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Annex 30

to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are

Subrnitted for State Registration (Re-
Registration) and Expert Evaluation of
Materials about Introduction of Changes
to the Registration Documents during the
Validity Period of Registration
Certificate (clause 4, section IV)

Clinical Trial Report

L Name of the medicinal product (number of
registration certificate, if available)

FEIBA

. Applicant
Takeda Manufacturer Austria AG, Industriestrasse 67,

l22l Yienna, Austria

. Manufacturer'
Takeda Manufacturing Austria AG, Industriestrasse 67,

1221Yienna, Austria

4. Trials conducted:
t_:
E] ycs no If not, substantiate

1) type of the n.redicinal product, by which
registration was conducted or planned

Antihemorrhagic, B02RD03-Blood coagulation factors

5. Full narne of the Clinical Trial, clinical trial
:ode

Prospective, Multicenter, Open-1abel, Randomized,
Srossover Study of Tolerability and Safety of FEIBA
Reconstituted in Regular or 50% Reduced Volume and

rf Faster Infusion Rates in Patients with Hemophilia A
rr B with Inhibitors; 091501

5. Clinical trial phase 3bt4

7. Period of the clinical trial flronr 12 Fcb 201 9 till21 Dec 2021

8. Countries whcrc the clinical trial was
;onducted

Algeria, Croatia, India, Malaysia, Poland, Thailand,
Iurkey, Ukraine

9. Nurnber of study participants

planncd: 32 enrolled subjects, 24 evaluable subjects

[subjects with at least 2 ir-rfusions per seqllence in Part 1

and at least 2 infusions per infusion rate in Part2).
actual: 33 randomized and treated subjects, 30 subjects
;ornpleted Part 1, 28 subjects cornpleted Part2.
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