BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
VIEN VAC XIN VA SINH PHAM Y TE Doc 1ap — Tu do — Hanh phiic
S6: MU/VXSPYT-VT

V/v: Dé nghi bdo gid vt tu, trang thiét bi

Nha Trang, ngay 23 thang 03 nam 2023

PHIEU YEU CAU BAO GIA
Bon vi yéu ciu: Vién Véc xin va Sinh phim Y té
Dia chi: 09 Pasteur, phuong Xwong Huan, TP. Nha Trang, tinh Khénh Hoa
Dién thoai: 0258 3821230 — S6 fax: 02583 823815

Kinh giti:  Cac cong ty,

Vién vic xin va Sinh phim Y té cin mua va lap dit méi “Hé théng trung
chuyén, thong tin ndi by va bao bi chuyén dung cho phong sach”.

Théng s6 k¥ thuat chi tiét xem trong Phu luc dinh kem.

Yéu ciu:
- Ilang héa méi 100%, co ngudn gbe xudt xtr & rang, ddp ang cic yéu clu vé
yéu ciu ky thuat.
- Bao gia xin giri ve Phong Vit tu — Vién Vac xin va Sinh pham Y té trude
ngdy 03/04/2023. Dia chi: S6 09 Pasteur, phudng Xwong Huan, TP.Nha Trang, tinh

Khénh Hoa. Email: vattuivac@gmail.com.

Tran trong cam cm&/

Noi nhan:
- Nhu trén;
- Luu: Vit tu.




VIEN
VAC XIN

VA
SINH PHAM

PHU LUC
CHI TIET THONG SO KY THUAT
(Dinh kém Phiéu yéu ciu bdo gid ngay 23/03/2023)
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YEU CAU CHUNG:

Thiét bj ctia hé théng méi 100%,

Thiét bi san xuét: Tt nam 2022 tr& ve sau

Ngudn dién: 220V- 1 pha/ 380V — 3 pha, 50Hz

Nha thau phai ddp teng tit ci cdc yéu cau dudi ddy, néu khong ddp ting dii thi hé so coi
nhir bi loai.

Nha thau chiu tréch nhiém thdo d& céc hé théng cii (néu c6), l&p dat, chay thir va thim tra hé
théng méi.

Nha thau cé kinh nghiém lép dit, tham tra IQ OQ PQ, huéng dan van hanh may san xuat
thude hodie sinh phdm y 8 trong nha may san xudt duoc pham hodc. sinh phdm y & ( dinh
kém 01 hop ddng va bién ban nghiém thu d4 cung cép lap dit thdm tra thidt bi san xuét cho
nha may dugc pham GMP hoic véc xin va sinh phdm y té).

4.3

Nha thau cung cip méu dé cuong IQ OQ thém tra hé théng dat tiéu chuin GMEP.

4.5

Nha théu cung cdp bang phén loai va bang cong bd thiét bi y té dbi véi kim bom vd triung
con hiéu luc.

4.6

Cam két hé thong hoat ddng lién tuc va 8n dinh 24 gio/ngay, 07 ngay/tuin, 52 tuan/nim.

4.7

Cam ket thoi gian hd tro khi ¢6 su cb thiét bi trong vong 48h

4.8

Thoi gian bao hanh: > 12 thang sau khi nghiém thu

4.9s

Thoi gian thye hién hop dong: 40 ngay (thoi gian thuc hién hop dong tinh tr lc hop dong
¢6 hiéu luc dén khi hoan thanh ban giao tham tra (IQ OQ) va huéng dan sir dung.

II

CAU HINH:

Thiét bi khir khudn bang tia cuc tim dung trung chuyén thiét bi qua phong sach ¢6 xu ly
khong khi (Dynamic Passbox)

Hé thong théng tin ndi bd dung trong phong sach tiéu chuan GMP

Bao bi chuyén dung cho phong sach: kim bom v triung (bao gém :bom tiém vo trung 1ml,
thanh piston cho bom tiém 1ml, nit ddy cho bom tiém Iml)

III

CHI TIEU KY THUAT:

Thiét bj khir khudn bang tia cuc tim ding trung chuyén thiét bi qua phong sach c6 xur ly
khong khi (Dynamic Passbox)

