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{ - PHAN II.
NgI DUNG cU THE cOa rrJNc ruu rr.lc uANu cnitu
ruuec rHAM vI cHr/c NANc quAN li cun ng v rt

Bu6c l: T6 chric dang k! hoqt dQng gi6m s6t nghi€n cLru thu nghi€m
^ , I I *^ -ldm sdng n6p ho so vd 86 Y td.

Bu6'c 2: Khi nhfn h6 so, co quan ti6p nh4n h6 so gtii cho t6 chuc phitlu

ti6p nh{n h6 so theo m6u 04 kdm theo Th6ng tu ndy, hu6ng dAn b6 sung

h6 so chua hqp lQ.

Buric 3: Trong thdi han 20 ngir lam r i6c ki trr ngav nhAn di h6 so h<m

lg. Bq Y t6 (Cuc Khoa hoc cong nghi rd DAo tao) co tr6ch nhiim renr
rdt. co vdn ban chip thuin hoar d.ing h.i tr., nqhiin.ru thu nehiint linr
sins. Trone m-rcmg hqp khon,: chip thuin. B.i Y li r Cuc Kht-'a h..; :.i:.-.
nghi ra Dirl t.lr-r r phai co t-h.in,e ha.r hanS vin b:n trons do neu ri .,. ct
khon-e chip tluin.

I. Thri tgc hhnh chfnh c6p trung uong

Dnng kf I6n dAu a6i vrii td chric h5 trq nghiOn ctiu c6 ho4t rtQng
gi6m s6t nghiGn criu thri, nghifm IAm shng

Trinh tu thuc hi6n

Cich thri'c thqrc hiin
C6ch thic thUc hiqn: nQp tr.uc ti€p tai Cuc KHCN&DT hodc qua dudng
buu di€n.

Thinh phin, s6 ltlqng h6 so

,\) Thinh phAn ho so. bao gom:

- Don ding k1 hoat dong h.l rr., nShien . Lru lhu nghiim lim sent
t.rr ViSt \am rle.'' mi.l rlr phu lu; ;.i rr1 ;u3 Thong ru nar

- Ban sao co chung druc mor trong cac rAn ban: Quiit dinh rh:nh
ldp, Gial'phep hoat dong. Giiv phep ddu ttr. Giil chtrng nhfn dAng ky

kinh doanh cua t6 chuc.

- Bdn kd khai nhan su theo mau qul.dinh tai phu luc s6 02 ban

hdnh kdm theo Th6ng tu ndy vir vdn bing, chirng chi cia gi6m s6t vi6n

Dao gom:

f Bdn sao c6 chring thqc bing dai hgc rrd I6n trong kh6i ngdnh

phtr hqp vryi cdc hoat dQng ho tro nghidn criu.
+ Bdn sao chring chi hoac gi6y chring nhAn dio t4o gi6m sdt

nghi6n criu ldm sirng vd thuc hinh lAm sdng t6t do BQ Y tt5 c6p holc do

t6 chric cluoc BO Y t6 cdng nhpn c6p

+ Bdn sao chring chi ho4c gi6y chung nh4n dugc ddo tqo lj, thuy6t
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vi thyc hdnh gidm s6t dinh ki hing nim vd nghidn cuu tht nghiOm lAm

sdng.

B) 36 luqng h6 so: 0l bg h6 so g6c vd 01 b6 bin sao

Thcri han gi6i quy6t

Thdi han giAi quy6t: 20 ngdy k€ nr khi nhan dugc h6 so hqp lQ

D6i tuo.ng thgc hiQn thri tgc hhnh chinh

T6 chric

Co quan thgc hign thri tgc hdrnh chinh

Cuc I(HCN&DT - Bq Y t6

K6t quri thrlc hiQn thi tgc hdrnh chinh

Vdn bAn chdp thudn

LQ phi

Khong

T€n miu tlon. miu tn khai (Dinh kdm ngal sau thu rgc nir)
Phu lgc l: Dtm dan-e ky hoat dtjng hci rro nghrdn cr,r rhu nghrin: lir:.
sang tai Viit \am r\tiu so I ).
Phu lgc 2: Ben ki klrai nhan su t\tau so l).

kiQn chung vr6ri tro nghiGn cri'u thii
nghiQm I6m sirng

l. Di6u ki€n v6 t6 chric:

Li t6 ch[rc co tu cdch phrip nhan hoat dong trong linh nrc nshiin
ctru thu nghiirn lim sin-q. du.,c rhanh lip theo qur ir d!n-h ;ua crr quan

nha nuoc co *rim q:.rrin J.ir r r'i t.i ihu.- ;ua ni.a nurir htric grir ih:-rn-.

nhin ddng kj krnh doanh hodc co giil phep hoat ilon-e do co quan nha

I nuoc co thdm qulin tai Vi€t \am cdp doi \ oi rri chuc ru nlran. to chuc
phi chinh phu.

2. Diriu ki€n vd nhAn luc:
a) Ngudi phu tr5ch chuy€n m6n phAi c6 bing cao ding tr<r l€n

trong kh6i ngdnh khoa hoc sric kh6e phir hqp vdi pham vi hoat dirng

chuy€n m6n cta t6 chric h5 tro nghi€n cuu tht nghiQm l6m sdng, co 03

nEm kinh nghiQm trd l€n trong it nh6t mQt llnh vuc c6 li€n quan tl6n

hoqt dQng h6 trq nghiOn cuu thrir nghiQm lAm sirng.

b) C6 d0 nhdn vi€n dep rmg di6u kiQn theo quy dinh tai Th6ng tu
ndy phir hqp v6i phpm vi hoat dQng chuy6n m6n theo cldng ky cua t6 chtc
h6 tro nghi0n cfu.

YGu ciu, iliiu kiQn thri tgc hinh chinh
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3. Dieu kiQn vC co so vit
C6 trU so hoat dQng, co so vdt chd,t vd trang thi6t bi bao darn trien

khai hoat dQng h6 tro nghidn cfu tht nghiQm l6m sdng phU hqp vdi
pham vi ho4t dQng chuydn m6n theo Cling k1i ctia t6 chuc hfi tro nghi€n

cuu theo tl,thu sO O t ban hinh kdm theo Th6ng tu niry.

4. Di6u kiQn uA bao dam ch6t lugng:
a) C6 c6c quy trinh thao t6c chuAn (SOP) cho c6c ho4t dQng ddng

k! thri nghi€m ldm sdng.

b) C6 hC th6ng luu trir tAi liQu c6 khd ndng cung c6p bing chung

vC vi€c ho4t dQng duoc thgc hiQn theo dring c6c SOP.

c) C6 h€ th6ng bdo dAm ch6t luong theo ti€u chuin ISO hoac c6c

ti6u chu6n tuong duong.

5. Ngodi di6u kiQn chung quy dinh tai DiAu nAy, t6 chtic h5 trlr
nghi€n criu ddng ky m6t hodc nh iiu hoat dQng ho tro nghidn clru thti
nghiQm lAm sAng n}tu gi6m siit nghien clru. kicrm tra nghi€n c[ru. phin
tich th6ng kd vd quin lj dri Ii€u nshiin cru. rdt nghiinr n-ehiin.-r.r. h,i

tro hdnh chinh nghi€n cuu cdn ddp ung c6c diiu kiin ru.-n-s
.,:

Jinh tai cdc driu +. r. 6. -. S Thone tu nar.

Diiu J. Diiu Xifn aiii vtri t6 chric h5 trq nghiGn cri.u cri tling kj
ho4t ilQng gidm sdt nghi€n cri.u thri'nghigm lim sing

l. C6 dn di6u kiQn quy tllnh tai Eidu 3 Th6ng tu ndy.

