8. Thu tuc

Thu tuc thay ddi, b sung gidy ding ky lwu hanh thu(‘)‘c gia cong, thudc
chuyeén giao cong nghé - Thugc thay doi nhé chi yéu cau thong bao cho
Co quan quan ly

Trinh tu thuc hién

Buée 1: Co sé nop 01 bo hd so dé nghi thay doi, bo sung gidy dang ky
luu hanh (hd so diang ky) theo quy dinh tai Diéu 15 Thong tu sb
16/2023/TT-BYT ngay 15 thang 8 nam 2023 dén Cuc Quan Dugc - B6 Y
té (co quan tiép nhan).

Buwéc 2: Khi nhan duogc ho so dang ky du thanh phan, dat yéu cau vé hinh
thire, du phi, Cuc Quan ly Dugc - BO Y té cap cho co s¢ ding ky Phleu
tiép nhan ho so theo Mau s 09/TT ban hanh kém theo Théng tu sd
08/2022/TT-BYT ngay 05/9/2022.

Buwdc 3: Trong thoi han 15 ngay lam viéc ké tir ngdy tiép nhan du ho so,
Cuc Quan ly Duogc thuc hién phan loai va cong b6 nodi dung thay d6i nho
chi yéu cau thong bao trén Trang thong tin dién tir cia Cuc Quan 1y Duoc.
Truong hop ndi dung thay doi, bé sung khong phut hop véi phén loai thay
d6i nho chi yéu cau thong bao, Cuc Quan Iy Dugc ¢ van ban thong bao.
Co s6 dugce thuc hién va chiu hoan toan trach nhiém déi voi1 ndi dung thay
d6i, bd sung ké tir ngay tiép nhén ghi trén phiéu tiép nhan ho so. Co s6
dang ky thubc, co s& san xuat chiu trach nhiém trudc phap luat vé tinh
chinh x4c, trung thyc ctia thong tin thay doi bo sung chi yéu cau thong béo,
thuc hién luu trir hd so, tai liu dé co quan c6 tham quyén kiém tra hau
mai.

Cach thue t

hue hién

NOp truc tuyen qua duong buu dién hodc ndp truc tiép tai BO phan Tiép
nhan va Tra két qua giai quyét thi tyc hanh chinh BO Y té

Thanh phan

, $0 lwong hd so

Thanh phéan ho so bao gom:

Muc 1. Thanh phan ho so bao gom:

I. H6 so g(“)m:

1. Pon dang ky thay d6i, bo sung theo Mau 02C/TT — Phy luc 1 ban hanh
kém theo Thong tu nay.

2. Cac tai liéu twong (mg véi cac nodi dung thudc thay doi nho chi yéu cau
thdng bao cho co quan quan ly quy dinh tai Phu luc I ban hanh kém Thong
tu s6 08/2022/TT-BYT.

Muc II. S6 lwong hd so: 01 bo day du.

Thoi han giai quyét

15 ngay lam viéc ké tir ngay nhan duoc ho so

P6i twong thue hién thi tuc hanh chinh

Co so dang ky thubc

Co quan thuc hién thi tuc hanh chinh

Cuc Quan Dugc—-B0 Y té

Két qua thye hién thii tuc hanh chinh




Noi dung thay ddi, b6 sung chi yéu cau théng bao duoc cong b trén Trang
thong tin dién tir cia Cuc Quan 1y Dugc.

Phi, 18 phi (néu c6)

1.500.000 (VND)

Tén miu don, miu to khai (Pinh kém thi tuc niy)

Mau 01/TT — Phu luc 1 Trang bia

MaAu 05/TT — Phu luc 1 Muc luc

Mau 02C/TT — Phu luc 1 Pon ding ky thay di, bd sung

Mau 09/TT — Thong tu s6 08/2022/TT-BYT Phiéu tiép nhan ho so

Yéu cau, dié

u kién thue hién thi tuc hanh chinh (néu c6)

Can cu phap ly cua thu tuc hanh chinh

1. Luat Duoc s6 105/2016/QH13 ngay 06 thang 4 nam 2016;

2. Nghi dinh 56’54/201,7/N‘D-CP ngay 08 thang 5 nam 2017 ctia Chinh phu
quy dinh chi ti€t mot s6 di€u va bién phap thi hanh Luat duoc;

3. Nghi dinh sé 155/2018/ND-CP ngay 12 thang 11 nam 2018 cua Chinh
phu stra doi, b6 sung mot s6 quy dinh lién quan dén dicu kién dau tu kinh
doanh thudc pham vi quan 1y nha nudc cia Bo Y té

4. Thong tu s6 08/2022/TT-BYT ngay 05 thang 9 ndm 2022 cua B trudng
BJ Y t€ quy dinh ding ky luu hanh thudc, nguyén liéu lam thudc;

5. Thong tu s6 41/2023/TT-BYT ngay 12 thang 6 nam 2023 cua BY truong
B¢ Tai chinh quy dinh muc thu, ché dd thu, ndp, quan ly va su dung phi
trong linh dugc, my pham.