1.1

Yéu cau k¥ thuat:
= Dynamic Passbox loai ¢6 xir Iy khéng khi chuyén dung cho cép sach B, C clia phong
sach theo tiéu chudn GMP.
- (0 trang bi khoa lién dong interlock dién ti.
- Cép loc Hepa ctia passbox: > H14 (Vi du: Hang Camfil hodic twong dwong)
- Vit liéu passbox: Inox khéng gi 304, d6 day > 1.2mm.
- C6 trang bj ddng hd chénh ép .
- C6 trang bi sén céc cdng PAO dé kiém tra loc hepa H14.
- C6 trang bi dén UV diét khuén.
- C6 trang bi dén chiéu sang bén trong budng lam viéc

- Quat c6 d6 6n thip < 65dB.
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- Téc do quat: diéu chinh v6 cap

- Vattde gié qua loc: > 0.36 m/s.

- Cura passbox dugc trang bi cira 2 16p kinh, dugc hit chan khong va phing mit véi
khung ctra khong go, bac kho vé sinh

- Bang diéu khién bang inox, man hinh hién thi LCD, dé dang vé sinh, duoc lap phang
v6i bé mit passbox.

- Ché d6 van hanh: ty dong, céc chirc nang dugc cai dat qua bd diéu khién va man hinh
LCD

~ Thong sb van hanh: c6 thé didu chinh duoc

— Cdc goéc canh bén trong khu vue str dung phdi dugc bo cong, khong cé nhitng diém
hodic géc chét kho vé sinh.

Khdi luong chi tiét: ]
- Dynamic Passbox chuyén dung cho phong sach c6 théi khi kich thudc sir dung:

19 800x800x800mm: S6 lwong 3 cai
= Dynamic Passbox chuyén dung cho phong sach cé thdi khi kich thuée str dung:
600x600x600mm: S6 luong 2 c4i
) H¢ (hong thong tin ndi b bao gom: hé théng camera va dam thoar néi bo diing trong phong
sach tleu chuin GMP
Yéu cau k¥ thuét cia hé thong camera phon g sach:
- Camera IP d6 phén giai > 1920x1080 pixels
- Camera hd trg cap n gudn PoE qua cong internet
- Camera dugc bdo vé chdng nudc, dé dang vé sinh.
— Chuyén dung cho phong sach, khong phét sinh bui hodc chat nguy hai
- Cbé keém hong ngoai, khoang cach hong ngoai > 30m
- HO tro két ndi internet, wifi
- Kém theo phdn mém gidm sat camera tir xa
21 - Kém theo b ghi hinh &nh luu trit tir cac camera
- Thoi gian luu trir hinh anh > 30 ngay
- Man hinh gidm sat camera do phan gian Full HD, kich thu¢e > 50 inch
- H@ thong cap két ni tur camera vé dau thu chudn CATB6A, c6 vo boc chdng nhidu.
—  Bo két ndi tin hidu va cdp ngudn DC cho Camera qua cong PoE.
- Hé théng cép tin hiéu duoc di trong thang méng cap riéng ding cho h¢ théng dién
nhe.
- Heg thong c6 két ndi phin mém giam sat qua dién thoai.
- Heé théng c6 tinh nang bao mét cao, khong cho phép truy cap khi chua duoc cip
phép.
Yéu cau ky thudt hé thdng dam thoai no1 bd phong sach:
- Hé théng lién lac dam thoai chuyén dung cho phong sach GMP hién hanh
- Thiét bj dam thoai trong phong sach gén duoc trén tuong panel day 50mm.
- Thiét bj ddy du cac phu kién l4p dit, dam bao 6 bp sat bé mat tudng panel, khong tao
diém chét kho vé sinh.
- Thiét bi ¢6 thé vé sinh d& dang bé mat, khong c6 khe hd dé bam bui bén.
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- Thiét bi d& dang lién lac dam thoai gita cdc phong, khu vuc va goi ra bén ngoai qua
mang dién thoai
- Thiét b tlch hop bo tong dai phan chia sé néi b cho cac phong, céc khu vuc
- C6 phin mém kem theo d cai dit chie nang
- Hé théng bao gdm day tin hiéu dwoc lap dat 4m trong tuong va hé thong thang méang
cap.
Bang khdi lugng chi tiét hé théng camera va dam thoai ndi by phong sach:
- Camera IP chuyén dung cho phong sach: 15 cai
2.3 - Day cap internet ding cho camera IP CAT6a: 750 m

