BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
VIEN VAC XIN VA SINH PHAM Y TE Péc lap - Ty do — Hanh phuc
Nha Trang, ngay 11 thang 11 nam 2024

PHIEU YEU CAU BAO GIA

Kinh giri: Céc hing san xuit, nha cung cip tai Viét Nam

Vién Vic xin va Sinh pham Y té ¢6 nhu cau tiép nhan bao gia dé tham
khao. xdy dung gia g0i thau. lam co so 16 chie lya ehon nha thau cho goi
thau Mua sam cac loai loc phuc vu cho vi¢e san xuét vic xin va sinh phém y té.

I. Thong tin cia don vi yéu cau bao gia
1. Pon vi yéu ciu bdo gid:
- Don vi yéu cau: Vién Vic xin va Sinh pham Y té
- Dia chi: 09 Pasteur, Phuong Van Thanh. Thanh ph6 Nha Trang, tinh
Khanh Hoa
- Dién thoai: 0258 3821230 — S6 fax: 02583 823815
2. Thong tin lién hé cia nguwoi chiu trach nhi¢m tiép nhin bdo gid
- Ho tén: T6 Vo Hong I.oan - Chuc vu: Nhan vién phong Vat tu
- S6 dién thoai: 0987.058.431 - Email: Vattuivacwgmail.com
3. Cach thuc tiép nhan bdo gid: chon lya 01 trong 02 cach thire sau
- Nhan truc Iiép tai dia chi:
Vién Viéc xin va Sinh pham Y té. Phong Vat tu
09 Pasteur, phuong Van Thanh, TP. Nha Trang. tinh Khanh Hoa

- Nhdn qua email: vattuivac@gmail.com (ban scan ¢6 dau do cua cong ty)

4. Thoi han tiép nhan bdo gig: Tu 8h00 ngay 12 thing 11 nam 2024 dén
trude 8h00 ngay 22 thang 11 ndam 2024.
Céc bao gia nhan dugc sau thoi diém néu trén sé khong duge xem xét.
5. Thoi gian ¢6 higu lwe ciia bdo gid: T4 thicu 180 ngay k& tr 22/11/2024.
II. N§i dung yéu cau bao gia:
1. Danh muc hang hoa kem mo ta yéu cdu vé tinh nang, thong s ky

thudt



So
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- Quy cach dong goi: | cai/hop
| - Xuat xir: My/EU
- Dang mang loc: Cassette
- Kich thude 16 loc: < 0.45um
- Dién tich mang loc: < 0.6m’
- Vit licu mang loc: Hydrosart
- Vit licu vo mang loc: Polyvinylidene
fluoride (PVDF)
- Chét két dinh: Silicone xam
- Ap suét dau vao t6i da tai 20°C: < 4 06 cai
bar
- Do pH 6n dinh trong khoang: 2-14
- Nhi¢t do van hanh trong khoang: 0-
S0P
- Dép g tiéu chuan chat luong:

t+ Doc tinh theo USP <88>

t Murc do thoi rira: dudi mire gioi
han theo USP “Nude vo tring dé tiém”
| - Noi doe t6: < 0.18EU/ml
- Quy cach dong goi: | cai/hop
- Xuét xtr: My/EU
- Dang mang loc: Cassette
- Kich thude 16 loc: < 0.2um
- Dién tich mang loc¢: < 0.6m’
- Vit licu mang loc: Hydrosart
- Vit li¢u vo mang loc: Polyvinylidene
fluoride (PVDF)
- Chét két dinh: Silicone xam
- Ap suét dau vao 10i da tai 20°C: < 4 04 cai
bar
- D¢ pH 6n dinh trong khoang: 2-14
- Nhi¢t do van hanh trong khoang: 0-
S0°C
- Déap Ung tiéu chuan chat lugng:

+ Dadc tinh theo USP <&8>

+ Mure do thoi rira: dudi muce gioi
han theo USP “Nude vo trung dé tiém™
| - Noi doc 16: < 0.181U/ml
- Quy cach dong goi: 1 cai/hop
- Xuat xir: My/EU
- Dang mang loc: Cassette
- Kich thude NMWCO: = 20 kD 04 cai
- Dién tich mang loc xép xi: 0.7m? \
- Vat li¢u mang loc: Cellulose triacetate
- Vit li¢u gioang: nhya Polyester (PES) |

[.oc cassctte
dung trong loc
dong tiép tuyén,
0.45um, 0.6m?
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[Loc cassette
dung trong loc
dong tiép tuyén,
0.2um. 0.6m’

02

[.oc cassette
dung trong tinh
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Cot loc dich vo
trung 0.45/0.2
um, 0.2m? chat
li¢u mang
cellulose acetate

- Vat li¢u tam dém: nhua
Polypropylene (PP)

- Chat két dinh: Silicone

- Ap suat dau vao t6i da: < 4 bar

- D¢ pH 6n dinh trong khoang: 4-8
- Nhié¢t do van hanh: < 50°C

- Tde do khuéceh tan khong khi tai ap
sudt dau vao 1 bar: < 15ml. khong khi
/phut cho dién tich loc 0.7 m?

