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QUYET DINH
thinh l6p HQi tl6ng tu'v6n cip gi6y tlnng ky luu hirnh thu5c,

nguy6n tifu lirm thu6c

BQ TRTIONG BQ Y TE

Cin cri Lu?t Dugc ri5 t OSIZO t OlqH I 3 ngdy 061412016;

Cdn cu Nghi dinh si5 ZSlZOtZnrrO-CP ngiy 201612017 cira Chinh phri

dinh chirc ndng, nhi€m vg, quy6n han vir co c5u t6 chric cria B0 Y tii;

Cdn cri Nghi dinh .O S+IZOIZND-CP ngdy O8l5l20l7 cira Chinh phir

dinh chi titit mQt sO aieu vd bign ph6p thi hdnh Lu4t duqc;

Xdt d€ nghi cira Cuc tru&ng Cqc QuAn lli Duoc - B9 Y t6,

qu)'

QUYETDINH:
Di6u 1. Thdnh lap HQi d6ng ttr vdn c6p gi6y ddng kj luu hdnh thu(ic,

nguy6n li€u ldm thu6c (sau d6y gqi t6t ld H6i d6ng), cg th€ nhu sau:

1. Ti6u chuAn Thdnh vi6n Hgi d6ng:

a) Dang giir chirc vu linh dao, qudn l;l tgi co quan quirn 11i, k! thuAt;

. b) Thu6c linh vuc quin ly, chuy6n m6n li6n quan d6n nhiQm vp tu v6n ctra
H6i d6ng;

c) C6 chuydn rn6n s6u d6 cung cdp ctrc y kirin tu vin, cdc tdi li€u, c6c quy
dinh, quy trinh hodc_ciic hu6ng din li6n quan d0n c6p giSy ddng ky luu hdnh thu6c,
nguyCn li€u ldm thu6c (saudiy goi tlt ld thui5c), c6p pirep nnap khau thu6c chua c6
gi6y ddng k! luu h-inh thu6c tai Vi6t Nam dim b6o tinh ktroa hoc, kh6ch quan vd
chiu trrich nhi€m diii v6i cdc j ki6n tu vdn;

d; F5 tri tluoc thcri gian dii dgc k! h6 so vd tham gia dAy dir c6c cu6c hop
cira H6i d6ng tt6 cung c6p kip thoi vd dring thdi han c6c j klen tu v6n;

.., ,..d) fan_r Ua9 bi matd6i u1i citc th6ng tin.li6n quan d€n c6ng.t6c tu v6n c6p
giAy ddng ky luu hdnh thu6c, c6p. phep nhdp khdu thu6c chua c6 gi5y deng kj luu
hdnh thu6c tai Vi6t Nam c6 yeu iiu bi m6t;

e) Kh6ng duoc tharn gia c6c hoat d6ng li6n quan d6n doanh nghiOp, ldm tu



v6n cho doanh nghiQp, t6 chirc kinh doanh dlch vu vd c6c tO chric c6 nhAn kh6c o
trong nudc vh nu6c ngodi vA c5c cong viQc c6 li6n quan d6n nhiQrn vu tu vAn cria

Hoi dong

2. Thdnh phAn HQi d6ng:

a) Ban tu v6n chung:

b) Ban tu vAn cilp gi6y ddng.ky luu henh thu6c, cap qhdp ,lh.ap khAu thu6c
chua co giAy 9A"q ky lp hanh thu6c tai Viqt },.{arr d6i v6i thu6c h6a ducrc, thu6c

dugc liQu, thu6c c6 truy6n, nguy6n liQu ldm thu6c

STT Thinh viOn Chri'c danh

1 Tluong Qudc Cuo'ng - Thir trucrng B0 YTS.
te

Chu tich H6i d6ng

2 DSCKII. Vfr TuAn Cuo'ng - CUc truong Cuc

QuAn ly Duo. c

Ph6 Cirri tich thuo'ng truc
HQi d6ng

aJ DS. EO VEn D6ng - Ph6 Cuc tru6ng Cpc

QuAn ly Du'oc
Ph6 Chtr tich I{6i d6ng

4 TS. Nguy6n Minh Lqi - Pho Cpc tru&ng Cuc
I(roa hoc c6ng nghe vd dho t4o

Thdnh vi6n

5 PGS. TS. EoAn Cao Son - Vi6n trudng Vi6n
I(i6rn nghi€rn thuoc Trung uong

Thdnh vi6n

6 PGS. TS Dinh Thi Thanh Hai - Ph6 lii6u
tru6'ng Truong D4i hoc Duo-c He NQi

Thanh vien

Tu vAr-r cAp giAy dang ky luu liiurh thu6c

7 ThS. Nguy6n Huy Hung - Trucrng phong Ddng
ky thu6c, Cuc QuAn ly Duo-c

Thdnh vi6n, thu ky

Tu vAn cAp phep nhap kh6u thu6c chua c6 giAy ddng ky luu hdnh thu6c tai Vi6t
Nam

B ThS. Phan C6ng Chi6n - T'ruong phdng QuAn
ly kinh doanh duo'c, Cuc QuAn ly Dugc

