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QUY TRINH Mi sé: QT.DT.02.01

CAP GIAY CHUNG NHAN | Ngay ban hanh:
SAN PHAM DUQC (CPP) | 01/02/2016

GIAY CHUNG NHAN LUU | Lin ban hanh: 01

CUC QUAN LY DUQC HANH TU DO (FSC) oy
; © Tong so trang: 07

1. Nguoi/bo phdn co lién quan phadi nghién cuu va thuc hién dung cdc noi
dung cua quy dinh nay.

2. Noi dung trong quy dinh nay Co hiéu lyc thi hanh nhw sy chi dao cua Cuc
truong.

3. Mbi don vi chi dwoc phan phéi 01 ban. Khi cdc don vi ¢6 nhu cau phan
phoi thém tai lieu phai dé nghi voi Ban QMS. File mém dwoc cung cap
trén mang noi bo dé chia sé thong tin.

NOI NHAN (ghi ré noi nhédn réi danh dau X 6 bén canh)

| Lanh daoe Cuc q | Phong Dang ky thudc

0 | Ban QMS g | Phong Quan ly chat lwong thudc

q | Van phong Cuc q | Phong Quan ly gia thudc

0 | Phong KHTC 0 | Phong Quan ly thong tin quang cdo
thuoc

| Phong Phap ché & Hoi nhap q | Phong Quan ly my pham

q | Phong Quan ly kinh doanh dwgc | 7 | Phong Thanh tra Dugc & My pham

7 | Van phong NRA O | Trung tam dao tao va hé tro doanh
nghiép dwgee, my pham

| Tap chi duwgc & my pham
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Cuc Qudadn ly Dwoc

OT.DT.02.01

BANG THEO DOI TINH TRANG SUA POI

STT | Ngay sira ddi | Vi tri sira doi

Noi dung sira doi

Ghi chua
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Cuc Qudadn ly Dwoc OT.DT.02.01

1. MUC PiCH

Quy trinh nay nham quy dinh thong nhét cach thic cp Gidy ching nhan
san pham (CPP) dugc hodc Gidy chung nhén luu hanh ty do (FSC) cho thude
san xudt trong nudc phuc vu cho muc dich xuat khau

2. PHAM VI AP DUNG

Ap dung cho hoat dong tiép nhan va cap gidy Gidy chimg nhén san phérp
(CPP) dugc hodc Gidy chimg nhén luu hanh ty do (FSC) cho thudc san xuat
trong nudc tai phong Dang ky thude hoac Trung tam dao tao va ho trg doanh
nghi¢p dugc, my pham - Cuc quan 1y dugc.
3. TAI LIEU THAM CHIEU

Nghi dinh s6 110/2004/NDB-CP ngay 08/4/2004 cta Chinh phu vé cong
tac van thu;

Nghi dinh s6 09/2010/ND-CP ngay 08/02/2010 cua Chinh phu sira doi, bo
sung m@t s0 diéu cua Nghi dinh s6 110/2004/ND-CP ngay 08/4/2004 cia Chinh
phu vé cong tac van thu;

Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 ctua Bo truong B Y té
Quy dinh viéc dang ky thudc;

Thong tu sO 47/2010/TT-BYT ngay 29/12/2010 cua By Y té hudng dan
hoat dong xuat khau, nhap khau thuoc va bao bi tiép xuc tryc tiep véi thuoc;

Quyét dinh s0 143/QD-QLD ngay 04/7/2008 cua Cuc trudng Cuc QLD bd
sung Quyet dinh s6 89/QD-QLD ngay 22/4/2008 vé viéc giao ky thira 1énh d6i
v6i mot s6 cong van tac nghiép cua Phong Pang ky thude.

Quyét dinh s6 481/Qb-QLD ngay 01/9/2015 cua Cuc truong Cuc QLD vé
viéc giao ky iy quyén ddi véi Gidy ching nhan san pham duoc.

