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1M N7 1271 072 INOUAT MIND1YT TINA nwan L (TT) Thrombin Time 12000 1t nghTa
MYNYN MY 711 UpaN D797 wnw'7 N'712' N7 120 .072 Na1Nn NN DX N viag7s
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HemosIL® Direct U7 [3] .1j7aN "V 7nmwnn Technoclone NN 7w w7 [2] .01N 'y ymwn

(77 TR "y gnwn Thrombin Inhibitor Assay

.XINX2 071NN "N22 N172YN2 NWM7N 1'WoN 7Y YIX'1AT7 NIN1IT NUNDTUIN X Dj77720

TYINN NN Y MINd N W NIXXIN M00a (boehringer-ingelheim) 11027 17X
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Indication mean Cmax,ss mean Ctrough,ss

(dose and regimen) (25th-75th percentlle range) (25th-75th percentlle range)
(ng/ml) (ng/ml)

pVTEp(220 mg qd) 71 (35-162)* 22 (13-36) ¢

SPAF (150 mg bid) 175 (117-275)* 91(61-143) £

SPAF (110 mg bid) 126 (85-200)* 65(43-102) £

pVTEp=primary venous thromboembolism prevention;
SPAF=stroke prevention in patients with atrial fibrillation;
gd=once daily;

bid= twice daily.

* Approximately 2 h after ingestion.
t  22-26 h after ingestion.
£ 10-16 h after ingestion.
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Rivaroxaban plasma concentrations after therapeutic doses based on phase II data and
simulated virtual data

with AF (CrCl >50 ml/min)

Dose Clinical setting Ctrough (ng/ml) | Cmax (ng/ml)

2.5 mg bid Acute coronary syndrome 16 (6-34) * 44 (28-66)*

10 mg od VTE prevention after total hip | 9 (1-38) # 125 (91-196) #
replacement

15 mg od Stroke prevention in patients 57 (18-136) 229 (178-313)
with AF (CrCl <50 ml/min)

20 mg od DVT treatment (continued 26 (6-87) § 270 (189-419) §
treatment)

20 mg od Stroke prevention in patients 44 (12-137) £ 249 (184-343)

12U0pPaAxX - ]2UP112'7 - U7 DYYUTN Awap 'Ta1 | 6



SY DY D110 NY'012 AMDYN YOWN IX X'Wn MY LD DMpNn 9 Yy
‘DN ]XQDP ON

C max ng/ml C min ng/ml
Target 5th-g5th Target 5\ 95th
median percentile | median percentile
Prevention of VTE: elective hip or
knee replacement surgery
2.5 mg bid 77 41-146 51 23-109
Prevention of stroke and systemic
embolism in NVAF
2.5 mg bid* 123 69-221 79 34-162
5 mg bid 171 91-321 103 41-230
Treatment of DVT, treatment of
PE and prevention of recurrent
DVT and PE
2.5 mg bid 67 30-153 32 11-90
5 mg bid 132 59-302 63 22-177
10 mg bid 251 111-572 120 41-335

C,... — 3 hours post treatment.

C,., — before next treatment.

* Dose adjusted population based on 2 of 3 dose reduction criteria in the ARISTOTLE study

VTE = Venous thromboembolism, DVT = Deep vein thrombosis, PE = Pulmonary embolism,
NVAF = non-valvular atrial fibrillation. bid = twice a day.

Data taken from: electronic Medicines Compendium (eMC)

https://www.medicines.org.uk/emc/medicine/24988/SPC/Eliquis+2.5+mg-+film-

coated+tablets
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