2. C6 tbi thitiu 01 gi6m s6t vi€n nghien cuu lAm sdng rl6p ung c6c:

di6u ki6n sau diy:
a) Etrrrc to chuc ho tro nghien cLru ru1'en dung h,p phip. D,,r r,ii

nsuin nu(,e nct\jr fhjr;,, cijr phcp lat .l,ins Jo J(r quan.-.- -h.,:t:.:;..jr:
;ua Viit \arn ;iq.

b ) Co bing tot nghiip dai hrrc trli len trons L'ir.ir nginh phu h.,n

voi c6c hoat dQng ho tro n.ehien cuu.

c) Co chtrng chi hoac giril chrng nhdn di duoc dio tao ban dau r i
gidm sit nghien cuu ldm sdng vA thuc hanh ldm sang tdt do Bo Y ti cdp

hohc do t6 chfc duoc Bq Y t5 c6ng nhdn cAp.

d) C6 chrmg chi hodc gi6y chrmg nh{n dE du-o. c diro t4o t1j, thuy6t v2r

thqc hdnh gi6m s6t dinh kj hnng n5m vd nghiCn cuu thri nghiQm lAm sdng.

'JIt: \] -:

Cin cti' ph6p lf ciia thri tqc hinh chinh

l. Nghi dinh s6 $12012/ND-CP ngdy 3l/8120t2 ci6 Chinh phn quy
dinh chric ndng, nhi€m vr, quydn h4n vd co c6u t6 chric crla B0 Y t6;

2. Th6ng tu sd 08/2014/TT-BYT ngdy 26/02/2014 cria B0 Y t6 Quy
dinh ho4t dQng h6 trtr nghi€n ctru thti nghiQm l6m sing tai Viqt Narn;
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rtN rO cHrrc cONG HoA xA sor cnO NcuiL vIET NAM
DQc l{p - Tq do - H4nh phric

56: ....................
. , " 

...:.
v t\: Aang b hottl long ho lro'nghten cru lhu
nghiim lin sing tai Viet Nam

......., ngdy thdng ndm

DON DANG K.i HOAT DONG HO TRO
NGHIEN CUU THU'NGHIEM LAM SANG TAI VIET NAM

Kinh grti: Cgc Khoa hgc c6ng ngh6 vi Dio t1o, BQ Y t6

: ,,
I en to cnuc dang t(y:

\,euoi dai di6n theo phiip ludt:

Ch[c 
"r..::

D:: cri ;.- o'.r:a:

DiQn thoai:

Fax:

Email:

Lim don deng kj hoat d6ng h6 tro nghien cuu thu nghidm lim s?rng tai Yiet Nam
voi cdc hoat done cu thi sau:

l.
2.

Cric giAy to kh:ic kem theo don dang kj'n?r1'theo qu) dinh cua 86 Y te bao gom:
l.
2.

1.

Chring t6i cam k6t thuc hi6n c6c ho4t d6ng ddng kli cua minh vtii 86 Y t6 tuin
thti tl6y dtlt c6c qui dinh cua phrip luat Viet Nam, hucrng ddn vi quy tlinh hiQn hdnh li€n
quan toi nghidn ctiu, thu.nghiQm lim sing tai Vi6t Nam, chiu sq thanh tra, ki6rn tra
cta co quan qudn l! c6 thdm quy6n cia Vi6t Nam.

D4i difn theo ph6p lu{t ciia 16 chri'c dnng.kj
(Kf, ghi 16 hg t6n, chric vg vir cl6ng diu)
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TTN TO CHUC

56: ....................
Ylv: KA khai nhdn sq d ch*c hd trct nghiin etint
thi nghiAn Mn sdhg tdi ViAt Nan

CQNG HOA XA HQI CHU NGHiA VIET NAM
DQc lip - Tg do - Hqnh phric

......., ngdy thdng ndm

nAN rt KHAr NHAN su'HoAT DoNG Ho rRo
NGHItN CUU THTINGHIEM I,ATvT sANc TAI VIET NAM

I{inh gii: Cgc Khoa hgc c6ng nghQ vir DAo t+o, BQ Y tii

T€n t6 chuc ddng k!:

Cdc nhin su dang kj hoat d6ng h6 tro nghi€n cLru T\LS g..m r.,i -r,. rrrr /r' li,h. b.)nc
ciic cl:u'.in nton. chlmg chi dio tcto i:im theot

STT H,', \r rin Var trd- chuc nins. nhi€m \ u trons Io !'hu.

Dai di6n theo phrip luet cria t6 chri,c tllng ki
{Kj. ghi 16 ho tdn. chric ru ri d6ng diul
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2-Thri tqc Dnng kf lin tIAu d6i vri,i t6 chrtc h6 trq nghiGn criu c6 ho4t tlQng

ki6m tra nghi6n crl,u thr? nghiQm lAm sirng

Trinh tu thuc hi6n

Budc l: T6 chric dAng k! hoat dQng girirn s6t nghi€n cuu thu nghiQrn
^ , I I ^^.lim sdng nop hd so vd BQ Y t6.

Buric 2: Khi nhdn hd so, co quan tiilp nh6n h6 so grii cho t6 chirc phi6u

ti6p nhfn h6 so theo m6u 04 kdm theo Th6ng tu n2ry, hudng ddn b6 sung

h6 so chua hqp 16.

Buric 3: Trong thdi h4n 20 ngiy lirm vi6c k6 tir ngiy nhqn dtl h6 so horr

le, BO Y t6 (C!rc Khoa hoc c6ng nghQ vd Ddo tao) c6 trach nhiCrn xem

xet, c6 v5n ban ch6p thudn hoat dQng h6 tr<r nghidn criu thri nghiQm lArn

sirng. Trong truong hqp kh6ng chAp thuin, B0 Y t6 (Cuc Khoa hoc c6ng

nghQ vd Ddo t4o) phii c6 th6ng brio bAng vdn bAn trong d6 n€u r5 lliz do

kh6ng ch6p thudn.

Cdch thfc thr;c hiQn

bm di€n.

Thinh phin. s6 lr.ong h6 so

A) Thanh phin ho so, bao sdm:
- Don ddng lcj'ho4t tlgng h6 tro nghi€n cuu thu nghiQm ldm sdng

tai ViCt Nam theo miu tai phu luc s6 01 cria Th6ng tu ndy.

- Bi,n sao c6 chimg tlrUc mQt trong c6c vdn bin: Qu-v6t dinh thiinh

lip. Gi6v ph6p hoat d6ng, Gidl phep diu nr. Girir chim-s nhen dang ki kLnh

doanh cua to chuc.

- Ban ki kJrar nhin su theo miu qur dlnh tai phu luc s,i Ul han

; hanh kem theo Thong tu nal r a r'5n bing. chtmg chi cua kiim tra r i6n

bao gom:

+ Bin sao c6 chung thuc bing dai hoc trcr l6n trong linh vuc c6

li6n quan d6n linh r.uc ki6m tra nghi€n ctru thu nghi€m lAm sirng;

+ Ban sao chtmg chi hoAc gi6y chung nh6n dd duoc tldo tao ly
thuy€t ban dAu, thUc hdnh ki6m tra vd ddo tao dinh kj, v0 nghiCn cu'u thir

nghiQm l6m sing.

B) 56 lurpg h6 so: 01 bQ h6 so g6c vd 01 b0 bdn sao

Thoi h4n girii quy6t

Thoi hqn giii quyrlt: 20 ngiy kC ti khi nh6n dutyc h6 so hqp lQ

E6i tuqng thgc hiQn thii tgc hirnh chinh
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ghiQm

l. Di3u kiin vi to chuc:

La to chuc co ru cach ph6p ntran hoar dong rrons lini r.Lrc n,:hiin
.-rru thu nghi€m lim sAng. ducrc thanh Lip theo qulir dlnh cua.o quan

nhir nuoc co thim qu.rin d,'i vtii to chric ctia nha nuoc hoac gidl chtmg
nh$n <l5ng kf kinh doanh hodc c6 gi6Ly phdp host dQng do ccr quan nhd
nudc c6 th6m quy€n tai Viet Nam cdp a6i vOi tO chfc tu nhAn, t6 chrlrc

phi chfnh phri.

