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CERTIFICATE. OF CONFORMITY

glass tubing of FIOLAX ® (= Glass
e, hes been prodused by consistontl
SO 9

“The alkali release measured as pet the powdered lass test specified for type T glass
accarding to US ia 23, ranges within the following values:

FIOLAX ® clear :0.30 + 0.05ml 0.02 N H;SO4/ 10 g glass
FIOLAX * amber: 035 + 0.05 ml 0.02 NT1,S04/ 10 g glass

‘With an upper limit for st ator 1
resp. HIGB 1 aceording to 10 719) of

1.0m1 0.02 NS0, / 10 g glass

N Our borosilicate glass tubing of FIOLAX ¥ ¢ therefore corresponds to
el the requirements of the US Pharmacapoeia, 23, for type | glass as well as to
the st o don, Ph.

o

4 s | all other ia (¢, g. Ph. Eur. Ct
E O i Jap. 13, DAB 1996). Various tests on conta e
2 O b 6 O I % an . shown that the chloride and arsenic release are w

The heavy metal contents, e, g. Icad, cadmium, mercury and hexavalent chromium of
oth our FIOLAX tubing and our packing. ferably below the limit values of
the US and EC regulations (article 11 of st /62/CE).

2ml #xm ¥

1ISO-9001&1S0O-13485 Certificates

www.finetech-filter.com
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Date: 2008-03:04
CERTIFICATE OF CONFORMITY e

We hereby certify that the neutral glass tubing of FIOLAX ® (= Glass $412/8414)

with or without identification line, has been produced by consistently using a Quality
Assurance System according to ISO 9001 as well as in aceordance with our Technical

Terms of Supply for Special Glass Tubing for the Manufacture of Pharmaceutical Containers.

The alkali release measured as per the powdered glass test specified for type I glass
according to US Pharmacopoeia 23, ranges within the following values:

FIOLAX ® clear :0.30-%£.0.05 ml 0,02 N H,80,/ 10 g glass
FIOLAX ® amber: 0.35 + 0.05.ml 0.02 N I1,SO, / 10 g glass

With an upper limit for the first hydrolytic class (comparable: water resistance class 1
resp. HGB 1 aceording to ISO 719) of

Our borosilicate glass tubing of FIOLAX ® clear and amber therefore corresponds to
the requirements of the US Pharmacopoeia, Revision 23, for type I glass as well as to
the stipulations of all other known pharmacopoeia (¢. g. Ph. Eur. Current edition, Ph.
Jap. 13, DAB 1996). Various tests on containers made from FIOLAX ® tubing have
shown that the chloride and arsenic release are well below the limit values.

Our composition of FIOLAX ® amber fulfils the requirements for guaranteeing
Protection against light, e. g. acc. to Ph. Eur., DAB 10 and USP 23 (valid from
01.01.1995) for containcrs with wall thicknesscs according to ISO 9187 and ISO 8362
resp. and after correct thermal treatment of the glass tubing, with exception of
ampoules > 20 ml.

The heavy metal contents, ¢. g. lead, cadmium, mercury and hexavalent chromium of
both our FIOLAX tubing and our packing are considerably below the limit values of
the US and EC regulations (article 11 of stipulations 94/62/CE).




f#£173#H: EPA/Storage/VOA Vial
B >VL3 Esmmibi i - E#%

V8A omli% P 4% % 4 555 11, 6x32mn 100pes/ & 300
V8B omliE P iR S s 4 2 B A 11, 6x32m 100pcs/ & 450
V8C omls ¢ 9% 4% 55g 11, 6x32m 100pes/ & 460
V8D oml 45 & BT 4B w2 Bk 11 6x32mn 100pes/ & 480
SC8ASA % & PTFE/ =4 % 4 Siliconels %, 8mi2 4 @ r PPi% % & 100pcs/ & 470
SC8AABA e r 6 4 PIFE/ & ¢ Siliconelp® 2 ¢ @ r PPl 100pcs/ & 500
e ¢ 4w d F YA > St ¢ APPE -
SCSFSF AT RN s 9 B, S e AR 100pcs/ ¢ 470
5. 5mm*? 3t
S8A % ¢ PTFE/ 4 ¢ Siliconels % 100pcs/ ¢ 360
S8AA §4 v 6 & PIFE/ %= ¢ Siliconeli % 100pcs/ ¢ 450
S8F ¢ PIFE / 6 ¢ & % 100pcs/ ¢ 360
V8A V8D
SCBABA ; =
S8A —

