Clinical Trial Report

l“ 'Name of medicinal product (Marketing
\Authorlsarlon number, if any)

Rhesonativ 7501U

2 Apptiaant

!
!

3. n\flmzufacturer

E

Octapharma Pharmazeutika Produktionsges.m.b.H.
Oberlaaerstrasse 235 1100 Vienna
Austria

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,
06847, Germany

(visual inspection, labelling, secondary packing_}_

Jd. Conducted studies:

A

m yes no  if no, provide rationale

1) type of medicinal product for which

registration was conducted or planned to be

conducted

iSqutlon for mjt;rtson 750 EU/mi human anti-D
immunoglobulin in 2 ml {300 ug)

Tufl t.tte of the clinical trial, code number of

ithe clinical trial

Turnover rate of anti-D igG injected during pfn}s{nancy.

iICode number: Study 9

finical tr:ai phase

Not applicable.

/. Clinical trial time frame

:_»m-.—m TSR

from [not reported] through <1982

8. C uunines where the clinical tr:al was
oridunted

Sweden

9. Number of subjects

N=18

clinical triai

vical trial desrgn

0. p rimary and secondary objectwes of the

Pharmacology. Efficacy.

R

Non- randomlsed and non- controlled study open Iaheiied |

Sweden.

112. Key inciusion criteria

Not applicable.

B, §

acministration, strength

investigational medicinal product, method of

Rhesonativ
125 pg or 250 ug
i.m, |

single dose

[14. Comparator, dose, method of administration,

sirength

[15. Concomitant therapy

i

|

Not applicable. I
|

|

i

Not applicable.




{16. Efficacy endpoints

Frequency of Rh-antibodies at follow-up.

;/‘._Safety endpoints

Not applicable.

18 Statistical methods

Not applicable.

19. Demographic data of the study population
(sex, age, race, etc.)

!

Rh-negative pregnant woman; Rh-negative non-pregnant
woman

EZD. Efficacy outcomes

Haif-life 21-24 days.

=

21. Safety outcomes

Not applicable. .

‘227 Conclusion {findings)

|

L

The recovery in vivo of anti-D IgG was on avera-ge 24% in
the non-pregnant women and 21% in the pregnant

women. | f

Applicant (Marketing

20—

==

Authorization Holder)

-(signature)

|
20 A
1

_Octapharma Pf\a ‘mazeutika Produktionsges.m.b.H___
{full name)



Llepexiad 3 aneniiicoroi na yxpaincsy Mogy
1
3BIT nO KAinivnOMyY BHIPOSYBANIIO

I. Hazsa 1 NiKAPCLKOro npumpmy Pesonarus /Rhesonativ 750 IU
(1iomep peectpauiiiHoro csijonr-
B, SIKLLO ©)

e ——
f
\

2. 3asBik Oxradapma dapmauestika [Mpoaykrioncree m.6.X.
Octapharma Pharmazeutika Produktionsges.m.b.H.

Obepunaaep Ilrpacce 235, 1100 Bigens, Asctpis
Oberlaaerstrasse 235, 1100 Vienna, Austria

Bupumlnh Bupodnux, 6ionosiodisnu sa r,upnmmmnao 3¢ ROGHUM WURIOM, 3d
GURIOYCHHANM ({HN)[?HHI.'()I VIAKOGKU

| Oxragapma Ab/Octapharma AB

' Jlapc dopcecesic rata 23, Crokronsm, 11275, Lseuis/

Lars Forssells gata 23, Stockholm, 11275, Sweden

Bupoduux, eionogioaisii sa emopunne nakyveanns
Oxragapma [leccay I'mGX/
Octapharma Dessau GmbH

Orro-Peiitep-LTpacce 3, Jeccay-Poccnay, Cakconis-Anxaisr,

| 06847, Himeuunua/

Otto-Reuter-Strasse 3. Desssau-Rosslau, Sachsen-Anhalt, 06847,
Germany

Iposeseni aocaimxkers: ®TaK  HI AKULO Hi, HaJaTH 0OrpyYHTYBaHHS

1) Tun aikapcbkoro npenapary. | Posuun s in "ekitiit. 750 MO/Ma anri- -pesycHoro (anti- D)

b S R
|

1o AKOMY MpoBOAIIACA | iMyHornodyainy moannu B 2 ma (300 mxr)
| peectpaitst - ado  njanysanocst |
[ HpoBeacHs
5. losua wmassa  kainiunoro | HIBHakicTs | unphynﬂun anTn- ;)ezycuom 1.\1yuomoownm G ([L(J)

BUIPOOYBaHHA,  HOMEP  KOAY | BBE/CHOIO Mij Y4ac BariTHOCTI.
Kiiniuinoro sunpobyeans

Homep koay: Jlocaipecns 9
0. hasa kainivHoro sunpodysan- | Hemae nanux/mani i, BIIIL.} THI.
s

—

7. I|t‘[‘)|0 n IIPL)BC’IL‘HEI?I KAiniuno- | 3 [ne nosigomascrues] no < 1982
ro BHNPODYBaHHS

8 l\pdl]iil B SIKIX [[p(}BO"lHIOLFI lsenis
IKJHiyHe BUIPOGYBaH s

9. KiubkicTs cy6 exrin N=18
— el vy, e I R
10. Tlepsunna ta sropunna uini | dapmakonoris. EekTHBIicTb.
KALHINHOrO BHIPOOYBai

L1 I nan kniniynoro HepausiomizoBatie,  HekoHTpoboBale, — BIAKPHTC  JI0CII/BKEHHS,
| BHHPOOYBaHHs Isewis.




[leperiad 3 aneniticrol Ha Vpaincsky Moy
2

—

| 12, OcnoBHi KpHTEpil BRAIOYCHHS

b lCNlaC--,iﬁl-iHX/REIEIEVBEJIC}’THi. -

| 13, JlocniukyBatuii Jlikapebkimii
| npenapar,  cnocié  BBE/CHI,
AOsVBan

4 Tlpenapar nopisusnng, 1034,
| cnocit BBelACHHs, KOHUEHTpaLLis

I5. CynyTus Tepanis

16. Kinuesi Toukn eexrusiocti

Pesonarus
125 mkr ado 250 mkr
BIHYTPILIHBOM A30B0

OJIHOKpaTHa j103a

Hemae panux/nani Biacythi.

Hemac aatux/ani BI/ICYTHI.

Hacrtora pe3yc-alTiTin npH noAanblioMy JikapebKoMy Harasi

Hemae nanux/naui Biacyrhi.

8. Craructrnuni MeToau

19, Jlemorpadiuni aani gocnin-
|RNVBAHOT nonyasuii (ctath, BiK,
paca, inuie)

20, Hokasnnkn ¢ekTHBHOCTI

21, Hokasnukn 0esneku

22, Buctosork (oTpuMani pesyiibs-
TATH)

Hemac nanux/naui siacyrii,

Pesyc-neraTnBHi BariTHI iHKH; pe3ye-1eraTiiBii HeBariThi wiHKH

=l

L

|

[lepioa nanis-eneeaenns 21-24 aui.

Hemae nanux/nani sijacyrui.

Bijnosaenns in vivo autu-pesycioro imynornooyviiny G (IgG)
CTAHOBWIIO B cepefiHbomy 24% y HERAriTHUX KiHOK 1 21% v BariTHux
KIHOK,

Sassiik (Bracuuk peecrpaitiii-
HOIO CBIJ0IITBA)

e T

/mionucaito/

(nianuc)

20 xaitha 2021 poky e

Octapharma Pharmazeutika Produktionsges.m.b.H.
(nosHa Hazga)




Non-Clinical Study Report

1. Name of medicinal product (Marketing
Authorisation number, Iif any):

Rhesonativ

1) Type of medicinal product for which
registration was conducted or planned to be
conducted

Liquid formulation/solution for intramuscular injection

2) Conducted studies

1
1

i

B NO

Rhesonativ is a human protein, an anti-D immunoglobulin
(1gG) derived from human plasma and has been on the
international market since 2002. Rhesonativ is indicated to
prevent RhD-negative individuals from immunizing against
Rhesus-positive erythrocytes. The product is injected on
demand only, in relatively small amounts. Hence, the
standard pharmacodynamic and toxicity studies that are
generally carried out for new substances in commonly used
animal species, are not applicable to this product.

Toxicity testing is impracticable due to 1gG overload in
single dose studies and induction of interfering antibodies
against human proteins in repeated dose, reproductive and
developmental toxicity studies. There is no clinical evidence
of any tumorigenic or mutagenic effects of IgG.

Only studies on the process-related impurity TNBP (partly
in combination with Triton X-100} were submitted for
marketing authorization. These studies are listed in Module
4 and described in detail in Modules 2.4 and 2.6 of the CTD
(eCTD).

fzﬁﬁarmacoiogy:__

1) Primary pharmacodynamics

) . no T -
2} Secondary pharmacodynamics no i e e e MR e 1) it 0
‘ ¢} Safety pharmacology no B i J
4] Pharmacodynamic interactions o DTSR
2. Pharmacokinetic properties: o :
1) Analytical procedures and reports on their no :
alidation |
apsorption and 3) Distribution o : s
igti__}_iylgg;'oﬁi_io'r{ o no s
"i.ve tabolism no
E'—;) Elimination no ) ]
16) Pharmacokinetic interactions (non-clinical) no e, I
j?)_(_‘:‘tf-erﬂ_g_hl;-lljmacokinet_ic studies no
~. Tum‘_ggiggx: ) — '
E1) single dose toxicity . no e ‘ : B
4) Repeated-dose toxicity o | ——
{3} Genotoxicity no |
in-vivo {including additivnal '.:'v'acicokér\e‘(mi*él;w_wm*:m” R L Ll A l
assessment) ('
u Carcinogenicity no 2
i\i.ong-‘iérr‘{l _s?udies bl B e




Short-term studies
or mid—term studies
Addmoml studles

) “tive and devolnpmenta% toxicity:

Fffe_s.t on fert:hty and ear!y'én'\bryomc -

Jev lopment

éz_nmryotoxu:i[y -

iPrPnaldl and postnatal toxicity Ak e b T D L

Mmee s in which the drug is administered in the “'
ioffspring (juvenile animals) and/or late effect is

EdSS(‘SHLd

5 5) Local tolerance no i

7) 1 Addntlonal tox:cfty studies no

Toxicity of metabohies

\T(iﬂ

(“h r

g
=

!fmugemcuty {antlbody production)

\rm unotux:mty

'\/1enhan stic study

Drug (iependence

ty of nnpuntles

Conclusions on non-clinical study

international guidelines, also according to the Europear{
regulation ICH guideline S6 (R1)/EMA/CHMP/ICH/731268

Rhesonativ is a huma protein, an anti-D immunoglobulin
{IgG} derived from human plasma and has been subm:tted
to the international market since 2002.