6. Thong tu 01/2018/TT-BYT ngay 18/01/2018 cua B truong Bo Y té
quy dinh v¢é ghi nhan thuoc.

7. Thong tu s6 06/2017/TT-BYT ngay 03/5/2017 cia Bo truéng B Y té
ban hanh Danh muc thuoc doc va nguyén li¢u doc lam thuoc.

8. Thong tu s6 07/2017/TT-BYT ngay 03/5/2017 ciia B truong Bo Y té
ban hanh Danh muc thuoc khong ké don.

9. Thong tu s6 16/2023/TT-BYT ngay 15 thang 8 nam 2023 quy dinh vi¢c
ding ky luvu hanh d6i vé6i thude gia cong, thude chuyén giao cong nghé
tai Viét Nam




MAU OL/TT
TRANG BIA
HO SO PANG KY THUOC GIA CONG,
THUOC CHUYEN GIAO CONG NGHE

1. Tén va dia chi co sé dang ky thudc:
2. Tén va dia chi co s¢ dat gia cong thudc/co so chuyén giao cong nghé san xuat
thudc:
3. Ténvadia chi co s¢ nhan gia cong thudc/co s& nhan chuyén giao cong nghé san
xuat thudc (co s¢ san xuat):
4. Tén thudc, néng do/ham lugng, dang bao ché:
5. Loai thudc dang ky:
(Yéu cau ghi cu thé: Thude héa dugc/vac xin/sinh pham/thude dugce lidu).
6. Loai hinh dang ky:
(Yéu cau ghicu thé: Pang ky 1an dau/l—)ang ky gia han/Dang ky thay d6i 16n/Dang
ky thay d6i nho can phé duyét/Ding ky thay doi nho chi yéu cau thong bao).
7. Hinh thirc gia cong, chuyén giao cong nghé:
Yéu cau ghi cu thé:
- Gia cong, chuyén giao toan by cong doan san xuat/Gia cong, chuyén giao mot,
mot s6 cong doan san xuét tai thoi diém dang ky va c6 10 trinh gia cong, chuyen giao

toan bo cong doan san xuat/Gia cong, chuyen giao mot, mot sd cong doan san xuat/Gia
cong c6 chuyén giao cong nghé san xuat thude.

- Thudc dat gia cong/thyoc trude chuyén giao cong nghé da co gidy dang ky luu
hanh con hi¢u lyc/chua c6 gidy dang ky luu hanh hoac da cé gidy dang ky luu hanh hét
hiéu luc.



MAU 05/TT

I. Tai li€éu hanh chinh

II. Tai liéu chat lwong
I11. Tai liéu tién 1am sang
IV. Tai li€u l1am sang

V. Tai liéu khac

MUC LUC



MAU 02C/TT

PON PANG KY THAY DPOI, BO SUNG (1)
(Thay d@6i 16n/Thay d6i nhé cin phé duyét/Chi yéu ciu thong bao)

A. Théng tin vé san pham @
1. Tén thudc:

2. Hoat chit, néng do/ham lugng hoat chét:
3. Dang bao ché:
4, Sb dang ky: Ngay cap: Ngay hét han:
5. Tén co s& san xuat: Nudc san xuat:
B. Phan loai thay doi, bo sung
Loai TPBS M3 tham chiéu Loai TPBS Ghi chu
Thay d6i lén | O Cong bd biét duoc gbc | O

Cong bd sinh pham | O
tham chiéu

Thay d6i nhé | O Cong bd twong dwong | O
(c6 phé duyét) sinh hoc

Thay d6i nhé | O Cap nhat thong tin | o
(théng bao) thudc

C. Chi tiét vé co 56 dang ky thudc; co so dit gia cong thudc hoic co sé chuyen giao
cong nghé san xuit thuoc, co’ sé nhan gia cong thudc hodc co sé nhin chuyén giao
cong nghé sap xuat thudc (co so:san xuit); co' sé san xuat thudc dat gia cong hoac
co' s& san xuat thuoc truwée chuyén giao cong nghé

1. Co sé diing ky thudc

1.1. Tén co sé dang ky thudc:

1.2. Pia chi: Website (néu cé):

1.3. bién thoai: S6 fax: Email:

1.4. Tén vin phong dai dién tai Viét Nam (ddi v6i co sé dang ky thube nudc ngoai):
bia chi:

bién thoai:

2. Cé sé dit gia cong thude hodc co s chuyén giao cong nghé sian xuit thudce

2.1. Tén co s dit gia cong thude/co sé chuyén giao cong nghé san xuét thude

2.2. Pia chi: Website (néu cd):
2.3. Dién thoai: S6 fax: Email:
2.4. Tén van phong dai dién tai Viét Nam (néu co):

bia chi:

bién thoai:

3. Co s6' nhan gia cong thuoc hodc co sé nhian chuyén giao cong nghé san xuat thuoc
(co sé san xuat)

3.1. Tén co s san xuat:



3.2. Pia chi: Website (néu cd):
3.3. bién thoai: S fax:  Email:
Céc co s6 san xuat khac (néu co) (*):
Tén va dia chi Vai tro (*)

(*) Co 56 tham gia trong qua trinh san xudt va néu ré vai tro cua tung co so san xudt
nhu “san xuat ban thanh pham”, “dong goi so cap”, “dong goi thir cap”, “lam com”, ...
4. Co sé san xuit thudc dit gia cong hoiic co sé san xuit thudc trude chuyén giao
cong nghé

4.1. Tén co s& san xuat thude dat gia cong/co s san xuat thudc trude chuyén giao cong
nghé

4.2. Pia chi: Website (néu cé):

4.3. Dién thoai: S6 fax: Email:

D. NQOI DUNG THAY POI (kém theo 1y do thay doi)

1. Néu rd thay géi, 196 sung thudc muc nao kém theo ma thay ddi (néu c6) dya trén phan
loai cac thay doi, bo sung:

2. No6i dung da dugc duyét*:

3. Noi dung dé nghi thay doi, bd sung:

* C6 thé dé dudi dang bang so sanh kém theo don dé nghi va c6 xac nhan cta co s¢
dang ky.

4. Thudc dit gia cong/thude trude chuyén giao cong nghé cé thay do6i, bd sung twong
ung

4.1. Ba dugc phé duyét ]
Tai liéu chitng minh kem theo:
4.2. Chua dugc phé duyét ]

P. TAI LIEU KY THUAT NOP KEM THEO QUY PINH
- Céc tai liéu chiing minh, da dugc phé duyét c6 lién quan.
E. TUYEN BO CUA CO SO PANG KY THUOC
Co s¢ dang ky thudc xin cam két da kiém tra, ky dong dau vao nhimng phan lién
quan & tat ca cac gidy to ndp trong hd so nay va xac nhan l1a day la cac gidy to hop phap,

ndi dung 1a ding sy that. Néu co su gia mao, khong ding sy that co s& dang ky thude
xin chiu hoan toan trach nhi¢m va s€ bi xtr phat theo quy dinh ctia phap luat.

Ngay... thang... nam..... Ngay... thang... nam..... Ngay... thang... nam.....
Dai dién hop phap cia co  Dai dién hop phap cia  Dai dién hgp phap cia co
s6' nhan gia cong thudc/co  co so dat gia cong thudc s¢ dang ky thuoc (2)
s6' nhin chuyen giao cong (K tryec tiép, ghi ré ho tén, (Ky truc tiép, ghi ré ho

nghé sin xuét thudc chire danh, déng ddu) tén,chire danh, déng dau)

(Ky truc tiép, ghi ré ho tén,
chure danh, dong dau)



(1) Truwong hop nhiéu thuoc cé ciing néi dung thay doi, bé sung: Thong tin san pham
duoe liét ké trong danh muc mg véi ting thuéc (bao gom cdc théng tin quy dinh tai
muc A 1, 2, 3, 4 cua don).

(2) Truong hop thay doi co s¢ dang ky thuoe, phdi cé xdc nhdn ciia co sé dang ky cii va
co so dang ky thuoc moi trong don dang ky thay doi, b6 sung. Trieong hop co s6 sdn
xudt dwoc quyén thay doi co sé ding ky thudc theo céng van théng bao ciia Cuc Qudn
Iy Duoc thi yéu cau xdc nhén ciia co sé san xudt va co s¢ dang ky thudc méi.



MAU 9/TT — Thong tw 08/2022/TT-BYT

PHIEU TIEP NHAN HO SO
Ma ho so:

|. Thong tin thudc/nguyén lidu lam thudc

1.
2.
3.
4.
5.

6.

Tén va dia chi co so dang ky:

Tén va dia chi co s& san xuat:

Tén thubc/nguyén liéu 1am thude:

Hoat chit, néng do/ham lugng:

Dang bao ché:

Loai thudc/nguyén liéu 1am thude dang ky:

Thudc héa duge

Vac xin

Sinh pham

Thube duge lidu

Thudc phong xa

Nguyén li¢u [am thudc (duoc chat, ta duoc, vo nang,
ban thanh pham dugc liéu)

7.

Loai hinh dang ky:

Ping ky 1an dau

Pang ky gia han

Ding ky chuyén giao cong nghé

Ping ky thay do6i 1on

Ding ky thay d6i nho can phé duyét

Ding ky thay d6i nho chi yéu cau thong bao

Cong bd twong duong sinh hoc

Cong bo biét duoc gdc

Cong bo sinh pham tham chiéu

Cap nhat thong tin thudc

I1. Cac tai liéu nép trong hd so

1.

2.

Ngay

thang

nam

Nguwoi nhan hd so




