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L&i néi dau

TCVN 6591-1:2008 hoan toan twong dwong véi ISO 8536-1:2006.

TCVN 6591-1:2008 do Tiéu ban ky thuat tiéu chudn quéc gia TCVN/TC210/SC2

Trang thiét bj y té bién soan, Téng cuc Tiéu chuan Do lwdng Chéat lwong dé nghi,

B6 Khoa hoc va Céng nghé céng bé.

Bo6 tiéu chuadn TCVN 6591 (ISO 8536) Thiét bj truyén dich dung trong y té,

gbém cac tiéu chuan sau:

TCVN 6591-1:2008 (ISO 8536-1:2006) Phan 1: Chai thiy tinh chira dich truyén
TCVN 6591-2:2008 (ISO 8536-2:2001) Phan 2: NGt chai chta dich truyén

TCVN 6591-3:2008 (ISO 8536-3:1999) Phan 3: Nap nhom dung cho chai chira
dich truyén

TCVN 6591-4:2008 (ISO 8536-4:2007) Phan 4: Bb day truyén dich dung mét Ian,
dan truyén bang trong luc

TCVN 6591-5:2008 (ISO 8536-5:2004) Phan 5: B buret truyén dich dung mét Ian,

dan truyén bang trong luc

Bo6 tieu chuan 1SO 8536 Infusion equipment for medical use, con cac phan sau:

Part 6: Freeze drying closures for infusion bottles

Part 7: Caps made of aluminium-plastics combinations for infusion bottles
Part 8: Infusion equipment for use with pressure infusion apparatus

Part 9: Fluid lines for use with pressure infusion equipment

Part 10: Accessories for fluid lines for use with pressure infusion equipment
Part 11: Infusion filters for use with pressure infusion equipment

Part 12: Check valves
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L&i gioi thiéu

Chai chtra dich truyén 1a vat liéu bao géi dung dé bao quan dung dich truyén dén khi ching dwoc
truyén vao bénh nhan. D& dam bao an toan cho bé&nh nhan, phai tranh sy twong tac cé thé cé do
tiép xuc trwc tiép gitra dung dich truyén va thanh phan vat liéu cda chai chvra dich truyén va do
thoi gian bdo quan kéo dai. Bién phap thich hop dé dat dwoc diéu nay bao gdm viéc lwa chon
dung cac vat liéu lam chai chra dich truyén, lwa chon viéc thiét k& phu hop va c6 sén cac

phwong phap va chi tiéu cu thé dé the nghiém cac hé théng vat chra riéng.
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Xuat ban lan 1

Thiét bi truyén dich dung trong y té —
Phan 1: Chai thay tinh chira dich truyén

Infusion equipment for medical use —
Part 1: Infusion glass bottles

1 Pham vi ap dung

Tiéu chuan nay quy dinh kich thwédc, tinh ndng va cac yéu cau cla chai thay tinh chra dich
truyén can thiét d& dam bao tinh I&p 14n nhau. Tiéu chuan nay chi 4p dung cho chai ch*a dich

truyén dung moét lan.

2 Tailiéu vién dan

Céac tai liéu vién dan sau day Ia can thiét khi ap dung tiéu chuan nay. Déi v&i cac tai liéu vién dan
ghi ndm céng bd thi 4p dung ban dwoc néu. Dbi voi cac tai liéu vién dan khéng ghi ndm coéng bb
thi 4p dung ban mé&i nhat, bao gdm ca cac ban stra ddi (néu co).

TCVN 1046:2004 (ISO 719:1985), Thay tinh — D6 b&n nwéc cla hat thiy tinh & 98 °C —
Phwong phap thir va phan céap.

TCVN 7307 (ISO 7458), Bao bi bang thay tinh — D& bén chiu ap lwc bén trong — Phwong phap thir.
TCVN 7431:2004 (ISO 720:1985), Thly tinh — Do b&n nwéc cda hat thy tinh & 121 °C —
Phwong phap thir va phan céap.

TCVN 7432-1:2004 (ISO 4802-1:1988), Dung cu bang thay tinh — Do bén nwéc bé mat trong cla
bao bi thiy tinh — Phan 1: Xac dinh bang phwong phap chuan dé va phan cép.