Non-clinical and clinical development as well as the
Marketing Authorization was based on the national and

1998. Rhesonativ is indicated to prevent RhD-negative
individuals from immunizing against Rhesus-positive
erythrocytes and has been used successfully in clinical
applications for 18 years. The product is injected on demand
only, in relatively small amounts. Hence, the standard
pharmacodynamic and toxicity studies thar are beneraiiyﬁ
carried out for new substances in commonly used animal
species, are not applicable to this product. Toxicity testing is!
impracticable due to 1gG overload in single dose studies and
induction of interfering antibodies against human proteins
in repeated dose, reproductive and developmental toxicity
studies. There is no clinical evidence of any tumorigenic oif
mutagenic effects of IgG. The excipients used are very
common in pharmaceutical formulations. Taking into
account the small amount of the excipients in the final
formulation, no toxicity is expected following the intended
therapeutic use of Rhesonativ. The process-related
impurities which are used to inactivate enveloped viruses
are largely removed by oil extraction plus CM-sepharose
chromatography. Studies on the process-related
contamination TNBP (partly in combination with Triton X-
100) were submitted for marketing authorization. These,
studies are listed in Module 4 and described in detail in

Modules 2.4 and 2.6 of the CTD (eCTD). f

T — S N ——



the product is effective, well tolerated and safe.

3

The safe use of Rhesonativ has been adequately proven by
extensive human data from clinical studies and clinical use;

',"-‘;;;p—li—c‘am (Marketing
Authorization Holder)

/

. ;
S ptunfio 5.0 29

Signdture and Date

EDr‘ Silvio Wuschko
Non-Clinical Expert /Senior Director Pharmacology & Toxicology



Hepernao 3 aneniitcokoi na yKpaincory voey

3BIT 10 JOKAIHIMHOMY 0CTTEReHI0

1. Haspa slikapebkoro upena-
pary (nomep peecrpauiiinoro
CBII0UTBA, SIKUIO €)

Tun JiKapcbKoro
npernapary. 1o SKOMY
npoBoJitiacs peectpatis ado
HAAHYBATOCS TPOBCACHHSI

|
|
l
|

) [Iposeneni nocnimxerns

5]

2. bapmaroaoris:

1) lepeunna
| (hapmakoaHiamika
|
| 2) Bropunna
(hapmakonunamika

| 3) bapmakonoris Gesnex
h) PapmakoanHamiuni
| BaemMonit

I Tokcuxkonoriune

mr s s =P

N ] IIC.\-Iél{'

..

| KUILKOCTI.

Pesonartus /Rhesonativ 750 [U

Pizka nikapekka dropma/pozunn st BUYTPIIHEOM S30BOT i1 €K LT

Ui

Pesonarus /Rhesonativ/ - ue 610k soanuu, antu-pesychuit (anti-D)
imynornodynin G (IgG), orpumannii i3 naasmu KpoBi MoAMHK Ta
icHye na  MiknapoaHomy punky 3 2002 poky. Peszonarus
nokasauuit - juis  npodinaktuku - pesyc-nerarusnoi  (Rh(D))
iMyHisalil y ocib i3 pesyc-nosurnsHuMmu epuTpolTaMi (KpoBi).
[Ipenapat BBOAATH TIABKM MpH HEOOXiAHOCTI, B jlvike Maiii
Tomy, cTanjapTii (papmaxoiMHaN Ui Ta
TOKCHKOJIONIYHI  0C/IUKCHHS, 110 3a3BMYall  NPOBOJATHCS 3

HOBUMH DCHOBHHAMH Y IHIHPOKO 34CTOCOBYBaHUX BHJLIB TBapHH, |

HE POBOJIMIINCS 3 LIMM NpenapaTom.

NOCAUKEHHS  HC  NPOBOJIJIOCS  uepes
leG B JlocaipKenHsgX i3 OJHOKPaTHHM
BBCJICHISM T inayKiilo  intepdepyounx  anturin 10 Giiky
MOAMHN B JIOCHUUKEHHAX i3 0araTOKpaTHUM  BBC/JACHHAM |
JIOCHIJKCHHAX TOKCHYHOIO BILIMBY HAa PENpOAYKTHBHY (DYHKILIIO
Ta BHYTPILIHLOYTPOOHHIT possuTok. Hisknx kiainiunnx jaHmx i
A0Ka3iB 1010 6YL-AK0r0 OHKOreHoro abo MyTarciioro BIUIMBY
1eG nemae.

HEPCRAHTANKCHIH S

[onasanues aume J0CHKEHHA 11010 TEXHOMOMUNOT JOMILIKH
Tpu-n-0ytua-pocpar  (TNBP) (uactkoBo B komGinauwii 3
Tpuronom X-100) ans norojukenis peectpaliiinoro cijoirsa.

Ll pocaipkennst nepeniveni 8 Moayii 4 Ta jetanslio onucani »

Moaynax 2.4 1 2.6 szaraashol rexniunoi pokymenraiii (CTD)
(3araabHOT TEXHIYHOT AOKYMEHTALT B CACKTPOHHOMY BHIIsII.
eCTD).

HEeMae

HEMAE

HCMAcC

1



3. hapmarkorineTnuni
BIACTHBOCTI:

Heperaao 3

AHRATNCHKOT 11 VRPATHCHRY MOGY
2
1

I') Metou nposeneHs
anajiizis i 3BiTH 0Po X
Bajtijanio

I 2) AGcopoutis Ta 3) Posnoain

HEMac

Hemace

4) Poznojin

HEMae

4) Meradoizm

3) Buseneuns 3 opranizmy

HEeMac

HEMac

6) bapmakoKiHeTHYHI
B3ACMO/IT (JloKNinivHi)

{ e —
7y i gapmakoxineTiuni
[ JOCHLLKEHS

4. Tokenxoaoris:

HEMae

Hemac

\

|

- 1) TokenunicTb 0iHOKpATHOT
JLO%H

HeMae

| 2} Toxkenunicts GararokpatHoi

J103H

Hemac

|
I
l 3) I'eHOTOKCHYHICTD:

HeMae

i1 vivo (BKIoYaoun
| JL0JLTKOBY OILIHKY TOKCHKO-
| KineTnkn)

T invitro

4) Kanueporennicrs:

|
| -

| JlosrocTpokosi nocnijentis

| KoporkocTpokosi jlochiken-
13l U CepebOCTPOKOBI
JLOCIHIREHHS

\
|
i Jlonarkosi rocnirenns

|

| ) Toxkenynnii BOJIMB Ha
PCHPOAVKTHEHY (hYHKLIIO Ta
BHYTPHIHBOYTPOOH M

| possiTOK:

|

! - - - ——
| Bis na hepruaniicTs i
I paniiiii eniOplodaibimi

| PO3BHTOK

Hemac

| EvapioTokcuunicTn

85 ===




Hepernad 3 anaiilicokoi Ha VEpainceky Mogy
3

[ e —

ITpenaranbia ta nocrtnaransia [— ) i
1

|
‘ TOKCHYHICTh
| Jlocainaenns, B skux npena-
par BBOAHBCS HOTOMCTBY
(HeCTATEROAPIIMM TBAPHHAM ) ‘
ra/a00 olIHIOBANACH BI/U1ATICHA | ‘
| |

st
| 0) Miciea HepeHOCHMICTD HemMace
|
7y JlonaTkoBl OCHiIKCHHS Hemae

TOKCHUHOCTI:

Anrirennicrs (npoaykysanns/ | -
| BHpOOIICH NS AT

[svnorokeinicTs -

Jlocatukenns mexanismis ait - | - |

Jikapenka sanemHicTh -

Toxkcnunicrs MmetadboniTir -

TokcnuticTs ToMinIok -

[ ie =

- 5. Buenosku no joxainiuno- | Pesonarus /Rhesonativ/ - ue 6110K A10MHK, aHTH-pe3ycinii (anti-D)
MY JoeiEReHING imynorsio6ysin G (1gG), orpumannii i3 n1asmu Kposi Jio/niu Ta |
icHyC Ha MizKHAPOJHOMY prHKY 3 2002 poky. i
Jokniniunuii 1 KNiHIYHWE  PO3BMTOK. A TAKOK  1OrOLKEHHS
peectpaliifHoro  cBijolrea  0asyBaaumcs  Ha  BITUMZHSHUX
' | MDKHAPOJAHMX — cTaHjapTax, a Takok Ha Ceponeiicbkomy
; periaMeHTi KepiBHUIITRA ICH S6
(RTYEMA/CHMP/ICH/731268/1998 (ICH/Mixcnapona
Kon@epenuis no rapmonizauii, EMA/Ceponeiichke arcnterso 3
oiinkn nikapebkux 3acobis. CHMP/Komiter no  nikapebKun
nperaparam U MEJIMUHOrO  3acrocysannus).  Pelonatus
noxkazanuii - g npoQiIakTUKK  pe3yc-HeraTuRHOT  iMyHizanii
(Rh(DD)) y ocib i3 pesyc-nozutuBhumMu epurpoitamu (Kposi) ta
YCHIIIHO BUKOPUCTOBYCTLCS B MEJIMUHIN npakTHil nporsrom |8
pokis. Tlpenapar BBOAATL TiNbKH i HEOBXIAHOCTI, B jiviKe Maiii
kiabkoeri.  Tomy.  crawpaprii dapmakonunamiuni - Ta
TOKCHKOJIOPTYHT  JIOCIHJUKCHHSA. [0 3a3BHYail  HIPOBOJIATLCH 3
HOBHMM PCUYOBMHAMM YV IIHPOKO 3aCTOCOBYBAHMN BIJIIB TBAPHIL.
He  npopoawiMes 3 M npenaparoM.  Tokcukosorivme
JIOCHIJUKEHHS  1e NpoBoaniocs uepes nepesantaxenis lgG
JOCHJGKENHAX 13 O/JIHOKPATHUM  BBEIACHHSAM  Ta  HJLYKILIO
irepdepylounx anTiTine 1o GUIKY MO B JOCHKeHHAX i3
0araToKpaTHUM BBCJACHIAM | JIOCHIDKEHIAX TOKCHUHOPO BIUIHBY |
Ha PEHpOYKTHBIY (PYHKIIIO Ta BHYTPIIHLOYTPOGHHI PO3ZBHTOK. |
Hiskux  kAiniuumx  Janux i Jokasis - oo OV/b-AKoro \
oHkorentoro ado myrarchunoro sy lgG nemac, }1('),*lu'rﬁoiniﬂ\,

) AR R S | S 2




leperaao 3 aneniicskoi na VRPUTICHRY MOG

PCHOBHHM, 1110 3aCTOCOBYIOTHCA, WIHPOKO BHKOPUCTOBYIOTHLCS B
niKapebkuX  opmax.  BpaxoBylounm  HEBEAMKY  KiAbKICTh
JOJATKOBHX  PEHOBHH Yy KiHNeBil mikapchkiii  opmi. Hiskoi
TOKCHMYHOCTI He OUiKYETLCA nicJs nepedauyBanoro
3ACTOCYBAHHS B TCPAlEBTHUHMN WX nipenapaty  PesonaTus.
Texnonoriuni OMILKN, 1110 BUKOPHCTOBYIOTLCS UTS iHAKTHBAIUT
BIpYCiB Y 0GONONUI, BHAAISIOTLCS. FONOBHUM THHOM. (IIAXOM
MacIsiHOro CKeTparyBatHs ta Xxpomarorpadicto va KM-cedaposi.
Monaganucs nuine jochikenns 100 TEXHONOMUHOT JOMILIKH
Tpu-n-Oyrtun-gochar  (TNBP)  (uactioro B komGinamii 3
Tpuronom X-100) ans norojukenis peectpauiiinoro csijlonrsa.
Ll nocaimkenna nepeniveni 8 Moayni 4 ta aeraisio onucani i

- Monyaax 2.4 0 2.6 sarannHoi texniunoi pokymenranii (CTD) |

(3araibHOT TEXHIMHOT AOKYMENTAILl B CACKTPOHHOMY BHISL,
eCTLYY,

besncune sukopuetais npenapaty Pesonatur 5yno HajeKHNM
HHHONM JIOBEACHC BHUCPITHHMHU KATHIMHUMM @HUMH. OTPHMAHNMH
3 KITHIYHAX JJOCIKCHb, | KITHIYHOrO BHKOPUCTAS: Ipenapar ¢
CPCKTUBHUM, rapHO NMEPEHOCHTHLES Ta € Be3neU M.