2. DiSu ki€n r.d nhdn luc:
a) \gucri phu trdch chulen mon phai co bang cao dins rro lin

rrons khoi n_san}r kloa ht_rc suc khoe phu h crp r oi pham vi hoat dtjns
chuven mon cua to chuc h6 tro nghi€n ctru thu nghiem lim sang. co 03

ndm kinh nghiem rro l€n rron-e it nhdr mot linh vLrc co li€n quan den
hoqt d6ng h5 trq nghidn cru thu nghifm l6m sdng.

b) C6 dn nhAn vi6n drip tmg diAu ki€n theo quy dinh tai Th6ng tu
ndy phir hqp v6i pham vi ho4t dQng chuyEn m6n theo illng ky ctia t6 chuc
h5 trg nghiOn criu.

3. EiAu ki6n vd co sd v6t ch6t:

C6 t4r sd hoat d6ng, co sd vAt chdt vA trang thi6r bi bao ddm tri0n
khai hoat dQng h6 tro nghidn criu thrlr nghiQm l6m sdng phir hgp voi
pham vi hoqt il6ng chuy€n m6n theo d6ng ky cua t6 chuc ho tro nghi€n
criu theo UAu sO 0 t ban hdnh kdm theo Th6ng tu niy.

4. Dicu kiQn v6 bao dam ch6t lucrng:

I

T6 chric

Co quan thqc hiQn thri tqc hhnh chinh

-

I Cuc KHCN&DT - B0 Y ti
KGt qui thuc hiQn thri tgc hirnh chfnh

Vin bdn ch6p thu6n

LQ phi

Kh6ng

T6n miu tlon, miu to khai @inh kim ngay sau thri tgc ndy)

Phg IUc l: Don tldng k1j, hoat dQng h5 tro nghiCn cftu thri nghi€m lArr
sdng tai Vi6t Nam (MAu s6 l).
Phg lgc 2: BAn k€ khai nhAn su (VAu s6 2).

YGu ciu, tlidu kiQn thri tgc hinh chinh
Di6u 3. Di6u kign chung
nehiGm l6m sins

i r'6i t6 chri'c h6 trg' nghi6n cri'u thri.
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a) C6 cric quy trinh thao tdc

klf thri nghi€m l6m sdng.

(SOP) cho ciic ho4t d6ng ding

b) C6 he th6ng ltru tr[ tdi liCu c6 kh6 ndng cung c6p bdng chfng
vA viQc hoat tl6ng duoc thpc hi6n theo ching c6c SOp.

c) C6 hQ th6ng bio tlim ch6t luong theo ti6u chuAn ISO hodc ciic
ti€u chu6n tuong tluong.

5. Ngodi di6u kiQn chung quy dinh tai Didiu ndy, t6 chric hd tro
nghiOn cuu deng kj, mOt hoic nhi6u hoat dQng h5 tro nghi€n cfu thti
nghiQm ldm sdng nhu girim sdt nghidn criu, ki6m tra nghi€n criu, phdn
tich th6ng kC vi quAn lf dfr liQu nghiCn cuu, xdt nghiOm nghi6n ctru, h6
trq hAnh chinh nghi6n criu cAn d6p tng c6c diAu ki6n tuong ring qui
dinh tai c6c didu 4,5,6,7,8 Th6ng tu ndy.

Di6u 5. Didu kiQn a5i vcri t6 chric h6 trtr nghiGn criu c6 tldng
ky ho4t tlQng ki6m tra nghi6n cri'u thi'nghifm I6m sAng

l. C6 dn didu ki6n quy' dlnh tai Diiu 3 Thong tu nir,.
It 2. CO tOi thieu 01 nhdn r iin ki.im tra nshiin cuu rhu nghiinr lam
sirng drip img cdc diiu ki€n sau dA1:

a ) Duoc ro chuc ho tro nghi€n ctru rur'8n dqng hqp phdp. Diir r ,rr

n-suoi nuoc ngoiri phai co gidl'phep lao d6ng do cn quan co thrim quiin
cua Vi€t Nam crip.

b) C6 bdng t6t nghiQp tl4i hgc trd l€n trong linh vuc c6 li€n quan

dtln ho4t dQng ki€m tra nghiCn cuu thri nghidm l6m sirng.

c) C6 chr?ng chi holc gi6y cht?ng nhQn dd duoc diro tao ly thuydt
ban cliu. thuc hdnh kidm tra vA ddo tao dinh kj vd nghi€n cuu thtr
nghi€m lim s?rns.

; Cin cri' ph6p l! cia thu tgc hinh chinh

1. Nghi dinh so 63 2012 ND-CP ngal 3l thiing 8 ndm20t2 cua Chinh
phri. quy dinh chuc ndng, nhi€m vu, quven han vd co cdu to chuc cua Bo
Y t€;

2. Th6ng fi s6 O8/zOt4tTT-ByT ngdy 26/02/2014 ctia BQ y t6 euy
dinh hoat dQne hd i€n cuu thu nghi€m l6m i Vi6t Nam;

l0
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rEN ro cnrlc

So: ....................
Vlv: Ddng ki hoqt d6ng h6 tu) nghi.h ctu tht
nghi2n lAm sAng tui l/i|t Nam

CONG HdA xA HQI CHU NGHIA VIET NAM
EQc l{p - Tg do - H4nh phric

......., ngay thdng ndm

DCTN DANG K.f HOAT DONG H6 TRo
NGHItN CTIU THI}NGHIEM LAT{ SANG T4T VIET NAM

Kinh gii: Crtc Khoa hgc c6ng nghp vi Dio t3o, BQ y ti!

T6n td chuc ding k1!.:

\guoi dai di6n theo ph6p ludt:

Chu.-',r.r:

Di.: cht co quan:

Di€n thoai:

Fax:

Email:

Lirm dc'n dang kj hoat dong ho tro n_ehi6n c Lru th* nghi6m lim sdn,e tai \ri6t Narn
roi cic hcrat d6ng cu th.: sau:

l.
)

C6c giAy to kh6c kem theo dcrn dang ky nay theo quy,dinh cua 86 y tc bao g6m:

Chring t6i cam k6t thuc hi€n c6c hoat d6ng ding k1y' cira minh voi 86 y t6 tuin
tht dAv dir c6c qui dinh cta ph6p luit Vi6t Nam,iuoni ain vd quy dinh hi€n hdnh li6n
quan toi nghidn criu, thri.nghi6m ldm s?rng tai Vi6t Narn, chiu su thanh tra, ki6m tra
cia co quan quin lli c6 thArn quyrln cira Vi0t Nam.

D4i diQn theo ph6p lu{t cria t6 chri'c ttlng kf
(Kf, ghi 16 hg t6n, chri,c vg vir tt6ng diu)

l.
2.

J.

ll
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)

I

TEN To CHUC CONG HoA x;, HoI CHU NGHIA VIET NAM
DQc lfp - Tq do - H4nh phric

56: ....................
Ylv: Ke khai nhAn tu ti chtic hd to nghiin crir
thi nghiim ldn sdng tqi l/iet Nant

. . , ngdy thdng ndm

rAN xr KHAr NHAN su'HoAT DoNG Ho rRo
NGHITN cu'u rHU'NGHrEN,i r,Arvr sANc rAr vrET NAM

Kitth gf i: Cgc Khoa hgc c6ng nghQ vir Dio t4o, BQ Y tii

I .,
I en to clluc dang k);

Cdc nhin su dang ki hort ding h6 rro nghien crru T\LS eorn rco so.tirt l.f tich. h.in.s

cap chu.titt nfin. ch{otg chr dio ttto kim rheo)

STT Ho vi tdn Var rrd. chuc nins. nhiim vu rrons ri !-hr.

Dai di6n theo phrip luat cria t6 chric iling kj'
( Ki. ghi rd hg tdn. chric r g r i dting diu )

4
5

12



l 3-Thri tuc Eing kf lAn ttAu Aiii vrii t6 chftc h5 trq ngtri6o c,iu c,i 

-troat 

aa. r,g ptr.,en

tich thiing k6 vdr quin lf dil liQu nghi6n criu thri.nghiQm l6m sirng

Trinh tg thq'c hiQn

Budc l: T6 chric dang kj, hoat clQng gi6m s6t nghiCn cuu thri nghi6rn
l6m sdng nQp h6 so vC eO Y tO.