TCVN 7432-2:2004 (ISO 4802-2:1988), Dung cu bang thiy tinh — D& bén nwéc bé mat trong cla
bao bi thiy tinh — Phan 2: Xac dinh bang phwong phap quang phd ngon Ira va phan cép.

ISO 1101:2004, Geometrical Product Specifications (GPS) — Geometrical tolerancing —
Tolerances of form, orientation, location and run-out [Quy dinh ky thuat cho san pham hinh hoc

(GPS) — Dung sai hinh hoc — Dung sai vé& hinh dang, hwéng, vi tri va do léch tam].
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ISO 7459:2004, Glass containers — Thermal shock resistance and thermal shock endurance —
Test methods (Bao bi bang thdy tinh — D6 bén sbc nhiét va kha nang chiju sbc nhiét — Phuwong

phap thi).

3 Thuat ngir va dinh nghia

Trong tiéu chuan nay, st dung cac thuat ngir va dinh nghia néu trong TCVN 7432-1 (ISO 4802-1)
va TCVN 7432-2 (ISO 4802-2).

4 Kich thwéc

Kich thwéc cta chai thay tinh chira dich truyén phai dap rng cac yéu ciu cta Hinh 1 va Bang 1, 2 va
3.

Kich thwdc tinh bang milimét
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Hinh 1 — Chai thay tinh chira dich truyén, chi ra ba kiéu cé chai dién hinh
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Kich thwéc tinh bang milimét
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a) Kiéu A: Chai chtra dich truyén b) Kiéu B: Chai chira dich truyén
co c6 ¢d chai biang 28 mm
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c) Kiéu C: Chai chtra dich truyén cé cé chai bang 29 mm

CHU THICH Nhan (tuy chon) ho&c viéc ghi nhan khac theo duéi day cé thé dwoc dat & day hoac & ban
kinh day, r,, cGa chai chira dich truyén. Hinh vé gi&i thiéu mét vi du dién hinh.

CHU DAN

Ky hiéu ISO

B& mat day

Ky hiéu quy wéc vé cap dd bén nwéc cla chai (xem 9.1)

Ma/ky hiéu khuén clGa nha san xuét

Nhan thwong mai cGa nha san xuét

Vach mirc

O 00 O b, WODN -

B& mat day c6 thé lam nham.

Hinh 1 (két thac)
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Bang 1 — Kich thwéc va dung tich caa chai thay tinh chira dich truyén

c6 c6 chai bang 32 mm (Kiéu A)

Kich thwdc tinh bang milimét

Dung Dung tich
tich xap xi tran £ a, d, h h, hy | | s | Iy
danh mi Dung Dung Dung
nghia sai sai sai
ml
50 68 +5 1 46 |+0,8| 37 68 |+0,7| 58 | 365 | 2 12 [{20,5| 8
100 128 +5 1,3 | 49 |+£08]| 39 104 |+0,8| 94 | 685 | 3 12 | 25 8
125 147 +5 1,3 | 544 |£08|389 | 98 |+0,8| 88 63 | 45| 20 17 12
250 297 +8 16 | 68 +1 1489|125 | £1 [1145| 78 7 32 | 28 12
500 584 +8 | 19| 8 |+12|615| 147 | +1 | 137 | 934 | 8 | 32 | 27 | 12
1 000 1120 +15 3 95 |£1,5(696| 225 |£13| 215 | 148 | 85 | 55 | 52 | 22
: Dung sai t clia duwdng vudng goc (theo dinh nghia trong ISO 1101) 1a gi¢i han d6 léch ctia dudng thdng dirng
qua tdm cua day chai va truc qua tdm & canh trén ctia g& miéng chai.

