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Date: November 15, 2011

Study information

Condition | Fill Lot Mfg
Study Lot (°C/%RH) | (ml) | Container | Quantity | Start Date | Mfg Date | Place Reason
ST07264ZF | 74313-51 30/65 0.3 | 0.5mIDS 174375 | 26/09/2007 jun/07 Vetter | Follow-up
STO7299LF | 74279-51 25/60 0.3 | 0.5miDS 65875 24/10/2007 mrt/07 Vetter | Follow-up
STO09040ZF | 74538-51 30/65 0.3 | 0.5mIDS 143228 | 30/03/2009 jan/09 Vetter | Follow-up
ST09111LF | 74611-51 25/60 0.3 | 0.5mIDS 107393 16/07/2009 Jun/09 Vetter | Follow-up
ST10197LF | 74751-51 25/60 0.3 | 0.5mIDS 136833 14/07/2010 May/10 Vetter | Follow-up




VISUAL INSPECTION

STERILITY

RATIO ANTI-FACTOR XA/IIA

pH

OSMOLALITY

MOLECULAR WEIGHT WEIGHT AVERAGE

MOLECULAR WEIGHT PEAK MOLECULAR WEIGHT

MOLECULAR WEIGHT NUMBER AVERAGE

HEPARIN FRAGMENTS MOLECULAR WEIGHT MORE THAN 8000

HEPARIN FRAGMENTS MOLECULAR WEIGHT LESS THAN 3000

XX X[ X[ X[ X[ X|X]|X

XXX X[ X[X|X]|X]|X

X XX | X[ X|X[X]|X]|X
XIXIX|IX|IX|IXIX[X[X|X|X|X[X[X]|X[X|X[X|X

XXX X[X]|X|X[|X[X

XXX X[ X[ X|X]|X[X

XX | X[ X[ X[ X[ X]|X|X
3BMONTHS | X | X [ X | X | X | X[ X[ X[ X | X | X|X[X[X[X[X[X[X]X

36MONTHS | X [ X [ X[ X | X[ X[ X[ X | X | X[ X[ X[X|X|X[X|[X]|X]|X

XXX | X X[ X[ XXX
ST09040ZF |[OOMONTHS | X | X [ X [ X [ X [ X [ X [ X [ X [ X [ X[ X | X | X[ X | X[ X[X]X

X X[ XX | X[ X[X[X[|X
X|IX| X[ X[ X[ X[ XXX
XXX | X | X[ X[ X]|X[X

FREE SULPHATE

ENDOTOXINS

EJECTABLE VOLUME

EJECTABLE AMOUNT

DESCRIPTION

CLARITY
ANTI-FACTOR IIA ACTIVITY

Pfizer Puurs, Belgium
Date: November 15, 2011

STABILITY

ANTI FACTOR XA ACTIVITY

XX | X|X]|X
X| X[ X|X]|X

24 MONTHS [ X [ X | X | X | X

ABSORBANCE AT 405 NM

24 MONTHS | X | x | x | x | x

12MONTHS | x | x | x| x| x

36MONTHS | X | x [ x| x [ x| x|Ix[x[x|x[x|x|x|[x|x[x[x]|x[X
12 MONTHS | X | X | X | X | X

3GMONTHS | X | X [ X | X I X[ X[ X[ X | X[ X[ X[X|X|X[X[X|X]|X[X
ST10197LF [OOMONTHS [ X | X | X [ X [ X | X [ X [ X [ X [ X [ X [ X | X[ X | X | X[ X | X | X

STO7299LF [OOMONTHS | X | X [ X [ X [ X [ X [ X [ X | X | X[ X | X | X | X | X | X | X | X ]| X

24MONTHS | X | X | X | X | X

36 MONTHS
STO9111LF |OOMONTHS [ X [ X [ X [ X [ X [ X [ X [ X | X | X X[ X[ X | X | X | X|X|X|X

12MONTHS | x | x | x | x [ x
24 MONTHS | X | x [ x [ x| x
12 MONTHS
24 MONTHS | X | x [ x [ x [ x
12 MONTHS

STO7264ZF |OOMONTHS | X [ X [ X [ X [ X [ X [ X [ X [ X | X | X | X | X | X | X | X | X|X|X
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Current procedures and limits

Test Test method Limits

Description Visual A cIe_ar, colorless or straw coloured
solution

pH Ph. Eur. 50t07.5

Visual inspection Ph. Eur. Clear and practically free from
particles

Clarity T627 Not more than reference |

Anti-factor Xa activity H236 22500 to 27500 1U/ml

Anti-factor lla activity S643 7700 to 11900 IU/m|

Ratio Anti-factor Xa/lla H236 / S643 1.91t03.2

Molecular weight

Number Average M602 4500 to 5300

Molecular weight

Weight Average M602 5600 to 6400

Molecular Weight

Peak Molecular Weight Heo8 4500MB19500

Heparin Fragments Molecular .

Weigth Less Than 3000 ME62 DNONIS T

Heparin Fragments Molecular ians e e Ol

Weight More Than 8000 vi602 15.0 t0 25.0 %

Free Sulphate 1615 Not more than 500 mcg/ml

Absorbance at 405 nm UV/VIS Not more than 0.40

Ejectable volume Ph. Eur 0.30 to 0.33 ml/syringe

Multiply anti-factor .

Ejectable amount Xa with ejectable 6700 to 9100 IU (anti-factor

Xa)/single dose syringe
volume

Sterility Ph. Eur. Meets test

Endotoxins Ph. Eur. Not more than 2.5 EU/1000 U

Osmolality 0206 250 to 750 mosm/kg

Registered shelf life is 36 months.
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