Thenh vi6n, thu ky

STT Thhnh vi6n Chri'c danh

1 PGS. TS. Ph4rn Vfr ICrSnh - Cuc tru6ng Cpc

QuAn li Y, Duo-c c6 truyCn
Thdnh vi6n

2 ThS. Nguy6n Trgng Khoa - Ph6 Cuc truong
Cuc Qu6n ly I(h5m chfi'a bQnh

Thhnh vi6n

a
J

--

PGS. TS. Tr6n ViQt Htng - Vi0n tru6ng Viqn
Ki6m nghiQm thu6c TP. I{6 Chi Minh

Thdnh vi6n

4 PGS. TS. TrAn Hung ' PhP hieu trudng
Truo'ng D4i hgc Y Duoc TP. HO Chi Minh

Thinh vi6n



5 PGS. TS. Phpm Thi VAn Anh - Truo'ng 86
m6n Dugc ly, Trudng Dai hgc Y Hd NQi

Thdnh vi€n

6 TS. Nguy6n Trdn Linh - Ph6 tru&ng 86 rn6n
bdo ch6 Trudng Dqi hgc Dugc Ha NQi

Thdnh vi6n

7 PGS. TS. Pham Th! Th[y Vdn - Ph6 truong
BO rndn duoc l6m sing Trudng Eai hoc Duoc
Ha Noi

Thdnh vi6n

c) Ban tu v6n c6p gi6y dang ky luu hdnh vdc xin, sinh phAm vd c6p ph6p
nhQp khAu vdc xin, sinh phAm chua co gi6y dang kf luu hdnh tai Vi6t Nam

STT Thirnh vi6n Chfi'c danh

1 PGS. TS. Trdn DEc Phu - CUc truong CUc Y te
du phdng

Thanh vi6n

2 GS. TS. Ding Drlc Anh - Vi6n truong ViQn VQ

sinh dich tE Trung ucrng
Thdnh vi6n

a
J TS. B4ch Qu6c Kh6nh - Vi6n truo'ng Vi0n

Huy6t hoc truydn m6u Trung ucrng
Thhnh vi6n

AI PGS. TS. Nguy6n Vdn Kinh - Gi6rn doc BCnh
vi6n Nhi6t d6i Trung uong

Thanh vien

5 TS. Eodn Hiru Thi6n - Vi6n tru6ng Vi6n Ki6m
dinh Qu6c gia Vic xin vd Sinh ph6m Y te

Thdnh r.i6n

6 PGS. TS. Tr6n Manh Hirng - Tru6'ng 86 rn6n
Duo-c .ly, Khou Duoc - Truong D4i hqc Y duo. c
Tp. H6 Chi Minh

ThAnh vien

7 PGS. TS Phan Trgng Ldn - ViQn trudng ViQn
Pasteur Thdnh pnO HO Chi Minh

Thirnh vien

3. Giirp vi6c cho HQi d6ng c6 Bo phan Thud'ng truc H6i dong ddt tai
Qr-rAn ly Duoc - 86 Y tC.

Didu 2. HOi el6ng c6 nhiQm vu sau :

Cuc

1. X6t duy6t vd tu v6n cho B9 Y t6 trong vi6c c6p gi6y dang ky luu hdnh
thu6c, nguy6n li6u ldrn thuoc tai Vi6t Nam vd c6p phdp nhap khAu it rO. chua c6
giAy dnng ky luu hdnh tai ViQt Narn theo quy dinh vd theo ting Ban tu'v6n quy dinh
tai Di6u 1.

.('2.'lu v6n vd c6c chfnh s6ch, chri truong sAn xudt, nhqp khAu vd lur,r hdnh
thu6c, nguyOn lieu ldm thu6c tai Vi6t Nam, trong d6 c6 uig. aC xuat su'clUng thu6c

*ap klrAu d6p irng nhu cAu di0u trf ddc bi6t, ,ie. su dqng thu6c tr6n ngudi Viet
Nam dc ddnh gi6 tfnh an todn, hi€u qua cira thu6c khi cAn thi6t.



I3. Tu vAn c6c chtr truong v6 hda hqp dlng ky thu6c, nguy6n li6u ldrn thu6c

v6'i c6c nu6'c trong khu vuc vd tr6n th€ gi6i.

. 4. Tror-rg truo'ng ho. p ddc biQt, I{6i d6ng mo'i th6rn c6c chuy€n gia dQc 10p dC

tu vAn cho BQ Y tO vO c6c n6i dung tai kho6n 1,2,3 Di6u ndy.

Didu 3. Cuc QuAn ly Duo'c.co tr6ch nhi6m tham muu cho BQ tru6ng BO Y to
trong viQc ban hanh quy dinh rA tO chirc vd hoat dOng cua HQi d6ng, trong do c6 quy

Ainfr aO tdng cuong ir6ch nhiOrn ctra cdc thdnh vi6n HQi d6ng vd co ch6 ph6i hqp

gifr'a I{6i dOng v6'i16c nh6m chuy6n gia thAm. dfnh trong qu6 trinh 
1r, 

ufu cdp gi6y

ddng.kV luu hdnh thu6c, nguydn li6u ldm thu6c vir cAp ph6p nhflp khAu thu6c chua

c6 giAy dang ky luu hdnh tai Vi6t Nam.

. Diiiu 4. Quyi5t dlnh ndy c6 hiqu lUc kC til ngdy ky ban hdnh vh thay the

Quydt dlnh s6 31IQD-BYT ngdy 06111201l c;ta BQ truong 89 Y t6 vA viQc thdnh

lflp I{Qi d6ng tu v6n cdp gi6y Aang ky luu hdnh thu6c, nguy€n lieu ldm thu6c.

Didu 5. C6c Org, Bi: Ch6nh Vdn phdng B0, Vu trucrng VU T6 chirc c6n bQ,

Circ trudng CUc QuAn ly Dugc, Thu trudng c6c.dcrn vf c6 li6n quan vi c6c 6ng, Bi
c6 t6n tai Di€u 1 chiu tr6ch nhidrn thi hdnh Quy6t dinh ndy./.

No'i nltQn:
- Nhu DiAu 5;

- BTr. Ngu1,5n Thi Kim Ti6n;
- CAc Thfr tru6'ng e9 Y t6;
- Luu: VT, TCCB, QLD (2b).

Kim Ti6n