Bufc 2: Khi nhqn h6 so, co quan ti6p nh{n h6 scr gui cho t6 chuc phi6u
ti6p nh6n h6 so theo m5u 04 kem theo Th6ng tu niry, hudng d6n b6 sung
h6 so chua hqp lQ.

Budc 3: Trong thdi han 20 ngdy ldm vi6c kd tn ngdy nhan dti h6 so hon
le, BO Y tt! (Cuc Khoa hoc c6ng ngh€ vi Ddo tao) c6 triich nhi€m xem
xdt, c6 vdn bin chdp thuin ho4t dQng h6 trg nghiCn cuu tht nghiCm ldm
sdng. Trong truong hqp kh6ng ch6p thudn, B0 Y tti (Cuc Khoa hoc cdng
nghQ vd Eao tao) phai c6 th6ng bdo bing v5n bAn trong d6 n€u rd ljr do
kh6ng ch6p thudn.

CAch thfc thryc hiQn

Cach thuc thuc hiSn: n6p truc ti€p tai Cuc KHC\&DT hoic qua ducmg

bm di8n.

Thinh phin. s6 lugng h6 scr

.{ t Thanh phan ho so. bao gom:
- Don dan-e ky hoat dong ho trg nghidn cuu thu nghiem lArn sang

t4i Vi6t Nam theo mdu t4i phu lqc so 0l cua Thong tu niy.
- B6n sao c6 chimg thqc mQt trong cac vdn ban: Quy6t dinh thdnh

lflp, Gi6y ph6p ho4t dQng, Gi6y ph6p dAu tu, Gi6y chrmg nhan dang k1i, kinh
doanh cta t6 chric.

- Ban kd khai nhAn su theo mau qul dinh tai phu luc so 0l ban
hinh kem theo Thong tu ndv va van bang. chun-e chi cua nhAn vien phAn

tich thong k€ r a nhan r i3n qudn Ir dn ligu hao gom:

- Bdn sao chrmg chi alao tao ve thong k€ r'sinh do co so ddo tao
c6 thdm quydn tai \/iet Nam hodc nuoc ngodi c6p doi voi nhin ,,ien

phAn tich th6ng k6;
+ Bdn sao ch[mg chi tflp hu6n b6i auang dinn k] hdng nim vd

linh vuc th6ng kd cua nhAn vi€n phAn tich th6ng k6;
* BAn sao chring chi hoac gi6y chring nhdn ddo tao vd quan lf, su

dung c6c phdn mdm ho4c hQ th6ng quin ljr dir liQu rlat cdc ti6u chuin
theo y€u cAu cria GCP d6i vdi nhdn vi6n qudn lju dfr liQu.

+ Danh muc c6c trang thi6t bf, phAn mrlm th6ng k€ vi h6 th6ng
c6ng ngh6 th6ng tin bdo mflt, phir hqp v6i ttng loai hinh nghiEn criu
phuc vu cho vi6c thu th4p, xt lyi, phdn tich vd quin l! d[ liQu.

B) 56 luqng hd so: 01 bQ h6 so g6c vi 0l b6 b6n sao

Thdi h4n gi6i quy5t



"f !

Thoi hqn gi6i quy€t: 20 ngdy k€ ttr khi nhdn dugc h6 so hqp lQ

Oiii tugng thrgc hiQn thri tgc hhnh chinh

T6 chr?c

Co quan thgc hiQn thi tgc hinh chinh

Cpc KHCN&DT - B0 Y te

KGt qu6 thqc hi$n thfi tgc hinh chinh

Vdn b6n chdp thufn

LQ phi

Kh6ng

T€n miu do'n, miu td khai (Dinh kim ngay sau thi tgc nhy)

Phg lqrc l: Dcrn clang-ky hoat dQng h5 trq nghiCn cuu thri nghiQm lAm

sAng tai Vi6t Narn (Mdu s6 l).
Phu luc 2: BAn ke khai nhdn su (\IAu s6 2).

' \'6u ciu. di6u ki6n thu tuc hirnh chinh

kiQn chung

nghi$m l6m sing
l. Diiu kiin vi to chuc:

LA t6 chuc co ru cdch phdp nhan hoat dong trong linh vuc nghi€n

criu thri nghiQm ldm sing, dugc thdnh lAp theo quy6t dinh cria cc, quan

nhd nudc c6 th6m quyOn dOi vdi t6 chric crla nhd nu6c ho{c gi6y chung

nh4n ddng k! kinh doanh holc c6 giAy ph6p ho4t dQng do co quan nhir

nuoc co thAm quydn tAi Viet Nam cdp dOi . Oi t6 chuc tu ntian. to chuc

phi chinh phn.

2. Di€u kiin r'€ nh6rn luc:

a) Nguoi phu trdch chulen mon phdi c6 bing cao ddng tro l6n

trong kh6i ngdnh khoa hoc suc khoe phu hqp voi pham vi hoat dQng

chuy€n m6n cta t6 chuc h6 trq nghi€n ctru thu nghiQm ldm sirng, co 03

ndm kinh nghiQm trd l0n trong it nh6t mQt linh vuc c6 li€n quan cl6n

ho4t dQng h5 trq nghi€n cuu thri nghiQm l6m sirng.

b) C6 dt nhdn vi6n d6p rmg dieu kien theo quy dinh tai Th6ng tu

ndy phr) hqp vdi pham vi ho4t dQng chuy€n m6n theo ddng ky cua to chuc

h5 trg nghi0n cuu.
^ -.1 

..^ I
3. Di6u ki6n vE co so vat chat:

C6 tru so hoat dQng, co so v4t chAt vir trang thi6t bi bao dim trrin
khai hoat dQng h6 trg nghiCn cuu tht nghiQm lAm sirng phi hqp voi

pham vi hoat dQng chuy6n mdn theo iling kli cria t6 chric h6 tro nghi€n



t 01 ban hdnh kdm theo Th6ng tu ndy.

4. DiAu kiQn vA bao dem ch6t luqng:
a) C6 c6c quy trinh thao tec chuAn (SOP) cho cdc hoat dQng ding

kj,thri nghiQm l6m sdng.

b) C6 h9 th6ng luu trir tei liQu c6 khri ndng cung cAp bing chung

vA vi€c ho4t d6ng duoc thqc hiQn theo dtng c6c SOP.

c) C6 h€ th6ng bAo dim ch6t lugng theo ti6u chudn ISO hodc cdc

ti6u chuAn tuong duong.

5. Ngoii di6u kiQn chung quy d[nh tqi Di6u ndy, t6 chfc h6 trq
nghidn cuu dAng kf mQt hoac nhi€u hoat dQng h6 tro nghiCn cuu thu

nghiQm l6m sing nhu gi6m s6t nghi€n cuu, ki6m tra nghi€n cuu, phdn

tich th6ng kO vd quin l! dft liQu nghi6n cuu, xdt nghi6m nghien ctru, ho

trcv hdnh chinh nghiCn ctru cAn ddp ung cdc clieu kien tucmg irng qui

dinh tai cric di6u 4, 5, 6,7,8 Thdng tLr ndy.

Didu 6. Didu kiQn aiii rcri tti chric h6 tro.'nghi6n cri'u c6 ildng
kj' hoat tl6ng phAn tich th6ng k6 r'i quin lj dr ligu nghiOn cri'u thri'

nghi6m l6m shng

l. Co du diiu kiin qu1 dinh tai Dieu 3 Thong nr na1.

l. Co toi thiiu 0l nhdn r ien thong k€ ddp tmg cdc di6u kiin sau da1:

a) Duoc to chuc ho tro nghien cru ru1in dung hqp phrip. Doi vni

nguoi nu6c ngodi phii c6 gi6y ph6p lao clQng do co quan c6 th6m quy6n

crla Vi6t Nam cdp.

b) C6 chirng chi dio t4o vd th6ng kC y sinh do co sry d2ro tao c6

tham qul en tai Vi6r Nam hoic nuoc ngoiri ciip.

c)Duoc tip hu.{n UOi auAng dinh ki hin-s ndm ve lin}r \uc th6ng ke.