Jassiitk (BaacHuk peccrpa-
il Horo cBilouTRa)

| Hp. Cinbsio Byuixo /Dr. Silvio Wuschko/
Exenepr i3 jokniniunnx nocniuxens/Crapumii Jlupextop i3

- S = e p— S—

/mionucano’ ) 7
Mianne i nata 15.04.2021

19
4

(hapmakosiorii Ta Tokcnkonorii




Clinical Trial Report

;1. Name of medicinal product (Marketing
Authorisation number, if any)

Rhesonativ 750U

2. Applicant

Oberlaaerstrasse 235 1100 Vienna
Austria

Octapharma Pharmazeutika Produktionsges.m.b.H.

3. Marmfacturer

Octapharma AB
Lars Forssells gata 23, 112 75 Stockholm
Sweden

Octapharma Dessau GmbH

06847, Germany
(visual inspection, labelling, secondary packing)

(in bulk, primary packing, quality control, batch release)

Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen Anhalt,

‘id‘ Conducted studies:

H yes no if no, provide rationale

i{l)'ty'{)’;éf medicinal product for which
p

registration was conducted or planned to be

‘conducted
!

Solution for injection, 750 IU/ml human anti-D
immunaoglobulin in 2 ml (300 pg)

5. Full title of the clinical trial, code number of

‘the clinical trial

Standard Dose of immunoglobulin Anti-D after

Erythrocytes to Rh(D}-negative Individuals

Code number: Study 8

6 (nmLa} Iﬂ&l phase

Not applicable

7 Ci.mcai trtal time framp

from [not reported] through 1972

IV. Prevention of Anti-Rh(D) Antibody Formation with

Transfusion of Larger Quantities of Rh(D)-positive Foetal

§8 Countﬂes where the clinical trial was
conducted

I SRS

9. Number of subjects
J

Sweden

Rh- negatwe volunteers

N=21

clinical trial

11, Clin wi rrml ffo», gf

10 Pmmary and Jecondary objectives of the

Pharmacology and Efficacy.

Key mclus-on crrteria

INot applicable.

Non randomlsed and n nomn- contro!!ed rtuc}y, op en Iabel%ed '

f

E
-

pdininistration, strength

i

13. Investigational medicinal product, method of

Anti-D Gammaglobulin
KABI
260 pg i.m.

single dose

M ‘ompamtol dose, method cfadmnmstratlcn

Not applicable.




strength

15. Concomitant therapy

Not applicable.

16. Efficacy endpoints

Frequency of Rh»antibic;dié;at follow-up

17, Safety endpoints

Not applicable.

187. Siatistica! methods

Not applicable.

19. Demographic data of the study population
(sex, age, race, etc.)

M=15
F=6

20. Efficacy outcomes

Rh—prophylaxis is achieved with 10 pg of anti-D
immunoglobulin per mL of foetal blood.

521 Safety outcomes
i

Not applicable.

ilz':z'ié—o_n_c_iusion (findings)
|

A dose of 260 micrograms anti-D prevents serologically
detectable Rh-immunization in at least 958 Rh-negative
mothe{s out of a thousand.

il

|
Applicant (Marketing
Authorization Holder)

"l“ A;R, M

(signature) M
___OctapharmtaPharmazeutika Produktionsges.m.b.H
[full name)



|
8

|
|

|

Lepexiad 3 aneniticsROT ia VPAiiesRY Mogy
1
3BIT 110 KAIHIMHOMY BHIPOGYBANINIO
l. Hassa nikapcekoro npenapary | Pesonartus /Rhesonativ 750 1U
(Homep pecctpauiifinoro cpigonT-
| Ba, AKLLO €)
2. 3asBHuK Oxradapma Papmauesrtuka [popykrioncree m.6. X,
Octapharma Pharmazeutika Produktionsges.m.b.H.
O6epnaacp LLtpacee 235, 1100 Binens, Ascrpis
Oberlaaerstrasse 235, 1100 Vienna, Austria
3. Bupodunk Bupoonux, sionogioaieHuil 3a GUPOGHUYMEO 3a ROGHUM YUKIOM, 3d
GURIOUENHHAM SINOPUNHOY YRAKOGKH
Oxraghapya Ab/Octapharma AB
Jlape ®opecennce rara 23, Crokronsm. 11275, Hseis/
Lars Forssells gata 23, Stockholm, 11275, Sweden
Bupotuurk, sionogioaisnidl sa emopunne nakyeanis
Oxragdapma Jleccay 'moX/
Octapharma Dessau GmbH
Orro-Peiitep-lliTpacce 3, [leccay-Poccnay, Cakconis-AnxabT,
06847, Himeuunna/
Otto-Reuter-Strasse 3, Desssau-Rosslau,  Sachsen-Anhalt. 06847,
Germany
’ R e | g W el . e B " K
4. 1lposeseni nocaiprenns: B TaK HI  AKILO HI, Hajary o0rpyHTYBaHHs
=il TR R R R S R e S |
L) run pikapewkoro npenapary, | Posuun juis in’ekuiii, 750 MO/mMn anTH-pesycHoro (anti-D) i
no AKOMY OpoBoOAHAACH | imyHornoOyainy moanuu B 2 mu (300 Mxr)
peccrpaigs  ado  naaHyranocs |
| HpoBeeHHS |
|
5. llosna wnassa  kniwiunoro | IV. [IlonepewkenHs  yTsopenns —antu-pesycroro(D)  anTurina
BUIPOOYBAHHA,  HOMCP  KOLY | CTAHIAPTHOIO  JI030I0  aHTH-PE3YCHOTO  IMYHOFIOOVAINY  micas
KJAHTYHOro BHNpoOyBas Tpancdysii Bennkoi Kinbkocti pesyc(D)-N03MTHBHUX epPHTPOLHTIB
maoay pesyc(D)-neratuinmnn ocodam
Homep kony: Jocnipncenns 8
0. aza kninivHoro sunpodysan- | Hemae nanux/aani giacyri.
| Hs
7. Hepiog nposesienns kiinivno- | 3 [ne nosigomaserses| no < 1972
ro BHIIPOOYBAHHS |

8. Kpaiun., B sKuX nposoannocs

KIinivne BUnpodysanms

9. Kinnkicts ¢y exTin

[lIgeria 7 1

Pesye-neratusii 106poBosibLL;



Tepernad 3 anuiticokol a YRpainesy Mogy
2

0. Tlepsunna ta Broputna uii
KAIHIUHOoro BuIpodysanms

bapmakonoris Ta epeKTHBHICTD.

1. ['nan kainiuHoro

1

o=

1

1
BHIIPOOYBaHSI

Hepaniomizosarie, HEKOHTPOILOBANE, BIAKPHTE AOCHIAZKEHHS

Hemae nannx/nani sigcyri.

13. JlocaipkyBannii nikapebkuii
npenapar,  cnocid  BBEJCHIIA.
JLO3YBaHHs

\

T s ——
4 Tpenapart nopisusuns, 1034,

| CHOCIO BBC/CHHS, KOHILEHTpaLLis]

AnTu-pesychnii ramariodynin
KABI

260 MKr BHYTPilIHBOM 3080 !
OJHOKpaTHA 1034

| Hemac pannx/nani sijcyrui.

I5. Cynyrus tepariis
6. Kinuesi Touky eekTHRHOCTI

{17, Kinesi Toukn 6esnekn

.

Hemae nanux/aani Bigcyrni.

Yacrora pCB)’C-aHTI-iTiJl [pH MoAallbLLIOMY J'IiKH]JCbKOM}’ Harasi

G 1

Hemac aanux/nani BiacyTHi.

18. Cratucruuni metoan

Hemac nannx/naui gigcyrii.

19, Jlemorpadiuni gani gocain-
aKyBanol nonynsiit (crark, BiK,
paca. inme)

You. = 15

A, =6

20. Hoxkasunku erekTnsiocTi

21, okasnukn 6esnexu

22, Bucnosok (otpumani pesynb- | Jloza 260 Mikporpam aHTH-pe3ycHOro raMaryio0ysiny nonepemkyc

| TaTH)

Sasisiuk (Bracunk peecrpaitiii-
HOIO CBIJIOITRA)

Hemac jnannx/aani giacyTtHi. ;

10

anTH-pe3ycHoro |

Pesyc-npodinaktika  gocsraeThes
imytornodyainy na | mJI kposi nnojy.

MK

CEpPOJIOriyHO BHABNIEHY pe3yc-iMyHizaiiio y npunaiivui 998 pesve-
HEraTHBHUX MaTepiB i3 THCSUI.

/nionucano/
_(_IE,'],HIIC)

__ Octapharma Pharmazeutika Produktionsges.m.b.H.
(nosua nassa)

20 ksiTns 2021 poky

~Ilapumkos JI.1.



Chinical Trial Report

1. Name df;;nedicinaf product (Marketing
Authorisation number, if any)

Rhesonativ 750U

52. Applicant

Octapharma Pharmazeutika Produktionsgesﬁﬁimb.H.
Oberlaaerstrasse 235 1100 Vienna
Austria

3. Manufacturer

{
i
i

|

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

{in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,
06847, Germany

(visual inspection, labelling, secondary packing)

gfl Conducted studies:

W yes no if ne, provide rationale

1) type of medicinal product for which
registration was conducted or planned to be
cconducted

Solution for injection, 750 1U/ml human anti-D
immunoglobulin in 2 ml (300 ug)

. ) o
5. Full title of the clinical trial, code number of
the clinical trial

Red cell alloimmunization during pregnancy

Code number: Study 6

6. Clinical trial phase

Not applicable

/7. Clinical trial time frame

&. Countries where the clinical trial was

from 1996 to 1997

Sweden
lconducted
9. Number of subjects N=475

t
}_
0. Primary and secondary objectives of the
iclinical trial

Efficacy, Safety

I_... - e i i
!Jl. Clinical trial design

Non-randomised and non-controlled study, open labelled ‘

{12. Key inclusion criteria

13. Investigational medicinal product, method of
[administration, strength

i ST T
|

§

|

PPP Rh-negative woman, given birth to Rh-positive child %
SRS l

Rhesonativ I
250 pugi.m.

single dose

el

14. Comparator, dose, method of administration,

Istrength
!

