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Annex 30

to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are
Submitted 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 [V)

Clinical Trial Report

1. Name of the medicinal product (number of

registration certificate, if available) SR

Takeda Manufacturer Austria AG, Industriestrasse 67,
1221 Vienna, Austria

Takeda Manufacturing Austria AG, Industriestrasse 67,
1221 Vienna, Austria

4. Trials conducted: yes O no [f not, substantiate

2. Applicant

3. Manufacturer

1) type of the medicinal product, by which

P e R Sl Antihemorrhagic, B02BD03-Blood coagulation factors

5. Full name of the Clinical Trial, clinical trial Post A hotieatoNS faty s L EUL006 DAL SeE U006

code

6. Clinical trial phase 4

7. Period of the clinical trial from 21 Oct 2008 till 12 Jul 2013

8. Countries where the clinical trial was Belgium, Germany, France, Italy, Poland, Spain,
conducted Sweden, United Kingdom

9. Number of study participants plannceio

actual: 75
10. Goal and secondary objectives of the clinical Document the safety and effectiveness of nanofiltered
trial FEIBA in hemophiliacs with inhibitors

Prospective, uncontrolled, open-label, non-

11, Degigmionihe chnical frial interventional, post-authorization safety study (PASS)

Hemophilia A or B with inhibitors or acquired

Teriimmnelisionienisius hemophilia due to presence of FVIII/FIX inhibitors
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13. The investigational medicinal product, method Factor Eight Inhibitor Bypassing Fraction (FEIBA),

of administration, strength

14. Comparator, dose, method of administration,
strength

15. Concomitant therapy

16. Effectiveness evaluation criteria

17. Safety evaluation criteria

18. Statistical methods

19. Demographic characteristic of study
population (gender, age, race, etc.)

20. Effectiveness results

21. Safety results

22. Conclusion

intravenous use, 25 U/ml and 50 U/ml

No comparator; general dose: 50 to 100 U FEIBA per
kg bodyweight, without exceeding a single dose of 100
U/kg bw and a daily dose of 200 U/kg bw; intravenous
use, 25 U/ml and 50 U/ml :

n.a.

Hemostatic effectiveness in treatment or prevention of
hemorrhagic episodes in subjects with hemophilia A or
B, and inhibitory antibodies to coagulation factor VIII or
IX, respectively

Incidence of non-serious and serious AEs (SAEs) in
general and related to nanofiltered FEIBA

Identify best practices in managing hemophiliacs with
inhibitors on regular nanofiltered FEIBA prophylaxis

Assess Health-related Quality of Life (HRQOL) in
subjects with hemophilia A or B, and inhibitory
antibodies

No specific methods for the effectiveness analysis were
used. The analysis of effectiveness was based on
descriptive statistics.

In the analysis of adverse events, 95% Confidence
intervals for proportions were determined following the
Wilson score method.

Seventy-five subjects from 8 European countries were
treated. Age at baseline ranged from 0.0 to 93.0 years.
A total of 70 male patients and 5 females were included.

The hemostatic effectiveness was rated as excellent or
good in 68 subjects overall (90.7%), while the rate was
fair in 6 subjects (8.0%) and not applicable in 1 (1.3%).
The proportion of subjects with excellent or good rating
was 96.4% in subjects with regular prophylaxis as main
regimen, 85.0% in subjects with mixed main regimen
and 88.9% of subjects with on-demand main regimen.

The results showed that 169 AEs were reported in 46
subjects in the total population (61.3%), while 59 SAEs
were reported in 28 subjects (37.3%). Suspected ADRs
were reported in 8 subjects (10.7%) and were serious in
3 (4.0%). Treatment-related SAEs were hemarthrosis in
one subject, deep venous thrombosis and
thrombophlebitis superficial in another, and device-
related infection in the third one. Fatal AEs occurred in 3
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subjects (4.0%) and none of them were treatment-
related.

No thromboembolic events in any of the congenital
patients. One venous thrombosis and a superficial
thrombophlebitis was observed in 1 of 10 patients with
acquired hemophilia A.

