SOP-BQLDA/02/PH:03/SC:00/BM4

CONG TY CO PHAN ’ CONG HOA XA HOI CHU NGHIA VIET NAM
DUQC - TRANG THIET BI Y TE Péc Iap - T do - Hanh phiic
BINH PINH (BIDIPHAR)

A 22
86:412¢/TBMT-DBD Binh Dinh, ngay 2§ thang € ndm 2025,

THONG BAO MOI THAU/THU MOI CHAO GIA

Tén don vi: Cong Ty Cé Phin Dugc — Trang Thiét Bi Y T¢ Binh Dinh (Bidiphar).

Dia chi: S6 498 Nguyén Thai Hoc, Phuong Quang Trung, TP Quy Nhon, Binh Dinh.
Céng Ty Cb Phan Dugc — Trang Thiét Bi Y Té Binh Dinh (Bidiphar) thong bio mdi thau véi
cac thong tin nhu sau:

1. Tén gbi thiu: Thiét bi kiém nghiém (May do do hoa tan 14 coc, may tao khéi
(aerosol generator))

2. Thoi gian:

- Thoi gian gii thu moi: T 09h00 ngay 30/06/2025.

- Thoi gian Nha thiu/NCC giri xac nhan tham gia, trudec 09h00 ngay 02/07/2025

- Thoi gian phéat hanh Ho so yéu cau: Tir 10h00 ngay 02/07/2025

- Thoi gian cac Nha thduw/NCC c6 phan hdi, 1am rd théng tin tir ngay 03/07/2025 dén
17h00 ngay 16/07/2025.

- Thoi gian két thic nhan Ho so dy thduw/Hb so chio gia: 17h00 ngay 17/07/2025

- Thoi gian md Hb so du thiu/ HO so chao gia: 09h00 ngay 18/07/2025

3. Phuong thirc nhan/giii hd so/lam rd théng tin:

- Céch thirc Nha thAuw/NCC nhan hd so yéu cau: Nha thau/NCC gui théng bao xac nhan
tham dyu goi thau bang email chinh thic ciia Nha thau/NCC (c6 kém ban scan: Giay
chig nhén dang ky doanh nghiép, Thda thuan bao mat thong tin-da ky, Pon du thﬁu,
Giay phép béan hang,...) dén email: luannd@bidiphar.com; banqlda@bidiphar.com
va nhén Ho so yéu cau qua email.

- Céch thirc Nha thaw/NCC lam rd thong tin: Qua email luannd@bidiphar.com;
banqlda@bidiphar.com.

- Céch thic Nha thau/NCC ndp hd so du thiu/hd so chao gid: NOp qua email
muasam@bidiphar.com.

4. Dién thoai lién lac ciia nguo1 phu trach goi thau: Nguy5n Duy Ludn - 0973382717

Coéng Ty Cé Phin Duoc — Trang Thiét Bi Y Té Binh Dinh (Bidiphar) kinh moi cac nha

thau tham dy géi thau néu trén.

TL ONG GIAM DOC




CTY CP DUGC — TTB Y TE BINH DINH SOP-BQLDA/03/PH:01/SC:00/BM3

HO SO MOI THAU

S6 hiéu - Tén go6i thiu: Thiét bi kiém nghiém ( M4y do dd hoa tan 14 cbc,

may tao sol khi)

Pham vi: G6i thau thiét bi GxP

Bén moi thau: CONG TY CP DUQC - TRANG THIET B[ Y TE
BINH PINH (BIDIPHAR)

Phat hanh ngay:  ...... 107/2025

TL TON G GIAM D()C

A (BIDIPHAR)
o'L’VHow |
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MUC LUC