%
i
g
Not applicable. |

{15. Concomitant therapy

Not applicable.

516. Efficacy endpoints

Frequency of Rh-antibodies at follow-up

117. Safety endpoints
L

Not applicable.




—

{18. Statistical methods

Not applicable,

19;bem0graphic data of the study population
{sex, age, race, etc.)

A total of 475 pregnant women were treated with
Rhesonativ.

i20. Efficacy outcomes

Rh-antihodies at follow-up :

0

:J"Lm S'é"fety outcomes

I
[22. Conclusion (findings)

None adverse events reported.

The authors reported the successful postpartum

prophylaxis in 475 women treated with the new $/D
treated formulation of Rhesonativ. No failures of
prevention of Rh immunisation were tested in subsequent
pregnancy.

Applicant (Marketing
Authorization Holder)

10 dprp001-
Nt

(signature) ]
.__Octapharrlw/gharmazeutika Produktionsges.m.b.H
(full name)




Heperiao 3 aneititicoroi na VRPAHCoKY 106y
1
3BIT N0 KAHIYHOMY BHIIPOOYBANHIO

} . Hazsa J“HdI)LIﬂ\DIO npcnap’lr\' [ Pesonarus /Rhesonativ 750 1U
| (Homep pecetpautiiinoro cgigouT-
| Ba, KLU0 €)

! 2. 3asBHilK R Okrtaapma apmaniestika lpogykrioneree m.6.X.
! Octapharma Pharmazeutika Produktionsges.m.b.1.

O6epnaacp LHtpacce 235, 1100 Biaens, Asctpis
Oberlaaerstrasse 235, 1100 Vienna, Austria

3. BupobHuk Bupotmuk, ionosioaibniil 3a GUPOOHULIMGO 30 NOGHUN YUKIOM, 34
BURIOUEHHSNM GMOPUNHOT YIAKOGK U |
| Oxradrapma Ali/()claph'irma AB !
Jape ®opeeesne rata 23, Crokronny, 11275, LW l;uuﬂ/
Lars Forssells gata 23, biockholm 11275, Sweder

Bupoonur, sionosioansnuii sa smopunne nakysanis
Okradapma [leccay 'm6X/
Octapharma Dessau GmbH

Orro-Peiitep-llITpacce 3, Jleceay-Pocenay, Cakconis-AnxanbT,

| 06847, Himeuunna/

' Otto-Reuter-Strasse 3. Desssau-Rosslau, Sachsen-Anhalt. 06847,
~ Germany

| 4. Tlposeneni nocniskenns: WTAKk M SKILO B, HazaTh obrpyHTVRAlL

| e e e |

1) min aikapeskoro npenaparty, | Posunn ans in’ekitii. 750 MO/ma anti- pezycnmo((mn D)

1o ARLIMY ApoOBOANAACH | imyHornodyniny moanuu B 2 mia (300 Mkr)

| pecerpanist ado  nuaHyBasocs

' niposesicis

'S, llosna  wasa  Kaiwiwioro | A lomvmsaum cpmpmmms Hij uac saritnocti I
BHIIPOOYBANIA,  HOMEP  KOAY

| KAHiMHoro BUOpodysas Homep kony: Hocnimpkenns 6

6. basa kniniunoro Bunpoovmu— Hewmae nannx/nani B[}leTHI
st

/. Hepion nposejienns kiainiuno- | 31996 no 1997
Fo BHIPOOYBAHHS

8. Kpainu, B skux nposoaunocs | Lseuis |
Kaiidne siunpoGysaniis |

| 9. Kinnkicr, cy6'exrin N=475 ' S

A e e e L e B o g CF

10. Tlepsunna ta sropunna uini | Edexrusricrs, Oeneka
| KaTikHoro sunpodysaniis

- - s S S

L Hnan kaigivnoro ]1ep‘m noMizoBatie, HCKOHTpOJIbOBaHL BIJIKpHTE NOC KIS
L BHITPOOVBAIS




2. Ocnosni kpuTepii sK0MeHNS

Tlepexnad 3 aneniticbkol na Ypainesky voey
2

PPP Peayc-neraTusna skika, sSka HAPOMIA Pe3yC-NO3HTHRIY AHTHHY

13 JlocaizkyBannii nikapebkuii
npenapar.  crocid  BBeJeHHS,
JIOBVBAHHS

Pezonarus
250 MmKr BHYTPILLIHLOM #3080

OJ/IHOKpATHA 11034

| 14, [penapar nopisusnusa, n03a,
| C110ciO BBE/ICHHS, KOHIIEHTpallis

Hemac nanux/naui Bigcyri.

|

——— e -
| 15, Cynyrua Tepanis
|
\

16. Kintesi Touku eekTHBHOCT

Hesmac nanux/nani siseyrii.

HacTora pe3yc-anTHTisl IPH NOAABIIOMY JKAPChKOMY HarjIsli

Hemae naHux/nani BiJICYTHI.

\ 7. Kinuesi Toukn 6esneku

[ 18. Cratucrnuni metonu

Hemae nanux/nani Bincyrhi.

|

| 19, Jlemorpadiuni nani jocnii-
|>xc_\-'mmo'|' nonynauii (crarth, Bik,
paca. inie)

200 TokasHukn eperTHRHOCT

21, Hokasnukn deznexku

22, Bucnorok (orpusMani pesyiib-
TaTH)

|0

Benoro 475 BaritHux SKiHOK  NPOXOJMAN  JHKYBalis 1PCHapaTom |
Pezonarns.

Pesyc-anTuTina 1npu noJaibiuoMy JiKapehbKOMY Harisli:

[osinomaens npo nobdiuxi edekTh He HaAXOAIO.

ABTOPH TOBLAOMJIAIN 11PO YCNiIHY npoiNakTHKY 1ic/ia 110J0TiB ¥
475 wxinok HoBiM ckaanoM npenapary Pesonatus, 1o npoiiios
conbpenT-aereprenty  obpobry (S/D).  Heyceniwma  (sesnana)
npodinaKTika pesyc-imyHizauii He A0caimKyBanach npu nogaibiinx
BariTHOCTSX.,

Sasisunk (Bnacuuk peecrpaitiii-
HOI'O CBijloTBA)

I PCeJICTABHHK 3asgBHHUKA

| /nionucano/
| (nijume)

20 ksitns 2021 poky

Octapharma Pharmazeutika Produktionsges.m.b. 1.
(nosia nazga)




Clinical Trial Report

1. Name of medicinal product (Marketing
Authorisation number, if any)

Rhesonativ 7501U

;;:"'Applicant

!
i

Octapharma Pharmazeutika Produktionsges.m.h.H.
Oberlaaerstrasse 235 1100 Vienna
Austria

3. Manufacturer

!

|

E

i(visual inspection, labelling, secondary packing)

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH
Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,
06847, Germany

4. Conducted studies:
i

if na, provide rationale

W yes no

.11) type of medicinal product for which
registration was conducted or planned to be
iconducted

Solution for injection, 750 IU/m! human anti-D
immunoglobulin in 2 ml (300 pg)

5. Full title of the clinical trial, code number of
the clinical trial

Anteﬂnatai prophyfaxisrof RH immunization with 250 pg
anti-D immunoglobulin

Code number: Study 7

6. Clinical trial phase

Not applicable

i7. Clinical trial time frame

i

f8. Countries where the clinical trial was
conducted

Sweden

9. Number of subjects

N=830

10. Primary and secondary objectives of the
clinical trial

Efficacy, Safety

1. Clinical trial design

Non-randomised and non-controlled study, open labelled

|
|
1

12. K_éy iﬁclusion criteria

Rh-negative primi- and multigravidae

113 Investigalional medi

cinal product, method of
fadministration, strength

Rhesonativ
250 pg i.m,

2 single doses

14. Comparator, dose, method of administration,
istrength

N OE a.;-)- pTi—c.é bl g

5. Concomitant therapy

Not applicable.

|
.
|

i16‘ Efficacy endpoints




17. Safety endpoints

Not applicable.

18 Statistical methods

Notmapplicable.

.‘19.bemographic data of the study population
{sex, age, race, etc.)

20. Efficacy outcomes

i

Rh-antibodies at folow-up :

2 out of 529 (0.4%)

L

EZ 1. Safety outcomes

None adverse events reported.

22. Conclusion (findings)

1

|
i
|
[
|
L

Of the 529 Rh~negative women, 39 gave birth to an Rh—
positive infant subsequently. These women received
Rhesonativ again just after delivery. No anti—-D was
demonstrated in samples taken before the antenatal dose
or at the follow-up 8 months after delivery. The antenatal
prophylaxis with Rhesanativ given 6 to 8 weeks before the
expected date of delivery did not protect all women, since
ahout 0.2% of thern had anti—D antibodies at the time of
the antenatal injection.

Applicant (M_arketing
Authorization Holder)

200 e, 2021

i(signature)

=

...Octapharma Ph fmazeutika Produktionsges.m.b.H_
{full name)




-

4. Hposeaesi jocnijukenns:

g

| 1O BHIIPOOYBatHs]

| 8. Kpainu, 8 SKHX NPOBOAHAOCS

Heperiad 3 anziiticokor Ha VRpAmesky Mogy

3BIT 110 KJAINIYHOMY BHITPOOYBAHITIO

I. Hassa nikapcsKoro npenapary
(HoMep peceTpaiiiinoro esijonT-
Bil. AKILO €)

Pesonatus /Rhcsonativ 750 1 U

~

2. 3agaBHHK

| Oberlaaerstrasse 235,

Oxraapma dapmatiesruka [ Ipoykrioncree m.6.X.
Octapharma Pharmazeutika Produktionsges.m.b.H.
Otepaaacp I rpacce 235, 1100 Bigens, Actpis

=y
1100 Vienna, Austria

3. Bupobuuk

) tun pikapcebkoro npenapary,
Ho AKOMY npoBoannacs
peecTpatliss  ado  nJaHyBasiocs
HPOBCICHHSA

Hosna nasea  kainiunoro
BHIPOOYBALHS,  HOMEpP  KOIY
KINHIMHOTO BHNPOGYBaHHS

6. haza KNHIYHOro BUNPOOYBAN-
13

7. Hepion nposeaeris kKainivno-

Kiiiune BUnpodysamis

Y. KisskicTh vl ekTin

10. Tlepeuuna ta sropunna uini
KATHIUI0ro BUpodyBanis

=— = S |
[T, Hnan knigiunoro [

BUIPOOYBRAHS |

Bupoodnux, gionogidansnuil 3a GUPOGHUMEO 3¢ NOGHUN YUKIOM, 30
GURIIOUEN AN GIOPUHHOL YIAKOGKU

Oxradapma AL/Octapharma AB

Jlape dopecennc rata 23, Crokronsm, 11275, [eeuis/

Lars Forssells gata 23, Stockholm, 11275, Sweden

Bupodnur, cionosioanviui sa smopuitrie nakyeariis
Oxradapma Jleccay I'm6X/

| Octapharma Dessau GmbH

Orro-Peiitep-IIrpacce 3, Jleccay-Poccnay, Cakconisi-AnxaisT.
06847, Himeuunna/
Otto-Reuter-Strasse
Germany

3. Desssau-Rosslau, Sachsen-Anhalt.

B TAK 0 KO Hi, HATH OBIPY Ty BaH11s

Posuun st in"exuiit, 750 MO/Ma antu-pesyctoro (anti-D)
imynorzno0yainy moauiu 8 2 st (300 Mkr)

Jlonosiorosa npoginakThka pesyc-iMyHizanii 250 MK anTi-pe3ycHoro

iMynornooyniny

Honmep kony: Hocaimpkenns 7

Hemace nanux/nani gincyrii.