3. Co toi thiiu 0l nhdn r i6n quin 11'du liiu co chtrng chi hoac

gidy chtrn-u nhdn ddo tao 'r'€ quan lj . su dung cdc ph6n m€m hohc h€

th6ng qudn lj'dt liQu dat cdc ti€u chudn theo ydu cdu cua GCP.

4. C6 trang thi6t bi vd hQ th6ng c6ng nghQ thdng tin bdo clim an

todn dir li6u cho hoat dong phirn tich th6ng k€ r'd qudn l! dD liQu. Phrin

m6m s0 dlng cho ho4t dQng qudn l1i, dir li4u vi phdn tich thiing ke phrii

c6 phuong ph6p ki6m tra ch6t luong phAn mOm phn hqp.

Cin cri'phdp lf cria tht tgc hinh chinh

l. Nghi drnh s6 $/2012/ND-CP ngdy 3118/2012 cria Chintr pht quy
dinh chfc ndng, nhi€m uu, quydn h4n vir co c6u t6 chric crla B0 Y t6;

2. Th6ng tu s6 08/2014ITT-BYT ngiry 26102/2014 cta BQ Y te Quy
nghidn criu thti nghiCm ldm sdng tai Vi6t Narn;dinh hoat dsne h6

t5



DON DANG KV HoAT DONG H6 TRo
NGHTtN ctlu THIINGHTEM'LAivI sANc rar vrnr Nlvr

i rEN rO cnuc conc nda xA HOr cuir Ncuie vIET NAM
DQc lip - Tg do - H4nh phric

56: ....................
Vl\t Ddng bi hoqt d6ng h6 tro nghiin ciru thtt
nghiAth ldm sdng tai YiAt Ndm

......., ngay thdng ndm

Kinh gii: Cuc Khoa hgc c6ng nghQ vir Dio tiro, BQ Y tii

Tdn t6 chuc ddng kj.:

\suiri dai didn theo phip luir:

Chuc vu:

Dia chi co quan:

Ditn thoai:

Fax:

Email:

Lam dtm ding ki'hoat don,e hi tro nghien ctru rhLr nghi6m l6rn s?rng tai Vi6t \am
r oi cic hoat dons cu thi sau:

l.
2.

C6c gi6y t<y kh6c kdm theo dcm tldng k! ndy theo quy dinh cua 86 Y t6 bao g6m:
l.
2.
3.

Chtng t6i cam k6t thuc hi0n c6c hoat d6ng tl5ng kli cia minh voi Bd Y td tuin
thti ildy dn oiic qui dinh crha ph6p luAt Viet Nam, hu6ng din vi quy dinh hi6n hinh lidn
quan toi nghiCn ctu, thri nghi€rn lAm sdng tai Viet Nam, chiu su thanh tra, ki6m tra
cia co quan qudn Iy c6 thAm quy6n cua Vidt Nam.

Dai di6n theo ph6p tu{t cria t6 chrirc tllng kf
(Kf, ghi rd hg t6n, chric vg vi tt6ng d6u)

16
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Ifinh gi'i: Cyc Khoa hgc c6ng nghQ vir Eiro t1o, BQ Y t6

T6n t6 ch[rc dnng k1.':

Ciic nhAn su ddng kj'hoat ddng h6 trcr nghidn ctru T\LS g6m lco so tiu l.t' lich. bt)ng
cdp chut in nton. chntg cht dio tao kint theol

STT Ho ra tdn \-ai trd. chuc nine. nhlim vu trons td chu.

nAN rs KHAr NHAN su'HoAT DoNG HO rRo
NGHITN CIIU THTINGHIEI\i I,Ani sANc TAI vIET NAM

TTN T6 CHTJC

Sri: ....................
V/v: Ka khai nhAn stt t6 cht'ic h6 to nghiin cthr
thi nghiAm ldn sahg tai l/iet Nan

cQNG HdA xA Her cH0 NGHIA vrpr NAM
DQc lip - Tg do - H4nh phric

......., ngay thdng ndm

3
4
5

Dai di6n theo ph:ip luAt ciia t6 chri'c iling k!
(Kf. ghi 16 hg tdn. chri'c r g r i dring d6u)

17



4-Thri tgc Enng kf lin iliu aiii vriri tii chric h6 trq nghiGn criu c6 ho4t il6ng x6t
nghiQm nghiGn criu thn'nghiQm l6m shng

Trinh tg thgc hiQn

lnuric 1: T6 chuc dang ky hoat dOng gi@
I l6m sdng nQp h6 so ue gO Y t6.t.
I nuric 2: Khi fian hd so, co quan ti6p nh6n h6 so grii cho t6 chric phi€u

I ti6p nhan hd sn theo mAu 04 kdm theo Th6ng tu ndy, hudng ddn b6 sung

I h6 so chua hqp l€.
t-
I 
Budc 3: Trong thoi han 20 ngdy lim vi6c kO tt ngay nh{n du h6 str hqp
le, 86 Y te (Cuc Khoa hoc cong nghe vd Dao tao) co trdch nhiem xem
xdt, co van ban chdrp thudn hoat dQng ho tro nghi€n ctru rh* nghiQm lam 

]

sdng. Trong trucrng hqp khdng chAp thu6n, 86 Y tC (CUc Khoa hoc cong I

ngh€ vd Ddo tqo) phdi c6 th6ng brio bing vdn bdn trong d6 n6u ro ly do 
I

khong chip thuAn. 
I

Cich thrirc thuc hi6n

Cach

bm Cli€n.

Thinh ph6n. s6 lucrng h6 so

A) Thenl pnran nO so, bao gdm:

- Don tldng h.i hoat dQng ho tro nghi€n cuu thu nghiQm l6m sdng

tai ViQt Nam theo m6u tai phu luc s6 0l cta Th6ng tu ndy.

- Bdn sao c6 chlmg thyc m6t trong ciic vdn ban: Quyer dinh thanh
lap. Gi6y phdp hoat ilQng. GidLl,phep dAu nr. Giil,chimg nhrin dang k! kinh
doanh cua to chuc.

- Ban ke khai nhan su theo miu 02 ban hanh kem theo Thong- Diin xe Knal nnan su meo mau uz Dan hanh kem theo I hong tu na\..

- Ban sao co chtrng thr,rc gidLl,to chimg minh phdng xet nghi€m co
hQ th6ng tlAm bdo chdt luong n6i kiem hodc c6 rham gia ddm bao chir
luo. ng ngoai ki6m hodc c6 tham gia so sdnh chAt luong xet nghiQm li6n
phong vdi c6c phong x6t nghi6m dat ti€u chu6n ISO 1 5l 89.

- B6rn sao c6 ch[mg thpc gi6y phdp ho4t cl6ng hoqc gi6y chrlng
nhdn tl4t ti6u chuAn an todn sinh hoc d6i v6i phong xet nghiQm.

B) 56 luqng h6 so: 0l bQ h6 so g6c vA 0l b6 bin sao

Thdi h4n giii quy5t

Thdi han girii quytlt: 20 ngdy ke tir khi nh6n duoc h6 so hnp 16

D6i tugng thgc hiQn thi tgc hdrnh chinh

Td chric

l8
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La to chuc co tu cdch phdp nhAn hoat dong trong linh vtrc nehien

ctru thu nghiim lim sang. duoc thdnh ldp rheo qurir dinh cua co quan

nhir nuoc co thdm qur€n doi rryi to chuc cua nha nuoc hoac gidl chune

nhdn dang k1 kinh doanh hodc c6 gi6y phep hoat d6ng do co quan nha

nudc c6 thAm quy€n tai Vi€t Nam crip doi voi ro chuc tu nhdn, t6 chuc
phi chinh phri.