I. THONG TIN HO SO MOI THAU

II. YEU CAU TU CACH HOP LE CUA NHA THAU

III. LAM RO YEU CAU

IV. CHI PHIi, PONG TIEN, NGON NGU TRONG HO SO DU THAU
V. UY QUYEN

VI. PANH GIA, SO SANH, XEP HANG VA LUA CHON NHA THAU
VIL. HUY THAU

VIII. THUONG THAO VA KY HOP PONG

IX. NOI DUNG CHI TIET CUA HO SO DU THAU

X. HOP PONG MAU (xem file mém dinh kém)

XI. HUONG DAN PANH GIA NHA CUNG CAP, XAC PINH SAI LECH URS
(xem file mém dinh kém)

XII. CAC BIEU MAU THAM KHAO (xem file mém dinh kém)
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I. THONG TIN HO SO MOI THAU
Cht dAu tu moi nha thiu du ning luc ndp HO so du thiu tham du thiu goi thau sau day:
1. Chu dau u:
- Tén cht d4u tu: Cong ty cd phan Dugc - Trang thiét bi Y té Binh Dinh (Bidiphar)
- Pia chi: 498 Nguyén Thai Hoc, Phudng Quang Trung, Tp.Qui Nhon, Tinh Binh Dinh
- Dién thoai: +84 (256) 3846500
- Email: info@bidiphar.com - Website: www.bidiphar.com

2. Tén goi thiu: Thiét bi kiém nghiém (Méy do d6 hoa tan 14 cdc, may tao sol khi)

3. Noi dung goi thau:
Mua sam thiét bi kiém nghiém vé6i yéu cau cu hinh, tinh ning théng sb k§ thuét va
tén hang hoa nhu sau:

P . Céu hinh, tinh niing théng | Pon vi S6
T Ten hang hoa s6 ky thuat tinh | Luong
1 | May do d6 hoa tan 14 cbc Theo cAu hinh URS dinh kém | Bo 1
2 | May tao khoi (Aerosol generator) | Theo ciu hinh URS dinhkém | Bo 1

Pham vi tham gia thau:Nha thau c6 thé tham gia chao thiu cho timg hang muc riéng 1¢,
hodc chéo thiu toan bd 2 hang muc néu trén;
4. Thoi gian thuc hién hop ddng: 60 ngay
5. Phuong thic dau thau: Pau thau rong rai
6. Hinh thirc hop ddng: Tron gbi
7. Thoi gian ndp Ho so dy thau: Truée 09h ngay 18/07/2025
8. Phuong thirc ndp H6 so du thau tai: Nop qua email muasam@bidiphar.com hoic ndp
hd so truc tiép cho nguoi phu trach goi thau tai phong Ban Quan ly du én, tru s Cong Ty
C6 Phan Dugc — Trang Thiét Bi Y Té Binh Pinh (Bidiphar).

II. YEU CAU TU CACH HOP LE CUA NHA THAU
Nha thau c6 tw cach hop 18 khi dap ting du cac diéu kién sau day:

1. Chi duoc phép dimg tén trong mot HSDT voi tu cach 12 nha thau thudc goi thau nay.

2. Khéng dang trong qué trinh giai thé; khong bi két luan dang 1am vao tinh trang pha san
hodc ng khong c6 kha nang chi tra theo quy dinh cua phép luat.

3. Khong vi pham quy dinh vé bao ¢am canh tranh trong d4u thau.
Khong thuc hién cic hanh vi tham nhiing, héi 19, thong thau, can tré va cac hanh vi vi
pham quy dinh khac cta phap luat ddu thau khi tham du goi thau nay.

5. Nganh nghé kinh doanh: Nha thau phai ding ky kinh doanh trong nganh nghé phu hop
v6i pham vi cung cdp cua goi thau.

6. Gidy phép hoat dong: Nha thau phai co day du cac gidy phép, chimg chi cin thiét dé
trién khai géi thau.

7. Thoa thuan bado mat thong tin (NDA).
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— Nha théu cam két nhitng thong tin ké khai trong hé so du thau 1a trung thuc vao Don
dur thau (Méu s6 01).