4. TRACH NHIEM THUC HIEN

Lanh dao phong Dang ky thudc, Trung tdm va cdc phong trong Cuc c6
trach nhi¢m phoi hop, kiém tra va bdo dam nhiing quy dinh trong quy trinh nay
duoc thuc hién va tuan thu.

Chuyén vién va nhimg nguoi c¢6 lién quan dén quy trinh c6 trach nhiém
thuc hién va tuan thu nhitng quy dinh trong quy trinh nay.

5. QUY PINH CHUNG
5.1. PAu mdi tiép nhan, xir Iy va cap CPP, FSC:

- Phong ding ky thudc tiép nhan, xir 1y va cdp CPP, FSC theo uy quyén
cua Cuc truéong Cuc Quan ly dugc cho thudce san xuat trong nudc da duge phép
san xuat, luu hanh tai Viét Nam phuc vu cho muc dich xuat khau
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Cuc Qudadn ly Dwoc OT.DT.02.01

- Trung tAm tiép nhan, xir Iy va cap CPP theo Gy quyén ctia Cuc trudng
Cuc Quan 1y dugc cho thude san xuit trong nude chua c6 sd ding ky luu hanh
tai Viét Nam phuc vu cho muc dich xuét khau

5.2. Mau Gidy chirng nhén sin phim dwgc va Gidy ching nhin hru hanh ty
do:

- Gidy chimg nhan san pham dugc (CPP), Gidy ching nhan luu hanh tu do
(FSC) dugc cap theo mau théng nhét vé hinh thirc va ndi dung dugc quy dinh tai biéu
mau 15a va 15b ban hanh kém theo Thong tu sb 47/2010/TT-BYT ngay 29/12/2010
cia Bo Y té hudng dan hoat dong xuét khau, nhap khéu thubc va bao bi tiép xuc truc
tiép v6i thude. Gidy CPP hoic FSC duoc in théng nhét trén gidy khd A4, nén mau
trang.

- S6 lugng gidy CPP, FSC duogc cip theo yéu cau cua co s& san xudt, trong d6
01 ban ‘lu'u ta1 Van thu Cu’c, 01’ ban luu tai don vi dugc Cuc truédng Cuc Quan ly Duogc
uy quyen thuc hién viéc cap gidy chung nhan.

5.3. Ho so' va thi tuc dé nghij cap CPP/FSC:

. Ho so va thﬁ’tuc dé nghi céip giéy CPP, FSC duoc thuc hién Fheo quy Qinh tai
biéu 23 Thong tu s6 47/2010/TT-BYT ngay 29/12/2010 ctua By Y t€ huong dan hoat
dong xuat khau, nhap khau thudc va bao bi ti€p xuc truc tiep vdi thuoc

5.4. Thoi gian xem xét cap CPP/FSC:

Thoi gian xem x¢ét cap gidy CPP, FSC tbi da 1a 05 ngay lam viéc ké tir khi nhan
duoc ho so hop 1€

6. PINH NGHIA VA CHU VIET TAT
- CPP: Giéy chimg nhan san pham duoc
- FSC: Giay chimg nhan luu hanh tu do
- P.PKT: Phong Piang ky thudc

- Trung tAm: Trung tdm ddo tao va hd tro doanh nghiép duoc, my pham
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Cuc Qudadn ly Dwoc

OT.DT.02.01

7.NOI DUNG QUY TRINH
7.1. So' d6 quy trinh:

Nguwoi thue Trinh ty thyc hién Tai li¢u tham Thoi
hién chiéu, biéu mau | gian thuc
hién
(ngay)
Van thu - -
P.DKT/Trung Ti€p nhén van thu yéu cau 721
tam cua cac doanh nghiép tir VP BM.DT.02.01/01 1/2
Trudng phong .
P.DKT/ Giam Phan cong chuyén vién xtr ly
2 7.2.2 1/2
doe Trung
tam
Chuyén vién v
dugc phan Chuan bi CPP, FSC 723
con bl BM.DT.02.01/02 | 02
g l BM.PT.02.01/03
Trudong phong - ~
P.PKT/ Giam Kiém tra & ky gidy 724
dbc Trung CPP, FSC 1/2
R Chura dat
tam
Vin thu Pong ¥ ky
P.DKT/Trun v
tam ¢ . 7.2.5
. . Doéng dau, phat hanh 01
Van thu Van Luu trit BM.DT.02.01/04
phong Cuc.
7.2. Mb ta qua trinh cip CPP, FSC

7.2.1. Nhan ho so/don dé nghi cap CPP, FSC:

Thoi gian thuc hién t6i da la % ngay lam viéc

Hang ngay, vao gio hanh chinh, van thu P. DKT hodc Trung tdm nhén
ban giao don/ho so dé nghi cap giay CPP, FSC theo biéu mau BM.DT.02.01/01

tir Van thu Cuc trén co s¢ iy quyén cua Cuc trudng dugc mo ta tai muc 5.1.

7.2.2. Phan cong chuyén vién xir ly:

Thoi gian thwc hién t6i da la ¥ ngay lam viéc

Vian thu P. DKT hoac Trung tdm cap nhét dir liéu (trong phan mém hoic
s6 cong van di-dén) va trinh ngay don/hd so dé nghi cap gidy CPP, FSC cho
Truéng phong P.DKT hodc Giam dbc Trung tdm dé phan cong cho chuyén vién

xu ly.
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Cuc Qudadn ly Dwoc i i i OT.DT.02.01
Truong phong P.DKT chuyén Bon dé nghi cap CPP, FSC cho chuyén
vién duoc phan cong theo doi1 ho so dang ky thudc ctia doanh nghiép do.

Lanh dao Trung tdm chuyén Pon dé nghi cAp CPP cho chuyén vién/vién
chuc dugc phan cong theo déi cap CPP.

7.2.3. Chuan bi va in gidy CPP, FSC:
Thoi gian thuc hién téi da 14 02 ngay lam viéc

- Bdi v6i CPP, FSC ciia thube san xut trong nudc da dugce phép san xuat,
luu hanh tai Viét Nam phuc vu cho muc dich xuat khau:

Chuyén vién dugc phan cong can ctr Quyét dinh cip s6 ding ky luu hanh
va Tom tit thong tin san phim chuan bi va in CPP theo biéu mau
BM.DT.02.01/02; FSC theo biéu miu BM.DT. 02.01/03. Chuyén vién ra soat
cac thong tln trong gidy CPP, FSC bao dam phu hop va chinh xac voi thudc da
dugc cap s6 dang ky luu hanh, ky tit trén 01 ban CPP, FSC dé trinh Trudng
phong DKT.

- P6i véi CPP caa thude san Xuﬁ‘g trong nudc chua dang ky luu hanh tai
Viét Nam phuc vu cho muc dich xuat khau:

Chuyeén vién/vién chirc dugc phén cong chuép bi va in CPP theo biéu miu
BM.DT.02.01/02; néu can gui van ban xin y kién cia cac phong lién quan
(Phong bang ky thuodc, Phong Quan ly chat luong thude, Phong Quan ly kinh
doanh duogc); ra soat va ky tat trén 1 ban CPP d¢ trinh Giam doc Trung tam.

Truong hop nude nhap khau yéu cau doanh nghiép nop CPP theo mau do

nudc do quy dinh, Cyc Quan ly duoc - BO Y té co thé xem xét cap CPP dya trén
mau dugc yéu cau.

7.2.4. Kiém tra & ky giay CPP, FSC:

Thoi gian thuc hién téi da 1a ¥2 ngay lam viéc

Truong phong BDKT, Giam d6c Trung tdm theo Gy quyén duoc giao kiém
tra nd1 dung trén giay CPP, FSC va ky duyét.