2. Eidu kiQn vd nhAn luc:

a) Ngudi phu tr6ch chuy€n m6n phdi c6 bing cao din-e tro l6n

trong kh6i ngdnh khoa hoc suc khoe phu hqp roi pham vi hoat dong

chur'€n mdn cua to chuc h6 tro nehien cLru thu nghiem lim sdng. co 03

nam kin} nghiSm rro ldn trong it nhAr mor linh r uc co lien quan ddn

hoat dQng h6 tro nghien ctru thu nghiQm l6m sdng.

b) C6 dt nhdn vi6n d6p rmg didu kiQn theo quy dinh tai Th6ng tu
ndy phi hqp vcri ph4m vi ho4t dQng chuy€n m6n theo clSng ky cria t6 chtc
h6 trq nghiCn cuu.

3. Ditiu ki€n vd co sd vAt ch6t:

C6 tru sd hoat dQng, co sd vdt ch6t vd trang thi6t bi bio drirn tri6n
khai hoat dQng h6 tro nghi€n cr?u thti nghiQm ldm sdng phir hgp voi
ph4m vi hoqt d6ng chuy€n mdn theo ildng kju cta t6 chuc h6 tro nghi6n

criu theo UIu sO Ot ban hdnh kdrn theo Thdng tu ndy.

4. DiAu kiQn rC bao dam chAt luong:
a) C6 c6c quy trinh thao t6c chu6n (SOP) cho ciic hoat d6ng dang

Co quan th+c hiQn thri tuc hirnh chinh

Cpc KHCN&ET - BO Y tit

K6t qud thrpc hifn thu tgc hinh chinh

Vdn bAn ch6p thu6n

LQ phi

Khdng

TGn miu tlon, m6u td khai (Dfnh kim ngay sau thi tqrc niry)

Phg lgc l: Eon dlng,kf hoat dQng h5 trg nghidn cr?u tht? nghiQm lAm
shng tai Vi6t Nam (M6u s6 l).
Phg lgc 2: Bin kO khai nhAn sU (MIu s6 2).

YGu cAu, di6u kiQn thri tgc hhnh chinh
Di6u 3. Di6u kiQn chung tl6i vrfi t6 chric h5 trg nghi6n cf,u thri.

nghiQm l6m sirng
. ^.: ..^ : ^ .l. urcu tflen \ e to chuc:

t9



ky thri nghi6m lAm sing.
b) C6 hC th6ng luu trir tei li6u c6 kh6 ndng cung c6p bing chung

v6 viQc ho4t d6ng duoc thqc hi6n theo ching ciic SOp.
c) C6 h0 th6ng bAo dAm ch6t lucmg theo ti6u chuAn ISO hodc c6c

ti€u chudn tuong duong.

5. Ngodi di6u kiQn chung quy dlnh t4i Ei6u ndy, t6 chric h6 trcr

nghi€n cr?u ddng kjr mOt hoac nhi€u ho4t dQng h6 tro nghiCn cuu thir
nghiQm l6m sdng nhu gi6m s6t nghiCn cuu, kiiim tra nghidn criu, phdn

tich th6ng k€ vd qu6n ljr dt li6u nghi0n cuu, xet nghidm nghien cuu, ho
tro hdnh chinh nghi€n cfu cAn d6p ring cdc didu ki6n tucng irng qui
dinh tai cric diAu 4, 5, 6,7 ,8 Th6ng tu nAy.

Di0u 7. Di6u kiQn Otii vri,i tli chr?c hd trq nghiGn cri.u cri dlng
kf ho4t tl6ng x6t nghiQm nghiOn cri.u thri nghiOm l6m sirng

l. C6 du <1i6u ki€n quy dlnh tai Di€u 3 Th6ng tu niy.
2. C6 phong xet nghiEm drip ung c6c didu ki€n sau d6y:
a) Dat tieu chudn ISO 15189 hodc tieu chuin tuorg duons trri idn

phn hqp voi loai hinh ret nghiem dutrc thuc hi,.rn trong nghi€n cuu.-fi,
chuc ho tro nehidn cuu chuven miu toi phong ret nghiim tai nu.ic
n-eodi phii co giii'chrmg nhdn ti€u chudn cua phong xet nghiem do.

b) C6 dn diiu kien r'€ c<y so r at ch6t, trang thi€t bi, nhdn hrc phtr hqp
v6i pham vi chuy6n m6n vi dd duo.c ciLp gily ph6p ho4t dQng holc gi6y
chung nhdn d4t ti6u chuAn an to2rn sinh hoc dOi v6i phong x6t nghidm theo
quy dinh cria ph6p luAt.

CIn cri phrip lj'cua thi tgc hinh chinh

l. Nghi dini s6 63 2012ND-CP n.'eir1,3l rhang 8 nim 2012 cua Chinh l

phn.qul.dinh chuc ning. nhiSm r u. qu1.€n han r.i co ciu td chuc cua Bo
Y t6;

2. Th6ng tu s6 08,,2014,TT-BYT ngiry 26,02i20i4 cia 86 y 16 euy
hopt d6ng hd tro nghi€n cru thri n lAm sdng tai Vi

20



7
TEN T6 CHITI

Y/v: Ddng k! hoat d6ng hd tu nghiAn ciru thtr
nghi4n lAn sdng tdi ViAt Nan

DON
NGHITN CUU

CQNG HOA xA HQI CHO NGHIA VIET NAM
DQc l{p - Tg do - Hgnh phric

...... , ngay thdng ndm

DANG KV HoAT DoNG Ho TRo
THTINGHIEM LAM SANG TAI VIET NAM

Kinh gii: Cgc Khoa hgc c6ng nghQ vi Dho Qo, BQ Y ti!

Tdn t6 chuc ddng k1 :

\guoi dai dien theo phap luit:

Chric r u:

Dia chr co quan:

Ei6n thoai:

Fax:

Email:

Lim dcrn deng kj hoat dong h5 rro n,ehi6n ctru thu nghitm lirn sAng tai Vi6t ),iam
r'<ri cic hoat d6ns cu th€ sau:

l.
2.

C6c gi6y td kh6c kem theo don ddng k! ndy theo quy dinh ctia Bo Y te bao gom:
l.
2.

1_

Chring t6i cam k6t thuc hi6n c6c hoat dQng tldng k;i cua minh vtyi 86 y t6 nrdn
thn ddy dt c6c qui dinh cria ph6p luar ViCt Nam, hucmg din vd quy dinh hi6n hAnh li0n
quan toi nghi€n cuu, thu nghidm lAm sdng tai ViCt Nam, chiu su thanh tra, ki6m tra
cua co quan quan I1i,c6 thdm quy0n c[a Viet Nam.

Dai diQn theo ph6p IuAt cfia t6 chric dnng kf
(Kf, ghi 16 he t6n, chri'c vU vi tl6ng d6u)
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rtN 16 cnrlc

56: ....................
V/v: KA khai nhAn M fi chttc h6 tro nghiAx cthr
thi nghiin ldn sang tqi Viet Nanl

CQNG HdA XA HOI CHO NGHiA VIET NAM
D6c lip - Tq do - tl4nh phric

., ngiy thdng ndm

rAN rt KHAr NHAN sU'HoAT DoNG Ho rRg
NGHITN CUU THU,NGHIEM TA T sANc TAI VIET NAM

Kinh gfti: Cgc Khoa hgc c6ng nghQ vi Dio t4o, 86 Y t6

T6n t6 chfc ddng ky:

Ciic nhAn su ddng kj'hoat d6ng h6 tro nghi6n cuu T\LS g6tr-r lco so tiu li l1ch, bt)ng
cdp chu.r'en nr6n. ch{mg chr dio tao kim theo)

STT Ho vir t€n Yai tro, chuc ndng. nhi6m r.u rron-s ro chue

Dai di6n theo ph6p luAt cria t6 chri,c tling kj
tKj. ehi rd h9 tdn. chfc vu vir tt6ng d6u)

I
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S-Thri trlc Dnng kf IAn tliu aiii vtli tO chric hd trg nghiGn criu c6 ho4t tlQng h6
trq hirnh chinh nghiGn criu thir nghiQm l6m sirng

Trinh tg'thgc hiQn

Buric l: T6 chftc dang ky hoat dQng gi6m s6t nghi€n ciru thu
ldm sdng n6p ho so ve eq Y t6.

nghiQm

Budc 2: Khi nhAn h6 s<r, co quan ti6p nhan h6 so gtii cho t6 chuc phi6u

ti6p nh{n h6 scy theo m6u 04 kdm theo Th6ng tu ndy, hu6ng din b6 sung

h6 so chua hqp l€.