The results of safety of this post-authorization safety
study from European sites showed that treatment with
nanofiltered FEIBA, administered in 75 subjects with
hemophilia and requiring treatment with inhibitor bypass
therapy for bleed resolution or bleed prophylaxis, was
well tolerated.
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/Ilozomun:
Takeda/

lapHe 30poOB'A — CBiTNe MalbyTHe

JlojaTok 30

1o TTopsiiky npoBeieHHS eKCIIEPTH3H
peecTpalifHUX MaTepialiB Ha JIiKapchKi
3aco0H, 1110 MOAAIOTHCS Ha JIepXKaBHY
peecTpartito (repepeecTpariio), a Takox
EKCIePTU3U MaTepiaiB PO BHECEHHS 3MiH JI0
peecTpalifHuX MaTepiajiB MpoOTAroM il
peecTpalifHoro MocBigueHHs (MyHKT 4,
poznin ['V)

3BIT Npo KJIiHiYHe BUNIPOOYBaHHS

1. Ha3Ba nikapcbkoro 3acofy (3a
HasBHOCTI — HOMEp PEeCTpaliitHoro
MOCBITYEHHS)

2. 3asBHHK

3. BupoOnuk

o

. IIpoBeneni BUIpoOyBaHHS:

1) 1) Tun nikapchKoTro 3acoly, 3a KM
MPOBOIMIIACS 200 TUTAHYETHCS PEECTparlist

5. IloBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBaHHSI,
KO/I0BaHMI HOMEp KJIIHIYHOTO BUIIPOOYBAHHSI
6. ®asa KIIHIYHOrO BUNIPOOYBaHHS

7. Ilepioa npoBeaeHHs! KITHIYHOTO
BHIIPOOYBAHHS

8. Kpaiuu, j1e TpoBOAMIOCS KITIHIUHE
BHIIPOOYBaHHSA

9. KinpKicTh yUaCHHUKIB OCIIHKCHHSI

10. Mera Ta BTOPHHHI LTI KITHIYHOTO
BHIIPOOYBaHHS

Jlm3aiin KJIIHIYHOTO BUIIPOOYBaHHS

12.  OcHoBHI KpHTEpii BKITFOUCHHS

Takena MaHydekuypinr Asctpis Al
IHaycTpiwTpacce 67

DOENBA

Taxena Manygexuypiur Ascrpist AI' (Takeda Manufacturing
Austria AG), lnnycrpimrrpacce 67, 1221 Bigens, ABcTpist
(Industriestrasse 67, 1221 Vienna, Austria)
Taxena Manygexuypinr Ascrpist AL, [ngycrpimrpacce 67,
1221 Binens, ABcTpis

Tak  Hi Slxito Hi, 0OTpyHTYBATH

AHTHreMOopariuHi Jiikapebki 3acobu, B02BD03 — dakropu
3rOpTaHHS KPOBi

[Tocrpeecrpautiitne nocnipkenns 6esnekn EU-006; PASS-
EU-006

4

3 21 sxoBTHs 2008 p. o 12 numus 2013 p.

Benbris, Himeuunna, @panuis, Itanis, [Tonbia, Icnanis,
[euis, Benwuka bpuranis

3aranoBana: 35

(hbaxtuyna: 75

Ouinxa 6e3nexy Ta epekTHBHOCTI HAHOPIIETPOBAHOT (POPMHU
npenapary ®EMBA y nanientis 3 remodiniero 3 inriGiropamu
[IpocrieKTHBHE HEKOHTPOJILOBAHE BiIKPUTE HEIHTEPBEHIIIHHE
nocTpeectpauiite gociipkens oesnexn (PASS)

Femodistist A uu B 3 inribiTopamu, abo HabGyTa remModisis
yepes HasBHiCcTh iHribiTopis FVIII/FIX

Crtop. 135

1221 BineHb, AscTpis (Industriestralie, 67, 1221 Wien, AT)
locnopapckkuit cya Bigna, FN: 201876 b, UID: ATU 50560806
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/flozomur: lapHe 380poB'ss — cBiTNe ManbyTHe
Takeda/