He nosigomasnocs.

[senis

006847,

Edexrusiicts, 6e3nexa

BIJIKPUTE JIOCHLKCH S

Hepatiomizosaiie, HERONTPOIbOBAHC,

1



Heperiad 3 aneititichrol Ha VRpaincory moey

-y o . P
- 120 Ocnosui kpurepil BrtoueHHst | Pesyc-Heratusii skiuku, Barithi nepuwiii pas, i kiuki., BariTi
E MOBTOPHO
f"'_,_ I T oy Ry i
130 Jloeniukysanuii nikapcoknii | Pesonarus
| - -
upenapar,  cnocié  BBeJCHN,
JLO3YBalHs 250 MKT BHYTPILIHBLOM 3080
2 O/IHOKpATHI 4031 |
| 14 Tpenapar nopisusuns, j03a, | Hemae nanux/nani pincyrui.
| CHIOCIO BBE/ICHTIS, KOHIICHTpallis
. WSS SN —— e _ e e PN
| 15, CynyThs Tepanis Hemae pnanux/nani siacyrui.
I
| 16, Kinnesi toukn edextiBioceti | Yactora pesyc-aHTHTIN 1PH NOAANBHIOMY TKAPCHKOMY HArI]
: I7. Kinuesi Touxn 6eznexn Hesmae nannx/nani sizcyrui,
| s P - A .8 N
[ 18. CrarieTuuni metoam Hewmae nanux/nani igcyrui,
i- . a —_— - — e — — — |
[ 19, Jlemorpadiuni pani pocnin- |
‘}1:_\'nmm'|' nonynsiuil (crars, BIK, '
| paca. iH1e) }
| |
L — —— ; = —— - ——
20, Hoxkasuukn eekTnBHoOCTi Pesye-anTuTina npu noAadbUIOMY JKAPCLKOMY HarJsULi;
b = |
v 213 529 (0,4%)
‘ |
- s 1 p ol b, MOSIIL, S : — = e |
| 210 Hokaznukn desneku Iosinomaens npo noGiuni ehekTi 1S HAAXOHIO. '
22 Bucnosok (otpusmani pesyib- | I3 529 pesyc-neratHBHNX KiHOK, 39 HApOIMAH Pe3VC-MOZHTHBHIX |
| Tarn) nentoBnistT, Bianosiaxo. Ll kivkn 3noBy otpumysami Pesonatug |
Bispazy mnicust nosorie. Hiskux antu-D auturin ne 6y10 BHsBiIeHO B
3pa3sKax, B3SATHX nepes1 J10noJaorosoio 103010 4l NpOTAroM HACTYIHNUX
8 wmicauis nicns nosoris. Jlonosorosa npodinaktiika npenaparom
| Pesonarus, sikiii BBOANIMIN 3a 6-8 THIKINB /10 OHIKYBAHOT JaTH MOJIOTIB,
i e 3ANHCTHIIA BCIX KIHOK, ocKibkH npudansuo 0.2% 3 nux manu
! auTH-D anruTina nin vac gononorosoi i’ ekuii.
| 3assuuk (Bracuuk peectpaitiii-
! HOIO CBIJIOITRA) /nidnucaino/ 20 ksitng 2021 poky R
! (mijrc) _ S N N
; Octapharma Pharmazeutika Produktionsges.m.b.H. o ;
! (1oBHa Ha3Ba)




Clinical Trial Report

51. Name of medicinal product (Marketing
Authorisation number, if any)

Rhesonativ 7501U

2. Applicant

Octapharma Pharmazeutika Produktionsges.m.b H.
Oberlaaerstrasse 235 1100 Vienna
Austria

3. Manufacturer

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

[Otto-Reuter-Strasse 3, Oessau-Rosslau, Sachsen-Anhalt,
06847, Germany

(visual inspection, labeliing, secondary packing)

4. Conductéd sti“Jdies:

u YEes no if no, provide rationale

!;{*ypeof medicinal product for which
registration was conducted or planned to be

conducted

Solution for injection, 750 U/ml human anti-D
fimmunoglobulin in 2 mi (200 pg)

r

I
15,

Full title of the clinical trial, code number of [Prevention of Rh Immunization in Finland

ithe clinical trial

A national study, 1969 - 1977

Code number: Study 2

\'
'{{5. Ciinical trial phase
S

Not applicable

7. Clinical trial time frame

8. Counrtries where the clinical trial was

conducted

9. Number of subjects

from 1969 to 1977 ;

Finland

N=2,117

|
i
|
|
i

clinical trial

L0. Primary and secondary objectives of the

Efficacy, Safety

é =aa e
i

{11, Clinical trial design

112‘ Key inr.iusfd?l criteria

|13. Investigational medicinal product, method of
administration, strength

|

14, Comparator, dose, method of administration,

islre ngth

Non-randomised and non-controlled study, open labelled

PPP Rh-negative woman, given birth to Rh-positive child

Anti-D Gammaglobulin
KABI
250 pg im.

single dose

Not applicabie.

[15. Concomitant therapy

Not applicable.




s
i16. £fficacy endpoints

Frequency of Rh-antibodies at follow-up

17. Safety endpoints

Not applicable.

18, Statistical methods

Not applicable.

19 Demographic data of the study population
(sex, age, race, etc.)

A total ofﬁle,?}T)_MRh-—negalive women were treated with
250 ug anti-D I1gG after delivery. Rhesonativ was given to
2117 Rh—negative primi- and multigravidae.

20, Efficacy outcomes

Rh-antibodies at follow-up :

3 out of 2,116 {0.1%)}

1‘21. Safety outcomes

None adverse events reported.

lzzh(_foncla;on {findings)

In 3 women {0.14%) Rh-antibodies were detected 4 to 6
months after delivery. Of 723 women who delivered a
subsequent Rh—positive infant, 5 (0.7%} had Rh~
antibodies at the end of next pregnancy or at the next
delivery.

ipp?écant (Marketing
Authorization Holder)

{signature)
__Octapharma Pharmazeutika Produktionsges.m.b.H___

{full name)




4. llposesneni nocnijkenns:

7. lepion nposeaenns Kainiuno-

il

|
;r ,

Tlepexnad 3 anzniticvkoi na ypainesKy voe

3BiT O KAIHIYHOMY BHIIPOGYBaHIIO

. Hassa JKapebKOro npcnapaTv
{Hmmp pecerpaitiiinoro ¢sijonT-
B, SAKLLO €)

Pesonartus /Rhesonativ 750 1U

2

SasBHUK

OKT&ld)apI\aa Mapmanesruka [poaykrioncree m.6.X.

Octapharma Pharmazeutika Produktionsges.m.b.H.

OGepunaacp [lrpacce 235, 1100 Bigens, Ascrpis
Oberlaaerstrasse 235, 1100 Vienna, Austria

3. Bupodunk

I} run sikapebkoro npenapary,
1o AKOMY [POBOANIACS
peccrpaitis I1aHyBanocs
1poBeietins

—~

aoo

5. llosna wnaszBa  KJiHivHOrO
BHIIPOOYBAHA,  HOMEpP KOy

KiiHiuioro sunpodysanis

0. ‘lhl 3d I\‘Illli'-lIIOH) IiIIII])UU\HaH-
H3l

ro BHNpoOyBaHH

| Hemac panux/pani giacyrni.

Bupoomix, gionosioansnui sa (mpoonmgnmo 34 NOGHUM um\ 10, 3
BURNIOUEHHSIM GIMOPUHHOT YAUKOGKI

Oxraapma Ab/Octapharma AB

Jlape ®opcecesuic rata 23, Crokronsm. 11275, [seuis/

Lars Forssells gata 23, Stockholm, 11275, Sweden

Bupodnux, gionogioanrsuuil 3a GIOPUNINE NUKVGAHHS
Oxradapma [eccay 'moX/
Octapharma Dessau GmbH

Orro-Peiitep-llIrpacce 3. Jleccay-Poccenay, Cakconis-AnxassT,
06847, Himeuunna/

Otto-Reuter-Strasse 3, Desssau-Rosslau, Sachsen-Anhalt, 06847,
Germany
®TAK B AKIIO Hi, HaJaTH 0BrpyHTYBai

Posumn juis in’ekuiit, 750 MO/Ma anmi- puyumm (anti- D)
iMyHornoGyniny moaunu 8 2 ma (300 mkr)

[Tpopinakrika pesyc-imynizauii y divnsuii

Hauionanbue pociipxenns, 1969 - 1977

Homep kony: Jlocnipkenns 2

31969 no 1977

8. Kpalhi, B SIKMX NpoBoaHIOCS
KAiHiue BHIpodyBanis

9. Kinn KICTh cve’ u\rm

Dinnanis

N=2117

0. Tlepsuuna ta BropunHa (ini
KAIHIYHOro BHIpoOyBaHHs

Edekrusnicrs, Gesnexa

- aan kainivnoro

v
1



CBipodyBanns
12. OcHoBHi KpuTepiT BKIIOUCHHS

—

Hepernao 3 aneniiicoror na yKpaincesky Mogy
2

PPP Pesyc-neraTusHa )iHka, sKa HapoOHIIa pe3yc-no3uTHRHY AHTHHY

13, JlocaijukyBannii nikapenkuii
npenapar,  cnoci®  BBejeHH,
JIO3VBAHHS

L4l Hpenapar nopisusiting, 103a,
- CHOCIO BBEICHHS, KOHIEHTPaLLis

5

[ 15. Cynyrus Tepani

AHTH-pesychnii raMarno0yiu
KABI
250 MKP BHYTPILLIHBOM ' S30B0

OJIHOKpaTHa 103a

Hewmae janux/pani sigcyThi.