Buric 3: Trong thdi han 20 ngAy ldm vi€c k6 tu ngdy nh6n du h6 so hqp
lC, BO Y tC (Cpc Khoa hoc c6ng ngh€ vd Edo tao) c6 rr6ch nhi6m xem
x6t, c6 vdn bin ch6p thu6n ho4t d6ng h5 tro nghidn cuu thti nghiQrn l6m
sing. Trong tnrcrng hqp kh6ng ch6p thuAn, BQ Y re (CUc Khoa hoc c6ng
ngh6 vd Ddo tao) phdi c6 th6ng b6o bing vin bin trong d6 n6u 16 lf do
kh6ng chdp thuqn.

Crich thric thgc hi6n
Cich thr'rc thrrc hiin nAn tnrn tiin tci Crrn [lHfNCiich thuc thuc hien:

bru dien.

nop truc tiip tai CUc KHC\&DT hoic qua drrtnru

Thinh ph6n. s6 luqng h6 so

A) Thanh ptran hO so, bao g6m:

- Don cling kju ho4t dgng h6 trg nghi€n cgu thu nghiQm lAm sdng

tai Vifl Nam theo miu qi pftr luc sti 0l cria Th6ng ru ndy.
- Ban sao c6 chfng thqc m6t trong cAc vin bin: Quy6t dinh thanh

lpp, Gi6y ph6p hoqt dQng, Gi6y phep dAu tu, Gi6l,chLmg nhan dang ki kinh I

doanh cua t6 chuc.

- Ban k€ khai nhAn su theo mAu qu1,.dinh tai phu luc so 0l ban

hdnh kem theo Thong tu nay va van bing. chung chi cua didu phoi vien
bao g6m:

+ Bin sao c6 chr?ng thu. c bing cao ding tro len trong kh6i ngAnh
phn hqp voi c6c hoat dQng h5 tro nghi€n cuu duoc thuc hi6n;

* Bdn sao chimg chi ddo tao thuc hinh ldm sdng t6t duqrc 86 y tC

c6p hodc c5c t6 chric duqc B0 Y tO c6ng nh{n cAp;

+ Biin sao chrng chi hoAc gi6y chring nh6n di duoc ddo tgo diy
dri ve aA cucrng nghi€n cuu thri nghiQm ldm sdng vd quy trinh nghi€n
ct?u thri nghiQm lAm sdng trudc khi thlrc hiQn c6ng vi6c h5 trq nghien
cuu thri nghiem ldm sdng.

B) Sd luqng h6 so: 01 bQ hO s<r g6c vd 0l bQ bin sao

Thoi h4n giii quyiit



Thdi hsn gi6i quy6t: 20 ngdy k6 tir khi nhdn dugc h6 so hqp lQ

E6i tug'ng thgc hiQn thri tgc hirnh chinh

T6 chuc

Co quan thgc hiQn thi tgc hirnh chinh

Cuc KHCN&ET - BO Y tC

Kiit qui thqc hiQn thri tqc hirnh chinh

Vin bin ch6p thudn

LQ phi

I(h6ng

T6n miu ilon, miu td khai (Dinh kim ngay sau tht tgc niy)
Phg luc 1: Ecrn dang ky hoqt dQng h6 trq nghi€n criu thfr nghiQm ldm
sirng tai ViQt Nam (UAu sO 1).

Phg lqc 2: Brin k€ khai nhdn sg (\{du s6 2).

Y6u ciu. tti6u kifn thu tqc hAnh chinh
3. Di6u ki6n chuns al6i vrri f6 chri"c h6 tra nqhiEn criu thriki€n

nghigm lim sdng

l. Dieu kiin ve to chuc:

Ld to chuc c6 tu c6ch phrip nhAn hoqt dQng trong linh vuc nghien

cuu tht nghiQm l6m sAng, <lugc thdnh lpp theo quy6t <Ilnh cua ctr quan

nhd nu6c c6 th6m quyen dOi vdi t6 chric cr.la nhir nudc hodc gi6y chung

nhdn tldng k! kinh doanh hoqc c6 gi6y phep hoat dQng do co quan nh:r
, , , ; I . ,.nuoc co thdrn quy€n tAi Viet Nam cdp d6i voi t6 cht?c tu nllAn. to chlrc

phi chinh phu.

2. Diiu ki€n ve nhAn luc:

a) Nguoi phu trdch chuyen mon phdi co bdng cao ddng tro len

trong kh6i ngdnh khoa hoc sr?c khoe phu ho-p r,oi pham vi hoat dQng
: ., .:

chuy€n m6n cua td chuc h6 tro nghidn ctru thu nghiQm ldm sdng, c6 03

ndm kinh nghiQm trd l6n trong it nh6t mOt linh vuc c6 li€n quan d6n

ho4t dQng h6 trcr nghi€n cuu thri nghiQm ldm sdng.

b) C6 di nhdn vi6n ddp rmg di6u kiQn theo quy dinh tai Th6ng hr

ndy phi hqp v6i pham vi ho4t dQng chuy€n rndn theo dang ky cua td chuc

h6 trg nghiCn ctiu.

3. Di€u kiQn vd co sry vdt chdt:

C6 tru sd hoat d0ng, co sd v4t ch6t vir trang thi6t bi bdo ddrn triin
khai hoqt dQng h6 trg nghi0n cfu tht nghiQm ldm sdng phir hqp voi
ph4m vi hoat dQng chuyen m6n theo ding ky ctia to chuc h6 tru nghien

tr(I
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01 ban hdnh kdm theo Th6ng tu ndy.

4. DiCu kiQn vA b6o tldm ch6t luong:
a) C6 cAc quy trinh thao t6c chuAn (SOP) cho c6c hoat d6ng ddng

I ki thn nghiem l6m sing.

I Ul C6 hQ thdng lm trt tdi liQu c6 khi ning cung c6p bing chung
I

I 
vd vi6c hoqt ddng duoc thuc hidn theo dlng ciic SOP.

I cl.C6 hf th6ng bdo dAm ch6t luong theo ti€u chuAn ISO hodc c6c

I ti6u chuAn tuong duong.
t.
I 5. Ngoii di6u kien chung quy dinh tai Di€u ndy, t6 chtrc h6 tro

I 
nghi€n ctru ctang ky mQt ho4c nhiiiu ho4t dQng h6 trg nghidn cuu thu

I nghigm l6m sing nhu giSm sdt nghidn cru, kidm tra nghi€n cftu. phdn

I 
ticn tn5ng ke va qu6n lli dn lifu nghidn cuu, xer nghiem nghi€n cuu, h6

Itro hintr chinh nghidn clu cAn d6p *ng c6c di6u ki6n tucrng irng qui

] 
dinh tai cac dieu 4. 5. 6. 7. 8 Thong tu nd1.

Di6u 8. Didu kiQn aiii rOi ta chric h6 trq nghiGn cf'u c6 etlng
ki'hoqt tl6ng h5 trq hinh chinh nghiGn ctiu thu nghiQm l6m shng

1. C6 du di6u kiin qu1 dinh tai DiSu 3 Thong tu nir1.

l. Co r6i thi€u 0l dieu ph6i vi€n nehi€n cuu ldm s?rng ddp rmg cdc

dieu ki€n sau dAr':

a) Eu-o. c t6 chirc h6 tro nghi€n cuu ruydn dpng hqp phrip. D6i v6i
ngudi nu6c ngodi phAi c6 gi6y ph6p lao dQng do co quan c6 thim quyAn

cia Vi6t Nam cAp.

b) C6 bing t6t nghiQp cao ding trd lOn trong kh6i ngAnh phir hqp

vryi cdc hoat d6ng h6 tro nghidn cru duoc thuc hi6n.

c) Co chung chr dao tao thuc hanh lAm sang tot duoc BQ Y ti cip
hodc cdc to chuc duoc Bq Y te cong nhdn c6p.

d) C6 chtmg chi hodc gi6r' chrmg nhdn rli duoc ddo tao t',i d6

cuong nghidn cuu thu nghi6m lAm sdng va quy trinh nghiOn cuu thu
nghiQm lAm sdng trudc khi thuc hi€n c6ng vi6c ho trn nghidn cuu thir
nghiQm l6m sdng.

Cin cri'phdp If cria thi tgc hirnh chinh

1. Nghi dinn s6 6312012fi'lD-CP ngdy 31 th6ng 8 ndm2012 ctia Chinh
phri. quy dinh chric ndng, nhi6m vu, quydn han vd ccr cAu t6 chirc cira 86
Y t€;

2. Th6ng tu s6 O8|2O|4/TT-BYT ngdy 26/0212014 crta 86 y t6 euy
dinh ho4t dQng h6 tro nghidn cuu tht nghiQm ldm sAng tqi ViQt Nam;
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TTN To CHTIC

S5: ....................
Vlv Ddng lci hoat dAng hd tu hghiAn ctht rhi
nghidm hm sing tai l/iAt Nam

DON
NGHItN CUTJ

CQNG HdA XA HQI CHU NGHiA VIET NAM
DQc lip - Tg do - Hgnh phric

......., ngdy thang ndm

DANG K.f HoAT D9NG HO rRg
THU,NGHIEM LAM SANC TAI VIET NAM

Kinh gfti: Cgc Khoa hgc c6ng nghf vir Ddo tao, BQ Y t6

Tdn t6 chuc ding k!:

\suoi dai di€n theo phiip luAt:

Chuc ru:

Dia chi co quan:

Di€n thoai:

Fax:

Email:

Ldm don dang kj ho4t d6ng h6 tro nghi6n cuu thu nghitm lim sirng tai Vi6t Narn
voi ciic hoat d6ng cu th€ sau:

L
2.

Cic giAy td kh6c kdm theo don dang kli nhy theo quy dinh cua 86 Y t6 bao g6m:
l.
2.

-r.

Chring t6i cam k6t thuc hi0n c6c hoat d6ng tling kjz cia minh vdi 86 Y t6 tudn
tht day dti c6c qui dinh cia ph6p lu6t Vi6t Nam, huong ain vd quy dinh hi0n hdnh li6n
quan t6i nghi€n criu, thu nghidrn lArn sdng tai ViCt Nam, chiu su thanh tra, ki6m tra
cita ccr quan qudn l;j, c6 thAm quydn cua Vi6t Nam.

E+i di6n theo ph6p luat ciia t6 chrirc tling kf
(Kf. ghi 16 hg t6n. chric vg vir tt6ng diiu)
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rtN ro cHrIc

56: ....................
Ylv. Ki khai nhiin str td ch*c hi to nghiAn c nt
thtt nghi4n hn sdnptai YiAt Nan

CQNG HOA xA HQI CHU NGHIA VIET NAM
DQc l{p - Tp do - H4nh phric

......., ngdy thdng ndm

rAN xS KHAr NHAN su'HoAT DoNG Ho rRo
NGHTEN CU'U THU'NGHTEM ilVr SAr.iC TAr VrET NAM

Kinlt gfti: Cgc Khoa hgc c6ng nghQ vi Diro t3o, BQ Y t6

T6n t6 chuc ddng kf:

Ciic nhAn su ding kl hoat d,5ng h6 tro n,ehi6n cLru T\LS gtrm /cd so t'iu li lich, bing
ccip chutdn nton. chrng cht dao tao kint theol

STT Ho va t€n \-ai tro. chuc ndns. nhi8m vu trernc 16 chuc

D4i difn theo phrip lu{t cria t6 chric tlSng kj
(Kf, ghi rd hg t6n, chric vg vi t ing diu)
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- Ban:ao co chrmg thuc cdc vdn bdng. chtm_e chi c6 lien quan d0n

6-Thii tgc Th6ng b6o thay tt6i, b6 sung ngudi rl4i diQn theo ph6p lu{t, ngudi
phg tr6ch chuy6n m6n; t6n, ilia chi trg s6'ho{c th6ng tin li6n l4c
hhnh chinh ciia tii chric h5 trg nghiGn cri:u.

Trinh tu thuc hi6n

Buric 1:T6 chric th6ng b6o thayd6@
lu{t, nguoi php tr6ch chuydn m6n; t6n, dia chi tru sd hodc th6ng tin Iien
l4c hinh chinh nQp h6 so v0 BO Y t6.

Budc 2: Cuc Ii']ICN&DT li dAu mOi tltip nhfln h6 so thay d6i cta t6
chric

Cdch thric thrgc hiQn

C6ch thric thuc hi6n: n6p tryc ti6p @i Cuc fUCNAOT troac qua au,i"g
buu di6n.

Thinh phin, s6 lugng h6 so.

I a) rnanh phin h6 sn. bao g6m:

- Dcm thong bdo thay doi. bo sung theo miu tai phu luc so 03 ban

hinh kem Thong nr nar'.
D:- -^^ r ' r J -:

pham vi hoat d6ng chur,6n mon cua nguoi dai di€n theo phiip ludt hoac cia
nguoi phu trich chuy6n m6n.

B) 56 luqng h6 so: 01 b0

Thdi h4n giiii quy6t

i thoi han giAi quy6t: 20 ngdy ke tir khi nhdn duoc h6 so hqp lf
Diii tuong thr.rc hiQn thri tuc hirnh chinh

T6 chric

Co quan thgc hiQn thri tuc hirnh chinh

Cpc KHCN&DT - Bd Y t6

K6t qu6 thgr hiQn thri tuc hinh chinh

I Van ban ch6p thurin

LQ phf

Kh6ng

TGn miu ilon, miu td khai (Dinh kim ngay sau tht tgc niy)

I PhU luc 3: Th6ng brio thay d6i, b6 sung

YOu cAu, tli6u kiQn thri tgc hirnh chinh
Khdng
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Cin cri'phrip lf cfra thfi tgc hirnh chinh

dinh hoat d0ne h5 tro nghi€n criu thri nghiCm l6m sdng tai Vi€t Nam;

l. Nghi dinh s6 $l2Ol2fr\D-CP ngdy 3l thdng 8 ndm2012 ctla Chinh
phri. quy dinh chfc n5ng, nhi6m vu, quydn han vi co c6u t6 chuc cua B0
Y t6;

2. Thdng fi s6 O8/2014/TT-BYT ngiry 26/0212014 cua Bo Y tii Quy

29



,

F/

rtN rO curlc cgNc udl xa ngr cHU NGHIA vrpr NAM
DSc lgp - Tg do - H4nh phric

56: .......,............
Ytt Tha) ddi- hdlung nhtin su hodc thong in
on ri r hic hi rro nqhiin ciu TNLS tui tlttt
'\,lan

......., ngdy thdng ndm

THONG BAo THAY o6T, s6 SUNG

Kinh gfti: Cgc Khoa hgc c6ng nghQ vi Diro t3o, BQ y tt!

,l .
I en to chuc:
Ngudi dai di6n theo ph6p luit:
Chuc vu:
Dia chi co quan: I
Di6n thoai:
Far:
Email:
Th6ng b:io'd vi6c thal'rl6i. bd sung nh.dn su,'th6ng tin hoat d6ng h6 tro nghiCn cuu
th* nghi€m l6m sing tai Vi€t Nam, cu the nhu sau:

I. NQi dung thay itdi, bd 
"oogl. 1 Th6ng tin c[

1.2 Th6ng tin moi

Dai di6n theo phdp luit cria t5 chric tting kj.
(K!, ghi rd hg t6n, chrirc vg vd tl6ng ddu)
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