Dpaxitist, LryHTYI04a iHTiGiTOpH 10 (akTopa KoaryJssiii Kposi
monuau VIII (@EI;IEA), BHYTPIIITHOBEHHE BBEJEHHS, 25 On/Mi
Tta 50 Ox/mMn :

bes npenapaty nopisusnHs; cykynHa gosza: Bia 50 1o 100 On

14 Ilpenapat nopiBHsHHSA, 103a, crioci6 mpenapary ®EUBA na kr macu Tina (MT) 6e3 nepeBUIIeHHs

13, ocaimkyBaHuH JiKapchKUi 3acio,
crioci0 3acTocyBaHHsI, cuia Jii

3aCTOCYBaHHs, CHIIa Jiii ojHokpaTHoT jro3u 100 Ol/kr MT i no6osoi no3u 200 OJ1/xr MT;
BHYTpilIHBOBEHHE BBeAeHHS, 25 On/Ma ta 50 On/mn
15. Cynytss Teparis H/3

'emMocTaTnyHa eheKTHBHICTD MPH JIIKYBaHHI a00 MpodisakTuni
reMOoparivyHuX eri3o/liB y MarieHTiB 3 remModisiero A un B, a Taxox
3 IHriGITOPHUMH aHTUTIIAMHU 10 (akTopa 3ropraHHs kposi VIII

16. Kpwurepii oniHKH e)eKTHBHOCTI abo IX BinmoBinno
Yacrora necepiioznux nebaxxanux siui (HS) i cepitozaux HSI
(CHSI) 3aranom i moB'sI3aHUX 3 HAHO(UITBTPOBAHOIO (HOPMOTO
npenapary ®ENBA

BusnavyeHnHst onTUMaNbHUX MIAXO/IB 10 BEICHHS MAIli€HTIB 3
reMo(ini€ero, yCKIaJHEHOI0 iHri0iTopaMu, SIKi OTPUMYIOTh
peryssipHy npodilakTHKy HaHO(DIITBTPOBaHOK (HOPMOIO ITpenapaTy
OEUBA

Kpurepii oniHky 6e3nekn

Ouinka sSIKOCTI KUTTsI, MOB's13ano01 31 3m0poB'sm (SIXKII3), y

nanieHTis 3 remoginiero A uu B, a Takox 3 iHri6iTOpHIMHA

AHTUTIJIAMU

CriertialibHi METOAM aHaJi3y e(PeKTHBHOCTI He

BHKOpUCTOBYBaUCs. [jist anani3zy eexTuBHOCTI
CTATHCTHYHI METOIH BHKOPHUCTOBYBABCS METOJI OITHCOBOT CTATHCTHKH.

o0

VY xoui aHanizy HeOaxkaHUX ABUIL 95%-Hi HOBipUi iHTEPBAIH ISt
nporopiliil Oy po3paxoBaHi 3a METOIOM Binbcona.

19, JlemorpadiyHi XapaKTEPUCTHKH JlikyBaHHS OTpUMaiK 75 y4acHHKIB 3 BOCBMH kpain €Bporn. Ha
J0CAIDKYBAHOT MOMYJISIii (CTaTh, BiK, paca TMovaTKy JOCHIDKCHHS BiK ranieHTiB BapitoBaBcs Bin 0,0 1o
TOWIO) 93,0 pokiB. Ycworo 0yio BrIroueHo 70 JOJIOBIKIB i 5 )KiHOK.

["'emocrarnuny e)ekTHBHICTB OyJ10 OILIIHEHO SIK BiZIMIHHY a0
xopoury y 68 yuacuukis (90,7%), sk 3aJI0BISIbHY — y 6 Y4aCHUKIB
(8,0%), i 51K TaKy, 110 He MiJIsArae OUiHIOBaHHIO, — Y | yyacHHKa
(1,3%). YacTka y4yacHHUKIB 3 BIAMIHHOIO YK XOPOIIOK OI[IHKOIO
cranoBmia 96,4% cepen MalieHTiB, sIKi OTPUMYBAIIU PETYISIPHY
npodiIaKTUKY SIK OCHOBHY cxeMy JlikyBaHHsI, 85,0% cepen
NanienTiB, SIKi OTPUMYBAJIM 3MillIaHy OCHOBHY cxemy i 88,9%
ceperl NMalienTiB, ki OTPUMYBaJIH JIIKYBaHHS 3a MOTpeboro.