III. LAM RO HO SO MOI THAU

Trudng hop nha thau mudn dugc 1am rd ndi dung moi thdu thi phai giri vin ban dé
nghi dén bén moi thiu dé xem xét, xir Iy theo quy dinh cta cong ty.
Théng tin giri yéu cau 1am rd qua email:luannd@bidiphar.com; banglda@bidiphar.com;

IV. CHI PHi, PONG TIEN, NGON NGU TRONG HO SO DU THAU

1. Nha thiu phai chiu moi chi phi lién quan dén qua trinh tham du thau.

2. Pdng tién tham du thau va dong tién thanh toan 1a VND.

3. Hd so du thiu cling nhu tAt ca van ban va cac tai liéu lién quan dén hd so du thau duoc
trao ddi giita bén moi thiu va nha thau phai duoc viét bang tiéng Viét. Cac tai liéu va tu
liéu b trg trong hd so du thau co thé dugc viét bing ngodn ngit khac, ddng thoi kém theo
ban dich sang tiéng Viét. Truong hop thiéu ban dich, néu cin thiét, bén moi thau c6 thé yéu
céu nha thiu giri bd sung.

V. UY QUYEN
Truong hop dai dién hop phép cua nha thdu di véng hodc vi Iy do khac khong thé ky vio
bao gia va cac van ban lién quan thi phai co6 gidy ty quyén theo Mau s6 02.

VL. PANH GIA, SO SANH, XEP HANG VA LUA CHON NHA THAU

Nha thau phai dap tng tu cach hop 1¢, sau do s€ dugc xem xét theo thir tu sau:

1. Néang luc, kinh nghiém.

2. Yéu cau k§ thuat:

- Bap ung céac yéu cAu vé nhan su, thiét bi thi cong, thiét bi kiém tra tiéu chi k§ thuét cta
G6i thau.

- Pap tng cac yéu cau str dung nguoi dung (URS/TS), chét luong cta hang hoa, dich vu
véi khong co sai 1éch Nghiém trong/Lon.

- Pap ung day du hd so danh gia nha cung cip, nha cung cap phai duoc phé duyét/phé
duyét co diéu kién trudc khi tién toi hop ddng thuong mai.

3. Yéu cAu vé tai chinh: Théng sé k§y thuat va gia dé& xuét phu hop véi cac yéu cdu cla
Bidiphar d2 dua ra, ngoai ra khuyén khich c6 phwong 4n thay thé/dé xuét dam bao chit
luwgng va tiét kiém chi phi cho chi diu tu.

4. Chu dau tu s xem x6t tirng hang muc ddc lap va lua chon nha thau phu hop nhét
cho tirng hang muc. Trong truwdng hop cAn thiét, Chu dau tu c6 thé tién hanh thuong
thao dé t6i vu hoa phuong an k§ thuat va chi phi truéc khi quyét dinh lua chon nha
thiu tring thau.
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VII. HUY THAU

Bén moi thiu s& théng bao hity thau trong trudng hop sau day:

- T4t ca HSDT khong dap tng dugc cac yéu cau néu trong HSMT;

- Thay d6i muc tiéu, pham vi ddu tu d3 ghi trong HSMT;

- HSMT khéng tudn théi quy dinh ctia phap luat vé& dau thau hodc quy dinh khac ciia phap
luat c6 lién quan dan dén nha thau duoc lya chon khong dap ing yéu cAu dé thuc hién goi
thau, du an;

-Co béng ching vé viéc dua, nhin, moi gio1 héi 10, thong théu, gian lan, loi dung chtic vu,
quyén han dé can thiép trai phap luft vao hoat dong d4u thdu din dén 1am sai léch két qua
lua chon nha thiu.

- Cht dau tu c6 quyén quyét dinh hay gid du thiu va moi thdu/moi chao gia lai trong céac
truong hop sau:

+ Cdc HSDT dat yéu cdu ky thudt nhung déu vuot du todn.

+ C6 thé ¢6 phirong dn t6i wu khdc véi yéu cau trong HSMT va phwong dn nay cé thé tiét
kiém chi phi cho chi: dau tu.

