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Calcitonin

Kinh gui:

Hd N1i, ngdy [t thdng,/0 ndm20]2

- Cdc c6ng ty dang kf, sin xudt thudc luu hanh tai Vi€t Nam;
COng ty Novartis Pharma Services AG (Dlc: Lichtstrasse 35,
4056 Basel, Switzerland).

Ngdy zonZ|g, theo thong b6o cria Co quan Quan l9 Duo.c phdm Chau Au
(EMA), HQi ddng c6c sin phdm thudc sr! dung cho ngudi cria EMA (CHMP) di dua ra
khuydn c6o 1i0n quan ddn (i) Gifi h4n viQc srl dung dii ngiy cta c6c thudc chrla
Calcitonin (ii) Thu h6i thu6c chrla Calcitonin d+ng xit m0i dtng dd dieu tri lo6ng
xuctng vi (iii) Gi6i han l+r chi dinh cho dang tiOm trong didu tri @nh Paget xuong do
vidc srl dung dii ngiy cdc thudc chrla Calcitonin c6 thd tang nguy cd gAy ung thu.

Cdn crl kdt lu4n cta Hoi d6ng x6t duy€t thu6c - Bq Y td d6i vdi thu6c chrla
thdnh phdn Calcitonin; vdi mqc tiOu dam bAo st dgng thudc ho-? lf, an toen vtr hi€u
quA, Cpc Quan lf Duoc thdng b6o nhu sau:

l-T4m ngimg cdp sd dlng kf ldn ddu vi ddng ki l4i ddi vor-cdc thudc chrla
Calcitonin deng xit mfii dd di6u trf lodng xucrng.

2-Ddi v6i c6c c6ng ty c6 thudc chfa Calcitonin dang lrrr-r hinh: Y€u cdu cdng ty
d*g fy/ter, xudt b6o c6o cdc vdn dd li6n quan ddn dQ an toin vi hiQu quA cria thu6c
trong qu6 trinh luu hdnh (theo bidu ntiu dinh kCm).

3-YOu cdu c6ng ty Novartis Pharma Services AG b6o c6o bd sung c6c th6ng tin
vd vi€c luu htrnh thu6c chrla Calcitonin dang xit miii cria c0ng ty it cdc nulc sau khi c6
khuydn c6o ngiy 20fif2012 cta EMA.

Bi{o c6o cta c6c cOng ty liOn quan ddn thudc chfa Calcitonin dang luu hhnh tr6n
thi trucrng dd nghi gfti vd C\c Quan lf Duo. c trudc neiv 20110/2012 theo dia chi: Cuc

Qu6n lf Duo.c (Phdng Dang kf thudc), l38A Gi6ng V6, Ba Dinh, Ha N0i. Di0n thoai:
04.382307 94; 04.37 368258. Email: dangkythuocqld@gmail.com.

Cqc Quan lf Duo. c th6ng b6o dd c6c don vi bi6t vi thuc hiQn./.

Noi nhQn:
- Nhu tren;
- BT. Nguy6o ]ti Kim Ti6n (dd b/c);
- TT. Cao Minh Quang (dd b/c);
- Cuc QIXCB, Thanh tra BYT (dd ph6i hqp);
- Tdng cOng ty Duoc VN;
- CUc Quan Y - BQP; CUc Y t6 - BCA; C\c Y t6 GTVT;
- Bio hidm )GIMr{;
- S& Y td c{c tinh, TP rrrc thuoc TW;
- TT DI & ADR Qu6c gia; TT DI & ADR khu vrc (BV Chq Rdy);
- Thamh vien tD XDT;
- Cdc chuy0n gia tMm dinh hd so dang kf thu&;
- T4p chi Duo. c&MB
- Ven phdng (dd dua len Website), Phbng TTQC thudc;
-LuuVT,DKT.

TRUdNG

Nguy€n Ven Thanh



BAo cAo vttc Lw HANH THUdc cHfIA cALCIToNIN
(Theo y€u cdu cira c6ng vdn s6 .. .. ...... . .../QLD-DK ngny th6ng nim2Ol2

cta Cuc Quan lf Duo.c)

1. T€n thudc: D4ng bio ch6' hhm lugng:

2. SDK: Nghycdpsddengkf:

4. C0ng ty sin xuCt, tlla chi:

5. Chi illnh iliCu tri, liiu dirng:

6. Sd lugng thudt rla nh{p khdu ftd t,t ngdy thudc dw. c cdp SDK luu hdnh):

7. Sd lugng thu6c iI6 dua ra luu hirnh tr6n thi trudng:....
8. C6c co s& y t6 noi thu6c alii tluo. c alua vho srt dgng:

9. B6o clio ghi nhAn trong qu6 trinh luu hinh thu& t4i Yi6t Nam vi nudc kh6c
(ndu c6):

9.1. Vi dQ an toin:
- ThOng tin vd tr{c dgng phg, phAn rtng bdt lgi khi srl dgng thu6c, mfc dQ, s6

lugng benh nhan . ..

- Th0ng tin li€n quan kh6c (ndu c6):

9.2. Hi6u qui cia thu6c:

9.3. Trutmg hqp khic: khOng c6 th6ng tin, kh6ng theo d6i duo. c . . ..

l0.finh hinh luu hirnh thudc:
10.1. Lrm hhnh 6 nurlc s6 t4i ve,/ho4c c6c nudrc khic c6 thudc luu hlmh:

C6lKhdng/Iam ngimg luu hinh
Truinrg hqp thu6c Kh6ng ho{c Tlm ngirng luu hinh, dd nghi n€u 16 lf do, vi du:

- De bi nit SDK b&i co quan c6 thdm quydn nudc s6 t4i

- Tq dd nchi ryt SDK vi thu hdi thudc

- Khongkinhdoanh
- Truong hqtpkh6c: ........

10.2. Co quanl,fon vi vi thdi gian ra quyit tlfnh vi vi6c khOng cho ph6p luu
hinh ho{c tqm ngimg luu hirnh thudc:

ngey ... th6ng ... nem2ol2
Gi6m rldc cdng ty

(Kjt vd ghi rd ho ftn)

11. f kidn cria tlon vi (ndu c6):