Bang 2 — Kich thwéc va dung tich caa chai thay tinh chira dich truyén

c6 c6 chai bang 28 mm (Kiéu B)

Kich thwéc tinh bang milimét

Dung Dung tich
tich xap xi tran £ d, d, h, hy | hy | r, | r, | r, |1,
danh ml Dung Dung Dung
nghia sai sai sai
mi
50 68 +5 1 46 |+0,8| 37 | 68,7 |+£0,7|605 | 37 2 12 | 20 8
100 128 +5 1,3 | 49 |+08| 39 [104,7|+0,8] 96,5 | 69 3 12 | 25 8
125 147 +5 1,3 | 54,4 |£0,8|38,9 (98,7 |+08|905|625]| 45 | 20 17 8
250 300 +8 1,6 | 68 +1 1489|125 | £1 [117,5| 78 7 32 | 28 12
500 584 +8 | 19| 8 |+12|615 |147,7| +1 |139,5/934 | 8 | 32 | 27 | 13
1 000 1120 +15 3 95 |£15|696 | 225 |+1,3|216,8| 148 | 85 | 55 | 52 15
: Dung sai t clia dwdng vudng goc (theo dinh nghia trong ISO 1101) 1a gi¢i han do léch clia dwéng thdng ding
qua tdm cua day chai va truc qua tdm & canh trén ctia g& miéng chai.
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Bang 3 — Kich thwéc va dung tich caa chai thay tinh chira dich truyén

c6 c6 chai bang 29 mm (Kiéu C)

Kich thwéc tinh bang milimét

Dung Dung tich xap

tich Xi tran £ d, d, h, hy | hy | r, | r, | r, |1,
danh ml Dung Dung Dung
nghia sai sai sai

ml

50 68 +5 1 46 |+0,8| 37 68 |+0,7|604 | 375 | 2 12 120,5| 8

100 128 +5 | 13| 49 |+0,8] 39 | 104 [+08|96,4 |685| 3 | 12| 25| 8
125 147 +5 | 1,3 (544 |+08|389|987 |+08|911[637| 45| 20 | 17 | 10
250 300 +8 | 16| 68 | £1 489|125 | 1 |1174| 78 | 7 | 32 | 28 | 10
500 572 +8 119 | 8 |t12|615| 147 | £1 (1394|934 | 8 | 32 | 27 | 12

1 000 1120 15 3 95 |£1,5|696 |224,1|+1,3|216,8/147,4| 85 | 55 | 52 | 15

: Dung sai t cGia dudng vudng goc (theo dinh nghia trong ISO 1101) 1a gi¢i han d6 léch clia dudng thang dirng
qua tdm cua day chai va truc qua tdm & canh trén ctia g& miéng chai.

5 Ky hiéu quy wéc

5.1  Qui dinh chung

Chai thay tinh chra dich truyén dung trong y t& phu hop v&i cac yéu cau dudi day trong tiéu
chuén nay c6 ky hiéu quy wéc theo thir tw mod ta “chai chvra dich truyén” nhw sau: vién dan tiéu
chuén nay, kiéu chai chra dich truyén, dung tich danh nghia, mau séc va cip do bén nwéc cia
chai (xem 8.1).

Vi DU 1 M6t chai chiva dich truyén (kiéu A) c6 dung tich danh nghia 500 ml, lam bang thay tinh khéng

mau (cl), cé dd bén nwéc cap HC 2 phu hop véi cac yéu cau dwdi day trong tiéu chuan nay cé ky hiéu quy

w&c nhw sau:

Chai chira dich truyén TCVN 6591-1 (ISO 8536-1) — A — 500 — cl — HC 2

Vi DU 2 Mét chai chira dich truyén (kiéu C) c6 dung tich danh nghia 500 ml, lam bang thiy tinh khéng
mau (cl), cé d6 bén nwéc cdp HC 2 phu hop véi cac yéu cau dwdi day trong tiéu chuan nay co ky hiéu quy

w&c nhw sau:

Chai chira dich truyén TCVN 6591-1 (ISO 8536-1) — C — 500 — cl — HC 2

5.2 Vi tri ghi ky hiéu quy wéc

Ky hiéu quy wéc ghi trén day chai nhw quy dinh trong Hinh 1, nhin tir phia dwéi, cling c6 thé

dwoc gan & than chai nhwng khéng & phan hinh tru. Ma cta nha san xuét ciing c6 thé dwoc dat
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& vai cta chai. Néu gén nhan thap hon ban kinh day, r,, hodc & vai chai, rs, dworng kinh & nhirng
ché d6 khéng nén vuwot qua dwong kinh dq cla chai. Ky hiéu quy wéc vé cdp do bén nwéc cla

chai dwoc néu trong 9.1.