Viéc chao lai gia thau mang lai lgi ich t5t hon cho chu dau tu trong viéc lya chon nha thau
pht hop véi chi phi hop 1y (ky vong tiéu chi ky thuit twong dwong nhung co gia tring thau
thap hon).

VIII. THUONG THAO VA KY HOP PONG

1. Thuong thao hop ddng: Hop dong miu tham khéo s& duoc gii dinh kém, néu nha thau
c6 d& xuét khac véi ndi dung yéu ciu thi hai bén thuong thdo vé nhiing vin d& nha thiu d&
xuét va théng nhat ndi dung.

2. Ky hop ddng chét lugng va thuong mai: ndi dung hop ddng bao gdbm ca nhing ndi dung
da dugc thuong théo.

IX. NOI DUNG CHI TIET CUA HO SO DU THAU

1. Yéu ciu vé tinh hop 1€ ciia hd so dw thiu
Hb so dy thdu ctia nha thau duoc dénh gia 13 hop 18 khi dap ung day du cac ndi dung
sau day:

TT | M6 ta Yéu ciu

1 | Pon du thau (miu s6 01) File PDF di ky, dong ddu. Thoi gian thuc hién hop
dong néu trong don du thau phai phu hop voi dé xuat
ve ky thuat va dap ung yéu cau néu trong HSMT.

2 Giéy iy quyén (miu s6 02) | File PDF di ky, dong dau
(néu co)

3 | Két qua hoat dong tai chinh | File PDF di ky, déng d4u kém bao céo tai chinh.
(mau so6 03)

4 | Hop dong tuong tu File PDF di ky, déng dau kém hop dong tuong tu
(méu so 04)

5 | Yéucau ky thuat nguoi dung | File PDF dé c6 danh déu vao cot Yes/no ]oéng tay va
(URS) (mau s6 05) but bi xanh, dong dau giap lai cua nha thau.
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6 | Béo cdo sai léch (mAu sb 6) | Nha thau gui file PDF di ky, dong dau va file Excel
‘ dinh kem.
Danh gia rii ro ban dau | Fjle PDF c6 dong du dap lai ctia nha thau.
7 | (CRA/IRA/FRA)
(miu s6 07)
Xac nhén tinh dap Gng danh | Fjle PDF d3 ky, dong dau
8 | gid rui ro cua thiét bi theo
(miu sb 08)
9 | Hd so danh gia nha cung cp | Nha thiu sau khi dién day du théng tin giri lai nhu
(miu s 9a; 9b) file gbc ma Bidiphar giri nha cung cap (Word)
10 Pé xuit c_.'?'lu hinh, tinh ndng | Nha t,héu sau khi dién day du thong tin guri lai nhu
va gid (mau so 10) file gbc ma Bidiphar guri nha cung cap (Excel)
11 | Gidy ching nhan ding ky | File scan ban g6c;
doanh nghi¢p ban diang ky
thay d6i gn nhat
12 | Thoa thuin bao mat thong tin | Ban di ky déng dau
13 | Gidy phép ban hang File Scan ban gdc.
14 | Bao dam du thau (néu c6) | File PDF di ky, déng dau

C6 bao dam du thau véi gia tri va thoi han hidu luc
dap mg yéu céu theo quy dinh. Ddi véi truong hop
quy dinh bao dam du thau theo hinh thirc ndp thu bao
lanh thi thu bao 1anh phai dugc dai dién hop phép cua
td chirc tin dung hodc chi nhanh ngin hang nudc
ngoai dugc thanh 1ap theo phép luat Viét Nam ky tén
véi gia tri va thoi han hi€u luc, tén cua Bén moi thau
(don vi thu hudng)

2. Yéu cau vé ning luce tai chinh va kinh nghiém cta nha thau

. A .o X Tai liéu
TT Mo ta Yéu cau Nha thau X . ..
can nop

1 | Kétqua Nop bao cdo tai chinh tir nam 2022 Ul tién duoc Mau sb
hoat dong dén nam 2024 dé ching minh tinh xem xét 03
tai chinh hinh tai chinh lanh manh cta nha

thau.