Truong hop CPP, FSC chua dap ung yéu cau chuyén lai cho chuyén vién
duoc phan cong deé thuc hién lai tir bude 7.2.3.

Sau khi Truong phong PKT, Giam déc Trung tim ky duyét CPP, FSC,
chuyén vién dugc phan cong chuan bi Théng bao dong 1¢ phi cap CPP, FSC
chuyén cho Vin thu phong vao sb theo ddi cong van di va chuyén cho Vin thu
Vian phong Cuc.

7.2.5. Péng diu va phat hanh CPP, FSC, lwu trik:
Thoi gian thuc hién toi da: 01 ngay lam viéc

- Van thu P.DKT hodc Trung tam vao s6 cong van di (hodc cap nhat phan
mém) va chuyén ngay Giay CPP hoac FSC da dugc phé duyét cho bd phan Van
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Cuc Qudadn ly Dwoc i oT .BT .02.0~1
thu Cuc kém theo Thong bdo dong 1¢ phi cap CPP, FSC theo bi€u mau
BM.DT.02.01/04.

Sau khi doanh nghi€p dong 1€ phi theo quy dinh, B phan Van thu Cuc
moi thye hién viée dong dau va phat hanh CPP, FSC dén doanh nghiép (ghi 16
s0 luong moi loai gidy chuyén cho doanh nghié¢p).

Vin thu Cyc ban giao hd so luu cho P.DKT hodc Trung tim dé bao quan
va luu trir theo quy dinh.

8. QUAN LY HO SO LUU
Hb so lién quan gém co:
- Pon dé nghi cap CPP, FSC
- Ban luu CPP, FSC
9. PHU LUC, BIEU MAU :
- BM.PT. 02.01/01: Pon dé nghi cap CPP, FSC
- BM.PT. 02.01/02: Mau giay CPP
- BM.PT. 02.01/03 : Mu gidy FSC
- BMLPT. 02.01/04 : Thong bao déng 1¢ phi cap CPP, FSC

Ngay dap dung: 01/02/2016 Lan ban hanh: 01
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BM.PT. 02.01/01: Pon dé nghi cip CPP, FSC

TEN DOANH NGHIEP

SO: ceeeii,

Poc lap - Tw do - Hanh phic

Kinh giri:  Cuc Quan Iy duoc - Bo Y té

CONG HOA XA HQI CHU NGHIA VIET NAM

Doanh nghigp: oo e

bia chi:
bién thoai:

Fax:

Kinh déqnghi Cuc Quan ly dugc- BO Y té xem xét cAp Gidy ching nhan san pham
dugc pham (CPP) cho céc san pham thudc sau:

, Hoat chat, thanh ouycich | . U | So dang

TT| Ténthube | phdn, hamluong | oY SN | chudn chdt | ky (néu
A o dong goi dung .
(nong do) lugng c0)

GIAM POC DOANH NGHIEP
(Ky tén, dong dau)




BM.DT. 02.01/02: Mau gidy CPP

Certificate No: MINISTRY OF HEALTH OF VIETNAM
DRUG ADMINISTRATION OF VIETNAM Exporting (certifying) country:
CERTIFICATE OF APHARMACEUTICAL PRODUCT Importing (requesting) country:

(This certificate conforms to the format recommended by the World Health Organization)

Proprietary name (if applicable) and dosage form:
Active ingredient(s) and amount(s) per unit dose :
1. Is this product licensed to be placed on the market for use in the exporting country? If yes, complete box A; if no, complete box B

A B

Product license holder: Applicant for certificate:

Address:

Status of licence holder: Address:

Number of product licence and date of issue:

Date: Date review: Status of applicant:

The name and address of the manufacturer producing the dosage form:

Address: Why is authorization lacking?