Hemac ganux/aani BIACYTHI.

HacroTa pe3yc-aHTHTIN NpH NOAAJBLIOMY JIIKAPCHKOMY HalJisli

| I

[ 17. Kinuesi Toukn Gesnexu

18, CraTueTHuii MeToaH

Hemac pannx/nani gizcyrhi.

Hemae nannx/nani Biacyri.

f 19. Jlemorpadiuni nani pocij-
| tea -

| scyBanol nonyisilii (ctath. BIK,
paca. inme)

Beboro 40.972 pesyc-neraTuBHUX JKIHOK NpoXoanau nikysatins 250
MK anTtupesycioro imynornodyniny G (IgG) nicas  nonoris.
Pesonarus  srojmnu 2117 peayve-HeraTUBHIM  KiHKAM,  BAriTHHM
nepuii pas i sinkam, BariTHUM 1OBTOPHO.

| 20. Hokasniikn edekTHRHOCTI

Hokasnnkn Gesnexn

. Bucnosok (otpumani pesyib-
| raTu)

Sassunk (Baactuuk peecrpaitiii-
| HOI'O CBIJLOLTBA)

Pesyc-aHTHTINA NPH MOJAILIIOMY JIIKAPCLKOMY Harasi:

33 2,116 (0,1%)

b

[osinomienn 1po noGiuHi cPerTit HE HAAXOANIO.

Y 3 xkinok (0,14%) pesyc-anturina 6yin Bussneni uepes 4-6 micailin
nicas nogorie. Y 723, y sKHX HApPOAWIIMCA B MOAANLIIOMY pe3yc-
nosutuBHi Hemornsta, S5 (0.7%) manu pesyc-aHTHTINA HanpHKiHiL
HACTYNHOT BAriTHOCTI UM NpH HACTYIHIX MOJ0Trax.

|
|
|
|
i
|
|

/mionucano/ 20 kBithg 2021 poky ]
(nignne)

| }PL‘,'l\_"l ABHHK 3a51BHHKAQ

Octapharma Pharmazeutika Produktionsges.m.b.H.
(noBHa Hazpa)




Clinical Trial Report

1. Name of medicinal product (Marketing
Authorisation number, if any)

Rhesonativ 7501U

2. Applicant

Octapharma Pharmazeutika Produktionsges.m.h.H.
Oberlaaerstrasse 235 1100 Vienna
Austria

3. Manufacturer

%

4. Ccncfh-ct-éd studies:

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt
06847, Germany

(visual inspection, labelling, secondary paﬂg_ipg_)__ -

ves  no if no, provide_r;ationale

’

B yes

il) type of“;'nedic%nai product for which
registration was conducted or planned to be
conducted

Solution for injection, 750 IU/ml human anti-D
immunoglobulin in 2 ml (300 pg)

I5. Full title of the clinical trial, code number of
:‘-.he clinical trial

Postnatal Rh-prophylaxis with immunoglobulin Anti-D-
‘A clinical study at Vdxjd Hospital, Sweden, 1968-1977

Code number: Study 5

Not applicable

/. Clinical trial time frame
|

from 1968 to 1577

8. Countries where the clinical trial was

ks &

Sweden
conducted
9. Number of subjects N=608 o
0 E'frij;‘.ury and secohdary objectives of the Eﬁicacy;vgafety S

LU,
clinical trial

511 Clinical trial design

12. Key inclusion criteria

PPP Rh-negative woman, given hirth to Rh-posiﬁve child

13, Investigational medicinal product, method of
administration, strength

i

i

|

Rhe(D) lmmu}i-;e.-.-(ilobulin Human
250 ug i.m.

single dose

ha. Comparator, dose, method of administration,
istrength

Not applicable.

Non-randomised and non-controlled study, open labelled |

|
-

5. Concomitant therapy

Not applicable.

|
[16. Efficacy endpoints

Frequency of Rh-antibodies at follow-up




17 Safety endpoints

Not applicable.

]Tg Statistical methods

Not applicable.

16. Démbé?aphic data of the study population

(sex, age, race, etc.)
|

A total of 662 Rh-negative primigravidac and
multigravidae giving birth to Rh-positive infants entered
the trial, irrespective of the ABO constellation. Thereof 45
women were excluded due to missing or uncertain data
and additional 9 had detectable anti-D antibodies in the
sample taken immediately after delivery but before the
injection of immunoglobulin anti-D-

'20-.”§‘Enf-‘f:‘cacy outcomes

Rh-antibodies at follow-up :

2 out of 608 {0.3%)

[21. Safety outcomes

None adverse events reported.

22. Conclusion (findings)

Of the 608 Rh—negative women, 158 gave subsequent
birth to an Rh—positive infant. Thereof, 103 women
received Rhesonativ about 6 to 8 weeks before expected
date of delivery as well as immediately after delivery of an|
Rh—positive child. No anti-D was demonstrated in bluod
samples taken hefore the antenatal dose or at the follow-
up 8 months afte dehvery

Applicant (Marketing
Authorization Holder)

1 AP\?NL! (L«

(sngnature)
_Octapharma Pham’\z}éutlka Produktionsges.m.b.H___
{full name)
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1) i aikapeskoro npenapary,
(Y]
| peccrpaitis

£}

A4 Hposeeni nocnikenns:

1 leperiad 3 aneniitcorol a YRpaiicsKy Mog

3iT no kainiunomy BunpoGysanmo

I. Hazpa nikapcbkoro npenapary
(1omep peecrpauiiiHoro ¢BijpoiT-

| Ba. AKLLO €)

Pesonarus /Rhesonativ 750 11

2. 3asiBHUK

3. Bupobnnk

SIKOMY
abo

Hposojiiiacs
JIaHYBalocs

CHPOBLJICHHSA

3.

[MTosia  nazma
BHIIPOOYBAlHS.

KJIHIYHOrO
HOMEP  KOJLY

CKATHYI0r0 BUITPOOYBang

0. hasza kainivnoro sunpodyna

f=
1

7. epion nposeaenns kiainiuno-

PO BHIPOOYBAHHS

- 8. Kpaiun, B akux nposoaunocs

| Kainidie sHnpodyBanis

9. Kinbkicts cy6 excrin

10. Tlepsunna ta Bropunua uini
KAiiuioro sunpodysatns

gl e S———
| EdexrunicTs, Gesneka

T O

Oxkraapma dapmalleBTHKa ﬂhonymioncrec MO.X.
Octapharma Pharmazeutika Produktionsges.m.b.H.

Ob6epuaacp IlTpacce
| Oberlaaerstrasse 235,

35, 1100 Bigerib, Asctpis

5
1100 Vienna, Austria

3G ROGH UM LUKITOM, 3d

_B_upr'iﬁumc, mﬁ;n@iduvhrrz:z’rﬂgeupoﬁfmz;mrm
GURHOYCHNUAM 8IMOPUTHOT VRAKOGK
Oxrapapma Ab/Octapharma AB

Jlapc ®opecesuic rara 23, Crokrosnbm. 11275, [sewuis/
Lars Forssells gata 23. Stockholm. 11275. Sweden

|
Bupoouux, sionosioansuuit sa emopunne nakyveanis
Oxradapma Jleccay 'moX/

Octapharma Dessau GmbH

Otro-Peiitep-LlITpacee 3, Jleccay-Pocenay, Cakconisi-Anxansr,
06847, Himeuunna/
Otto-Reuter-Strasse 3,
Germany

Desssau-Rosslau, Sachsen-Anhalt. 06847,

W TAK  HI  AKILO Hi, HAJATH OOrPYHTYRAHHS

e ———

Posumn s in exuiii. 750 MO/Ma anrrn-pesychoro (anti-D)
iMyHoraodyiny soannn 8 2 v (300 mkr)

pesye-npogiiiakTika

AHTH-PE3YCHHM

[Hicnanonorosa
IMYHOPZI0BY T HOM.

Kniniune jocnipkenns s nikapni m. Bakciio, seuis. 1968-1977

Homep kony: Jlocnimkenns S

Hemac panux/nani sijcvrui.

51968 no 1977
|

|

-”Tlrirk.‘lli?- a § ' - o - |

N =608 I~ ' '" Vi

y
1



L1 Tnan kainiunoro
BHIPOOVBAH IS

Heperiao 3 aneaitichkol Ha VRPAainesKy Mogy
2

12, Ocnosni kpurepil BKIIOYCHHS

PPP Pesyc-neratuBHa skiHka, sIka HAPOHJIA PE3YC-MO3HTIBHY AHTHHY

13. Jlochijukysannii nikapebkuii
npenapar,  cnocié  BBeacHHS,
JLOBVBAHHS

Imynornodynin moauti auti-pesyc Rho(D)
250 MKr BHYTPILLHBLOM S30B0

OHOKpaTHa /1034

4. Tlpenapar nopisusiig, 103a.

clocit BBE/ICHHS!, KOHLEHTpallis

Hemae panux/nani siacyrni.

15, Cynyrus Tepanis

16, Kinesi Touky edekTHBHocTi

17, Kinesi ToukH 0e3nexku

IS, Crarueriuni MeTon

19, Jlemorpadiuni nani jochin-

| KyBaHo! nonynsuii (crarh, BiK,

21 Hokasnnkn de3nexu

| paca. iiie)

IHemac nanux/nani BiacyTHi.

HacTota pesyc-aHTHTLN NPH NOJaNBLUIOMY JiKapChbKOMY Hariisi

Hemac aanux/nani siacyrii. 5

Hemac nanux/nani Bijcyri.

Behoro 662 pesyc-tHerarnBHux skinok. BariTHux neplm{ii pri';. | JKIHOK,
BArITHUX MOBTOPHO, Kl HAPOJAWIM  PE3YC-TIO3HTHBHIX HEMOBJIAT,
OyJil BKIIOUCHI B JLOCII/BKEHLS, HE3QICIKHO BiL MPYIH KpoBi. 3 HUX
45 winok Oyan BUIIHOYCHT 3 JOCTITKENHS Hepes BIACYTHI Uil HETOUH]
| ani ra poparkoso 9 kinok manan suasaeni antu-D anrurina B |
3pazkax. B3ATHX Bipa3y K nichs roJorig, aje Nepejl BBeACHHIM |
AHTH-PE3YCHOIO IMYHOIIO0VJIIHY.,

20. okaznuky epekTHRHOCTI

| 22, BUCHOBOK (OTpHMAHi pe3yiib-

nepejl JIoNnoaoroBolo 103010 abo npoTaroM HacTyinHix 8§ Micsuis
11§15 NOJIOTiB.
Sagsunk (Bnachik |;c_c;r_|-1_e{|-1iﬁ:_‘%7 . A L il
| HOIO CRIJL0ITBA) Snidnucano/ 20 keitig 2021 poky =
(i) L. T !
[ rmazeutika Produktionsges.m.b.H,
(o

TaTH)

4 == SHERELL =i e

Pesyc-anTnTina npu nojaasmomy nikapchKoMy Harsii:

v 203608 (0,3%)

Hosomaens npo noGiuni eerTn He HAIAXO0ANIIO.