Vén chi s¢ hitu ciia Nha thau phdi >
1.5 ty ddng. Uu tién cac nha thau c6
vbn chi s¢ hitu 2 ty ddng

Loi nhuén trude thué trong ba nim tir
2022 tré vé sau phai duong.

2 | Kinh + C6 it nhét 1 hop ddng cung cip Uu tién duoc Mau sb
nghiém thiét bi twong tw nhu thiét bi du thau | xem xét 04
thuc hién trong thoi gian 2022 tré vé sau
hop ddng
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cung cap

3. Yéu ciu vé tidu chuin k¥ thuét, chit lwgng ciia hang héa, dich vu:

&) oo

Tai
TT | M6 ta Yéu ciu Nha thiu licu
can
nop

1 | Yéu cau k¥ thuat nguoi ding Nha cung cép dap | Nha cung cip phai | Mau
(URS) {ng céc yéu cau trong | kiém tra timg yéu | s 5

URS ma khong c6 sai | cau trong URS va

1&ch 16n hodc nghi€ém | xac nhan

trong (C6/Khong) truc
tiép trén file URS
dinh kém do
Bidiphar cung cap.

2 | Yéu lam 16 nhiing sai léch gitta | Nha cung cap phai | Viéc giai thich cho | Mau

URS va Thiét bi dién vao biéu méu | mdi sai léch phai|sb6
dugc yéu cidu voi | duge Nha cung cip
phan loai y nghia | m6 ta va Bidiphar
(Nghiém trong/Lén/ | xac nhén trudc khi
Nho/ Khuyén nghi). | tién hanh danh gia
v& mit k§y thuat).

3 |Xac nhin dap tUng rai ro | Nha cung cdp phai | Nha thau cho co y | Mau
(CRA/IRA/FRA) kiém tra murc @6 rai ro | kién (néu c6) s6 8
Theo céc IRA s6 : ban déu va cho chung

t61 y kién (néu co)

4 | Yéu cau chat luong Nha cung cip dat yéu | Phai théa man yéu | Mau
cau danh gia nha cung | ciu nay s6 9
cap:

+ Panh gia nha cung
cép dich vu (miu )
9a);

+ Panh giad nha cung
cdp san phdm (Nha
san xudt thiét bi)
(mAiu s6 9b);
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4. Yéu cau ve gia cua hang hoa, dich vu
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A a A A 5 ahd Tai li¢u
TT Mo ta Yeéu cau Nha thau s .
can nép
1 | Yéu chu | Cung cép diy du cac thong tin | NCC phai thong tin vé
théng tin | k¥ thudt cua thiét bi. mo ta k¥ thudt/ catalogue
k¥ thuat cua thiét bi (c6 dong dau
giap lai cong ty)/ Bao gia
2 | Yéu chu | Cung cip ddy di cic hang muc | + Nha cung cAp phai| Mau 08
Ve k¥ | cua thiét bi theo yéu cau URS: | thong tin rd va du cic ndi
thuat va |sd luong, nguon goc xudt xu, | dung vao file mau.
ia 13p dit, bao tri, hiéu chuén, thAm S hao oid tdne thé | . .. .
: d'fx)lh,'dao tao, ... guc\yi;a k?agéig égggditﬁﬁ Bao gia cua
. nha thau
kem
3 | Téng hop | Nha thau dién thong tin theo | Nha thau cung cip thong | Miu s6 09
thong tin | mau dinh kém cac thiét bi va céac | tin
ho so ma nha thau cung cap