Is an approved summary basis appended? yes [ no [l

Is the attached product information complete and consonant with the license? not required O not requested 1 under consideration 0 refused OJ
yes [ no O not provided [J

Applicant for certificate if different from the license holder: Remarks

2. Does the certifying authority arrange for the periodic inspection of the manufacturing plant in which the dosage form is produced?  yes [J
no [ if no, proceed to question 3
Periodicity of routine inspection (years): At least once every three years
Has the manufacturer of this type of dosage form been inspected:
yes [] no
Do the facilities and operations conform to GMP as recommended by the World Health Organization? yes [1 no

3. Does the information submitted by the applicant satisfy the certifying authority on all aspects of the manufacturer of the product undertaken by another party?
yes [ no [ if no, explain:

Address of the certifying authority: Name of authorized person:
Drug Administration of Vietnam Signature:

138A Giangvo, Hanoi, Vietnam

Tel No.: +84.4.8464413

Fax No.: +84.4.8234758 Stamp and date:




BM.PT. 02.01/03 : MAu giay FSC

CONG HOA XA HOI QHU NGHIA VIET NAM THE SOCIALIST REPUBLIC OF VIETNAM
Bo Y té Viét Nam Ministry of Health
Cuc quén ly dugc Drug Administration of Vietnam

GIAY CHUNG NHAN LUU HANH TU DO
FREE SALE CERTIFICATE

CUC QUAN LY DUQC- BQO Y TE CHUNG NHAN:
Drug Administration of Vietnam certifies:

Nha may san xuat dwgc pham:
The pharmaceutical manufactuer:

Dia chi:
Address:

Puoc san xuat va lwu hanh trén lanh thé Viét Nam sian pham dwoc sau:
Has been authorized to legally manufacture and trade in whole territory of
Vietnam the folloing pharmaceutical product:

Tén thudc: Name of product:

Hoat chat chinh: Active ingredient (s):

Pong goi: Packaging:

Tiéu chuan chét lwong: Specification:

Han dung: Shelf-life:

S6 ding ky: Registration number:

Ban hanh kém theo Quyét dinh so: Which was approved in the decision:
Gidy phép c6 gia tri dén ngay: This certificate is valid until:

Name of authorized person



BM.PT. 02.01/04 : Thong bio déng 1¢ phi cip CPP, FSC

CUC QUAN LY DUQC CONG HOA XA HQI CHU NGHIA VIET NAM
DON VI CAP CPP, FSC Poc lap - Tw do - Hanh phic
GIAY BAO THU

Kinh giri: Phong K¢ hoach - Tai chinh, Cuc Quan 1y Duge

Dé nghj Phong K& hoach - Tai chinh thu phi, 1& phi cua:
Cong ty:

Dia chi:

V& viéc thu 18 phi cAp Gidy chung nhan CPP, FSC nhu sau:

STT

A LA Mi ho so .
Tén ho so (S6 Cong vin) Noi dung

Tong sb: ......... (ho s0)

SO BN PRAT NOP:. .ot

BANE CHT: e e

Ha Ngi, ngay thang nam 20...
Nguwoi bao thu

Liru ¥ hinh thirc ndp tién:

- Chuyén khoan/ndp tién mit theo ndi dung:

+ DPon vi huéng: Cuc Quan 1y dugc

+ Sb tai khoan: 3511.1057209 tai Kho bac Nha nuéc Ba Dinh Ha Noi

+ Dia chi: S6 8 Kim Ma Thuong -Ba Dinh - Ha Noi

(Ma Bon vi SDNS: 1057209)

Hodc:

+ Pon vi huéng: Cuc Quan 1y dugc

+ 86 tai khoan: 84668688 tai Ngan hang Viét Nam Thinh Vuong — VPBank

(Vietnam Prosperity Joint Stock Commercial Bank)

- Nop tién mit tai Cuc QLD: Déi v6i cac khoan nop tién 18 phi < 6 triéu dong,
doanh nghiép c6 thé ndp tién mit tai Phong KHTC - Cuc QLD
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