——4

|

![3 608  pesyc-HeraTHMBHUX JKIHOK. 138 Hapoauni =rojom pesyc-
NO3UTHBHUX HEMOBNAT. 3 Hux, 103 winku orpumysaiu PesoHarug
NpHOIINZHO B 6 10 8 TIEKHIB nepe/l 0UiKYBAHOIO JaToIO N00riB, a
TAKOK  BIApa3sy 3K [icjsl HAPOJUKCHHS Pe3yc-NO3UTHBHOT JIMTHHH. |
| Hiskux anti-D anrurin ne 8yno BHSABICHO B 3pazkax KPOBRI. BISITHX

Hpeacrasnng sassimuka

Mukonairnolo

I Hapimkor J1L1



Clinical Trial Report

1. Name of medicinal product (Marketing
Authorisation number, if any)

Rhesonativ 75010

2. Applicant

i
|

Octapharma Pharmazeutika Produktionsges.rri.b.H.
Oberlaaerstrasse 235 1100 Vienna
Austria

13. Manufacturer

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,
06847, Germany

{visual inspection, labelling, secondary packing)

[4 Conducted sfudies:

B yes no if no, provide rationale

il) type of medicinal product for which
registration was canducted or planned to be

Solution for injection, 750 1U/ml human anti-D
immunoglobulin in 2 m! (300 pg)

iconducted

5. Full title of the clinical trial, code number of
}the clinical trial
!
|

Prevention of Fih-haemolytic disease: intrarnus'cum;ar
injection of immunoglobulin anti-D; 250 pg of Anti-D

Code number: Study 4

6. Clinical trial phase

Not applicable o

(7. Clinical trial time frame
|
i

from 1968 to 1971

‘csnducted

9.
|

38. Countries where the clinical trial was italy
Number of subjects N=665
10. Primary and secondary objectives of the Efficz;cy, Safety |

clinical trial

i

|

11. Clinical trial design

[Non-randomised and non-controlled study, open labelled

\12. Key inclusion criteria

PPP Rh-negative woman, given birth to Rh-positive child

13. Investigational medicinal product, method of
administration, strength

Rhesonativ
250 ugi.m.

single dose

""l 4. Comparator, dose, method of administration,
[strength

Not applicable.

|
|
|

15. Concomitant therapy

Not applicahle.

; s
}lb. Efticacy endpoints

Frte}ency of Rh-antibodies at foIEow—u;




1?§afety enwdpoints

Not applicable.

18 'Statistica;lmr;re thods

Not applicable.

19._Demographic data of the study population
(sex, age, race, etc.)

Rhesonativ was given to 665 Rh—negative women who
delivered Rh—positive ABO—-compatible or ABO—
incompatible infants.

20. Efficacy outcomes

Rh-antibodies at follow-up :

1 out of 665 (0.2%)

| =

21. Safety outcomes

None adverse events reported

2? Conclusion (findings)

|
i

ichildren. Thirty-four women had a subsequent pregnancy.

Only 1 woman had detectable Rh—antibodies 6 months
after delivery, i.e. an Rh—immunization frequency of
0.15%. One Rh—immunization (0.2%) occurred in 520
women who delivered Rh—positive ABO compatible

Thirty-two delivered Rh—paositive children. Rh—antibodies
were not detected at delivery in any of these cases.

>A?inicant (Marketing
Authorization Holder)

*

g
10 Aen/ant
7

T

(signature) .~
___Octapharma Pharmazeutika Produktionsges.m.b.H___
(full name)



Heperiad 3 aneniticbkol Ha YRpaincoky Moy

3BiT 1o KAHivHOMY BHUNPOOYBAHINIO

|[ I. Hassa nikapcbkoro npenapary
| (HoMep peccrpaliiinore ceijionT-
Ba, SAKILO €)

| 2. 3asBHUK

|
|
;

Pesonatus /Rhesonativ 750 11

Oxradapma Dapmanenrtika [poaykrioncree m.6.X.
Octapharma Pharmazeutika Produktionsges.m.b.H.

O6epnaaep Llpacee 235, 1100 BineHs, Agctpis
Oberlaaerstrasse 235, 1100 Vienna, Austria

3. BupoOuuxk

| 4. [lposeacHi nociipKeH s

1) Tun slikapcbKoro npenapary,

|
I
|
|
|
|
|
|

1o AKOMY NnpoBOAKIacs
pecerpatis  abo  njanysanocs
HPOBEICHHSI

| 5. llosHa wasBa  KJHIYHOTO

| BlIpOOYBanig,  Homep
KITHIYHOIO BHIPODYBaHH S

KOy

0. (Daza KAIHIMHOro BHIPOOYBaH-
Hs

| 7. llepioa nposeaetiiis KiiHivuno-
| O BHIpOOYBatiHs

8. Kpainu, B SIKUX NPOBOAHIOCH
KIHHide BHIPOOYBaHHs

f
[

9. Kinskiers cvbekTin

0. Tlepsunba ra Bropiima uisi
KNG0T BHIPOOY AL

| L Tlan kiinivnoro

| IHepanjomizosaiie. HEKOHTPOJILOBALIC, BIAKPHTE OCII/IKCHIIS

Bupodnur, gionogioansruil 3a GUpoanuumen 3a nosun ukionM, 3d
GUKINQUEHHSIM BINOPUITOT VIAKOGK

Oxradapma Ab/Octapharma AB

Jlape ®opcecennc rara 23, Crokroasm, 11275, [seuis/

Lars Forssells gata 23, Stockholm, 11275, Sweden

Bupodnux, gionosioansuuit sa emopirine nakyeanis
Oxragapya Jeccay I'mOX/
Octapharma Dessau GmbH

Orro-Peiirep-llITpacce 3, Ileccay-Pocenay, Cakconis-AnxainT,
06847, Himeuunna/

Otto-Reuter-Strasse 3. Desssau-Rosslau,  Sachsen-Anhalt, 06847,
Germany
w TaK Hi  AKULO Hi, HAgaTH 00rpyHTYBaHHA

Posunn s v’ exuiit, 750 MO/Ma antu-pesyctoro (anti-D)
iMmyHornodyainy moannu 8 2 mi (300 mkr)

\

[poisakTika pesyc-reMoniTHIHOT XBOPOOH: BHYTPIILINLOM S30B€
BBC/ICIIHS aHTH-PE3YCHOI0 IMYHOrIoOyiny: 250 MKF aHTH-Pe3yCcHOro
npernapary

| Homep koay: Jlocnisrenis 4

Hemae nanns/naui sigcyrui.

31968 1o 1971

|

ITanis

| Edextnsnicrs, 6esnexa

[
1

S —

ik



Heperiad 3 aneniticokol 1a YKpAincoKy Mosy

[ BHIPOOYBaHH 3

|

2. OcnoBHi KpHTEpiT BKINOUEHHS

i

‘ |

%9 Hocn arvsenial fixaueroit
| gL\’k.||,lfl\1‘v|5cl|l|||| JKAPCHKHH
| penapar,  crnocio  BBEJCHHS,

I JAOBNVBAHH A

PPP Pesyc-nerarnsua skinka, sika HapoJinia pe3yc-mosHTiEnyY ANTHHY

Pesonarns
250 MKr BHYTPILIHBOM 513080

O/IHOKpAaTHa /1034

L e .
[4 Tlpenapart nopisusins., jo3a.
| CIIOCIO BBEICHH S, KOHUEHTpallis

{15, Cynyrus Tepanis

2

Hemae nannx/nani sigcyrni.

Hemae nanux/naui BiacyTHi.

JCKTHBHOCTI

i

1T Kinesi touskn 0eztiekn

HacToTa pe3yc-aHTUTIN [IPH NOAANLIIOMY JIKAPCHKOMY Hars1]

Hewmac ranux/naui Bincythi.

)

L8, Crarnetnyui MmeToau
|

|
b

Henmac aannx/nani BiacyTi,

19, Jlemorpadiuni nani gocnin-
L ARYBAHOT nonyasitii (crarth, BiK,

| paca. ine)

Pesonatus seojnan 665 pesyc-HeratnBHHM JKIHKAM, K HAPOLILII

PE3YC-HOZUTHBIUN CYMICHUX 34 [PVIOI0 KPOBI 4l HECYMICHHX 734

3C

| TPVHOIO KPORT HEMOBJIAT.

200 Hokasumugn eekTHBiocTi

21, HorasHukn desnexn

Pesyc-anTutina npu noganbiiomy JiKapebkoMyY Harisli:

v 1 i3 665 (0.2%)

[TogiomMAetib PO MOGIUHT ChEeKTH HE HAIXOHII0.

|
|
|
4
|

| 22, BHCHOBOK (OTpUMaHi pe3yib-
Tari)

[ Bagsnnk (Baacuuk peccrpaitiii-
I noro ciiowrsa)

Jwme y 1 winkn Oynu BusiBnexi pé‘;yc-auTMTi;m uepes 6 micsiin
nicas nosorie, To0TO uacrtoTta pesyc-imyHizauil cranosnna 0,15%.
Onna pezyc-imynizantig (0.2%) Bunukaa y 520 KiHOK. ski HApOAHIN
Pe3yc-NO3NTUBHIX CYMICHHUX 3a rpymolo Kpoei jireii. Tpuausrsb
HOTHPH SKIHKH Madi nosTOopHyY  saritdicts, Tpuausts aBi KiHKH
HAPO/LIIH Pe3YC-MTOZUTHBHUX AiTell. Y KOAHOMY 3 LHX BHNAAKIB He
OYJ10 BUSBICHO PE3YC-aHTUTI NPH NOJI0rax.

‘nionucano/
(i)

20 kiTha 2021 poky

~ Octapharma Pharmazeutika Produktionsges.m.b.H. )
(nosHa HasBa)

2




Clinical Trial Report

.1. Name of medicinal product {Marketing
Authorisation number, if any)

Rhesonativ 7501U

2. Applicant Octapharma Pharmazeutika Produktionsges.m.b.H.
Oberlaaerstrasse 235 1100 Vienna

? Austria

D

3. Manufacturer

|

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,
IUGEM?, Germany

(visual inspection, labelling, secondary packing)

‘4—Cf;nduc?éd studies:

W yes no if ne, provide rationale

il} tryrpemof medicinal product for which

registration was conducted or planned to be
conducted

Solution for injection, 750 IU/ml human anti-D
immunoglobulin in 2 ml (300 pg)

5. Fuli title of the clinical trial, code number of
‘the clinical trial

Postpartum Prophylaxis with 250 ug of Anti-D

Code number: Study 3

b. Clinical trial phase

Not applicable

i/. Clinical trial time frame

from 1968 to 1972

8. Countries where the clinical trial was
icunducted

Sweden

9. N L-J-r}l—ber of subjects

N=917 (1,579)

10. Primary and secondary objectives of the
clinical trial

Eff:tlcgcy, Safety

11. Clinical trial design

Non-randomised and no;{;controlled study, open labelled

12. Key inclusion criteria

PPP Rh-negative woman,—g.iven hirth to Rh-positive child

administration, strength

3. Investigational medicinal product, method of

Rhesonativ
250 pg i.m.

single dose

14. Comparator, dose, method of administration,

strength

Not app'l-iﬂcablef

[15. Concomitant therapy

Not applicable.