X. HOP PONG MAU: dinh kém theo Hop dong méu (Hop dong mua bdn va Hop dong
chat lwong) ciia Cong ty.

XI. HUONG DAN DANH GIA NHA CUNG CAP, XAC PINH SAI LECH URS
1. Hwong dan danh gia Nha cung cip dich vu:
BIDIPHAR dua ra chi din vé viéc dbi v6i cac hd so “Danh gia nha cung cip dich vu”
nhu sau:
* Muc dich ctia hd so nay 1a dé nam 16 cac thong tin vé td chire, danh tiéng, cc hoat dong
va kinh nghiém cta nha cung cap (NCC) dich vu cho san pham/hang hoa/dich vu lién quan
dén cac linh vuc GxP cho Bidiphar.
* Pham vi 4p dung: don vi cung cép san pham/ hang héa/ dich vu lién quan dén céc linh vuc
GxP (mua ban, hiéu chuan, bao tri —bao dudng, tham dinh, danh gia...) cho Bidiphar, khong
bao gém cac Phong thi nghiém theo hop ddng va cac dich vu do OEM truc tiép tién hanh.
* Tom tit noi dung danh gia:
- Viéc danh gia NCC dich vu dugc thuc hién theo mot ké hoach da thiét lap trude.
- Yéu cdu hd so cho qué trinh danh gia s& duoc Bidiphar thong bao dén NCC dich vu
trude khi danh gia.
- Trong qua trinh danh gia bang bo cau hoi, cdc muc sau day s& dugc danh gia:
+ Thong tin cia NCC dich vy,
+ Tai liéu lién quan dén dich vu va hé théng chét lugng cia NCC,
+ Kha ning dap tmg nhu cau ctia khach hang theo timg thoi diém vé chit luong va
dich vu twong tng ciia NCC dich vu,
Trang: 8/25



CTY CP DUQC - TTB Y TE BINH PINH SOP-BQLDA/03/PH:01/SC:00/BM3

- Sau khi hoan thanh d4nh gia, danh gia vién cta Bidiphar tong hop cic nhan xét &
thong bao cho NCC trong vong 45 ngay lam viéc (461 voi NCC méi) hoic theo yéu
ciu hd so moi chao hang cta goi mua sam.

- Danh gia vién cta Bidiphar phai phdi hop va sép xép cac phan hdi tir NCC dich vu.
Céc phéan héi tir NCC dich vu du kién dugc gui trong vong 45 ngdy lam viéc viée
(d6i voi NCC moi) hoic theo yéu cau hd so mdi chao hang cua gdi mua sam ké tir
ngay ho nhan dugc bdo cdo danh gia.

- Néu khoéng nhén duoc phan hoi trong khoang thdi gian quy dinh, phai thuc hién theo
d3i NCC dich vu vé viéc nay.

* Phan loai ghi nhén danh gia:

- Nhiing quan sat ghi nhan trong qua trinh danh gia, da duoc thao luan trong qua trinh
danh gia s& duoc Bidiphar ghi nhan cing véi NCC dich vu. Cén hiéu ring danh gia
bang cdu hoi 1 nhitng hoat dong xem xét theo mau, khong duoc coi 1a da hoat dong
danh gia ddy du vé co so (khong thay thé danh gia tai chd). Thay vao d6, nhitng nhén
xét nay 1a cn duoc danh gia dé xac dinh xem chang cé thé lién quan dén bat ky van
dé co ban nao yéu cAu CAPA hay khong va duoc st dung dé ting cudng cac séng
kién cai tién lién tuc.

- 3 Mtc do ghi nhén:

+% Khiém khuyét nghiém trong:
+ Khiém khuyét c6 anh hudng dén két qua cta dich vu.
+ Khiém khuyét lién quan dén tinh toan ven cua dit licu.

% Khiém khuyét ning;
+ Khiém khuyét c6 thé anh huong dén két qua cia dich vu.

% Khiém khuyét khac:
+ Mot khiém khuyét khong duoc phan loai 12 nghiém trong hay ning, nhung
chi ra su khac biét so véi hudng dan Thuc hanh k§ thuat tbt (GxP)/ Thuc hanh
tai lidu tot (GDP).

* Ti€u chi danh gia:

- Néu céc diém phat hién duoc 1a nho, phu trach chat lugng hodc ngudi dugce chi dinh
(cua Bidiphar) s€ 1a nguoi phé duyét NCC dich vu.

- Néu c4c diém phat hién duoc danh gia 14 16n hodc nhidu diém phat hién dwgc 12 nho
(co thé dan dén cac diém 16n), viéc phé duyét NCC dich vu co thé bi tam dung cho
dén khi cac nhan xét nhan duoc phan hdi thoa dang. Néu cic diém phat hién 16n
khong co6 tac dong dén chat lugng dich vy, NCC dich vu co thé duoc phé duyét.

- Trong trudng hop c6 bat ky vin d& nghiém trong nao vé chét lugng hoic dich vu,
NCC dich vu s& bi tir chbi cung cép dich vu.

Luu y: Bt ky NCC dich vu nao b1 tur chéi trong lan danh gia d4u nén dugc kiém tra va

danh gia lai néu nhu ho da dap ung hé thong chat lugng trong s6 cac khia canh danh gia.

- Phu trach chit luong hoidc ngudi duge chi dinh ciing s& dua ra phé duyét cho dich vu
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dua trén ban chit diém phat hién danh gia va cam két ciia NCC dich vu tuan thi cac
diém phat hién danh gia tai thoi diém két thic danh gia.

* Hanh dong sau danh gia:

Sau khi NCC dich vu duoc phé duyét, cac dich vu do co thé duogc ap dung.

Khi NCC dich vu di duoc phé duyét, mot Hop dong chét lwong (Mau dinh kém
trong hd so moi chao hang) s& duge thuong thao va ky két gitra Bidiphar va NCC
dich vu. BO phén st dung dudi su tu vAn ctia cac bod phén lién quan khéac nhu QA,
Phép ché s& chiu trach nhi¢ém thyuc hién Hep ddng chit lwgng nay. Cac didu kién
ngoai trir (Néu c6) phai duogc xem xét bai bd phén chét luong, phap ché cta Bidiphar
va phai duoc phu trach chét luong hogic nguoi duoc chi dinh (ctia Bidiphar) phé duyét.

Luu y: Cac truong hop khong can ap dung HDCL can duoc xem xét va phé duyét béi bd

phan chét lugng.

Néu Bidiphar mudn str dung bt ky dich vu nao khac ngoai dich vu da dugc dé cap
trong bao cdo danh gia, thi co thé 4p dung sau khi dugc Phu trich chét luong phé
duyét. Néu dugc yéu ciu, viéc danh gia lai/ kiém tra lai NCC dich vu sé& duoc thuc
hién dé cung cip cac dich vu bo sung.

NCC cin dua ra danh sach cac dich vu c6 thé cung cép, didu ndy s& giam bét yéu cau
stra d6i hd so danh gia NCC.

Trong bit ky truong hop nao, néu NCC dich vu tir chdi viéc dénh gi4, thi nha cung
cdp dich vu d6 co thé dugc xem xét danh gia dya trén céc bang ching bing van ban
nhu: (Cac) Gidy cong nhén, Gidy chimg nhén phé duyét va hodc chimg tir cho thiy
NCC dich vu do Chinh phu diéu hanh.

Ngimg quyén cung cip ciia NCC dich vu: NCC dich vu s& bi nglng cung cap néu co
bat ky diém phat hién nghiém trong nao dugc bao céo bai Bidiphar/ co quan dénh gia
dugc Bidiphar phé duyét trong qué trinh danh gia NCC dich vu.

5. Tiéu chi dé danh gia chirc niing sai léch URS.

Panh gia/ chi dinh
Assessment | Number value

Gi tri s6 dwoc
Tiéu chi/ Criteria

assigned

Quan trong/ 3 1. Anh huong tryc tiép hodc gian tiép dén chét luong, dinh tinh, d9 tinh

Critical khiét, ndng d6 hodc hiéu qua cia sin phim/ Directly or indirectly
affects product quality, identity, purity, strength, or efficacy.

2. Chuc ning hodc hé thong bi 15i s& din dén ton hai cho khach hang/
Failure of the function or system would result in customer harm.