B & bs




f#£173#H: EPA/Storage/VOA Vial —_—
B 2MLI FEommits S - 2%

V9A 2mliE PP Eid X B v 4 55 11, 6x32mm 100pcs/ £ 300

V9B nlE P R X R v R F 38 A 11, 6x32mm 100pcs/ £ 450

VoC 2mltz ¢ IR X R v 55g 11, 6x32mm 100pcs/ £ 460

VoD 2nliz & BB RAE v EF F B e 11. 6x32mm 100pcs/ £ 480
SC9A9A 6 ¢ PTFE/ = ¢ v ¢ Siliconefs %, 9mmE & B v PP% > & 100pcs/ & 450
SCIF9F ~ ¢ PTFE/ ¥ ¢ Siliconels 3, ImmE ¢ B o PPI% 2 F 100pcs/ # 480
SCIBIA 424 PIFE/v ¢ Siliconeli®t T @i E o & 100pcs/ & 480
SC9AA9A Fp*> v v & PTFE/% ¢ Siliconeff . ¥ ¢ @iFRBE r F 100pes/ & 500
SCIFFIF g v ~d PTFE/% ¢ Siliconefi# ¥4 ER B r I 100pcs/ & 300
S9A v & PTFE/ %z ¢ Siliconef§ % 100pcs/ & 340
S9AA ig*r v v & PTFE/ %= ¢ Siliconefs % 100pcs/ & 270
Q SOF # ¢ PTFE/v 4 Siliconef % 100pcs/ # 340
9-SP2001-2GM 0-42547 X by A E 100pcs/ # 1000
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f#£173H: EPA/Storage/VOA Vial

2MLILE =
D A SH 1 ~

AMLIY FEAR AL ~ =7

V11A B4 C A 11, 6x32mm 100pcs/ & 250
V11B BT RS FE B & 11, 6x32mn 100pcs/ & 450
V11C 44 v R EAg 11, 6x32mn 100pcs/ & 260
V11D BRI F 3 B & 11, 6x32mm 100pcs/ & 430
SC11A11A v ¢ PTFE/4= ¢ Siliconefs % [1lmméld B v 453 100pcs/ # 490
SC11F11F ¢ PTFE/% ¢ Siliconefs % 11mmé2é B v 45 F 100pcs/ # 480
SC11AATIA Fpr v v § PTFE/%= 4 Siliconeff % 11mméd B v 45 % 100pcs/ # 510

V13A & PR T B & 15x45mm 100pcs/ £ 430
V13B %P T AL 4 2w ] Sx4bmm 100pcs/ & 450
V13C 1z 4 % ¢ ZH5 15x45mm 100pcs/ £ 460
V13D 24 P4k E&HL F 2 8 e 15x45mm 100pcs/ £ 480
S13A v ¢ PTFE/ %= ¢ Silicone#® % 100pcs/ # 590
SC13A13A i ¢ PIFE/ = 4 Siliconefs &, 13mm2 ¢ B © R[5 % 100pcs/ & 640
SC13D13B # ¢ PTFE/ % 4 Siliconetk %, 13mm2. & F ~ B[ F & 100pcs/ 670
SC13D13B
V13D V13C V13B
VIID V1A V1B VI1C ]
SC11F11A-1 SC11F11A

=

Atd

SC13A13A
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f#£1Z}iH: EPA/Storage/VOA Vial

10-40MLEJES Al ~ 25
SR B A e T

V20A B P LR ERS w27, 5x5Tmm 100pcs/ & 1040
V30A H P LRSS HL 27, 5XT5mm 100pcs/ £ 1090
V40A Z P LR ERS R 27, 5x95mm 100pcs/ £ 1440
V40B A ¢ LR EGE AL 27, 5x95mm 100pcs/ & 1440
V60A % PR F L 27, 5x140mm 100pcs/ £ 1600
S22A- 1 # ¢ PTFE/ 4 ¢ Siliconeff %t 22x3mm 100pcs/ ¢ 960
S22A-11 * ¢ PTFE/ #~ ¢ Siliconef§ # 22x1. bmm 100pcs/ # 880
SC22A22A # 4 PTFE/ * 4 Siliconeff ¥ 22mm+ ¢ B o B F ik g 100pcs/ 1120
SC22A22B A4 PIFE/* 4 Siliconels £ 22mm+ ¢ F < B[ 635 E 100pcs/ ¢ 1200

IPA150 150ul, i * 8mm vial f14a=) + #4134 %r g p & ¢ 29x5mm 100pcs/ £ 1300
1PB250 250ul, it * 9mm vial[fl4a; F HAL L% sy p & F 29x5. Tom | 100pcs/ & 1300
IPB250-P 250ul, it * 9mm viallFl4a3; PPA L %rp & ¢ 200pcs/ & 2000
[A250 150ul, s * 8mm vialst3gsg /A p #&¢F 31x5mm 100pcs/ £ 510
IB300 250ul, it * 9mm vial#BFigA P EF  31x6mm 100pcs/ £ 510
V18A Iml &P 3532455 8X40mm, PEE 100pcs/ £ 540

V1A

IPBZ50-F

IPAIS0  IPE250 N/

N
0 Az

1B300 260




f#£173H: EPA/Storage/VOA Vial
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10ml %P &4 v 78 % g, 100/PK

VHI0A 99 5xAbmn 100pcs/ £ 650
10ml % ¢ 44 v 78 2 g, 100/PK

VH10B 99 5x46mn 100pcs/ £ 700
20ml #H P44 "z ¥g L%, 100/PK

VH20A 99 5x75. 5mn 100pcs/ £ 650
20ml &< 44v 7E g T K, 100/PK

VH20B 99 5x75. 5mn 100pcs/ £ 700

C20A 20mm 414 B v 4rZE, ¢ /3t 10mm, 100/PK 100pcs/ £ 480

S20B 20%3mm 5k ¢ PTFE/:F ¢ Silicone# %, 100/PK 100pcs/ £ 650

SC20B20A 20mm 43¢ B v 48 F 20%3mm sk ¢ PTFE/ ¢ Silicone® 100pcs/ £ 950

SBC20B20B 20mm £4 B v MieE, 20%3mm sk ¢ PTFE/# ¢ Silicone® ¥ [ 100pcs/ £ 1920

SC22WPEET+
V20A22ET

SACAQ00A

20mle ¢ § < ZPEMR %L, 22mmt
20ml %5 P 4% &5, 27x58mm, 10 £ /48

100pcs/ £

VAL0A 10ml #% £ x5y > [/ %, 100/PK 100pcs/ £ 1680
VA20A 20ml & P 445 > [Fl%, 100/PK 100pcs/ £ 2080
SACA00A 18mm 43¢ g+ F+EPTFE/ v Silicone®t 5, 100/PK 100pcs/ £ 2240
SA00A 17. 5%1. bmm EPTFE/ ¢ Silicone# %, 100/PK 100pcs/ £ 880

1235

VA101A

VAZ0IA V20A22ET

! & o SC20B20A
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VH10A

VH10B

VH20B




f#£17#H: EPA/Storage/VOA Vial

8ml/12MLEETEHN
B, o BREME A

V08A 8ml # P ¥ #g (17 x 60 mm) 100p/pk, 1800/ctn 100pcs/ & 1410
V08C 8ml % ¢ * v six (17 x 60 mm) 100p/pk, 1800/ctn 100pcs/ & 1520
V12A 12mli% P >z - #x 18. 75x65mm100/pk 100pcs/ & 1600
vi2C 12ml % ¢ » v % 18. 75x65mm100/pk 100pcs/ & 1680
SC15D15B 2¢FwF AdPAZ for 8ml¥g 15.5 x10mm  100p/pk 100pcs/ £ 1040

VLIA 9mm 300ul #% P 83 % gk & A4k 555 11, 6%32mm 100pcs/ & 1600
VLIB 9mm 300ul H P S g & AR SH F %R F B 11, 6%32mm 100pcs/ £ 1760
VLIC 9mm 300ul # ¢ ¥2.% gk & 34k 545 11. 6%32mm 100pcs/ £ 1920
VLID 9mm 300ul FHM P p s AHREH F RS B 11.6%32mm 100pcs/ £ 2080

VP9A 300ul EiF XA E B P R AY 11. 6x32mm 100pcs/ £ 1520
VP9C 300ul ER RHCE 45 F R 11. 6x32mm 100pcs/ & 1600
i
i % IPB250-P 250ul, i * 9mm vial F1462) PP % #%rp & 4 200pcs/ £ 2000
i' .

VOBA Vo8C VPOA vPeB vP9C




#£1z#i: EPA/Storage/VOA Vial S

B 2m/4ml 55 2E

RVOOT 2ml RS | smom2ion | 50 |BRRAE PP| BEM 560
RV002 Am| B SHRZL | 23sx116x28cm | 50 |ERNME PP| BE (B 700
R = =
St ¥ [
1N, 1%/ 8500
Manual Crimper
SH I R ZEE
E ol COa e 1%/ 8500
Manual Crimper
o0 |20mm FEISO R . 2500
Manual Decapper
Do | mm FESOE . 0500
Manual Decapper

HD11-S HD20-S HD20-O