6 Vat liéu
Chai chtra dich truyén phai dwoc clu tao tir vat liéu sau:

a) thay tinh borosilicat khéng mau (cl) hodc mau hd phach (br); xem 4.2 ctia TCVN 7432-1:2004
(ISO 4802-1:1988) va TCVN 7432-2:2004 (1ISO 4802-2:1988);

hoac

b) thdy tinh natri-canxi-silicat [xem 4.4 cua TCVN 7432-1:2004 (ISO 4802-1:1988) va
TCVN 7432-2:2004 (ISO 4802-2:1988)] c4p dd bén nwdc cla hat thuy tinh

TCVN 7431 (ISO 720) - HGA 1,
TCVN 1046 (ISO 719) — HGB 3 hoac TCVN 7431 (ISO 720) — HGA 2.

Thay ddi trong thanh phan cla vat liéu thdy tinh hodc oxyt mau phai dwoc thdng bao trwéc cho

nguoi st dung it nhat chin thang.

7 Tinh nang

Nhirng yéu ciu vé tinh nang cla chai chtva dich truyén, chang han nhw khuyét tat dang hat hoac
bot, b& mat kin, v.v..., phai phtu hop véi cac tiéu chuan chat lwong hién co, vi du: bang danh gia

khuyét tat va phai dwoc thda thuan gitra nha san xuét va nguoi st dung.

8 Yéucau

8.1 D6 bén nwéc

Khi thi theo TCVN 7432-1 (ISO 4802-1) hodic TCVN 7432-2 (ISO 4802-2), do b&n nudc bé mat
bén trong cua chai phai phu hop véi cac yéu cau dbi véi mot trong cac cap dd bén nwéc cha chai

nhw sau:
TCVN 7432 (1ISO 4802) — HC 1
TCVN 7432 (1ISO 4802) — HC 2

TCVN 7432 (ISO 4802) — HC 3

8.2 Do bén ap lwc bén trong

Chai chira dich truyén phai chiu dwoc ap lwc bén trong 1a 600 kPa (6 bar), khi thtr theo 1ISO 7458.

12
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8.3 Do bén sbéc nhiét

Chai chira dich truyén phai chiu dwoc dd6 bén sbc nhiét khi chiu chénh I&ch nhiét do, At, 1a 42 °C
trong trwong hop thay tinh natri-canxi-silicat va la 60 °C trong trwodng hop thay tinh borosilicat
theo thlr nghiém dé bén sbc nhiét quy dinh trong 1ISO 7459.

8.4 Chéat lwong téi luyén

Chai thay tinh chira dich truyén phai dwoc téi luyén sao cho (rng suéat dw tdi da khong gay ra do
tré quang vwot qua 40 nm trén mot milimét dé day thay tinh, khi chai dwoc quan sat trong mot

thiét bi quan sat &ng suét.

9 Ghi nhan

9.1 Chai phai dwoc ghi nhan cb dinh véi théng tin quy dinh trong Hinh 1, xem trén truc Y. Ky

hiéu quy wéc cdp dd bén nuwéc cla chai nhw sau:

—  cAp d6 bén nudc cua chai TCVN 7432 (ISO 4802) — HC 1: I

—  cAp d6 bén nuwéc cua chai TCVN 7432 (ISO 4802) — HC 2: 11

—  cAp d6 bén nudc cua chai TCVN 7432 (ISO 4802) — HC 3: I

9.2 S6 phan va tén cla tiéu chuan, cung vé&i tén hodc ky hiéu clia nha san xuét chai chva dich

truyén phai dwoc chi ré trén bao bi. Nhitng céng bd bd sung cé thé theo y mubn clia nha san

xuéat hodc theo thda thuan gitra nguoi sir dung va nha san xuét.

9.3 Viéc ghi nhan HC3 c6 thé bj nha san xuét bd sét. Trong trwéng hop nay, chai chvra dich
truyén khéng mang bat ky s hiéu nao cia cap dd bén nwéc thi chai dwoc coi 1a cd d6 bén nuwéc
cap HC3.
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