3. Thuong la chirc nang chinh cia hé théng/ Usually the main function of
the system.

4. Téac dong truc tiép hodc co thé tac dong dén phap 1y/ Direct or likely
regulatory impact.

5. Su an toan cta ngudi van hanh s& gip nguy hiém néu xay ra 16i/
Operator safety would be in jeopardy if failure occurred.

6. Khach hang c6 thé phan nan néu chirc ning bi 16i/ Customer complaints
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Panh gia/
Assessment

Gia tri s6 dwoc
chi dinh
Number value
assigned

Tiéu chi/ Criteria

likely if function fails.

Lén/ Major

. LAi chirc ning s& khién hé thong bi 18i hodc ngimg sin xuét trong thoi

gian dang k& Failure of function would cause system to fail or
significant production downtime.

. L&i chirc nang dan dén viéc san phdm bi giit lai, s lugng don vi bi hao

hut dang ké, dan dén viéc kiém tra bd sung, v.v./ Failure of function
results in product hold, significant amount of lost units, added
inspection, etc.

. Kha ning co tic dong dén phap 1y/ A potential to have a regulatory

impact.

. Sai sot hodc két hop véi cac yéu td khac co kha ning gay thiét hai cho

khach hang/ The failure or in combination with other factors,
potentially causes customer harm.

. Sy an toan cia ngudi vin hanh s& 1a méi quan tdm 16n néu xdy ra 161/

Operator safety would be a major concern, if failure occurred.
Khach hang c¢6 thé khiéu nai néu chirc nang bi 16i/ Potential customer
complaints if function fails.

Nho/ Minor

. Sai 13i trong truong hop nghiém trong c¢6 thé gy tén hai cho khach

hang/ Failure in extreme circumstances could cause customer harm.

. Néu sai 151 s& din dén viéc thinh thoang bi hao hut mét s6 don vi/ If

failed would result in occasional lost units.

. Kha ning tac déng dén phap 1y khé cé thé xay ra/ Unlikely possibility

of regulatory impact.

. Su an todn cua nguoi van hanh s€ khong dang lo ngai néu xdy ra sai

161/ Operator safety would be of a minor concern, if failure occurred.

. Thoi gian ngimg hoat dong s& khong dang ké khi xay ra 16i/ downtime

would be negligible when failure occurs.

. Kho6 c6 thé xdy ra khiéu nai ctia khach hang/ Customer complaints

would be unlikely.

Thim m§y
hodc néng
cao nang
luc nguoi
van hanh
Cosmetic/
operator
ability
enhancemen
t

0,5

. Chi thém gi4 tri thim m¥ cho san phdm hodc hé thong/ Adds cosmetic

value only to product or system.

. It co6 kha ning hodc khong co tac dong phap ly/ Unlikely or no

regulatory impact.

. Sai 161 khong thé gy ton hai cho khach hang/ Failure could in no way

cause customer harm.

. Chtrc ndng ho trg cdng viéc cua nguoi van hanh, chirc ndng co thé duoc

thuc hién thu céng/ Function helps operator job, function could be
performed manually.

. Khiéu nai cta khach hang khong thé do 15i chiic ning/ Customer

complaints could not be attributed to the functions failure.

. Méilo ngai vé an toan t61 thidu néu thiét bi hodc hé théng bi sir dung

sal muc dich/ Minimal safety concern if equipment or system was
misused.

XIV. CAC BIEU MAU THAM KHAO

A. Biéu miu du thau thuoc HSPXKT
M3u s6 01. Pon du thau.
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Miu sb 02. Gidy uy quyén.

Mau sb 03. Hoat d6ng tai chinh.

Mau sb 04. Hop ddng tuong tu.

Mau s6 05. Yéu cau nguoi dung URS
Mau sb 06. M6 ta sai léch URS

Mau s6 07. Panh gia rti ro

Mau s6 08. X4c nhan rti ro

Mau sb 09. Panh gi4 nha cung cip

M3u s6 10. D& xuét cdu hinh, tinh ning k¥ thuat va gia
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