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1. Muc Dich/ Objective

- Tai liéu nay mo ta tiéu chuan ky thuat (TS) cia éng nhya PU dung dé véan chuyén vit liéu (com, bot)
gitra cac cong doan tai khu vuc tao com.
This document describes the Technical Specification (TS) of the PU hose pipe to transfer material
(powder, granulc) between of difference stage in granulation area.

2. Pham Vi/ Scope

- TS duoc ap dung cho 6ng nhua PU sé dugc lép dat tai Phong tao cdm 073 — khu vuc san xuit thudc
Vién diéu tri Ung thu thugc nha may chi nhanh Bidiphar tai Nhon Hoi.

| This TS is applicable to the PU pipe hose that will be installed at granulation room 073, which will

' be used for an Oncology OSD line in Nhon Hoi Bidiphar branch factory.

- Cac ong nhya PU ndy dugc sur dung riéng cho ting san phidm, c6 danh diu phan biét bing thé tén
trén tung Ong.

There PU hosc pipe would be specific product, be marked to identify by tag name.

- Cac cong doan tao cbm c6 sir dung éng nhya PU nhu saw/ The granulation stages which using PU
hose pipe as bellow:

e (Com sau khi qua cum xat hat uét dugc hut chan khong di qua éng nhwa PU dé dén may say ting
501/ Granules after wet milling would be vacuum suction through PU hose pipe to Fluidized bed
dryer.

o Cbm sau khi da két thic cong doan sy dugc hit chan khong di qua éng nhwa PU dé dén may xat
hat kho/ Granules after dry in Fluidized bed dryer would be vacuum suction through PU hose pipe
to dry mill. .

- TS duoc cung cap cho cac nha cung cﬁp, tir 6 ho c6 thé d¢ trinh cac ticu chi ky thut va bao gia.

This TS is aimed to provide Vendors, so that thcy can submit their technical specification and

quotation.

3. Tiéu chuén ky thuit/ Technical specifications:

URS N¢i dung / Contents

No.

3.1. | Vat liu dng: Ether-Poly Urethane, trong sudt, dugc gia co véi vong xodn ong bang thép ma
dong.

Hosc pipe material: Ether-Poly Urethane, transparent, spiral spring steel wire integrated in wall.

3.2. | (1). Doan éng két ndi giira may xét hat wét va may sdy ting s6i/ Hose pipe connect from wet
milling to Fluidized bed dryer:
! - Duong kinh trong/ Interior dimension: ID102 (102 mm).
l - Chiéu dai/ Length: 1550 mm (kc ca dau clamp/ include clamp head).
| (2). Doan 6ng két nbi gilra mdy sy ting soi va mdy xat hat khd/ Hose pipe connect from
Fluidized bed dryer to dry mill:
- Duong kinh trong/ Interior dimension: ID63 (63 mm).
1 - Chitu dai/ Length: 3200 mm (ké ca ddu clamp/ include clamp head).

3.3. | Céc ddc tinh cua 6qg nhu sauw/ PU hose pipe specifications as bellow:
| - D¢ day thanh ong/ Wall thickness > 0,9 mm.
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- Thanh dng bén trong tron nhin/ Smooth interior.

- Nhiét do lam viée/ Working temperature: 20 - 90 °C.

- Ap luc lam vige duong/ Positive porking pressure: < I bar.

- Apchén khéng/ Vacuum pressure: > - 0,2 bar.

- Dién trd suat bé mav/ Electrical and surface resistance: < 10'°Q.

- Do bén kéo va kha ning chdng rach cao/ High tensile strength and tear resistant.

- Khong phat thai/ Non lcachable.

- Kha ning chju mai mon cao vi khang héa chit tét/ High abrasion-proof and good
resistance to chemicals.

3.4. Val liéu khop ndi clamp 2 diu 6 ong §$S316L, Duong kinh trong DN2.5" hodc DN4", Bim diu |
CL/CL, bé mit bén trong tai dncm két ndi khong c6 go dong bot/ com.

D bong bé mat bén trong thanh dng: Ra < 0,38 pm.

Two head connect to Clamp: SS316 L, Interior dimension: DN63 or DN102, crimping CL/CL,
interior surface at connection place have no humps to hold powder/ granule.

Interior finish surface: Ra < 0.38 um.

3.5. | Yéu ciu tai li¢uw/ Document requirements:

- Gidy chiing nhén vat liéu/ Material of construction (MOC) certificate.

- Chimg nhan xuét xt/ Certificate of origin (CO).

- Ching nhén chat lugng/ Certificate of quality (CQ).

- Ban v& chi tiét timg thanh phan/ Components detail drawings.

- Chimg nhin dat tiéu chuin “FDA21 CFR 177.2600” v&/ hoic “USP class VI 3.1.9”
va/hodc “CE 1935/2004” va/ hoic “CE 2023/2006 (GMP) 21 CFR” v&/ hodc “European
Pharmacopoeia 3.1.9”.

Certificate of compliance with standards: “FDA 21 CFR 177.2600” and/ or “USP Class
VI” and/ or “CE 1935/2004” and/ or “CE 2023/2006 (GMP)” and/ or “European
l Pharmacopocia 3.1.9”.
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