BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
ss: 533C /QLD-PK
V/v trién khai cic gidi phap nhim néng Ha Noi,ngay T.. thang X nam2014

cao chét lugng hé so dang ky thude
Kinh giri: C4c cdng ty ding ky san xuét, hru hanh thudc tai Viét Nam.

D& trién khai Théng tur s§ 22/2009/TT-BYT ngay 24/11/2009 ciia B§ Y té
quy dinh viéc dang ky thudc, B4 Y té (Cuc Quan ly Dugc) di ban hanh S tay
huéng din dang ky thudc, céc quy trinh chuan S.0.P va xdy dung céc bd céu
héi va tra 18i (Q & A) tai cdc khéa tap huén do Cyc Quan Iy Dugc td chirc lam
co s& cho cac don vj chun bj va ndp hd so ding ky thubc theo mau hd so k¥
thuit chung ACTD (Asean Common Technical Dossier) va 4p dung cac hudng
dan k¥ thuat chung ACTR (Asean Common Technical Requirement).

Tuy nhién, qua téng hop két qua thAm dinh hé so trong thdi gian vira qua
cho thdy viéc chuén bj hd so ding ky thuéc ciia hdu hét doanh nghiép chua dugce
quan tdm diing murc; chit lugng hd so ding ky thudc con rat thap, phai b sung
nhidu 13n (khoang hon 95% s6 hd so ding ky thudc trong nuéc va 75% s6 hé so
dang ky thubc nuéc ngoai khong dat yéu ciu sau thim dinh 1an dau) din dén hé
qua kéo dai thdi gian cp sé ding ky thubc, anh hudng dén san xuét kinh doanh
ciia doanh nghiép, déng thoi gy khé khan cho cdng tic thdm dinh va cip sb
ding ky thube ciia co quan quan 1y.

Dé nang cao chit lugng hd so ding ky thude, khic phyc tinh trang phai bd
sung hd so nhiéu 14n, rit ngén thoi gian cép sé dang ky, Cuc Quéan ly Dugc
théng béo trién khai mét sé giai phap nhu sau:

1. Cuc Quan ly Duge sé tiép tuc td chirc dot tip hudn d huéng dan cho
céc co s& dang ky san xut, lru hanh thudc va giai dap vé viéc chuén bj ho so
dang ky thubc véi céc thong tin cy thé:

1.1. N§i dung;: Tap huén, huéng din chi tiét v& cic ndi dung lién quan ddi
v6i hd so hanh chinh, hd so ki thuét cia hd so ding ky thube, hd so vé an toan
va hiéu qua cua thubc; céch thitc chudn bi hé so va giai dép tht ca céc théc mic
lién quan dén viéc thim dinh, xét duyét va cap so ding ky thube.

1.2. Pi tugng tham dy: Chi mdi céc cdn b tryc tiép 1am cdng téc nghién
ciru, phat trién san pham va chudn bi hé so ding ky thuée cia chinh céc cong ty
dang ky san xuét, luu hanh thube.

1.3. Thoi gian t§ chirc: Trong théang 05/2014.

1.4. Dja diém, hinh thirc ding ky tham dy va chuong trinh tip huén chi
tiét s& dugc cong bd cong khai trén trang théng tin dién tir cia Cyc Quén ly
Dugc (www.dav.gov.vn).
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2. Yéu chu céc co s& dang k)'z san xudt, luvu hanh thudc:

2.1. Cén nhén thirc diy da tm quan trong ciia viéc tip huén dm véi loi
ich cia chinh doanh nghn:p dé chu dong dang ky, cu‘ ding thanh phan can bd
tham dy khoa tap huén; chuén b; k¥ cac ndi dung cin huéng din, tat ¢ cc cdu
héi hodic van dé cin giai dap vé Cuc Quan 1y Dugc aé kip chuén bj.

2.2. B6 tri cén b n dinh, ¢6 trinh d¢ chuyén mén phi hgp dé chuyén
trach lam cong tdc ding ky thuéc san xuét, luu hanh cia chinh co s& dam bao
chuin bj hd so ding ky thudc diing quy dinh va dat yeu cdu k¥ thuat. Céc co s&
déng ky thudc cin thdng bio tén, s6 dién thoai ciia can b 1am céng tic ding ky
thubc tai Cuc Quén 1y Dugc dé lién hé cong viéc.

3. Sau dot tap huén, Cyc Quan ly Dugc s€ khong cap sb ding ky va khong
chip nhén viéc giai trmh hoic ndp bd sung hd so i vé6i céc 15i vé hd so k¥
thuét da dugc tap huén.

Cuc Quan ly Dugc thong bao aé cac doanh nghiép biét va khﬁn truong
trién khai thuc hién. Trong qua thuc hién, néu c6é khé khin, vufmg méc dé nghi
phan 4nh vé Cuc Quan ly Dugc dé kip thoi phéi hop giai quyét /.
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