20.  PesynbpTartH 3 €)EKTHBHOCTI

21. PesyabraTti 06e3neKku

22. BHCHOBOK VY zaranbHii nonyJssiii 169 HS Gyiio 3apeectpoBano y

46 nauientis (61,3%), a 59 CHS — y 28 nauientis (37,3%).
[Tino3proBani HeOakaHi peakiii criocTepiraiucs y 8 yHacHUKIB
(10,7%), a cepiioszni — y Tpbox (4,0%). CHJI, mos's13aHi i3
JIKYBaHHSIM, BKJIIOUAIM TeMapTpo3 B OJHOTO YUacHHKA, TPOMOO3
rIIMOOKHX BEH i moBepxHeBHit TpoMOoiediT B iHIIOro Ta
iHdekuito, noB's3any 3 BUpodoM, y tpersoro. Jleransui HS Oynu
Binm3HaueHi y 3 yqacHukiB (4,0%), mpu 1IbOMy JKOJIHE 3 HUX HE

Takena MaHydek4ypinr ABctpis Al CTop. 235
IkaycTpiwTpacce 67

1221 BineHb, AcTpis (Industriestrale, 67, 1221 Wien, AT)

locnopapcbkuit ey BigHa, FN: 201876 b, UID: ATU 50560806
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Tlozomun: FapHe 380poOB'ss — cBiTNe ManbyTHE

OyJ10 1oB's3aHe i3 JIKYBaHHSIM.

Y 5K0AHOrO MalieHTa 3 BpOoKEeHOI0 reMo(iniero He
BHHHKJIO TPOMOOEMOOIIYHUX YCKIIAHEHb. Y OJIHOIO 3
10 maiienTiB 3 HaOyTOIO remodinicto A crioctepiraiucs
BCHO3HHI TpoMOO3 i ToBepXHEBHH TPOMOO(IIEOiT.

PesyiipTaTi 3 6e3MeKH 11bOI0 TTOCTPEECTPALIHHOTO
JIOCIIJPKEHHS O€31eKH, MTPOBEACHOr0 B €BPOTICHCHKUX
JIOCITITHUIIBKKX [IEHTPaX, CBIIYATh PO HAJISKHY
MEePEHOCHMICTD JIIKYBaHHSI HAHO(IBTPOBAHOIO (HOPMOTO
npenapary ®EUBA, sike orpumyBaii 75 yuacHUKiB 3
reMo(iniero, KOTpi nmoTpedyBain 00XigHOT Tepartii s
ycyHeHHs a00 mpodiTakTHKH KPOBOTEY.

Nianucaxo 3a AONOMOro
DocuSign (kum):
/nidnuc/
BOFOE49816CB485..

(rmijrmc)

ro MOCBIIYESHHS)
Kiemenc I'ysen6ayep (Klemens Gusenbauer)
KepiBHUK BIULIIY PErYISITOPHUX clpas, ABCTpist /
Y110BHOBaXKEHUN HIAMUCAHT

(im'st Ta
TNpi3BHILC)

MignucaHo:

fumann:
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1221 Bidens/

Takena MaHnydekuypinr AscTpia Al Ctop. 335
IHaycTpiwTpacce 67

1221 BineHb, AscTpis (Industriestralle, 67, 1221 Wien, AT)

locnopapcbkui ey BigHa, FN: 201876 b, UID: ATU 50560806




Ileii mepexJiaj 3 aHIJIiHCHKOT MOBH HA YKPATHCHKY MOBY BHKOHAHO TA MiITBEPAKEHO areHuico

nepexaaniB "Tack ®opc" (TM "Tack @opc" nanexxurs TOB "I'PYIIA KOMIIAHI ®OPC").

Tes.: +380 98 400 8106.

Enexrponna anpeca order@taskforce.ua;
Beb6 cTropinka ywww.taskforce.ua /
S

Hupekrop I'op6auescoknii C.C. :

29.11.2024
B ubomy IOKYMeHTi NIPOIIHTO TA npouy CTOPIHOK
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