16. Efficacy endpoints

Frequency of Rh-antibodies at follow-up

17. Safety endpoints

Not applicable.




18. Statistical methods

Not applicable.

19. Demographic data of the study population
(sex, age, race, etc.)

1579 Rh—negative brimi- and multigravidae who had given
birth to Rh—positive infants were investigated.

E)ﬁ&ﬁicacy outcomes

Rh-antibodies at foliow-l-JE; :

3 out of 904 (0.3%)

21. Safety outcomes

None adverse events reported.

[22. Conclusion (findings)

|
|
|

{

in 917 Rh—negative primi- and multigravidae who had
given birth to Rh—positive infants irrespective of the ABO-
constellation, a serological follow-up was performed 6
months after delivery. In 8 women Rh~antibodies were
detected at 6 months follow-up, but of these had already
5 Rh—antibodies at delivery. Consequently, 3 women
{0.3%) had new Rh—antibodies.

{
Applicant (Marketing
Authorization Holder)

20 ;h&l&?f“\\m

:(signature) \/

. Oclapharma Pharmazeutika Produktionsges.m.b.H
(full name)



Ba, SIKULO €)

Hepernao 3 ananiiicoror na ypaincsry 1oy

3iT no KAiniMHOMY BHNPOOYBaNIO
1. Hassa s Jlll\d])Cbl\O]() npenapary | Pesonarus /Rhesonativ 750 [U
HOMEP peecTpattiiinoro cgijonr-
— — —

"15]]3]””\

!
-
|
|
|

Oxrapapma ®apmanerruka [poaykrioncrec m.6.X.
Octapharma Pharmazeutika Produktionsges.m.b.H.

Obepnaacp Ilrpacce 235, 1100 Biaenn, Ascrpis
Oberlaaerstrasse 235, 1100 Vienna, Austria

4. TIporeieni nocaipkenns:

1

I) tun jgikapcekoro rpenapary.

1o SKOMY NpoBOAHIACH
peectpaitis alo  naHysaa0cs
1 Ill)k)lic,‘lcllllﬂ
‘

5. Hosna nassa  kjiniunoro
| IsIIIIpOU\BaHHH HOMEp KOy
| KJIHIMHOrO BHIIPOOYBaHHs

Bupodnurk, eionogioaibnuil 3a supoGHUYMBEO 3a NOGHUM YUKIOM, 3
GUITIOYCHHSIM GIMOPUNNOT YNAKOGKL

Oxradapma AL/Oclapharma AB

Jlapc ®opceenac rara 23, Crokronsm, 11278, Uleeuis/

Lars Forssells gata 23, Stockholm, 11275, Sweden

Bupodnuxk, gionogioansnuil sa mopuine naxyeais.
Okragapma leccay 'm6X/
Octapharma Dessan GmbH

Orro-Peiirep-llrpacce 3, [leccay-Poccnay, Cakconis-AnxanbT,
06847, Himeuunna/ i

Otto-Reuter-Strasse 3. Desssau-Rosslau, Sachsen-Anhalt, 06847,
Germany
W TaK HI AIKLLO Hi. HaJaTi 061 p\ \H\Bd.}lll}{

Posum s i’ exiiit, 750 MO/wa anrm- pesycnmo (anti-D)
iMynornodysiny mojaunu B 2 s (300 Mkr)

4

[Ticasmonorosa npodisarritka 250 mMkr an rupwvunm 0 npumpa Ty

Homep koay: Jlocaiukenns 3

| 6. Daza kaiHivHOro BUITPODYBaH-
| Hs

7. Iepion npuscumm KATHIMHO-
'O BUIIPOOVRaHHS

Hewmae nanunx/nani sincyrni.

31968 o 1972

8. Kpaiun, B sKHX 1pOBOAHIOCSH
| Kalniune sunpodysaniis

t

l_

9. Kinskicrs cvh exTin

HIsenis

N=917(1,579)

[ 10 Ilgplmmm Ta mopnund it

|
KITHIYHOrO BUIIPOOYBaHHS

11, [Inan kainiytoro
BHIPOOYVBAH S

R TL

Edexrnrhicts, Gesneka

l|tPclll'lm1|;03anL HL‘MIII [p(hlbk)l}clllt_‘ Huhpnrc ,II.OL, 1] l/{\LIIIHI

1




| 103VBaHHS

| 15. Cynyrus tepanis

| 7. Kitiesi Toukn 0e3iexkn

18, CTaTucTHYHi METOAH

paca. inme)

21 Tokasnuku 6esnekn

20, Tokazuukn epeKTHBHOCTI

i Tari)

[ Bassnuk (Bnacuuk peccrpaui
HOIO CRIIOITRA)

Heperiad 3 aneiticbkol Ha YKpaiiceKy Mogy
. —— — - 2
(12 Ocnosni kpurepit skaodchns | PPP Pesyc-nerarnsia sinka, sika HapojiHia pesy: ~NO3HUTHBIY AHTHHY
13, JlocaiukyBannii nikapebkuii | Pesonatus
| npenapar,  cnocid  BBEACHHS,
250 MKr BHYTPIILIHBOM ' $130B0
O/IHOKpaTHA 1034
{14, Tlpenapar nopisnanns, no3a. | Hemace nanux/nani BincyTHi.
| cnocio BBe/IeH A, KOHLEHTpPaLLis!
Hemae panux/nani BigcyrHi.
16. Kinesi touxn edexruBriocti | YacrtoTa pesyc-aHTHTIA NPH NOAANBIIOMY JiKAPCLKOMY HarJisi
Hewmae pannx/aauni sincyTHi.
Hemae panux/pani sineyrii.
9. Jlemorpadiuni ani jwenin- | Jlocnikysann 1579 pesyc-HeratusHux skinok, BAriTHUX nepuinii pas,
AKYBAHOT NOMYNSUIT (Crath, BIK, | I KIHOK, BariTHUX NOBTOPHO, $Ki HAPOAHIAM PE3VC-NO3UTHBHUX |
HEMORBISIT, '
Pesyc-aHTHTING NP NOAANLIIOMY JITKAPCHLKOMY HaT/sL:
1
| v 313904 (0.3%)
[Tosisomaens npo nodiuHi edexT He HAAXOANIIO,
| 22, Bucnosok (otpumani pesynb- | Y 917 pesyc-HeraTHBHUX KIHOK, BAriTHUX NEpLinil pas. i KiHOK,
BAriTHUX [OBTOPHO. SKi HAPOAMIN PE3VC-NO3UTHBHIX HEMOBJISIT
HE3AIKIO B FPYII KPOBI, HPORBOAIIIOCS CCPOJIONIYHE JI0CHIIKEHHS
3 NOJAILILMM HArsAoM depes 6 micsuiB nicas nojoris. Y 8 wkinok
pesyc-aHtutina  Oynn  BUSIBACHI  NPOTITOM  6-TH  MICSUHOIO
[0JIAIbLIOTO HALMISLY, a1 3 HHX 5 MaJil pe3yc-aHTHTINA 11PH 10J10rax.
' Bizmosinno, 3 winku (0,3%) Manu HoBi pesyc-anturina,
ii-
| /nionucaino/ 20 ksitis 2021 poky
(nianuc) - S -
B Octapharma Pharmazeutika Produktionsges.m.b.H.
(nmoHa Hazga)
— —_— e o - - s = . A - =




Clinical Trial Report

1. Name of medicinal product (Marketing
Authorisation number, if any)

Rhesonativ 7501U

2. Applicant

Octapharma Pharmazeutika Produktionsges.m.b.H.
Oberlaaerstrasse 235 1100 Vienna
Austria

§._-Manuf‘acturer

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH

Ottc-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,
06847, Germany

(visual inspection, labelling, secondary packing)

4. Conducted studies:

= yes no if no, provide rationale

1) type of medicinal product for which
registration was conducted or planned to be
conducted

‘immunoglobufin in 2 m! (300 ug)

Solution for injection, 750 IU/ml human anti-D

: title of the clinical trial, code number of
the clinical trial

Rh -Antibodies in Woman Receiving Immunoprophylaxis
against Rh-immunization

Code number: Study 1

f_j‘_(j-ii_nical triai—g“)hase

Not applicab?é—

7. Clinical trial time frame

from 1969 to 1970

8. Countries where the clinical trial was
conducted E

Norway

9. Number of subjects

N=1,937

[10. Primary and secondary objectives of the
clinical trial

Efficacy, Safety m

‘fll. Clinical trial design
|

Non-randomised and non-controlled study, open labelled

(12, Ley inclusion criteria
i

PPP Rh-negative woman, Given birth to Rh;bééitive cﬁiid

113, Investigational medicinal product, method of
radministration, strength

|

Anti-D Gammaglobulin

KABI
250 pgi.m.

single dose

4. Comparator, dose, method of administration,
istrength

R e Sty

Not applicable.

2;5. Concomitant therapy

Not applicable.




116. Efficacy endpoints
—

Frequency of Rh-antibodies at follow-up

!17. Safety endpoints
|

Not applicable.

l18. Statistical methods

Not applicable.

foo e

{19. Demographic data of the study population

i(sex, age, race, etc.)

1937 Rh—negative primi- and multigravidae who had given
birth to Rh—positive infants irrespective of the ABO-
constellation

[2C. Efficacy outcomes
i

|

21. Safety outcomes

Rh-antibodies at follow-up :

7 out of 1,937 (0.4%)

None adverse events reported.

522. Conclusion (findings)

In 7 women (0.4%) Rh—antibodies were detected 6
months after delivery. However, 1 of these 7 women had
anti—-D detectable only by the papain technique 6 months
after delivery but not 3 to 4 weeks later, No subsequent
deliveries with Rh—positive infants were reported.

Eod

Authorization Holder)

20, APR. 2021

Aart™\

i

E(signature)

___Octapharma Pharl& zeutika Produktionsges.m.b.H.
(full name)



Lleperiad 3 aneniticorol i YRpaincoky Mogy

i
3BIT HO RATHIMHOMY BHIPOOYBANIIO
[ I. Hassa nikapcbkoro npenapary | Pesonatus /Rhesonativ 750 [U
| (Homep peecTpaliiinoro caijonr-
i Ba, AKIILO €)
— T —— e
| 2. 3asBHHK Oxradapma @apmanesrika [poaykrioncree m.6.X.
| Octapharma Pharmazeutika Produktionsges.m.b.H.
. Obepnaacp Hlrtpacce 235. 1100 Binenn. