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PDAT VAN BE

To chirc Y té thé gidi ludn canh béo vé viéc thudc kém chét lvgng/thude
gia c6 kha nang gay hai cho nguoi bénh vadan dén that bai trong digu tri ddng
thoi lam gidm niém tin ddi véi thudc, cac co sé cung cap dich vu cham séc y té
vahé thdng y té; varang chiing xudt hién & bét cr viing mién ndo trén thé gidi.
Nhiéu nam qua, hé théng kiém nghiém nha nuéc bao gom Vién Kiém nghiém

thudc Trung wong, Vién Kiém nghiém thuéc TP. H6 Chi Minh va62 Trung tam
kiém nghiém tuyén tinh thanh ph6 tric thude trung wong gil vai tro langudi
canh gac, ddm bao cho chat luvgng thubc lvu hanh va sir dung trén thi trudng Viét
Nam. Quatirng thoi ky, hé théng cling da duoc dau tw, dinh huéng hoat dong
nham tirng budc nang cao nang luc kiém nghiém vaquy mo hoat dong kiém soét
chat lvgng thudc cling tang dan vé s6 lvgng va chét lugng. Tuy nhién, véi 6
luong mau duoc kiém nghiém hang ndm 1én dén hang chuc nghin mau nhung
nang lwc thwe sy clia cac don vi ki€ém nghiém thé hién quakha nang kiém
nghiém bao phu bao nhiéu phan tram s6 lwvgng hoat chét, bao nhiéu phan tram s6
lrgng mau da dang ky lvu hanh trén thi tredng cling nhu cac két qua kiém
nghiém d& phan anh ding kha ning cho khai thac, st dung céc ngudn lyc san co
hay chua... van con lanhirng van dé chua c6 cau tra 10i.
Quyét dinh s6 68/QD-TTg cuaThu twéng Chinh phi ky ngay 10/01/2014

phé duyét Chién luoc quoc gia phét trién nganh Duoc Viét Nam giai doan dén
nam 2020 va Tam nhin dén nam 2030 c6 dé cap dén viéc Quy hoach hé théng
ki€ém nghiém dugc pham va san pham anh hudng truc tiép dén sirc khde con
nguoi trong doé co viéc quy hoach lai hé thong kiém nghiém nha nuéc theo
hwdng x8y ding trung tam kiém nghiém khu vurc tai cac tinh mién nGi phia Bac,
céc tinh déng bang va duyén hai Bac B9, mién Trung, Tay Nguyén va Dong
Nam B0; sip xép va nang cao hiéu qua hoat dong cla céc trung tdm kiém
nghiém con lai [9]. Chién lvgc nay ciia Chinh pht cho thdy muc tiéu nang cao
hiéu qua hoat dong clia cac don vi ki€ém nghiém tuyén tinh, thanh phd 1a mot
ndi dung dwgc quan tdm trong viéc quy hoach hé thong. Tuy nhién, dé c6 thé
danh gia hiéu qua hoat dong clia cac trung tam kiém nghiém thudc thi can thiét
phai cé mot bd cong cu danh gia, xép hang bao gdbm cac tiéu chi cling nhu
phuong phap danh gia pht hop. Vi muc dich xay duwng mdt bd cong cu cé thé
pht hop cho &p dung dé danh gia va xép hang cac TTKN mdt cach tong thé,



toan dién, theo s& v&i hoat ddng cla cac don vi vat dé danh gia dwoc hiéu
qua hoat déng cliatirng trung tam kiém nghiém, clia nhém céc trung tam kiém
nghiém hodc trén toan hé théng, ching toi tién hanh luan an mang tén "Nghién
clru xay dwng b tiéu chi danh gia va xép hang Trung tdm kiém nghiém
thudc tuyén tinh/thanh ph6". Cac cau héi nghién clru dwgc dat rad day la ndi
dung nao phu hgp cho b tiéu chi, phan loai cac tiéu chi danh gia ra sao va
phuong phap &p dung bd tiéu chi dé danh gia vaxép hang nhu thé nao? DE trd
|6i cac cau hdi nay, ludn an hudng téi thuwe hién cac muc tiéu nhu sau :
1. Xay dwng bo tiéu chi danh gia xép hang cac Trung tam Kiém
nghiém thudc tuyén tinh, thanh ph6.
2. Banh gia xép hang cac Trung tdm Kiém nghiém tuyén tinh, thanh
phd duoc lwa chon.

Chuwong 1. TONG QUAN
1.1. MOt s6 khai niém
Mot s6 khéi niém, tr nglr dwoc st dung trong luan an duoc trich dan tir
Luat Dwoc 105/2016-QH13 ban hanh ngdy 06/4/2016 [32], bao gom:
- Thu6c la ché pham cé chira dwgc chat hodc duoc liéu dung cho nguoi
nham Muc dich phong bénh, chan doan bénh, chita bénh, Diéu tri bénh, giam



nhe bénh, Biéu chinh chirc nang sinh ly co thé nguei bao gom thudc hda duoc,
thudc dwoc liéu, thudc cd truyén, vac xin vasinh pham.

- Nguyén liéu lam thu6c la thanh phan tham gia vao ciu tao cla thudc bao
gom duwoc chét, duoc liéu, ta duoc, vo nang duoc st dung trong qua trinh san
xudat thuoc - Kiém nghiém thudc

- Duoc chéat (con goi 1a hoat chét) 1a chét hodc hon hop céac chat dung dé
san xuéat thudc, c6 tac dung duwoc ly hodc co tac dung truc tiép trong phong
bénh, chan doan bénh, chita bénh, Diéu tri bénh, gidm nhe bénh, Diéu chinh
chirc nang sinh ly co thé nguai.

- Thudc héa duoc lathube c6 chira dwgce chat daduoc xac dinh thanh phan,
cong thirc, do tinh khiét va dat tiéu chuan lam thudc bao goém ca thudc tiém
duoc chiét xuét tir dwoc liéu, thude cé két hgp duoc chat véi cac duoc liéu da
dwgc chirng minh veé tinh an toan va hiéu qua.

- Thudc duoc liéu lathudc cé thanh phan tir dwgc liéu va co tac dung dua
trén bang ching khoa hoc.

- Duoc liéu la nguyén liéu lam thu6c c6 ngudn goc tu nhién tir thyc vat,
dong vat, khoang vat va dat tiéu chuan lam thudc.

- Thudc thiét yéu la thudc dap tng nhu cau cham séc strc khée clia da s6
Nhan dan thuéc danh muc thudc thiét yéu do B truéng BO Y t€ ban hanh.

- Kiém nghiém thudc, nguyén liéu lam thudc |a viéc I8y mau, xem xét tiéu
chudn k¥ thuat, tién hanh céc thir nghiém tueng (rng vacin thiét nham xéac dinh
thudc, nguyén liéu lam thubc cd dap tng tiéu chuan chéat lvgng dé quyét dinh
viéc chap nhan hay loai bd thudc, nguyén liéu lam thudc.



1.2. Hoat dong cla hé thong kiém nghiém thudc nha nwéc tai Viét Nam

1.2.1. Co cau to chirc, chirc nang, nhiém vu ctia hé thong kiém nghiém thudc
nha nuwéc tai Viét Nam

Luat Duoc sd 105/2016/QH13, Thong tw 11/2018/TT-BYT da quy dinh
vé chtrc nang, nhiém vu clia hé thong kiém nghiém nha nwéc. Luat cling giao
cho Thu twéng Chinh phl ban hanh quy hoach hé thong kiém nghiém clia Nha
nudc, quy dinh vé hé thong to chirc, co s& vat chat va hoat dong clia cac co s
ki€ém nghiém thudc, nguyén liéu lam thudc clia Nha nwéc.

Hinh 1.1. M6 hinh hé th6ng kiém nghiém nha nwéc tai Viét Nam

Ghi chu:
Chi dao, cdp ngan sach vaquan Iy tryc tiép: ——
Chi dao V& kY thut: - >
Thuc hién c&c ché d6 béo céo vé chét lvgng thuée: =+ ==

1.2.1.1. Quy md, co cau to chirc

- Céc co s& kiém nghiém ctia Nha nudc vé thube (khéng bao gbm vac
xinvasinh phamy t€) & Trung wong bao gom: Vién Kiém nghiém thudc Trung
wvong, Vién Kiém nghiém thudc thanh phé H6 Chi Minh.

- Céc co s& kiém nghiém ctia Nha nuéc vé thuée (khéng bao gbm vac
xin va sinh pham y t€) dia phrong, bao gobm: Trung tam kiém nghiém thuéc
tinh, thanh phé trwc thudc Trung wong. Hién ¢d 62 Trung tdm Kiém nghiém
tuyén tinh, thanh phd thudc hé théng.



1.2.1.2. Chtrc nang, nhiémwu

- X8y dung ké hoach Idy mau dé kiém tra, giam sét chét lugng thudc,
nguyén liéu lam thudc; dv tra vatiép nhan st dung kinh phi hang nam cho hoat
dong |dy mau, kiém nghiém mau thudc, nguyén liéu |am thudc vathuc hién 1dy
mau thudc, nguyén liéu lam thudc dé kiém tra chédt luvgng theo ké hoach dugc
phé duyét tai co sé kinh doanh, sir dung thudc;

- Co s6 kiém nghiém thudc tuyén Trung wvong thirc hién phan tich, kiém
nghiém mau dé xac dinh chat luvong thudc, nguyén liéu |am thudc san xudt, luu
hanh, sl dung; béo céo két qua kiém nghiém vé Bo Y té (Cuc Quan ly Dugc)
vasSy Y té noi ldy mavu;

- Trung tdm Kiém nghiém tinh, thanh pho tric thudc Trung vong Thuc
hién phan tich, kiém nghiém mau dé xéac dinh chat luvong thudc, nguyén liéu
lam thu6c san xuat, lvu hanh, st dung; bdo céo két qua kiém nghiém vé S& Y
té vaB0 Y té (Cuc Quan ly Dugc).

Quyét dinh s6 68/QD-TTg ciaThu twéng Chinh phi ky ngay 10/01/2014
dadwa vao dv an thanh lap trung tam kiém nghiém vung cu thé s& thanh |ap 05
trung tam & 5 vlng tai mién nui phia Béc, céac tinh dong bang va duyén hai Bic
BO, mién Trung, Tay Nguyén va Béng Nam bd trén co s& dau tu nang cap
Trung tam kiém nghiém manh clia 05 tinh, thanh pho trong khu vuc, du kién
dau tw trong giai doan 2014-2020 [9]. Hién nay md hinh hoat déng clia cac
Trung tam kiém nghiém kha da dang theo céc hinh thirc két hop kiém nghiém
thudc, my pham, thuc pham (62/62 TTKN kiém nghiém thudc va my pham,
40/62 TTKN c6 kiém nghiém thirc phdm chirc nang trong d6 c¢é 26 TTKN c6
thém kiém nghiém céc loai thuc pham khéc [36]. M6 hinh két hop nay duoc
mot sO dia phuwong thuc hién trén co s& quy dinh tai Thong tw lién tich sb
51/2015/TTLT-BY T-BNV ban hanh ngay 11/12/2015 vé viéc huéng dan chirc
nang, nhiém vu, quyén han va co céu t6 chirc clia S& Y té thudc Uy ban nhan
dan tinh/thanh phé truc thude trung wong va Phong Y té thudc Uy ban nhan dan
huyén, quan, thi x&, thanh ph6 thudc tinh trong dé khoan ¢, muc 4, diéu 3 vé co
cau to chirc va bién ché cd néu rd Iinh virc ki€m nghiém la Trung tam kiém
nghiém thudc, my pham, thirc pham.



1.2.2. Thuc trang vé ngudn lwc cho hoat dong kiém nghiém

Céc di¥ liéu vé thuc trang nguodn luc clia hé thong kiém nghiém theo
ngudn tong hop tir Cuc Quan ly Dwgc vaVién Kiém nghiém thube Trung vong.

Vé Hé théng QLCL duoc cong nhan: Tinh dén thang 11/2019, ngoai 2
Vién kiém nghiém thuéc (Ia don vi dat tiéu chuan ISO/IEC 17025, GLP, la
phong thi nghiém tién danh gia cia WHO (WHO Prequalified Pharmaceutical
Quality Control Laboratory), hé thong cac TTKN c6 50 don vi dat tiéu chuan
ISO/IEC 17025 va 11 don vi dat GLP trong d6 c6 11 don vi dat dong thoi 02
chirng chi cdng nhan.

Vé Nhan su: Tinh dén thang 9/2019, hé théng cac TTKN hién cé 1.731
can bd vién chiic, trong d6 trinh do sau dai hoc chiém 13,7%, dai hoc chiém
45,5%.

Ve Thiét bi phan tich: Tinh dén thang 9/2019, théng ké vé thiét bi dwoc
trang bi tai cac TTKN tuyén tinh, thanh ph6 nhv sau:

Thiét bi S TTKN
Céan phan tich 62/62
UV-VIS, pH 60/62
HPLC; B0 hoatan; B0 ra 58/60
Chuan do dién thé 49/62

Sic ky khi/khGi phé  16/62
Quang phd hong ngoai  17/62

AAS 29/62
Phan cuc ké 22/62
Mdy do diém chay 13/62
Karl-Fischer 26/62
Phong sach vi sinh WHO 07/62
LC-MS 06/62

Hién tai, chua c6 thong ké vé s6 lwvgng TTKN c6 du loai thiét bi nhw
khuyén cao ciia WHO cho phong thtr nghiém dwgc c& trung (medium-sized
pharmaceutical laboratory) [134].

Vé Phuong phap thtr cho thu6c: Phan chuyén luan chung clia Duoc
dién Viét Nam V, ban hanh 1an 1 ndm 2017 [8], ¢6 71 phép thir héa ly (Phu luc
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4-11, phan Chuyén luan chung), 10 phép thir vi sinh, dwoc ly (Phu luc 13, phan
Chuyén luan chung), 19 phép thir cho dwoc liéu vathudc dwoc liéu (Phu luc 12,
phan Chuyén luan chung). Tong s0 khoang 100 phép thir cho kiém nghiém
thudc duoc dé cap trong Dugc dién Viét Nam V. Danh muc nay cé thé phu hop
cho sir dung lam can clr xay dwng thang diém danh gia cho chi tiéu vé phuong
phap thir dwgc cdng nhan trong pham vi dé tai.

Ve Tai chinh: Nguon kinh phi do Nha nwéc cap cho 62 TTKN nam 2016
a201,3 ty déng, nam 2017 1a222,0 ty dong, tinh trung binh kinh phi hoat déng
duoc cdp cho mbi TTKN khoang 3,3 ty dong (ndm 2016), 3,6 ty dong (nam
2017). Ngoai nguon kinh phi hoat ddng chi yéu tlr ngan sach nha nwéc thi cac
TTKN cd6 thé c¢6 thém ngudn thu tir viéc cung cap céc dich vu lién quan dén
ki€ém nghiém thudc va mot sd ddi tugng thir nghiém khéac. Tuy nhién, ngay
18/8/2017, B6 Y t€ ban hanh Thong tw 35/2017/TT-BYT quy dinh mic thu cu
thé déi vai dich vu kiém nghiém mau thudce, nguyén liéu lam thudc, thude ding
cho nguoi tai co s¢ y té cong 1ap st dung ngan sach nha nwdc vai mire thu van
gilr nguyén biéu muc thu phi kiém nghiém thudc, mau thudc, nguyén liéu lam
thudc, my phdm theo Quyét dinh 103/2004/QD-BTC do B0 trwdng Bo Tai
chinh ban hanh ngay 28/12/2004. Cac mic thu nay rat thap so vai thuc té chi
phi thue hién tlrng chi tiéu kiém nghiém twong (ing. Van dé nay da han ché réat
nhiéu viéc tang nguon thu tir dich vu tai cac TTKN nén réat khoé cho cac don vi
¢ ngudn quy phat trién sw nghiép duoc trich lai dé cho té dau tv va nang cao
nang lwc, hiéu qua hoat dong cta don vi.

1.2.3. Hoat dong kiém tra gidm sat chat lvong thuée dang Iu hanh trén thi
truong tai Viét Nam

Trong 3 ndm 2016-2018, mbi nidm hé thdng kiém nghiém tién hanh kiém
tra chdt lvong trung binh khoang hon 35.000 méiu céc loai bao gdm thudc hoa
duoc, thude tir duoc liéu, duoc liéu véi khodng trén 500 hoat chat hoa dwgc va
300 loai duoc liéu [36]. Ty 1& mau khoéng dat dwoc phét hién dao dong tir 1,2%
- 1,9% tinh trén téng s8 mau thudc dwoc kiEm nghiém trén toan hé thdng trong
do ty 18 mau dugc liéu khong dat chét luong chiém ty [& cao nhét (Bang 1.1).
BO Y té€ c6 quy dinh cu thé vé trng mirc do vi pham chét lvong can clv theo



tirng chi tiéu kiém tra chat lvgng khong dat tai Thong tw 11/2018/TT-BYT va
Théng tv 13/2018/TT-BYT quy dinh vé quan ly chét lvgng thudc.
Bang 1.1. Théng ké sb mau |8y trén thi truong dé KTCL claHTKN

w 2016 2017 2018

Loai SGmau | Khéngdat | S6mau | Khongdat | S6mau | Khong dat
Thubc héa duoc | 29.196 | 249 (0,9%) | 28.002| 163(0,6%)| 29.024 | 186 (0,6%)
Thubc duoc lidu 4610 | 43(0,9%)| 4193 79(L9%)| 4676 115(25%)
Duoc liéu 2073 | 398(134%) | 2401| 266(11,1%)| 2.563| 146 (5,7%)
Téng 36.779 | 690 (1,9%) | 34.596 | 508 (1,5%) | 36.263 | 447 (1,2%)

(Ngudn: Vién Kiém nghiém thudc Trung vong)

1.3. Céc tiéu chuan qudc té vé quan ly chat lwvgng phong kiém nghiém
thudc

Muc tiéu chat lvgng clia cac phong kiém nghiém thudc la cung cip céc
két qua kiém nghiém chinh xéac, khéch quan, kip thoi. Viéc & dung mot hé
thong quan ly chat lugng theo chuan mure quy dinh la dé dam bao muc tiéu chat
lvgng d6. Doi vbi cac yéu cau cho QLCL phong ki€ém nghiém thudc, c6 02
chuan muc qudc té dwoc cac phong kiém nghiém ap dung rong réi vachirng chi
cdbng nhan danh gia cé gia tri chirng minh nang lwc cta cac don vi: (1) Tiéu
chuan ISO/IEC 17025 do T6 chtrc Tiéu chuan héa Quoc té ban hanh. Phién ban
m&i nhat nam 2017 va tai Viét Nam da bién dich vaban hanh thanh Tiéu chuan
quéc gia TCVN ISO/IEC 17025:2017 [1] thay thé cho phién ban trudc do ban
hanh nam 2005. V& co ban, phién ban 2017 chil yéu té cau tric lai tiéu chuan
con c&c yéu cau cu thé hau nhw khong thay doi so véi phién ban nam 2005. Mot
s6 ndi dung nho duoc b sung, cap nhat thém trong mbi yéu cau chinh, mot so
ndi dung mai lién quan dén céc yéu cau veé tinh khach quan, bao mat, kiém soét
rii ro va co hoi (chi tiét so sanh hai phién ban ISO/IEC 17025 nam 2017 va
2005 dwoc néu trong Phu luc 9); va (2) Nguyén tic, tiéu chuén thuc hanh tét
phong kiém nghiém thudc theo huéng dan clia T6 chirc Y t€ Thé gidi, phién
ban méi nhét ban hanh ndm 2010. Huéng dan nay ciing da duoc BO Y té bién
dich vaban hanh thanh Phu luc 1, Théng tw s6 04/2018/TT-BY T ban hanh ngay
09/2/2018. Bay cling la chuan myc cho danh gia cong nhan Thyc hanh tot
phong kiém nghiém thudc (GLP-WHO) &p dung cho cac co s& thir nghiém



thudc, nguyén liéu lam thudc [5]. Ngoai ra, cac to chirc qudc té ¢ uy tin nhu
FDA, EDQM hay t6 chirc danh gia cong nhan PIC’S déu c6 ban hanh riéng céc
quy dinh va hudng dan vé thanh tra, danh gia cong nhan phong kiém nghiém
thudc cho pham vi hoat ddng pht hop [39] [114]. V& co ban cac hudng dan clia
céc t0 chirc nay cling hoa hop voéi tiéu chuan ISO/IEC 17025 va GLP cia T6
chirc Y t€ Thé gidi.

1.3.1 Tiéu chuan ISO/IEC 17025:2017, Yéu cau chung vé nang luc thir
nghiém va hiéu chuan

Tiéu chuan nay bao gdm céc yéu cau doi voi phong thi nghiém, gidp
phong thi nghiém chirng té minh hoat déng cé nang Ivc va cd kha nang cung
cap cac két qua co giatri s dung. NGi chung, cac phong thi nghiém tuan theo
tiéu chudn nay ciing sé van hanh theo céc nguyén tac cia TCVN 1SO 9001.
Khéch hang ctia phong thi nghiém, co quan quan ly, cac to chirc va cac chwrong
trinh sl dung danh gia dong dang, céc t6 chirc cong nhan va céc t6 chirc khéc
sr dung tiéu chuan nay trong viéc xéc nhan hoac thira nhan nang lwc clia cac
phong thi nghiém.

Ngoai cac ndi dung lién quan dén yéu cau chung nhu tinh khach quan va
bdo mat, yéu cau vé co cdu nhu yéu cau phap nhan, trach nhiém phap ly, pham
vi hoat dong, nhan s chiu tréch nhiém...thi cac yéu cau cla tiéu chuan tap
trung vao 03 ndi dung chinh nhu sau:

- Y éu cau vé nguon lrc: Nhan s, co sé vat chéat va diéu kién moi trudng,
thiét bi, lién két chuan do lvdng, sin pham vadich vu do bén ngoai cung cap.

- Yé&u cau vé quatrinh: Xem xét yéu cau, dé nghi thau va hgp dong, lva
chon kiém tra x&c nhan vaxéac nhan giatri sir dung ctia phwrong phéap, 1dy mau,
Xt Iy mau, hd so k¥ thuat, danh gia do khong dam béo do, dam bao giatri st
dung cla két qud, bao céo két qud, khi€u nai, cac cong viéc khéng phu hop,
ki€ém sodt dir liéu — quan ly thong tin.

- Yéu cau vé hé thong quan ly gdm 08 ndi dung chinh bao gom tai liéu
hé thong quan ly, kiém soét tai liéu, kiém sod ho so, hanh dong dé giai quyét
rdi ro va co hdi, cai tién, hanh dong khic phuc, danh gia ndi bd, xem xét clia



l&nh dao. Céc yéu cau nay hwéng téi ddm bao tinh toan ven vaduy tri hiéu lvc
ctia hé thdng quan ly chét lvgng.

1.3.2. Huong dan cta T6 chire Y t& vé Thuc hanh t6t phong kiém nghiém
thudc (Good Laboratory Practice — GLP) ban hanh nam 2010 (Ban hanh
chinh th&rc cho ap dung ¢ Viét Nam tai Thong tw 04/2018/TT-BYT ngay
09/02/2018)

Céc ndi dung clia hudng dan nay dua ra cac cach thic vé hé thdng quan
ly chét lugng duoc dp dung trong viéc phan tich cac dwoc chat (API), ta duoc
va san pham duoc phdm can duoc thue hién dé chirng minh rang céc két qua
thu duoc dang tin cdy. Nhitng nguyén tic nay duoc &p dung cho bat ky loai
hinh phong kiém nghiém thudc nao, c6 thé la quoc gia, thuong mai hoac phi
chinh pha. Tuy nhién, huéng dan khong bao gdm ndi dung cho nhirng phong
thi nghiém lién quan dén viéc kiém tra cac san phdm sinh hoc, vi du: vac xin,
ché phdm mau. Hudng dan ndy |a pht hop voi cac yéu ciu trong huéng dan
cia WHO vé Thic hanh san xuét thudc tot va véi cac yéu cau clia tiéu chuan
qudc té | SO/IEC 17025:2005, dong thdi cung cip cac hwdng dan cu thé cho cac
phong thi nghiém thirc hién kiém soét chét lvong thudc.

Huéng dan nay bao gdm 04 phan voi 21 ndi dung yéu ciu, bao gom:

- Phan 1. Quan ly vaco s ha tang bao gom T0 chirc vaquan ly, Quan ly
chat lvong, Kiém soét tai liéu, HO so, Thiét bi x& ly di liéu, Nhan si, Nha
xuwdng, Thiét bi, may moc vadung cu va Hop dong

- Phan 2. Vat liéu, may mac, thiét bi va dung cu khac bao gdm Thudc
thir, Chat d6i chiéu va vat liéu doi chiéu, Hiéu chuan, danh gia hiéu nang va
tham dinh thiét bi, dung cu va Truy xuat nguon goc.

- Phan 3. Quy trinh thao tac bao gdm Nhan mau, Ho so kiém nghiém,
Tham dinh quy trinh phan tich, Thir nghiém, Déanh gia két qua thir nghiém,
Phiéu kiém nghiém vaMau luu.

- Phan 4. Céc quy dinh chung vé an toan.
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1.3.3. So sanh cac yéu cau clia Tiéu chuan 1SO/IEC 17025 phién ban nam
2017, 2005 va GLP-WHO

Tién hanh so sanh céc tiéu chuan nay trén co s¢ khung ndi dung chinh
theo ISO/IEC 17025:2017, trong do6 chl yéu tap trung vao cac yéu cau vé nguon
lwe, quy trinh va hé thdng chat lvong dé tir d6 co thé thay duoc nhitng diém
giong va khéc nhau gilra céc tiéu chuan. Chi tiét ndi dung so sanh nhuw & Bang
1.2

Bang 1.2. So sénh cac yéu Gau gilta | SO/ EC 17025; 2017, 2005

vaGLP-WHO
Khoan muc tham chiéu
Cac ndi dung chinh ISO/IEC ISO/IEC
17025: 2005 17025: 2017 GLP-WHO
Gidng nhau
Yéu cau vé nguon luc
Nhan su 41;5.2 6.2 1.3; 6.1-6.6
Cq_scr yat chat va diéu kién 53 6.3 71-713
moi trvong
e L 8.1-8.3
Thiét bi 55 6.4 12.1.12.12
Lién két chuan do lvong 5.6 6.5 13.1-13.2
San pham vadich v doben | ¢ 4 g 6.6 9.1-9.8
ngoai cung cap.
Yéu cau vé quatrinh
X‘em xet‘}/eu cau, dé nghi thau 44 71 145147
vahgp dong
Lwa chon kiém tra xac nhan _ _
va xéc nhan gia tri st dung 54 7.2 15.9-15.10,
N . 16.1-16.5
cta phuong phap
L4y mau 57 7.3 14.1-14.4
» s x 14.8-14.18;
X ly mau 5.8 7.4 20.1
HO so k¥ thuat 5.10 75 4.2:4.3
?g”h gia do khong dam bao 5.4.6 76 18.9: 18.10
Bam bdo gia tri s dung cla 2.2p; 6.6.b
P 59 7.7 ;
két qua (iv)
15.1-15.8;
f o xe 15.11; 17.1;
Béo céo két qua 51 7.8 18.7-18.9:
18.11; 19
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Khiéu nai 4.8 7.9 2.2k; 2.3d
Céac cbng viéc khdng phu hop 4.9 7.10 2.2); 2.3
Kiém soat dir liéu — quan ly 413 7.11 5.1-5.2; 1.3¢
thdng tin

Yéu cau vé hé théng quan ly

Tai liéu hé théng quan ly 4.2 8.2 2.1-2.3
Kiém sodt tai liéu 4.3 8.3 3
Kiém soét ho so 4.13 8.4 4
Hanh dong khic phuc 4.9, 441% 411, 87 2.2j: 2.3¢
Panh gia n6i bd 414 8.8 2.4
Xem xét cialénh dao 4.15 8.9 2.5
Khéac nhau

Quan ly héa chat, thubc tht, A e a A e a _

chét chudn Khong dé cdp | Khong dé cap 10; 11
Hanh dong dé giai quyetriiro |y 50 d4a cap 85 Khong dé cap
va co hoi

Cai tién 47:4.10; 4.12 8.6 Khong dé cap
Thir nghiém va danh gia két

qua thir nghiém (kiém soét cac A e A A en 17.1-17.3;
két qud ngoai khoang gi6i Khong de cap | Khong de cap 18.1-18.6
han)

An toan phong thi nghiém Khong dé cap | Khong dé cap 21

K €&t qua so sanh cho thdy da s6 cac ndi dung clia GLP-WHO valSO/IEC
17025 c6 s hoahgp véi nhau, ISO/IEC 17025:2017 va 2005 khdng co s khac
biét dang ké vé cac yéu cau lién quan dén ngudn luc, quy trinh vahé théng quan
ly.

1.4. Tinh hinh cac nghién ctru trong nwéc lién quan dén ndi dung cla luan
an
1.4.1. Cac nghién clru V& ITnh virc kiém nghiém thudc trong 5 nam gan day

O pham vi trong nwéc, trong 5 ndm gan day (2016-2019) c6 khoéng 23
dé tai nghién cru chuyén khoall, chuyén khoal va Thac si clia Truong dai hoc
Duoc HaNoi vé cac ndi dung lién quan dén phan tich, danh gia hoat dong kiém
nghiém thudc clia céc trung tam kiém nghiém thu6c tuyén tinh, thanh phé trong
do6 c6 06 nghién cliru phan tich danh gia kha nang dap (rng cac yéu cau cliatiéu
chuan Thuc hanh tét phong ki€ém nghiém thudc (GLP) tai mot sO trung tam
ki€ém nghiém thudc tuyén tinh, thanh phd dong nghia véi hudng téi trién khai
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ap dung hé thdng quan ly chét lvgng phong thi nghiém theo GLP [30] [22] [18]
[33] [29] [31], 06 nghién ctru vé khao sét chét lwong thudc, co cdu mau thubc
kiém tra chét lwong, chét lwong thudc vién nén, khang sinh; cac phép thir bang
phuong phap vi sinh vat hay két qua kiém tra chat lwong thude [13] [19] [1]
[24] [25] [17]. Cb 11 nghién clru thre hién danh gia thuc trang, phan tich hoat
dong va nang lwc kiém tra chat lwvgng thudc tai mot sO TTKN cu thé. Chuing toi
tap trung tim hiéu k¥ 11 nghién ctru ndy dé xac dinh rd hon ndi dung clia cac
nghién clru nay dé cap dén danh gia xép hang hiéu qua hoat dong clia TTKN
thudc nhu thé nao. Két qua tong hop vé céc nghién clru duoc trinh bay & Bang
1.3. Két qua cho thay chwa cé nghién clru nao tién hanh danh gia toan dién theo
cach thirc xay dwng cac tiéu chi danh gia cho cac yéu td dau vao, két qua dau
ravaxép thir hang hoat déng ctia dong thoi tir hai TTKN tuyén tinh, thanh pho
tre 1én.
Bang 1.3. Tong hop céc nghién cru vé phan tich, khdo sét, danh gia hoat
dong cac TTKN trong 5 nam gan day (2016 -2019)

N6i dung nghién ctru, Phuong phap

- M0 4 co cdu thubc dAKTCL nam 2016 tai

TTKN Yén Bé (ké hoach, doi twong tan
Khio s& kha nang kiém dugc-thude dwgc liéu-dugc liéu, thanh phan,
nghiém thudc tai Trung noi san xudt, noi 1&y mau, dang bao ché)

2017 tam kiém nghiém thudc, - Phan tich ndng lwc vé thiét bi, hoat chat

m§ pham, thuc phdm Yén KN, mau khong dat, mau KN di/khéng di
Bai nam 2016 chi tiéu, dang bao ché (vién nén, nang, thuéc

tiém, thudc bot)

- Phrong phap nghién ciru mod ta cat ngang

Néng Kim

[11] Cuong

- M6 t4 vaso sanh cac nguon luc cho KTCL
Khao sat mot s6 ngudn lvc  thudc ctia TTKN Béc Giang véi yéu cau clia
BUi D cho hoat dong kiém tra GLPVe: To chiic, bd may nhan su, co sg vat
[14] Giang 2017 chat lvong thudc tai Trung  chdt, thiét bi, hoa chat, thudc thir chét
tdm kiém nghiém Bac chuan, phwong phéap thkr, kinh phi hoat
Giang ndam 2016 doéng.
- Phrrong phap nghién ctru mo ta cat ngang
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Ha
[15] Truong
Giang

2017

Phan tich thuc trang mét
sb nguon lyc tai Trung tm

Kiém nghiém tinh Lao Cai

- Phéan tich thyc trang cac ngudn luc cla
TTKN L&o Cai vaso sanh vGi 10 nguyén tic
clia GLP: to chic nhan su, hé théng chat
luong, co s& vat chat, thiét bi va hiéu chinh
thiét bi phan tich, thudc thir vachat ddi chiéu,
TCCL va phuong phap tht, th nghiém va
danh gia két qua, ho so va tai liéu, an toan
phong thi nghiém.

- Phrong phép nghién ctru mo ta cit ngang

Pham Thi

18] 1y, Hang

2016

Mo t& mdt s6 nguodn luc
va phan tich nang Iyc
kiém tra chét luvgng thubc
tai  Trung tdm kiém
nghiém Thudc, My pham,
Thyc phdam Thai Binh
nam 2015

- M t& vaso sanh cac ngudn luc cho KTCL
thubc ctia TTKN Thé Binh vé: To chic, bo
may nhan s, co s& vat chat, thiét bi, hoa
chét, thudc th, chat chuan, ngudn kinh phi.
- Phan tich cac két qua KTCL.: thic hién ké
hoach, tan suét thuc hién chi tiéu phan tich
va phuong phap phan tich, déi tuwgng tan
dwgc-thube duoc liéu-duoc liéu, thanh phan,
Xudt xt, dang bao ché, viing dia Iy 18y mau.
- Phrong phap nghién ciru md ta cat ngang

Tran Thi

[20] Huong

2017

Khao sat két qua kiém
tra chat lvong thudc tai
Trung tAm Kiém nghiém
Béc Giang nam 2016

- M6 ta co cdu thudc daKTCL nam 2016 tai
TTKN Béc Giang (k& hoach, d6i twong tan
dwgc-thude duoc liéu-duoc liéu, thanh phan,
noi san xuét, noi 1dy mau, dang bao ché
- Phan tich nang luc vé thiét bi, hoat chét
KN, mau khong dat, mau KN d/khong da
chi tiéu, dang bao ché (vién nén, nang,
thudc tiém, thubc bot, dung dich thube, nhd
Mmét, siro)

- Phrong phap nghién ciru md ta cat ngang

Tran Thi
[21] Mai
Huwong

2017

Phén tich thyc trang
kifm tra chat luwong
thuéc tai Trung tam
Kiém nghiém Quang
Ninh ndam 2016

- M0 14 co cdu thubc dAKTCL nam 2016 tai
TTKN Quang Ninh (ké hoach, doi tvgng tan
dwgc-thude duoc liéu-duoc liéu, thanh phan,
noi san xuét, noi 1dy mau, dang bao ché)

- Phan tich nang luc vé thiét bi, hoat chét
KN, mau khéng dat, mau KN di/khong d
chi tiéu, dang bao ché (vién nén, nang,
thudc tiém, thudc bot)

- Phrong phap nghién ciru mod ta cat ngang
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Lé Th
[23] Huong

' 2016

Phéan tich nang lwc ki

ém

nghiém thudc cta Trung

tam kiém nghiém N
Pinh ndam 2014

am

- Phén tich cac nguén lyc cia TTKN Nam
DBinh ndm 2014 so véi cac yéu cau clia GLP:
t0 chirc nhan su, co s¢ vat chat, thiét bi, kinh
phi, 1dy mau va quan ly mau.

- Phan tich cac két qud KTCL.: ké hoach, d6i
twong tan dwgc-thuée dugc lieu-duoc lidu,
thanh phan, noi san xuét, noi 1dy mau, dang
bao ché, mic dd dap (’ng TCCL, theo nhom
duoc ly, ty 1é hoat chat dakiém nghém, danh
muc phép thi* dwgc cong nhan.

- Phirong phéap nghién clru mo ta cit ngang

Nguyén
[26] Thi Ha
Linh

i 2019

Phan tich thuc trang kiém
tra chat lvgng thudc tai
Trung tdm Kiém nghiém

Thanh H6éa nam 2017

- M0 ta co cdu thubc dAKTCL nam 2017 tai
TTKN Thanh Héa (ké hoach, déi tvong tan
dwgc-thube duoc liéu-duoc liéu, thanh phan,
noi san xuét, noi 1dy mau, dang bao ché)

- Phén tich nang lwc kiém nghiém theo dang
bao ché cu thé (vién nén, nang, thudc tiém,
thudc bot, thudc vién hoan, thudc nhd mat,
thudc cdm, thudc udng dang 1dng, dwoc liéu)
- Phrong phap nghién ciru mé ta cat ngang

Vi Thay

[27] Nga

2017

Khao sat nang luc kiém
tra chat lugng thubce tai
Trung tam Kiém nghiém

Ha Giang ndam 2016

- Phan tich nang luc kiém tra chét lwgng
thudc tai Trung tdm Kiém nghiém Ha Giang
d6i véi cac mau thudc tan duoc

va cac mau thudc c6 ngudn géc thudc duoc
liéu, duoc liéu

- Phrrong phap nghién ctru mo ta cat ngang

Pham
[28] Thay
Ngéan

2019

Danh gia nang luc kiém
tra chat lvgng thudc cla
Trung tdm Kiém nghiém
dugc phdm — my pham
trén dia ban tinh Ninh

Binh nam 2017

- M0 ta co cdu thubc dAKTCL nam 2017 tai
TTKN Ninh Binh (ké hoach, ddi twgng tan
dwgc-thude duoc liéu-duoc liéu, thanh phan,
noi san xuét, noi 1dy mau, dang bao ché)

- Phén tich nang lwc kiém nghiém theo dang
bao ché cu thé (vién nén, nang, thudc tiém,
duoc liéu)

- Phirong phép nghién ctru mo ta cit ngang

Nguyén
[37] Thi Hai
Yén

2019

Phan tich kha nang kiém
nghiém thu6c tai Trung
tdm Kiém nghiém Vinh

Phdc nam 2017

- M0 ta co cdu thubc dAKTCL nam 2017 tai
TTKN Vinh Phuc (ké hoach, déi tugng tan
dwgc-thube duoc liéu-duoc liéu, thanh phan,
noi san xuét, noi 1dy mau, dang bao ché)

- Phén tich nang lic kiém nghiém theo dang
bao ché cu thé (vién nén, nang, thudc tiém,
thubc bot, duogc liéu)

- Phrong phap nghién ciru mé ta cat ngang
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1.4.2. Gi6i thiéu vé mot sO bo tiéu chi danh gia, xép hang
1.4.2.1. B6 chi s6 do lwong chat lvong bénh vién

B6 chi s0 do lwvong chét lugng bénh vién dwgc B Y té€ ban hanh theo
Quyét dinh s8 7051/QD-BY T ngay 29/11/2016 hwdng dan xay dung thi diém
mot sO chi s6 co ban do luvdng chét lwvgng bénh vién dwgc dp dung tai bénh vién
cong 1ap va tw nhan [7]. B6 chi s6 nay duoc tiép can theo cac ndi dung vé qua
trinh va dau ra v6i 05 khia canh phu hop véi hoat dong clia bénh vién nhu:
Nang luc chuyén mén, An toan, Hiéu suat, Hiéu qud, Hwéng dén nhan vién,
hwéng dén ngudi bénh véi tong cong 16 chi sd do lwong trong d6 07 chi s xép
nhém thanh té6 Quatrinh va09 tiéu chi con lai xép nhém thanh t6 Bau ra, khéng
c6 nhom thanh t6 Dau vao. Huéng dan cling dua ra Iy do cho Iva chon tirng chi
s0, phwong phap tinh chi s6, ngudn s6 liéu can thu thap, cach thirc thu thap va
tong hop SO liéu; tan sudt béo céo va phan loai giatri cia so liéu vé do chinh
Xac vatin cay ctuatirng chi s do luong. B chi sb cling khéng dua ra phan loai
cac mirc xép hang co dinh cho tirng giatri chi s6 dat duoc. Viéc nay s£ do tirng
bénh vién tv xay dwng ké hoach vatrién khai thic hién theo tirng nam.
1.4.2.2. B tiéu chuan vatiéu chi so sanh xép hang dai hoc (B0 tiéu chuan UPM
— University Performance Metrics)

B0 tiéu chuan vatiéu chi so sanh xép hang dai hoc [10] nay do nhém
nghién clbu dugc tai trg bdi Chrong trinh KH& CN vé Khoa hoc Giéo duc cap
qudc giaxay dyng va cong bd, bao gdm 8 tiéu chuan va 53 tiéu chi duoc chia
thanh 03 nhém bao gom: (1) Nhém tiéu chi xép hang Pai hoc dinh huwéng
nghién clru; (2) Nhém tiéu chi xép nhém D6i méi sang tao va phuc vu cong
dong; va (3) Nhém tiéu chi kiém dinh Khai nghiép va cong nghé so. Vé noi
dung, b0 tiéu chi dvgc x8y dwng trén co s& phan tich cac dac trung vé chat
lvong va hiéu qua hoat déng cua truong dai hoc cd tham khao bd tiéu chi dai
hoc dinh hwéng nghién clru da cé cla Pai hoc Qubc gia Ha Ndi, tiéu chi xép
hang nhém sao QS Star, bang xép hang U-multirank 2014... B tiéu chi duoc
két hop ca hai cach thirc ti€p can laxép hang (danh gia qua chi sb) vakiém dinh
chat lvgng (danh gia qua phan tich minh chirng). Trong sd clia céc tiéu chuan
duoc xac dinh theo mirc do khéc nhau véi tong giatri trong sd clia 8 tiéu chuan
cling bang 1,0. 53 tiéu chi dugc chiavao 03 nhém 16n theo 8 tiéu chudn, trong
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s6 ciamdi tiéu chi cling dwoc tinh riéng vaténg cac tiéu chi ciamdi tiéu chuén
8 bang trong S8 cliatiéu chudn dé nhw cach tinh clia phuong phap phan tich
thir bac. Vé thang diém chuén cho b0 tiéu chuan UPM duoc xay dung tré co sé
bém sat mirc chuén trung vi clia cac truong dai hoc tron top 300 chéau A két hop
V(i céc chi sO lién quan dén danh gia xay dung cac dai hoc dinh huéng nghién
clru ctia Viét Nam. B0 tiéu chuan UPM ciing duoc danh gia thir nghiém cho 03
co s& giao duc dai hoc la Bai hoc qudc giaHaNGi, Bai hoc Qudc gia TPHCM
va Truwong Dai hoc Bach Khoa Ha Néi theo hinh thirc danh gia mic do dat
chudn va gan sao cho tirng tiéu chi, tirng tiéu chudn vatong thé.

Viéc tham khao 02 b tiéu chi danh gia xép hang nay phan nao ciing gilp
cho quatrinh nghién ciru xay dwng ndi dung cliabd tiéu chi va phvong phap dé
ap dung bo tiéu chi cho danh gia, xép hang cac Trung tdm kiém nghiém thudc.
1.5. Gidi thiéu mot s6 phuwong phap nghién clru dwoc ap dung cho danh gia
xép hang cac don vi kiém nghiém thudc
1.5.1. Phwong phap nghién ctru mé ta cit ngang

Nghién clru mé ta (descriptive study) 1a mdt nghién clru quan sat, c6 dac
diém la quan s& vamo ta ddc tinh clia bénh hay van dé duoc quan tam trong
quan thé. Nghién ctru md ta bao gdm viéc thu thap vatrinh bay ¢ hé thong céc
6 liéu nham cung cip mdt birc tranh vé mot tinh hubng cu thé [35].

Nghién clru cit ngang |a mot loai nghién ciru mo ta quan s& Mot quan
thé xac dinh & mot thoi diém hay mot khodng thoi diém xac dinh truedc. Thuc
hién nghién clru trén toan bd quan thé muc tiéu trong mot thoi gian va ngudn
nhan lyc han dinh la diéu khdng kha thi. Mot quan thé nghién clru dwoc rat ra
tlr quan thé muc tiéu, va cac doi twong tham gia nghién ctru la mot phan clia
quan thé nghién ctru. Ngoai doi tvong nghién clru thi yéu té khéng gian vathoi
gian hét stc quan trong. Ldy mau ngau nhién nham dam bao tirng ddi tvong
trong quan thé muc tiéu ¢ cling co hdi duoc chon vao nghién clru, va thuong
duoc ding dé t6i thiu hoa s khéac nhau gitta nhom chon mau va khéng chon
vao mau. Trong thuc té, chi c6 thé tiép can dwoc mdt nhdm doi twong nhu cach
|&y mau thuan tién. Trwdc khi tién hanh thu thap di liéu, can xac dinh va dinh
nghta rd cac bién s6 nghién ctru. Phrong phap thu thap di liéu bao gom nhiéu
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hinh thirc nhw ding bd cau hdi tu dién trd |¢i qua thu, phong van truc tiép, hoi
ctru ho so v.v. Nguon di¥ liéu hay cach do lwdng dir liéu s8 dwoc chon tuy vao
loai bién sO d& dugc xac dinh [35]. DI liéu sau d6 cé thé duoc phan tich bang
cac phan mém. Hién nay co cac phan mém gilp x& ly dit liéu thu thap duoc
trén co s phan tich cac bién s6 nghién ctru nhw phan mém phan tich dit liéu
dinh tinh Nvivo hay phan mém x& ly s6 liéu dinh lugong STADA, SPSS hay
don gian hon la Microsoft Excel. Trong pham vi dé tai chi yéu (rng dung phan

mém Microsoft Excel 2013, 2019.

1.5.2. Phwong phap chuyén gia

1.5.2.1. Khai niém

Phuong phap chuyén gia la phwong phap st dung tri tué cta doi ngl
chuyén gia c6 trinh do cao clia mdt chuyén nganh dé xem xét, nhan dinh ban
chat mét su kién khoa hoc hay thuc tién phirc tap, dé tim ragiai phép t6i vu cho
céc sy kién d6 hay danh gia mot sin pham khoa hoc.
1.5.2.2. Yéu cau khi sr dung phuong phap
- Chon ddng chuyén gia, c6 nang lwvc chuyén mén theo van dé ta dang nghién

cru. Nhirng chuyén gia nay phai c6 pham chét trung thurc khoa hoc.

- Xa&y dung duoc hé théng cac chudn danh gia cho céc tiéu chi cu thé, dé hiéu
vatuong minh, néu cé thé ding diém s dé thay thé.

- Huwéng dan ki thuat danh gia, theo cac thang diémvoi cac chudn khéch quan,
gidm t¢i mikc toi thi€u nhirng sai [am co thé xay ra.

- Han ché mic thap nhat dnh hwdng qualai clia cac chuyén giaveé chinh kién,
quan diém, cho nén tot nhat la khdng phét biéu cong khai hodc la néu cong
khai thi nguoi cé uy tin nhat khong phai la nguoi phét biéu dau tién.

C6 thé tién hanh phuong phap nay qua phdng véan, hoi thao, tranh luan,
thao luan nhém, danh gia, nghiém thu céng trinh khoa hoc...véi cac hinh thirc
18y v kién bang cac bang cau hoi, biéu mau lyachon... Cacy kién chuyén gia
thu thap duoc co thé dugc xr Iy quahinh thirc xép hang, cho diém hodc so sanh
cap [128].
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Trong pham vi dé tai nghién clru, chiing t6i st dung cac phuong phép
chuyén gia nhu 18y y kién danh gia bang bang cau hoi, thao luan nhom chuyén
gia, phdng van truc tiép.

1.5.3. Phuong phép phan tich thir bac (Analytic Hierachy Process— AHP)

Phuong phap phan tich thir bac (AHP) 1a mét phwong phéap phén tich da
chi tiéu gilp ra quyét dinh trén co s& danh gia, xép hang th bac cla nhiéu
phuong an lya chon [125]. Phiong phap AHP do Thomas L. Saaty phat trién
vao nhitng ndm 1970s va ké tir khi xudt hién dén nay dadwoc st dung trong rat
nhiéu t6 chitc, nhiéu linh vire & khap noi trén thé gici [87]. AHP dwoc sir dung
trong cac ITnh vuc kinh doanh, cac hoat déng ctia chinh pha, cac nghién clru xa
h6i, nghién clru va phét trién, trong quan doi va cac van dé khac cé lién quan
dén viéc ra quyét dinh dé dua ra cac lya chon, cac wu tién hodc du bao [105].
AHP con duoc (ing dung dé lwa chon cac phuong an thay thé, phan bo ngudn
lwe, duy doan, tai lap phuong an kinh doanh, trién khai chirc nang vé chat luong,
thé diém céan bang, diém chuén, ra quyét dinh vé chinh sach trong cong dong,
ITnh vure y t€ vanhiéu ITnh vic khac nira [105].

S& di phuong phap phan tich thir bac dwgc dwa vao st dung trong dé tai
bdi qua tim hiéu ching tdi nhan thdy day la mét phwong phap khoa hoc cé
nhiéu yéu t6 phu hop cho ap dung dé danh gia, xép hang hoat dong ctia mot
don vi dua trén mot hé thdng cac tiéu chi danh gia nhat dinh nao dé.

M&t quy trinh phan tich thirc bac gém 06 budc [105]:

+ Buwéc 1: Xay dung cay phan cap thi bac

| Myc dich
Ticu chi 1 | Ticu chi 2 Ti¢u chi 3 |
Fiéu chi phy 11 Tiéun chi phy 21 Ti&u chi phy 31
_'..!.Liir.u..ﬁ!!;._ﬂ.l.l_u._1..11-!_.‘ ‘__'.!Zi.{?.u_.F.!}i.:.n!u.!_:‘t.!ﬁ:?!_ ! ‘_l;i:z_-_q..s.:l_n.gf.u-_-._-.e_a.-_.c..J
Phoons An .|'| r'-h.nm.-g";;.}'. > I'-"h-unrﬁ.::g'_.-ﬁu.-.u 3 .| Phwong dnd |
Hinh 1.2. M6 hinh chung vé céy phan cap thirc bac AHP al),

cac Tieu chi chinn (Criteria), cac tieu chi pnu (Sub-criteria) va cac pnwong an
duoc lva chon/danh gia (aternatives). Cau tric van dé nghién ctru du¢i dang
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thi¥ bac landi dung co ban clia quy trinh AHP. Hé thong phan cap biéu thi mai
guan hé gilra cac yéu td ciamot cap do voi cac cap do ngay bén dudi. Hinh 1.2
md td mot cau tric phan cap chung ciia AHP. M6 hinh phan cap thit bac giéng
nhu hinh anh cay dao ngugc. Goc clia hé théng phan cap lamuc dich hodc muc
tiéu clia van dé dang dugc nghién clru va phan tich. Cac nat lala cac phuong
an lya chon thay thé dwoc so sanh/danh gia. O gitra hai cip do nay 1a céc tiéu
chi chinh khac nhau vatiéu chi phu. Biéu quan trong can luu y la khi so sanh
céc yéu t6 & moi cip do, ngudi ra quyét dinh lva chon chi can chl y dén si
dong gop clia cac yéu td cap thap hon cho cap d6 cao hon. AHP cling dac biét
hiru ich cho céc tinh hudng trong d6 c6 ca tiéu chi hiru hinh va vé hinh duoc
xem xét dé dua ra quyét dinh [55].

M hinh hoéa chinh xac van dé theo hé théng phan cap la mét budc rat
quan trong trong AHP. Néu céc tiéu chi khdng day dd hodc ching khéng duoc
xéc dinh ré rang va khac biét véi nhau, mo hinh s8 khéng phu hop véi viéc ra
quyét dinh va moi quyét dinh cé duoc theo cach nay s khong dem lai giatri.
C6 nhirng tredng hop chi cadn mot cdy phan cap tuy nhién cling cé thé nhiéu
hon trong truong hop co nhiéu béi canh cho cung mét van dé nghién ctru, khi
d6 moi bdi canh nén duoc thiét ké lamdt cay phan cip riéng. Trong moi truong
hop, khéng co quy tac nao vé sb lueng phan cip dé phan tich mot van dé [55].

Bang 1.4. Thang diém so sanh cap trong phwong phap AHP [125
Thang do dinh tinh
Quan trong/mirc d6 bang nhau
Tl quan trong bang nhau/mic dd bang nhau dén quan trong
hon/mirc dd cao hon
Quan trong hon/mrc dd cao hon
Tl quan trong hon/mic d6 cao hon dén quan trong nhiéu hon/mic
d6 cao hon nhiéu
Quan trong nhiéu hon/ mic d6 cao hon nhiéu
T& quan trong nhiéu hon/mic d6 cao hon nhiéu dén rat quan
trong/mic do cao hon rat nhiéu
Rat quan trong/mtrc do cao hon rat nhiéu
Rat, rat quan trong/mdrc do cao hon rét, rat nhiéu
Cuc ky quan trong/murc dé cuc ky chénh léch

V)
cooo\ICDcnbooNHH
3

+ Budc 2: So sanh cdp (tiéu chi/phrong an lya chon) theo thang diém
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D liéu dwoc thu thap tir cac chuyén gia hodac ngudi ra quyét dinh theo
cau tric phan cap (tiéu chi/phuong an lva chon), duoc st dung dé tién hanh so
sanh tirng cap theo thang do dinh tinh theo cac cap do vachuyén doi thanh diém
twong (rng. Chi tiét thang diém so sanh cap duoc néu trong bang 1.4.

+ Buwéc 3: Matran clia két qua so sanh cap

Cac so sanh cap clia cac tiéu chi khac nhau thu duoc & buéc 2 tao thanh
mdt ma tran vudng A (cong thirc (1)) gdbm n dong va n cot (n la sb tiéu chi).
Céc giatri & dudng chéo ciamatranlal. Tiéu chi trong hang thi i tét hon tiéu
chi trong cot thir j néu giatri ciaphan t (i, j) 16n hon 1; phan t (j, i) clama
tran langhich dao clia phant (i, ).

Phan t& aij thé hién mirc do quan trong cliachi tiéu hang i so véi chi tiéu

cotj. Taco:
1 a_]_”
A=aq =3¢ =~ i|@

Ay 1

+ Buwéc 4: Tinh toan trong 6 clia tiéu chi/xép hang phwong an lwa chon

Pé tinh toan trong sd cho céc tiéu chi, AHP c6 thé sr dung cac phuong
phép tinh toan khac nhau trong do6 cé hai phwong phap thuong duoc st dung
nhiéu la phrong phap Lamda Max (Amax) (Eigenvector method - EV) vatrung
binh nhan (Geometric mean method - GM) [87]. Nghién clru <€ sir dung file
phan mém tinh AHP cla chuyén gia ngudi Singapore, Klaus D. Goepel “AHP
Excel Template with multiple inputs” [73]. File tinh AHP duoc viét trén nén
tdng phan mém MS Excel 2013, gobm 20 worksheet cho nhap di liéu dau vao
dé so sanh cdp danh cho tdi da 20 ngudi tham gia danh gia (phwong phap tinh
trong S0 duoc ap dung & 20 worksheet nay la phuong phap trung binh nhan, cu
thé latrung binh nhan theo hang — Row Geometric mean method (RGMM)), 1
worksheet cho hop nhat tat ca cac danh gia, lwa chon, 01 worksheet tong hop
t4t ca cac két qua, 01 worksheet co céc bang dir liéu tham chiéu (chi s6 ngau
nhién, gi¢i han cho chi sd nhat quan trung binh GCI, bang thang so sanh) va01
worksheet dung cho tinh toan giatri riéng ciamatran khi sir dung phuong phap
Eigenvector - EV [73].
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Goi wij latrong s6 vector clia nhan t6 tht Xi (i=1,2..,n). Nhan té Xi & day
co thé la tiéu chi chinh, tiéu chi phu hodc phuong an Iva chon/danh gia cla
cling mot cap tht bac. Téng gia tri cac trong s6 Wi Wa...Wn.1, W, ludn bang 1.
Vi mbi cach tinh (GM hay EV) déu co nhitng sai s6 nhat dinh, két qua trong
s chap nhan duoc khi sai sd twong doi trung binh (Mean Réative Error —
MRE) nam trong khoang cho phép, cu thé nhu sau [127]:

50%, n=3
(Awf) L 33%, n=4
wi /., n—1 25%, n=>5
17%, =6

+ Budc 5: Kiém tra tinh nhat quan clia ma tran so sanh
Viéc so sanh trong phwong phap nay mang tinh chd quan va AHP st dung
ty sO nhat quan (CR) dé xem xét. Giatri CR < 0,1 (hay 10%) lachap nhan duorc,
néu 1on hon 0,1(hay 10%) thi can gidm sw khong nhat quan bang cach thay déi
giatri mirc d6 quan trong gilta cac cap so sanh. Ty s6 nhat quan dwoc tinh theo
cong thire (2):

C —LI 2
_R_()

v@i Cl lachi sd nhat quan (Consistency Index) dugc tinh theo cong thirc (3):
. ﬂna —n
L = 1 (3)
Trong do:
nlaso tiéu chi;

Am lagiatri riéng clia ma tran so sanh cp duoc tinh theo cong thirc (4).

T n n
T =W ) Wik Wy ) Wik Wy ) W) (4)
i—1 -1 -1

vaRI lachi sd ngau nhién (Random Index). B&i v&i mbi mot ma tran so sanh
cdp n, Saaty da thtr nghiém tao ra cac ma tran ngau nhién vatinh ra chi s6 RI
twong (rng v&i cac cdp ma tran nhuw bang 1.5.
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Bang 1.5. Chi s8 ngau nhién RI [125]
n 1 2 3 4 5 6 7 8 9 10
RI 0O 0 052 08 111 125 135 140 145 149

Sau nay, c6 thém réat nhiéu nghién clru vé ty s6 nhat quan CR nay, mét
trong sO d6 langhién ctru clia hai tac gid nguoi Tay Ban Nha. Két qua nghién
cttu nay da dugc dang trén tap chi International Journal of Uncertainty,
Fuzziness and Knowledge-Based Systems, tap 14, s6 4 nam 2006 [71]. Két qua
da dwa ra mdt cong thirc tinh ty s6 CR nhu cong thirc (5):

_ Am —n
~2,7699n — 4,3513 — n

(5)

Cong thirc tinh nay dwgc danh gia la str dung chi s6 nhat quan don gian
hon Saaty va c6 thé ap dung dugc cho cac ma tran véi s n 16n hon rat nhiéu
[71]. Cbng thirc clia Saaty chi ap dung duoc véi n< 10. Klaus D. Goepel cling
sir dung cdng thirc tinh CR nay clia Alonso va Lamata trong file tinh AHP cla
minh.

Nam 2003, Aguarén va Moreno-Jiménez daduwa ra ngudng cho chi s6 nhat
guan trung binh nhan (Geometric consistency index — GCI), mét dai lvgng do
lvong vé tinh nhét quan cho phwong phap tinh trong s6 trung binh nhan theo
hang (RGMM) twong tu nhe chi s6 CR ma Saaty sir dung trong phuong phap
EVM trong dé giatri ngwéng twong tng voi CR = 0,1 laGCl = 0,31 & matran
so sanh 3 phan t&¢ (n=3), GCI = 0,35 khi n=4 va GCI = 0,37 khi n > 4. Trong
treong hop giatri GCI vuwot cac nguéng twong (¢ng nay thi cac lva chon danh
gia so sanh lakhéng nhét quan [72].

+ Budc 6: Tong hop két qua

Sau khi datinh toan duoc trong s6 clia cac tiéu chi vatrong s6 clia tirng
phuong an déi vai tling tiéu chi, cac két qua sé duoc tong hop lai dé thu duoc
trong s6 chung clia trng phwong an theo cong thirc (6). Tong gia tri trong so
clia cac phwong an luén bang 1.

T
W = Z wp x wy* (6)
j-1
Trong d6: wii®: trong s6 clia phuong an i twong (ng véi chi tiéu j.
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w;@ : trong s6 cla chi tiéu j.
n: sb cac phwong an vam: sb cac chi tiéu.

Céch tién hanh theo hinh thirc so sanh cap truc tiép tiéu chi/phwong an danh gia
vira trinh bay & trén duoc goi laRelative models (tam dich [aM6 hinh so sanh).
Tuy nhién, han ché ctia md hinh nay lakhi sd lvong phuong an lva chon qua
nhiéu sé gay kho khan nhéat dinh trong viéc tinh toan va xép thi hang cac
phuong an. Bong thoi, trong tredng hop tang hodc gidm phwong an lwa chon,
can thuc hién lai toan bd qua trinh tinh toan. Vi vay, M6 hinh so sanh nay chi
pht hop véi s6 lvgng phiong an nhod hon 9 [55]. DE giai quyét cac han ché nay,
M6 hinh xép hang (Rating models) duoc Saaty phat trién vao nam 2012. Theo
céch tiép can nay, cac tiéu chi danh gia van st dung phuong phap so sanh cap
vaco giatri trong so cla tirng tiéu chi. Diém khac la khi danh gia cac phuong
an, moi tiéu chi can cé thang xép hang (rating) kém thang diém vamoéi phuong
an lya chon dwoc danh gia doc 1ap theo thang do nay va co gia tri diém theo
thang diém. Két qua téng hop diém danh gia cla tirng phrong an theo tirng tiéu
chi bang tich cta gia tri diém theo thang do clia phwong an nhan vai trong sé
clia tiéu chi danh gia twong (rng. Trong sd tong hop cudi cling clia tirng phuong
an latong cac diém tong hop clia cac tiéu chi danh gia tham gia vao quatrinh
danh giad. Cach danh gia va xép hang theo mé hinh nay khéng phu thudc vao sb
lvgng phuong an tham gia va yéu té gitr vai tro quan trong & day la dua ra duoc
thang diém xép hang chuan.

Trong pham vi cla luan an, cac tiéu chi & day sé la cac tiéu chi clia bd
tiéu chi danh gia, xép hang, phuong an chinh la cdc TTKN dwoc Iwa chon danh
giavaluan an huéng t¢i danh gia vaxép hang cac TTKN theo ca 02 m6 hinh
so sanh vamd hinh xép hang.

Ra quyét dinh nhém

Viéc 4p dung phuong phap phan tich thir bac duoc quyét dinh theo lva
chon céc nhan khi tién hanh so sanh cdp va cho diém theo thang diém. Viéc lva
chon nay chi can ddm bao ty s6 nhat quan CR < 0,1. Trong pham vi dam bao
tinh nhét quén ndy van co thé xay ra nhiéu tinh huéng lwa chon khi so sanh cip
khac nhau. D€ han ché anh hudng ca nhan, phiong phap nén dwgc tién hanh ¢
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sy tham gia clia nhiéu nguoi, goi la Ra quyét dinh nhém. Saaty da dua ra hai
van dé khi sir dung ra quyét dinh nhém: (1) Lam thé nao dé tong hop céc phan
quyét canhan va(2) Lam nhu thé nao dé co lvachon clianhém tir céc lyvachon
canhan [125].

Tong hop céc phan quyét canhan thuong dwgc tinh theo trung binh nhan
trong s6. Trong “AHP Excel Template with multiple inputs” cua Klaus D.
Goepel str dung giatri trung binh nhén trong sb (weighted geometric mean) ¢;;
dé tong hop céc phan quyét ca nhan theo cong thirc (7):

Y1 Wi b a (k) 7)
Zi_1 Wk

trong d6 céc phan t& cllamatran tong hop a; « latrong sd phan quyét wi cliak

canhan tham gia danh gia, lvachon.

Tong hop lwa chon clia nhdm tir cac lva chon ca nhan cé thé xay ra it
nhat mot trong sd 4 van dé [125]: (1) Tinh quyét dinh cd nghia la quy trinh
tong hop thwong phai tao ra mét trat tw nhém; (2) Sy nhét tri nghia la néu tat
ca cac canhan thich phiong an A hon phrong an B, thi quy trinh téng hop phai
tao ra mot trat tw nhém cho thdy rang nhdm nay wu tién A hon B; (3) Boc 1ap
cta cac lwva chon thay thé; (4) Khong dugc co lva chon clia mdt ca nhan duy
nhat xac dinh tht tw nhdm. Trong phan mém ctia minh, Klaus D. Goepel [73]
c6 dua vao tinh toan hé sd dong thuan S’ va xac dinh mirc dé dong thuan cho
ra quyét dinh nhém nhu sau:

ci == E.

S Mrc d6 dong thuan
<50% Rat thap
50% - 65% Théap

65% - 75% Trung binh
75% - 85% Cao

>85% Rét cao

25



1.5.4. Tong quan hé théng vé ap dung phwong phap phan tich thi bac trong
cac nghién cru thudc Iinh vuc y té

1.5.4.1. Phrong phap nghién ctru tdng quan hé thong

Nghién ctru dugc thure hién theo huéng dan clia Cochrane Collaboration

vatrinh bay pht hop véi so do Prismavé nghién ctru tong quan hé thong.
Tiéu chuén lua chon: Céc tai liéu viét bang tiéng Anh, dwoc xudt ban tir
01/01/1970 (khoadng thoi gian phwrong phap AHP ra doi) dén 30/6/2016, c6 noi
dung dé cap dén phuong phap phan tich thir bac AHP thudc ITnh vuc y té.
Tiéu chuan loai trir: Cac tai liéu lién quan khong dé cap dén phuong phap phan
tich thir bac AHP hodc c6 lién quan dén AHP nhwng khong thudc IThh vuc y té.
Nguon tim kiém: Nghién ctru tim kiém tai liéu trén PubMed. Ngoai ra, két hop
tham khao tlr danh muc tai liéu mé rong clia cac bai phan tich, bai bao dé tim
kiém thém cac nghién clru c6 lién quan.
Tir khda timkiém: (Analytic Hierarchy Proces[ Title/Abstract]) OR (Analytical
Hierarchy Procesy[ Title/Abstract]) OR  (multi-criteria decision
anaysig[Title/Abstract]) OR (multiple criteria decison[Title/Abstract]) OR
(Expert Choice[Title/Abstract]) OR (Super Decision[Title/Abstract]) OR
(pairwise comparison[Title/Abstract]) Cac tir khéa dwoc tim kiém theo trén
Pubmed trong khodng thoi gian tir 01/01/1970 dén 30/6/2016.

Nguén dit liéu PubMed
(01/01/1970-30/6/2016): 2.147 tai

| Loai trir 1.‘435 tai liéu
--------- + i - Khong viét bing Tiéng Anh

- Khong lién quan dény té

|

[ 712 tai liéu ]

___________________________

Sang loc tén tai liéu/ban tom tét - ! Loai trir 629 tai liéu ':
R > _Khoéng lién quan dén AHP
A .. Y i - Khoéng latai liéu ban day do |
“Ter&e{E %%Ltjgln 93 tai liéu ] | - Phat hanh tru6c nam 2005 :
tham khao khac B RSREEEEEEEEEEEEEEEEEe .
----------- > Loc tai liéu
y 1 - Khong la nghién clru danh
[ 07 tai liéu ] | gid, xép hang hoat dong clia
i mét don vi, t6 chirc

Hinh 1.3. So d6 nghién clru tong quan hé thong
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Trich xuat: Cac nghién clru vé danh gia hoat dong ctia mét don vi co ap dung
AHP: Theo céc thong tin vé tén tac gia, thdi gian nghién clru, tén bai bao, qudc
gia, nhaxuat ban, ndi dung nghién ctru.

1.5.4.2. Két qua nghién ctru tong quan hé thong

Phan két qua nghién clru téng quan, chiing toi hwdéng t¢i 02 ndi dung
chinh nhu sau:

(1) Tong quan vé &p dung phwong phap phan tich thir bac trong cac nghién clru
thudc Iinh vuc y t€ vé, bao gom:

- Cay phan cap thir bac: s6 lvgng cay phan cap, muc tiéu, s lwvgng phan
cap/s6 luvong tiéu chi, sb lwgng ddi twong danh gia/phwong an lva chon;

- Thang so sanh cap tiéu chi/phuong an;

- Céch thirc thu thap di liéu, xt ly dir liéu;

- Tinh toan trong s0, ty sd nhat quan ctia ma tran so sanh cap vara quyét
dinh ca nhan/nhém;

(2) Ndi dung céc tiéu chi danh gia va phuvong phap danh gia dugc lva chon va
trién khai trong cac nghién clru danh gia, xép hang hoat dong clia mot td chirc

a) Tong quan Vé ap dung phwong phap AHP trong cac nghién ciru IThh vurc
y té
* Ve xay dwng cay phan cap thi bac

Téat ca cac nghién clru déu phan tich van dé nghién ctru thanh céc yéu to
hodc van dé nhé hon theo hinh thirc clia cy phan cip thir bac. Hau hét cac
nghién clru déu thiét ké mdt cay phan cap duy nhat. Muc dich (Goal) clia 93
nghién clru rat da dang trong nhiéu mang hoat dong cta linh vuc y té nhu:

- Hoat dong diéu tri: diéu tri bénh nhan dot quy [90], bénh nhan bi liét tk
chi [95], diéu tri ung thw tuyén tién liét [98], phan phu [139], ung thu tryc trang
[79] [42] [64], ung thr hach vau tdy [108] r6i loan than kinh [89], diéu tri sau
hdi chirng ddng mach vanh cép tinh [43], bénh hiém gap [75], viém hong &
nguoi 1on [123] hay tham my lam dep [126].

- Hoat dong chéan doan, theo ddi: danh gia gié tri tdng thém ctia hé thong
chan doan hinh anh trong chan doan ung thw vi [91], lwa chon yéu to 1am sang

27



cho diéu tri trAm cdm & ngudi cao tubi [100], chan doan nhiém tring khép [51],
Iwachon hé thong lvu trir hinh anh X-Quang [130] [69] [131], sang loc ung thw
dai trang [138] [137], danh giéa thiét bi chup CT [82], phan loai nhanh bénh tim
mach [133] hay xac dinh cac loai bénh vé gan [118], hién tugng khong dung
nap hydroure khi tang ti€u cau [58] va chan doan sot rét [57], theo dGi nguoi
bénh Parkinson [70].

- Hoat ddng dao tao, nhan si: xay dwng chi sd danh gia nang lvc giang
vién lam sang [40], nang luc thic hién cong viéc khi so sanh gitta diéu dudng
va béc si diéu tri [85] vaviéc lva chon chuyén nganh dao tao cllasinh viény
khoa [113] hay bac si ndi tra [78].

- Hoat dong co ché, chinh séch y té: phan tich bét binh dang vé y té [109],
dinh hwéng cham séc y té [116], xay dung chi sb vé tudi thanh cong theo viing
clia Pai Loan [62], xdy dwng khung danh gia nang lwc va céc chi s6 cho kiém
soét bénh truyén nhiém trong cac tham hoathién tai tw nhién [68], xay dwng va
danh gia mo hinh dich vu y té cong cong tai khu virc kém phét trién [63], danh
giahiéu qud chién dich gido duc sirc khée vé HIV [135], lva chon vi tri t6i wu
cho bénh vién [48], danh gia tac dong t6i strc khde clia cac di an phét trién do
thi, cac wu tién lva chon vé bénh lién quan dén dong vat [88], ké hoach ngudn
lwc clia doanh nghiép trong hé théng cham séc strc khde [47], danh gia tong
hop clia UNICEF vé tac dung clia tang cuong stec khde [136], chinh sach tiém
chiing mé& réng qudc gia[124] va dao dirc trong y té€ [135] [76], so sanh chirc
ning cla hai hé thdng chim soc y té 1a phau thuat ravién trong ngay va cham
sdc diéu tri ndi trd sau phau thuat truyén théng [129], danh gia tac dong cliacéc
du &n phét trién do thi toi y té [112].

- Hoat dong mua sam trang thiét bi, trién khai &p dung cong nghé: mo
hinh danh gia cong nghé y té [103], cdng nghé thdng tin trong bénh vién [101]
[107], mua sam thiét bi y t& cong nghé mai [59].

- Quéanly, xt ly chat thai, moi truvong y té bénh vién[94] [41] [102] [61]
[110].

- Quan ly rai ro, chi phi-hiéu qua, tai chinh: mé hinh danh gia rui ro cia
vé 6 nhiém ngudn nuéc [53], danh gia rdi ro clia cac bénh truy@n nhiém moéi
nbi [50], xay dung céc chi sb danh gia rdi ro sirc khde moi trvong [121], danh
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giardi ro chubi cung tng duoc phdm [104], danh gia loi ich rdi ro cliathude trc
ché phosphodiesterase tuyp 5 [66], rui ro chli quan varui ro khach quan lién
quan dén quyét dinh sau sinh [115], danh gia chi phi hiéu qua trong s* dung &0
choang va khan pht cho phiu thuat [39], dw doan hiéu qua kinh té€ clia phuong
an phau thuat [96] hoac chi la danh gia cac yéu t6 rdi ro gay ngd[81]. Lién quan
dén van dé tai chinh c6 nghién clru duoc thwe hién dé danh gia viéc bu thém tai
chinh cho cac co s cung cap dich vu y hoc ¢ truyén [83].

- Hoat ddng y té cdng dong: Nhitng nghién cltu c6 lién quan dén doi
twong labénh nhan dugc thong ké vaxép vao nhém y té cdng dong nay. D6 la
nghién ctu nham xac dinh sd thich ciabénh nhan déi véi viéc theo ddi v té tir
xa[105], phét trién cong cu hod tre bénh nhan lwachon bénh vién [85], vachon
thay thudc gia dinh [80], nghién ctru lwachon wu tién céc chi dé hudng dan sirc
khde cong dong [44], vé quan diém danh gia ctia bénh nhan doi véi cong nghé
y t€ [93], thir nghiém ngau nhién vé wu tién lva chon sinh con [74].

- LTnh vuc dugc: danh gia loi ich 1dm sang cliathu6e chdng déng duong
udng [67], lwva chon phuong an cho diéu ché rasagiline mesylate dang hat nano
lipit ran [132], lva chon phrong phap diéu ché hat nano cao phan tir [92], ra
quyét dinh dung thudc trong bénh tiéu dwong tuyp 2 [99].

- Nghién clru: xay dwng va tham dinh cong thirc phti hop cho danh gia
giatri vakha nang (rng dung y van trong thwc hanh 1am sang [60], co s& dit liéu
vé dai thao duwong [84], Iwa chon wu tién cac khang nguyén ung thu [97], su
phan bd khéng gian clial6 hdng vé sirc khde ddi véi song nhiét [117].

- Déanh gia chat lwong, nang lwc, hiéu nang hoat dong clia mot to chirc:
Céac nghién ctru duoc théng ké trong nhdm nay bao gdbm cac danh gia tai mot
don vi, bd phan cu thé clia cac co s y té nhu danh gia nang lwc bénh vién da
khoa cap 3 [82], do lwvdng va so sanh hiéu nang clia cac phong cham séc dac
biét ICU [120] [111], danh gia chat lwvgng dich vu tai khoa X-Quang [77], danh
giachat lvgng dich vu tai cac bénh vién quan ddi [45], danh gia cac don vi cung
cap dich vu y té [54], danh gia nang luvc phong quan Iy ho so 'y té tai bénh vién
[122] va danh gia nang luc cha cac bénh vién cong hoat déng phi Igi nhuan
[49], chi sO do ludng chat lvgng clia cac trung tam y té€ [119]. Théng ké vé sb
lvgng céc nghién clru theo tirng nhdm phan loai chi tiét tai Biéu do 1.1.
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Vé sO lvgng phan cap/sd luvong tiéu chi, 6 lwong phan cap tiéu chi toi
thiéu la 1 cdp vatoi da la 04 cép, voi O tiéu chi dao dong nhiéu, toi thiéu lal
tiéu chi va co treong hop trén 30 tiéu chi. Biéu d6 1.2 mé ta sd lvgng phén cap
theo tlrng nhdm 6 tiéu chi dwgc chia nhd theo 5 khoang lién tuc 5, 10, 20, 30
vatrén 30.

Diéu nay ciing Iap lai tvong tu voi tinh hinh sb lvgng tiéu chi & cap 3.
Chi duy nhat 1 nghién clru trong s0 93 nghién clru c6 tiéu chi phu & cap 4 voi
18 tiéu chi chianhd hon niva (c6 thé coi lacip 5).

Biéu d6 1.2 cho thay hau hét cic nghién clru ¢o tlr SO lvgng tiéu chi nhd
hon 5 & cap 1, (59/93 céy phan cap tuvong ing véi 63,4%), & cap 2 6 tiéu chi
tang Ién nhiéu hon & hau hét cac nghién ctru c6 02 cap thir bac (30/70 cay phan
cap twong rng 42,9%). SO lvong cac nghién clru cd 02 cap thir bac it hon boi
khong phai tat ca cac tiéu chi cap 1 déu co tiéu chi phu.

Biéu d6 1.1. Tong hop s nghién ctru &p dung AHP

S6 nghién ctru 4p dung AHP theo ITinh vuc

Tong s6

Dénh gia nang lwc

Linh vic nghién ctru

Linh vic Duoc

Y t€ cong dong

Quan ly rui ro, chi phi-hiéu qua, tai chinh
Quan ly, xt ly chét thai, méi truong y té
Mua s&m TTBYT, cong nghé

Co ché, chinh sach y té

Pao tao, nhan su

Chén doén, theo ddi bénh

Piéu tri

30 40 50 60 70 80 90 100
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Biéu do 1.2. Tong hop sd lvong tiéu chi theo cap thir bac

S6 lwong tiéu chi theo cap thir bac
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Cap1 Cap 2 Cap3 Cap 4 Téng
HTrén 30 0 3 7 0 19
E Tl 21 dén 30 0 9 1 0 14
Tr 11 dén 20 4 30 10 1 31
B TU 5 dén 10 30 22 0 0 23
m Nhé hon 5 59 6 1 0 6
Cap th bac

S6 lwgng dbi twgng so sanh hodc s phuong an lya chon rat da dang &
cac nghién ctru, tlr nghién ctru khdng dé cap dén ddi twong hay phwong an nao
dén rat nhiéu doi tvong/phuong an lva chon (Biéu do 1.3). Da s6 cac nghién
clru dwoc thiét ké véi s8 lvong ndm trong khoang dudi 5 lvachon (39/93 nghién
clru chiém 41,9%). Nghién ctru c6 nhiéu lya chon nhat la nghién ctru trién khai
ap dung mot cong cu ho trg bénh nhan ra quyét dinh lwa chon bénh vién trong
d6 134 co sé y té duoc dwa vao danh gia [85]. Nghién ctru nhiéu lwa chon thir
hai la nghién citu xay dung md hinh phan bd khong gian vé 16 hong sirc khoe
ddi véi song nhiét & tinh Quang Bong, Trung Quéc trong d6 124 quan huyén
dwoc dwa vao nghién clru dé danh gia [117]. Mot nghién clru khéc cling c6 so
lvgng lva chon cao, voi 113 chét lién quan dén ché do an kiéng duoc dua vao
danh gia xép hang trong nghién ctru [38].

* Ve thang so sanh cap tiéu chi/phuvong an

Trong s6 93 nghién ctru, ¢ da s cac nghién clru sir dung thang do clia
Saaty. Mot sd nghién ctru c6 thang do duwoc thiét ké riéng nhu:; thang do cho
diémla1,3,5[82]; thang do cho diémtlr 1 dén 6 [100]; thang do lwa chon theo
thang Likert 7 diém [139]; thang do tir -2 dén 2 [62], tlr -5 dén 5 [81] hay tir -9
dén 9[90]; thang do 7 diém[138], thang do 11 diém so sanh [131].
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Biéu do 1.3. Tong hop s lwgng déi tvong/phurong an liachon

S6 lvgng ddi tvong/phwong an lwa chon

Trén 25 I 11
Tr21dén25 M 1
Tr16dén20 WM 2
Tr11dénl5 M 1
T 6 dén 10 GGG 10
Nho hon 5 I 39
Khong dé cap I 29

0 5 10 15 20 25 30 35 40 45

* Thu thap va xt dir liéu

Viéc thu thap vaxt ly di¥ liéu chi yéu dugc thuc hién cho 02 ndi dung
lalwa chon tiéu chi danh gia va so sanh cap tiéu chi theo AHP.

+ Thu thap dir liéu:

- D6i voi lvachon tiéu chi danh gia: Rat it cac nghién cibu c6 sin bo tiéu
chi nén day la budc dau tién quan trong. Mot sd nghién clru xay dwng bo tiéu
chi danh gia qua nghién ctru cac co so dir liéu co san [38] [84] [117] [49]...,
qua nghién clru tbng quan tir y van [66] [46] [122] [52] ... hodc lakét qua lam
viéc clia nhdm chuyén gia, nhdm nghién ctru véi cac thanh vién cé trinh do,
kinh nghiém dén tlr nhiéu to chirc, bd phan cé lién quan dén linh vuc va noi
dung nghién cru [95] [110] [45]...Hoac cac bd tiéu chi ban dau dwoc xay dung
vatiép tuc duoc ldy y kién chuyén gia, stra doi va hoan thién sau nhiéu vong
bang phurong phap chuyén gia [103] [101] [113] [58]..., theo k§ thuat Delphi
[83] [62] [60] ...

- B6i voi so sanh cap tiéu chi theo AHP dugc tién hanh chi yéu theo
hinh thirc raquyét dinh nhém. Nhém & day cé thé 1anhém chuyén gia[57] [63]
[75] [83]..., nhém bénh nhan[100] [123] [115]... hoac két hop ca hai hinh thirc
[95] [98] [88]...

- V& hinh thirc thu thap di¥ liéu: cong cu cho thu thap di liéu cht yéu la
bang cau hai (theo lrachon mirc do quan trong déi vai tiéu chi, co ghi sin tirng
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mirc so sanh kém theo thang diém danh gia doi véi so sanh cap theo AHP). Dir
liéu dwoc thu thap dwéi nhiéu hinh thirc nhw qua hoi thao [41] [50] [41], gUi
qua email/thw [110] [90] [45] [139] ..., thdo ludn nhdm [95] [89], quaweb-base
hodc link trén internet [131] [42] [49] [81], phdng van [39] [79] [54][93] [46]
[112]...

+ X ly dir liéu:

- Boi voi cac dit liéu thu thap cho x8y dung b tiéu chi danh gia, mot sb
phan mém x& ly thong ké thdng dung duwoc st dung nhw SPSS [86] [38] [119]
[76], MS Excel [129] [61]...

- B6i v6i xt ly dii liéu cho tinh toan theo AHP: Pa s6 cac nghién clru Sty
dung Expert Choice (it nhat c6 khodng 30 nghién ctru trong s 53 nghién ctru
c6 dé cap dén phuwong phap xr ly di¥ liéu c6 st dung phan mém nay), mot so
nghién ctru ¢ sir dung mot sd cdng cu tinh toan khac don gidn nhv Excel [103]
[57] [62] [79] [138], mbt SO it cac nghién clr st dung phan mém Super Decision
[52] hodc bang xt ly di¥ liéu cia K.Goepel [119] hoac Web-base cho AHP clia
Decision Lans Inc. [97]. Riéng phan mém clia K.Goepel ¢c6 giao dién trén nén
tdng MS Excel tién loi cho sir dung vatrinh bay két qua va phu hop véi nhirng
nghién clru c6 s lvgng tiéu chi, phuong an danh giad/lva chon khéng qualén
va s lvgng thanh vién tham gia quyét dinh nhdém dwéi 20 ngudi. Trong pham
vi nghién clru, luan an st dung phan mém clia K.Goepel voi 02 ly do: (1) phan
mém sin ¢ va mién phi 8p dung va (2) chii dong va linh hoat trong qua trinh
ap dung.

* Tinh toan trong s6, ty s6 nhat quan clia ma tran so sanh cap va ra quyét
dinh cad nhan/nhom

+ Tinh toan trong so:

Da s6 cac nghién ctiru khéng néu rd cach tinh trong sd duoc ap dung, chi
c0 25 nghién clru c6 néu rd cach tinh toan trong dé c6 12 nghién ctru tinh theo
GM va 13 nghién ctru tinh theo EV. Ciing c6 nghién ctru dung két hop hai cach
tinh, trong sd do tirng ca nhan quyét dinh tinh theo EV con tong hop theo nhém
st dung GM [48]. Trong sb cac tiéu chi dwgc tinh riéng theo tlrng cap tiéu chi,
theo tirng nhom tiéu chi phu ctia méi tiéu chi cip cao hon dé dam bao téng
trong SO ludn bang 1, sau d6 trong 6 clia moi tiéu chi phu cdp cudi clng s&
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dwoc dung dé tinh toan trong so clia cac phwong an danh gid/lva chon. Giatri
trong s3 téng hop chatiéu chi phu naydwoc tinh bang céch nhan véi céac giatri
trong sO cliatiéu chi twong ting & cap cao hon.

+ Ty sO nhat quan clia matran trong so:

Dai v6i cac nghién cliu cd cong bd giatri ty sd nhat quan thi da phan lva
chon CR <0,1 lagi¢i han chadp nhan nhu dé xuét clia Saaty. Tuy nhién co mot
SO rat it nghién clru néi rong giatri nay 1én gi¢i han CR <0,15 [64] [138], CR
<0,2 [85] hoac CR <0,3 [139].

+ Ra quyét dinh ca nhan/nhém:

Hau hét cac nghién clru déu ra quyét dinh lva chon/danh gia tir két qua
danh gia cilanhém véi so lvgng thanh vién nhiéu it rat khéc nhau (Biéu do 1.4).

Céac nghién ctru ¢ sO lvgng tir 5 dén 10 thanh vién tham gia nhém bao
gom di céc Iinh vure (trlir ITnh vire nghién civu) voi sO lvong cu thé nhw: 10 thanh
vién [77] [39] [65]; 09 thanh vién [103] [117] [99]; 8 thanh vién [116] [44]; 07
thanh vién [62] [38] [108]; 06 thanh vién [102] [131]; 05 thanh vién [78] [82];
04 thanh vién [69]; 03 thanh vién [59] va 01 nguoi [52].

Bi€u d6 1.4. Tong hop sO nguoi tham ra quyét dinh nhém

Trén 300 = G
Tir 201 dén 300 m==m 2
Tir 101 dén 200 m==m 2
Tir 81 dén 100 === 5
Tr61dén80 = 1
Tl 41 dén 60 =——— G
Tir 21 dén 40 =———— ] D
Tr11dén 20 m——— |0
TU 5 dén 10 meessssssssssssssssessssmmsmns 00
Nho hon 5 = 5
Khong n6i rd s6 lugng  me—— 10
Khéng c6 thdng tin

S6 nguoi
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S6 nghién ctru
Céac nghién ctru ¢6 trén 300 nguoi tham gia danh gid/lvachon chil yéu la
cac nghién ctru c6 sy tham gia clia cac bénh nhan/nguoi dung dich vu y té (4/6
nghién clru) vé diéu tri [64], chan doan theo d&i [138] [135] va danh gia chét



lvong[54], 02 nghién clru con lai lién quan dén Iinh vic dao tao voi s tham
gia clia cac sinh vién trong lwa chon chuyén nganh hoc tap [113] va danh gia
hé thong thong tin dich vu y t€ duoc khdo sét tai 12 bénh vién véi 30 nguoi
tham gia® moi bénh vién [107]. CO thé két luan rang SO lugng thanh vién tham
gia nhdm danh giad/lva chon khong phu thudc vao linh virc nghién clru cu thé
nao ma chi yéu do thiét ké nghién clru quyét dinh.

Céc két qua danh gia tinh tong hop clia nhém vé trong O cling nhuw ty s0
nhat dugc tinh toan theo mdt sb cach khac nhau. B6i véi cac nghién clru co Sty
dung phan mém hoic céc bang tinh san, cac két qua nay dadwoc tinh theo cong
thirc da dinh nén nhiéu nghién ctru khong dua ra thong tin cu thé. Co mot sd
céch tinh duoc dé cap nhu tinh trong s6 trung binh dé xép hang [77] [45] [101]
[44], dung diém tong trong SO clia cac thanh vién tham gia nhém dé tinh diém
xép hang [50] [137].

Ké&t qua nghién clru tdng quan vé cac nghién ctru cé sir dung phwrong phap
phéan tich th bac cho thay cé thé &p dung phwong phap nay cho danh gia
xép hang cac Trung tam Kiém nghiém thudc tuyén tinh, thanh phd. M6
hinh thir bac khéng han ché s6 lvgng tiéu chi danh gia va déi twgng danh
gia. Van dé chinh can xem xét la viéc dwa ra cac ndi dung va lua chon tiéu
chi danh gia cling nhur phwong an pha hop dé xép hang hoac phan loai
hiéu qua hoat dong ctia mot to chirc ma cu thé & day la TTKN thudc tuyén
tinh/thanh phé nén nhu thé nao khi 4p dung mé hinh phén tich th+ bac.
Phan xem xét ndi dung tiéu chi va phuong an danh gia sé duoc trinh bay
ky hon & phan (2), tong quan vé cac nghién clru danh gia hoat déng ctia
mot t6 chirc theo md hinh phan tich thiv bac.

(2) Tong quan V& cac nghién clru danh gia hoat dong clia mot to chirc theo
mo hinh phan tich thir bac

DPac diém cac nghién ctru

C6 07 nghién ctru danh gia hoat dong mot td chirc c6 &p dung phwong phap
AHP tlr ndm 2005 trd lai day. 5/7 bai bao duoc tién hanh & Chau A, 01 bai &
Anh va0l bai nghién ctru tai Braxin. 5/7 cac bai bao déu &p dung phwong phap
AHP cho danh gia nang luc, chat lvong va xép hang cac don vi duoc luvachon,
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01 bai dé cap cac budc danh gia va xép hang cac tiéu chi do lvong chat lvong
va 0l bai c6 dp dung AHP cho tinh toan trong s6 tiéu chi danh gia, xép hang
phrong an danh gia bang phuong phap khac. Cac nghién cliu cd ép dung
phuong phap AHP déu tién hanh du theo 06 buéc, c6 sir dung phrong phép ra
quyét dinh nhém. Bac diém céc nghién clru nhr ndi dung néu tai Bang 1.6.
Bang 1.6. Trich xuét théng tin vé cac nghién ctru danh gia ap dung AHP

T Téga N Tén bai béo Nguonta  Quoc  Noi dung
liéu gia nghién ctru
m%hm??kan Panh gia va xép
Ramin ' Assessing the service hang chat lugng
Ravanaard quality of Iran military Journal of dich vu cia 05
[45] Mar a?n ' 2014 hospitals: Joint Education Iran bénh vién quén
v Koubi Commission and Hedlth doi cla Iran theo
Kﬁglil ' International standards ~ Promotion céc tiéu chuan cla
Alimohamadzad and AHP technique JCIA ap dung ky
thuat AHP
eh
Performance Int. J. Panh g4 hidu
Evaluation of Public Environ. néng/nér?g luc cla
Chunhui Li, Nom-Profit Hospitdls  Res. Trung 14 bénh vién cong
[49] Chuanhua Yu 2013 Using a BP Artificia Public Qudc phi loi nhuan tai
Neural Netwwork: The  Health '?inh Wb Bic
case of Hubei Province 2013, 10, Trung Quéc ’
in China 3619-3633 g
Evaluation of health Universidad ,
Dewey service providers by eFedera do (?:nﬂuni% Q;Phgzo
[54] Wollmannva 2012 consumers through the Parana. Brasil gla Xep hang
N . ; " 07 don vi cung
cong sy Analytic Hierarchy  Curitiba, cab dich vu v t&
Process Method PR, pa 4y
K halil _— Ap dung AHP
Alimohamadzad Application of AHP danh gia va xép
eh Aproach for Service IranJ hang chéat lugng
[77] ' . 2016 Quality Evaluation in . ; -
Mohammadkari X ) Radiol. Iran dich vy trong
) Radiology Department: 4
m Bahadori, A Cros-Sectional Stud khoa X quang tai
Fabri Hassani y 06 bénh vién
DPo luvong va xép
PrasantaK. D., Measuring the Internatingl J hang nang luc
Seetharaman operational of Onerations hoat dong cua 03
[111] Hariharan, 2006 performance of & Prp ducii Anh don vi cham s6c
Benjamin intensive care units oduction dac biet co st
: Management dun hwon
Thomas Clegg using AHP approach Ung P 9
phap AHP
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Xéy dung céac chi

Shandiz oualit Medical g e
Moslehi, measu)r/ement Journal of the ISD 0 u’c;]ng cha
[119] Pezhman Atefi 2015 o . Islamic lran YON9 cho - cac
: indicatos for Iranian . Trung tdm Y té
Manesh, Ali Health Centers Republic of ial
Sarabi Asiabar Iran cualran
Panh gia va xép
Performance hang nang luc cla
Evaluation of Medical ﬁ“bo phfptq}lgg
Sima Ajami, Records Departments y ho so'y té tai O
[122] speeden Ketabi  2%1° by AHPAproachinthe  IMEdYStIrabenh - vien
Selected Hospitals in |sfahan bang
Isfahan phuong phap

AHP

* V& ndi dung cac tiéu chi danh gia

M6t sO nghién clbu dua ra chuan muc rd rang cho lya chon tiéu chi danh
gia nhu co6 dinh hwdng, co kha nang so sanh dwoc, co kha nang thuc hién dugc
va c0 tinh dai dién [49] hodc chi dinh huvdng lva chon véi quan diém lay bénh
nhan va hoat dong quan ly latrung tam [45]. Can clt dé lva chon tiéu chi danh
gia co thé tir ngudn dir liéu y van [49] [119], tir céc tiéu chuan danh gia chat
lvong bénh vién clia cac td chirc cong nhan noi tiéng qudc té€ nhw JCI (Joint
Commission International (t0 chirc giam dinh chét lvong bénh vién hang dau
cia My) [45] [78], JCAHO (Joint Commission on Accreditation of Healthcare
Organizations- Uy ban chung vé chirng nhan chét lvong clia cac td chirc cham
soc sirc khde) [122] hodc do nhdm chuyén gialwa chon, danh gia va tham dinh
[54][111].

Nghién ctru danh gia nang luc cia 14 bénh vién phi lgi nhuan sir dung
mang lw¢i nhan tao BP tai tinh HO Bac, Trung Qudc c6 04 tiéu chi chinh cdp 1
la cac “yéu td dau vao”, yéu t6é quy trinh”, “yéu t6 dau ra” va “yéu t6 hiéu
qud”, 11 tiéu chi phu cap 2 va 41 chi sb do lvong & cap 3 [49]. Nghién ctru vé
do lwdng va xép hang nang luc hoat dong ctia 03 don vi cham soc dac biét
(ICU) c6 03 tiéu chi chinh cip 1 bao gdbm “cau tric ICU”, “quy trinh hoat
dong ctia ICU” va “két qua hoat dong ctia ICU”, 11 tiéu chicap 2 valltiéu
chi phu cap 3 latiéu chi nhanh ctia 03 trong so 11 tiéu chi cp 2 [111]. Nghién
ctru danh gia va xép hang nang luc clia cac bd phan quan ly ho so y té tai 03
bénh vién duoc lva chon & Isfahan, Iran c6 02 tiéu chi chinh cdp 1 la “khach
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hang” va “quan ly théng tin”, 04 tiéu chi phu cap 2 va 20 tiéu chi phu cip 3
[122].
* V& phuong phap danh gia hoat dong ctia to chirc

Trong 05 nghién co6 s dung phan tich thir bac cho danh gia, xép hang hoat
dong, s0 lugng don vi dwgc danh gia xép hang thap nhat 1a 03 va nhiéu nhét la
07. Tat ca cac danh gia nay déu lva chon phuong phap so sanh cdp truc tiép
theo tirng tiéu chi danh gia, cho diém vatinh toan trong sd tong hop. Tong gia
tri trong s6 téng hop ctia cac don vi ludn bang 1,000. Viéc xép hang tirng don
vi s theo két qua trong sO thu dwgc dé xép thir tw tir 1 dén hét. Khdng cb nghién
clru nao s¥ dung phuong phap phan loai dé xép hang céc don vi dugc danh gia.

Qua phan tich cac nghién clru ¢ ap dung phuong phap phéan tich thir bac
cho danh gia nang luc, hoat dong clia mot s loai hinh co s& y té cho thay co
thé sl dung AHP cho danh gia xép hang céc don vi kiém nghiém thudc tiéu chi
danh gia nén tap trung vao cac yéu té dau vao, cac quy trinh va két qua cung
hiéu qua hoat dong kiém nghiém dong thoi cé thé sir dung tiéu chuan ISO/IEC
17025 vaGLP - WHO lam can ctr lwva chon tiéu chi cho danh gia nhw cach mot
sO nghién clru danh gia hiéu qua hoat dong tai bénh vién cé sir dung cac tiéu
chuan danh gia chat lvong bénh vién clia cac to chirc cdng nhan noi tiéng quoc
t€ nhu JCI, JCAHO. Viéc xép hang cac don vi cd thé &p dung phuong phap so
sanh cdp, tinh toan trong sb va xép thir hang theo gia tri trong s6 tir cao dén
thap, trong sb cang |&n thi xép hang cang cao va nguoc lai. Tuy nhién, dé tai
dwa ra muc tiéu laco thé &p dung dong thoi phuong phap so sanh cap (M6 hinh
so sanh - Relative models) v&i phrong phap danh gia c6 xép loai (M6 hinh xép
hang -Rating models) trong pham vi nghién ctu.
1.6. Tinh ma&i va tinh cap thiét cta luan an

Quyét dinh 68/QB-TTg dadwa ra muc tiéu dinh hwédng dén nam 2030 la:
“... hé thdng kiém nghiém, phan phoi thudc, cong tac dwgc 1am sang... ngang
bang cac nuéc tién tién trong khu vec”. Clng véi do dwa ra danh muc céac du
an tap trung dau tv trong doé cé dv &n “Thanh lap trung tam kiém nghiém khu
vire” véi ndi dung thanh 1ap 05 TTKN khu vuc trén co s¢ dau tw, nang cap cac
TTKN manh trong vung.
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Quyét dinh sb 2614/QD-BYT ngay 16/7/2014 ctia B trwéng BO Y té
Trién khai thirc hién Chién lvgc quic giaphét trién nganh Duoc Viét Nam giai
doan dén nam 2020 va tam nhin dén nam 2030 theo Quyét dinh sb 68/QD-TTg
ngay 10/01/2014 ctiia Tha twéng Chinh ph, trong do6 cé ké hoach: Thanh lap 5
TTKN khu vuc vé thudc va san pham anh hudng truc ti€p dén sirc khde con
ngudi tai cac tinh mién ndi phia Bac, cac tinh ddng bang va duyén hai Bac B0,
mién Trung, Tay Nguyén va Béng Nam B0 trén co s& cac trung tadm hién co.
Sap xép lai céc trung tAm kiém nghiém thudc, my pham vasan phdm anh hudng
tric ti€p dén sirc khode con nguoi tric thude S& Y té cac tinh/thanh phod.

Trén pham vi toan quoc, dé thuc hién quy hoach hé théng hop Iy can
thiét phai thic hién danh gia duoc chinh xéac thuc trang cac yéu té cé tinh chat
phan anh nang luvc (nhan s, trang thiét bi, tai chinh, phwong phap thir, két qua
ki€ém nghiém...) va hiéu qua hoat dong clia cac Trung tam kiém nghiém nha
nuéc dé tir do cd dinh hudong sap xép, dau tu, té chirc hoat dong hop Iy, hiéu
qua va phat huy duoc t6i da cac ngudn luc san co hién tai cling nhu trong tuong
lai.

Trong pham vi hep & tirng TTKN, néu cé thé danh gia duoc chinh xéac
cac yéu t6 vé co tinh chat phan anh hiéu qua hoat dong ctia minh 2 gilp cho
don vi biét minh dang manh hay con yéu (han ché) & ndi dung hoat dong nao
dé dé xudt vai co quan quan ly co giai phap dau tw, ho tre hodc tw khac phuc
dé nang cao, hoan thién nang luc dap tng duoc voi yéu cau nhiém vu.

O Viét Nam, tinh cho dén nay hién chuwa c6 bat ky mot danh gia nao co
day di céc thong tin khoa hoc dé phan anh chinh xac nang luc hay hiéu qua
hoat dong clia cac don vi trong hé théng TTKN tuyén tinh, thanh phé dé qua
d6 co thé thuc hién danh gid, xép hang céac don vi nhdam phuc vu cho cong tac
quan ly nha nuwéc. Hang ndam, Vién Kiém nghiém thuc Trung wvong yéu cau
cac don vi béo céo dé tong hop tuy nhién cac TTKN ciing chwa dwoc danh gia,
x€p hang mot cach cu thé, chi tiét ma méi chi dirng lai & viéc danh gia chung
chung. Biéu nay khong thuan lgi cho xay dung, hoach dinh cac chinh sach cho
hé thdng kiém nghiém cling nhw ¢é can clv dé tirng Trung tdm nhan dién dwoc
dung nang lwc va hiéu qua hoat ddng clia minh.
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Vi vay, thiét nghi can phai xay dung dugc bd tiéu chi danh gia thong nhéat
c6 day du cac chi sd dé phan anh hodc do lvong toan dién cac ndi dung hoat
dong clia TTKN nhu: nhan su, trang thiét bi, phuong phap thi, tai chinh, két
qua kiém nghiém...Di kém voi bo tiéu chi danh gia phai c6 phrong phap phan
tich, xép hang thir bac hay phan loai mot cach khoahoc, hop ly vaphuong phap
nay phai phu hop dé &p dung dong bd, thdng nhét trén tt cd cac TTKN nha
nuwéc. Co nhu vay thi cac sO liéu va két quad danh gia méi cé du do tin cay, co
tinh chinh xéc cao va cé thé sir dung thiét thic vao cdc muc dich nghién ciiu,
hoach dinh chinh sach hoac quan ly nha nuéc...

Day la lan dau tién mdt nghién ctru dwoc thuc hién trén co sé xay dung
b tiéu chi danh gia toan dién bao gdm cac yéu t6 dau vao vakét qua hoat dong
daura, di kemvai bd cong cu cung cac chi sd do lvdng kha thi khi dp dung vao
thuc t€ dong thoi st dung phwrong phap phan tich thé bac, mét phwong phap
danh gia mang tinh khoa hoc dé danh gia xép hang va phan loai hoat dong clia
cac don vi kiém nghiém thudc nha nwéc tuyén tinh, thanh pho tai Viét Nam.
Cac két qua nghién ctru clia luan an phan nao gitp co quan quan ly ¢6 nhitng
danh gia toan dién nhat vé hiéu qua cling nhu thuc trang hoat dong clia cac don
vi, 1a co s& tham khao tin ciy dé &p dung trong qué trinh sap xép vanang cao
hiéu qua hoat dong clia cac don vi trong hé thong kiém nghiém nha nwéc tai
Viét Nam hién nay. Boi voi hé thong kiém nghiém néi chung, cac tiéu chi va
phuong phap danh gia hoan toan phu hop dé danh gia, so sanh, phan loai céac
don vi kiém nghiém Nha nuéc, ¢d thé lam co s¢ dé dinh hwdng dau tw, nang
cap vachi dao toan hé thong kiém nghiém nang cao nang luc va hiéu qua hoat
dong kiém tragiam sét chét lvgng thudc. Ngoai ra, moi trung tam kiém nghiém
cling ¢6 thé 4p dung dé tv danh gia va xép hang hiéu qua hoat dong clia don vi
minh theo tirng tiéu chi danh gid nhat dinh trén co s& c6 so sanh v&i cac muc
tiéu vaké hoach cu thé dat ra hang nam. V&i nhitng phan tich so b0 vé tinh méi
va sy can thiét nhu vay c6 thé khang dinh d@ tai lun &n cdy nghia khoa hoc va
thuc tién nhét dinh.
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Chuong 2. DOI TUONG VA PHUONG PHAP NGHIEN CUU
2.1 B6i tvong nghién ctru

Céc Trung tam kiém nghiém thudc thudc hé thdng kiém nghiém nha
nwdc & tuyén tinh/thanh phé tai Viét Nam da dwgc cong nhan dat tiéu chuan
|SO/IEC 17025 hodc/vatiéu chuan GLP-WHO tinh tir nam 2017.

2.2. Bia diém va thoi gian nghién ctru
2.2.1. Bia diém nghién ctru

- 04 Trung tam Kiém nghiém tuyén tinh thudc khu vic dia ly mién nui
phiaBac: Trung tam Kiém nghiém Thuéc, M§ phdm, Thuc phdm tinh Bic Kan,
Trung tAm Kiém nghiém Thu6c, M§ pham, Thirc phdm tinh Hoa Binh, Trung
tam Kiém nghiém tinh Lao Cai, Trung tam Kiém nghiém Thudc, M§ pham,
Thuc phamtinh Y én Ba.

- Vién Kiém nghiém Thudc Trung wong.

2.2.2. Thoi gian nghién ctru

- Thoi gian nghién cliru: Tir thang 9/2013 dén thang 06/2020.

- Thoi gian thu thap di liéu: Tt thang 3/2018 dén thang 3/2020.
2.3. Phuong phap nghién ctru
2.3.1. Thiét ké nghién ctru

Trong pham vi dé tai, c6 tong cong 05 ndi dung nghién clru dugc thirc
hién, thiét ké nghién clru duoc trinh bay trong Hinh 2.4 vaBang 2.7.

Thiét ké nghién clru chi yéu duoc str dung la phwong phap phan tich thir
bac (AHP) két hop véi nghién ciru md ca cat ngang (hdi clru co so dir liéu),
nghién ctru tai liéu va phuong phap chuyén gia. Phwong phap chuyén gia dugc
ap dung la cac nghién ciru thu thap dir liéu bang I8y y kién qua bang cau hoi,

thao luan nhém, so sanh cap vara quyét dinh nhoém.
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Cau héi nghién ctru ?

B Dinhhuéng tieu G La chon tiéu chi
chi danh gia danh gia

NO,i dupg tiéu chl’ va _phugng Tiép céan theo céac yéu cau clia
phap nao cho danh gia xép hang? ISO/IEC 17025 va GLP-WHO:

- LAy y kién theo bang cau hoi
vé& mirc do phu hop clia 60 tiéu

- Tiéu chi danh gia: Yéu cau clia Co c4u t6 chirc, ngudn luc, quy chi danh gia ban dau
ISO/IEC 17Q25 va GL_I?-WHO trinh, hé théng chéat luong, két - Thao luan nhém lwa chon 28
- Phuong phap danh gia: Phuong qua kiém nghiém tiéu chi danh gia cudi cung

phép phén tich thir bac (AHP)

Xép hang tiéu chi danh gia
Phuwong phap AHP (Relative Models)

- Banh gia xép hang 04 TTKN thuéc duoc - Banh gia phan loai 50 TTKN theo mot
Iya chon theo 28 tiéu chi danh gia: so s6 tiéu chi duoc lya chon: cho diém va
sanh cap truc tiép, xép thi tu 1/2/3/4 theo danh gia theo thang diém phan loai (R4t
trong s6 tlr cao xubng thap tot/T6t/Kha/Trung binh/Kém/Yéu)

Ap dung danh gia xép hang
& quy mo hé thdng

. Ap dung danh gia xép hang - =
& quy mo nho

Hinh 2.3. Thiét ké nghién ctru
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Bang 2.7. Cac thiét ké nghién clru duoc sir dung trong pham vi dé tai

Muc tiéu

NOi dung nghién ctru

Thiét ké nghién ctru

Xay dyng bd
tiéu chi danh
giaxép hang

Binh hwéng danh muc 60 tiéu
chi danh gia duwoc lya chon tw
cac yéu cau cla ISO/IEC
17025 va GLP-WHO

Nghién ctru tai liéu

Lay y kién vé sy phu hop cla
danh muc 60 tiéu chi danh gia

Phuong phap chuyén gia thong qua
bang céu hdi lva chon theo mirc do
can thiét ciatlrng tiéu chi

Lwa chon 28 tiéu chi c6 kha
nang do luong va so sanh
duoc khi @p dung danh gia
xép hang

Phuong phap chuyén gia thong qua
thdo luan nhom.

Tinh toan trong sO va xép
hang thtr bac céc tiéu chi cla
bd tiéu chi danh gia xép hang

Phuong phap AHP két hop raquyét
dinh nhém trén co s& lva chon so
sanh clia nhdm chuyén gia

DBanh gia, xép
hang céac
Trung tdm
Kiém nghiém
thubc tuyén
tinh, thanh
pho

bénh gia 04 TTKN duoc lva
chon theo 28 tiéu chi danh gia
xép hang

Mo t& hoi clru SO liéu vé nguodn luc
dau vao va céc két qua dau ra cla
04 TTKN nam 2017. S dung
phuong phap AHP dé so sanh cap
va xép hang 04 TTKN theo tirng
tiéu chi danh gia va tong hop két
gua danh gia theo tirng nhom tiéu
chi vé nhan sy, thiét bi, phuong
phéap thir, tai chinh va két qua dau
ra

Panh giatat ca cac TTKN da
dat tiéu chuan I1SO/IEC 17025
va/hoac GLP-WHO theo mjt
sO tiéu chi dwgc lyva chon twr
28 tiéu chi danh gia xép hang

M® t& hoi clru SO liéu bao cao hoat
dong ctia cac TTKN nam 2019. Sk
dung phwong phap AHP cho diém
theo tirng tiéu chi danh gia duoc lva
chon va tong hop két qua dé xép
hang va phan loai tirng TTKN.
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2.3.2. Cac hién s6 nghién ctru

Céc bién sb nghién clru dugc trinh bay trong bang 2.8.
Bang 2.8. Cac bién sb nghién ctru

Loai bién Céch
TT Tén bién DBinh nghia bién DPinh | Pinh | thicthu
tinh | luong | thap
A Nhan sy truc tiép thue hién hoat .. Biéu
Nhan U | a - " . RO x
1 kiém nghiém dong kiém nghiém thudc cua rac mau thu
| TTKN - thap
Thiét bi kiém | Thiét bi truc tiép tham giakiém | Danh Bieu
2 " . 5 e mau thu
nghiém nghiém mau thudc tai TTKN muc thap
Phwong phap hodc k¥ thuat phan |
Phéo thir t|5:h choﬂtung chi t|Aeu chatA Iu’cyr)g Danh I?leu
3 c6ng nhan ctua thuéc dwgc cong nhan dap muc mau thu
' (’ng céc yéu cau cla ISO/IEC ' thap
7025 valhoac GLP
A . La hé théng quan ly chéat luvgng -

4 Hfan I,th;?é% ctla TTKN dugc cong nhan dat | Danh mgtljetLrI]u
guan 1y tiéu chudn ISO/IEC 17025 hodc | muc A
lvong thap

GLP
Tong so tién tlr ngudn ngan sach BiduU
Kinh phi hoat | cap thwdng xuyén, khong thuong Roi x
5 N PR " y mau thu
déng xuyén vathu sy nghiép theo nam rac tha
claTTKN AP
: . .| Tong sO tién chi cho nhan sy va .. Biéu
6 Erlghérl? rrlrlﬁcnhl hoat dong chuyén mon trong l;?cl mau thu
Y nam cta TTKN ' thap
Lathudc lvu hanh trén thi truong
) dwoc ldy dé kiém tra chat luong Biay
- | Mau |dy kiém | theo tiéu chudn chat lvgng clia Roi AU th
nghiém thuéc da dang ky hoac theo rac tha
TCCL cua Duoc dién duoc &p P
dung
Hoat chat hda dugc thudc danh
Hoat  chat | Muc thudc thiét yéu hodc danh Roi Biéu
8 Kiém nahiem | MYC BHYT chi trd do B0 Y té rac mau thu
ghi¢ ban hanh c6 hiéu luc tai thoi ' thap
diém &p dung
. . . ~ .. Biéu

9 Duvoc  liéu | Duoc liéu thubc danh muc thubc Roi mau thu

ki€ém nghiém | thiét yéu hodc danh muc BHYT rac thap
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Loai bién Céach
TT Tén bién DBinh nghia bién Dinh | Pinh | thicthu
tinh | lvgng | thap
chi trd do BO Y té ban hanh c6
hiéu lwc tai thoi diém ép dung
Mau 14y kiém nghiém co hoat
chat hdéa dwoc hodc dugc BiL
Thudc thiét | liéu/thudc dwoc liéu thudc danh Roi x
10 | & . me x ; mau thu
yéu muc thudc thiét yéu hoac danh rac tha
muc BHYT chi trd do BO Y t6 P
ban hanh
MAu theo Ma_u lay k|‘em nghiém guaclohgn RO I;3|eu
11 R ~ | loai theo tirng dang bao ché cla mau thu
dang bao ché ~ rac A
thubc thap
% X rx teg " A L. Biéu
Mau theo | Mau lay kiém nghiém duwgc phan Roi x
12 . . - x " mau thu
xuat X loai theo noi san xuat thudc rac n
thap
x .| Mau |8y kiém nghiém phan loai . Biéu
13 ll\flau txheo MO theo cac dia diém thudc duoc lay RO mau thu
ay mau % rac n
mau thap
Mau 18y kiém nghiém duoc kiém
tra chat lugng day dd chi tiéu Bia
x . A = x . .. ieu
Mau du chi | theo tiéu chuan chat lvong cua RO x
14 | ... L x LAY , mau thu
tiéu nha san xuat thudc da dang ky rac tha
hoac theo TCCL Duwoc dién duoc P
ap dung

2.3.3. C& mau va phuong phap chon mau

C& mau va phuong phap chon mau trong pham vi dé tai duoc trinh bay
trong bang 2.9.
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Bang 2.9. C& mau va phuong phap chon mau &p dung trong dé tai

Muc
tiéu

NOi dung nghién ctru
(Phuong phap NC)

C& mau va phuong phéap
chon mau

Xay dwng bd tiéu chi danh gia xép hang

Pinh huéng danh muc 60
tiéu chi danh gia duoc lva
chon tir ca&c yéu cau cla
ISO/IEC 17025 va GLP-
WHO (Nghién clru tai liéu)

Lwa chon mau 1 Tiéu chuin 1SO/IEC
17025 va GLP-WHO

Lay y kién vé sy phu hop
clia danh muc 60 tiéu chi
danh gid (Phuwong phéap
chuyén gia)

Tiéu chuan chon mau: Lanh dao hoic
cac can bd cla cac TTKN tuyén tinh,
thanh phd lam cong tac chuyén mon co
trinh d0 trén dai hoc v6i it nhat 10 nam
kinh nghiém vé kiém nghiém thudc.
Phwong phap chon méau: Chon méau
thuén tién théng qua gi¢i thiéu cla cac
TTKN tuyén tinh, thanh phd.

C& mau: 90 ngudi (30 Giam déc TTKN,
31 Phé Giam déc TTKN, 06 Truéng
phong chuyén mén, 16 Phé Trudng
phong chuyén mén va 07 Kiém nghiém
vién.

Lwachon 28 tiéu chi co kha
nang do luvong va so sanh
duwoc khi 4o dung danh gia
xép hang (Phuong phap
chuyén gia)

Tinh toan trong s va xép
hang tht* bac cac tiéu chi
danh gia xép hang (Phuong
phap AHP, ra quyét dinh
nhém)

Tiéu chuan chon mau: Cé&c vi tri nhan sy
c6 lién quan dén hoat dong ki€ém nghiém
(Lanh dao, Phu trach khoa kiém nghiém
tai Vién Kiém nghiém thuéc Trung
wong va tai TTKN (héa ly, thudc duoc
liéu - duoc liéu, vi sinh, chat chuan),
Nghién ctru vién (quan ly mau, quan ly
tiéu chuan chat lvong, quan ly chét
lvong) tai Vién Kiém nghiém thudc
Trung vong

Phwong phap chon mau: Chon mau
thuan tién trén co s c6 si chap thuan
tham gia nghién cltu clia cac chuyén gia.
C& mau: 11 nguoi (01 18nh dao TTKN,
06 Phu tréch khoa chuyén mén, 03
Nghién clru vién va Nghién ctru sinh)
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Danh gia, xép hang cac Trung tam Kiém nghiém thudc

tuyén tinh, thanh ph6

DBanh gi4, xép hang mdt sb
TTKN duwoc lva chon theo
28 tiéu chi danh gia
(Phuong phap AHP)

Tiéu chuan chon mau:

+ Lwa chon don vi danh gid: TTKN
thuéc tuyén tinh, thanh phd da duoc
cong nhan dat tiéu chuan ISO/IEC
17025 hoac GLP-WHO tir nam 2017, co
thuc hién kiém tra chét lvong mau 1y
dang lwu hanh trén thi trwong

Phwong phap chon mau: Chon mau
thuan tién, cd sy chap thuan cho nghién
ctu cia TTKN, 100% mau ldy duoc
ki€ém nghiém trong nam 2017

C& mau:

- Lwa chon don vi danh gid: 04 TTKN
duoc ma hda ngau nhién 1A TT1, TT2,
TT3vaTT4

- Méu 18y la thudc duoc kiém nghiém
nam 2017 cia04 TTKN: 1.975 mau

Pénh gia tat ca cac TTKN
da dat tiéu chuan 1SO/IEC
17025 valhoac GLP-WHO
theo mot sO tiéu chi duoc
lwa chon trong b6 tiéu chi
danh gia xép hang (Phuong

Tiéu chuan chon mau; Cac TTKN dadat
tieu chuan 1SO/IEC 17025 va&hoac
GLP-WHO tinh dén nam 2019.

Phwong phap chon méu: Lwa chon toan
b0 cac TTKN dat tiéu chuan theo béo
cao cia VKNTTW nam 2019.

C& miu: 50 TTKN

phap AHP)

2.3.4. Phuong phap thu thap dir liéu

NGi dung nghién ctru 1: Binh hwédng danh muc tiéu chi danh gia dwatheo yéu
cau clial SO/IEC 17025 va GLP-WHO.

Buéc 1: Nhém nghién clru ti€p can tiéu chuan 1SO/IEC 17025 va GLP-
WHO theo 03 nhém ndi dung chinh: (1) Chirc nang, nhiém, vu, pham vi hoat
dong ctia phong kiém nghiém (co cau, t6 chirc), (2) Puong di clia mau bao
gém tir hoat dong Idy mau (dic diém mau) dén hoat déng thir nghiém (céac
ngudn luc can thiét nhr nhan sy, thiét bi, tai chinh va phwong phap thir ) va
cubi ciing labéo céo két qua (chat lvong mau) va (3) Pam bao chit lvong két
qua thr nghiém va hé thdng chat lwgng dwgc danh gia cong nhan.
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Budc 2: Nhém nghién cliru [ra chon céc yéu cau ctiatiéu chuan ISO/IEC

17025:2005 va GLP-WHO c6 tac dong truc tiép toi hoat dong kiém nghiém va
cac thong tin lién quan dén dic diém va ban chit mau 4y kiém nghiém.
No6i dung nghién cttu 2: Lay y kién chuyén giavé mirc do phu hop vacan thiét
clla cac tiéu chi danh gia trong danh muc dinh huéng ban dau, dvoc tién hanh
trén toan hé thdng cac TTKN thubc tuyén tinh, thanh phd. Quatrinh [dy y kién
dién ra nhu sau:

Budc 1. Truwéc tién, mot phiéu khao sét 1ay y kién theo hinh thirc bang
cau hoi véi 4 mirc do lvachon phu hop vacan thiét cho tirng tiéu chi | (1) Rat
can thiét, (2) Can thiét, (3) Phu hop va (4) Khong can thiét, duoc gl téi cac
TTKN thudc trén toan quéc trong thoi gian tir 8/9/2017 dén 01/10/2017.

Budc 2. Céc phi€u da cho y kién dwgc gl lai cho nhém nghién clru dé
xem xét, lwra chon, dam bdo nguoi cho y kién dlng déi tuvong theo tiéu chuan
chon mau da dé ra.

Budc 3. Tong hop Iva chon theo mirc do clia cac v kién theo tirng tiéu
chi danh gia, loai bd cac y kién khong pht hop nhu dua ra s6 liéu cu thé clia
don vi theo tiéu chi dwoc xin y kién hay lva chon nhiéu hon mét trong 4 mic
do lay y kién.

Chi tiét biéu mau 1dy y kién nhu Phu luc 3.

Noi dung nghién clru 3: Lwa chon 28 tiéu chi danh gia cudi cung dam bao do
luong duoc va cd kha nang so sanh bang théo luan nhom 11 nguoi.

Tung tiéu chi danh gid duoc luva chon véi mirc dd can thiét tré 1€n duoc
tiép tuc dua ra xem xét, thao luan dé can nhac mirc d6 kha thi khi tién hanh do
lwong trén thue té€ va cd thé so sanh gitkacac TTKN thudc véi nhau. Chi s6 do
ludrng cho tiéu chi cling dwoc xac dinh. Tiéu chi danh gia va chi s6 do lwong
twong ing phai nhan duoc sy dong thuan 100% clia nhém chuyén gia. Cac tiéu
chi danh gia va chi 6 do lvong lwa chon va xac dinh cubi cung dugc ghi chép
lal.

No6i dung nghién cttu 4: Tinh toan trong sb va xép hang thi bac cac tiéu chi
danh gia xép hang bang so sanh cip theo phuong phap AHP két hop ra quyét
dinh nhém. Két qua lva chon khi so sanh cdp clia 11 nguoi s duoc tong hop
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dé co dugc SO lieu chung cho cad nhom. Moi chuyén gia s 1am viéc truc tiép
voi nghién ctru sinh trong khodng thoi gian 2 - 3 tiéng dé chuyén gia dua ra lva
chon cho tirng cap tiéu chi so sanh theo tirng cap tiéu chi va cho diém theo thang
diém tlr 1-9, diém s& duoc nhap truc ti€p vao phan mém. Céc chuyén gia
duoc gidi thiéu vé phuong phap thtr bac AHP, cach thirc tién hanh so sanh cép,
cho diém vé mirc do quan trong gitra céc tiéu chi va céch tinh todn clia phan
mém, yéu ciu phai dat cho cac giatri CR vaMRE. Moi chuyén giasa thuc hién
dd so sanh cap, cho diém trén phan mém véi cac nhdém tiéu chi cling cap.

No6i dung nghién ctru 5: Banh gia xép hang cac TTKN thubc duoc lva chon
theo 28 tiéu chi danh gia.

Panh gia xép hang cac TTKN thudc duoc tién hanh bang so sanh tirng
cap 02 TTKN dwatrén chi sd do lwdng cla 28 tiéu chi danh gid. Cac chi sd do
lwong duoc tinh todn dua trén s6 liéu thu thap theo biéu mau thu thap vé céc
ngudn luvc dau vao cho kiém nghiém thudc (Phu luc 1) va theo biéu mau thu
thap vé két qua dau ra ctia hoat dong kiém nghiém thudc (Phu luc 2) cho nam
hoat dong 2017 tai 04 TTKN duwoc lwa chon.

NOi dung nghién clru 6: Danh gia xép hang cac TTKN thudc trén toan qudc
theo mot s0 tiéu chi danh gia duoc lva chon tir bo 28 tiéu chi danh gia.

- Thu thap danh muc phép thir dwoc cong nhan theo tiéu chuan 1SO/IEC
17025 Iinh vuc dwgc do Van phong Coéng nhan chat lvgng Viét Nam danh gia
cong nhan clia cac TTKN dat tiéu chudn chon mau.

- Thu thap danh muc phép thr dvgc codng nhan theo tiéu chudn GLP do
Cuc Quan ly Duoc danh gia cdng nhan ctia cac TTKN dat tiéu chuin chon mau

- Thu thap s liéu béo céo vé kiém tra chét lvong mau 1dy 1a thude hoa
dwoc (a0 chi tiéu/khong dl chi tiéu) ciacidc TTKN do Vién Kiém nghiém thudc
Trung wong tong hop cho nam hoat dong 2019.

2.3.5. Xtr ly va phan tich <6 liéu
2.3.5.1. Céc chi 6 do lwong cla tiéu chi danh gia

Cac tiéu chi danh gia va cach tinh chi sd do lvdng duoc trinh bay trong
bang 2.10.
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Bang 2.10. Danh muc chi s do ludng clia cac tiéu chi danh gia

Chi s6 do luong

Céch tinh

Ty 1é (%) can bo truc ti€p
thic hién hoat dong kiém
nghiém

S6 lvgng can bo trinh d6 tr dai hoc tré 1én chuyén
nganh Duwogc, Héa va Sinh tric ti€p tham gia hoat
dong kiém nghiém/Tong sd can bd cla don vi
tinh theo nam x 100

Ty 1é (%) sO lugt can bd
truc ti€p tham gia cac phép
tht chuwong trinh TNTT
bang SSLP thi nghiém

S6 phép thr tham gia cac phép thir clia chuong
trinh TNTT (mbi phép thir do mot nhan sy thuc
hién)/Téng so can bd truc tiép kiém nghiém clia
don vi trong nam x 100

S6 lan thyc hién phép thir
trung binh cla kiém
nghiém vién
(Ian/ngu0i/nam)

Tong so lwot thwe hién 5 nhém phép thlr co ban
(bang 2.11) trén d6i twvong mau ldy lathudc trong
nam/Tong s can bo tryc tiép tham gia hoat dong
kiém nghiém mau clia don vi trong ndm

S6 lwgng tirng loai thiét bi
dang st dung trong nam
(chiéc)

Danh muc 15 loai thiét bi theo bang 2.12

S6 lwot phép thir trung binh
c6 s dung thiét bi trong
nam (lan/thiét bi/nam)

Tong so lvot clia 05 nhdm phép thir kiém nghiém
co s dung 15 loai thiét bi trong nam/Tong s6
lvgng clia 15 loai thiét bi dang st dung trong nam

Tong sd phép thir duoc
cong nhan cho ddi twong
thtr lathudc theo nam
(phép thir)

Ty 1€ (%) phép thir ndi bd
dwoc cong nhan

Tong s6 phép thir ndi bd duoc cong nhan theo
nam/Tong sO lwong phép thir dwgc cong nhan
theo nam x 100

S6 lwot phép thir co ban
trung binh duoc thwc hién
trong nam  (lan/phép
thir/nam)

Tong so lugt phép thir co ban dugc thuc hién
kiém tra chat lwong mau ldy la thubc trong
nam/Tong sO phép thlr co ban dugc thuc hién
kiém tra chét lvong mau 1y |a thudc trong ndm

Kinh phi binh quan dau
ngudi dwgc cdp tir ngan
sach thwong xuyén (triéu
dong/nguoi)

Tong so kinh phi ngan sach thuwong xuyén cap
trong nam/Tong sd nhan sy clia don vi trong ndm

110

Kinh phi binh quan dau
ngudi dwgc cdp tir ngan
sach khéng thuwong xuyén
(triéu dong/ngudi)

Tong so kinh phi ngan sach khong thudng xuyén
cap trong nam/Tong sO nhan sy clia don vi trong
nam

111

Kinh phi binh quan dau
nguei thu dugc tir dich vu
(triéu dong/ngudi)

Tong s6 kinh phi thu tir dich vu trong nam/Téng
s6 nhan sy clia don vi trong ndm
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112

Ty 1é (%) kinh phi chi nhan
s theo nam

Tong s6 kinh phi chi nhan sy trong nam/Tong sb
kinh phi hoat ddng ctia don vi trong nam x 100

113

Ty Ié (%) kinh phi chi cho
thiét bi theo nam

Tong s6 kinh phi chi cho thiét bi (hiéu chuén, bao
tri, bdo dwdng) trong nam/Tdong sd kinh phi hoat
ddng clia don vi trong nam x 100

114

Ty 18 (%) kinh phi chi mua
mau theo nam

Téng s8 kinh phi chi mua mau trong nam/Téng
s kinh phi hoat dong ctia don vi trong nam x 100

115

Ty I& (%) kinh phi chi hoat
dong chuyén moén theo
nam

Tong s6 kinh phi chi hoat dong chuy@n mdn trong
nam/Tong sd kinh phi hoat dong ctia don vi trong
nam x100

O1

Ty I& (%) s mau kiém tra
chat luvgng duogc ldy tai
bénh vién

Téng SO mau ldy la thudc hoa dugc da kiém tra
chét lwvgng du chi tiéu duoc lay tai bénh vién cac
tuyén trong nam/T6ng s6 mau |dy la thubc hoa
dwoc da kiém trachat lwgng tai don vi trong nam
x 100

02

Ty I8 (%) s6 mau kiém tra
chét lugng dwoc dy tai nha
thudc

Téng sO mau I8y la thudc hoa dugc da kiém tra
chat lvgng du chi tiéu dwgc 1y tai nhathuéc GPP
va quay thudc trong nam/Téng s8 mau ldy la
thudc hoa dugc da kiém tra chét lvgng tai don vi
trong ndm x 100

O3

Ty 18 (%) s mau kiém tra
chit lwvgng dwgc san xuéat
trong nuwéc

T6ng s0 mau ldy lathude hoa dugc san xuét trong
nudc dwoc kiém tra chat lwgng da chi tiéu trong
nam/T6ng sd mau |dy lathudc hda dwoc da kiém
trachat lvgng tai don vi trong ndm) x 100

04

Ty 18 (%) s5 mau ldy kiém
trachat lvong xudt xt& nwéc
ngoai

Téng SO mau ldy la thudc hoa dugc da kiém tra
chat luong dd chi tiéu c6 xuat xi nwéc ngoai
trong ndm/Téng s mau ldy lathudc hoa dwoc da
kiém tra chét lvgng tai don vi trong nam x 100

05

Ty 18 (%) s8 mau ldy la
thudc héa dugc kiém tra
chét lwvgng don thanh phan

Téng s6 mau ldy 1ahoa dugc don thanh phan hoat
chat dwoc kiém tra chat lvgng da chi tiéu trong
nam/ T6ng s mau ldy lathudc hoa dugc dakiém
trachat lvgng tai don vi trong nam x 100

06

Ty 18 (%) s8 mau ldy la
thudoc hoa dugc kiém tra
chét lwvgng da thanh phan

Téng sO mau |8y lathudc hda dwoc da thanh phan
hoat chat dugc kiém tra chat lwvgng du chi tiéu
trong nam/Téng s mau ldy lathudc hoa dwoc da
kiém tra chét lvong tai don vi trong ndm x 100

o7

Ty 1& (%) s8 mau ldy la
thuéc héa dwgc dang bao
ché thudc tiém va dich
truyén duoc kiém tra chét
lvong

Téng s mau |8y lathude héa dugc dang bao ché
thudc tiém va dich truyén duoc kiém tra chat
lvong dd chi tiéu trong nAmM/T6ng s6 mau 14y 1a
thudc hoa dugc da kiém tra chét lvgng tai don vi
trong nam x 100

08

Ty 18 (%) s8 mau ldy la
thuéc héa duwgc dang bao

Téng s mau |8y lathudc hda dwoc dang bao ché
duong udng dwgc kiém tra chét lvgng du chi tiéu
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ché dwong udng dugc kiém
trachat lvong

trong ndm/Téng s6 mau 14y lathudc hoa dugc da
kiém tra chét lvgng tai don vi trong nam x 100

Ty 18 (%) s8 mau ldy la
thuéc héa duwgc dang bao

Téng s mau |8y lathudc hda dwoc dang bao ché
dung ngoai dwoc kiém tra chat lwgng du chi tiéu

09 ché diing ngoai duoc kiém | trong ndam/T6ng s6 mau ldy lathudc hoa dugc da
trachéat luong kiém tra chét lvong tai don vi trong ndm x 100
Ty 1& (%) hoat chat kiém | Tong s6 hoat chat héa dwoc thudc danh muc
nghiém thudc thiét yéu hoac BHY T chi tra duoc kiém tra
010 chét lugng du chi tiéu trong ndm/Téng s6 mau |dy
lathudc héa dwoc dugc kiém trachat lvgng trong
nam x 100
Ty & (%) s6 mau thudc hoa | Téng s8 mau 18y 1a thube héa dugc duoc thuc
o11 duoc thie hién day da chi | hién day da chi tiéu theo tiéu chuan chét lvong
tiéu chat luvgng trong nam/T6ng s6 mau |dy |a thubc da kiém tra
chét lvgng tai don vi trong ndm x 100
Ty 1é (%) 0 loai duoc liéu | Tong SO loai duoc liéu dugc kiém tra chét lvong
kiém nghiém trong ndm/Téng s6 mau 8y laduoc liéu vathude
012 A i x y
duoc liéu dugc kiém tra chat lugng trong nam x
100
Ty & (%) s8 mau lathubc | Téng s6 mau Idy la thude dwoc liéu, duoc liéu
dwgc lieu va duoc liéu | thubc danh muc thudc thiét yéu hodac BHYT chi
013 | duoc kiém trachdt lwong | tra duoc kiém tra chét lwgng trong nam/Tong sb
mau |8y d& kiém tra chét lvong tai don vi trong
nam x 100
Bang 2.11. Danh muc céc phép thir thdng ké theo nhém
A e Tén céac phép thiy
] L Tén cac phép thir A , - x
TT | Nhom phép thtr c6 it dung thiét bi khong su’b?ung thiét
Pinh tinh bang quang phd hdng | Pinh tinh bang phan
ngoai, do diém chay, nang suat | 'ng hda hoc, ,
Dinh tinh va dinh | U cuc. | phuong phap sac ky
1 lwong D!nb IugngAbang phuong phap Icr_p mong.
' chuan do dién thé. DPinh lvgng bang
Pinh tinh va dinh lvong bang | phwong phap chuin
HPLC, UV-VIS, GC, AAS. do thé tich.
5> | D6 hoatan Xac dinh do hoa tan ctia thudc
' bang HPLC va UV-VIS.
Xac dinh tap chét lién quan bang
HPLC, UV-VIS. L e x
3 Tap chét lién quan, | Xac dinh kim loai nidng bang I).<?C dinn ta\vp Cha}
ién quan bang sac

gi¢i han cho phép

AAS
Xac dinh tap chét lién quan, ton
dw dung m6i bang GC

ky 16p mong
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Xéc dinh gi¢i han tap chat, chat
b&o quan, chat mau bang HPLC
Xac dinh gi¢i han kich thuéc
tiéu phan

Xac dinh ham lvong nwéc bang

4 | Ham luong nuoc phuong phap Karl Fischer

Ché pham khong vé khuan:
Pinh lvong khéng sinh bang
phuwong phap vi sinh vat

5 | Visinh, duoc ly GiGi han nhiém khun

Ché pham vd khuan: Thr ndi
doc to vi khuan
Thtr d0 vo khuan

Tong cong 24 phép thir 04 phép thir

Bang 2.12. Thong ké thiét bi lién quan dén 5 nhdm phép thir co ban

Binh tinh Do hoa I?-éar\pqcuh:r: Ham si\r/1|h
TT Tén thiét bi va dinh - iy " | lvong ’
lwong tan gioi ha,n UGG Du,cyc
cho phép ly
1 |HPLC X X X
2 | UV-VIS X X X
3 | Chuan do dién thé X
4 | Chudn do Karl- X
Fischer
5 | AAS X
6 | Sacky khi X X
7 | B hoatan X
8 | Phan cuc ké X
9 | HPLC khdi phd X X
10 | Sac ky khi khéi phd X X
11 | Quang phd hodng X
ngoai
12 | May do diém chay X
13 | Phong sach dat tiéu X
chuan GLP-WHO
14 | TU an toan sinh hoc X
cap 2
15 | May do kich thuoc X
tiéu phan

2.3.5.2. Cac phuong phap xt ly va phan tich s6 liéu duvoc sr dung trong dé tai
Phan mém Microsoft Excel 2013
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- Phan mém duoc str dung dé xt Iy s6 liéu thu duoc tlr lay y ki€n vé mirc
d6 phu hop vacan thiét clia cac tiéu chi danh gia dwoc lwa chon trong danh muc
dinh huwéng ban dau, tinh giatri trung binh va do 1éch chuan clia céc cau tra | oi
theo mirc d6 can thiét trong phiéu khao sét 1ay y kién. Thang diém cho tirng
tiéu chi (Rat can thiét = 4 diém/Can thiét = 3 diém/Phu hop = 2 diém/Khong
can thiét = 1 diém). M0i tiéu chi dwoc tinh diém trung binh theo s3 lvgt dugc
lyva chon y kién vado l1éch chuan twong (rng.

- Sir dung trong thong ké mo t& cho nhap liéu, phan tich vathong ké dir
liéu: Mau thu thap duoc tién hanh phan tich theo chi s do lwdng cliatirng tiéu
chi danh gia, phan tich thong ké theo sb lugng, ty 1& hoac ty 1é phan tram.
Phuong phap phén tich thir bac

- Sir dung phan mém (bang tinh Microsoft Excel ¢6 cong thirc tinh va két
ndi tv dong cho két qud) clia chuyén gia nguoi Singapore, Klaus D. Goepel
“AHP Excel Template with multiple inputs” [72]. File tinh AHP viét trén phan
mém MS Excel 2013, gobm 20 worksheet cho nhap dif liéu dau vao dé so sanh
cap danh cho t6i da 20 ngudi tham gia danh gia (phwong phap tinh trong sb
duoc 4o dung & 20 worksheet nay la phwong phéap trung binh nhan, cu thé la
trung binh nhan theo hang — Row Geometric mean method (RGMM)), 1 bang
tinh cho hop nhat tat cd cac danh gia, lwva chon, 01 worksheet tong hop tét ca
céc két qua, 01 worksheet c6 céc bang dit liéu tham chiéu (chi s3 ngau nhién,
gi¢i han cho chi s6 nhat quan trung binh GCI, bang thang so sanh) va 01 bang
tinh dung cho tinh toan gia tri riéng clia ma tran khi s dung phwong phap
Eigenvector [72]. S dung phan mém nay dé xt ly sb liéu danh gia, so sanh
cap cac tiéu chi danh gia cianhém ra quyét dinh 11 nguoi va danh gia cac don
vi duoc lwa chon theo tlrng tiéu chi danh gid. K&t qua dau ractaxa ly di liéu
latrong sO cliatirng tiéu chi danh gia/28 tiéu chi danh gia va trong sb clatirng
don vi duvoc lva chon theo tirng tiéu chi danh gia.

Phan tich thong ké bao gbm:

- Déanh gia xép hang céc trung tam kiém nghiém duoc lva chon theo so
sanh cdp: Tién hanh so sanh cap giira02 TTKN theo tirng tiéu chi danh gia trén
thang diém tlr 1-9 cén ct theo chi 3 do lwdng cliatirng tiéu chi danh gia &@ moi
don vi véi mic do diém theo chénh Iéch phan trdm va ty |é nhy bang 2.13.
Thang do cho so sanh cap vé mirc d6 quan trong gitra hai tiéu chi danh gia theo
thang diém tlr 1-9. So sanh lan lwot tirng cap don vi theo tirng tiéu chi danh gia
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dé tao ma tran so sanh 4x4. Moi don vi s8 ¢6 trong s6 theo tirng tiéu chi danh
gia Trong s tong hop clia 28 tiéu chi danh gia sé duoc dung dé xép hang tirng

don vi.
Bang 2.13. Thang danh gia cho diém trong so sanh cip cac don vi
Piém Mc d6 hon theo ty 1€ % Mrc do hon theo ty I€
1 | Tr 0% dén nhd hon 10% Tir bang nhau dén du6i gap 1,5 1an
2 TU 10% dén nhd hon 20% TU gdp 1,5 dén du6i gap 2 lan
3 TU 20% dén nhd hon 30% TU gdp 2 dén du6i gap 2,5 lan
4 T 30% dén nhd hon 40% T gdp 2,5 dén duéi gap 3 lan
5 Tur 40% dén nhd hon 50% TU gap 3 dén dudi gap 3,51an
6 Tur 50% dén nhd hon 60% TU gap 3,5 dén dudi gap 4 lan
7 Tl 60% dén nhd hon 70% TU gap 4 dén dudi gap 4,5 1an
8 TU 70% dén nhd hon 80% TU gdp 4,5 dén du6i gap 5 lan
9 TUr 80% tré |én hodc & mirc do Co | Tlr gap 5 lan tré 1én hodc & mirc do Co6 -
- Khong Khdng

- Béanh gia phan loai céc trung
Thang phén loai cac don vi 8

tam kiém nghiém:
duoc tinh theo giatri phan loai clathang

diém 10 trong tredng hop danh gia trén tong sd 28 tiéu chi danh gia (do tong
giatri trong sd clia 28 tiéu chi 1a 1,000), cu thé nhu sau:

<5 diém Yéu
5-6diém Kém
6-7diém  Trungbinh
7 -8 diém Kha

8-9diém Tot

9-10diém RAattot

Trong treong hop st dung it tiéu chi danh gia hon thi thang diém phan
loai & bang tdng giatri c&c trong sd clia cac tiéu chi &p dung cho danh gia nhan

voi dai diém phan loai theo cac miic

tlr Yéu dén Rat tot twong ¢ng.

Trong pham vi dé tai nghién ctru, nhém nghién ctru lya chon cac tiéu chi
c6 dl can clr va co s& di liéu hop ly dé xay dung thang diém 10 cho phan loai.
Hai tiéu chi phu hop dugc lwva chon dwa vao danh gid phan loai la céc tiéu chi
danh gia 16 (Tong sd phép thir duvoc cong nhan cho déi twong thir [athudc trong
d6 16.1 |a phép thir theo danh muc clia Dugc dién Viét Nam V val6.2 laphép
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thir theo danh muc 28 phép thir duoc théng ké theo bang 2.11) va O11-1 (Mau
thudc héa dwoc kiém nghiém du chi tiéu theo tiéu chuan chat lvong duoc 4p
dung). Chi tiét cho diém vathang phan loai nhv bang 2.14.

Bang 2.14. Thang phéan loai cho 03 tiéu chi danh gia 16, 011.1

Thang phan loai Thang diém
Chi s6 do ludng 1 2 3 4 5 6 7 8 9 10
p N 11- 21- 31- 41- 51- 61- 71- 81- 91-
ot o 16.1 (phép thr) 110 | 20 | 30 | 40 | 50 | 60 | 70 | 80 | 90 | 100
chisado | 162 (phép thir) 12-1 15 ) 18- 21- ) 24-
lwon ’ 1-2 35 6-8 | 9-11 14 17 20 23 26 27- 28
g O11.1 (%) 0- 11- 21- 31- 41- 51- 61- 71- 81- 91-
) 10% | 20% | 30% | 40% | 50% | 60% | 70% | 80% | 90% | 100%
Trong s6 tong hop

Trung binh [0,1200 - 0,1400) | [0,2400 - 0,2800) [0,3600 - 0,4200)

Kha [0,1400 - 0,1600) | [0,2800 - 0,3200) [0,4200 - 0,4800)

- Kiém tratinh nhat quan:

+ Tinh toan va xem xét mic dé dap (rng yéu cau cla chi s nhat quan
(CR), chi s8 ngau nhién trung binh (GCI), Sai s twong ddi trung binh (M RE)
(%) & trng matran so sanh cap cac tiéu chi danh gia va matran so sanh cap céc
TTKN duoc lwa chon theo tirng tiéu chi danh gia.

+ Tinh toan hé s dong thuan S* clianhém 11 chuyén giakhi dp dung ra
quyét dinh nhém cho danh gia, xép hang 28 tiéu chi danh gia. Thang danh gia
vé hé sb dong thuan nhu sau:

S*  Mic d6 dong thuan
< 50% Rét thap
50% - 65% Thap
65% - 75% Trung binh
75% - 85% Cao
>85% Rét cao
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Chuwong 3. KET QUA NGHIEN CcUU

3.1. Xay dung bo tiéu chi danh gia xép hang cac TTKN thudc tuyén tinh,
thanh phé

3.1.1. Xay dwng cac tiéu chi danh gia dwa theo cac yéu cau cla tiéu chuan
| SO/IEC 17025 va GLP-WHO

Cac yéu to lva chon va dua vao xem xét dugc tiép can theo 03 nhém noi
dung chinh: (1) chirc nang, nhiém, vu, pham vi hoat dong ctia phong kiém
nghiém (co céu, t6 chirc), (2) duong di ctia mau tir 1dy mau (dac diém mau)
dén thir nghiém (nguodn lvc bao gém nhan sv, thiét bi, phwong phap thtr va s
cam két dé thwc hién va duy tri hoat dong théng qua yéu to tai chinh) va cudi
clng |a béo céo két qua (chdt lugng mau) va (3) Bam béao chat luong két qua
thir nghiém vakét qua danh gia dap (rng chuan muc bdi céc té chirc cong nhan
cliadon vi. Can cl¥ c&c yéu cau clatiéu chuan 1SO/IEC 17025:2005 va GL P-
WHO dé lwa chon céc tiéu chi danh gia mang tinh dai dién c6 nghia la huéng
tGi cac yéu td cb tac dong truc tiép t¢i hoat dong kiém nghiém vaphan tich mau
cling nhw céc thong tin lién quan dén dac diém mau va ban chit mau, cu thé:

- Céc yéu td dau vao: lwa chon tir cac yéu cau vé co cau, ngudn luc, quy
trinh va hé thong chat lwong clia 02 tiéu chuan két hop cung van dé tai chinh
thu chi cho cac yéu t6 nay.

- Céc két qua dau ra: Buoc lwvachon theo cac thdng so, dif liéu, thong tin,
két qua dwoc yéu cau phai bdo céo trong phiéu kiém nghiém clia 02 tiéu chuan
ISO/IEC 17025 (1SO) va GLP trong dé tap trung cht yéu vao két qua kiém
nghiém clia cac thudc duoc 1dy mau trén thi truong.

Mot bd tiéu chi ban dau gom 60 tiéu chi danh gia da dwoc xay dwng (chi tiét
theo Phu luc 3, tdm tat theo ndi dung tiép can tai bang 3.15).
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Bang 3.15. Tong hop céc yéu cau lwa chon tiéu chi danh gia theo ISO/IEC

17025:2005 vaGLP

Nhém ndi
dung tiép
can

Nhém tiéu chi danh gia va
cac yéu cau chinh cia SO vaGLP

S6 lvong
tiéu chi
daxay
dung

Piéu khoan
tham chiéu

I1ISO GLP

1.1.Co
Cau, t0
chuc

1.1.1.1.Quy mé hoat déng
1.1.1.2.Tuyén bd hé théng chét lvgng &p dung
1.1.1.3.LTnh vic thir nghiém dwoc cdng nhan

6

1.2. Nguoén
lwe

1.2.1.Nhan
S

1.2.1.1.Trinh d6

1.2.1.2.Kinh nghiém
1.2.1.3.Nang lvc

1.2.1.4.Pao tao va phéan cdng
cong viéc

10

1.3;

41 2.2a.

4.2
5.1

5.2 1.3;6.1;

6.4; 6.5.

1.2.2.Thiét bi

1.1.2.1.Kiém soét thiét bi (truc
tiép anh hudng dén két qua thi
nghiém)

1.2.2.2.Hiéu chuan va bao tri
thiét bi

1.2.2.3.Sr dung thiét bi

5.4
5.5
5.6

8.1: 8.2;
8.3.

1.5.Tai chinh

1.5.1.Kinh phi thu tir hoat dong:
1.5.1.1. Ngan sach cap
1.5.1.2. Thu ttr dich vu

1.5.2.Kinh phi chi cho hoat dong:
1.5.2.1. Chi nhan sy

1.5.2.1. Chi mua tai san (trang
thiét bi)

1.5.2.2. Chi cho thiét bi (hiéu
chuan, bao tri, bdo dudng, sta
chira)

1.5.2.3. Chi cho muamau
15.24. Chi cho hoat dong
chuyén mén (héachat, dung méi,
chat chuan...)

Cam két ctia
Ianh dao cho duy
tri HTCL

1.3.Quy
trinh

1.3.1.Phuong
phap thtr

1.3.1.1.Tiéu chuan chat lvgng
1.3.1.2.Phuong phéap phén tich
1.3.1.3.Th&r nghiém

15.9;

>4 161,

1.3.2.L8y
mau

1.3.2.1.Ké& hoach lay mau
1.3.2.2. Thyc hién 1&y mau
1.3.2.3. Két qua lay mau

o.7 14.4

1.3.3. bam
bao chat
lvong két
qua thir
nghiém

1.3.3.1. Kiém soé theo hoat
déng

1.3.3.2. Kiém soét theo quatrinh
1.3.3.3. Xu huéng chét lvgng

5.9 2.2p
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1.4.2.Banh 1.'4,"2;1' Cf;]Lfng rlh?n dquchdap,h Hoat dong danh
1.4HTCL | giacong gia cong nhan (s0 Uot dann gia, 5 gia, cébng nhan
nhan HTCL | S0 Phep thi, hoat chat cong nhan) ti bén ngoai
- 1.4.2.2. Biéu khéng phu hop
2.1.1.Noi ldy | 2.1.1.1.Theo phéan loai clia Cuc
mau Quan ly Dugc
2.1.2.Xuét 2.1.2.1.S4n xuéat & trong nwéc
XU 2.1.2.2.84n xuat & nwéc ngoai
2.1.Dac R 2.1.3.1.DBon thanh phan
diém mau 2#.3.Thanh 2.1.3.2.Da thanh phan
lay phan 2.1.3.3.Phan loai hoat chat
2.1.4.1.Thuéc tiém va dich 510
2.1.4.Dang | truyén 13 19.1
bao ché 2.1.4.2.Thu6c dung dwong ubng
2.1.4.3.Thu6c dung ngoai
2.2.1.1.Bang/khéng dang tiéu
2.2.Ban 2.2.1. Chat chuan chét lvong
chat mau | lugng thir 2.2.1.2.D0/khdng du chi tiéu
EW, nghiém 2.2.1.3. Mau dat/khong dat chét
lvgng
Téng cong 60

3.1.2. Két qua lay y kién vé mirc do can thiét clia cac tiéu chi danh gia

Céc phiéu y kién duoc tong hop, thong ké trén phan mém Excel 2013 ,
moi lwa chon duoc luong hdatheo thang diém cho tirng tiéu chi (R4t can thiét
= 4 diém/Can thiét = 3 diém/Phu hop = 2 diém/Khong can thiét = 1 diém). Moi
tiéu chi dwogc tinh diém trung binh (SD) theo s6 lwgt duoc lvachony kién. Két
qua tong hop 1ay y kién nhw bang 3.16.
Bang 3.16. Tong hop két qua lvachon mirc d6 quan trong

tiéu chi danh gia

Nhom S6 Piém trung binh - DTB (SD) | 0 lvong
tiéu Noi dung lvong tiéu chi
chi tiéu chi Nho nhat L&n nhat bTB=>3,0

Co cdu to chirc 6 2,43 (0,92 3,54 (0,66) 5

Yéu | Nhansy 10 2,97 (0,84) 3,50 (0,69) 8

t6 dau | Thiét bi 4 3,0(0,84) 3,51 (0,64) 4

vao Phuong phap thir 8 2,46 (0,98) 3,48 (0,64) 5

(47) | Hé thong chét lvgng 12 2,24 (0,90) 3,27 (0,70) 8

Tai chinh 7 2,84 (0,76) 3,27 (0,76) 6

K&t Ké_t qyé kiém nghiém:

qué noi ldy mau, noi san 13 2,56 (0,95) 3,17 (0,74) 7

xuat, thanh phan, hoat
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dau ra | chat, dang bao ché,
(13) | yéu cau thir nghiém,
chat lwvong mau kiém
nghiém

Nhom nghién ctru dwa ra yéu cau giatri diém trung binh clia céc tiéu chi
duoc lyachon qualdy y kién phai = 3,00. Nhu vay voi giatri trung binh [23,00
va do léch chuan (chon giatri cao nhat) 1a 0,84 thi cd 68% lwa chon co giatri
Ién hon 2 (ndm trong khoang 3,00 + 0,84 (2,16 — 3,84)) c6 nghia la tdi thiéu
68% s6 binh chon cho rang tiéu chi 1a can thiét. C6 t6ng s 43 tiéu chi dat yéu
caul.

3.1.3. Lwa chon bd tiéu chi danh gia cudi cung

43 tiéu chi tiép tuc dwgc xac dinh kha nang so sanh c6 nghita latiéu chi
danh gia phai cho thay s khéc biét cé thé xac dinh duoc va sy khéc biét nay
co giatri khi so sanh gilra it nhat hai phong kiém nghiém thudc. Céc tiéu chi
cudi cung lwachon trén co s& cd siy trao ddi vadong thuan cliatat cd cac chuyén
gia tham gia thdo luan nhém. Thong qua thao luan nhém va phan tich cu thé
tinh hudng cho tlrng tiéu chi cltia 43 tiéu chi da lwa chon ban dau, mét 6 cac
tiéu chi tiép tuc bi loai bd voi cac ly do nhu:

- Céc tiéu chi thudc vé co cdu to chirc clia don vi nhu quy md hoat dong,
chtrc nang nhiém vu clia don vi theo quyét dinh ctia co quan quan ly cé dac thu
riéng trong trién khai hoat dong vé |dy mau (theo chi tiéu ké hoach duoc giao)
khong thé so sanh duwoc hodc cac tiéu chi dalatiéu chi lwachon don vi dwa vao
danh gia (da dat cong nhan theo I SO/IEC 17025 hoac GLP): Loai 08 tiéu chi.

- Céc tiéu chi lién quan dén dao tao nhan s bao gém dao tao vé chuyén
mon kY thuat, vé phwong phap phan tich, vé phép thir duoc cdng nhan, danh
giatay nghé ki€ém nghiém vién hay vé nang luc can bd 1dy mau vaquan ly chat
lwvong. Céc ndi dung ndy |a bat budc ddi voi cac don vi dwoc cdng nhan theo
|SO/IEC 17025 hodc GLP nhung khéng phu thudc s lvgng nhan si dat yéu
cau ndy ma phu thudc vao pham vi ding ky cong nhan ctia moi don vi (cu thé
lasd lugng vatinh chat dac thu clia cac phép thir dang ky cong nhan) nén kho
co6 mdt mat bang chung dé so sanh giira cac don vi: Loai 07 tiéu chi

- Lién quan dén thiét bi phan tich, chinh sach clia cac co quan cdng nhan
ludn yéu cau tat cd cac thiét bi cé dnh hwdng dén két qua phan tich déu phai
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dwoc hiéu chuan bdi cac nha cung cap dich vu hiéu chuén dwgc cong nhan hoac
hiéu chuan ndi bd tuan thi theo ding yéu cau vé lién két chuan do lvong. Vi
vay, cac don vi da dugc cong nhan theo 1SO/IEC 17025 va GLP thi phai dam
bao dap rng yéu cau nay va khi do viéc so sanh gitra cac don vi khong dem lai
nhiéu giatri danh gia: Loai O1 tiéu chi.

- Vé phuong phép thlr, cac don vi chi yéu ap dung hai loai hinh latiéu
chuan chét lwgng duoc cong bd (tiéu chuan clia nha san xuat da duoc cdp sO
dang ky lvu hanh san pham, cac duoc dién Viét Nam, Anh, M§, Nhat, Chau
Au) va cac phuong phap thir ndi bd do don vi ty tién hanh thdm dinh, phé
duyét vaban hanh pht hop theo cac huéng dan qudc té hodc clia co quan cong
nhan. Ty thudc nhu cau phét trién phrong phéap thir khac nhau ma don vi ban
hanh va dang ky cong nhan s6 lvong phwong phap ndi bd cling 1a khac nhau.
Vi vy, dé so sanh tiéu chi nay lién quan dén phuong phap thi cling lakhong
phu hop: Loai 02 tiéu chi.

- V& dam bao chat lvong két qud thir nghiém, ISO/IEC 17025 dwa ra mot
SO yéu cau cho kiém soét chét lvgng theo hoat dong vatheo quatrinh véi nhiéu
hwdng dan nhung khéng gidi han viéc &p dung. Vi vay, dé co mit bang chung
cho so sanh céc tiéu chi vé dam bao chat luong larat khé, nén cac tiéu chi nay
can xem xét loai bd: Loai 03 tiéu chi.

Sau khi phan tich kha nang so sanh, tong sd cac tiéu chi con lai tiép tuc
duwgc xem xét, hiéu dinh vanhom lai thanh tirng cap theo mé hinh clia phwong
phép phan tich thir bac nhw bang 3.17, trong dé 28 tiéu chi & cap thir bac cudi
cling ctia moi nhom & la tiéu chi cho danh gia xép hang cac TTKN thudc
tuyén tinh, thanh ph6 va dwgc ma hda cho cac yéu td dau vao (tir 11 dén 115)
vacac két qua dau ra (tr 01 dén O13).
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Bang 3.17. Phéan cap thir bac cac tiéu chi danh gia

Tiéu chi

cip 1 Tiéuchi cap 2 Tiéuchicap 3
11.D0i ngl nhan sy
Nhan s 12.Nang lwc nhan sy
' I3.Hiéu qua hoat dong cta
nhan sy
L 14.S6 lvgng thiét bi
Thietbl 5 Hiau qua sir dung thiét bi
) Phurong 16.Phép thir de’cyc c’ongA _nhi;m
Yéu hap thir I7.Phwong phap thtr ndi b
t6 dau P 18.Tan xuat thurc hién phép thiy
vao 19.Kinh phi thuong xuyén cap
(Input tr ngén sach
-1) Kinh phi thu 110.Kinh phi khoéng thvong
Xuyén cap tlr ngan sach
. 111.Kinh phi thu si¥ nghiép
Tai chinh 112.Kinh phi chi cho nhén si
113.Kinh phi chi Cho_thiét bi
Kinh phi chi 114.Kinh phi muamau
115.Kinh phi chi cho hoat
déng ghuyén mon
Noi 1Av mau Ol.Mau |y tai bénh vién
Y O2.Méu [y tai nha thudc
03.Mau lay san xuat trong
, Xuét x(r mau L
Pic diém O4.Mau lay xuat xt nuoc
mau ngoal
Ké Thanh ohan m O5.Mau lay don thanh phan
qu'; anh phan maul 06.Méau 4y da thanh phan
daura O7.Thubc tiém vadich truyén
(Outp Dang bao ché 08.Thudc diung duong udng
ut-O) 09.Thudc ding ngoai
010. Hoat chat kiém nghiém
Thube hoa duoc O11.Mau thubc hoéa duoc
Chat lvong kiém nghiém du chi tiéu
mau

Thudc duoc liéu va duoc liéu

012. Duoc liéu kiém nghiém

0O13.Mau thubc duwoc liéu
kiém nghiém
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3.1.4. Ap dung phuong phap AHP cho tinh trong s clia cac tiéu chi danh
gia nang lwc kiém nghiém thudc

M hinh thit bac cac tiéu chi danh gia nhu Bang 3.17 trong dé Yéu to

dau vao va Két qua dau ra dwoc tinh 1a.cd trong 5 bang nhau va déu bang 0,5.
Céac nhém tiéu chi & cac cap duoc hinh thanh nhw sau:
YEU TO BAU VAO

v Nhom tiéu chi danh gia cdp 1 clia Yéu td dau vao gobm: Nhan sy, Thiét
bi, Phrong phap thir va Tai chinh;
Nhom tiéu chi danh gia cap 2 vé Nhan su: 11, 12 val3;
Nhom tiéu chi danh gia cap 2 vé Thiét bi: 14, I5;
Nhoém tiéu chi cip 2 vé Phuong phap thi: 16, 17, 18;
Nhém tiéu chi cap 2 vé Tai chinh: Kinh phi thu va Kinh phi chi;
Nhém tiéu chi cip 3 vé Kinh phi thu: 19, 110, 111;
Nhém tiéu chi cip 3 vé Kinh phi chi: 112, 113, 114, 115.

KET QUA BPAU RA

D N N NI NN

<

v Nhém tiéu chi cip 1 clia K&t qua dau ra: Bac diém mau va Chét luong
Mmau;

v Nhém tiéu chi cip 2 vé Dic diém mau: Noi ldy mau, Xudt X mau,
Thanh phan mau va Dang bao ché;

v Nhém tiéu chi cdp 2 vé Chat luvong mau: Thudc hda dwoc va Thude dugc

l[iéu vaduoc liéu

Nhom tiéu chi cdp 3 vé Noi 1dy mau: O1 va 02;

Nhom tiéu chi cip 3 vé Xuét xi mau: O3 va O4;

Nhom tiéu chi cdp 3 vé Thanh phan mau: O5, O6;

Nhém tiéu chi cip 3 vé Dang bao ché: O7, 08 va 09.

Nhoém tiéu chi cip 3 vé Thubc héa dugc: O10 va 011

Nhoém tiéu chi cap 3 vé Thubc duoc liéu vadugc liéu: 012 va 013

AN NN N N

Tién hanh so sanh tirng cip tiéu chi cia mdi nhdm tiéu chi trong tirng
cap, cho diém theo mirc dd quan trong voi thang diém tlr 1-9 va xép hang tiéu
chi trén phan mém clia K.D.Goepel, phién ban 15.09.2018. 16 nhém tiéu chi
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hinh thanh 16 ma tran so sanh cdp. Moi chuyén gia s& c6 két qua veé trong 8
X€ép hang cliatlrng tiéu chi riéng biét theo 16 matran nay. Phan mém sé cho két
qua tong hop clia nhém 11 chuyén gia (nhém ra quyét dinh) voi céc giatri vé
trong SO cliatirng tiéu chi, MRE, CR, GClI, chi sd dong thuan S'.

3.1.4.1. CAc tiéu chi danh gia thudc cac nhémyéu té dau vao

(1) Trong s6 cac tiéu chi clp 1 clia Yéu td dau vao

Nhém tiéu chi nay khi lan Iuot tién hanh so sanh cap hinh thanh matran
4 x 4. Két qua trong so tong hop clatirng tiéu chi theo két qua clia nhém 11
chuyén gia dwogc trinh bay & bang 3.18. Két qua cho thady Nhan sr dwgc danh
gialaqguan trong nhat trong s 4 tiéu chi, tiép theo laTai chinh, Thiét bi vacudi
cung la Phuong phap thr v6i chi s dong thuan & mic Rét cao (87,1%). C6
7/11 nguoi c6 cung thi tv danh gia voi két qua tong hop. 2/11 ngudi cé thir tw
vé trong sO tiéu chi ddo nhau gilra tiéu chi Nhan sy va Tai chinh va 2 nguoi
con lai ¢ thi ty vé trong s ddo nhau gitra Thiét bi va Phirong phap thtr va co

2/11 nguai cho két qua danh gia va so sanh gidng nhau.

Bang 3.18. Tong hop trong SO tiéu chi danh gia cdp 1 cllayéu td dau vao
theo nhém ra quyét dinh 11 nguoi

chECLéPntL;ia Ngfan Tgliet ;?é?tr;]% c-r|1-|’ar“1 h (Yéu CélI Igrl]?zr(])ﬁ;qlld/lalgén< ?3%; GCl
(CG) ' : <0,35)
CG1 0,4448 | 0,1896 | 0,1076 | 0,2581 | CR=0,060; MRE = 33,0%; GCI=0,22
CG2 0,3453 | 0,977 | 0,2477 | 0,2093 | CR=0,068; MRE = 35,1%; GCI=0,24
CG3 0,4901 | 0,1634 | 0,1155 | 0,2310 | CR=0,044; MRE = 28,2%; GCI=0,16
CG4 0,6469 | 0,0659 | 0,0728 | 0,2144 | CR=0,058; MRE = 32,4%; GCI=0,21
CG5 0,6469 | 0,0659 | 0,0728 | 0,2144 | CR=0,058; MRE = 32,4%; GCI=0,21
CG6 0,6611 | 0,482 | 0,1348 | 0,0558 | CR=0,059; MRE = 32,5%; GCI=0,21
CG7 0,3378 | 0,1121 | 0,0710 | 0,4790 | CR=0,032; MRE = 24,2%; GCI=0,12
CG8 04717 | 0,1644 | 0,1078 | 0,2562 | CR=0,017; MRE = 17,5%; GCI=0,06
CG9 0,4271 | 0,0659 | 0,0634 | 0,4436 | CR=0,001; MRE = 4,5%; GCI=0,00
CG10 0,4947 | 0,1166 | 0,0668 | 0,3219 | CR=0,090; MRE = 39,9%; GCI=0,32
CGl1 0,4156 | 0,1290 | 0,1020 | 0,3532 | CR=0,051; MRE = 30,5%; GCI=0,18

Téng hop

0,5057 | 0,1283 | 0,1047 | 0,2614 | CR=0,012; MRE = 14,8%; GCI1=0,04
(Z=1,000)
Chi s6 dong thuan S* 87,1%

64




Tinh nhét quan clia 11 matran so sanh clia 11 nguoi vamatran tong hop
déu dat yéu cau theo quy dinh trong dé6 ma tran co tinh nhat quan cao véi CR
bang 0,001; MRE la 4,5% va GCl bang 0. Chi c6 duy nhit mdt ma tran cla
CG10 c6 chi 0 sai s0 twong dbi trung binh MRE vuwot ngudng la 39.9% tuy
nhién hai chi s6 quan trong 14 CR va GCl van dat yéu ciu.

(2) Trong s6 cac tiéu chi cp 2 vé Nhan su

Bang 3.19. Tong hop trong b tiéu chi danh gia cdp 2 vé Nhan sy theo
nhom ra quyét dinh 11 nguoi

The tw chuven Tinh nhat quan (n=3)
- (ce)y 11 12 13 (Yéu ciu: CR<0,1; MRE < 50%;
J GCl <0,31)
CGl 0,1692 | 0,4434 | 0,3874 CR=0,019; MRE = 13,5%; GCI=0,05
CG2 0,1692 | 0,4434 | 0,3874 CR=0,019; MRE = 13,5%; GCI=0,05
CG3 0,1250 | 0,7500 | 0,1250 CR=0,000; MRE = 0,0%; GCI=0,00
C&4 0,1429 | 0,7143 | 0,1429 CR=0,000; MRE = 0,0%; GCI=0,00
CG5 0,0695 | 0,3484 | 0,5821 CR=0,034; MRE = 17,9%; GCI=0,10
CG6 0,1634 | 0,2970 | 0,5396 CR=0,010; MRE = 9,6%; GCI=0,03
CG7 0,1220 | 0,2297 | 0,6483 CR=0,004; MRE = 6,1%; GCI=0,01
CG8 0,3643 | 0,0989 | 0,5368 CR=0,098; MRE = 30,2%; GCI=0,28
CG9 0,1958 | 0,3108 | 0,4934 CR=0,056; MRE = 23,0%; GCI=0,16
CG10 0,5842 | 0,2318 | 0,1840 CR=0,056; MRE = 23,0%; GCI=0,16
CGl1 0,1634 | 0,5396 | 0,2970 CR=0,010; MRE = 9,6%; GCI=0,03
Tong hop
0,2018 | 0,4027 | 0,3955 CR=0,004; MRE =6,1%; GCI=0,01
(==1,000)
Chi s6 dong thuan S* 69,3%

Trong 03 tiéu chi cip 2 vé Nhan s, tiéu chi vé Nang lvc nhan sy (12) ¢
trong SO 16n nhat nhwng nhiéu hon khong dang ké so voi tiéu chi vé Hiéu qua
hoat d6ng ctianhan sy (13), trong sO cla tiéu chi B6i ngli nhan su (11) c6 giatri
chi bang khoang ¥4 giatri trong sO clia 02 tiéu chi con lai. C6 5/11 chuyén gia
c6 danh gia chon 12 laquan trong nhat trong do6 cé 2 nguoi co két qua danh gia
gidng nhau va chi s dong thuan clia nhém chi dat mic trung binh (68,3%).
Tinh nhat quan clia 11 matran cta 11 chuyén gia déu dat yéu cau trong do gia
tri CR trong khoang ttr 0,0000 dén 0,098, MRE% tlr 0,0% dén 30,2%, GCI tir
0,00 dén 0,28. Két qua dwoc thé hién & bang 3.19
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Bang 3.20. Tong hop trong b tiéu chi danh gia cdp 2 vé Thiét bi vaTa

chinh theo nhém ra quyét dinh 11 nguoi

Thir t chuyén gia (CG) |4 Tt 5 Kinh phi - Chlrlr}linh ohi chi
CG1 0,3333 0,6667 0,6667 0,3333
CG2 0,3333 0,6667 0,7500 0,2500
CG3 0,2500 0,7500 0,5000 0,5000
CG4 0,2000 0,8000 0,6667 0,3333
CG5 0,1250 0,8750 0,7500 0,2500
CG6 0,1430 0,8570 0,5000 0,5000
CG7 0,3333 0,6667 0,7500 0,2500
CG8 0,1250 0,8750 0,8333 0,1667
CG9 0,2500 0,7500 0,7500 0,2500
CG10 0,3333 0,6667 0,2500 0,7500
CG11 0,5000 0,5000 0,7500 0,2500

Téng hop (Z=1,000) | 0,2508 0,7492 0,6619 0,3381

Chi s6 dong thuan S* 90,0% 82,0%

(4) Trong s6 cap 2 vé Thiét bi va Tai chinh

Tiéu chi cip 2 vé Thiét bi va Tai chinh chi c6 02 tiéu chi cho mbi loai
duoc so sanh cap truc ti€ép nén khdng can quan tam téi tinh nhat quan. Két qua
& bang 3.20 cho thay tiéu chi vé Hiéu qua str dung thiét bi (15) va Kinh phi thu
la hai tiéu chi dugc danh gia cé mic dd quan trong cao hon so véi tiéu chi so
sanh con lai 1a S6 lvgng thiét bi (14) va Kinh phi chi. Riéng Kinh phi chi va
Kinh phi thu ti€p tuc duoc phan loai chi tiét hon va hinh thanh cac tiéu chi cap
3 clia Tai chinh. Trong sO cac tiéu chi cap 3 nay duoc danh gia rd hon & muc
(5) sau day. M{rc do dong thuan clia 2 matran so sanh nay déu dat & mic cao
varat cao.

Bang 3.21. Tong hop trong SO tiéu chi danh gia cdp 2 vé Phuong phéap thie
theo nhém ra quyét dinh 11 nguoi

Thet tw chuvén Tinh nhéat quan (n=3)
- (CG)V 16 17 18 (Yéu ciu: CR<0,1; MRE < 50%;
9 GCI <0,31)
CG1 0539 | 01634 | 0,2970 | CR=0,010; MRE = 9,6%; GCI=0,03
CG2 0539 | 0,1634 | 02970 | CR=0,010; MRE = 9,6%; GCI=0,03
CG3 04286 | 0,1429 | 04286 | CR=0,000; MRE = 0,0%; GCI=0,00
CG4 03445 | 0,1085 | 055469 | CR=0,056; MRE = 23,0%; GCI=0,16
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CG5 0,2051 | 0,0783 0,7167 CR=0,019; MRE = 13,5%; GCI=0,05
CG6 0,1634 | 0,5396 0,2970 CR=0,010; MRE = 9,6%; GCI=0,03
CG7 0,2000 0,2000 0,6000 CR=0,000; MRE = 0,0%; GCI=0,00
CG8 0,2493 0,1571 0,5936 CR=0,056; MRE = 23,0%; GCI=0,16
CG9 0,4434 0,1692 0,3874 CR=0,019; MRE = 13,5%; GCI=0,05
CG10 0,6483 | 0,1220 0,2297 CR=0,004; MRE = 6,1%; GCI=0,01
CGl1 0,5584 | 0,1220 0,3196 CR=0,019; MRE = 13,5%; GCI=0,05

Téng hop
0,3890 0,1712 0,4398 CR=0,002; MRE =4,0%; GCI=0,00

(== 1,000)

Chi s6 dong thuan S* 77,9%

(3) Trong s6 tiéu chi cap 2 vé Phuong phap thir

Céac y kién chuyén gia dong thuan & mic cao (77,9%) cho danh gia va
Iwa chon tiéu chi vé Tan xuat thuc hién phép thir (18) cdé mirc dd quan trong
nhét trong 03 tiéu chi vé Phurong phap thlr, xép thr 2 1atiéu chi vé S6 phép thir
dwoc cong nhan (16). Trong s tiéu chi vé Phrong phap thtr ndi bd (17) & mic
rat thdp so voi hai tiéu chi con lai. Nhém ra quyét dinh dat yéu cau veé tinh nhat
quan & muc t6t véi chi s CR = 0,002 (CR cua cac chuyén gia dao dong tur
0,000 dén 0,056), MRE% = 4,0% (rdt thdp so v&i nguwing cho phép 12 50%),
giatri GCI tong hop 1a0,000. Céc két qua clia tlrng chuyén gia trong nhém 11
ngudi duoc trinh bay chi tiét tai bang 3.21.

Bang 3.22. Tong hop trong SO tiéu chi danh gié cap 3 vé Kinh phi thu theo
nhom ra quyét dinh 11 nguoi

Th ti chuyén i 'I;in.h nhat qu.én (n=3) .

. 19 110 111 (Yéu cau: CR<0,1; MRE < 50%;
ga(Co) GCI <0,31)

CGl1 0,5396 | 0,1634 0,2970 CR=0,010; MRE = 9,6%; GCI=0,03
CG2 0,6608 | 0,2081 0,1311 CR=0,056; MRE = 23,0%; GCI=0,16
CG3 0,4579 | 0,1260 0,4161 CR=0,010; MRE = 9,6%; GCI=0,03
CG4 0,4286 | 0,1429 0,4286 CR=0,000; MRE = 0,0%; GCI=0,00
CG5 0,5396 | 0,2970 0,1634 CR=0,010; MRE = 9,6%; GCI=0,03
CG6 0,4934 | 0,3108 0,1958 CR=0,056; MRE = 23,0%; GCI=0,16
CG7 0,4579 | 0,1260 0,4161 CR=0,010;, MRE = 9,6%; GCI=0,03
CG8 0,5816 | 0,1095 0,3090 CR=0,004; MRE = 6,1%; GCI=0,01
CG9 0,6370 | 0,1047 0,2583 CR=0,004;, MRE = 6,1%; GCI=0,01
CG10 0,4286 | 0,1429 0,4286 CR=0,000; MRE = 0,0%; GCI=0,00
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CG11 0,539 | 0,1634 0,2970 CR=0,010; MRE = 9,6%; GCI=0,03
Tong hop
0,5386 0,1674 0,2940 CR=0,001; MRE =2,7%; GCI=0,00
(== 1,000)
Chi s6 dong thuan S* 90,8%

(4) Trong s0 tiéu chi cap 3 vé Tai chinh

Cac tiéu chi cip 3 vé Tai chinh duoc phan cap riéng cho Kinh phi thu va
Kinh phi chi. Céc két qua duoc thé hién & bang 3.22 va 3.23.

Trong nhdm cac tiéu chi cdp 3 cta Kinh phi thu thi tiéu chi Kinh phi
thudng xuyén cap tlr ngan sach (19) chiém trong sb cao nhat la 0,5386, phan
con lai chia cho 02 tiéu chi 110 va 111 trong do tiéu chi Kinh phi khéng thuvong
xuyén cap tir ngan sach (110) cé trong so cao hon Kinh phi thu sw nghiép (111).
Mtrc d6 dong thuan clia cac chuyén gia cling rat cao (90,8%) va cac chi so vé
tinh nhat quan déu dat yéu cau.

Veé Kinh phi chi, tiéu chi Kinh phi chi cho nhan sy (112) dwoc coi trong
hon 03 tiéu chi con lai, ké tiép latrong so cliatiéu chi Kinh phi chi cho thiét bi
vaKinh phi chi cho hoat dong chuyén mon (115). Xép cudi cung latrong sb clia
Kinh phi mua mau (114). Mtc dd nhit quén clia cac ma tran so sanh Kinh phi
chi khéng t6t bang Kinh phi thu voi chi sd dong thuan & mitc cao (82,8%) tuy
nhién cac chi s nhat quan déu dat yéu cau qui dinh.

Bang 3.23. Tong hop trong SO tiéu chi danh gia cdp 1 ciaKinh phi chi
theo nhém ra quyét dinh 11 nguoi

Thi tw Tinh nhat quan (n=4)
chuyéngia| 112 113 114 115 (Yéu cau: CR<0,1; MRE < 33%; GCI
(CG) <0,35)

CG1 0,3659 | 0,1238 | 0,2326 | 0,2778 | CR=0,017; MRE = 17,5%; GCI=0,06

CG2 0,2500 | 0,2500 | 0,2500 | 0,2500 | CR=0,000; MRE = 0,0%; GCI=0,00

CG3 0,5260 | 0,2338 | 0,0829 | 0,1573 | CR=0,058; MRE = 32,4%; GCI=0,21

CG4 0,5320 | 0,1854 | 0,0971 | 0,1854 | CR=0,002; MRE = 5,3%; GCI=0,01

CG5 0,4801 | 0,2042 | 0,0736 | 0,2421 | CR=0,019 MRE = 18,4%; GCI=0,07

CG6 0,2413 | 0,5559 | 0,0412 | 0,1617 | CR=0,048; MRE = 29,5%; GCI=0,17

CG7 0,4782 | 0,2950 | 0,0735 | 0,1534 | CR=0,043; MRE = 28,0%; GCI=0,10

CG8 0,4000 | 0,2000 | 0,2000 | 0,2000 | CR=0,000; MRE = 0,0%; GCI=0,00

CG9 0,7186 | 0,1554 | 0,0630 | 0,0630 | CR=0,033; MRE = 24,6%; GCI=0,12

CG10 0,2390 | 0,3397 | 0,1404 | 0,2808 | CR=0,022; MRE = 20,1%; GCI=0,08
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CGl1 0,4642 | 0,1839 | 0,0975 | 0,2544 | CR=0,045; MRE =28,7%; GCI=0,16
Tong hop
(Z= 0,4361 | 0,2459 | 0,1138 | 0,2041 | CR=0,002; MRE =6,6%; GCI=0,01
1,000)
Chi s6 dong thuan S* 82,8%

3.1.4.2. CAc tiéu chi danh gia thudc cac nhémkét qua dau ra

(1) Trong s6 tiéu chi danh gia cap 1 cla Két qua dau ra va tiéu chi danh
gia cdp 2 clia Chét lwong mau

KEét qua & bang 3.24 cho tiéu chi danh gia cap 1 cla dau ra chi bao gém
hai tiéu chi chinh la Pac diém mau va Chat lvong mau trong do Chét luong
mau duoc danh gia quan trong hon nhiéu voi trong s téng hop 120,7010. 10/11
chuyén gia déu lva chon mirc so sanh nay, chi duy nhat 01 chuyén gia theo
chiéu huéng nguoc lai hoan toan tuy nhién mic do dong thuan van coi nhuw &
mirc cao (81%).

Pai vai tieu chi danh gia cip 2 ctia Chét lwong thudc, mau thir duoc chia
thanh 02 d6i twong thir 1a thudc hda dwgc va thude dugc liéu, duoc lieu. KEt
gua cho thay da sd cac chuyén gia déu dé cao s quan trong ctia doi twong thir
lathudc hoéa dwoc (8/10 nguai) so voi thude dwoc liéu, dwoc liéu, 03 ngudi con
lai lwa chon bang nhau cho 02 d6i tugng thir. K&t qua téng hop véi sy dong
thuan & murc rat cao cho két qua trong sb clia doi twong thir [a thude hoa duoc
gan gap doi trong sb cliathudc dwoc liéu va duoc liéu.

Bang 3.24. Tong hop trong sB tiéu chi danh gia cép 1 vé Két qua dau rava
Chét lugng mau theo nhdm ra quyét dinh 11 ngui

Két qua dau ra Chét lvong mau
Tht ty chuyén gia(CG) | Bac diém | Chétluong | Thudchda | Thude duoc liéu,
mau mau duoc duoc liéu
CG1 0,3333 0,6667 0,6667 0,3333
CG2 0,2000 0,8000 0,7500 0,2500
CG3 0,2000 0,8000 0,5000 0,5000
C4 0,2000 0,8000 0,6667 0,3333
CG5 0,2500 0,7500 0,7500 0,2500
CG6 0,3333 0,6667 0,5000 0,5000
CG7 0,1670 0,8330 0,5000 0,5000
CG8 0,5000 0,5000 0,7500 0,2500
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CG9 0,7500 0,2500 0,6667 0,3333

CG10 0,2500 0,7500 0,7500 0,2500

CG11 0,2500 0,7500 0,7500 0,2500
Téng hop (Z=1,000) | 0,2990 0,7010 0,6656 0,3344
Chi s6 dong thuan S* 81% 92,5%

(2) Trong s6 tiéu chi danh gia cdp 2 vé Bac diém mau

B&n tiéu chi cip 2 clia Két qua dau ra vé Dac diém mau tao matran 4x4
(bang 3.25) trong d6 trong sB t6ng hop cé giatri 16n nhét lavé Thanh phan mau
chiém 38,64%, tiép theo la Dang bao ché, tiép dén Noi l1dy miu va xép cubi
clng la Xudt x&r mau véi trong 6 14,61%. Chi s dong thuan clia 11 nguoi &
mirc rét cao (86,1%), chi sd nhat quan téng hop CR=0,01 va GCI bang 0,00, sai
s twong doi trung binh MRE% & miic rat thap so véi yéu cau, chi 4,3%. Tinh
nhét quan & 11 matran so sanh ctiatirng ca nhan riéng 1é cling dat yéu cau voi
giatri CR I6n nhat 1a 0,044; GCI |6n nhét 1a 0,16, MRE% lén nhat 1a 28,2%
khi so sanh v&i mirc gi¢i han phai dat twong rng lan lwot cla 3 chi sb nay la
0,1; 0,35 va 33%.

Béang 3.25. Téng hop trong S5 tiéu chi danh gia cip 2 vé Bac diém mau
theo nhém ra quyét dinh 11 nguoi

Th tw Noi |3 XUt Thanh Dan Tinh nhét quan (n=4)
chuyén gia mauy cimi | PR | Cﬂé (Yéu ciu: CR<0,1; MRE < 33%; GCl
(CG) mau <0,35)

CG1 0,1601 | 0,094 | 0,4673 | 0,2772 | CR=0,011; MRE = 14,3%; GCI=0,04

CG2 0,2046 | 0,1692 | 0,3383 | 0,2879 | CR=0,022; MRE = 20,1%; GCI=0,08

CG3 0,1420 | 0,1331 | 0,3776 | 0,3472 | CR=0,003; MRE = 23,2%; GCI=0,11

CG4 0,1276 | 0,420 | 0,3828 | 0,3475 | CR=0,008; MRE = 11,7%; GCI=0,03

CG5 0,0877 | 0,0877 | 05857 | 0,2389 | CR=0,008; MRE = 11,7%; GCI=0,03

CG6 0,3750 | 0,1250 | 0,3750 | 0,1250 | CR=0,000; MRE = 0,0%; GCI=0,00

CG7 0,464 | 0,1036 | 0,4393 | 0,3107 | CR=0,044; MRE = 28,2%; GCI=0,16

CG8 0,3905 | 0,381 | 0,2761 | 0,1953 | CR=0,044; MRE = 28,2%; GCI=0,16

CG9 0,2500 | 0,2500 | 0,2500 | 0,2500 | CR=0,000; MRE = 0,0%; GCI=0,00

CG10 04444 | 0,2222 | 0,2222 | 0,1111 | CR=0,000; MRE = 0,0%; GCI=0,00

CGl11 0,2270 | 0,223 | 0,4236 | 0,2270 | CR=0,004; MRE =8,3%; GCI=0,01

Téng hop

0,2193 | 0,1461 | 0,3864 | 0,2482 | CR=0,001; MRE =4,3%; GCI=0,00
(==1,000)
Chi s6 dong thuan S* 86,1%
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(3) Trong s6 tiéu chi danh gia cap 3 vé Noi ldy mau, Xuét x( mau va Thanh
phan mau

K&t qua & bang 3.26 cho thay tiéu chi danh gia vé Mau 18y tai bénh vién
(01) duoc danh gia cao hon tiéu chi Mau |8y tai nha thuc (O2) véi giatri vé
trong 6 gdp do6i nhau. Trong khi d6, hai cap tiéu chi vé xudt xir mau laMau ldy
san xudt trong nwdc (O3) vaMau 18y xudt xir nude ngodi (04) co s chénh léch
khong dang ké. Ba ma tran so sanh déu cé chi s dong thuan & mic rat cao
(90,9%, 95,5% va92,1% lan luot cho Noi 18y mau, X uét x(r mau va Thanh phan
mau).

Béang 3.26. Téng hop trong S0 tiéu chi dénh gié cap 3 vé Noi 1y mau,
Xuéat x(r mau va Thanh phan mau theo nhém ra quyét dinh 11 nguoi

Tht tw chuyén Noi ldy mau X udt Xt mau Thanh phan mau
gia(CG) 01 02 o3 o4 05 06
CG1 0,6667 | 0,3333 0,5000 0,5000 0,3333 0,6667
CG2 0,5000 | 0,5000 | 0,5000 | 0,5000 0,5000 0,5000
CG3 0,5000 | 0,5000 | 0,5000 | 0,5000 0,5000 0,5000
CG4 0,6667 | 0,3333 | 0,5000 | 0,5000 0,5000 0,5000
CG5 0,7500 | 0,2500 0,5000 0,5000 0,3333 0,6667
CG6 0,6667 | 0,3333 0,5000 0,5000 0,6667 0,3333
CG7 0,5000 | 0,5000 0,5000 0,5000 0,3333 0,6667
CG8 0,5000 | 0,5000 | 0,5000 | 0,5000 0,3333 0,6667
CG9 0,3333 | 0,6667 | 0,5000 | 0,5000 0,5000 0,5000
CG10 0,5000 | 0,5000 | 0,6667 | 0,3333 0,3333 0,6667
CG11 0,6667 | 0,3333 0,5000 0,5000 0,3333 0,6667
Tong hop
(== 1,000) 0,6667 | 0,3333 | 0,5157 | 0,4843 | 10,4220 0,5780
Cthh' jgndgfg 90,9% 95,5% 92,1%

(4) Trong s6 tiéu chi danh gia cap 3 vé Dang bao ché

Bang 3.27 cho thdy matran so sanh 3 tiéu chi danh gia cap 3 vé dang bao
ché cho két qua dong thuan tlr 11 ngudi 6 murc rat cao (85,2%). Mirc dé dong
thuan nay lattr 9/11 nguoi lva chon tiéu chi danh gia vé Thuoc tiém va dich
truyén (09) la quan trong nhét voi, két qua nay cling lakét qua tong hop chung
ctia nhém chuyén giara quyét dinh. Bén canh chi sd dong thuan rat cao thi chi
sO nhét quan clia ma tran so sanh tong hop cling rat tot véi CR = 0,001 so V6
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gi¢i han cho phép <0,1; MRE % = 2,3% s0 v6i gi¢i han <50% (n=3) va chi sb

GClI béng 0.

Bang 3.27. Tong hop trong SO tiéu chi danh gia cap 3 vé Dang bao ché
theo nhém ra quyét dinh 11 nguoi

Thit tw chuven Tinh nhat quan (n=3)
- (ce)y o7 08 09 (Y&u cau: CR<0,1: MRE < 50%;
g GClI <0,31)

CGl 0,5714 | 0,2857 0,1429 CR=0,000; MRE = 0,0%; GCI=0,00
CG2 0,6250 | 0,2385 0,1365 CR=0,019; MRE = 13,5%; GCI=0,05
CG3 0,4000 0,4000 0,2000 CR=0,000; MRE = 0,0%; GCI=0,00
C&4 0,4434 0,3874 0,1692 CR=0,019; MRE = 13,5%; GCI=0,05
CG5 0,6527 0,2851 0,0623 CR=0,077; MRE = 26,8%; GCI=0,22
CG6 0,6548 | 0,2499 0,0953 CR=0,019; MRE = 13,5%; GCI=0,05
CG7 0,2790 | 0,6491 0,0719 CR=0,068; MRE = 25,2%; GCI=0,19
CG8 0,4000 | 0,4000 0,2000 CR=0,000; MRE = 0,0%; GCI=0,00
CG9 0,5936 0,2493 0,1571 CR=0,056; MRE = 23,0%; GCI=0,16
CG10 0,2311 0,7085 0,0603 CR=0,074; MRE = 26,4%; GCI=0,21
CG11 0,5584 0,3196 0,1220 CR=0,019; MRE = 13,5%; GCI=0,05

Tong hop
0,4970 0,3769 0,1261 CR=0,001; MRE =2,3%; GCI=0,00

(== 1,000)

Chi s6 dong thuan S*

85,2%

(5) Trong so tiéu chi danh gia cap 3 vé Thudc hoa dwoc, Thudc dugc liéu

va duoc liéu

Két qua & bang 3.28 cho thay trong so tong hop tir 11 nguoi cho tiéu chi
danh gia vé hoat chat kiém nghiém va dwoc liéu kiém nghiém cé vai trd quan
trong hon tiéu chi danh gia vé ty 1é phan tram thudc hda dugc kiém nghiém du
chi tiéu varty Ié phan tram thudc déng dwoc, dwoc liéu duoc kiém nghiém véi
hé sb dong thuan rat cao déu cao hon 92%. Tuy nhién mic dd khac biét vé gia
tri trong sO gilra 4 tiéu chi danh gia nay la 010, O11, 012, 013 khéng nhiéu
cho thdy 04 tiéu chi déu co vai trd quan trong nhat dinh d6i véi chét lvong mau
duoc thir nghiém hay chinh la chat lwvong hoat dong ki€ém nghiém, kiém tra
giam sét chét lvong mau 1y |a thude dang lwu hanh trén thi truong.
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Bang 3.28. Tong hop trong b tiéu chi danh gia cdp 3 vé Thudc héa duoc,
Thudc duoc liéu va duoc liéu theo nhdm ra quyét dinh 11 nguoi

Tht tu chuyén Thudc héa duoc Thudc duoc liéu va duoc liéu
gia(CG) 010 O11 O12 013

CG1 0,5000 0,5000 0,6667 0,3333
CG2 0,6667 0,3333 0,6667 0,3333
CG3 0,5000 0,5000 0,5000 0,5000
CG4 0,6667 0,3333 0,6667 0,3333
CG5 0,6667 0,3333 0,6667 0,3333
CG6 0,6667 0,3333 0,5000 0,5000
CG7 0,5000 0,5000 0,5000 0,5000
CG8 0,5000 0,5000 0,6667 0,3333
CG9 0,6667 0,3333 0,3333 0,6667
CG10 0,5000 0,5000 0,6667 0,3333
CG11 0,6667 0,3333 0,6667 0,3333

Tong hop (== 0,5630 0,4370 0.5780 0.4220
1,000) ' '

Cthh' jgndgfg 92,4% 92,1%

3.1.4.3. Trong sb tong hop cla cac tiéu chi danh gia xép hang

Trong S8 t6ng hop cla céc tiéu chi danh gia xép hang cudi cling bang
tich céc trong s6 &@ méi cip trong cuing mdt nhém twong (’ng sao cho dam bao
tong trong sO clia 28 tiéu chi danh gia cudi cung la 1,000 (twong (rng 100%).
KEt qua tinh trong sb cla cac tiéu chi danh gia thu duoc tir két qua nhdom céc
chuyén gia (n=11) cho thdy mot so tiéu chi danh gia cé mirc d6 quan trong nhat
va chiém trong s6 16n (khoang 10% trd 1én) nhw s6 lwgng hoat chat da kiém
nghiém (13,13%), s6 lvong mau thudc hoa dugc kiém nghiém da chi tiéu
(10,19%), nang lwvc nhan s kiém nghiém (10,18%), hiéu qua hoat dong clia
nhan s kiém nghiém (10,00%); nhém tiéu chi c6 mic dd quan trong vira (co
trong s0 khoang 4% dén dudi 10%) nhu sd luvong duoc liéu da kiém nghiém
(6,77%), doi ngti nhan su (5,10%), sO lugng mau thudc duoc liéu va dwoc liéu
dakiém nghiém (4,95%), hiéu qua str dung thiét bi (4,81%) va kinh phi thuong
xuyén tlr ngan sach nha nuwéc (4,66%). Nhém cac tiéu chi con lai ¢6 trong sO
dao ddng trong khoang tir 0,47 — 2,54%.
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Riéng tiéu chi cap 2 vé 0 lvong thiét (14) bi lién quan dén 15 loai thiét
bi, 6 lwvgng theo tirng loai nay la chi sb do lvong twong (rng vai tiéu chi cap 3
vGi trong s6 clia moi loai thiét bi 1a bang nhau va cing bang 1/15 twong tng
nén trong sd téng hop ciiamai loai thiét bi 1&0,0161/15 = 0,0011.

Riéng tiéu chi cap 2 vé phép thir dvoc cong nhan 16, chia 2 loai 1a phép
thtr dwgc cong nhan chung theo danh muc clia don vi (chiém trong s 0,2) va
phép thir dwgc cong nhan cé trong danh muc 28 phép thir Iva chon (chiémtrong
s0 0,8) do d6 trong sO lan lwot cial6-11a0,0041 val6-2 1a0,0163.

Riéng tiéu chi cap 2 vé tan xudt thwc hién phép thir (18) chia5 nhém phép
thir tir 18-1 dén 18-5, mbi nhdm lachi s6 do luong twong (ng véi tiéu chi cip 3
VvGi trong 8 cliamdi nhom phép thir 140,0230/5 = 0,0046. Nhém phép thir |8-
5 ti€p tuc chianhd thanh céc phép thir vi sinh, duoc ly clia ché pham
Bang 3.29. Tong hop trong sb céc tiéu chi danh gia

Tiéu chi Tiéu Trong Tiéu Trong | Tiéu | Trong p x
iéu chi Ry P g P Ry P Trong so Xép
chinh chicap | sbcap | chicap | sbcap | chicap | sbcap tnghop | hang
1 1 2 2 3 3 i '

. 11 0,2018 0,0510 6

N;‘fa” 05057 | 12 | 04027 01018 | 3

' 13 0,3955 0,1000 4

X Thiét 14 0,2508 0,0161 18
dgﬁ“\g) i | 2128 5 07492 0,0481 8
phép 0,1047 17 0,1712 0,0090 26

thtr 18 0,4398 0,0230 13

Kinh 19 0,5386 0,0466 9

phi thu 0,6619 110 0,1674 0,0145 19

111 | 0,294 | 0,0254 11

112 0,4361 0,0193 16

- 113 0,2459 0,0109 23

ler"lh 0,2614 . 114 | 01138 | 00050 | 27

in
ohi chi | %3381

115 0,2041 0,0090 25

Két qua o 0,299 | Noi lay 01 0,6667 0,0219 14
dauqra Cﬁg‘; miu | 9?19 02 03333 | 00109 22
(0,5000) | XUBt | 146 | O3 | 05157 | 00113 21
X mau ’ o4 0,4843 | 0,0106 24
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Thanh 05 0422 | 00244 12
phan | 0,3864
mau 06 | o578 | 00334 | 10

o7 0,497 0,0184 17

Dang 0,2482 08 0,3769 | 0,0140 20

bao ché o8
09 | 01261 | 0,0047
Thuoc 010 | 0563 | 0,1313 1
héa | 0,6656
) dUoC O11 | 0437 | 0,019 2
Chat Thuﬁc
Iugng 0,701 qUoC 012 | 0578 | 0,0677 5
mau liduva | 0,3344
duoc 013 | 0422 | 0,0495 7
liéu
Tong 1,0000
cong

khong vo khuan va ché pham vo khuan, véi trong sd twong (ng chia déu la
0,0046/2 = 0,0023.

Riéng tiéu chi O11 vé mau |4y hoa duoc thuc hién kiém nghiém day du
chi tiéu dwoc chianho hon thanh 02 tredng hop mau kiém nghiém day dua chi
tiéu vatheo tiéu chuan clia nha san xuéat chiém trong sd 0,6 va theo tiéu chuan
&p dung chiém trong s6 0,4. Khi dd, trong so tong hop clia O11-1 1a0,0407 va
0O11-21a0,0612.

Ké&t qua vé tinh nhat quan (CR) ctia nhém chuyén gia (n=11) déu dat yéu
cau cla phuwong phap phan tich thir bac (CR<0,1) va dat dwvoc si dong thuan
tot trong nhém khi ti€én hanh 16 lan danh gia so sanh cdp cac tiéu chi danh gia
(11/16 hé sb dong thuan & muc rat cao = 85%; 04/16 hé s6 dong thuan & miic
cao tlr 75% - 85%, chi c6 01/16 hé s6 dong thuan & mic trung binh [a69,3%).
3.2. Banh gia va xép hang céac trung tam kiém nghiém thudc tuyén tinh,
thanh phé duoc lva chon

Noi dung nay sé trinh bay hai hinh thirc &p dung bo tiéu chi danh gia dé
danh gia xép hang cac don vi dwoc lwvachon nhu sau:

(1) Banh gia xép thr hang cac TTKN & quy mo6 nhd: Banh gia va xép
thtr hang 04 TTKN duoc lwva chon bao gom TTKN tinh Yén Bai, Lai Cai, Hoa
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Binh vaBic Kan theo 28 tiéu chi danh gia theo hinh thtrc so sanh cip (M6 hinh
so sanh - Relative Models) va xép thtr tu tir cao xudng thap theo giatri trong so
tong hop clia04 TTKN tir 16n tdi nho.
(2) Banh gia xép th* hang va phan loai cac TTKN & quy md hé thdng:
DPanh gia 50 TTKN theo 02 tiéu chi danh gia vé phép thir dwgc cong nhan (16)
vakiém nghiém mau dd chi tiéu theo tiéu chuan &p dung (011), &p dung hinh
thirc cho diém theo thang phan loai (M6 hinh xép hang — Rating Models). Két
qua cudi cling co thé xép thir ti cdc TTKN tlr cao xudng thdp dong thoi phan
loai cac TTKN & cac mirc do danh gia Rat tot/Tot/Kha/Trung binh/Kém/Y éu
theo trong sO clatlrng tiéu chi vatrong sd tong hop clia 02 tiéu chi duoc lva
chon dé danh gia.
3.2.1. banh gia va xép thir hang mét sb don vi duoc lwa chon theo 28 tiéu chi
danh gia (M6 hinh so sGnh — Relative Models)
Can clr vao chi s0 do lvong tlr 11 dén 115 va O1 dén O13 clia 4 TTKN duoc lva
chon, tién hanh so sanh cap lan lwgt 2 trong 6 4 TTKN, hinh thanh matran so
sanh 4x4 tir d6 tinh duoc trong s6 clatirng TTKN theo tirng tiéu chi. Trong sb
t6ng hop cla tirng TTKN cho tirng tiéu chi s& bang tich trong s6 clia TTKN
nhan véi trong SO cla tiéu chi duwoc danh giad. S6 liéu dung cho tinh toan cac chi
sO do lwong ciia 04 TTKN chi tiét tai Phu luc 10.
CACYEU TO PAU VAO
Vé Nhan si: KEt qua so sanh theo cac tiéu chi danh gia vé Boi ngl nhan su
(11), Nang luc nhan s (12) va Hiéu qua hoat dong vé nhan sy (13) & bang
3.30 cho thdy TT4 déu dan dau vé ca 3 tiéu chi danh gi4, tiép dén 1A TT3,
TT2vaTT1 cod su trao doi vi tri xép hang 3 va 4 doi vdi tiéu chi danh gia vé
nang lwc nhan sy tuy nhién két qua tdng hop cho TT2 ding & vi tri thir 3 va
TT1 xép hang cudi. 03 don vi TT3, TT2 vaTT1 c6 sy chénh Iéch vé trong
sO khong dang ké tuy nhién ca hai déu céch biét nhiéu so véi TT4 (chiém
khoang 30-36% so v(i trong s clia TT4).
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Bang 3.30. Trong sd ctia cac TTKN theo tiéu chi danh gia vé Boi ngii
nhan sy 11, Nang lwc nhan sy 12 va Hiéu qua hoat dong cllanhan sy 13

Trong Trona 5 Xép
Chi <6 do Matran so sénh B0 | o9 thi
: . tong hop
lvong sanh hang
TT1 | TT2 | 113 | TT4 |
11=0,0510
TT1 30,4 1 1 1 1/4 0,1513 0,0077 4
TT2 34,5 1 1 1 1/3 0,1622 0,0083 2
TT3 38,5 1 1 1 1/3 0,1622 0,0083 2
TT4 62,5 3 4 3 1 0,5243 0,0267 1
Tong cong 1,0000 | 0,0510
(11)
Tt | cp-0,004| GCI= 001 | MRE=83%
quan (I11)
12=0,1018
TT1 21,1 1 1 1 1/4 0,1469 0,0149 3
TT2 18,5 1 1 1/2 1/4 0,1236 0,0126 4
TT3 28,6 1 2 1 1/3 0,1886 0,0192 2
TT4 57,1 4 4 3 1 0,5409 0,0551 1
Tong cong
(12) 1,0000 0,1018
Tinhnhat | - 0017 | GCI=006 | MRE=17,5%
quan (12)
13 =0,1000
TT1 55 1 1 1 1/3 0,1713 0,0171 3
TT2 56 1 1 1 1/3 0,1713 0,0171 3
TT3 63 1 1 1 1/2 0,1907 0,0191 2
TT4 119 3 3 2 1 0,4667 0,0467 1
Tong cong
03 1,0000 | 0,1000
Tinhnhat | -0 — 0008 |  GCI=003 | MRE=117%
guan (13)
Tong hop theo trong so
(11+12+13) 0,0397 | 0,0380 | 0,0466 | 0,1285
Tong hop theo ty 1é
(11+12+13) 0,3089 | 0,2957 | 0,3625 | 1,0000
Xép thr hang vé Nhan 3 4 5 1
SK
Bang 3.31. Trong sO clia cdc TTKN theo tiéu chi danh gia vé S6 lvgng
thiét bi (14)
14 = 00161 S6 lvgng theo tirng loai thiét bi (chiéc) Trong s theo tirng loai thiét bi
s TT1 TT2 TT3 T4 TT1 TT2 TT3 TT4
HPLC 02 02 01 02 0,2827 | 0,2857 | 0,1429 | 0,2857
UV-VIS 01 01 02 02 0,1667 | 0,1667 | 0,3333 | 0,3333
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Chuan do 01 01 02 01 | 0,2000 | 0,2000 | 0,4000 | 0,2000

dién thé

Chuan do 01 01 | 04500 | 0,0500 | 0,0500 | 04500

Karl-Fischer

AAS 01 | 0,0833 | 0,0833 | 0,0833 | 0,7501

Shc ky khi 01 0,7501 | 0,0833 | 0,0833 | 0,0833

D6 hoatan 01 02 02 | 0,2240 | 0,3705 | 0,0350 | 0,3705

Phan cuc ke, 02 02 | 0,0500 | 0,0500 | 0,4500 | 04500

khuc xa ké

Eh%LC khoi 02500 | 0,2500 | 02500 | 0,2500

Sac ky khi o1 01 | 0,0500 | 04500 | 0,0500 | 0,4500

khéi phd

Quang pho o1 0,0833 | 0,7501 | 0,0833 | 0,0833

hong ngoali

May do 01 | 00833 | 0,0833 | 0,0833 | 0,7501

diém chay

Phong sach

dat tidu

i GLP. 0,2500 | 0,2500 | 0,2500 | 0,2500

WHO

TU an toan

snhhoccap |y 03 02 02 | 03919 | 0,3203 | 0,1439 | 0,1439

2, buéng

thoi khi sach

May do kich

thuéc tidu 0,2500 | 0,2500 | 0,2500 | 0,2500

phan

Trong 0 11 11 09 16 | 0,0038 | 0,0039 | 0,0029 | 0,0055
tong hop

Xép thir 3 5 4 1
hang

Bang 3.32. Trong s0 ctia cdc TTKN theo tiéu chi danh gia vé Thiét bi (S6
lvgng thiét bi 14 vaHiéu qua st dung cliathiét bi I5)

Chi S5 do Matran so sanh Ttpng 'I;roﬁng Xé’p
wong | TT1 | TT2 | TT3 | Tra | £ | Stong | tho
sanh hop hang
15=10,0481
TT1 70 1 1/2 1 1 0,2096 | 0,0010 4
TT2 115 2 1 1 1 0,2979 | 0,0014 1
TT3 92 1 1 1 1 0,2463 | 0,0012 2
TT4 85 1 1 1 1 0,2463 | 0,0012 2
Tong
cong (15) 1,0001 | 0,0481

78




(thr:r‘]r(‘rg)t 5,523 GCI=008 | MRE=201%
14 = 0,0161 0,0038 | 0,0039 | 0,0029 | 0,0055
;Gaii‘%gtheo”ong 0,0139 | 0,0182 | 0,0147 | 0,0173
5?2?5?‘7'0 theo ty1é | 7637 | 1,0000 | 0,8077 | 0,9505

Ve Thiét bi: K&t qua so sanh theo cac tiéu chi danh gia vé S6 luong thiét bi
(14) vaHiéu qua sir dung Thiét bi (15) & bang 3.31 va3.32 chi rarang TT4
duwoc dau tv nhiéu nhat vé sd lvgng va chiing loai trang thiét bi so véi 03
TTKN con lai tuy nhién thiét bi duoc khai thac cho cac chi tiéu thir nghiém
dé kiém tra chat lvong thube 1a mau 1y khong cao bang TT2 1a don vi co
trang thiét bi it hon nhiéu so véi TT4. TT3 vaTT1 khong c6 s chénh [éch
nhiéu vé s6 lvgng thiét bi cling nhw hiéu qua sir dung thiét bi valan lwvot xép
hang thit 3 va 4. Tong hop chung vé thiét bi, TT2 dirng vi tri cao nhét tuy
nhién khéng chénh |éch nhiéu véi vi tri latht 21aTT4, TT3vaTT1 chiasé
vi tri thir 3 va4, trong sd clia hai don vi nay hon nhau khéng dang ké (khoang
0,08% so v6i giatri trong s tong la 1).

Bang 3.33. Trong s clia cac TTKN theo tiéu chi danh gia vé Phép thir
duoc cong nhan (16)

ghi Matrén so sanh Trong sb | Trong sO Xép
16=0.0204 1 & O 111 | 112 | TT3 | TT4 | 0sAh | Bnghop | TV
wong hang
16-1=0,0041 (Tdng s6 phép thr dwoc cong nhan cho ddi twong thudc)
TT1 A 1 1 2 1 0,2894 0,0012 1
TT2 32 1 1 2 2 0,2894 0,0012 1
TT3 21 1/2 1/2 1 2 0,1750 0,0007 4
TT4 27 1 1 1 1 0,2463 | 0,0010 3
. x . CR=0,022 GCI=0,08 MRE
Tinh nhat quan = 20,1% 1,0001 | 0,0041
16-1=0,0163 (Tong s6 phép thir dwoc cong nhan thudc danh muc 28 phép thir lwva chon)
TT1 17 1 1 3 1 0,3000 0,0049 1
TT2 18 1 1 3 1 0,3000 | 0,0049 1
TT3 07 1/3 1/3 1 1/3 0,1000 0,0016 4
TT4 17 1 1 3 1 0,3000 | 0,0049 1
Tinh nhat quan CR=0,0 GCl = 0,0 MRE =0%
Tong cong (16) 0,0061 | 0,0061 | 0,0023 | 0,0059 | 1,0000 0,0204
Xép thir hang 1 1 4 3
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Bang 3.34. Trong 0 clia cac TTKN theo tiéu chi danh gia vé Tan xuat
thurc hién phép thir (18)

Chi

Matran so sanh

Trong

_ ~ " Trong sb
18=0,0230 so do 0 so0 -
lwong TT1 TT2 TT3 TT4 <nh tong hop
18-1=0,0046
TT1 48 1 1 1/2 1/2 0,1750 | 0,0008
TT2 67 1 1 1 1 0,2463 | 0,0011
TT3 74 2 1 1 1 0,2894 | 0,0013
TT4 76 2 1 1 1 0,2894 | 0,0014
. o 2 CR=0,022 GCI=0,08 MRE =
Tinh nhat quan 20,1% 1,0000 | 0,0046
18-2=0,0046
TT1 72 1 1/3 1 1/4 0,1206 | 0,0006
TT2 175 3 1 2 1 0,3458 | 0,0016
TT3 107 1 1/2 1 1/2 0,1580 | 0,0007
TT4 190 4 1 2 1 0,3756 | 0,0017
Tinh nhat quan CR=0017 GCI N y 0,06 MRE=175 1,0000 | 0,0046
18-3=0,0046
TT1 5 1 2 8 4 0,5269 | 0,0024
TT2 3 1/2 1 5 2 0,2790 | 0,0013
TT3 1 1/8 1/5 1 1/2 0,0624 | 0,0003
TT4 2 1/4 1/2 2 1 0,1317 | 0,0006
Tinh nhat quan CR=0,002 GClI=001 MRE=6,4% | 1,0000 | 0,0046
18-4=0,0046
TT1 0 1 1 1 1/9 0,0833 | 0,0004
TT2 0 1 1 1 1/9 0,0833 | 0,0004
TT3 0 1 1 1 1/9 0,0833 | 0,0004
TT4 83 9 9 9 1 0,7501 | 0,0034
Tinh nhéat quan CR=0,0 GCl=00 MRE=0% | 1,0000 | 0,0046
18-5.1=0,0023
TT1 39 1 1 1 1 0,2500 | 0,0006
TT2 27 1 1 1 1 0,2500 | 0,0005
TT3 36 1 1 1 1 0,2500 | 0,0006
TT4 30 1 1 1 1 0,2500 | 0,0006
Tinh nhéat quan CR=0,0 GCl= 00 MRE=0% | 1,0000 | 0,0023
18-5.2=0,0023
TT1 0 1 1 1 1/9 0,0833 | 0,0002
TT2 0 1 1 1 1/9 0,0833 | 0,0002
TT3 0 1 1 1 1/9 0,0833 | 0,0002
TT4 14 9 9 9 1 0,7501 | 0,0017
Tinh nhéat quan CR=0,0 GCl=00 MRE=0% | 1,0000 | 0,0023
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Trong o tong 0,0050 | 0,051 | 00035 | 0,0094 0,0230
hop (18)
Xép thtr hang

(8) 3 2 4 1

Bang 3.35. Trong 0 clia cac TTKN theo tiéu chi danh gia vé Phuong phap
thr (Phép thir cong nhan 16, Phép thir ndi bd 17 va Tan xuat thuc hién phép thiy

18)
17 = 0.0090 Chi 6 do Matrgn 50 sanh Trong sb | Trong s6 ﬁi?
; lwvong TT1 | TT2 | TT3 TT4 so sanh | tong hop hang
TT1 0 1 1 1 1 0,2500 0,0022 1
TT2 0 1 1 1 1 0,2500 0,0022 1
TT3 0 1 1 1 1 0,2500 0,0022 1
TT4 0 1 1 1 1 0,2500 0,0022 1
Tong cong 1,0000 | 0,0088
(17)
Tinhnhat | cp-00| Gci= 00 MRE = 0 %
quan (17)
Tong hop theo trong
56 (16+17+18) 0,0133 | 0,0134 | 0,0080 | 0,0175
Tong hop theo ty 1é
(16417 418) 0,7600 | 0,7657 | 0,4571 | 1,0000
Xép thir hang vé
Phuong phap thi 3 2 4 !

Vé Phuong phap thir: K&t qua so sanh theo cac tiéu chi danh gia vé Phép thir
cong nhan - 16, Phép thtr ndi bd - 17 va Tan xuat thuc hién phép thir - 18 &
bang 3.33. 3.34 va 3.35 cho thdy TT4 & thir hang cao nhat véi trong sd clia
3 tiéu chi danh gia déu cao nhat vaco s chénh léch hon dang ké khi so sanh
vGi vi tri thir 2 (TT2) vavi tri thir 3 (TT1) (v&i mic cao hon khodng 1,3 1an)
va hon gép doi TT3. Su khéc biét gitta TT1 va TT2 la khong dang ké.

Veé Kinh phi thu: 04 don vi khéng cé khéc biét vé ngudn kinh phi thwong
xuyén. Tuy nhién, d6i v&i tiéu chi danh gia vé kinh phi khdng thwong xuyén
vathu dich vu, cac don vi c6 trong S0 rat khac biét. Bang 3.36 cho thdy TT3
c6 nguon kinh phi cho hoat dong chu yéu tir ngan sach thuwong xuyén, khéng
c6 kinh phi khéng thuwong xuyén va nguén thu dich vu rat thap vi vay TT3
xép thtr hang cudi. TT2 mdc du ngudn kinh phi khéng thwdng xuyén cling
bang TT4 nhwng thu tir dich vu lai thdp hon TT4 nén xép thir hang sau
TTKN nay. TT1 xép thi hang 1 khi dwgc cdp kinh phi thwdng xuyén cho
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muasam, phét trién cao nhat ddng thri mire thu dich vu binh quan dau ngudi
cling cao nhéat trong 04 don vi. Téng hop lai, TT1 ding thir 1 vé Kinh phi

thu, tiép dén1aTT4, TT2 vacudi cung laTT3.

Bang 3.36. Trong sd cliacac TTKN theo tiéu chi danh gia vé Kinh phi thu
(Kinh phi thuong xuyén 19, Kinh phi khéng thuwong xuyén 110 va Thu dich vu

111)
Chi sd do Matran so sanh Trong sO Sgr%nng %[(r? u?
lwong | TT1 | TT2 | TT3 | TT4 | sosanh g
hop | hang
19 = 0,0466
TT1 104,0 1 1 1 1 0,2500 0,0117 1
TT2 95,4 1 1 1 1 0,2500 | 0,0116 1
TT3 137,8 1 1 1 1 0,2500 0,0117 1
TT4 107,8 1 1 1 1 0,2500 | 0,0117 1
Tong cong
(19) 1,0000 | 0,0466
Tinhnhat | ~p 0 GCl = 0,0 MRE = 0%
guan (19)
110 = 0,0145
TT1 52,6 1 2 9 1 0,4437 | 0,0064 1
TT2 29,6 1/2 1 9 1 0,2607 | 0,0038 2
TT3 0 1/9 1/9 1 1 0,0350 | 0,0005 4
TT4 30 1/2 1 9 1 0,2607 | 0,0038 2
Tong cong
(110) 1,0001 | 0,0145
Tinhnhat | -2 0022 | GCI=008 | MRE=201%
guan (110)
111 = 0,0254
TT1 19,9 1 6 9 2 0,5468 | 0,0138 2
TT2 5,2 1/6 1 2 1/3 0,0974 | 0,0025 3
TT3 2,8 1/9 1/2 1 7 0,0506 | 0,0013 4
TT4 12,5 1/2 3 7 1 0,3052 | 0,0077 1
Tong cong
(111) 1,0000 | 0,0254
Tinhnhat | -2 0007 | GCI=003 | MRE=112%
guan (111)
Tong hop theo trong so
(19+110+111) 0,0320 | 0,0180 | 0,0135 | 0,0233
Tong hop theo ty 1é
(19+110+111) 1,0000 | 0,5619 | 0,4216 | 0,7269
Xep th&r hang vé Kinh 1 3 4 5
phi thu

V& Kinh phi chi: Kinh phi chi cho tirng loai dwoc tinh theo ty 1é % trén tong
kinh phi thu cilatirng don vi. Két qua bang 3.37 cho thay 04 don vi kinh phi

82




chi chtl yéu cho nhan sir, hau hét chiém khoang tlr 50% tong kinh phi. Kinh
phi chi cho thiét bi nhiéu hay it phu thuc vao kinh phi khéng thudng xuyén
nén TT1 v6i ngudn kinh phi nay cao nhat trong 04 don vi thi ty Ié % kinh
phi chi cho thiét bi cling dirng dau. Ba don vi con lai déu it nhw nhau. Kinh
phi chi cho hoat ddng chuyén mon cliaca 4 don vi déu rét thap véi TT1 cao
nhéat chi 6% trén tong kinh phi clia don vi, s chénh léch khong déng gop
nhiéu vao xép thir hang tirng don vi. Ty 1€ % kinh phi mua miu clia TT2,
TT3, TT4 gan nhu bang nhau. TT1 thip hon so véi 3 don vi con lai cling
logic vOi S8 lugng mau |y ciia TT1 thdp hon rét nhiéu so vai 03 don vi con
lai. Két qua tong hop chung vé kinh phi chi, TT1 vuot 1én vi tri s 1 nho ty
| chi cho thiét bi cao hon 03 don vi con lai, 03 don vi nay c6 si chénh léch
rat khong dang ké vé trong so, TT2 dirng thir 2 hon TT4 dirng thir 3 khodng
0,04% con TT3 hon vi tri thtt 4 ciaTT4 chi 0,01%.

Bang 3.37. Trong O clia cac TTKN theo tiéu chi danh gia vé Kinh phi chi
(Chi cho nhan s 112, Chi cho thiét bi 113, Chi cho chuyén mén 114 vaMuamau

115)
Chi S5 do Matran so sanh ngogg ;r%nn% )t(ri?
ludrng T T2 | T T | g T
112 = 0,0193
TT1 55,6 1 1 1 1 | 02463 | 00048 | 2
TT2 58,9 1 1 2 1 | 02979 | 00057 | 1
TT3 46,7 1 1/2 1 1 | 02096 | 00040 | 4
TT4 49,7 1 1 1 1 | 02463 | 00048 | 2
Tong cong
1) 1,0001 | 0,0193
Tihhat | op-00 | Goi= 00 MRE = 0%
quan (112)
113 = 0,0109
TT1 25,9 1 3 3 3 | 05000 ] 0,0055 | 1
TT2 37 1/3 1 1 1 | 01667 | 00018 | 2
TT3 48 1/3 1 1 1 | 01667 | 00018 | 2
TT4 0,5 1/3 1 1 1 | 01666 | 00018 | 2
Tong cong
13 1,0000 | 0,0109
Tinhnhat | o _ g GCl = 00 MRE = 0 %
guan (113)
114 = 0,0050
TT1 6.0 1 1 1 1 102500 00013 | 1
TT2 26 1 1 1 1 | 02500 | 00013 | 1
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TT3 1,7 1 1 1 1 0,2500 | 0,0012 2
TT4 1,2 1 1 1 1 0,2500 | 0,0012 2
Tong cong
(114) 1,0000 | 0,0050
Tinhnhat | op-00 | Gel= 00 MRE = 0 %
quan (114)
115 = 0,0090
TT1 124 1 1/2 1/2 1 0,1750 | 0,0016 2
TT2 31 2 1 1 1 0,2894 | 0,0026 1
TT3 26,3 2 1 1 1 0,2893 | 0,0026 1
TT4 215 1 1 1 1 0,2463 | 0,0022 1
Tong cong
(115) 1,0000 | 0,0090
Tinhnhat | oo -0002 | GCI=008 | MRE=201%
guan (115)
Téng hop theo trong so
(112+113+114+115) 0,0132 | 0,0114 | 0,0096 | 0,0100
Tong hop theo ty 1é
(112+113+114+115) 1,0000 | 0,8636 | 0,7273 | 0,7576
Xép thit hang vé KP chi 1 2 4 3

KET QUA BAU RA

K&t qua kiém nghiém di chi tiéu mau |4y theo Noi 14y mau: Két qua cla
bang 3.38 cho thdy TT1 % mau ldy duoc thuc hién da chi tiéu & cac co so
diéu tri nhiéu hon 03 don vi con lai, 03 don vi ndy cd trong s bang nhau. Ty
|& ndy lai cao nhdt & TT4 voi cac mau duoc |8y & céc nhathude, quay thudc.
Céc vi tri xép hang 2, 3, 4 lan lvot [ATT3, TT1vaTT2. Tong hop lai, TT1
dirng vi tri dau, TT4 ding vi tri tht 2, vi tri th? 31aTT3vaTT2 xEp & vi tri

4.
Bang 3.38. Trong O clia cac TTKN theo tiéu chi danh gia vé Noi lay mau
(Mau |8y tai bénh vién O1 vaMau lay tai nhathuéc O2)
Chi S5 do Matrén so sanh ;Qgg Sgr%nn% )t(rii)
0 0,
lvong (%) | TT1 | TT2 | TT3 | TT4 | hop | hang
01=0,0219
TT1 32,2 1 3 3 3 0,5000 | 0,0110 1
TT2 9,7 1/3 1 1 1 |0,1667| 0,0037 | 2
TT3 10,1 1/3 1 1 1 0,1667 | 0,0037 2
TT4 7,7 1/3 1 1 1 0,1666 | 0,0035 2
Tong cong
o) 1,0000 | 0,0219
Tinhnhat | oo 00 | GCI=000 | MRE=00%
guan (0O1)
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02=0,0109
TT1 19,9 1 1 1 1/3 |0,1678 | 0,0018 3
TT2 15,9 1 1 1/2 1/4 | 0,1307 | 0,0014 4
TT3 26,2 1 2 1 1/2 | 0,2200 | 0,0024 2
TT4 49,8 3 4 2 1 0,4814 | 0,0052 1
Tong cong
©2) 1,0000 | 0,0108
Tihmnat | cr-0017| GCI=006 | MRE= 17,5%
quan (02)
Tong hop theo trong so
(01+02) 0,0128 | 0,0051 | 0,0061 | 0,0087
Tong hop theo ty I&
(01+02) 1,0000 | 0,3984 | 0,4766 | 0,6797
X(ip th&r hang Noi lay 1 4 3 5
mau

K&t qua kiém nghiém di chi tiéu mau 18y theo Xudt xir mau: Két qua clia
bang 3.39 cho thdy ty 1& % mau |4y duoc thwe hién da chi tiéu dwoc sin xuét
trong nuéc cao hon rét nhiu ty 1& ndy 1a miu co xudt x& nwdc ngodi trong
d6 TT1 gitta vi tri dan dau cho ca 02 d6i twong mau, tiép dén 1aTT4, TT3
gilr vi tri thtr 3 va TT2 dirng cudi cung.

Bang 3.39. Trong SO clia cac TTKN theo tiéu chi danh gia vé Xudt xt mau

(Mau I8y san xudt trong nwdc O3 vaMau |8y xuét Xt nudc ngodi O4)

Chi s6 do Matrgn 50 sanh oeng g%”n% X&p thir
. 0,
lwong (%) | TT1 TT2 TT3 TT4 <nh hop hang

03=0,0113
TT1 55,5 1 3 2 2 0,4236 0,0048 1
TT2 28,2 1/3 1 1/2 1/2 0,1223 0,0014 4
TT3 39,1 1/2 2 1 1 0,2270 0,0025 3
T4 42.3 1/2 2 1 1 0,2270 0,0026 2

Tong cong
(03) 1,0000 0,0113

Tinh nhat CR = 0,004 GCl = 0,01 MRE = 8,3 %

guan (0O3)

04=0,0106
TT1 22,5 1 2 2 1 0,3333 0,0035 1
TT2 4.6 1/2 1 1 1/2 0,1667 0,0018 3
TT3 52 1/2 1 1 1/2 0,1667 0,0018 3
TT4 18,3 1 2 2 1 0,3333 0,0035 1

Tong cong
(O4) 1,0000 0,0106

Tinh nhat _ _ _ Ao

quén (O4) CR=0,0 GCl= 0,0 MRE =0%
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Tong hop theo trong so

(03+04) 0,0083 | 0,0032 | 0,0043 | 0,0061
Xuét xt* mau theo ty Ié

(03+04) 1,0000 | 0,3855 | 0,5181 | 0,7349
Xép th&r hang Xuat xw 1 4 3 )
mau

K&t qua kiém nghiém du chi tiéu mau |8y theo Thanh phan mau: Két qua cla
bang 3.40 cho thdy ty 18 % mau |8y dwoc thue hién du chi tiéu la don thanh
phan cao hon rat nhiéu ty 1& ndy lamau da thanh phan trong d6 04 don vi déu
ngang nhau vé mau da thanh phan nén si khac biét gitta cac don vi chd yéu
can ct trén trong SO tiéu chi danh gia vé mau don thanh phan. TT1 tiép tuc
it vi tri dan dau, tiép dén 1A TT4, TT3 git vi tri thtt 3 va TT2 ding cudi
cung.

Bang 3.40. Trong O clia cac TTKN theo tiéu chi danh gia vé Thanh phan
mau (Mau lay don thanh phan O5, Mau da thanh phan O6)

Chi 0 Matran so sanh Trong Trong Xép
05=0,0244 | do lvong s0so | sOtong thiy
%) TTL | TT2 | TT3 | TT4 | o hop hang
TT1 71,2 1 5 3 2 0,4829 | 0,0118 1
TT2 30,2 1/5 1 1/2 1/3 0,0882 | 0,0022 4
TT3 41,0 1/3 2 1 1/2 0,1570 | 0,0038 3
TT4 52,3 1/2 3 2 1 0,2720 | 0,0066 2
Tong cong
(05) 1,0000 | 0,0244

Tinh nhat CR=

= = 0,
quén (O5) 0,05 GCl = 0,02 MRE =9,8%

06=0,0334
TT1 6,8 1 1 1 1 0,2500 | 0,0084 1
TT2 2,6 1 1 1 1 0,2500 | 0,0084 1
TT3 3,3 1 1 1 1 0,2500 | 0,0084 1
TT4 8,3 1 1 1 1 0,2500 | 0,0084 1
Tong cong
(06) 1,0000 | 0,0336
Tinhnhdt | o _ 00| Gcl= 00 MRE = 0%
guan (0O6)
Téng hop theo trong
56 (05+06) 0,0202 | 0,0106 | 0,0122 | 0,0150
Tong hop theo ty 1é
(O5+06) 1,0000 | 0,5248 | 0,6040 | 0,7426
XeE) thu;hang Thanh 1 4 3 5
phan mau
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K&t qua kiém nghiém di chi tiéu mau 14y theo Dang bao ché: Két qua cla
bang 3.41 cho thay ty 18 % mau |8y duoc thwe hién du chi tiéu [a dang thudc
dung dwong udng la chi yéu va TT1 gilr vi tri ding dau, ti€p dén la TT4,
dirng thtr 31aTT3 vacubi cung laTT2. Trong sb clatiéu chi nay layéu té
chinh cho xép hang 04 TTKN vé kiém nghiém mau theo dang bao ché vi
khong c6 don vi ndo thuc hién day da chi tiéu mau thubc tiém vadich truyén.
Mau thudc ding ngodi cing chiém mét ty 18 rat khiém tén, cao nhat 1aTT3
cling chi kiém nghiém du chi tiéu 3,0% mau ldy lathudc ding ngoai.

Bang 3.41. Trong sO ctia cac TTKN theo tiéu chi danh gia vé Dang bao
ché (Thudc tiém vadich truyén O7, Thudc dung dudng uéng O8, Thubc ding

ngoa 09)
Chi 0 Matran so sanh Trong ~ | XEép
doluong | try | o | 13 | TT4 | 2 l“irr(i) hop | th
(%) sénh NP | hang
07=0,0184
TT1 0 1 1 1 1 0,2500 | 0,0046 1
TT2 0 1 1 1 1 0,2500 | 0,0046 1
TT3 0 1 1 1 1 0,2500 | 0,0046 1
TT4 0 1 1 1 1 0,2500 | 0,0046 1
Tong cong
o7 1,0000 | 0,0184
Thmat | cr=00| Gol=00 | MRE=0%
quan (O7)
08=0,0140
TT1 75,8 1 5 4 2 0,5087 | 0,0071 1
TT2 32,4 1/5 1 1 1/3 0,1033 | 0,0014 4
TT3 41,3 1/4 1 1 1/2 0,1207 | 0,0017 3
TT4 60,0 1/2 3 2 1 0,2672 | 0,0037 2
Tong cong
©08) 1,0000 | 0,0139
Tinh nhat CR= _ _ 0
quén (08) | 0,06 GCl= 0,02 | MRE=1022%
09=0,0047
TT1 2,1 1 1 1 1 0,2500 | 0,0012 1
TT2 04 1 1 1 1 0,2500 | 0,0012 1
TT3 3,0 1 1 1 1 0,2500 | 0,0012 1
TT4 0,2 1 1 1 1 0,2500 | 0,0012 1
Tong cong
(09) 1,0000 | 0,0048
Tt | cr-00| GCI= 00 | MRE=0%
quan (09)
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Tong hop theo trong

56 (O7+08+09) 0,0129 | 0,0072 | 0,0075 | 0,0095
Tong hop theo ty 1é

(07+08+09) 1,0000 | 0,5581 | 0,5814 | 0,7364
Xép thir hang Dang

bao ché L 4 3 2

. K&t qua kiém nghiém mau 1dy |a Thudc hdéa duoc: Két qua clia bang 3.42 va
3.43 cho thdy ty 1& % mau |dy duoc thwe hién du chi tiéu, tinh trén téng O
mau 14y KTCL, theo tiéu chuén chét lvong dwoc &p dung, TT4 chiém trong
s |6n nhét trong nhém (khodng 36,3%) tuy nhién don vi nay chi dirng thir 3
vé tiéu chi danh gia thwc hién da chi tiéu theo dlng tiéu chuan nha san xuét
voi trong sO khodng 11,1% vatong hop lai cling chi ding vi tri thir 3. TT3
dirng thir 4 khi tdng hop dong thoi 02 chi so danh gia vé thire hién du chi tiéu
theo TCCL 4p dung va TCCL clia nha san xuét véi trong s0 lan lwot twong
trng la khoang 16,3% va 6,4%. TT3 cao hon TT2 chut it vé trong sd cho chi
sd danh gia O11-1 (16,3% so véi 14,8%) nhung don vi nay dp dung 100%
TCCL clia nha san xudt va vuon Ién vi tri xép hang thtr 2. TT1 ding vi tri
thir nhat trén két qua tong hop chung theo 02 chi sd danh gia 011-1 vaO11-
2 trong d6 trong s lan lwgt cho 02 chi sb danh gia nay la khoang 32,6% va
41,2%. K&t qua vé hoat chat kiEm nghiém cao nhét la TT1 véi trong sO
khoang 42,3%, tiép dén la TT2 vaTT1 vai trong SO bang nhau, TT3 ding vi
tri thit 4 voi trong sd chi khodng 12,2%. Két qua tong hop trong sb vé Thudc
héa duwgc & bang 3.42 cho cac vi tri xép hang clia cac don vi giéng nhu cla
tiéu chi danh gia O11, trong d6 TT1 gil vi tri 1, ti€p dén laTT2, TT4 vacudi
cung laTT3.

Bang 3.42. Trong SO clia cac TTKN theo tiéu chi danh gia vé Mau lay
thu6c héa dwoc thuc hién du chi tiéu (O11)

O11-1= | Chisodo Matran so sanh Trong s0 | Trong sb

0,0407 | luong (%) TT1 TT2 TT3 TT4 so sanh | tong hop
TT1 48,8 1 2 2 1 0,3261 0,0133
TT2 30,8 1/2 1 1 1/3 0,1480 0,0060
TT3 32,3 1/2 1 1 1/2 0,1630 0,0066
TT4 52,0 1 3 2 1 0,3629 0,0148
Tong 1,0000 | 0,0407
cong

Tinh nhat CR=008 GCI=003 MRE=117%

quén
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O11-2= | Chisbdo Matran so sanh Trong s0 | Trong s6
00612 | luong(%) | TT1 | TT2 | TT3 | TT4 | sosanh | tonghop
TT1 100,0 1 1 6 4 04124 | 0,0252
TT2 100,0 1 1 6 4 04124 | 0,0252
TT3 426 16 16 1 2 | 00641 | 00039
TT4 62,5 m m 2 1 0,111 | 0,0068
Tong 1,0000 | 0,0611

cong
e CR=004  GCl= 0,01 MRE=83%
Téng hop (O11) | 0,0385 | 0,0312 | 0,0105 | 0,0216
Xép thr hang 1 2 4 3

Bang 3.43. Trong sO clia cac TTKN theo tiéu chi danh gia vé Thuc hoa
dwoc (Hoat chéat kiEm nghiém 010, Mau ldy thudc hda dwgc thure hién du chi tiéu

011)
Chi 5 do Matrén so sanh ngog(? Sgr%nngg )t(rii)
0 [0)
lvong (%) TT1 TT2 TT3 TT4 <&nh hop hang
010=0,1313
TT1 36,0 1 2 3 2 0,4236 | 0,0556 1
TT2 21,7 1/2 1 2 1 0,2270 | 0,0298 2
TT3 9,3 1/3 1/2 1 1/2 0,1223 | 0,0161 4
TT4 21,3 1/2 1 2 1 0,2270 | 0,0298 2
Tong cong 0,9999 | 0,1313
Tinhnhat | -0 _004 | GCI=001 | MRE=83%
quan

Tong hop theo trong s

(010+011-1+011-2) 0,0941 | 0,0610 | 0,0266 | 0,0514

Tong hop theo ty I&

(010+011-1+011-2) 1,0000 | 0,6482 | 0,2827 | 0,5462

Xép thtr hang Thudc

hoéa duwoc 1 2 4 3

K&t qua kiém nghiém mau 18y 1a Thubc duoc liéu, duoc liéu: Kt qua & bang
3.44 cho thiy TT4 khéng c6 mau ldy la dwoc liéu vaty 1é thude dwoc liéu
cling chi dirng thir 3 va két qua trong so tong hop dirng cudi cling trong 04
don vi. TT2 cht trong 14y mau dugc liéu dé KTCL, trong 6 ciia TT2 la
66,8% nén mac du TT2 ding vi tri thir 4 vé kiém mau thudc dwoc liéu nhung
két qué trong O téng hop clia don vi ndy van diing vi tri cao nhét véi giatri
trong 6 16n hon trong s6 clla TT1, 14 don vi ding thir 2 véi sy chénh 1éch
dang ké (khoang 1,5% cla giatri 1,0000 va khoang 12,8% so véi trong O
tong hop vé Thudc duoc liéu, dwgcliéu). TT1 cling Ién hon TTKN dirng thir
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31aTT3 véi giatri trong so tong hop chénh Iéch khoang 0,015. TT4 gilr vi
tri sO 4 khi c6 giatri trong so tong hop kém don vi ditng dau TT1 khoang
0,0407 twong tng voi 4,7% khi so sanh vai giatri 1,000 va khoang 34,7%
khi so véi giatri trong so tong hop clia tiéu chi danh gia vé Thudce dwoc liéu,

dugc liéu (012+013).

Bang 3.44. Trong sO ctia cac TTKN theo tiéu chi danh gia vé Thudc dugc
liéu, dwoc liéu (Duoc liéu kiém nghiém 012, Mau ldy thuéc thudc duoc liéu,
duoc liéu O13)

Chi S5 do Matrén so sanh TS%QQ(? Sgr%nngg )t(ri?
0 0,
lvong (%) TT1 TT2 TT3 T4 <&nh hop hang
012=0,0677
TT1 34,0 1 1/5 2 4 0,1757 | 0,0119 2
TT2 81,8 5 1 7 9 0,6678 | 0,0452 1
TT3 20,6 1/2 1/7 1 3 0,1069 | 0,0072 3
TT4 0,0 1/4 1/9 1/3 1 0,0495 | 0,0034 4
ToOng cong 0,9999 | 0,0677
Tihfhat | cr-038 | GCI= 014 | MRE=262%
quan
013=0,0495
TT1 37,4 1 4 2 3 0,4699 | 0,0233 1
TT2 6,2 1/4 1 1/3 1 0,1143 | 0,0056 4
TT3 27,1 1/2 3 1 2 0,2801 | 0,0139 2
TT4 14,3 1/3 1 1/2 1 0,1356 | 0,0067 3
Tong cong 0,9999 | 0,0496
Tinhnhat | cp-0011 | GCI=004 | MRE=143%
quan
Tong hop theo trong so
(012+013) 0,0352 | 0,0508 | 0,0211 | 0,0101
Tong hop theo ty 1é
(012+013) 0,6929 | 1,0000 | 0,4154 | 0,1988
)_(}ép thi ha_rlg Thubc duwoc 5 1 3 4
liu, duoc liéu
Bang 3.45. Trong sb tong hop cliacdc TTKN
x s ~ | Xéphang Trongsd | Xéphang | Trong 0
Maso Trong sO PSP X 3 an X - - o
TTKN d3U V30 cac yeu td | két qua dau ke“t qué tong cudi | Xép hang
dau vao ra daura cung
TT1 0,1122 2 0,1835 1 0,2957 2
TT2 0,0991 3 0,1379 2 0,2370 3
TT3 0,0921 4 0,0778 4 0,1699 4
TT4 0,1966 1 0,1008 3 0,2974 1
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Tong

N 0,5000 0,5000 1,0000
cong

KET QUA TONG HOP CUOI CUNG

Tién hanh tong hop trong sd cliatirng don vi theo yéu td dau vao, két qua
dau ravatrong s téng cudi cung bang cach cdng tirng trong s theo tirng tiéu
chi danh gia tir 11 dén 115 vatlr O1 dén O13 cho két qua nhu & bang 3.45. T
céc két qua nay co thé xép thir hang céac don vi theo giatri trong s thu duoc tir
cao xudng thap. TT4 ding vi tri dau tién khi xép hang cac yéu td ngudn lvc dau
vao cho hoat dong kiém nghiém thudc va chi dirng thir 3 cho két qua kiém
nghiém da thic hién nam 2017. TT1 diéng thit 2 vé yéu td dau vao nhung két
qua dau ralai vion 1én vi tri 1. Két qua trong so tong cudi cling clia hai don vi
gan nhu bang nhau, TT4 chi nhiéu hon TT1 rét it voi giatri chénh 1éch trong
sO gira hai don vi 1a 0,0017 twong (ng véi 0,17%. TT3 ding vi tri thir 4 cho ca
yéu td dau vao vakét qua dau ra, trong sd tong cudi cung kém don vi cao nhét
dang ké véi khoang 12,75%. TT2 gilr vi tri sO 3 vé ngudn luc dau vao va két
qua kiém nghiém dau ra ding vi tri thir 2 tuy nhién két qua trong s tong cudi
clng van kém TT1, TT4 vagilr vi tri thtt 3 voi mic do chénh Iéch trong s3 so
vGi don vi ding dau chi 6,04%.

3.2.2. BDanh gia, xép thir hang va phan loai cac trung tam kiém nghiém thuéc
tuyén tinh, thanh phé theo mot s6 tiéu chi danh gia luva chon (M6 hinh xép
hang — Rating Models)

C6 tdng s3 50 TTKN pht hep voi tiéu chudn chon mau. Céac s liéu téng
hop dung cho tinh toan chi sb do luvong theo cac tiéu chi danh gia 16 va011.1
dwoc néu chi tiét tai Phu luc 11.

Céc két qua danh gia duoc trinh bay riéng cho tirng tiéu chi danh gia va
tong hop cudi cling theo 02 tiéu chi, trong do:

(1) NGi dung danh gié theo tiéu chi 16 dwoc tinh theo hai tiéu chi phu bao

gom tdng sd phép thir dwoc cong nhan theo |SO/IEC 17025 va/hodc
GLP cho dbi twgng thir la thudc (16.1) vatong cac phép thir trong sO
danh muc nay thu6c nhém 28 phép thir duoc lva chon (danh muc 28
phép thir nay da duoc néu chi tiét & bang 2.11) (16.2).
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(2)Ndi dung danh gia theo tiéu chi danh gia veé ty I& (%) mau ldy héa
dwoc dugc thue hién day da chi tiéu chat lvong (O11.1)

K ét qua danh giatheo thang diém ctiachi sd do lvong vatheo thang diém
clla trong sd cho céc tiéu chi danh gia lva chon duoc trinh bay & bang 3.46,
bang 3.47 vabiéu do 3.5.

Veé sO lwgng phép thir dwgc cong nhan cho ddi twong thir la thudc, tinh
theo trong s, 66% s cac TTKN xép hang & miic Yéu, 12% & mirc Kém, 16%
& mirc Trung binh, mirc Kha va Tét chiém 6% trong do6 chi c6 02 don vi dat
muc T6t va khdng cé don vi nao & mirc Rét tot.

Ve ty 1& mau ldy duoc thuc hién day da chi tiéu theo tiéu chudn chét
lvong dwoc 4o dung, nhdm xép hang Trung binh dirng cao nhat vai 12 don vi
twong (rng voi 24,5%, thap hon ngay sau dé 1a nhdm xép hang Y éu véi tong sO
11 don vi twvong (ng v6i 22,4%, mirc xép hang Tét cé 9 don vi twong (ng Voi
18,4% va mirc Kha cé 8 don vi chiém 16,3%, mirc Kém c6 6 don vi chiém ty
I 12,2 % vamirc Rat tét c6 sb lvgng khiém ton nhat véi 03 don vi chiém 6,1%.

Tinh tng hop dong thoi theo 02 tiéu chi, s lwgng cac don vi & nhdm cod
muc xép hang Yéu la 16 don vi twong ting véi 32,7% vad mirc xép hang Kém
la 13 don vi twong (ng véi 26,5%. Mic xép hang Trung binh ¢6 11 don vi
chiém ty & 22,4 %. Nhu vay, c6 dén 81,6% cac don vi & 03 nhdém xép hang
thap ndy. Mrc xép hang Kha c6 07 don vi chiém 14,3% vad moi mirc xép hang
T6t va Rat tot c6 duy nhat 01 don vi chiém 2,0%.

Bang 3.46. Tong hop phan loai theo thang diém cliachi sd do lwong

Tong hop sd lvgng don vi theo thang diém clia chi so do luong
(S6 lvgng don vi/Ty 1€ %)
Phan loai Thang ’ 16.1 ’ 16.2 ’ 011.1
dgigm | LN | pgjage | 09N g0 O Tpie0s
Vi Vi don vi
Yéu [1-5) 41 82,0 23 46,0 11 22,4
Kém [5-6) 02 4,0 11 22,0 06 12,2
Trung binh [6-7) 05 10,0 06 12,0 12 24,5
Kha [7-8) 02 4,0 07 14,0 08 16,3
TOt [8-9) 0 0,0 01 2,0 09 18,4
R4t t6t [9-10) 0 0,0 02 4,0 03 6,1
ToONng 50 100,0 50 100,0 49 100,0
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Bang 3.47. Tong hop phan loai theo thang diém cliatrong sb

Tong hop sd lwgng don vi theo thang diém cliatrong sO

Phan loai 16 _ _ 0111 _ _ I6+Oll.]; _
| Thang diém S0 d_’crn Tyle Thang diém S0 d_’crn Tyle Thang diém <0 qcm Tylé
Vi % Vi % Vi %
Yéu <0,1000 33 66,0 <0,2000 11 22,4 <0,3000 16 32,7
Kém [0,1000 - 0,1200) 6 12,0 [0,2000 - 0,2400) 6 12,2 | [0,3000 - 0,3600) 13 26,5
Trung binh [0,1200- 0,1400) | 8 160 | [0,2400-0,2800) | 12 | 245 | [0,3600-0,4200) | 11 | 224
Kha [0,1400 - 0,1600) 1 2,0 [0,2800 - 0,3200) 8 16,3 | [0,4200 - 0,4800) 7 14,3
Tét [0,1600- 0,1800) | 2 40 | [0,3200 - 0,3600) 9 | 184 | [0,4800-055400) | 1 20
Rat tot =0,1800 0 0,0 = 0,3600 3 6,1 = 0,5400 1 2,0
Tong 50 100,0 49 100,0 49 100,0
Rat tot
Tot

Kha

B

Yéu

Thang phén loai
A
D
3

0%

10%

20%

30%

HI6

40%

50% 60%
Ty 16 %
HO11.1 ®16+011.1

70%

80% 90%

Biéu do 3.5. Biéu do phan loai sd lwvgng don vi theo thang diém trong sO
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BAN LUAN

4.1. Xay dwng b0 tiéu chi danh gia va xép hang
4.1.1. NGi dung bd tiéu chi danh gia

Céac ndi dung danh gia ctia bd tiéu chi dap rng yéu cau veé tinh dai dién
bao gdom nhi*ng yéu cau chinh ciia GLP-WHO ban hanh nam 2010 [5] va
| SO/IEC 17025:2005 [34] v&i cach thirc cach ti€p can nang lwc thir nghiém clia
phong thi nghiém thudc théng qua céac yéu té lién quan dén dudng di ctiamau,
bét dau tir &y mau (céc tiéu chi danh gia vé dic diém mau) dén hoat dong thi
nghiém véi vai trd clia cac yéu td dau vao (cac tiéu chi danh gia vé nhan sy;
thiét bi, phrong phap thit, tai chinh) va cubi cung labao cao két qua (ban chat
mau). Céc yéu t6 dau vao dwoc lwa chon & day cling 1a cac yéu t6 ngudn luc
can thiét cho hoat dong ctia bat ky mét té chirc, don vi nao néu nhin tir goc do
phan tich theo 4M (Man (Nhan si), Machine (Thiét bi), Method (Phrong phap)
vaMaterial (théng qua chi s vé Money (Tai chinh). C4c tiéu chi danh gia déi
voi két qua dau ra cling bao ham céc thong tin vé vong doi clia mot san pham
thudc nhu san xudt, bao ché, phan phdi lvu thong va chéat lvgng san pham clia
thudc dang luu hanh trén thi truong. Ngay 9/2/2018, B6 Y té daban hanh Thong
tw qui dinh vé Thuc hanh t6t phong thi nghiém [5] véi phan ndi dung &p dung
cho phong kiém nghiém thudc dugc dich nguyén ban tir huéng dan GLP-WHO
ban hanh nam 2010. Ngay 29/11/2017, phién ban ISO/IEC 17025:2017 [2] ban
hanh thay thé cho phién ban nam 2005 trén co s ta cau trdc lai cac yéu cau
ctia ISO/IEC 17025 nam 2005. Cac yéu cau clia phién ban nam 2005 hau nhu
duoc gilr nguyén va cé bd sung thém mot sd yéu cau maéi tuy nhién sau khi
nghién clru so sanh, nhém tac gia nhan thdy cac yéu cau méi khéng c6 nhiéu
ndi dung lién quan dén cac yéu cau chinh clia ISO/IEC 17025:2005 va khéng
anh huwdng dén ndi dung clia b tiéu chi danh gia da xay dwng. Noi dung ban
ludn s& tap trung phan tich dé lam ré hon nhitng ndi dung tiéu chi danh gia dwoc
lva chon cudi cung bao ham céc n6i dung yéu cau nao cliatiéu chuan 1SO/IEC
17025:2017 [2] vaGLP - WHO [5]. Tinh dinh huvéng s£ ddm bdo cac ndi dung
cliatiéu chi danh gia bao goém dl céc yéu cau chinh clia 02 tiéu chuan nhung
khong c6 nghia téit ca céc yéu cau cliatiéu chuan déu can cé trong b tiéu chi
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danh gia. Cac phan tich chi tiét hon duoc trinh bay theo trng nhom tiéu chi s&
lam r6 hon cac yéu cau chinh clial SO/IEC 17025 va GLP-WHO dugc thé hién
nhu thé nao trong ndi dung clia bd tiéu chi danh gia, xép hang cac trung tam
ki€ém nghiém thudc tuyén tinh, thanh phd.

YEU TO PAU VAO

+

VEé Nhan su: Cac yéu cau déi voi nhan sy hwéng téi viéc nhan su phai co
nang luc, dam bao tinh khach quan trong hoat ddng ctia nhan sy va nhan sy
can thuc hién cac cong viéc dang/phu hop voi hé théng quan ly chéat luong,
bao gobm:

(1) Nhan sy phéi sin c6 cho hoat dong ctia phong kiém nghiém (1SO: 6.1;

WHO: 1.3i)

(2) Nhan sy phai c6 nang lic thé hién quagido duc, trinh do, chuyén mén, dwoc

dao tao, cé kién thirc k¥ thuat, co k§ nang va kinh nghiém cfing nhv nang
lwc hoat dong thi nghiém, dua ra y kién danh gia sai Iéch vé két qua thir
nghiém (I1SO: 6.2.2, 6.2.3, 6.2.5 (ab,c); WHO: 1.3 (a,c,d,eg,h), 6.2, 6.3,
6.5: 02 yéu cau nay da duoc thé hién trong tiéu chi danh gia dau tién vé
nhan sv (11) véi dinh hwéng vao doi tugng nhan sy tric tiép tham gia vao
quétrinh kiém nghiém bao gom nhan sy 14y mau, quan Iy mau, nhan sy thir
nghiém, bao cao va danh gia két qua (kiém nghiém vién), kiém soét két qua
thir nghiém (phu trach cac khoa chuyén mén) va dua ra tuyén bé chinh thirc
vé két qua (Ianh dao phong kiém nghiém ky ban hanh phiéu kiém nghiém
chinh thirc). Tat cd cac vi tri nay doi hdi nhan sy phai cé chuyén nganh
duoc dao tao phu hep (Dugc, Héa, Sinh) cung trinh dé phu hop (dai hoc
trd 1én) twong dwong voi tiéu chuan duwoc ST hang 111 hodc nghién clru vién
hang Il tré 1én theo Théng tw lién tich s 27/2015/TTLT-BYT-BNV ban
hanh ngay 07/10/2015 quy dinh ma sd, tiéu chuan chirc danh nghé nghiép
dwgc va Thong tv lién tich s6 01/2016/TTLT-BKHCN-BNV ngay
11/01/2016 quy dinh cho nghién clru vién.

(3) Nang luc nhan sy dugc theo doi, danh gia qua pham vi nang lwc, qua hiéu

qua hoat dong va qua danh gia tay nghé (ISO: 6.2.5d; WHO: 6.2): DEé dap
(rng y&u cau nay c¢6 thé tirng phong kiém nghiém cé nhitng ndi dung trién
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khai khéc nhau tuy nhién tham gia thir nghiém thanh thao (TNTT) béng so
sanh lién phong (SSLP) thi nghiém cho cac phép thir dwgc cdng nhan la
mot hoat dong co giatri nhat vé nang luc. Y éu cau c6 tham gia chwong trinh
TNTT bang SSLP nay |amdt trong nhirng yéu cau tién quyét khi Van phong
Cong nhan Chat lvong thudéc B6 Khoa hoc va Cong nghé xem xét ho so
dang ky xin cdng nhan clia bat ky phong kiém nghiém nao. Ty vao thiét
ké clia cac chuong trinh thir nghiém thanh thao, cac phong thir nghiém lya
chon phép thir tham gia phii hop véi digu kién san c6 ctia don vi minh vé
thiét bi, héa chat, thubc thir va dac biét la mirc do thanh thao khi tién hanh
phuong phap thir clia nhan su thir nghiém. Vi vay, tiéu chi danh gia thir 2
vé nhan su (12) huéng téi ndi dung nay véivéi chi sb do ludng tinh dén 6
lvot nhan sy tham gia thuwe hién cac phép thir ctia cac chwong trinh TNTT
bang SSL P thi nghiém ctia don vi.

(4) Nhan sy dugc phan cong nhiém vu, cé trach nhiém, quyén han, c6 méi lién
hé va phoi hop cong viéc, dvgc trao quyén vachiu sy giam sét (1SO: 6.2.1,
6.2.4, 6.2.6; WHO: 1.3k, 6.1, 6.4): Kiém nghiém mau la nhiém vu chinh
yéu clia bt ky phong kiém nghiém thudc ndo. Méi nhan sy s& dugc phan
cong kiém nghiém theo pham vi nang lwc vé phép thir da dwoc danh gia. Vi
vay, hiéu qua hoat ddng ctia nhan si (13) duoc danh gia qua két qua thuc
hién hoat dong ki€ém nghiém mau ma cu thé 1asd lvong phép thir mdi nhan
sy dathuc hién lachi sd do lvong chinh xac va dai dién nhat.

+ V@ Thiét bi: Trong pham vi tiéu chuan 1SO va GLP, thiét bi bao gom céc
phuong tién do, phan mém, chuén do luong, mau chun, dit liéu quy chiéu,

thudc thir, vat tv tiéu hao hodc thiét bi phu trg can thiét cho viéc thuc hién
chinh xac hoat dong thi nghiém va c6 anh huwéng toi két qua (1SO: 6.4.1).
Y éu cau ddi voi thiét bi bao gom:

(1) Thiét bi phai san cd dé thirc hién céac hoat dong thi nghiém (1SO: 6.1; GLP:
1.3i): Yéu cau nay duoc thé hién qua tiéu chi danh gia vé sd lvgong thiét bi
(14) trong d6 cé danh muc 15 thiét bi dwoc Iwa chon theo thuc té cac thiét
bi théng dung va can thiét cho thic hién cac phép thir co ban cling nhu phu
hop voi hedng dan ciia WHO vé danh muc thiét bi cho cac phong kiém
nghiém thu6c & quy mo viravanhd [134].
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(2) Céc thiét bi phai duoc thdm dinh, danh gia trede khi sir dung nham dam
bao ding cho nhu cau vé kiém nghiém mau, phai duoc kiém soét (quan 1y,
theo doi, sr dung, bao tri, bdo dwdng) va hiéu chuan khi do chinh xac do
anh hwéng dén giatri sir dung clia két qua duoc bao céo (1SO: 6.4.2-6.4.13;
GLP: 8.1-8.3; 12.1-12.12): C6 rat nhiéu céc yéu cau cu thé chi tiét duvoc yéu
cau thuc hién déi vai thiét bi vatit cd nhdam dap (ng yéu cau lién quan dén
giatri sir dung clia két qua bao cao. Vi vay, tiéu chi hiéu qud sr dung clia
thiét bi (15) duoc lwva chon vai thong tin co lién quan tryc tiép dén két qua
clla cac phép thir dwgc bao cdo cd str dung thiét bi la tiéu chi mang tinh dai
dién cho cac ndi dung nay.

+ V& Phuong phap thtr: 1ISO vaGLP c6 hai yéu cau chinh lién quan dén phép
thir, bao gom:

(1) Luachon vakiém traxéac nhan giatri s dung clia phiong phap (theo céch
dién dat clia 1SO/IEC 17025 hay lwa chon tiéu chudn chat luong va danh
gia lai si phi hop clia phrong phap thir (theo cach dién dat clia GLP —
WHO 4p dung cho thudc). Y éu cau nay 4p dung vai cac phuong phap thir
tiéu chuan (tiéu chuan chat lvong theo Duoc dién Viét Nam, Duoc dién cac
nudc dwgc chap nhan vatiéu chuan clia nha san xuat da duoc cap sd dang
ky lru hanh trén thi truong) (1S0: 7.2.1; GLP; 15.9, 15.10, 16.3, 16.4).

(2) X&c nhan giatri sir dung clia phuong phap (1ISO) hay Tham dinh phuong
phap (GLP) cho cac phuong phap khong tiéu chuan, phiong phap do phong
thi nghiém ty xay dwng (phuong phap néi bd) va cac phuong phép tiéu
chuan duoc st dung ngoai pham vi du ki€n hoac stra d6i. Cac thong sd dac
trung ¢6 thé bao gdbm nhwng khong gi¢i han 1a pham vi do, do chinh xéc,
dd khong dam bao do cua két qud, gi¢i han phat hién, gigi han dinh luong,
dd chon loc clia phuong phap, dé tuyén tinh, do 1ap lai hodc do tai lap, do
on dinh, d6 dac hiéu hay do chéch (1ISO: 7.2.2; GLP: 16.1, 16.2, 16.5).

Khi cong nhan phong kiém nghiém thudc dat yéu ciu theo tiéu chuan 1SO

17025 hay GLP-WHO lacdng nhan hé théng quan ly chat lvgng clia don vi tuy

nhién s& cu thé pham vi cdng nhan theo danh muc phép thlr. Danh muc nay

khong phan biét nhitng phrong phap thir tiéu chuan vanoi bo. Vi vay, tiéu chi
danh gia dau tién ddi voi yéu té phuong phap thir 1a 6 lvong phép thr ma
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phong thir nghiém dwgc cong nhan (16). Bén canh d6, s6 lwvgng phwong phap
thtr nbi bd dwoc cdng nhan cling la tiéu chi dac trung riéng cho nang luc thiy
nghiém ctia mbi phong kiém nghiém thuéc (17). Tuy nhién, moi phép thir s&
doi héi mdt mirc d6 vé nang lwc cao, thap khac nhau vaty trong clia cac phép
thtr chinh, céc phép thir co ban cho két luan vé chét lvong mau lamdt ndi dung
rat can danh gia va tiéu chi danh gia vé tan xuat thwc hién phép thir (18) duoc
xay dwng cho muc tiéu nay.

Ve Tai chinh: Yéut6 tai chinh khong duoc dé cap cu thé trong bat ky yéu cau
nao clia 1SO va GLP tuy nhién hai tiéu chuan nay déu yéu cau c6 sy cam két
cta lanh dao phong thir nghiém vé cung cap cac diéu kién can thiét cho dam
bdo duy tri cac hoat dong clia don vi vé quan ly chat lvgng dugc cong nhan
(1S0O: 6.1; GLP: 1.3i) vayéu td tai chinh lamdt yéu to khong thé thiéu dé dam
bao duy tri hé thong chat lvong.

Céc phong kiém nghiém thudc nha nudc hién nay thudc don vi hoat dong s
nghiép c6 thu, kinh phi cho hoat ddng cht yéu la tir ngubn ngan sach cap bao
gom kinh phi thudng xuyén va khong thuong xuyén. Bén canh do, cac don vi
c6 thé c6 thém ngudn thu s nghiép tlr hoat dong cung cap céc dich vu cb lién
quan dén kiém nghiém thudc chirc nang ctia minh. Tly vao nang luc clia moi
don vi thi cac hoat dong dem lai ngudn thu sy nghiép cé thé la kiém nghiém
mau, thdm dinh tiéu chudn chét lvong, dao tao, hiéu chun thiét bi...Nhw vay,
lién quan dén ngudn kinh phi cho hoat dong (goi tat lakinh phi thu) thi 3 ngudn
kinh phi déu chiémvi tri quan trong va duoc dwa vao ndi dung clia cac tiéu chi
danh gia (19, 110 va 111). Twong (ng véi cac nguon luc can co cliayéu to dau
vao vé nhan su, thiét bi, phuong phap thir va déi twong cla hoat dong thir
nghiém lathudc (can kinh phi mua miu thuéc trén thi trwdng), kinh phi chi tap
trung danh gia phan chi cho cac ndi dung nay (112, 113, 114 va 115).

KET QUA BPAU RA

Hién tai cac phong kiém nghiém nha nuédc, cu thé l1a cdc TTKN nha nudc tuyén
tinh, thanh phd thuc hién 02 loai mau kiém nghiém la thudc nhw sau:

- Mau ldy: Thuc hién kiém soét chat lwvong cac thude lvu hanh trén thi truong

can ctr vao ké hoach [dy mau vé s8 lvong, ddi tvong sin phdm, hoat chét
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theo nhiém vu dugc giao tir Sy Y té. Viéc kiém nghiém cac mau |8y phai
tuan theo céc tiéu chuan chéat lvgng (TCCL) clia sin pham hoéc theo Duoc
dién qui dinh dwoc lwa chon &p dung. Cac TTKN phai tién hanh thir nghiém
va dua ra két luan vé chét lvong mau véi day da céc chi tiéu theo TCCL.
Chinh vi vay, viéc kiém nghiém mau ldy phu thudc vao s san co clia don
vi nén s& danh gia duoc sa nhat nang lwc hién co clia don vi thdng qua sb
lvong va chét lvong clia hoat ddng thir nghiém trén mau 18y nay. Moi don
vi kiém nghiém s& c6 s khac nhau nhét dinh vé kiém nghiém mau ldy va
d6 ciing la co so dé co thé danh gia va xép hang cac don vi trén mot mat
bang chung.

- Mau gli: LA mau do khach hang thué dich vu kiém nghiém ctia don vi dé
KTCL san phdm ctia minh nén phrong phéap thir, chi tiéu thir theo nhu cau
khach hang dé nghi. Phong kiém nghiém c6 kha nang thuc hién hoac khong
thwrc hién, c6 thé thic hién dl céc chi tiéu hoac 1 trong sd céc chi tiéu. Vi
thé, dir liéu két qua vé s luong vachét lwong kiém nghiém mau giri khong
phan anh hét nang luc clia don vi.

Nhuw vay, ddi véi yéu td két qua dau ra, nghién clru lia chon chi xem xét cac
két qua trén co s& cac két qua kiém tra chét lvong cac mau |y trén thi trudng
dé so sanh va danh gia nang lwc kiém nghiém clia cac don vi duoc lya chon.
San pham cudi cung clia hoat dong kiém nghiém chinh la phiéu ki€ém nghiém
tuong tng voi tirng 16 sin phdm daldy mau trén thi tredng duoc kiém tra chat
lvgng. 1SO va GLP déu dua ra nhitng yéu cau rat cu thé vé céc thong tin di
liu can co lién quan dén mau dugc kiém nghiém nhu:

(1) Théng tin vé mau thudc duoc 1dy: ngay 14y mau, dia diém Idy mau, ké hoach
va phwong phap 18y mau, nhan biét duy nhét vé déi tvong duoc [dy mau,
diéu kién/tinh trang clia mau, tén mau, mo ta vé mau (dang bao ché, thanh
phan, hoat chat), so 16, nha san xuat (1SO: 7.8.2.1 (d,g,h,k), 7.8.5; GLP:
18.11 (a,ef,m), 19.1 (ab,ef). Cac thong tin vé dia diém ldy mau, thanh
phan, dang bao ché, noi san xuét la nhitng théng tin co ban nhat dwoc lva
chon cho tiéu chi cap 2 clia dic diém mau.
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(2) Tiéu chudn chét lvong clamau, két qua, tuyén bd vé sy pht hop (danh gia)
ddi véi tirng chi tiéu ciiayéu cau chéat lvgng vakét luan chung vé chét lugng
mau (1SO: 7.8.2.1f, 7.8.6.2 (ab,c); GLP: 18.11 (g,h,i,j,n), 19.1 (g,h,).
Chinh vi vay, viéc thir nghiém day du céc chi tiéu theo tiéu chuan chat
lwvong &p dung dé dua ra duoc két qua vakét luan vé chét luong mau landi
dung quan trong nhat clia cac yéu cau nay.

Nhirng yéu cau vathéng tin vé phiéu kiém nghiém nay dwgc chuan hda theo
biéu mau va daduoc hdi dong Chuyén giavé Tiéu chuén chét luong duoc phdm
ctla WHO théng quatai cudc hop lan thir 36. (GLP: 19.1).

+ Ve Pac diém mau

v' Noi I8y mau: Phan loai noi 14y mau clia Cuc Quan Iy Duoc Viét Nam duoc
chia theo co s6 loai 1 (cdp tinh, thanh phd6) va co sé loai 2 (cap huyén, xa).
Trong moi phan loai déu c6 day du céc loai hinh don vi |a phan phéi (ban
budn), co s& diéu tri vaban |18 truc tiép téi nguoi siv dung. Nghién clru dua
ramuc tiéu hwdng toi lyachon noi 18y mau lanhing dia diém trwc tiép cung
cap thubc cho nguoi bénh nhu bénh vién - O1 (bao gom cac co s& diéu tri
khéng phan biét co s& loai 1 va co s¢ loai 2) va cho ngudi sir dung nhw nha
thuéc — O2 (bao gdm nhathudc GPP va quay thudc ban 18).

v' Xudt x¢ miu: Hién nay, Cuc Quan ly Duoc Viét Nam duy tri hai hé théng
maky hiéu so dang ky liu hanh riéng cho céac san pham thudc san xuét trong
nudc va nwéc ngoai (thudc nhap khau). Vi vay, hai tiéu chi danh gia riéng
biét cho xudt x(* mau la mau 14y san xuét trong nuéc - O3 va mau ldy san
xuat nwéc ngoai - O4 la hoan toan phu hop.

v' Thanh phan miu: Céc Iva chon tiéu chi danh gia cho mau don thanh phan
(c6 1 hoat chat) -O5, mau da thanh phan (cé tir 2 hoat chét tré 1&n), dwoc
can ct theo di¥ liéu dwgc mo ta trong danh muc thudc thiét yéu, danh muc
do bao hiémy té chi tra maBo Y té daban hanh .

v Dang bao ché: Céc tiéu chi danh gia cho dang bao ché chialam 3 nhém theo
duwong sl dung ctia thuéec bao gom thude tiém va dich truyén — O8, thudc
ding dwong udng — O9 vathudc dung ngoai — O10. Theo phan loai duwong
ding tai danh muc thudc thiét yéu va danh muc thudc do bao hiém chi tra
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cling dé cap dén 3 dudng dung nay lachi yéu, mét s dwdng dung khac nhu
dat truc trang, dat am dao, dwdng hd hap, cdy duoc xép chung vao nhom
duwong udng (bdi khd nang hap thu twong tv dung duong udng) hoac cac
thudc nhd mat, mii, tai xép chung nhom diing ngoai.

+ V@ Chét lwvong mau

Céc mau thudc dwoc kiém tra chat luong day da chi tiéu —O11 theo tiéu
chuan chat luong &p dung s& la céch thirc tot nhat dé phét hién thudc dat hay
khong dat chat lvong. Tuy nhién, do sy khéac biét vé déac tinh sin pham gitra
thudc thudc duoc liéu, duoc liéu vathude hda duoc (thude hda duoc), tiéu chi
danh gia vé thuc hién da chi tiéu phu hop hon trén doi twong thuéc hoa duoc.
D0i vai tiéu chuan chat lvong duoc & dung cho kiém tra chat lvong thudc,
Thoéng tu vé quan ly chat lvgng thuéc ndm 2018 [6] da quy dinh viéc dwgc ap
dung Duoc dién Viét Nam, Duoc dién quoc té€, Dwgc dién mot s qudc giava
tiéu chuan co s& dé kiém tra chét lvgng thudc. Vi vay, tiéu chi danh gia vé thuc
hién day du chi tiéu khdng phan biét viéc dp dung Dugc dién theo quy dinh hay
phai 4p dung diing tiéu chuan chat lvong clia sAn pham da dang ky lwu hanh
tuy nhién £ ¢6 sy phan cip nhd hon vé trong sb cho viéc thic hién day da chi
tiéu theo dling tiéu chuan co s vatheo tiéu chuan chét lvgng khac. Bong thoi,
s6 lugng mau thue hién day du chi tiéu theo tiéu chudn chét luong duoc &p
dung cfling sé la co s& chinh cho xac dinh chi s6 do lwong cliatat ca cac tiéu chi
danh gia ctia dac diém mau dé dam bao mdt mét bang danh gia chung cho tét
ca cac tiéu chi. Viéc xay dung hai tiéu chi nay cling duvgc tham khao theo tiéu
chi dau rady an Hop phan 2.2 “Tang cudong nang luwc kiém nghiém thude” clia
dv an “Tang cwong nang lwc hé thdng y té” do Quy Toan cau phong chdng
AIDS, Lao va Sét rét tai tro [12].

So sanh véi cac nghién clru ¢ lién quan dén ITnh vire kiém nghiém thuéc
cho thay ndi dung ctia cac tiéu chi danh gia cling trang véi rat nhiéu ndi dung
cllanghién clru dwgc trinh bay & bang 1.3, nhu cac phan tich, danh gia vé ngudn
lwe cliatrung tdm ki€ém nghiém thudc nhan s, thiét bi, phiong phap thi, kinh
phi hoat dong [14], [15], [23], [16] hodc cé4c phan tich, danh gid nang luc kiém
nghiém thudc thong qua dic diém cac mau kiém nghiém nhu thudc tan duoc,
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thudc duoc liéu — duoc liéu, hoat chat kiém nghiém, thanh phan, noi san xuét,
noi 1dy mAu, dang bao ché [11], [21], [20], [23], [16], [26], [27], [28], [37]. Tuy
nhién, két qua clia cac nghién clru nay mang tinh chat théng ké mé ta, phan tich
theo tirng tinh hudng, doi twong, pham vi vathoi gian cu thé clatirng don vi
doc lap ma chua danh gia toan dién tir va cac yéu t6 ngudn lwvc dau vao dén két
qua kiém nghiém dau ra va so sanh xép hang cac don vi véi nhau. Yéu té dau
vao, két qua dau ra cling la cach tiép can duoc dé cap trong nghién ctru danh
gia 14 bénh vién ¢ tinh H6 Bac, Trung Qudc [49]. Nhu vay, céch tiép can dé
x8y dung bd tiéu chi danh gia, xép hang clia nhém nghién clru da bao gbm
nhirng tiéu chi rat co ban va dwgc md hinh héatheo phan cap thiv bac vé yéu td
dau vao vakét qua dau ralapht hop. Ap dung bd tiéu chi danh gia, xép hang
c6 thé cho thay riéng ré két qua danh gia clia cac ngudn luc cho kiém nghiém
(yéu té dau vao) cling nhu két qua kiém nghiém (két qua dau ra) tir do cé thé
phan tich m6i lién quan gilra dau vao, dau ra cho hoat dong cliatirng trung tam
ki€ém nghiém (dau vao tdt ¢ cho két qua tot hay khong va nguoc lai) hoac cling
c6 thé hwdng dén tong hop dé danh gia chung va xép hang bat ky mot trung
tam kiém nghiém thudc nao.
4.1.2. Trong s0 va mirc do quan trong cla cac tiéu chi danh gia

B0 tiéu chi danh gia xép hang céc trung tdm kiém nghiém thudc duoc
xay ding theo mé hinh phan cip thit bac trong d6 mot cay phan cap thir bac
bao gbm hai nhanh chinh cho yéu t6 dau vao va két qua dau ralahai tiéu chi
chinh & cép 1, dwoc phét trién mé rong dén céc tiéu chi phan cap bac 3. Cach
két cau nay nhu hau hét cac nghién ctru khéc thudce Iinh vuc y té cé ap dung
phuwong phap phan tich thit bac. Tuy nhién, hai nhanh nay cling cé thé ding doc
lap thanh tirng cdy phan cip riéng ré. Cac tiéu chi danh gia & cap thap nhéat cuing
céch thirc xac dinh tlrng chi s6 do lwong twong ng la co s& dé so sanh, danh
giaxép hang va phan loai cac don vi kiém nghiém thubc, khdng bi anh huéng
vé yéu td quy md, sO lvong cac trung tam kiém nghiém duoc danh gia hay thoi
diém lva chon dé tién hanh danh gia.

Mrc d6 quan trong clia cac tiéu chi danh gia cao hon néu cé giatri trong
s6 16N hon so véi céac tiéu chi danh gia khac. Nhom tiéu chi vé chdt lvong mau
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cta thudc hda duoc co mirc dd quan trong cao nhat bao gom tiéu chi vé hoat
chdt kiém nghiém O10 dirng dau vaty 18 mau dwoc kiém nghiém da chi tiéu
O11 dirng thit 2. Viéc hai tiéu chi nay dwgc danh gia xép hang 6 mirc d6 quan
trong nhat da phan anh dung chirc nang, nhiém vu va ban chat hoat dong kiém
tra gidm sat chat lwgng thudc clia cac don vi. Luat Dugc [32], Théng tu
11/2018/TT-BYT ky ngay 4/5/2018 vé quan ly chat luong thubc, nguyén liéu
lam thudc néu rd mot trong nhitng nhiém vu clia cac co s& kiém nghiém nha
nuéc 1a thue hién phan tich, kiém nghiém mau dé xac dinh chét lwvong thudc,
nguyén liéu lam thu6c san xudt, lvu hanh, st dung. Hién nay, voi thi truong
thubc tai Viét Nam cé hon 1.000 hoat chat dang ky Iwvu hanh thi tiéu chi s6
lvgng hoat chéat cac don vi kiém nghiém duoc cé thé coi latiéu chi vang cho
danh gia, xép hang. Tuy nhién, viéc tién hanh kiém nghiém moi ché phdm co
chira hoat chat dé co thé dwa ra quyét dinh ché pham dé cé dap (rng tiéu chuan
chdt lugng nhry Khoan 1, Diéu 103 Luit Duoc [32] da néu doi hoi moi thubc
duoc ldy kiém tra chat lwgng phai dugc tién hanh dd chi tiéu chat lvgng thi két
luan vé chat lwvong mau méi co giatri cao nhét. Chi s danh gia cho tiéu chi
nay duoc tinh riéng cho tirng loai tiéu chuan chét lvgng duoc quy dinh theo
thong tw 11/2018/TT-BYT cho céac trvong hop &p dung céc tiéu chuan thir
nghiém ndi chung va clia diing nha san xuat ¢d san pham duoc kiém tra chét
lvong la hoan toan phu hop.

Nhom céc tiéu chi danh gia vé nhan sy c6 mirc dd quan trong xép ngay
sau nhom tiéu chi danh gia vé chat lwvong mau thudc hoéa duoc. Viéc danh gia
xép hang clia nhém chuyén gia phan anh ding viéc nhan su luén lavan dé cot
|Gi chiabét ky to chirc ndo. D6i véi cac don vi kiém nghiém, hai chirc danh nghé
nghiép chinh clia ki€ém nghiém vién la dwoc st vanghién clru vién. Tiéu chi vé
sO lvgng nhéan s duoc lya chon cho d6i tuong kiém nghiém vién cé trinh do
tlr dai hoc trd 1én 11 cling pht hop voi yéu cau veé tiéu chuan dao tao, nang lwc
chuyén mén, nghiép vu dé thrc hién nhiém vu clia dwoc ST hang 1 1a “Thuc
hién 1ay mAu thudc trén thi truong dé kiEmtra theo doi, danh gia chét lvong
thudc lvu hanh” vanghién clru vién hang 111 ““... Truc ti€p nghién clru, thamgia
cac hoat dong diéu tra, khao sat...cac ndi dung nghién ctru, thi nghiém duoc
giao” theo quy dinh tai cAc Thong tw lién quan [3], [4]. Tuy nhién, tiéu chi danh
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gia nhan sy khdng chi dirng & s6 lwgng ma cha trong hon téi nang luc 12 va
hiéu qua hoat dong ctia nhan s 13 thdng qua chi sb do lvong dwgc can cl trén
nang luc thir nghiém thanh thao va tan xuét thuc hién cac phép thir tinh theo
trung binh tirng ngudi & moi don vi. DO 1a cach thire danh gia bam sat nang luc
va hoat dong ctia don vi kiém nghiém thudc. Hai tiéu chi nay c6 trong so xép
hang & vi tri thir 3 va 4 cling phan anh dang vai tro quan trong clia chiing.

Nhom tiéu chi vé chét lugng mau duoc liéu O12 vathude duoc liéu 013
voi hai tiéu chi danh gia xép thiv 5 va 7 cling thé hién vai tro nhw d6i vai tiéu
chi danh gié chét lvong mau cliathudc hoa dwoc tuy nhién mic do quan trong
thap hon, ding véi thuc té hoat dong kiém tra gidm sét chéat lvong thudc duoc
liéu va duoc liéu khi so sanh véi thudc hda duoc.

Cac tiéu chi danh gia c6 mic do quan trong thap hon ti€p theo lién quan
dén thiét bi va kinh phi thu. Bay cling lacac yéu td gop phan tang hiéu qua hoat
dong cla cac don vi bai cac thiét bi da dwoc dau tv mua sam can dwoc khai
théac sir dung hiéu qua 15 va nguoén kinh phi thwong xuyén cap 19 lubn la diéu
kién can thiét dé cac don vi duy tri dvoc hoat dong va nang cao nang lwc kiém
nghiém.

Nhom 9 cac tiéu chi danh gia c6 mirc dd quan trong cao nhat chiém
khodng 70% tong gia tri trong sd (0,6979/1,0000). Céac tiéu chi con lai nhu
phuong phap thir lam r6 thém tinh chéat clatrang thiét bi, hiéu qua sir dung thiét
bi, hiéu qua hoat dong nhan si; kinh phi ngan sach cap khong thuong xuyén,
thu dich vu va kinh phi chi bd sung cho céc tiéu chi phuc vu cho chat lvong
mau con nhém céc tiéu chi lién quan dén dic diém mau lam rd thém dic diém
cac mau duoc thie hién day da chi tiéu vé thude hda dwoc, vi du nhu viéc thuc
hién ko day du chi tiéu khong phai chi do han ché vé nang lwc ky thuat phan
tich hay tinh sin c6 clatrang thiét bi ma doéi khi chi do thiéu mét diéu kién thr
nghiém nao dé vé hdéachét, dung méi chat chuan. Nhiéu trivdng hop khéng thuc
hién hét cac chi tiéu do thiéu chat chuén, dac biét 1a chuan tap chat khé muava
chi phi dat. Cac don vi khéng thurc hién co thé do thiéu kinh phi, thoi gian dat
mua lau, khong tim duoc chudn trén thi tredng hodc tuy c6 kinh phi, c6 chuan
ban san nhung van khong mua dé tiét kiém chi phi. DE can d6i véin dé nay, bd
tiéu chi da dwa thém ty 1€ % kinh phi chi cho hoat dong chuyén mdn nghia la
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céc dung méi, hda chét, thudc thir, chat chuén...bén canh tiéu chi riéng cho ty
|& mau thuc hién dd chi tiéu. Hodc trong truong hop co nhitng don vi chi tap
trung mua cac mau thudc ré tién, co quy trinh phan tich don gian vachi phi héa
chét vat tw it dé tiét kiém chi phi nén ndi dung vé kinh phi cho mua mau ciing
duoc dwa vao la mot trong céc tiéu chi danh gia.

Xét mot cach tong thé, bo tiéu chi danh gia dam bao tinh dai dién, phan
anh twong d6i day di mé hinh hoat dong thirc tién va pht hop cho danh gia xép
hang cac don vi kiém nghiém thudc nha nudc. Bac biét, bd tiéu chi con co y
nghta trong viéc dinh hwéng cho cac don vi nang cao hiéu qua hoat dong kiém
nghiém thudc. Cac don vi mudn nang cao hiéu qua hoat dong, ngoai viéc dau
tw dat yéu cau phap ly tdi thiéu GLP, can chi trong téi cac chi tiéu co trong sb
cao: tang cuo'ng tham gia thir nghiém thanh thao, mé rong danh muc phép thir
duoc cong nhan, tang s6 lvong mau dugc kiém nghiém dd céc chi tiéu theo
TCCL 4p dung néi chung vanhat latheo TCCL ctia nha sn xuat, mé rong cac
hoat chat kiém nghiém trong danh muc thudc thiét yéu, ...

4.1.3. So sanh v&i mot s6 bo tiéu chi danh gia xép hang truvdng dai hoc va chi
sO chat lvgng bénh vién tai Viét Nam
4.1.3.1. B0 chi s0 do luong chéat lugng bénh vién

B0 chi sb do lvong bénh vién dugc B Y t€ ban hanh theo Quyét dinh s6
7051/QD-BYT ngay 29/11/2016 huéng dan xay dung thi diém mot sb chi 5
co ban do lvdng chat lwvgng bénh vién dwoc 4p dung tai bénh vién cong lap va
tw nhan [7]. Bo chi s6 nay duoc tiép can theo qua trinh va dau ra véi 05 khia
canh phu hop voi hoat dong clia bénh vién nhw nang lwc chuyén mén, an toan,
hiéu sudt, hiéu qua, hwéng dén nhan vién, huéng dén ngudi bénh véi tong cong
16 chi s do luvong. Hwéng dan cling dua ra ly do cho Iva chon, phurong phap
tinh, ngudn so liéu va cach thirc thu thap vatong hop so liéu tan suét béo céo
va c6 danh gia xép loai giatri cliasd liéu vé do chinh xac vatin cay clatirng
chi sb do lvdng. So sanh véi bd tiéu chi danh gia xép hang cac TTKN thubc
vGi bd chi b do lwdng nay cho thay hai bd chi s déu cd cach ti€p can theo
dudng di hoat dong dac thu tai moi loai hinh don vi trong dé kiém nghiém thuéc
la dau vao va két qua dau ra con ap dung cho bénh vién la qua trinh vadau ra.
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S khéc nhau ndy ciing c6 thé do bd chi s3 bénh vién muc dich 1a dé hwdng dan
tinh toan chi sd, khong dwa ra phuong phap danh gid va cac bénh vién <8 tu dua
ra chi s muc tiéu cho bénh vién ctia minh, ma khéng so sanh dugc gitra cac
bénh vién v&i nhau cling nhw khong ti€én hanh phan loai hodc xép hang bénh
Vién.

4.1.3.2. B0 tiéu chuan vatiéu chi so sanh xép hang dai hoc (B0 tiéu chuan UPM
— University Performance Metrics)

B0 tiéu chuan vatiéu chi so sanh xép hang dai hoc [10] nay do nhém
nghién clru dugc tai trg bdi Chrong trinh KH& CN vé Khoa hoc Giéo duc cap
qudc gia, bao gom 8 tiéu chuan va 53 tiéu chi. B0 tiéu chi duoc két hop ca hai
céch thirc ti€p can la xép hang (danh gia qua chi s0) va kiém dinh chat lugng
(danh gia qua phan tich minh ching). Trong s clia céc tiéu chuan dwgc xac
dinh theo mirc do khac nhau véi tong gia tri trong sb clia 8 tiéu chuan cling
bang 1,0. Bay 14 mot diém giéng véi cach xay dung bd tiéu chi danh gia xép
hang cdc TTKN thudc. Biém giong nira la nghién clru nay danh gia theo hinh
thirc gén sao (rating) va dwoc tién hanh thtr nghiém trén 03 truong dai hoc 1a
DPai hoc Qubc giaHaNdi, Bai hoc Qudc gia TPHCM va Truwdng Bai hoc Bach
khoa Ha NGi. Tuy nhién, vé mdc chuan, nghién clru st dung mirc chuan trung
vi clia cac truong dai hoc trong top 300 chau A dé dua ra cac mic xép hang
(rating) cho gan sao. Méc chuin cho xép hang con l1a diém han ché clia nghién
clru xay dwng b0 tiéu chi danh gia xép hang céac trung tam kiém nghiém do chua
c6 day di cac dir liéu lam can cr dé xay dwng cac moc chuan hop ly.

4.2. Banh gia, xép hang céac trung tam kiém nghiém thudc tuyén tinh,
thanh pho

4.2.1. Phuwong phap danh gia, xép hang theo M6 hinh so sanh (Relative
Models)

Thdng qua &p dung so sanh cap ting déi mét cac TTKN trén co s¢ so
sanh chi sb do luvong cliatirng don vi véi nhau theo tirng tiéu chi danh gia xép
hang s£ cho két qua trong sb twong (*ng cliatirng don vi theo tirng tiéu chi ndi
riéng vakeét qua tong hop ndéi chung. Sy hon kém vé trong so clia cac don vi s&
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la cén ctr dé xép hang cac don vi theo thir tw trong SO tir cao toi thap, trong sb
cao thi tét hon trong sb thap.

Két qua tdng hop khi so sanh danh gia 04 don vi toan bd theo yéu té dau
vao cho két qua xép hang lan lvot tlr cao xubng thap 1aTT4, TT1, TT2vaTT3.
K&t qua tong hop theo két qua dau raco sy dao chd so véi thi tw xép hang céc
yéu to dau vao tlr cao xuéng thdp IaTT1, TT2, TT3, TT4. Tong hop khi danh
giatrén 28 tiéu chi, thi tv lai 13p lai nhu yéu td dau vao tuy nhién co thé thdy
TT1vaTT4 gan nhu bang nhau.

TT4 cho thay day la don vi c6 céc yéu to dau vao ndi trdi hon 03 don vi
con lai nhu s6 lvgng nhan s thap nhat nhung ty 1€ can bd chuyén mdn 6 trinh
dd dai hoc cao nhat, s6 lwvgng va chiing loai thiét bi nhiéu nhét, kinh phi duoc
cap thap nhat trong 3 don vi, nhung TT4 da c6 dau tu cho nang cao nang luc
thir nghiém (sd 1an tham gia TNTT cao nhat), hiéu qua hoat dong nhan s cao
nhat, sd phép thir thuéc nhém 28 phép thlr dwoc thir nghiém trung binh theo
binh quan dau nguoi cao nhét...tuy nhién két qua dau ra clia TT4 khong cao
nhéat trong 04 don vi. TT1 c6 két qua dau ra tét nhat trong 04 don vi khi [udn
dan dau ve ty 1& mau thuc hién da chi tiéu theo noi 18y mau tai bénh vién, theo
XUt X mau bao gom ty 1& mau 1dy san xudt trong nwd'c vaxuét Xt nuéc ngodi,
theo thanh phan mau bao gém mau don va da thanh phan, miu theo dang bao
ché va dac biét lathube hoa dwoc vaty 1€ mau ldy la thude duoc liéu va dwoc
liéu cling cao. Ban than TT1 cling c6 ngudn lwc dau vao vai trong so tong hop
khdng cao hon nhiéu so voi TT2 va TT3. K&t qua danh gia phan nao ghi nhan
hiéu qua hoat dong clia TT1 trong kiém tra chat luong mau |8y la thude dang
Ivu hanh trén thi trwong. Nhu vay, phuong phap danh gia theo mé hinh so sanh
c6 thé &p dung phu hop cho xép hang cac TTKN thudc tuyén tinh, thanh pho
dwatrén céc sO liéu thire té tai tirng don vi cling céch thirc tinh todn, tong hop
cho két qua tin cay va c6 tinh khoa hoc. Tuy nhién, han ché clia phwong phap
danh gia nay la khi tang thém sd don vi dugc danh gia thi phai thuc hién lai
viéc tinh todn, so sdnh vaxép hang dong thoi thi tw cac don vi cling sé thay doi
theo. M6 hinh nay doi héi phai tinh toan nhiéu va khdng thuan loi khi s6 lwvgng
cac don vi duoc so sanh, danh gia xép hang tang Ién nhiéu. Tuy nhién, trong
trvong hop s6 lvong don vi da duoc xac dinh treéce (vi du nhe s lugng cac
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don vi daduoc gitr cd dinh theo nhdm cac TTKN & tinh, thanh phd loai 1, loai
2, hodc nhdm theo ving phan b6 dia ly) dugc so sanh thi két qua xép hang £
dé dang cho danh gia, lwa chon.

V& két qua danh gia xép hang clia 04 Trung tam Kiém nghiém thudc tai
khu virc mién ndi phia Bac co thé dua ra mot cai nhin téng quét nhu sau:

Thit nhét, cac don vi déu co san ngudn lwc nhan sy ding chuyén nganh,
c6 trinh d6, cd kinh nghiém va duoc dao tao dé dam bao c6 kha nang thwc hién
cac hoat dong thtr nghiém c6 chat lvgng dap (ing cac yéu cau vé quan ly chat
lvong theo tiéu chuan 1SO/IEC 17025 va GLP-WHO nhuv khai thac st dung
hiéu qua céc thiét bi phan tich co ban dwoc dau tw, trién khai dwoc da s6 cac
phuong phap thir nhuw yéu cau vé chi tiéu chat lvgng ctia thudc. Vé ngudn kinh
phi cho hoat dong, tat ca cac don vi déu hoat dong chinh bang kinh phi tir ngudn
ngan sach cap véi mic binh quan dau ngudi dao dong tlr khodng 95 — 138 triéu
dong, trong dé chi yéu la chi cho con nguoi (tir 46,7 — 58,9%), ngudn thu tir
hoat dong cung cap dich vu khong dang ké (cao nhat 19,9 % va thip nhat chi
c6 2,8 % tdng kinh phi clia don vi). Han ché vé kinh phi la yéu t6 anh huéng
khalén dén viéc dam béo duy tri va phét trién nang cao ning luc cia moi don
vi chua tinh dén viéc do ngudn kinh phi eo hep dan dén viéc céac don vi s& chi
tap trung mua mau ré tién, co quy trinh phan tich don gian va chi phi hda cht,
vat tu it dé tiét kiém nén s6 lwong mau vasd chi tiéu/phép thir thue hién duoc
tuy cao nhwng danh muc hoat chat lai han ché.

Th hai, cac don vi déu dam bao thic hién ding chirc nang nhiém vu vé
ki€ém sodt chat lwong thudc lwu hanh trén thi treong trong pham vi dialy cla
tinh. Hoat dong nay duoc trién khai 0n dinh va thwdng xuyén tai cac don vi
thong qua ké hoach 18y mau va trién khai kiém nghiém mau hang nim. Ké
hoach |1&y mau twong déi da dang vé dia diém |4y mau, vé xuit xt, dang bao
ché tuy nhién két qua vé kiém soét chét lvgng danh gia theo céc tiéu chi vé hoat
chat héa dugc, vé dam bao thirc hién di chi tiéu chat lwgng dé tlr dé phét hién
cac thudc khong ddm bao chat lvong con nhiéu han ché. Céac yéu to cbt |6i nay
lai phu thudc nhigu vao ké hoach |dy mau téng thé cliamoi don vi. Céc ké hoach
|8y mau tai hau hét cac don vi vé co ban khong dura trén co s¢ mot khung chung
co ban thi viéc so sanh thuc sy cling chi mang tinh twong déi béi s6 liéu phu
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thudc nhiéu vao si lwva chon mau cho kiém nghiém (huéng téi yéu t6 an toan
hay rti ro), viéc lrachon tiéu chuan chét lvgng &p dung cho kiém trachét luong
(chi tiéu chat lugng co ban hay nang cao, phép thir don gian hay phiic tap) cling
nhu kha nang dau tv vé diéu kién thr (kinh phi danh cho mua héa chét, thuéc
thir, chat chuan... va cac diéu kién thir khéc biét khac) co duoc chi trong cho
muc tiéu |a thir nghiém day da chi tiéu trén tirng mau hay khong.

4.2.2. Phrwong phap danh gia, xép hang theo M6 hinh xép hang (Rating
Models)

Dé khac phuc han ché ctia M6 hinh so sanh, phrong phap danh gia theo
M6 hinh xép hang duoc dua ra cho phuong phap phan tich thr bac. Phurong
phap nay danh gia theo céac tiéu chi trén c6 s cd phan loai (rating) theo cac
moc chuan hay thang diém nhét dinh. Chi s do lwong theo tirng tiéu chi clia
tirng don vi la dwgc dp theo cac moc chuan dé tinh diém. Biém cho xép hang
<& latich cilatrong s0 tiéu chi danh gia nhan vaéi diém phan loai dat duoc. Céch
thirc danh gia nay thuan lgi cho tinh toan, xép hang cac don vi ma khéng phu
thudc vao si bién thién cla sd luvgng cac don vi. Tuy nhién, diém kho khan
nhét chinh laxay dung dwoc cac mdc chuan/thang diém cho tirng tiéu chi danh
gia Viéc dua ra cac moc chuan dratrén nhitng quy dinh, tai liéu c6 céan ct, phu
hop va kha thi rat khé thuc hién trir khi c6 sy théng nhét chung trén toan hé
thdng kiém nghiém nhung van doi hoi phai phi hop voi quy md hoat dong,
chirc nang va nhiém vu cuta cac don vi @ tirng dia phwong.

Trong pham vi luan an, nhdm nghién ctru xay dirng mdc chuan cho 03
chi sb do luong clia 02 tiéu chi danh gia, 01 tiéu chi vé phuong phap thi dai
dién cho nhém céc yéu td dau vao (16) va 01 tiéu chi vé thyc hién day da chi
tiéu thudc hda duoc theo tiéu chuan &p dung dai dién cho nhém két qua dau ra
(O11.1). Béi véi tiéu chi danh giavé phuong phap thir/phép thir (16.1), nghién
clu chon Duoc dién Viét Nam V [8] lam cén cit dé xay dwng mdc chuan danh
gia trong do6 tong sd céc phép thir dwoc dé cap trong Dwoc dién Viét NamV la
khoang 100 phép thir. Viéc phan chia cac mdc chudn bang céch chia khoang
déu 100 phuwong phap thir/phép thlr va cho diém theo thang diém 10 sau do6
phan loai dwa vao diém. Cach phan chia nay duoc dp dung giong hinh thirc
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danh gia ciaB0 Giao duc va Bao tao theo Quyét dinh s6 40/2006/QD-BGDDT
ngay 05 thang 10 nam 2006 vé thang diém phéan loai Rét t6t, Tot, Kha, Trung
binh, Kém va Yéu. Bdi v6i chi s6 do luong 16.2 thay 28 phép thir cho con sb
100 va chia mdc chuén tuong tw. Tiéu chi thlr nghiém di chi tiéu theo tiéu
chudn chét luvong &p dung chon ty 1& 100% méau 4y dwoc thir nghiém da chi
tiéu lamdc diém 10 cao nhét, cac mirc diém theo thang diém 10 cling duoc chia
déu theo khoang theo ty |é 100% nay. C6 thé ndi mdc chuan ctia ba tiéu chi
danh gia 16.1, 16.2 va O11.1 duoc phan chiachi don thuan mang tinh co hoc va
c6 can ct rd rang. Dai voi rdt nhiéu tiéu chi danh gia khac, cin cr khéng san
co thi viéc dwa ra mdc chun rat khé khan. Tuy nhién, cling nhu hwéng dan clia
bd chi s6 do lwong chat lvgng bénh vién, hé thong kiém nghiém cé thé dua ra
nhi*rng méc chuan muc tiéu chung trén co sé c6 sy dong thuan cao hodc ban
than moi don vi cling c6 thé dua ra muc tiéu vaty danh gia cho diém, phan loai
theo mirc chi tiéu ké hoach hang nam hodc theo giai doan bat ky nao cling hoan
toan phu hop.

Cac két qua xép hang vé phép thir/phuong phap thir trén co s& so sanh
voi danh muc phép thir theo Duoc dién Viét Nam V [8] cho thdy nang luc vé
phép thir gilra cac don vi trong hé théng da phan & mic yéu tinh theo tong s6
phép thir duoc cong nhan (82,0% don vi & mirc YEu) voi sO lwvgng phép thiy
dwoc cong nhan cling khdng giéng nhau dac biét 1a cac phép thir thuéc danh
muc 28 phép thir duwgc lrva chon. Nguyén nhan clia sy khac nhau nay phu thuéc
nhiéu vao cac yéu t ngudn Iic cilamdi don vi nhw nhan su thanh thao vé céac
phép thir hay chua, khéng c6 san thiét bi cho thuc hién cac phép thir lién quan
hodc co truong hop da cd san thiét bi nhing mire kinh phi cho hoat dong khong
du dé chi tra cho duy tri hoat dong cliathiét bi doi hdi céc hda chat, dung mai,
thudc thir co yéu cau chat lvgng phu hop véi gia thanh cao, vi du nhu phwong
phép quang pho hap thu nguyén ttr...hodc cac phép cd yéu cau kiém soét diéu
kién moi trwdng thir nghiém ngat nghéo nhw d6 vo khuan...va cling c6 don vi
c6 du diéu kién thuc hién cac phép thir nhv vay nhung khdng dang ky cong
nhan bdi thwe t€ khong thure hién phép thir nay trén déi tvong mau |y valhoic
khéng cd khach hang c6 nhu cau thir nghiém ma st dung phép thir nay. Biéu
nay cho thay dé giai quyét van dé nang cao hiéu qua hoat dong clia céc trung
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tam ki€ém nghiém thudc tuyén tinh, thanh phd khong chi lién quan dén van dé
sip x€p lai hé théng ma van dé cot 16i 1a can co céc chinh sach pht hop cho
hoat ddng ctia cac don vi nay sao cho dong thdi dap (ng duoc cac yéu cau vé
nang luc thir nghiém gan lién véi dam bao chéat lvong két qua thir nghiém (theo
16 trinh cdng nhan dap tng GLP, ISO/IEC17025) trén co s khai thac sir dung
t0i wu cac ngudn lwc, ddm bao thuc hién hiéu qua cong téc kiém tra gidm sét
chét lwvgng thudce lvu hanh nhung phai da ngudn kinh phi cho duy tri, tai dau tw
vattrng buéc nang cao dan nang luc vapham vi clianang lwc thir nghiém (tang
sO lwong phép thlr dwgc cong nhan). KEt qua tét & mdt sd trung tam kiém
nghiém clia cac thanh ph6 I16n nhu Ha N6i, Hué, Tp. H6 Chi Minh...l1a minh
chirng kharé cho van dé nay.

KEét qua vé xép hang cac don vi dyatrén tiéu chi vé thir nghiém day du
chi tiéu thudc hda dugc theo tiéu chuan dp dung O11.1, ty 1€ % cac don vi theo
phan loai kha déng déu, trong d6 mirc Trung binh tré 1én chiém da s6 khodng
65,3% V0i ty 18 & mic T6t chiém 18,4% vamic Rét t6t chiém 6,1%. Tuy rang
tiéu chi nay la mét tiéu chi kha quan trong nhung néu chi danh gia riéng trén
tiéu chi nay thi kho c6 thé nhan dinh ding két qua va hiéu qua hoat dong clia
cac don vi. Két qua chi tiét hon & Bang 2 clia Phu luc 11 cho thay trong s6 cac
don vi ¢co phan loai T6t va Rat t6t thi chi c6 TTKN Ha Noi va Tp. HCM c6
phan loai twvong (rng cho tiéu chi phép thir cdng nhan (16) & mic Tét, con lai 10
don vi c6 két qua phan loai theo tiéu chi 16 & mic Kém (2 don vi), mirc Yéu
(06 don vi). CO thé du doan mot s6 don vi du ty 1& mau 18y thwc hién dd chi
tiéu theo tiéu chudn &p dung cao nhung cé thé dé la nhitng mau co6 céc chi tiéu
thtr don gian (don thanh phan, it sir dung trang thiét bi phan tich, khong lamau
thudc tiém, thudc tiém truyén), da sd &p dung tiéu chuan Duoc dién (c6 thé tién
hanh dong thoi nhiéu mau cung hoat chét, khong &p dung tiéu chuin nha san
XUt cu thé cho tirng mau thir) vanhiéu mau tring 14p hoat chét...Chinh vi vay,
bén canh tiéu chi danh gia vé thir nghiém dua chi tiéu thi bd tiéu chi da dua ra
cac tiéu chi khac dé danh gia sat hon chét lwong ctia cac két qua ki€ém nghiém
nhu tiéu chi vé hiéu qua sir dung thiét bi, tan xuét thwc hién phép thir duvoc phan
nhém theo dac diém vé phuong phap thir, sd lvong phép thlr duvoc cong nhan
chung va riéng cho 28 phép thir chinh, ty 1& thir nghiém du chi tiéu theo dlng
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tiéu chuan nha san xuat va dac biét la sd lvgng hoat chéat thir nghiém...Céc tiéu
chi danh gia, xép hang c6 sv lién quan va b tro cho nhau dam bao viéc danh
0i4, xép hang hay phan loai cac don vi chinh x&c nhat.

Phwong phap danh gia theo M6 hinh xép hang du méi chi duoc &p dung
trén hai tiéu chi danh gia cling cho thay ré wu diém khi tién hanh phan loai céc
don vi trén quy mo toan hé théng. Mac du 100% cac don vi dwgc danh gia, xép
hang & day déu da duoc cong nhan dap (rng theo yéu cau chung vé nang luc thiy
nghiém theo tiéu chuan ISO/IEC 17025 valhoac da dwoc chirng nhan “Thuc
hanh t6t phong thi nghiém — GLP” nhung thuc t€ két qua danh gia cho thay
pham vi dwgc cong nhan (sb lvong phép thir, phwong phap thir dugc cong nhan)
hay két qua trién khai vathuc hién hoat ddng kiém nghiém mau |8y |athudc rét
khac nhau. Banh gié, xép hang theo b tiéu chi danh gia da xay dwng trén co
s& 8p dung phuong phap phan tich thir bac da phan loai dwoc tirng don vi trén
quy md toan hé thong kiém nghiém thudc. Tuy nhién van can nhdn manh lai
rang han ché clia phrong phap nay la khéng kha thi cho &p dung néu khéng co
dd c&c mde chuan pht hgp cho danh gia. Bay cling lamat trong nhi*ng ndi dung
han ché clia dé tai nhung khodng cé nghta la khéng thé tién hanh bdi |& cac mbc
chudn/thang di€ém cho danh gia van co thé duoc xay dung, dua ra 1y y kién
rong ré vathong nhat ap dung cho toan hé thong.

4.3. Uu diém va han ché ctia phuong phap AHP trong nghién ctru

4.3.1. Uu diém cla phuwong phap AHP

Phuwong phap AHP cung cdp mdt md hinh don gian varat linh hoat cho mot
van dé nhat dinh va bat ky mirc do chi tiét nao can huéng téi déu co thé
duoc liét ké hodc sip xép theo cdu trac trong phuong phap nay. Uu diém
nay c6 thé duoc thay ré qua viéc xay dwng moé hinh phan cép cho céc tiéu
chi danh gia 16, 18 hay O11.

Phuwong phap AHP cho phép su tham gia clia nhiéu chuyén gia va dva vao
cac phan quyét ctia cac chuyén gia co cac nén tang kién thirc vakinh nghiém
khéc nhau; vi vy muc tiéu vavan dé nghién ctu cé thé dwoc danh gia dé
dang tir nhiéu khia canh khac nhau.
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C6 thé do luvong tinh nhat quan clia cac phan quyét clia nguoi raquyét dinh,
két qua nay da dwoc thé hién rat rd qua tinh nhat quan thu duoc tlr két qua
clatlrng chuyén giatham gia nhdm ra quyét dinh.
V6i sy ho tro clia phan mém may tinh gitp viéc &p dung phuong phép AHP
trong nghién ctru duwgc nhanh chéng va chinh xac.

4.3.2. Han ché cta phwong phap AHP

Phuwong phap AHP yéu cau tinh toan nhiéu ngay ca d6i véi mot van dé nhé.

Phuwong phap AHP duatrén ca hai bién phap xac suat vado lvong kha nang

nén & lubn c6 nhirng sai sb nhat dinh.

Ban chét cht quan clia quy trinh md hinh héa la mdt han ché clia phuong

phap AHP, cd nghta la phwong phap luan khong thé dam bao céc quyét dinh

la hoan toan ding. Mac du nghién cliru da duoc thiét ké co s tham giacta

nhém ra quyét dinh nhing trong tridng hop cé s thay doi thanh vién va sd

lwong thanh vién tham gia nhom ra quyét dinh cling c6 thé dan tdi thay doi

trong viéc so sanh va danh gia.
4.4. Bbéng gop cua nghién ctru
4.4.1.Vé phuwong phéap luan

Pay la nghién ctru dau tién vira mang tinh toan dién, viraténg thé vachi

tiét khi thuc hién danh gia nang luc kiém nghiém thudc. Tinh toan dién dwoc
thé hién trudc hét khi bd tiéu chi danh gia dwoc xay dung trén co s& bam sét
céc yéu cau chinh yéu clatiéu chuan ISO/IEC 17025 va GLP-WHO. Sir dung
phuong phap chuyén gia (k¥ thuat Delphi 2 vong) xay dwng b tiéu chi danh
gidvaxép hang voi tong sd 28 tiéu chi danh gia trong do 15 tiéu chi danh gia
vé yéu t0 ngudn lwc can cho hoat dong kiém nghiém thudc (vé nhan sy, thiét
bi, phwong phap thir, tai chinh) va 13 tiéu chi danh gia vé hiéu qua hoat dong
théng qua két qua kiém nghiém thudc lién quan dén chét lvgng mau va dic
diém mau duoc kiém nghiém. Pay ciing la nghién cttu 1an dau tién dua vao
trién khai phwong phap phan tich thit bac cho danh gia, xép hang cac co s&
ki€ém nghiém thudc nha nudc véi 02 pham vi dp dung: (1) So sanh cap céc tiéu
chi danh gia, sau do6 tong hop vaxép hang mirc do quan trong cliatlrng tiéu chi
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danh gia riéng va nhom tiéu chi chung cho tong thé céc yéu to dau vao va két
gua dau ra; (2) Banh gia, so sanh va xép hang cac don vi duoc luva chon theo
tirng tiéu chi riéng biét va theo téng thé theo md hinh so sanh (danh gia bang
so sanh cdp truc tiép lan luot 02 trong s cac TTKN duoc lva chon cho két qua
vé thi* hang can cl¥ theo trong sd cta tirng don vi dat dwgc) va md hinh xép
hang (danh gia doc lap cac TTKN theo thang diém phan loai clia tirng tiéu chi
danh gia va két qua tong hop cudi cling co thé xép hang va phan loai tirng
TTKN trén toan hé théng theo cac mirc danh gia Yéu, Kém, Trung binh, Kha,
T6t vaRat tét). Phuong phap phan tich thir bac duoc dp dung dam bao dap (ing
cac yéu cau vé tinh nhat quan trong qua trinh danh gia dong thoi cho phép su
tham gia clia nhiéu ngudi khi dua ra cac quyét dinh cudi cung (két qua danh
gi4 xép hang duoc tdng hop cudi cling). Sy tham gia clia nhiéu thanh vién khi
tién hanh danh gia, xép hang duoc goi la quatrinh ra quyét dinh nhém (Group
Decision Making). Co thé két luan rang phuong phap danh gia 4p dung cho
nghién ctru ddm bao tinh khach quan trong quatrinh xay dwng bd tiéu chi danh
gi4, xép hang céc trung tam kiém nghiém thudc, han ché t6i da cac sai s0 vacod
thé phan anh diing nhat hiéu qua hoat dong ctia cac don vi dua trén nhitng di
liéu thuc t€ vé hoat dong cliatirng don vi vé nhan s, thiét bi, phuvong phap thi,
tai chinh va két qua kiém tra chét lvong mau I8y la thue dang luu hanh trén
thi trvong.
4.4.2. D6ng gop vé y nghia thuc tién

Luan an daxay dwng va dua ra mot phuong phap danh gia, xép hang cac
don vi ki€ém nghiém thudc phu hop cho 4p dung trong hé thong kiém nghiém
thubc nha nuwdc tuyén tinh, thanh phd. Phrong phap danh gia gitp dwa ra mot
goc nhin toan canh vé két qua hoat dong clia cac don vi nhw diém manh, diém
yéu, nhitng ndi dung pht hop hodc con han ché clia hoat dong kiém tra giam
sét chat lvgng thudc trén thi treong hién nay dé tir d6 c6 co s& xay dung nhitng
giai phdp phu hop trong qua trinh quy hoach hé thdng kiém nghiém nha nuwéc
cling nhu dua ra nhitng cai tién, nhitng co ché, chinh sach dong bo tir co quan
quan ly gitp nang cao nang luc kiém nghiém va dé cac don vi c6 thé thuc hién
hiéu qud vai tro ctia minh trong nganh Dugc néi riéng va hé théng y té ndi
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chung. O quy mo hé thdng, cac tiéu chi va phuong phap danh gid hoan toan
pht hop dé danh gid, so sanh, phan loai cac don vi kiém nghiém Nha nuéc, cd
thé dung lam co s& dé xay dwng cac muc tiéu, tiéu chi cho dinh huéng dau tu,
nang cap céc nguon lrc cho kiém nghiém dong thoi nang cao nang lyc vahiéu
qua hoat déng kiém tra gidm st chdt lwvong thuéc. Ngoa ra, mbi trung tam
ki€ém nghiém ciing c6 thé &p dung dé tw danh gia va xép hang hiéu qua hoat
dong clia don vi minh theo tirng tiéu chi danh gia nhat dinh trén co s& c6 so
sanh voi cdc muc tiéu va ké hoach cu thé dat ra hang nam.

Céac két qua nghién clru clia luan an phan nao gilp co quan quan ly cé
nhirng danh gia toan dién nhat vé hiéu qua cling nhu thyc trang hoat dong ctia
cac don vi, 1a co s& tham khao tin cay dé &p dung trong qué trinh sip xép va
nang cao hiéu qua hoat dong clia cac don vi trong hé thong kiém nghiém nha
nwéc tai Viét Nam hién nay.

4.5. Han ché cta nghién ctru

Nghién ctru hién nay méi chi dirng & 04 don vi dwoc lva chon cho danh
i, xép hang theo md hinh so sanh trén 28 tiéu chi va thuwc hién danh gia theo
md hinh xép hang trén 2 tiéu chi clia bd tiéu chi danh gia. Trong tuvong lai,
chiing tdi hy vong <8 tiép tuc m& rong danh gia hiéu qua hoat dong clia cac
TTKN trén quy md toan hé théng.

Viéc md rong pham vi danh gia trén toan hé thdng kiém nghiém theo mé
hinh so sanh la kha thi, tuy nhién dé cé day da dit liéu cho so sanh, danh gia
hiéu qua hoat dong clia cac don vi quatirng nam doi hédi viéc tong hop vaxu ly
dir liéu cho nghién ctru kha phtrc tap va mat nhiéu thoi gian cling nhw cong strc
do hé théng di liéu clia cac don vi thudc hé thong kiém nghiém chua duoctrién
khai (rng dung quan ly bang cong nghé thong tin. Xay dwng phan mém quan ly
thong tin, di¥ liéu cling la mot nhiém vu dwgc BO Y té€ giao cho Vién Kiém
nghiém thudc Trung wong thwc hién vanhiém vu nay dwgc néu ré trong Thong
tr s6 11/2018/TT-BYT quy dinh vé chat lwvgng thudc, nguyén liéu lam thudc
ban hanh ngay 04/5/2018 [6] tuy nhién hién nay van chua trién khai duoc.

D0Gi véi viéc dp dung bd tiéu chi dé trién khai danh gia trén toan hé thong
ki€ém nghiém theo mo hinh xép hang, van dé kho khan chinh laxay dung dwoc
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thang diém xép hang pht hop va kha thi cho 28 tiéu chi danh gia nhu thé nao.
Thang diém khoéng nén bat bién ma nén can ct theo tinh hinh trién khai ké
hoach cong viéc tirng ndm va chinh vi vay can sy thong nhét vé mdc chuan va
cach thirc thurc hién trén toan hé théng.
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KET LUAN VA KIEN NGHI
1. Két luan

Luan an dathuc hién dwoc cac muc tiéu dé ra, cu thé nhu sau:
- Xay dwng bd tiéu chi danh gia, xép hang cac trung tam kiém nghiém
thudc tuyén tinh, thanh phé theo mé hinh phan tich th bac

- S dung phuong phap chuyén gia (ky thuat Delphi 2 vong) xay dung bd
tiéu chi danh gia va xép hang véi tong so 28 tiéu chi danh gia trong dé 15 tiéu
chi danh gia vé yéu td ngudn luc can cho hoat dong kiém nghiém thubc (vé
nhan sy, thiét bi, phwong phap thi, tai chinh) va 13 tiéu chi danh gia vé hiéu
qua hoat dong thong qua két qua kiém nghiém thudc lién quan dén chét lwong
mau va dac diém mau duoc kiém nghiém.

- Ap dung phrong phép tinh trong s6 ctia phan tich thir bac dé xép hang mikc
dd quan trong cla 28 tiéu chi danh gid, tong gia tri trong so cla 28 tiéu chi danh
gia bang 1,0000 (twvong tng v&i 100,00%). K&t qua tinh trong s6 clia cac tiéu
chi danh gia thu duoc tlr két qua nhom cac chuyén gia (n=11) cho thdy mét so
tiéu chi danh gia c6 mic dd quan trong nhat va chiém trong s 16n (khoang
10% trd 1én) nhu s6 luong hoat chat d& kiém nghiém (13,13%), s6 luong mau
thudc héa duoc kiém nghiém da chi tiéu (10,19%), nang lwc nhan sy kiém
nghiém (10,18%), hiéu qua hoat ddng cta nhan sy kiém nghiém (10,00%);
nhém tiéu chi c6 mirc dd quan trong vira (c6 trong s6 khoang 4% dén dudi
10%) nhu sd lvong duoc liéu da kiém nghiém (6,77%), doi ngli nhan su
(5,10%), sO lvong mau thude dwoc liéu va duoc liéu da kiém nghiém (4,95%),
hiéu qua si* dung thiét bi (4,81%) va kinh phi thwdng xuyén tir ngan sach nha
nwéc (4,66%). Nhom cac tiéu chi con lai cé trong s6 dao dong trong khodng tir
0,47 — 2,54%.

- Ké&t qua vé tinh nhat quan (CR) clia nhém chuyén gia (n=11) déu dat yéu
cau ctia phuong phap phan tich th bac (CR<0,1) va dat dwgc sw dong thuan
t6t trong nhém khi tién hanh 16 1an danh gia so sanh cap cac tiéu chi danh gia
(11/16 hé s6 dong thuan & mic rat cao = 85%; 04/16 hé s6 dong thuan & mirc
cao tlr 75% - 85%, chi ¢6 01/16 hé s6 dong thuan & mikc trung binh 12 69,3%).
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- Danh gia va xép hang 04 trung tam kiém nghiém thudc tuyén tinh dwoc
la chon theo m6 hinh so sanh

- Batién hanh thu thap s6 liéu vé nhan su, thiét bi, phvong phap thir vata
chinh tai 04 TTKN (Bac Kan, HoaBinh, Lao Cai vaYén Bé) trong nam 2017
dé tinh toan chi sd do luvong cla 15 tiéu chi danh gia yéu to dau vao.

- DAtién hanh hdi ciru dit liéu vé két qua kiém nghiém cac mau ldy duoc tién
hanh thir nghiém trong nam 2017 véi tong sd 1.975 phiéu kiém nghiém ctia 04
don vi duoc lva chon. Cac dit liéu thu thap dwoc st dung cho tinh toan chi s6
do lwdng clia 13 tiéu chi danh gia két qua dau ra.

- Da4p dung phuong phap phéan tich thr bac dé ti€n hanh danh gia va so sanh
tlrng cdp cta 04 TTKN lan lwot theo 28 tiéu chi danh gia, tinh toan trong s6
theo tlrng tiéu chi danh gia trong s6 tong hop dé xép hang céac don vi nay theo
thir tv 1, 2, 3, 4 can clr vao giatri trong s6 twong ¢ng tlr cao xudng thap cho
yéu t6 dau vao (kha nang thuc hién hoat dong kiém nghiém) va két qua dau ra
(két qua thuc hién hoat dong kiém tra giam sat chat lwgng thudc trén thi treong)
cling nhu két qua tong hop cudi cuing (danh gia chung).Danh gia va phan loai
cac don vi kiém nghiém thuéc da dwoc cong nhan dat tiéu chuan ISO/IEC
17025 va GLP theo m6 hinh xép hang

- Datién hanh thu thap so liéu vé tinh trang cong nhan dat tiéu chuan 1ISO/IEC
17025 va GL P cung danh muc phép thir cong nhan tinh dén hét nam 2019 cla
tat ca cac don vi trén toan hé thong kiém nghiém thuéc, hoi ctru dir liéu tong
hop béo céo vé két qua thuc hién day du chi tiéu cac mau 14y lathude lvu hanh
trén thi truong cla cac don vi nay.

- Sir dung phuong phap phan tich thi bac dé danh giavaphan loai 50 TTKN
theo mo hinh xép hang theo 02 tiéu chi dwoc lwa chon trong s6 28 tiéu chi danh
gia (1) SO lwgng phép thir dugc cong nhan theo ISO/IEC 17025 va GLP cla
trtng TTKN va (2) Két qua thir nghiém day da chi tiéu chat lugng theo tiéu
chudn dwoc ap dung cla thudc 1a mau |18y dang luu hanh trén thi tredng, voi
thang diém ctia moi tiéu chi danh gia quy vé thang 10 diém, tir d6 phan loai céac
TTKN v@i cac mic xép hang Yéu, Kém, Trung binh, Khg, T6t va Rét t6t theo
két qua trong s6 tdng hop dugc tinh bang tich trong s6 cla tiéu chi danh gia va
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diém theo thang diém tuwong (ing ma TTKN dat dwoc theo tiéu chi danh gia

tuvong tng.

2. Kién nghi va dé xuat
V& trién khai ap dung bd tiéu chi danh gia, xép hang cac trung tam kiém
nghiém tuyén tinh, thanh pho:

v' O quy m6 hé théng: Tiép tuc m& réng nghién ctru &p dung bd tiéu chi danh
gi4, x€p hang céc trung tam kiém nghiém thudc tuyén tinh, thanh pho trén
toan qudc theo M6 hinh so sanh tir d6 cé thé xép thir tv cac don vi tlr cao
xuong thap. Tién t&¢i xay dwng c&c mirc chuan pht hop cho &p dung déanh
gi4 phan loai cac don vi theo M6 hinh xép hang. Cac mirc chuén dua ra co
thé can cl trén co s¢ 1dy y kién thong nhat va phu hop 6 quy md toan hé
thong.

v O quy md tirng don vi: Cac don vi mubn nang cao nang luc vahiéu qua hoat
dong kiém tra chat lvgng thudc, ngoai viéc dau tu dat yéu cau phap ly toi
thiéu GLP, can chi trong t¢i céc chi tiéu cd trong sO cao: tang cwong tham
gia thtr nghiém thanh thao, mé& réng danh muc phép thtr duoc cdng nhan,
lam du céc chi tiéu, tang cudng khai thac sir dung thiét bi san co, md rong
céc hoat chét kiém nghiém trong danh muc thudc thiét yéu...Tirng don vi c
thé Iwa chon xay dwng ké hoach hoat dong hang nam cling cac muc tiéu cu
thé cho tlrng tiéu chi danh gia sau do tu tién hanh danh gia, phan loai dé cé
thé ¢d céi nhin tong hop vé hoat dong clia don vi minh, tir d6 ¢6 nhirng bién
phép khc phuc nhitng diém con yéu, phat huy diém manh hay dua ra nhitng
cai tién can thiét trong cac ky hoat déng tiép theo.

Ve kién nghi va dé xuat dé6i voi cac co quan quan ly trong chinh sach vé
hoat dong kiém tra giam sat chat lvong thudc va 02 Vién Kiém nghiém
trong thuc hién cong tac chi dao tuyén:

v’ C6thé 8p dung b tiéu chi danh gia va phrong phap danh gia, xép hang nay
dé lwvachon cac don vi c6 du nang lwc phi hop, mdt trong nhitng tiéu chuan
cho lva chon cac TTKN larng vién dé phét trién thanh trung tam khu vuc
sau nay.
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v" Can c6 nhitng chinh sach phu hgp vé quan ly chat lvgng thube lvu hanh trén
thi truong trén co s& xay dwng céc ké hoach I8y mau vakiém tra chat lvong
thudc phu hop, hiéu qua, bam sét cac yéu té nguy co, rdi ro ctathi truong.
DE co thé thirc hién tot viéc nay can som trién khai hé théng quan ly di liéu
thong tin dong bd trong toan nganh Dwgc néi chung va hé théng kiém
nghiém noi riéng va qua do cé thé cé du cac dir liéu danh gia can thiét lién
quan dén san xuéat thu6c, thude dang ky lwu hanh, thi phan, két qua tong hop
kiém tra chét lvong iy ké tirng ndm... cho x&y dung ké hoach 1dy mau phu
hop & quy md toan hé thong. BO tiéu chi danh gia cé thé phu hop dé st dung
cho x&y dwng ndi dung clia hé théng quan ly di liéu thdng tin nay.

v Két qua danh gia vé yéu to tai chinh cho hoat dong kiém nghiém & 04 TTKN
duoc lvachon cho thdy cac don vi déu gap khé khan vé nguén tai chinh cho
hoat ddng. Thiét nghi can phai cé nhitng chinh sach va co ché phu hop cla
nganh dé gilp cac don vi kiém nghiém nha nudc tang cwdong vai tro cla
minh trong kiém tra gidm sé chat lvong thudce, dong thoi két hop duogc voi
viéc mé rong co héi tang ngudn thu, ddm bao dd kinh phi cho duy tri hoat
dong, tai dau tw dé tirng budc nang cao nang luc, gidam bt sy thu dong va
phu thuéc vao ngudn ngan sach nha nuéc cdp. Van dé nay can som duoc
quan tam khi 16 trinh vao nam 2021, BO Y t€ yéu cau tat cA TTKN phai dat
GLP, mot chirng chi cong nhan vé nang luc phong thir nghiém duwgc pham
ma dé dap rng yéu cau cling nhw duy tri hiéu lyc 1au dai doi héi can co s
dau tw rat nhiéu vé kinh phi cho hoat déng.
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PHY LUC 1
BIEU MAU THU THAP SO LIEU NGUON LUC PAU VAO




. PHIEU THU THAP DU LIEU
NGUON LI,J'C PAU VAO CHO KIEM NGHIEM
(Ap dung riéng cho tirng don vi)

I. THONG TIN CHUNG

- Tén don vi:

- bDiachi:

- Co quan chi quén:

- 86 dién thoai lién hé:

- Séfax:

- Dia chi email:

II. THONG TIN THU THAP

(Dién théng tin va ddnh ddu vao cjt twong irng)
1. Co sé vt chat

Co tru s& riéng khong? Co 0O Khéng 0O
- Diéntichmdt bang............ m°

- Dién tich phong thi nghiém: ............m°

- Dién tich khdc: ............m’

- Nam xdy dung/ stea chita lom cua don vi gdn nhdt: ... .........

2. Théng tin vé tiéu chuéin QLCL dwgc cong nhin:

TT Tiéu chuén Noi cép Nim dugc | Tong s6 phép thir
dugc cong nhén chirng chi c¢ong cdng nhén duge cong nhén
nhéan cho thuéc

(Photo cdc chimmg chi va quyét dinh cong nhdn)
3. T6 chirc va nhén sy
3.1. Té chirc

Chtrc nang/ nhiém vu ctia don vj

Kiém nghiém dugc phim 0 Kiém nghiém m§ phdm 0O
Kiém nghiém thuc phém chicnang O Kiém nghiém thyc phim O
Chirc niing thanh tra/ kiém tra O

3.2. Nhiin su:
3.2.1. Tai liéu cén thu thép:




Danh sach kiém nghiém vién va can bj theo trinh d9, nam kinh nghiém nim

2017.

Danh séch tirng phong chuyén mon va chirc ning, ban 1anh dao nam 2017.
3.2.3. Téng hop dit liéu:

TT

Chuyén Dudi

hoc

Trung Cao
nganh trung hoc dang

Pai hoc

Sau dai
hoc

Téng

Dugc

Hoa

Sinh

Khac

Téng

4. Thiét bj

4.1.

L =S
iR

-
-

Tai lidu cén thu théap : Danh sach thiét bj thudc di¢n kiém soét, nam sir dung,
tinh trang thnet bi (bao gbm phbng sach, néu c6) dugc ban hanh theo hé théng

quan Iy chit lugng cua don vi nam 2017.

. Téng hop dir lidu:

Tén thiét bj

S6 hrgng

Cé hi¢u
chudn

Khéng hi¢u
chuén

HPLC

UV-VIS

Chuin d6 dién thé

Chuan d6 Karl-Fisher

AAS

Sac ky khi

D4 hoa tan

Phan cyc ké, khic xa ké

HPLC khdi pho

Sioloelo ] aiu|rl—

Sac ky khi khi phd

o
Pt

Quang phd hong ngoai

—
[\

May do diém chay

—
(%]

Phong sach dat tiéu chuan GLP-WHO

,_.
~

Tu an toan sinh hoc cép 2, buéng thoi
khi sach

—
wh

Maiy do kich thudc tiéu phin




5. Phwong phap thir:
Tai liéu cin thu thip: Danh séch phép thir dugc cong nhén theo ISO/ IEC 17025

5.1.

5.2.

va GLP tinh dén hét nam 2017.
Tdng hop dir liéu:

—
ﬂ

Tén céc phép thir
c6 sur dung thiét bi

Dugc cong r}h:;?m
(tich dau X né€u ¢6)

Dinh tinh bang quang phé hong

Dinh tinh bing do diém chay

Dinh tinh bang do ning suit quay cyc.

Xac dinh do hoa tan cia thudc bing HPLC.

Xac dinh d6 hda tan cua thude bing UV-VIS.

Dinh luong bing phuong phap chuin d dién thé

Dinh tinh va dinh lugng bang UV-VIS

Dinh tinh va dinh lwgng bing, AAS.

Do |~d|njwn| || b —

Pinh tinh va dinh lrgng biang GC,

Dinh tinh va dinh lugng bing HPLC

Xic dinh tap chat lién quan bang HPLC

Xic dinh tap chat lién quan bang, UV-VIS

Xac dinh kim loai ning bing AAS

Xac dinh tap chat lién quan bing GC

Xac dinh ton du dung méi bing GC

Xac dinh gidi han tap chit bing HPLC

Xac dinh gigi han chat bao quan bing HPLC

Xac dinh gidi chit mau biang HPLC

) | Xac dinh gi¢i han kich thudc tiéu phén

Xac dinh tap chit lién quan bing sic ky 16p mong

Xéc dinh ham lugng nuéc bing phuong phap Karl Fisher

Dinh lugng khéng sinh bing phuong phép vi sinh vit

Gi6i han nhiém khuén

Thir ndi dde to vi khuan

Thir 46 vé khudn

Dinh tinh bang phan tmg héa hoc

Pinh tinh bing phuong phép sic ky 16p méng,

Pinh lugng bang phuong phap chuén do thé tich

Tong s6 phép thir dwge cong nhin

6. Quan ly chét lrgng

6.1.

- Danh sach céc phép thir tham gia TNTT va két qua nam 2017.

Tai liéu cin thu thép:

Cac bién ban danh gia ISO 17025/GLP tinh dén hét nam 2017.




6.2. Tdng hop dir lidu:
Két qua
TT Tén phép thir D‘:’;;ic“x’ Péi twgng thir (Dat/lghéng
dat)
7. Tong hep ngudn kinh phi thu cho hoat dong nam 2017
. Niam 2017
TT Ngi dung (nghin dang)
I | Kinh phi ngén sich nha nudc cip
Kinh phi thuémg xuyén
Kinh phi khéng thudng xuyén, trong d6:
- Kinh phi cho mua mdu kiém nghié¢m
Kinh phi khac
2 | Kinh phi thu tir hoat ddng su nghiép
3 Nguén vién trg, tai trg, qua ting
4 | Ngudn thu khac
5 | Téng cong
8. Tong hep nguodn kinh phi chi cho hoat dgng ndm 2017
Nam 2017
1 Noi dung (nghin dﬁng)
1 | Kinh phi chi cho nhén sy (levong, thu nhép)
2 | Kinh phi chi cho thiét bi, dung cy, céng cu (bao gdm hidu
chudn)
3 | Kinh phi chi cho hoat ddng chuyén mén
5 | Kinh phi chi cho mua méu
6 | Tong cong




PHU LUC 2
BIEU MAU TONG HQP SO LIEU CAC KET QUA PAU RA



BIEU MAU TONG, HQP DU LIEU
VE KET QUA PAU RA

(Ap dung trén phdn mém Microsoft Excel, méi phiéu kiém nghiém riéng cho mét hang)

Phin 1. Théng tin vé miu

Cot 2: Nhip thong tin theo Phiéu kiém nghiém (PKN) cta miu;

Cét 3: Nhap thong tin theo Phiéu kiém nghiém cia miu;

Cot 4: Tén mau theo Phiéu kiém nghiém

C¢t 5: Lya chon d6i tuong mau theo dinh dang s&n: thude tan dugc, thubc dong duge

Cét 6: Lira chon dang bao ché theo dinh dang sén: Nguyén ligu, Dugc li¢u, Vién nén,
Vién nén bao phim, Vién nang ciung, Vién nang mém, Thubc uéng/siro, Kem
bdi da, Cao dan, Thudc dit, Thudc bot pha tiém, Thubc tic dung kéo dai, Vién
nén bao tan & rudt, Thudc bt uéng, Dung dich ti€m truyén, Vién bao duong,
Thudc nho mét, mili, Thudc xit, Thude diung ngoai.

Cot 7: Lua chon theo loai hinh kinh doanh cta don vj dugc dinh dang sin: DNTN
(Doanh nghiép tu nhin), DNNN (Doanh nghiép nha nudc), DNDP (Doanh
nghi¢p dia phuong), CTYLD (Cong ty lién doanh)

C{t 8: Lya chon theo dia danh dugc dinh dang sin: Chau A, Chau Au, Chau Phi, Chiu
My, Chau Uc.

Cét 9: Lya chon theo thong tin vé noi ldy miu duge dinh dang sin: Kho cia co s& san
xuét, kho clia co s& xut nhap khiu, kho cia céc cdng ty cdp tinh, kho clia cac
cong ty TNHH cé chirc ning ban budn, kho thubc khoa duge bénh vién, vién
nghién ctru cé giwdong bénh tuyén trung wong va tuyén tinh, kho thuéc khoa
dugc cla cac bénh vién tu nhén, trung tim chuyén khoa tinh, nha thuéc GPP.

Cét 10: Lua chon theo théng tin vé noi ldy mau dugc dinh dang sin: cac co s& ban 18
{quay thudc, dai ly ban I€...), khoa dugc bénh vién tuyén huyén, ti thudc tram y
té x4, cac phong kham tur nhén.

Phén II. Kiém nghi¢m miu
sé | 5

TT | PKN
xuft | 59

1 2




Cot 2: Lién két sang phan Théng tin mau

Cot 3: Lién két sang phan Théng tin miu

Cot 4: Lua chon tiéu chudn chét lvong ap dung dd dugc dinh dang san: Tiéu chuan co
s&, Dugce dién Viét Nam, Dugc dién cac quéc gia, qudc té, Chau Au., phuong
phap ndi bd.

Cot 5: Lua chon dinh dang sin : diing tiéu chuén co s0, chuyén sang Dugc dién, Khac.

Cot 6: Lua chon dinh dang sin: Pu chi tiéw/Khong du chi tiéu

Cot7,8,9,10: Dién tén chi tiéu khong thuc hién, mdi c¢dt mot chi tiéu.

Cot 11: Két ludn vé chét lugng mau cua don vi, lya chon dinh dang s3n: Pat/Khong

dat/Gia mao/Nhim 14n

- C{t 12: Dién tén chi tiéu khong dat.

Phén IT1. Hoat chét va chi tiéu thir nghiém

- Cdt 2: Lién két sang phan Thong tin mau

- Cot 3: Lién két sang phan Thong tin mau

- Cdt 4: Lua chon sb lugng hoat chét da duge dinh dang sén: 1, 2, 3, 4, 5 tré 1én hoat

chéat

- C¢t 5: Dién tén hoat chét cia miu theo thong tin vé hoat chét cé trong phiéu kiém

nghiém

- Cét 6 - 33: Tén cua 28 chi tiéu thir nghiém cén théng ké&. Tinh theo timg hoat chét va

dién sb lugng tong luot phép thir (theo bang duéi day) da thyc hién.

Tén céc phép thua Tén céc phép thu
TT| Nhom phép thir ¢6 sit dung thiét bi khéng subciiung thiét
Dinh tinh bﬁpg quang pho h(‘")n,g Dinh tinh t;éng phan
ngoai, do diém chay, nang suat | img héa hoc,
Dinh tinh va djinh | U8y c¥e. | phuong phap sac ky
1 lron Dinh luong bang phuong phap | 16p méng.
ne chuén do dién thé. | Dinh luong bing
Pinh tinh va dinh lugng béng | phuong phap chuan
HPLC, UV-VIS, GC, AAS. ' dd thé tich.
> | D6 hoa tan Xac dinh d6 hoa tan cia thude
T bang HPLC va UV-VIS, ]
3 Tap chét li€n quan, | Xac dinh tap chat lién quan | Xac dinh tap chat
gid han cho phép | bang HPLC, UV-VIS. li€n quan bang sic

2




Xac dinh kim loai nang bang | ky I6p mong
AAS
Xac dinh tap chit lién quan, ton
du dung méi bang GC
Xac dinh gidi han tap chét, chit
bao quan, chat mau bang HPLC
Xac dinh gigi han kich thudc
tiéu phan
Ham hrong nuée Xac dinh ham lrong nudc bang
phuong phéap Karl Fischer
Ché pham khong vé khuan:
Pinh lugng khang sinh bang
phuong phép vi sinh vit
Vi sinh, dugc ly Gioi han nhiém khuan
Ché pham v6 khudn: Thtr ndi
doc t vi khudn
Thir d v6 khudn
Tong cong 24 phép thir 04 phép thir




PHU LUC 3
MAU PHIEU VA KET QUA TONG HQP LAY Y KIEN
VE TIEU CHI PANH GIA




_ BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
VIEN KIEM NGHIEM THUOCTW Déc lip - Ty do - Hanh phiic

 85:65% IVKNTTW Hé Ngi, ngay 0¥ thng 09 nam 2017
Viv Idy y kién vé by tiéu chi ddnh gid '

Kinh gi¥i: Trung tdm Kiém nghiém cc Tinh/Thanh phé

Vién Kiém nghiém thuéc Trung wong véi vai trd 1a don vi chi dao vé k¥ thust
cho hé théng kiém nghiém trong ca nuéc di ¢ nhiéu hoat dong hd trg cic don vi
nhim myc dich ndng cao nang luc hoat dong kiém nghiém thuéc. Trong nhidu nim
gén d4y, s6 luong céc trung tm kidm nghiém dugc danh gid cong nhan dat tiéu chudn
ISO/IEC 17025:2005 va GLP ngay cing gia ting 12 mdt bing chimg cho thy nang Iuc
clia cc don vi trong hé théng kiém nghiém 44 dugc ning cao rét nhiéu.

Tuy nhién, chimg chi cong nhén dat ISO/IEC 17025 hay GLP khéng phai la
tiéu chi duy nhit dai dién cho ning Iyc cia mét phong kiém nghiém. Theo quan diém
cia UNDP khi dinh nghia vé ning lyc (1998) thi ning lyc cia mot phong kiém
nghiém thudc dugc hiéu 12 kha ning cla don vi sir dung céc ngudn luc sin c6 dé thue
hién nhiém vy quén Iy chit lrgng thuc dung trong diéu tri bénh va chim séc sirc khde
cdng ddng dat dugc hidu qué, c6 hiéu luc va phét trién bén vitng. Nhu vdy, dé dénh gia
ning lyc toan dién clia mot phong kiém nghiém thubc phai bao gdm viéc danh gia cac
ngudn Iuc diu vao phuc vu cho hoat d6ng kiém nghiém thudc nhu quy md td chirc, dbi
ngii nhén sy, trang thiét bi, chit chuln, phuong phap thir, ngudn luc tai chinh va két
qué d4u ra thong qua sb lwgng méu, sb lrgng hoat chét da dugc kidm nghiém.

Quyét dinh s6 68/QD-TTg clia Thu tuéng Chinh phu ky ngdy 10/01/2014 phé
duyét Chién lugc quéc gia phat trién nganh Dugc Viét Nam giai doan dén nam 2020
va TAm nhin dén nam 2030 c6 dé cép dén viéc quy hoach hé théng kiém nghiém dugc
phdm va sin phdm anh hudng truc tiép dén sirc khoe con ngudi theo huéng xiy dung
trung tam kiém nghiém khu vyre tai céc tinh mién nui phia Béc, c4c tinh dong bing va
duyén hai Bic B§, mién Trung, T4y Nguyén va Déng Nam B; sip xép va nng cao
hiéu qua hoat ddng clia cic trung tdm kiém nghiém con lai. Nhu viy, dé c6 thé quy
hoach h¢ théng kiém nghiém hi¢u qua, hop 1y, cAn phai danh gia chinh xac dugc ning
hre va thye trang cua tirng don vi.

Nim 2017, Vién Kiém nghiém thudc Trung wong tién hanh dé tai co s& xdy
dyng b tiéu chi phit hgp cho d4nh gi4 ning lyc phong kiém nghiém thubc nhim thiét
1ap mdt bd cong cu twong dbi hoan chinh dé phuc vu cbng tac danh gia ning luc cac
don vi sau nay.



Bing céng vin ndy, Vién Kiém nghiém thubc Trung wong kinh d& nghi céc
trung tAm kiém nghiém cho y kién danh gi4 v& b6 tiéu chi néu trén. Céc dbi tuong
tham gia 14y ¥ kién bao gdm: Gidm dbc trung tim, Phé giam dbc trung tim, cic can b
ch'uyéri'rri_é‘m c6 trinh dq‘)ﬁtrén dai hoc (tién si, thac si, dugc si chuyén khoa I, dugc st
chuyén khoa IT) d c6 it nhat 10 n&m kinh nghiém 1am céng téc kiém nghiém.

Phiéu I4y y kién d4nh gia dugc giri kém theo céng van nay. M3i déi tuong tham
gia ldy ¥ kién thuc hién trén 01 phiéu doc 1ap. Kinh dé nghi cdc don vj photo du sb
luong phleu va chuyén cho cic cdn b thudc dbi tugng ldy y kién frong don vi minh.
Vién rét mong nhén duge sy hop tic va hd trg ciia cic don vi trong dgt khao sét 14y y
kién danh gi4 nay nhim gép phén x8y dyng dugc bd ti€u chi danh gii ning lyc phu
hop nhét cho toan hé théng.

Céc phiéu ldy v kién d4 hoan thién xin giti vé Vién trude ngay 01/10/2017 theo
dia chi sau:

Nguyén Thj Hoang Lién
Phong Khoa hoc va Do tao
Vién Kiém nghié¢m thudc Trung womg
48 Hai Ba Trung, Hoan Kiém, Ha Nji
Dién thoai: 090-205-0178

Rit mong nhén dugc sy hop téc cla don vi.

Trén trong cim on!

Noi nhén: VIEN TRUOGN Gi)\d}

- Nhu trén;
- Lyu: VT, nhém nghién ciru.




PHIEU LAY Y KIEN VE BQ TIEU CHI CHO PANH GIA NANG LUC

PHONG KIEM NGHIEM THUOC

I. Thong tin chung

S

1. Ho va tén:
i 2, Pon vi cong tac:
3. Chirc vy:
4, Chuyén nganh dugc dao tao:
5. Trinh d hoc vén (Tién si/Thac si/DSCKII/DSCKI):
6. S$6 nim kinh nghiém hoat dong chuyén mén tai phong kiém nghiém thude:
II. Noi dung cdc tiéu chi danh gia (Lwa chgn mdt trong cdc phwong an
Khong cin thiét/Phit hop/Cén thiéy/Rét cén thiéy)
Mikc d§ can thiét
- £
T Tiéu chi Khong | ppi | can | R4 Ghi chii
O | hop | mide | <%0
thiér | “P thiét
I__ |Té chire
Don vi c6 cdc bg phin
chuyén mon nao?
Kiém nghiém héa ly
Kiém nghiém vi sinh
Kiém nghiém dugc ly
Kiém nghiém dwoc liéu va
thude tir duge lidu
Kiém nghiém my phdm
Don vi ¢b cdc b phdn hé
trg cong tdc chuyén mén
Quy mb t6 chirc ciia don nao?
I.1 |vi d6i véi hoat dong Thiét 1ap chét chuén, chit
kiém nghiém thudc d6i chiéu
B6 phan hiéu chuin va bao
tri thi€t bi
Ban quén ly chét lwong, ky
thudt
Cdc bg phan chuyén mén
khdc
Kiém nghiém thuc phdm
Thir nghiém va déanh gia
tuong duong sinh hoc cua
thude
VKNTTW.01 8.2017
Trang 1/10

= hug

»



Mikc dp cin thiét
Khong
ci}n
thiét

Rit
A
can
thiét

T Tiéu chi Phit | Cin

hop | thiét

Ghi chii

Chire ndng, nhiém vu
dugc giao cua don vi
(kiém nghiém thubc/my
phém/thuc phdm)

1.2

Pugc cong nhdn phong
[.3  jthir nghiém theo tiéu
chuén ISO/IEC 17025

; Pugc cong nhin phong
| thir nghiém theo tiéu
chudn GLP doBd Y té
ca‘ip

1.4

Pugc ¢6ng nhin phong
thir nghiém theo tiéu

1.5 |chuin GLP cta cactd
chirc quéc té (WHO, EU
hodc OMCL...)

Tdng sb phép thir dugc
1.6 |cong nhan (thubc/my
phim/thyc phdm)

II Nhin sy

Theo chuyén nganh:

S6 lwrgng cén bd chuyén Dugc/Hoéa/Sinh

I1.7  |mdn theo chuyén nganh Theo trinh d6: Tién si/Thac
va trinh 49 s7/Cir nhan/Cao déng/Trung
cap

VKNTTW.01_8.2017
Trang 2/10




T

Tiéu chi

Mizc dp cin thiét

Khing
cin
thiét

Phit | Cin
hop | thiét

Rit
cén
thiét

Ghi chu

I1.8

S hrgng can b chuyén
mon theo kinh nghiém
cOng tac

Can b ¢6 1-5 nim kinh
nghi€ém

Can bd ¢6 5 dén 10 nam kinh

nghiém

Cén bd ¢6 10 dén 15 nam
kinh nghiém

Can bd ¢6 15 nam dén 20
ndm kinh nghiém

Can b0 ¢6 trén 20 nam kinh

1.9

S6 luong can bj dugce
dio tao co ban v ki
thuat phan tich

11.10

S hugng cén bo dugc
dao tao ning cao/chuyén
sdu vé k¥ thuat phan tich

1.1

Sb lugng cén bé dugce
dao tao theo timg phép
thir duge cdng nhan

I1.12

Sb luong can bd dugce
dao tao theo tirng phép
thir chura dwgce céng nhin

I1.13

Sb lugng can bd dugc
dao tao co ban vé quan 1y
chat lugng phong thir
nghiém

II.14

S lugng can bd dugce
dao tao ning cao/chuyén
sdu vé quan ly chit
lugng phong thir nghiém

Trang 3/10

VKNTTW.01_8.2017
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Mikec 3p cdn thiét
Khong
cdn
thiét

X

Phit | Cén g‘; Ghi chii
o £

hop | thiét thibt

IT Tiéu chi

S6 lugng cén b tham
gia thir nghiém thanh
I1.15 |thao va so sanh lién
phong thi nghi¢m theo
tirng phép thu

S& lugng can bd duge
11.16 |danh gia tay nghé dinh
ky

III _ |Thiét bi

Toéng s6 lugng thiét bi
truc tiép tham gia vao
qua trinh kiém nghiém
miu

S4 lugng thiét bj theo 6 HPLC; UV-VIS; Chuin d6
phép thir co ban dién thé; KF; P hoa tan; IR

IHI.17

.18

Pam béo chét lugng hoat
111.19 |doéng hiéu chuin va bao
tri thict bj

Tén xudt st dung 6 loai
111.20 |thiét bi co ban (s miu
theo thanh phan/nim)

IV |Phuong phap thir

HPLC; UV-VIS; Chuén d6
dién thé; KF; Db hoa tan; IR

Ap dung céc tiéu chuén
chét lugng duge cong bd
(Dugc dién Viét
Nam/Duogc dién cac
nude/Tiéu chuin nha san
xuit dang ky luu hanh)

IV.2]

Thubc tan dugc; Thudc tir
duge liu; Nguyén licu;
Dugc li¢u; My phém

S lugng cac phép thir
V.22 |thuc hién d6i véi timg
loai mau

S6 lugng cac phép thir
IV.23 |duge cong nhan ddi véi
tirng loai mau

VKNTTW.01_8.2017
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T

Tiéu chi

Mikc d6 cin thiét

Khong
cin
thiét

Phi
hop

Cin
thiét

Rit
can
thiét

Ghi chu

V.24

Hoat ddng thim dinh va
phé duyét phuong phap
pht hgp véi dam béo
chit lugng két qua thir
nghiém theo GLP va
ISO/IEC 15025:2005

IV.25

S6 lirgng chi tiéu
thir/phép thir duge thim
dinh va ban hanh tiéu
chuin ndi bd

IV.26

S6é luong chi tiéu
thir/phép thir c6 danh gia
sy phu hgp ciia phuong
phap thir

V.27

S san phdm dugce thdm
dinh phuong phép theo
nha san xut

V.28

Tén xuét thyc hién cac
phép thir: mau/nim

Hé thong quin ly chat
lwrong PTN

V.29

$6 lan dugc danh gia
cong nhan ISO/IEC
17025

V.30

S6 lan dugc danh gia
cong nhén GLP cua B
Y té

V.31

S6 lan duge d4nh gia
¢dng nhin GLP cua cic
t6 chirc danh gia nudc
ngoai

Trang 5/10
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T

Tiéu chi

Mire dj can thiét

Khong
A

can
thiét

Phiz | Cin
hop | thiét

Rit
A
can
thiét

Ghi chu

V.32

Téng sb cac didu khong
pht hgp duge phat hién
qua cac l4n danh gia theo
tirng n6i dung (tb chire,
nhan sy, thiét b, phuong
phép thir, hé théng quan
Iy chit lvgng, két qua
thir nghi¢m)

V.33

Danh muc hoat chét
dugc cong nhan gin déay
nhét

V.34

Ké hoach lay miu ciia
don vi

V.35

Nang lirc nhén su thue
hién cong viéc lay mau

V.36

Trang thiét bi, cong cy,
dung cu, phuong tién cho
hoat dong 1y miu

V.37

Mirc d6 hoan thanh ké
hoach 14y miu trong nam
gan nhat

V.38

Thyc hién kiém soat chit
lugng két qua thir
nghiém theo hoat ddng

V.39

Thue hién kiém soat chét
lugng theo chuong trinh

V.40

Theo dai xu hudng chit
luong két qua thir
nghiém

Trang 6/10
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IT

Tiéu chi

Mikc dp cdn thiét

Khong
céin
thiét

Pha
hop

Cin
thiét

Rit
cin
thiét

Ghi chn

Tai chinh

VI.41

Téng ngudn thu cia don
vj trong 3 ndm gz‘"m day

V142

Téng chi phi cho nhan sir
cua don vi trong 3 nim
gin ddy (chi luong, phy
cp, phic lgi, dio tao,
ndng cao nghiép vy, danh
gid tay nghé kiém
nghi¢m vién)

V143

Téng ngudn vén hinh
thanh tai san

VI1.44

Téng chi phi sira chira va
bao tri thiét bi trong 3
nim gan day

VI.45

Téng chi phi cho hiéu
chuén thiét bj trong 3
ndm gan day

VI.46

Téng chi phi cho hoat
dong |y miu trong 3
ndm géin day

V147

Toéng chi phi cho cong
tac chuyén mén kiém
nghiém thudc va my
phdm trong 03 nm gén
day

VII

Két qua kiém nghiém

VIL.48

Tong sd mau da kiém
nghiém trong ndm gin
nhét theo loai miu (méu
liy, miu giri, mAu thim
dinh tiéu chudn chét
lugng)

VIIL.49

Tdng s6 miu d3 kiém
nghiém trong nam gin
nhét theo noi san xuét
(trong nudce, nudc ngodi)

Trang 7/10
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T

Tiéu chi

Mirc d ciin thiét

Khéng
ci}n
thiéct

Pha
hop

Cin
thiét

Rit
A
can
thiét

Ghi chu

VIL.50

Téng s6 miu da kiém
nghiém trong ndm gan
nhat theo noi ldy mau

Co s& 1dy miu theo phén loai
cua Cuc QLD; theo khu vuc
dia ly, dia ban dan cu

VILS1

Téng s6 miu d kiém
nghiém trong ndm gan
nhat theo dang bao ché

VII.52

Tong s6 mau da kiém
nghiém trong nam gén
nhét theo phan loai thanh
phin hoat chit

M4u mét thanh phén, hai
thanh phéan...

VIL.53

Téng s6 miu lay da kiém
nghiém trong nim gin
nhét theo phén loai hoat
chét

Danh muc hoat chét theo
nhom diéu tri

VIilL.54

Téng s6 mau ldy da kiém
nghiém trong nam gén
nhét thyc hién day du chi
tiéu theo TCCL ap dung

VIL.55

Téng s6 mau 14y da kiém
nghiém trong nam gén
nhét khong thuc hién diy
du chi ti€u theo TCCL ap
dung

VIIL.56

Téng s6 méu ldy da kiém
nghiém trong nim gan
nhét ap dung diing TCCL
ctia nha s&n xuat quy
dinh

VIL57

Tong s6 mau lay dé kiém
nghiém trong nam gén
nhét 4p dung khong ding
TCCL ciia nha sin xuit
quy dinh, chuyén sang sur
dung TCCL theo Dugc
dién

Trang 8/10
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T

Tiéu chi

Mikc dj can thiét

Khong
cin
thiét

Phix
hgp

Cén
thiét

Rit
2
can
thiét

Ghi chu

VIL.58

Téng sé mau lay da kiém
nghi¢m trong nim g?m
nhét ap dung khéng ding
TCCL clia nha san xuft
quy dinh, chuyén sang st
dung TCCL cua nha san
xudt khac

VIL59

Téng s6 mau ldy da kiém
nghiém trong nim gin
nhét khong dat tiéu
chuén chét lugng ap
dung theo ding TCCL
ctia nha san xuét

VIL.60

Tong s6 mau lay 44 kiém
nghiém trong nim gin
nhit khong dat tiéu
chuan chét lugng khi

I11.

Y kién b sung céc tidu chi d4nh gia ning lyc khac
(Ngudi cho ¥ kién ghi 18 céc tiéu chi danh gia ning luc mudn bd sung kém theo phuong an lua
chon mirc d9 can thiét cia timg tiéu chi bd sung)

Mikc dp ciin thiét

TT Tiéu chi Khong | ppi | cin | Rt Ghi chii
can  ooop | it | €
ide | P thibt
VKNTTW.01 82017
Trang 9/10
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T

Tiéu chi

Mike dj can thiét

Khong
cdn
thiét

Phi
hop

Cén
thiét

Rit
cédn
thiét

Ghi chit
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Tong hgp diém trung binh va dj 1éch chuin (SD) ciia cac tiéu chi tir két qua

liy y kién trén toan hé thong kiém nghiém thude

£ 2 bo
Té S6 | biém léch
TT Tén tiéu chi O"8 | fya | trung | \°S
diém chon | binh chuan
i (SD)
Pugc cong nhan phong thir nghiém theo tiéu chuén
U | 1SonEC 17025 391 90 3,54 066
Chirc n#ng, nhiém vu duoc giao cia don vi (kiém
2 nghiém thuéc/my pham/thuc phim) 312 891 3,51 0,69
3 | Sb lugng thiét bj theo 6 phép thir co ban 312 89| 3,51| 0,64
4 S? lu’c_rpg can bo dugc dao tao nang cao/chuyén sdu vé 315 90 | 350 0,69
ky thudt phan tich i
5 ﬁ:hluc_mg can bd duge dao tao co ban vé k¥ thudt phan 314 90| 349 0,71
Ap dung cac tiéu chuan chat luong dugce cong b (Dugc
6 dlen Viét Nam/Dugc dién céc nude/Tidu chuén nha san 313 90| 348 0,64
xuit dang ky luu hanh) ]
7 fl)]?é?;ao chat lugng hoat dong hiéu chuan va bao tri 312 90| 347| 075
Pugc éﬁng nhan phong thir nghiém theo tiéu chuan
8 GLP do Bd Y té cdp ’ 1 302 89| 3,39 | 0,75
g gﬁ;ﬁ )so phép thir duge cong nhén (thuéc/my pham/thuc 285 84| 339| 073
10 Tong so0 lugng thlet bi truc tiép tham gia vao qua trinh 297 89| 334| 071
kiém nghiém miu
1 S(? luo'r}g can bd chuyén mon theo chuyén nganh va 263 791 333 013
trinh d§ 1 i )
12 Thuc hién lflem soat chat luong két qua thir nghiém 204 90| 327 0,70
theo hoat dong
13 Ton‘g Cl’}l plll ch? cOng tac chuyén EnonAklem nghiém 504 90| 327! 07
thuéc va my pham trong 03 nam gan day
S lrrgng can bd tham gia thir nghiém thanh thao va so
14 | sanh lién phong thi nghiém theo timg phép thir 291 901 3231 077
s Sf’ lll‘(.mg can bd dugc dao tao theo tirng phép thir dugc 290 90| 322| 079
cong nhén
16 | S& lugng can bd duge danh gia tay nghé dinh ky 290 | 90| 3,22| 083
17 | Nang lyrc nhén su thuc hién cdng viéc lay mau 280 90| 321 0,74
8 Tfang :ghlet P;, ¢ong cy, dung cy, phuong tién cho hoat 287 90| 319| 0,78
dong lay mau
Téng sb miu ldy da kiém nghiém trong nim gan nhat
19 | thyc hién ddy di chi tiéu theo TCCL 4p dyng I B M Ml M
20 SOWIUQ’{lg cfm bd dugrc‘dao t@? ndng cao/chuyén sau vé 284 90| 3,16| 082
quan 1y chat luong phong thir nghiém i i
Tong s6 mau lay da kiém nghiém trong ndm gan nhat
21 | khong dat tiéu chuén chat lugng ap dung theo ding 277 88| 3,15| 0,85
TCCL cua nha san xuit i i
2 So lugng can b duge dao tao co ban vé€ quan ly chét 283 90| 314! 073

lugng phong thir nghiém




Hoat dong tham dinh va phé duyét phuomg phap phu

23 | hop véi dam bao chét luong két qua thir nghiém theo 282 9 | 3,13 0,77
GLP va ISO/IEC 15025:2005 i
24 rSmo5 llluq_)‘ng cac phép thir duge cong nhén d6i véi tig loai 278 89| 312 084
25 | Thue hién kiém soat chét lwgng theo chuong trinh 280 | 90| 3,11 0,77
Tong chi phi cho nhén sy cua don vi trong 3 ndm gan
26 | day (chi luong, phy cap, phuc lgi, dao tao, ndng cao 277 89| 3,11 | 0,86
nghiép Vi, danh gia tay nghé kiém nghiém vién)
27 Quy. mo to c:'huc cua don vi d6i voi hoat dong kiém 158 511 30| 081
nghu;m thudc . i i
)8 ;’;);g chi phi cho hi¢u chuén thiét bj trong 3 nam gan 276 89 | 310| 084
29 | Danh muc hoat chit dugc cng nhén gin diy nhit 275| 89| 3,09 0,76
A . , Py 4 X X
30 ;";yng chi phi cho hoat dong lay mau trong 3 nim gan 278 90| 3,09 083
31 | S6 lugng cac phép thir thue hién doi véi timg loai mau 273 89 3,07 0,78
32 | Theo dbi xu huong chat luong két qua thir nghiém 276 90 | 3,07| 0,80
33 | K& hoach ldy mau ctia don vi 275 90| 3,06 0,76
- - + ‘ Fo ~ x A
34 thI;:: dd hoan thanh ké hoach lay mau trong nim gan 274 90| 304! 076
A 4 X - n " by 4
35 Tong s6 mau da kiém nghiém trong ndm gén nhét theo 271 89| 304! 0,69
dang bao che
A A x X ~ ) A . A A A
16 Tong s0 mau }ay da kl?m nghiém trong ndm gan nhat 274 | 90| 304 0,67
theo phén loai hoat chat ,
37 Sf) luofr}g chi t}wu El}u/Phep thir duge tham dinh va ban 73 9| 3,03 081
hanh tiéu chuan ndi bd
2 A1 YA - X 4
38 T09g1 SO mau d3 kiém r'1gh1¢n'1 trong‘ néim gan nhat theo 272 90| 302! 072
noi san xuét (trong nudc, nude ngoai)
Tén xut sir dung 6 loai thiét bi co ban (s6 miu theo
39 thinh phz“a.p/néim) ‘ 270 90| 3,00 0,84
40 ; Tong nguon thu cua don vi trong 3 ndm gln day 270 90| 3,00 0,78
41 T?ng f:hl phi stra chifa va bao tri thi€t bi trong 3 nam 270 90| 3,00 084
gan day
H A X ~ 1" A v A 1y 4
42 To'ng; S0 n;au da kiém nghiém trong nim gan nhat theo 270 %0 | 300 075
noi lay mau
Tong s& mau da kiém nghiém trong nam gén nhét theo
43| bhan loai thanh phan hoat chat 2701 90| 3,001 0,72
Tdng s6 mau lay di kiém nghiém trong nim gan nhét
# | ép dung ding TCCL clia nha sén xu4t quy dinh 2681 90| 2,98 0,75
45 tS;(): lugng can bd chuyén mon theo kinh nghiém céng 214 72| 297| 084
46 S6 lugng chi ti€u thi/phép thir cé danh gia sy phi hgp 265 90| 294| 080
cla phuongpllap thir
Tong so mau da kiém nghle;m trong nam gan nhét theo
47 | loai mAu (méu ldy, miu giri, miu thim dinh tiéu chuén 265 901 294 | 0,71
chit lugng)
Tong sO cac diéu khong phu hqp dugc phat hién qua
48 | cac l4n danh gia theo timg ndi dung (tb chirc, nhén su, 256 88| 2,91 0,84

thiét bj, phuong phap thir, hé thdng quan ly chat lugng,

2



két qua thir nghiém)

Tong sb mau lay d4 kiém nghiém trong ndm gan nhat

49 | \hong thyc hién diy da chi tiéu theo TCCL 4p dung 259| 89| 291| 072

50 | S& 1an duge d4anh gia cong nhan ISO/IEC 17025 258 | 89| 290| 088

51 | S6 lan duge dénh gié cong nhan GLP cla B Y 1 247] 86| 287 0,89

52 Tong nguon von hinh thanh tai san 256 90| 2,84 | 0,76

53 | Tan Xuét thuc hién cac phép thir: mawnim 255 90| 2,83 | 0,82
Tong s6 mau lay d3 kiém nghiém trong nim gan nhat

54 | khong dat tiéu chuan chét lugng kh1 chuyen dbi ap dung | 206 73| 2,82 | 095
TCCL Duqc dién hodic nha san xudt khac
Tong sb mau lay da kiém nghiém trong nam gén nhat

55 | ap dung khong dung TCCL cua nha san xuét quy dinh, 249 %0 | 2,77 081
chuyen sang su dung TCCL theo Dugc dién

56 S6 luong can bd duge dao tao theo timg phép thir chua 539 89| 2,69 0,76
dugce cong nhén
Tdong sé6 miu lay da kiém nghiém trong nam gan nhat

57 | ap dung khong ding TCCL cua nha san xuat quy dinh, 225 88| 2,56 | 095
chuyen sang sir dung TCCL cua nha san xudt khac

58 Eﬁas;an pham duoc tham dinh phuong phap theo nha san 219 89| 2.46| 0,98
Puoc cong nhén phong thir nghi¢ém theo ti¢u chuan

59 | GLP cua céc té chirc quoc té (WHO, EU hoic 211 87| 2,43 092
OMCL..)

60 $4 lan duge danh gla cong nhan GLP ciia cac to chirc 197 s8] 224! 090

danh gid nude ngoai
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AHP Excel Template with multiple Inputs
Author: Klaus D. Goepel

Overview (latest changes in red)

The AHP template works under Excel version MS Excel 2013. The workbook consists of 20 input worksheets
far pair-wise comparisons, a sheet for the consolidation of all judgments, a summary sheet to display the
resuft, a sheet with reference tables (random index, limits for geometric consistency index GCI, judgment
scales) and a sheet for solving the eigenvalue problem when using the eigenvector method (EVM).
Limitations

¢ Maximum number of criteria: 10

+ Maximum number of decision makers/participants: 20

Results

The result table will show all criteria with calculated weights and errors, using the EVM:

Criterion Comment +f. )

1 Crit-1 1.8%
2 Cnt-2 6.1%
3 Cnit-3 17%
4

5

]

7

8

9 for 8&10 unprotect the input sheets and expand the

10 question section ("+" in row 68}

On top of the table you find a check field showing the convergence of the EVM calculation using the power
method. “lterations” shows the number of iterations needed. The value “EVM check” should be close to
zero.

Thresh: 1808 kerstions: 9 EVM check: 1909

Below you see the Eigenvalue (Lambda), Mean Relative error (MRE) of the weights, Geometric
consistency index (GCI), Ordinal inconsistency (Psi), and Consistency ratio (CR). (see annex)

Eigenvalue Lambda:  3.4009 MRE® 9.6%
Consistency Ratio 0.37 GCt 003  Psi 0.0% CR 1.0%

In the section below the comparison matrix is displayed:

Matrix

principal
e o Eigenvector

— Criterion 1
n Criterion 2

’é nomalized
3

@0
[

.
-
o

[ 27.9%
7.2%
64.9%
0.0%
0,0%
0,0%
0.0%
0.0%
0.0%

Ko:o%j

AHPcaic-v2018-09-15.docx 2
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How to use the template

1. Open the Excel file AHPcalc version dd.mm.yy.xls
2. Select the worksheet “Summary”
3. Input values in the green fields only:

Number of criteria (3 to 10) Scale:

a) Number of criteria in “n=" (2-10)
b) Scale: selected AHP scale (see annex) — default is scale 1, standard linear 1 to 9 AHP scale

1 = AHP 1-9 scale

2 = Logarithmic

3 = Square root

4 = Invers linear

5 = Balanced-n (corrected balanced scale)

6 = Power
7 = Geometric
8 = Adaptive

Note: a) The most often used scale is the original linear 1 to 9 AHP scale.
b) From versiocn 12.08.13 onwards decimals as input values for pairwise comparisons are accepted.

i]  Number of Participants (1t0 20)  a:| 0.4 | Consensus: | na |
c} Number of participants “N=" (1 - 20)
d) Alpha (a): threshold for acceptance of inconsistency. We recommend a value of 0.1,

Note: The consensus field is an output field showing the AHP consensus index (see annex), if you have
more than one decision maker/participant. The consensus indicator ranges from 0% (no consensus
between decisions makers} to 100% (full consensus between decision makers).

1.5i] selected Participant (O=consol.) 13 7 |Participant 1 |

e) Selected participant p — defauit “1”

For more than 1 participant you can select whose participant's result to be displayed. Participants are
numbered from 1 to 20 according the input sheets for pair-wise comparisons. When selecting 0, the
consolidated result for all participants will be shown, using the geometric mean of all decision matrices.

Objective|Calculate weights with pairwise comparisons

Author[Klaus ]

Date| 15Sep-18 | Thresh: 1E08  kerations: 9 EVM check:  1.96-09

f) Objective (text} to describe the project/category
q) Author (text, optional)
h) Date (date, optional)

i} The table allows you to input the name of criteria and a comment for each criterion.
Criterion 1 [First Criterion

Criterion 2 Second Criterion

Criterion 3 Third Criterion

AHPcalc-v2018-09-15.docx 2
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Pairwise comparisons

1. Select worksheet “In1"
in each input sheet you can specify the name of the decision maker/participant, a weight for his evaluation
and a date.

|Participant 1 | A
Name Weight Date

A weight higher than one — for example two — means that his input is weighted twice the input of all other
participants. The elements of the consolidated decision matrix (all participants) are calculated as weighted
geometric mean of all individual participants (see annex).

The table below is the input table for pair-wise comparisons

Criteria more important 7| Scale
i A 8
1 2 |Criterion 1 [ Criterion 2
13 ... Criterion 3
1 4 &
1 5 -
16
17
18 -
2 3 |Criterion 2 [~ Criterion 3
2 4

For 3 criteria the first comparison is criterion 1 versus criterion 2. In the second last column the participant
has to select either A (criterion 1 more important than 2), or B (criterion 2 more important than 1). Aor B
are not case sensitive. In the last column of the table the participant specifies the intensity — how much
more important is 1 compared to 2 resp. 2 compared to 1. Valid inputs are integers from 1 to 9.

Important Note: If you use more than 8 criteria, you have to unprotect the input sheets and expand
the lines from 48 to 65 to complete all comparisons. After unprotecting click on the "+~

o 48 L8]
* 66
At the bottom of the page the explanation of intensities (scale) is shown:
Intensity |Definition Explanation
1 Equal importance  |Two elements contribute equally to the objective
3 Moderate Experience and judgment slightly favor one element over
importance another
5 Strong Importance Experience and judgment strongly favor one element over
another
7 Very strong One element is favored very strongly over another, it
importance dominance is demonstrated in practice

The evidence favoring one element over another is of the

9 Extreme importance righesl possible order of affirmation

2,4,6.8 can be used to express intermediate values

The next comparison is then criterion 1 versus 2, followed by 2 versus 3. For mare the 3 criteria
automatically more pairs will be listed in the table. When doing the comparisons, it might happen that 3
lines will be highlighted:

AHPcaic-v2018-09-15,docx 2
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AL~ &_P A4
A 6 _ A3
Al s |

This is an indication of inconsistent inputs. The most inconsistent judgment is marked with “1”. The text field
after the marking shows the ideal, most consistent judgment (A4, A9 and A3 in the example above).
Participants might slightly modify the highlighted judgments in direction of the ideal judgment, in order to
improve consistency.

al L_7_1—__| R

Consistency Ratio

After reviewing all answers, ideally no line will be highlighted and consistency is within the given threshold
to make the result reliable. In addition to the consistency ratio, errors for each weights are indicated. It can
happen that even with & consistency ratio below 10%, errors are significant, and some weights are
overlapping within the error range.

Note: Each input sheets will show the resulting priorities calculated from the pairwise comparisons based
on the row geometric mean method (RGMM). The final calculation using the Eigen vector method
(EVM} will only be shown in the summary sheet.

1.7%

2. For more than 1 participant select worksheet “In2 ... InN" and input name, date and the pairwise
comparisons for additional participants.

Go back to sheet “Summary” to see the result.

Please make a reference to the author, when using the template in your work:

Goepel, Klaus D. (2013). Implementing the Analytic Hierarchy Process as a Standard Method for Multi-
Criteria Decision Making In Corporate Enterprises — A New AHP Excel Template with Multiple Inputs,
Proceedings of the International Symposium on the Analytic Hierarchy Process 2013, p 1 -10

For questions, feedback, suggestions please contact the author under https://bpmsg.com

Under hitps://bpmsg.com you will also find other AHP online tools for the calculation of priorities
and the handling of complete AHP hierarchies and evaluation of alternatives.

AHPcalc-v2018-09-15.docx 2
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Annex - Mathematical relations and formulas used

A. Scales

Intensities x, with x = | to 9 (integer) are transformed into ¢ using following relations:
1- Lingar c=Xx

2- Logarithmic c=log,(x+1)

3- Root square c= \/;

4- Inverse linear ¢ =9/(10-x)

alanened. _ 94+(n-1)x
5- Balanced-n €=
6- Power c=x?
7- Geometric c=2""!
In(n-1)
8- Adaptive c= x(“ Ing )

C, resp. l/c, is then used as element in the pair-wise comparison matrix.

Guoepel. K. 1. ¢2017). Comparison of judgment scales of the analytical hierarchy process - a new
approach, submitted for consideration in International Journal of Information Technology and Decision
Muking 7 2017 World Scientific Publishing Company http.//www.worldscientific.com/worldscinet/ijitdm

Gocpel. K.D. (2018). Judgment scales of the analytical hierarchy process — the balanced scale.
Proceedings of the International Symposium on the Analvtic Hierarchy Process, Hong Kong, July 2019

B. RGMM
Priorities p, in each input sheet are calculated using the row geometric mean method (RGMM). With the
pairwise NxN comparison matrix A =g,

N N
We calculate r= exp|i% Z]r( a; )] = (Ha,.j)'m
= i=l

N
and normalize; D, = r,../Zr;.

i=l
C. Inconsistencies

To find the most inconsistent comparison, we look for the pair i,/ with

max(&; = a, £
Consistency ratios are calculated in all input sheets and in the summary sheet. With Am.« the calculated
principal eigenvalue - either based on the priority eigenvector derived from RGMM in the input sheet or
derived from EVM in the summary sheet — the consistency index C[ is given as

CI=M
N-1
CI

The consistency ratio CR is calculated using CR = i

We use the Alonson/Lamata linear fit resulting in CR:
R = Ao —N
2.7699N —~43513-N

Alonso, Lamata. (2006). Consistency in the analytic hierarchy process: a new approach. fnternational
Journal of Uncertainty, Fuzziness and Knowledge based systems, Vol 14, No 4, 445-459
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Geometric consistency index GCl is calculated using:

ZZiqlnaij _h;;j-
(N-1}N-2)

CGl =

Dissonance (Ordinal Inconsistency Psi):
1
Yij = — Li step(—log(ai)log( apay;) > 1

where i # k # j and the step function is defined as:

_f1 ifx>0
step(x) = { 0 otherwise
Overall dissonance:
) -
‘p = n(n—-1) ?=11 ?=i+1 w!}

Sajid Siraj (2011). Preference ehicitation from patrwisc comparisons in multi-criteria decision making,
Dissertation, The University of Manchester, Dec. 2010,

D. Error calculation

Eigenvector method (EVM)

2
1 n .
— n —
A“‘i = -1 Zk=1 (Am Qi Wy “i) i=1..,n

ax

Mean relative error MRE

(Aw,-) _ ton (Aw;)z
Wi T A m =1\,
Wi/ mean n wi

Row geometric mean method (RGMM)

1 »
8;=C [—Fy=110?(an ;‘:f_.‘)

w; = w; cosh(4;)
Aw; = w/'sinh(4;)

Tomashevskii, 1. L, (2014). Geometric mean method for judgement matrices: formulas for errors,
arXiv: 1410.0823v1 [math.OC].

Tomashevskii. I. L. (2015). Eigenvector ranking method as a measuring tool: formulas for errors,
European Journal of Operational Research, Volume 240, Issue 3. 1 February 2015, Pages 774-780.

E. Aggregation of individual judgments (Consolidation of participants)

The consolidated decision matrix C (selected participant “0"} combines all k participants’ inputs to get the
aggregated group result. We use the weighted geometric mean of the decision matrices elements aju
using the individual decision maker’s weight wk as given in the input sheets:

N
_ Z.I::] wyIna,,
c,; =exp =l ——
a1 Wk
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F. AHP consensus indicator

AHP consensus is calculated in the summary sheet based on the RGMM resuits of all inputs using
Shannon alpha and beta entropy. The consensus indicator ranges from 0% (no consensus between
decisions makers) to 100% (full consensus between decision makers).

AHP consensus indicator §*

§* =M —exp(H .. ) [ep(H o |1 ~exp( H 0 Y exp(H o))

with M =1/exp(H,).
H, ;,is the a, B, v Shannon entropy for the priorities of all K decision makers/participants.
1 K N
Shannon alpha entropy H, = EZZ— p;Inp,
J=l =l
X
Shannon gamma entropy H, = z— p;,np,
=l
— 1 &
with P, = E ; Py
Shannon beta entropy Hy;=H -H,

We need to adjust for the maximum score cmex of the AHP scale used

c c 1 1
d T m ) _(N-1 I
" = e 1 Nre. o0 VN S e, o

nax
Hy max = In(n)
N number of criteria, K number of decision makers/participants.

Interpretation of AHP consensus indicator S

S* Consensus
< 50% Very low
50% - 65% low

65% - 75% moderate
75% - 85% high
>83% Very high

For more information see: Goepel, Klaus D., Implementing the analytic hierarchy process as a standard
method for multi-criteria decision making in corporate enterprises — a new AHP excel template with
multiple inputs. Proceedings of the international symposium on the analytic hierarchy process, Kuala
Lumpur, Malaysia, 2013 (Submitted Feb. 2013).
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PHU LUC 5. DANH SACH NHOM CHUYEN GIA THAM GIA NGHIEN CUU

. A Thoi gian
TT Ho v t& Don vi cong té Eﬁﬁhéio Vi tri cong cong tac
o vatén vi cOng tac y viée tai don vi
mén A e
hién tai
Phé Trudng
Phong Ké hoach Téng P hgzgl,' T;q ly
| hop - Vién Kiém Thac st quan ly chat
1 | Cao Ngoc Anh " : y lugng Vién 15 ndm
nghiém thuoc Trung | Dugc hoc ¥ A
son Kiém nghi¢ém
8 thudc Trung
uong
Phong K& hoach Téng Nghién ctru
5 Ha Thj Minh hop - Vién I§iém Thac si vién, quan ly 14 ndm
Chau nghiém thuoéc Trung | Dugc hoc tiéu chuén
uong chat lugng
Khoa Thiét I4p chﬁl.tx
R chuan - chat d6i chiéu | Thac si ,
3 { LéThi Thu - Vién Kidmn ghiém | Dugc hoc Truéng khoa 15 ndm
thudéc Trung uong
Khoa Kiém nghiém
. cac dang Bao ché - Thac st Pho6 Trudng
4 |Luc Thi Vn ViénKiém nghiém | Dugchgc | khoa 11 ndm
thudc Trung wong
Trung tdm Y té dy
Nguyén Thanh | phong Ha Noi - Khoa | Thac st
> Pat Kiém nghiém Dugc Dugc hoc Truong khoa 13 ndm
phim - M§ phém
i Trung tim Y té dy Phy trach
6 Nguyén Thi phong Ha Néi - Khoa | Thac s phong Déng 14 nim
Hoéng Hanh Kiém nghi¢ém Dugc | Dugc hoc dugc - Dugc
pham - My pham ligu
Khoa Kiém nghiém
x . Poéng dugc - Dugc - . .
7 Nguyén Thi liéu - Vién Kiém Thac si Phé Trudng 17 ndm
Lan Phuong " X Duoc hoc khoa
nghiém thuoc Trung
uong
% . Khoa Vi sinh - Vién - ] .
Nguyén Thi .2  a z Thac si Phé Trudng
8 Thu Huémg Kiém nghiém thuéc Durge hoc Khoa 13 ndm

Trung vong




Khoa Vit ly do ludng

o |IranThiBich | _ Vién Kiém nghiém Thac st Trudng khoa 18 nim
Vian X Dugec hoc
thuée Trung wong
Phong Ké hoach Tong
. : hop - Vién Kiém Thac si Quan ly mau
10 | Trinh Thi Quy nghié¢m thudc Trung | Dugc hoc kiém nghiém 12 ndm

wong




CONG HOA XA HQI CHU NGHIA VIET NAM
DPéc ldp — Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CUU

. Cw Mo, A P
:)I:'n iitcﬁl-lg tac: (@ W ﬂ’o P U( @‘7 I’j €1/m " .% 7’{
Trinh 4§ chuyén mﬁn T } ? Q W j%o( 0.7 p) ‘ .
Vi tri cong vige: «Ko (fml(q ’éj &(XOW /@ J@F -J M' (

Thoi gian cong tic tal don vi hi¢n nay: /1 5 VL a Mf

T6i dong ¥ tham gia nhém chuyén gia nghién ciru mét s6 ni dung thuc pham vj
ciia a2 tai “Ddnh gid ndng luc kiém nghiém thubc ciia mjt sé don vi thugc hé thing
kiém nghigm nha nuwdc tgi Vigt Nam” 1a lujn an tién st véi cac théng tin nhw sau:

1. Nghién ciru sinh: ThS. Nguyén Thj Hoang Lién — Vién Kiém nghiém thuéc

Trung wong

2. Cin b hwéng dén khoa hoe:
- PGS.TS. Nguyén Thj Thanh Huong ~ Truéng dai hoc Duge Ha Nji
- PGS.TS. Trinh Vin Lu - Vién Kiém nghiém thudc Trung vong
3. Pon vj quin Iy nghién ciru sinh:
- Trudng dai hoc Dugc Ha N§i
Téi xdc nhéin cdc ndi dung nhw sau:

- Déng y va ty nguyén tham gia thdo luan, lya chon, so sanh c3p b tiéu chi
dénh gia ning lyc kiém nghiém thubc thudce pham vi cia dé tai nghién ciru
néu trén. |

- Déng y cho nghién ciru sinh duge cong bé céc dit lidu, hinh anh, thong tin
trong céc tai liéu chuyén d& va cac bai béo thudc pham vi nghién ciru cia dé
tai va yéu clu nghién ciru sinh sir dung dung muc dich va ddm béo tinh

chinh x4c céc thong tin, s liéu c6 lién quan nay.
Ngay <P thing 12 nim 2017
Nguwdi tham gia

Cao/r/%o_f 4l




CONG HOA XA HOI CHU NGHIA VIRT NAM
Poc 1ap — Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CUU

Ho va tén: H= ] t ALy C@fw r
Don vi cong tic: Nib | fidm flet” [ 7 d?
Trinh d§ chuyén mén: T{iae, (( e /g-‘ft

- ; s \
Vi trf cdng vige: m&'ﬂi i R s Qgr’] b Ak L’C/QZ /ﬁ’(‘f
Thdi gian cong tic tai don vij hién nay:
C A4 wam -
Téi ddng ¥ tham gia nhém chuyén gia nghién ciru mét sé nél dung thu$c pham vj
cia dé tai “Ddnh gid ndng luc kidm nghigm thude cia mpt sé dom vj thupc hé thing
kiém nghi¢m nha nude tgi Vigt Nam” 13 lujn 4n tién sT véi cée thong tin nhuw sau:
1. Nghién ciru sinh: ThS. Nguyén Thj Hoang Lién — Vién Kiém nghiém thude
Trung wong
2, Cén b) hwéng din khoa hec:
- PGS.TS. Nguyén Thj Thanh Huong — Truémg dai hoc Dugc Ha Noi
- PGS.TS. Trinh Van Lau - Vién Kiém nghiém thuéc Trung wong
3. Pon vj quan Iy nghién ciru sinh:
- Trudmg dai hoc Dugc Ha Néi
T6i xdc nh@n cAc ni dung nhwr sau;

- Dong y va ty nguyén tham gia thio luan, lya chon, so sanh cip b tiéu chi
d4nh gid ning lyc kiém nghi¢m thubc thude pham vi cha dé tai nghién ctu
néu trén.

- Dbng y cho nghién ctru sinh dugc cong bd c4c dir lidu, hinh anh, thong tin
trong cdc tai li¢u chuyén dé va cac bai bso thudc pham vi nghién ciru cia dé
t2i v yéu cdu nghién ctu sinh sir dung diéing muc dich va dim béo tinh
chinh xdc céc thong tin, sb lidu cé lién quan nay.

Ngay ¢ thang 12 nam 2017
Nguwoi tham gia

—745? 7{5( //L(iy CK@/




CONG HOA XA HQI CHU NGHIA VIET NAM
béc 14p - Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CUU

Ho va tén: £ Wu zG&-l;(/ ) ; ) . . :
Pon vj cong the:  [Chon, Tt ,('ﬁ_fd’/fa;t Chouwan ~ \ﬁﬂ’)w}n ﬂqﬁﬁﬂm Thube TW .
Trinh d¢ chuyén mén: r\’&a\c G

Vi tri cong viéce: r]_/u)&’n,% kbwa,

Thdi gian cong téc tai don vi hi¢n nay:  AC i)

Tbi ddng ¥ tham gia nhém chuyén gia nghién ciru mot s6 ndi dung thuc pham vj
ciia dé tai “Ddnh gid ning luc kiém nghigm thudc ciia mpt s8 don vi thupc hé théng
kiém nghiém nha nwdc tgi Vigt Nam” 1a ludn 4n tién si véi cdc thong tin nhu sau:

1. Nghién ctru sinh: ThS. Nguyén Thj Hoang Lién — Vién Kiém nghiém thuéc

Trung vong

2. C4n b§ hwéng din khoa hoc:
- PGS.TS. Nguyén Thj Thanh Huong — Trudng dai hoc Dugc Ha Noi
- PGS.TS. Trinh Vin Lu - Vién Kiém nghiém thudc Trung wong
3. Don vj quin ly nghién ciru sinh:
- Trudng dai hoc Dugc Ha Ngi
Téi xdc nhén cdc ndi dung nhw sau:

- Dbng y va ty nguyén tham gia thao luin, Iya chon, so sanh cip bd tiéu chi
dénh gi4 ning hrc kiém nghiém thudc thude pham vi clia dé tai nghién ctru
néu trén.

- Déng ¥ cho nghién ciru sinh dwoc céng bd céc dit liéu, hinh 4nh, théng tin
trong c4c tai liéu chuyén dé va céc bai bao thude pham vi nghién ciru ciia dé
tdi v yéu cdu nghién ctu sinh str dung ding muc dich v& dam bao tinh
chinh xéc c4c thong tin, 6 liéu c6 lién quan nay.

Ngay /b thang 12 nim 2017
Ngudi tham gia

NATE



CONG HOA XA HOI CHU NGHiA VIET NAM
Doc 14p — Ty do — Hanh phtic

VAN BAN DPONG Y THAM GIA NGHIEN CUU

Ho va tén: L“c T,Z‘ Veuw _ o ta —
Pon vj cong téc: Ko Aui “fﬁ‘z"" Qe "&"j bao DZQ_%W/W
Trinh d§ chuyén mén: %ﬂ 4 _

Vi tri cong viéc: /J,Zn ’ ’r""":"'ﬁ LZ”"' <

Théi gian cdng thc tai don vj hi¢n nay: /1 A nau

Téi ddng ¥ tham gia nhém chuyén gia nghién ciru m#ét s6 ndi dung thufc pham vj
cia dé tai “Ddnh gid ndng luc kiém nghigm thudc cia mpt sé don vi thufc hé thing
kiém nghi¢m nha nicéc tgi Vigt Nam” 13 lugn 4n tién sivéi cdc thong tin nhir sau;

1. Nghién ciru sinh: ThS. Nguyén Thj Hoang Lién — Vién Kiém nghiém thudc

Trung vong

2. Cin b) hwémg dén khoa hoc:
- PGS.TS. Nguyén Thj Thanh Huong - Trudng dai hoc Duge Ha Néi
- PGS.TS. Trinh Vin Liu - Vién Kiém nghiém thubc Trung wong
3. Don vi quén Iy nghién ciru sinh:
- Trudng dai hoc Dugc Ha Noi
Téi x4c nhén cdc ni dung nhw sau;

- Df‘)ng ¥ va ty nguyén tham gia thao luén, lya chon, so sanh cip b tiéu chi
dénh gi4 nang lyc kiém nghiém thudc thudc pham vi ciia dé tai nghién ciru
néu trén.

- Pbng ¥ cho nghién ctru sinh dugc cbng bd cac dir liéu, hinh anh, thong tin
trong céc tai liéu chuyén d& va céc bai bao thude pham vi nghién ciru cia dé
tai va yéu cdu nghién ciu sinh st dung ding muc dich va ddm bdo tinh
chinh x4¢ céc théng tin, 6 liéu c6 lién quan nay.

Ngay 2§ thang 12 nim 2017
Ngudi tham gia
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CONG HOA XA HOI CHU NGHIA VIET NAM
Pdc l&p — Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CcUU

Hg va tén: /'gégeff') ik Cﬁva , ,\ ,
Pon vi cong téc: Zug- b5y 3 A/Aj/ '/fé% . fhoa Kicm gf/*'f"’ or-#1
Trinh 4§ chuyén mén: 7 & Aiow

Vi tri cong vige: Zu‘afy 7o '

Théi gian cong tic tai don vi hién nay: /2 ,0m

Téi ddng y tham gia nh6m chuyén gia nghién ciru mét sé néi dung thuge pham vj
ctia d& tai “Ddnh gid ning luc kiém nghigm thudc ciia mpt sé don vi thupc h@ thong
kiém nghigm nha nudc tgi Vigt Nam” 13 lugn 4n tién si véi cac thong tin nhir sau:
1. Nghién ciru sinh: ThS. Nguyén Thj Hoang Lién — Vién Kiém nghiém thubc
Trung wong
2. Cén b) hurémg din khoa hoc: ,
- PGS.TS. Nguyén Thi Thanh Hwong — Truémg dai hoc Dugc Ha Néi
- PGS.TS. Trinh Van Liu — Vién Kiém nghiém thudc Trung wong
3. Pon vi quin ly nghién ciru sinh:
- . Trudmg dai hoc Dugc Ha Noi
Téi xdc nhéin cdc ndi dung nhw sau:

- Déng y va ti nguyén tham gia thao ludn, lya chon, so sanh cip bd ti€u chi
d4nh gié ning hyc kiém nghiém thudc thudc pham vi clia dé tai nghién ctu
néu trén.

- DPdng y cho nghién ciru sinh duge céng bd cac dit liéu, hinh anh, théng tin
trong c4c tai liéu chuyén.dé va céc bai bso thudc pham vi nghién ctru clia daé
tai va yéu cdu nghién ctru sinh st dung dung muc dich va dam bdo tinh
chinh xdc céc thong tin, s6 liéu c6 lién quan ndy.

Ngay 05 thang 12 nim 2017
Ngwrdi tham gia
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CONG HOA XA HOI CHU NGHIA VIET NAM
Déc 14p — Tu do ~ Hanh phuc

VAN BAN PONG Y THAM GIA NGHIEN CcUU

Ho va tén: /\/Wh ) /721// )’Dﬁ?— Hanf

Pon vj cong tdc: T Y T8 ) /b[l’;j - Rl KV IPIYP
Trinh 4 chuyén mén: Thoe ¢
Vi trf cong vigc: ;P,ZZ W /f’L:y - M

Thei gian céng tic tai dom vi hi¢n nay: M haw

Tbi ddng ¥ tham gia nhém chuyén gia nghién ciru mot sé ni dung thujec pham vi
ciia d& tai “Ddnh gid niing lyc kidm nghiém thudc cita mpt sé don vi thugc hg théng
kiém nghigm nha nwdc tgi Viégt Nam” 14 ludn 4n tién s7 v6i céc théng tin nhwr sau:

1. Nghién ciru sinh: ThS. Nguyén Thi Hoang Lién — Vién Kiém nghiém thuéc

Trung vong

2. Cin b hwéng diin khoa hoc:
- PGS.TS. Nguyén Thj Thanh Huong — Trudmg dai hoc Dugc Ha Noi
- PGS.TS. Trinh Vin Liu - Vién Kiém nghiém thuéc Trung wong
3. Don vj quén 1y nghién ciru sinh:
- Trudng dai hoc Dugc Ha Noi
Téi xAc nhin chc néi dung nhir sau:

- B%)ﬂg y va ty nguyén tham gia thio ludn, lya chon, so sdnh c3p bé tiéu chi
dénh gi4 ndng lyc kiém nghiém thuéc thudc pham vi ciia d& tai nghién ctru
néu trén.

- Dbng y cho nghién ciru sinh dugc cong bd cac dir lidy, hinh anh, théng tin
trong céc tai liéu chuyén dé va cdc bai bao thudc pham vi nghién ciru cia dé
tai va yéu cdu nghién ciru sinh sir dung ding muc dich va dam bao tinh
chinh x4c céc théng tin, sb liéu 6 lién quan nay.

Ngay 49 thang 12 nam 2017
Nglrbri tham gia
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CONG HOA XA HOI CHU NGHIA VIET NAM
bée 13p — Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CUU
Hg va tén: A/g—“f/ 7 @ZZ", Zﬂ’n% . @,/)  rw
Pon vj cong the:  Vier Kiern Vg ;*.m e
Trinh d) chuyén mén: (Phoc sy
. ) ‘ Le? /Aoa KN @ér?ﬁ
Vi tri cong viée: (2% #muc,nﬁ 3
Théi gian ¢6ng tic tai don vi hién nay: |7 nerm .

' 9
e

Dot - Diez //“g’?ﬂ

Té6i dong ¥ tham gia nhém chuyén gia nghién ciru mét sé ndi dung thugc pham vj
ciia d& tai “Ddnh gid ning liec kiém nghigm thudc cia mt sé don vi thujc hi thing
kiém nghigm nha nuwdc tgi Vigt Nam” 12 ludn 4n tién sf véi cic thong tin nhw sau:

1. Nghién ctru sinh: ThS. Nguyén Thj Hoang Lién — Vién Kiém nghiém thubc

Trung uong

2. Cin b} hwéng din khoa hoc:
- PGS.TS. Nguyén Thj Thanh Huong — Trudng dai hgc Dugc Ha N6i
- PGS.TS. Trinh Vin Lau — Vién Kiém nghiém thudc Trung uong
3. DPon vj quin Iy nghién cfru sinh:
- Trudmg dai hoc Dugc Ha N§i
Téi xdc nhén cédc n§i dung nhw sau:

- Bf?)ng y va ty nguyén tham gia thdo luén, lva chon, so sanh cip Bf) ti€u chi
d4nh gi4 ning lyc kiém nghiém thudc thudc pham vi cia d2 tai nghién ciru
néu trén.

- Déng ¥ cho nghién ciru sinh duge cong bé cac dit liéu, hinh 4nh, théng tin
trong céc tai liéu chuyén dé va céc bai bdo thudc pham vi nghién ciru cia dé
tdi va yéu cdu nghién ciru sinh st dung ding muc dich va dim bao tinh
chinh x4c céc thong tin, s6 lidu 6 lién quan nay. ‘

Ngay J5 thang 12 nim 2017

Ngwéi tham gia
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap — Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CU'U

Ho va tén: g-m. m 77:4 /gfw ;ﬁﬂ’o’m?
Pon Vi c6ng tac: Jﬁgoa V og”ﬁ. Vrn :cno ndﬁ e dllozor 'z;u/y cfo’.'/?
Trinh 49 chuyén mén: 7hac &7 cAuwsc Aoc

Vj tri cong viée: 7hs’ {(Lfd}’]( A fma V4 er)ﬁ» :
Thaoi gian cong tac tai don vj hlen nay: .13 o am

Té6i ddng ¥ tham gia nh6m chuyén gia nghién ciru mdt s ndi dung thugc pham vj
cla dé tai “Ddnh gid ning lc kiém nghigm thudc ciia mt sé don vi thupc hé thing
kiém nghigm nha nudc tgi Vigt Nam” 1 ludn 4n tién s véi cic thong tin nhur sau:
1. Nghién ctru sinh: ThS. Nguyén Thi Hoang Lién — Vién Kiém nghiém thudc
Trung vong |
2. Cin b§ hwémg dén khoa hoc:
- PGS.TS. Nguyén Thj Thanh Huwong — Trudng dai hoc Dugc Ha N6i
- PGS.TS. Trinh Vin Lau ~ Vién Kiém nghiém thudc Trung uong
3. Don vj quén ly nghién ciru sinh:
- Trubng dai hoc Dugc Ha Noi
Toi xdc nhén cdc nfi dung nhw sau:

- Bc::‘ong ¥ va tu nguyén tham gia théo luén, lya chon, so sanh clp bo tiéu chi
dénh gi4 ning lyc kiém nghiém thuéc thudc pham vi ctia d2 tai nghién ciru
néu trén.

- Dong ¥ cho nghién ciru sinh duge cong b céc dit lidu, hinh 4nh, théng tin
trong cdc tai ligu chuyén d& va cdc bai bao thudc pham vi nghién ciru ciia dé
tai va yéu cdu nghién ciu sinh sit dung dGng muc dich vd d¢im béo tinh
chinh x4c céc théng tin, s lidu ¢é lién quan nay.

Ngay 5 thang 12 nim 2017
Nguwdi tham gia
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CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lap — Ty do — Hanh phuc

VAN BAN BONG Y THAM GIA NGHIEN CU'U

Ho va tén: t"t&r_—; Qj’ﬁu' Puch %n

Pon vj céng tac: Von Yo r%f#,om Mde  Tw
Trinh d) chuyén mén: ¥hoc

, %
Vi tri cong viéc: Tswprﬁ debror 4&;{{— &a oo /Gldr'ﬁ
Théi gian cong tic tgi don vj hién nay: (9 MO

Tbi ddng y tham gia nhém chuyén gia nghién ciru mét sé an dung thujc pham vi
ciia dé tai “Pdnh gid ndng lyc kiém nghigm thubc cia mpt sé don vi thugc hé thong
kiém nghigm nha mcce tai Viét Nam” 1a tuén 4n tién si véi cdc théng tin nhw sau:

1. Nghién ciru sinh: ThS. Nguyén Thi Hoang Lién — Vién Kiém nghiém thude

Trung wong

2. Cén bj hwémg din khoa hoc:
- PGS.TS. Nguyén Thj Thanh Huong ~ Truémg dai hoc Dugce Ha Noi
- PGS.TS. Trinh Van Léu - Vién Kiém nghiém thudc Trung uong
3. Don vj quan ly nghién ciru sinh:
- Trudng dai hoc Dugc Ha Néi
Téi x4c nh§n cdc nji dung nhw sau:

- Dong ¥ va tw nguyén tham gia thao lufn, lya chon, so sanh c3p bé tiu chi
dénh gi4 ning lyc kiém nghiém thuéc thudc pham vi cia dé tai nghlen cliru
néu trén,

- Déng ¥ cho nghién ciru sinh dugc cdng bd cac dit liéy, hinh anh, théng tin
trong céc tai liéu chuyén d& va cic bai bao thudc pham vi nghién ciru cia dé
tai va yéu céu nghién ciru sinh st dung ding muc dich va dim béo tinh
chinh xéc cdc thdng tin, s6 liéu ¢6 lién quan nay.

Ngay ¢b thang 12 nim 2017
Ngudi tham gia
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CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lép - Ty do — Hanh phic

VAN BAN PONG Y THAM GIA NGHIEN CcUU

Hovatén: W N Qwar/
Pon vj cong tac: \/cé‘n e V\g»{’iulw At J
Trich 4§ chuyén mén:  Pae f Do Aue
Vi tri cong vigc: Gudy Ay wd®
Thi gian cong tic tai don vi hién nay: A2 natwg
Té6i dong ¥ tham gia nhém chuyén gia nghién cirn mot sb ndi dung thujc pham vj
ciia d& tai “Ddnh gid ndng luc kiém nghigm thudc cia mt sé don vj thupc hé thdng
kiém nghi¢m nha nuée tgi Viét Nam” 1a lun 4n tién si véi cdc thong tin nhw sau:

1. Nghién ctru sinh: ThS. Nguyén Thi Hoang Lién — Vién Kiém nghiém thubc

Trung wong

2. Cén b) huémg déin khoa hec:
- PGS.TS. Nguyén Thij Thanh Huong — Trudng dai hoc Dugc Ha Nbi
- PGS.TS. Trinh Van Lau - Vién Kiém nghiém thuéc Trung vong
3. Dom vj quin Iy nghién ciru sinh:
- Trudng dai hoc Dugc Ha Noi
Téi xéc nhin cdc nji dung nhw sau:

- Déng ¥ va ty nguyén tham gia thao luén, Iya chon, so sanh cip bd tiéu chi
d4nh gi4 nang luc kiém nghiém thubc thude pham vi ciia dé tai nghién ctru
néu trén. -

- Déng y cho nghién ciru sinh duge cong b cac dif liéu, hinh anh, théng tin
trong céc tai ligu chuyén dé va cdc bai bao thudc pham vi nghién ctru cila dé
t3i va yéu cdu nghién ctu sinh sir dung ding muc dich va dam bdo tinh

chinh xéc cic théng tin, s6 ligu ¢6 lién quan nay.
Ngay < thang 12 ndm 2017
Nguwdi tham gia




PHU LUC 6
CAC VAN BAN CHAP THUAN CHO NGHIEN CUU CUA TTKN BAC KAN,
HOA BINH, LAO CAI, YEN BAI
VA VIEN KIEM NGHIEM THUOC TRUNG UONG




CONG HOA XA HOI CHU NGHIA VIET NAM
Déc lap ~ Ty do — Hanh phiic

VAN BAN CHAP THUAN CHO NGHIEN CU'U

Trung tim Kiém nghi¢m Thudc, My phdm, Thyc phdm tinh BicKsan
Dia chi: T6 9, Phudng Nguyén Thj Minh Khai, Thanh ph Béc Kan, Tinh Béc Kan
Dién thoai: 0209 3873292
Ngudi dai dién: Ha Thj Xuén
Chirc vy: Gidm déc Trung tAm
Chap thuin cho nhém nghién ciru a2 tai “Ddnk gid ning lwc kiém nghiém
thudc cisa mpt sé don vi thupc hé thing kiém nghiém nha nudc tai Vigt Nam”
bao gém:
1. Ngudi thye hign: Ths. Nguy&n Thj Hoang Lién — Vién Kiém nghiém
thudc Trung vong
2. Cén b{ hwéng diin khoa hec:
- PGS.TS. Nguyén Thj Thanh Huong - Trudng dai hoc Dugc Ha Néi
- PGS.TS. Trinh Vin Léu - Vién Kiém nghiém thudc Trung wong
3. Pon vj quén Iy d@ tai nghién ciru;
- Trudmg dai hoc Dugc Ha Néi
Pugc tién hanh nghién ciu tai Trung tdm Kiém nghiém véi cdc quy dinh v&
quyén han, trach nhiém va nghia vy nhu sau:
1. Trung tim Kiém nghi¢m:

- Cung cép déy du céc théng tin, dir liéu v& hoat dong kidm nghiém
thudc ctia don vi va tai dia phuong trong pham vi cho phép cé lién
quan dn ndi dung d2 tai theo d& nghj ctia nhém nghién ciru.

- Dém bao tinh chinh xic va kip th&i cia cic théng tin, dit liéu ma don
vij cung cép.

* - Dugec sir dung céc két qua cia d8 tai da cong bé vé don vi.
2. Nhom nghién ctru:

- Déam béo sir dung ding myc dich va tinh chinh x4c cc thong tin, sb
liéu do don vj cung cép.

- Dugc phép quay phim, chup anh, ghi 4m phéng vén vé céc ndi dung
nghién ciru trong pham vi cho phép va chi sir dyng dit liéu, hinh 4nh
ndy cho myc dich nghién ctu cla d8 tai.

- Dugc phép cong b cac dir lidu, hinh anh, thong tin trong céc tai liéu
chuyén d& va céc bai béo thudc pham vi nghién ctru ciia d tai.



- Dam bio tinh béio mt clia céc dit ligu, hinh anh, théng tin v& don vi,
khéng chia sé, cung céip cho bén thir 3 (khéng lién quan dén d3 3
nghién ciru) néu khéng dugc syr déng y cia don vi.




CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lidp - Tw do - Hanh phic

VAN BAN CHAP THUAN CHO NGHIEN CUU

Trung tim Kiém nghi¢m thudc, m§ phdm, thyc phdm tinh Hoa Binh
Dia chi: T4 27, phudng Pdng Tién, thanh phd Hoa Binh, tinh Hoa Binh
Dién thoai: 0218 3897 636

Ngudi dai dién: Nguyén Thj Thu Huong

Chirc vy: Gidm déc Trung tam

Chap thuén cho nhém nghién céru d& tai “Pdnh gid ndng luc kiém nghiém
tléué'c cila mpt s6 don vj thupc hé thong kiém nghiém nha nwéc tgi Vigt Nam” bao
gom:

1. Ngudi thyre hign: ThS. Nguyén Thi Hoang Lién - Vién Kiém nghiém thudc
Trung wong

2. Céin b§ hwémg déin khoa hoc:

- PGS.TS. Nguyén Thi Than_h Huong - Trudng dai hoc Dugc Ha Néi

- PGS.TS. Trinh Van L4u - Vién Kiém nghiém thuoc Trung uong

3. Pon vj quén Iy a8 tai nghién ciru:

- Trudmg dai hoe Duge Ha Noi

Pugc tién hanh nghién ciru tai Trung tm Kiém nghiém véi cac quy dinh vé
quyén han, trach nhiém va nghia vy nhu sau:

1.Trung tdm Kiém nghi¢m:

- Cung cép diy du cac thong tln, dir liéu vé& hoat dong k1em nghlem thubc cia
don vi va tai dja phuong trong pham vi cho phép ¢6 lién quan dén ndi dung d2 tai theo
d& nghj ciia nhém nghién ctru.

- Pam bao tinh chinh x4c va kip thdi ciia céc théng tin, dir liéu ma don vi cung
cap.

- Pugc sir dung céc két qua cla d8 tai da cbng bb vé& dcm vI.

2. Nhém nghién ciru:

- Pam bdo st dung ding myc dich va tinh chinh x4c céc thong tin, s6 liéu do don

"vj cung cép.

- Pugc phép quay phim, chup anh, ghi &m phéng vén v& cc ndi dung nghién ciru
trong pham vi cho phép va chi sir dung dt liéu, hinh anh nay cho myc dich nghién ctru
ctia de tai.

- Pugc phép cong bb céc dif lidu, hinh nh, théng tin trong c4c tai liéu chuyén dé
va céc bii bdo thudc pham vi nghién ctru ciia d8 tai.

- Pam bao tinh bio mét ciia c4c dit liéu, hinh 4nh, thdng tin vé don vi, khong chia
sé, cung cp cho bén thtr 3 (khong lién quan dén d2 tai nghién ctru) néu khéng duge su
dbng ¥ cia don vi.
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CONG HOA XA HQI CHU NGHIA VIET NAM
Dic ldp - Ty do - Hanh phiic

VAN BAN CHAP THUAN CHO NGHIEN CUU

Trung tam Kiém nghiém tinh Lao Cai

Pia chi: Toda nha sé 2, try s& khéi S, dudng Chiéng On, phudmg Binh Minh, thanh
phé Lao Cai, tinh Lio Cai.

Pién thoai: 02143.85 4366
Nguoi dai dién: Lé Vin Nhit
Chire vy: Gidm déc Trung tdm

Chap thuéin cho nhém ngh:en ciru 48 tai “Ddnh gid ndng luc kibm nghiém
thubc ciia mpt sd don vj thupc hé thong kiém nghié¢m nha nuwde tgi Vigt Nam” bao gdm:

1. Ngudi thwe hign: ThS. Nguyén Thj Hoang Lién - Vién Kiém nghiém thubc
Trung vong

2. C4n b{ hwémg diin khoa hoc:

PGS.TS. Nguyén Thj Thanh Hwong - Trudng dai hoc Dugc Ha Noi

PGS.TS. Trinh Vin Liu - Vién Kidm nghiém thuoc Trung vong

Pon vi quén 1y a8 tai nghién ciru:

Trudmg dai hoc Duge Ha Noi

Pugec tién hanh nghién ciru tai Trung tdm Kiém nghiém véi cc quy dinh v& quyén
han, trdch nhiém va nghia vu nhu sau:

1. Trung tdm Kiém nghiém:

- Cung cép ddy di céc thong tin, d ligu vé hoat dong kiém nghiém thuéc cia don

vi va tai dia phuong trong pham vi cho phép ¢6 lién quan dén ndi dung dé tai theo dé nghi
ctia nhém nghién ciru.

- Bam béo tinh chinh x4c va kip thoi cla céc théng tin, dir liéu ma don vi cung cép.

- Pugec st dung céc két qua cia d8 tai da cong bd vé don vi.

2. Nhém nghién ciru:

- Pam bao sir dung diing muc dich va tinh chinh x4c céc théng tin, sb liéu do don vi
cung cp.

- Puge phép quay phim, chup anh, ghi 4m phéng vén v& céc ndi dung nghién cim
tr?ng pham vi cho phép va chi sir dung dif ligu, hinh anh ndy cho muc dich nghién ciru cia
de tai.

- Pugce phép céng bd cac dit liéu, hinh &nh, thong tin trong c4c tai li€u chuyén aé va
c4c bai bio thudc pham vi nghién ciru cia d8 tai.

- PAm bao tinh bdo mét cha cac dir liéu, hinh anh, thong tin vé& don vi, khdng chia
sé, cung cAp cho bén thir 3 (khong lién quan dén dé tai nghién ciru) néu khong duge sy
ddng ¥ cia don vi.

Ng&y 0 thdng 04 ndm 2018
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CONG HOA XA HQOI CHU NGHIA VIET NAM
Déc 1ip ~ Ty do ~ Hanh phiic

VAN BAN CHAP THUAN CHO NGHIEN CUU

Trung tim Kiém nghi¢m Thudc, M§ phdm, Thyc phim Yén B4i
Dija chi: S6 589, dudmg Yén Ninh, thinh phé Yén B4i, tinh Yén Biéi
Pién thogi: 0216 386 5356
Ngudi dai dién: Pham Thj Hong Chitrc vi: Gidm d6c Trung tim
Chép thugn cho nhém nghién cira 48 tai “Ddnk gid ndng lwc kiém nghi¢m thudc
ciia mt 56 dom vj thufc hé thing kiém nghiém nha nude tgi Vigt Nam” bao gdm:
1. Ngudi thye hién: ThS. Nguyén Thi Hoang Lién — Vién Kiém nghiém thuéc
Trung vong
2. Cén by huwéng diin khoa hoe:
- PGS.TS. Nguyén Thj Thanh Huong — Trudng dai hoc Dugc Ha Noi
- PGS.TS. Trinh Vin Liu - Vién Kiém nghiém thudc Trung vong
3. Pon vj quan ly 3@ tai nghién ctu:
- Trudng dai hoc Dugc Ha Néi
_ Pugc tién hanh nghién ciru tai Trung tdm Kiém nghiém véi cac quy d;nh vé quyén
han, tradch nhiém va nghia vy nhu sau:

1. Trungtim Kiém nghiém:

- Cung cép ddy du céc théng tin, dif liéu v& hoat dong kiém nghiém thudc clia
don vj va taz dia phuong trong pham vi cho phép cé lién quan dén ndi dung
d4 tai theo & nghj cia nhém nghién ciru.

- DPéam bdo tinh chinh x4c va kip thoi cia céc thong tin, dit liéu ma don vi
cung cép.

- Puye sir dung céc két qué cia dé t3i a3 cong bd vé don vi.

2. Nhém nghién ciru:

- DPéam bdo sit dung dung muc dich va tinh chinh xéc céc thdng tin, s6 lidu do
don vi cung cép.

- Pugc phép quay phim, chyp anh, ghi 4&m phong vin vé céc ndi dung nghién
ciru trong pham vi cho phép va chi sir dung dir li€u, hinh anh ndy cho muc

- dich nghién ciru clia d2 tai.

- Pugc phép cong bb cac dit liéu, hinh anh, théng tin trong céc tai liéu chuyén
48 va c4c bai bdo thudc pham vi nghién ciru cia 8 tai.

- Déam bdo tinh bio mét clia cdc dif li¢u, hinh anh, théng tin vé don vj, khong
chia sé, cung cip cho bén thir 3 (khéng lién quan dén 8 tai nghién ciru) néu
khéng dugc sy ddng ¥ ctia don vi.

Yén Bdi, Nga 4Dthéng H nim 2018




CONG HOA XA HOI CHU NGHIA VIET NAM
Péoc lip — Tw do — Hanh phuc

VAN BAN CHAP THUAN CHO NGHIEN cUu

Vién Kiém nghiém thuéc Trung wong

Dia chi . 48 Hai Ba Trung — Hoan Kiém — Ha Noi
Pién thoai : 043 8255 341

Ngudi dai dign Poéan Cao Son

Chic vy : Vién trudng

Chép thuin cho nhém nghién ciru a3 tai “Ddnk gid ning lirc kiém nghigm thudc
cia mot s6 don vi thupc hé thé’ng kiém nghiém nha nudc tai Viét Nam”, bao gf‘)m:
1. Nguti thire hign: Th.S Nguyén Thi Hoang Lién — Vién Kiém nghiém thube
Trung wong
2. Cén b hwémng din khoa hoe:
- TS Nguyén Thi Thanh Huong — Trudng dai hoc Dugc Ha Nbi
. PGS.TS Trinh Vén Lau - Vién Kiém nghiém thudc Trung uong
3. Pon vi quan Iy dé tai nghién ciru:
- Trudng dai hoc Dugc Ha N6t
- Vién Kiém nghiém thudc Trung wong
Puge tién hanh nghién ciu tai Trong tam Kiém nghiém véi cac quy dinh vé
quyén han, trich nhiém va nghia va nhuw sau:
1. Vién Kiém nghiém thuéc Trung wong:

- Cung cép ddy du céc thong tin, dir ligu v& hoat ddng kiém nghiém thudc cla
don vi va tai dia phuong trong pham vi cho phép ¢ lién quan dén ndi dung
d t&i theo @& nghi clia nhém nghién cin.

. Dam bio tinh chinh xac va kip thoi cia cac thong tin, dit liéu ma don vi
cung cép. . '

- Dugc phép sir dung cac két qué clia dé tai nghién ciru da cong b vé don vi.

2. Nhém nghién ciru:

- Dam bao sir dung ding muyc dich va tinh chinh xéc cdc thong tin, s liéu do
dom vi cung cép.

- Duoc phép quay phim, chup &nh, ghi &m phdng vén vé céc ndi dung nghién
ciru trong pham vi cho phép va chi sir dung dir liéu, hinh &nh nay cho muc
dich nghién ciru ciia d€ tai.

_ Pugc phép cong bd céc dir liu, hinh anh, théng tin trong céc tai licu
chuyén @& va céc bai béo thudc pham vi nghién cru cia dé tai.

- Pam béo tinh bao mat cia cac df liéu, hinh &nh, théng tin vé& don vi, khong
chia sé, cung cép cho bén thir 3 (khong lién quan dén @ tai nghién ciu) néu
khéng dugc sy dong y cla don vi - '




PHU LUC 7
THONG TIN TOM TAT VE CAC PON VI PUQC LUA CHQON TRONG
NGHIEN CUU




THONG TIN TOM TAT
VE PON V] PUQC LUA CHON CHO NGHIEN CUU

Tén don v§: Trung tim Kiém nghiém Thudc, My phim, Thyc phém tinh Bic Kan
Dia chi: To 9, Puong Nguyén Thj Minh Khai, Thanh phé Bic Kan, Tinh Bic Kan
Dién thoai: 0209 387 3992

1. Chirc ning, nhiém vu, quyén han

Kiém nghiém va nghién ctru kiém nghiém cdc loai nguyén phu liéu, bao bi, thanh
phim ciia thudc, my phim, the phdm qua cac khéu thu mua, san xuét, pha ché, bao
quan, luu hanh, st dung do cic co s&, san xuét, kinh doanh thubc, my phim, thyc
pham giri t6i hodc ldy miu trén dja ban tinh dé kiém tra va giam sat chit luong.

Xay dung phu'cmg phap kiém nghlt;m chi dao va huéng dén ky thuét, chuyén mén,
nghiép vu kiém nghlf;m thuéc, m)7 phém, thye phim dbi v6i cac tb chirc, ca nhan hanh
nghé thudc, m§ pham, thuc phim trén dja ban tinh.

T4 chirc nghién ciru, thim dinh céc tiéu chuén k)‘? thuét clp co s& d6i véi thude, my
phém thyre phém tham gia x4y dung tiéu chuan k¥ thuat nha nudc vé thudc, my
pham thuc phim theo su phan cong cua Bo Y té; hudng din v1¢c ap dung céc tiéu
chuan ky thuat cho céc co s& san xudt, kinh doanh thudc, my phdm, thyc phim & dja
phuong va kiém tra, don déc thyc hién céc tiéu chuin d6.

B4o c4o dinh ky vé tinh hinh chét lugng thudc, my phim, thuc phdm trén dja ban tinh
voi Giam ddc S& Y té; tha.m muu cho Gidm ddc S& Y té trong v1¢c gidi quyét nhitng
tranh chép va khiéu nai vé chit luong thudc, my phim, thuc phim thudc linh vuc
chuyén mén kiém nghi¢m; tham gia vao viéc kiém tra thuc hién cic quy ché, ché do
chuyén mén thude, m§ phém, thyc phim trén dia ban tinh.

Nghién ctru ung dung céc tién bd khoa hoc - ky thuat trong linh vuc chuyén nghanh
kiém nghiém dé d4anh gia chit luqng thudc, my pham, thuc pham t6 chirc dao tao lai,
dao tao ning cao cho can bd kiém nghlcm trong don vj v€ quan ly, chuyén moén k¥
thuat dam bao chét lugng thuc, my phim, thuc phdm; tham gia dao tao nhén vién
duge & dia phuong.

Quan ly tb chirc, can b, vién chirc va tai san duge giao theo quy dinh ciia nha nudc.
Léy, mau tai cic co s& san xuét, bao.ché, thu mua, phan phdi, bao quan va sir dung
thu6e, my phém, thyc pham khu vyrc nha nuéc, tép thé hay tu nhan dé kiém nghiém
theo quy dinh hofic theo yéu cau cia co quan nha nuéc c¢6 tham quyeén.

Hudng dan, chi dao va yéu cdu cac co quan, don vi ¢6 lién quan cung cp tai lidu can

thiét 1am cin cir 4 xéac dinh chit lrgng thubc, my phém, thyre pham nhu cong thirc,
quy pham, quy trinh, tiéu chun, phuong phép kiém nghiém, hd so kiém nghiém.

Két lugn ve tinh trang chét lugng mau thuoc m§ phém, thuc pham do chinh Trung
tam truc tiép ldy miu hoic do cac co quan, t& chirc, c4 nhan giri dén.

Thue hién cac dich vy phén tich, danh gia chit lvong thubc, m§ phim, thuc phim do
cac co s¢ ché bién, san xuat, luu hanh, phan phdi, sir dung cia nha nude va tu nhin



guri 16i; cac hoat dong chimg nhén, kiém dinh, giam dinh, hiéu chudn, dao tao v céc
dich vy nghién ciru khoa hoc, chuyén giao cong nghé theo quy dinh ciia phép luét.

- Thuc hién thu, chi phi kiém nghiém va djch vy theo ding quy dinh ctia Nha nudc.

- Thu\c hién quyén han, nhiém vu khac do S& Y té va cac co quan nha nudc céd thim
quyén giao.

2. T4 chirc - Bién ché

2.1. T6 chire
- Linh dao Trung tim: Gidm déc va 01 Phé Gidm déc.
- Céc phong chuyén mén nghiép vu gém:

Phong Hanh chinh-Téng hop, Phong Ho6a 1y, Phong Dugc Iy — Vi sinh
2.2, Bién ché

- Nam 2017, 16 can bd.
- Nam 2020: 18 can b, trong d6 13 can bd c6 trinh d§ Pai hoc va trén dai hoc.
3. Tiéu chuin dugc cong nhin vé quan Iy chit lrgng

TT Tiéu chuin Noi cép Nim duge
duge cong nhén chimng chi ¢ong nhén cdng nhin
1 | ISO/IEC 17025: 2005 Vin phong Céng nhin Chit 2016
lugng Viét Nam — B6 Khoa hoc
va Coéng nghé
2 | ISO/IEC 17025: 2017 Vin phong Céng nhin Chét 2019
lugng Viét Nam — B§ Khoa hge
va Coéng nghé
3 |GLP Cuc Quan ly Dugc Viét Nam — 2019
BoY té

4. Co sé ha ting

- Co s¢ 1am viée doc 1ap.

- Nam xdy mai: 2011

- Téng dién tich mat bang: 2.000 m’

- Téng dién tich lam viéc: 1.500 m?, trong do:
+ Di¢n tich phong thi nghi¢m: 1.200 m?.
+ Dién tich khdi hanh chinh: 300 m’




THONG TIN TOM TAT
VE PON VI PUQC LUA CHQON CHO NGHIEN CU'U

Tén dom v! Trung tim Kiém nghiém Thuéc, My phém, Thyrc phdm tinh Hoa Binh
Pia chi: T4 10, phudng Pdng Tién, thanh phd Hoa Binh, tinh Hoa Binh
Pién thoai: 02183 389 7636

1. Chirc niing

Trung tAm Kiém nghiém Thudc, My phim, Thyc phm c6 chirc ning tham muu giup
Giam déc S& Y té trong viéc kiém tra, giam sat va quan ly chit lugng céc loai thuéc,
my pham, thyc phim c6 4nh huéng tryc tiép dén sirc khoe con ngudi trén dia ban tinh.

Nhiém vu

Kiém nghiém va nghién ciru kiém nghiém cic loai thudc, my phim, thyc phim ké ca
nguyén liu, phy kién lam thubc, my phim, thuc phim qua céc khéu thu mua, san Xudt,
pha ché bao quan, lru thong, sir dung do céc co s& san xuft, kinh doanh thudc, my
phém, thuc phim giri t6i hodc 14y mAu trén dia ban tinh d& kiém tra, d4nh gis chét

lugng.

Xéay dyng phuong phap kiém nghi¢m, chi dao va huong din vé mat ky thudt, chuyén
mén, nghiép vy kiém nghlem thuéc, m§ phim, thuc phim cia cac don vi hanh nghé
dugc, my phim, thirc phim trén dia ban tinh.

T chirc nghién ciru, thdm dinh cac tiéu chudn k¥ thuat cap co s& dbi voi thuoc, my
pham thuc pham tham gia xiy dyng tiéu chuan k¥ thuat cap Nha nuée vé thude, m§
pham thyc phim theo sy phan cong cia By Y té. Huéng din vigc dp dung nhfrng ti€u
chuén ky thuat cho céc co s¢ san xuét, kinh doanh thudc, m§ phim, thyc phim & dja
phuong, kiém tra, d6n déc vé viéc thyrc hién céc tiéu chuin k¥ thuit do.

Béo cdo dinh ky vé tinh hinh chit lugng thuéc, my pham thyc pham trén dja ban tinh
voi Giam doc S& Y té, tham muu cho Giam déc S& Y té trong viéc gidi quyét nhimg
tranh chép vé& mat chit lugng thuoc my phém, thue phém tai dja phuong, tham gia gidi
quyét cic trudng hop khiéu nai v& cht lugmg thudc, my phim, thye phém thudc linh
vire chuyén mon kiém ngh1¢m tham gia vao viéc kiém tra thyc hién cac quy ché, ché
do chuyén mon thudc, m§ phdm, thuc phim tai dja phuong.

Nghién ciru khoa hoc nhim thic diy cac mat hoat d9ng cua cong tac kiém soét, kiém
nghiém & dja phuong va phyc vu cho yéu ciu ning cao chét lugng thudc, my phém
thuc pham.

Pio tao, bdi dudmg cén bd chuyén khoa kiém nghiém va tham gia dao tao cdn bd dugc
¢ dia phuong.

Quan ly td chirc, can bd, cng chirc, vién chirc va tai san duoc giao theo ding quy dinh
cua Nha nuéec.

Thuc hién céc nhiém vy khéc do Gidm ddc S& Y té giao.

3. Té chirc - Bién ché
3.1. Té chire




- Lanh dao Trung tdm: Giam déc va 02 Phé Gidm déc.

- Céc phong chuyén mon nghiép ve gom: Phong Té chirc — Ké hoach - Tai chinh,
Phong Dugc ly - Vi sinh, Phong kiém nghiém My phém,’ Phong Kiém nghiém Pong dugce
- Dugc ligu, Phong Héa 1y, Phong kiém nghiém Thyc phim.

2.2. Bién ché

- Nam 2017, 26 céan bd.

- Nam 2020: 25 cdn b, trong d6 17 cén bd c6 trinh 40 Pai hec va trén dai hoc.
3. Tiéu chudn duge cdng nhdn vé quan Iy chit hrgng

TT Tiéu chuin Noi cap Nim duge
dugce cdng nhin chirng chi cong nhéin cong nhin
1 {ISO/MEC 17025: 2005 Vin phong Coéng nhin Chat 2014
lvgng Viét Nam — BS Khoa hoc
va Céng nghé

4. Co s& hg ting

- Co s lam viée djc lap.

- Nim x4y méi: Chua x4y mdi

- Téng dién tich mat bing: 438,90 m?

- Tong dién tich lam viéc: 701,0 m?, trong d6:
+ Dién tich phong thi nghiém: 569 m’.
+ Dién tich khéi hanh chinh: 52 m*
+ Khéac: 80 m%



THONG TIN TOM TAT
VE PON V] DPUGC LUA CHQON CHO NGHIEN CcUU

Tén don vi: Trung tdm Kiém nghiém tinh Lio Cai

Pia chi: Toa nha s 2, Try s& khéi 4, Puong Chiéng on, Phudng Binh Minh, Thanh phé
Lao Cai, Tinh Lao Cai

Dién thoai: 020 385 4366
1. Chirc ning

Trung tim Kiém nghiém la don vi su nghiép thudc S&¢ Y té tinh Lao Cai c6 chirc
nang tham muu gitp Gidm déc S& Y té tinh Lao Cai trong viéc kiém tra, giam sat va
quan ly chét lugng céc loai thudc, my phdm dugc san xudt, tdn triy, luu hanh, sir dung tai
dia phuong.

2. Nhiém vu

- Kiém nghlem va nghlen ctru kiém nghiém cac loai nguyén phy li¢u, bao bi,
thanh phim cua thudc, m§ phim qua cac khéu thu mua, san xuét, pha ché, bao quan, luu
hanh, sir dung do cic co s& san xudt kinh doanh thudc, m§ phdm giri téi hogic iy miu
trén dia ban tinh dé kiém tra giam sat chét lugng.

- Xay dung phuong phap kiém nghi¢m, chi dao va hudng din vé& mat ky thuat,
chuyén mén, nghi¢p vy kiém nghiém thubc, my pham ddi voi cac don vi hanh nghé
thude, my pham.

- Té chirc nghién ciru, thdm d;nh cac tiéu chuin ky thuat cép co s& d6i véi thube,
my pham, tham gia xdy dung tiéu chuin k¥ thuat Nha nudc vé thude, my pha.m theo sy
phan cong cua By Y té, huong dan viéc ap dung céc tiéu chuan ky thuat cho cdc co s&
san xudt, kinh doanh thudc, my phim & dia phwong va kiém tra, d6n dbc viéc thye hién
céc tiéu chudn d6.

- Bao cao dinh ky vé tinh hinh chit lugng thuoc m§ phdm trén dia ban tinh véi
Giam dbc So Y té; tham muu cho Giam dbc So Y té trong cac truong hop khiéu nai va
tranh chip vé chét luong thudc, my pham thudc linh vuc chuyén mén kiém nghiém; tham
gia vao viéc kiém tra thuc hién c4c quy ché, ché 39 chuyén mén thudc, my phdm.

- Pao tao, bdi dudng va tham gia dao tao, bdi dudng can bd chuyén mén nganh
klem nghi¢m; nghlen ciru khoa hoc va td chirc trién khai cac dé tai nghién ciru khoa hoc
vé kiém nghiém thuéc, my phim.

- Quan ly td chirc, can bd vién chirc va tai san dugc giao theo quy dinh cia Nha
nudec.

- Thyc hién cac nhiém vy khac do Giam déc S& Y té phén cong.
3. T6 chirc - Bién ché
3.1. Té chirc

- Lanh dao Trung tim: Giam déc va 01 Pho Giam dbc giup viéc.




- Cac phong chuyén mon nghi¢p vu gbm: Phong Hanh chinh - Téng hop; Phong
Kiém nghi¢m Hod ly; Phong Kiém nghi¢m My phim; Phong Kiém nghiém Dugc 1y - Vi
sinh; Phong kiém nghiém Pdng dugc - Dugc liéu.

3.2. Bién ché
- Tir naim 2017 dén nam 2020, dugc giao 30 bién ché, hién cd: 29 cén bd.

+ Trong d6: 02 Ds CKI, 08 Ds dai hoc, 01 Cit nhén kinh té, 12 Cao déng dugc, 05
Ds trung hoc va 01 14i xe.

+ Trinh 46 chinh tri: 02 Cao cp va 01 Trung c4p ly luén chinh tri.
4. Tiéu chuin dwge cong nhin vé quan Iy chét lwgng

TT Tiéu chuin Noi cép Nam dugc
dugce cdng nhan chimg chi cong nhén cbng nhin
1 |ISO/IEC 17025:2005 | Vin phong Céng nhin Chét 2017
lugng Viét Nam — B4 Khoa hoc
va Cong nghé
2 | ISO/IEC 17025: 2017 Vin phong Céng nhin Chét 2019
lugng Viét Nam — B§ Khoa hoc
va Cong nghé

5. Co s& ha ting
- Co sér lam viée ndm trong tru s& hgp khéi nhiéu co quan, khong ddc lap.
- Nam xdy méi: 2012
- Téng di¢n tich mét béng: 750,0 m’
- Téng dién tich 1am viéc: 536 m?, trong d6:
+ Dién tich phong thi nghiém: 285 m?,
+ Dién tich khdi hanh chinh: 180 m’

+ Khac: 71 m>.




THONG TIN TOM TAT
VE PON V] PUQC LUA CHQON CHO NGHIEN CUU

Tén dom vj: Trung tim Kiém nghiém Thubc, M§ phim, Thirc phdm tinh Yén Bai
Dia chi: S5 589, dudng Yén Ninh, thanh phd Yén Bai, tinh Yén Bai
Dién thoai: 0216 386 5356

1. Chirc ning

Tham muru gitip Giam déc S Y té trong viéc kiém tra, gidm sat va quan ly chit lugng
cac loai thudc, my phdm cé anh hudng truc tiép dén sirc khoe con ngudi duge san
xuat, luu hanh tai dia phuong.

. Nhiém vy

Kiém nghiém va nghién ciru kiém nghiém céc loai thubc, my pham, thyc phim ké ca
nguyén liéu, phu ki¢n lam thuc, m§ phdm qua cac khau thu mua, san xuét, pha ché bao
quan, lru théng, sit dung do céc co s san xudt, kinh doanh thubc, my phim giri téi
hogc 14y mAu trén dia ban tinh & kiém tra, gidm sat chét luong.

Xay dung phuong phap kiém nghiém, chi dao va huéng din vé mat k§ thut, chuyén
mon, nghi¢p vy kiém nghiém thudc, my phdm dbi v&i cac don vi hanh nghé thudc, my
pham trén dia ban tinh.

T chirc nghién ctru, thdm dinh c4c tiéu chuln co s& d6i voi san phém 14 thube, my
phdm; Tham gia X4y dmng tiéu chuin cip Nha nudc vé thubc, m§ phim theo su phén
cong cia BO Y té, Huéng din vigc ép dung nhitng tiéu chuédn ky thudt cho céc co s&
san xuét, kinh doanh thubc, my phim & dja phwong, kiém tra, d6n dbc vé viéc thuc hién
céc tiéu chudn dé.

Béo c4o dinh ky vé tinh hinh chit lugng thuéc, my phim trén dia ban tinh véi Gidm
déc S& Y té. Tham muu cho Gidm déc S& Y té trong viéc giai quyét cac truomg hgp
khiéu nai va tranh chép vé chit hrgng thubc, my phim thudc linh vyc chuyén mén kiém
nghiém. Tham gia vao viéc kiém tra thyc hién cic quy ché, ché do chuyén mén vé
thube, m§ phim.

Pao tao, bdi dudng va tham gia dio tao, bdi dudng can bd chuyén nganh kiém nghiém;
nghién ciru khoa hoc va té chirc trién khai cac dé tai nghién ciru khoa hoc vé kiém
nghiém thubc, m§ pham.

3. TS chirc - Bién ché
3.1. T chirc

- Lanh dao Trung tdm: 01 Giam dbc.
- Céc phong chuyén mén nghiép vu gdm: Phong Ké hoach — Hanh chinh — Tong

hep, Phong kiém nghiém Dugc ly — Vi sinh, Phong kiém nghiém My phim, Phong Kiém
nghiém Péng duge — Dugc li¢u, Phong Hoa ly.

2.2. Bién ché

- Téng chi tiéu bién ché: 24 c4n b.



- Téng s6 can b hién cb: 23 can b, trong d6 08 can bd co trinh do Pai hoc va trén

dai hec.
3. Tiéu chuén duge cong nhin vé quan ly chit lwgng
TT Tiéu chuén Noi cap Nam dugc
dugc cong nhan chimg chi cong nhin ¢Ong nhan
1 | ISO/IEC 17025: 2005 Vin phong Coéng nhin Chét 2015

legng Viét Nam — B Khoa hoc
va Cong nghé

4. Co s ha ting

-Cosd

lam vigc ddce 14p.

- Nam x4y mdi: 2006

- Téng dién tich mit bing: 538,90 m

- Téng dién tich 1am viéc: 931,0 m’, trong do:
+ Dién tich phong thi nghiém: 721 m’.
+ Dién tich khéi hanh chinh: 165 m*
+ Khéc: 45 m?,



PHU LUC 8
DANH SACH NHAN SU THAM GIA LAY Y KIEN THEO BANG CAU HOI




1
s ez . Nam C s Trinh d§ chuyén mén
TT Ho va tén Pon vi céng thc Vi tri cOng tac Duge | Héa -Sinh
1 | Bui Thj Bich Lién Quang Ngii 27 Giam déc CKI
\ . Trréng
2 | Pham Ngoc Hoang Quang Ngii 14 khoa/phong CKI
3 | Pao Hiru M6 Quang Ngii 20 Pho Giam doc CKI
4 | Pham Thj Hong Yén Bai 28 Giam déc CKI
5 | Nguyén Van Goc Binh Phuéc Giam déc CKI
6 | Nguyén Vin Hiép KonTum 24 Phé Giam déc | Dai hoc
7 | Nguyén Ngoc Trai KonTum 24 Giam dbc Paihoc | Thac si
x . Binh i ez
8 | Nguyén Thj Ngoc Lan Duong Giam doc CKI
x - Binh Trudng .
9 | Nguyén Huy V§ Duong 12 khoa/phong Pai hoc
o Binh . I ~
10 | Lé Van Cuong Duong 19 Phé Giam doc | Thac si
11 | Nguyén Van Long Vinh Phic 17 Giam dbc CKII
12 | Pham Dinh Thao Vinh Phuc 27 Phé Giam ddc CKl
13 | Vo Thi Bich Thay Nghé An 12 Phé Giam déc CKIl
14 | Dinh Van Thanh Nghé An 20 Giam déc Thac si
15 | Nguyén Hitu Khai Phi Yén Phé Giam dbc CKI
. . s Trudng -
16 | Phan Thi Thu Thiy Phi Yén 10 khoa/phong Thac si
. L ara Trudng .
17 | Ta Thay Vén Phua Yén 10 khoa/phong Pai hoc
18 | Lé Minh Dirc Thanh Hoa | 19 Ph6 khoa CKI
- phéng
= Trudmg
19 | Do Ngoc Hanh Thanh Hoéa 22 khoa/phong CKIl
20 | Nguyén Trong Thiy Thanh Héa 20 Giam dbc CKI
21 | Lé Anh Diing Thanh Héa 4 Phé Giam déc | Thac s
22 | Trinh Lé Anh Thanh Héa 18 Phé Giam dbéc CKI
23 | Nguyén Vin Phugng Bic Giang Giam déc CKI
24 | L& Phuong Loan Tra Vinh 23 Giam dbc CKI
25 | Trang Anh Dong Tra Vinh 19 | Ph6Gidmdée | Thacst
Phuong
26 | Nguyén Thi Linh Thai Binh 14 Gidm dbc CKl
27 | Bui Thj Minh Thiay Thai Binh Phé Giam d6c | Thac si
28 | Pham Hiru Duong Thai Binh Phé Giam déc CKl
. . A Trudng
29 | Bui Thanh Pai Thai Binh 14 khoa/phong CKI
30 | Lé Vin Nhit Lio Cai 24 Giam dbc CKI
31 | Ha Trudng Giang Lao Cai 17 Phé Giam d6¢ | Dai hoc
32 | Mai Thanh Liém Bén Tre 17 KNV CKI




33 | Pham Thanh Céng Bén Tre 28 Phé Giam d6c¢ | CKI
34 | Bii Minh Luan Bén Tre 29 Giam déc CKI
A
35 | V& Thj Hng Phugng Bén Tre 15 KNV CKI
A
36 | Pham Ngoc Chau Bén Tre 17 KNV Thac si
37 | Huynh Thj M¥ Loan Binh Thuén 23 Giam déc CKIl
38 | V& Vin Thanh Binh Thuan 3 Phé Giam 86¢c | CKI
39 | Nguyén Hoang Tién Soc Triang 20 Giam déc Thac si
3 — . : Trudng
40 | Tran Thj Tiet Nghia Séc Trang 21 khoa/phong CKI
41 | Bui Thj Bich Thiy Quéng Nam 19 Giam débc
Nguyén Huif Lim . Phé khoa
42 Thach Quing Nam 20 phong CKl
. . Trudng
43 | Hoang Van Dirc Lang Son 20 khoa/phong CKI
44 | Hoang Thanh Thiy Lang Son Phé Giam dbc CKI
45 | Dinh Thi Hoa Lang Son 20 Giam déc CKI
46 | Nguyén Trong Nhon Ninh Thuin 25 Phé Giam déc | Pai hoc
47 | Mai Thj Kim Ciic Gia Lai 23 Phé Giam dbc
48 | S Anh Tuin Gia Lai 28 Giam déc
49 Ef::é“ Khéic Minh Cin Tho 1 | PhoGiam déc Thac si
50 | L& Thij Cm Thuay Cén Tho 21 Phé Giam dbc CKI
51 | Nguyén Hoang Viét Cén Tho 12 Giam déc CK 1l
52 | P& Van Chung Hai Duong 15 Phé Giam dbc | CKI
A .. Phé khoa
53 | Bui Thj Huong Hai Duong 11 phong CKI
54 | Trin Van Hing HaiDuong | 13 Pho khoa CKI
phong
55 | Nguyén Vin Doanh Hai Duong 10 Phé Giam dbc Thac si
56 | Nguyén Dinh Tuén Hai Duong 16 Giam dbc CKI
57 | Truong Dinh Thanh Phi Yén 15 Phé khoa CKI
phéng
58 | Pham Thj Héng Oanh | Quang Ninh Phé Giam dbc | CKI
A L aas WA . . Truéng
S9 | Ngb Thj Hai Yen Quang Ninh 10 khoa/phong CKI
60 | Nguyén Quéc Hung Quéng Ninh 2 Giam dbc CKI
61 | Pham Thj Héng Oanh | Quang Ninh 25 Phé Giam ddc | CKI
62 | Dinh Dirc Thiép Ninh Binh 10 Giam dbc
63 | B3 Minh Manh Ninh Binh 19 Phé Giam déc | CKI
64 | Nguyén Thj Thu Hrong | Hoa Binh 25 Gidm dbc CKI
65 | Bui Céng Dinh Héa Binh 17 Phé Giam déc | Pai hoc
66 | Train Thi Minh Nghia Hoa Binh 25 Phé Giam dc | Pai hoc
67 | Hoang Thj Thiy Hong | Quang Trj 22 Phé Giam déc CKI




68 | Nguyén Vin Quang Quang Trj Giam déc CKI
P . Trudng
69 | V& Thi Quynh Nga Quang Trj 16 khoa/phong CKI
70 | Vi My Linh BR-VT 10 KNV Thac si
71 | Nauyén Thi Thanh BR-VT 11 KNV CKI
Thiy
72 | Nguyén Thi Thu Vin Long An 27 Gidm dbc CKI
73 | Phing Chéau Quéc Viét Long An 15 Phé Giédm déc CKI
74 | Trwong Thi Thanh Quing Binh Gism dbc CKI
Nhan
Nguyén Thi Thiy . Trudmng
75 Nguyén Quang Binh 22 khoa/phéng CKI
76 | Pham Ngoc Thanh Quéng Binh Pho Giam d6c | Pai hoc
R X N Trudmg
77 | Lé Thi Thu Huong Quang Binh 22 khoa/phong CKI
78 | Hoang Manh Cudng Cao Bing 24 Giam déc Thac si
79 | Nong Van Danh Cao Bing 25 Phé Giam déc | CKI
80 | Lé Tuén Vi Vinh Long 17 Giam déc Thac si
X raapia 3 - Phé khoa -
81 | Nguyen Ié Viét Tuyén Vinh Long 11 phéng Thac si
82 | Lo Vin Thanh Son La Giam débc Thac si
83 | Ng6 Thj Minh Tam TPHCM 23 Phé Giam déc¢ | Thac si
Trudmg -
84 | Phan Van Chung TPHCM 16 khoa/phong Thac si
x . Trudng -
85 | Nguyeén Huong Giang TPHCM 10 khoa/phong Thac si
86 | Ping Phan Hién TPHCM 30 KNV CKI
87 | V5 Thanh Thay TPHCM 12 KNV Thac sT
Y Tru(mg -
88 | Tran Ngoc Thu TPHCM 23 khoa/phong Thac si
89 | Ngé HoaLu TPHCM 27 Giam déc CKI
Nguyén Thj Huynh Trudng ~
90 Trang TPHCM 12 khoa/phong Thac si




PHU LUC 9
SO SANH CAC YEU CAU CUA TIEU CHUAN ISO IEC 17025: 2005 VA TIEU
CHUAN ISO/IEC 17025:2017
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PHU LUC 10
SO LIEU TONG HQP CUA 04 TRUNG TAM KIEM NGHIEM
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