- Buge kiém tra do toan ven mang loc,
¢6 gidy chimg nhan ctia hing san Xudt.
- Tuan thu tiéu chudn cGMP dbi vdi
mang loc khong giai phong soi (non-
fiber- rclmsing filters) theo khoan DMF
5967 cép bai Cuc Quan ly Thyuc pham

| va Duorﬂcp»ham (FDA). Washington. DC

-Quy cach dong goi: 5 cai/ hop. chua
tiét trung

-Xuat xtr: My/ EU

-Dién tich loc: < 0.2m’

-Dudng kinh ngoai xap xi 56 mm
-Kich thude 16 loc trude: > 0.45um
-Kich thudce lo loc cudi: > 0.2um
-Kiéu khdp ndi: Khap ndi bayonet voi
vong dém O-ring (15)

-Ap suét ngugce t6i da duge cho phép: <
2 bar ¢ 20°C va < 1 bar ¢ 80°C

-Do khuéceh tan toi da ¢ ap suat 2.5 bar:
> Sml/ phat

—Ap sudt diém bong bong tdi thicu can
thiét: = 3.2 bar

-Mure chénh ap suat toi da ¢ 20°C: < 5
bar; & 80°C xép xi 2 bar

-Ap sudt van hanh toi da: = S bar

-LLoc dugc cung cép ¢ trang thai chua
vO trung

-C6 thé hap tiét trung

-V boc: polypropylene (PP)

-Vong dém: silicone (SI)

-Mang loc: mang loc 2 10p. chét licu
cellulose acetate (CA)

-L.ép dém ho trg: polypropylene (PP)
-Noi doc td <0.25 EU/mL duge xéc
minh boi thu nghiém LAL

-Céc chat liéu cua cac thanh phﬁn loc
dap ing yéu cau cua cac thir nghi¢m
phan (rng sinh hoc hi¢n hanh cua Dugc

| dién Hoa Ky <88> cho nhya lop V1
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Cot loc dich vo
trung 0.45/0.2
um, 0.45m?,
chét liéu mang
polycthersulfone

-Pugc xac nhan day du la manL Toc cap
do tiét trung theo huong dan hién hanh
F-838 cua T6 Chire Thur Nghi¢m va Vit

Li¢u Hoa Ky

Quy cach dong gm 2 caif hop da tiét
trung

-Xuat xir: My/ EU

-Dién tich loc: < 0.45m’

-Puong kinh ngoai xap xi 108.5 mm
-Kich thuée 16 loc truge: = 0.45um
-Kich thudc lo loc cudi: > 0.2um
-Kiéu khop ndi: khop ndi dau vao va
dau ra la loai 3 kep 1.5 inch 50mm
-Ap sudt nguoc toi da dugc cho phép: <
2 bar ¢ 20°C va < 1.5 bar ¢ 50°C

Do khuéeh tan tdi da & ap suat 2.5 bar
va 20°C: > 14ml/ phut

-Ap suét diém bong bong tdi thicu can
thiét: = 3.2 bar

-Mure chénh ap suat t6i da ¢ 20°C: < 5
bar; & 50°C xap xi 3 bar

-Ap sudt van hanh toi da: = 5 bar

-Co thé hap tiét trung

-Vo boc: polypropylene (PP)

-Vong dém: silicone (SI)

-Mang loc: mang loc 2 16p. chét licu
polyethersulfone (PLS)

-Lp dém hd trg: polypropylene (PP)
-Noi doc 16 < 0.25 EU/mL duge xac
minh bai thu nghiém LAL

-Céc chat lidu cta cac thanh phan loc
dap ung yéu cau ctia cac thu nghiém
phan (mg sinh hoc hién hanh cua Dugc
dién Hoa Ky <88> cho nhua lop VI
-Duge xac nhan day du la mang loc cap
do tiét trung theo huong dan hién hanh
[-838 cua To Chue Thu Nghi¢m va Vit

jEguHoaky
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2. Pia diém cung cap, lap dat (cdc yéu cau vé vin chuyén, cung cap, lap

ddt, bio qudan, kiém tra, thir nghi¢m): Vién Vac-xin va Sinh pham Y ¢ -

S6 09 Pasteur, Phuong Van Thanh, Thanh phd Nha Trang. Tinh Khanh

Hoa.

3. Thoi gian giao hang duw kién: 16-20 tuan ké tir ngay ky hop dong.




4. Du kién vé cdc diéu khodn tam irng, thanh todn hop dong: Thanh todn
100% gid tri hop dong trong vong 30 ngay ké tir ngay giao hang, xudt héa
don va bién ban nghiém thu.

5. Yéu ciu d(’)ng"g(’)i', bio quan: theo tiéu chuan nha san xuét.

Tran trong cam on.
Noi nhdn: |(T- TRUONG PHONG VAT TU
- Nhu trén;
= Lug; Vattr,
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