B9 chia tin hiéu va cip ngudn PoE 16 cong: 1 céi

1

B0 thu va luu trit dit liéu dung lwong > 4TB: 1 cai
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- Man hinh giam s4t d6 phén giai Full HD, kich thuéc > 50inch s6 lwong: 1 c4i
- Tuadiénnhe > 32U s6 lugng: 1céi

- UPS > 1KVA: s6 luong 1 céi

- Thang mang cap dung cho hé thong camera va dién thoai noi bg: 1 hé

— Dién thoai nfi by chuyén dung cho phong sach : 12 céi

- Tong dai ni bd s6 CO > 16, sb lugng: 1 céi

- D4y tin hiéu cho hé thong dam thoai ndi bo: 800m

- Phu kién lap dat: éng ludng day, hop ép tudng... : 1 hé

Bao bi chuyén dung cho phong sach: kim bom v6 trung (bao gom: bom tiém vo trung 1ml,
thanh piston cho bom tiém 1ml, nit day cho bom tiém Iml)

3.1

Yéu cau k¥ thuat :

a) Bom tiém v tring 1ml (Prefilled syringe needle 1ml)

Chat liéu thay tinh

Thé tich: 1ml

b dugec tiét tring sin va dong trong 3 16p bao bi

Dugc dong trong khay tiéu chuén chuyén dung dé chiét rét trén méy chiét rét syringe
tu dong, s0 luong IOO cai / khay.

+ Bao gom kim va nip ddy kim

+ Dat tiéu chudn vo trung, st dung cho déng dich thudc theo tiéu chudn GMP.

+ + + +

b) Nut déy cho bom tiém 1ml (Plunger stopper 1ml)
+ Kich thuéc twong thich v6i bom tiém vé tring
+ Chét liéu cao su chuyén dung cho bom tiém
+ Duge phu silicon, an toan véi dich thudc
+ D dugc tiét tring sdn va dong trong bao bi tiét tring

¢) Thanh Piston cho bom tiém 1ml (Plunger rod 1ml)
+ Kich thuéc tuong thich véi bom tiém v trang
+ C6 ren tuong thich v&i nit day
+ Chét li¢u: nhya
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Béng chi (i8t s lwong :
- Bom ti€m v0 triung 1ml (Prefilled syringe needle Iml): sb lugng: 70.000 cai
- Thanh Piston cho bom tiém 1ml (Plunger rod 1ml): 50 luong: 70.000 céi
Nut day cho bom tiém 1ml (Plunger stopper 1ml): s§ luong: sb lugng 100.000 céi

IV

YEU CAU KHAC:

Bao hanh: > 12 théng ké tir ngay nghiém thu dua vao sir dung

Thoi gian giao hang, ban giao lap dit va thim tra trong thoi gian : <40 ngay

Dia diém lap dit: tai noi st dung cua Vién Vic xin va Sinh phim Y té

W =

Cung cap phu tung, vat tu tiéu hao trong vong 10 ndm

Thoi gian dap tmg cic sy c6: trong vong 48 gio ké tir khi nhan dugce thong béo (néu qué thoi
gian trén ma nha thau khong c6 mat d@é xtr ly su ¢ thi chi dau tu thué don vi doc lap xtr ly,
chi phi thuc hién s& trir vao bao lanh bao hanh).

Lap dit hoan chinh, chay thir tai vi tri, hun luyén, dao tao nguoi sir dung.

Cam két cung cap CO, CQ va cac chimg tir khac khi giao hang

Cam két cung cap dé cuong va thye hién tham tra IQ, OQ hé thdng theo tiéu chuan GMP
nha may dugc phdm.

Gi4 tri hop dong da bao gom: chi phi thiét k&, van chuyén thiét bi, l3p dat bao hanh ,bao tri
va thdm tra IQ OQ hé thong






