | nha sin cach |nhé nhat (vién,| So VAT) Thz:mh thau
ghi tén ham | thuoc | GPNK | san <, | dong | goi, lo, tube, | lwong |(tinh trén don vi| tién | trung
hoat chit) | lwong xujt | Xuat g6i ong, chai) tinh nhé nhit) thiu
1
2
3
Ghi chu:

- Tén hoat chat: Chi ghi tén hoat chdt cia thuéc.
- Don vi tinh: Ghi theo quy cach dong goi nho nhat cua thuoc (vién, lo, tuyp, ong, goi...).
- Gid thuéc ké khai: Tinh theo VND, dd bao gom thué gid tri gia ting.

GIAM POC

(Ky tén, dong ddu)

LT

T10T-+0-1T A83N/OYE + 6£€ 90S/0Vd DNOD

v



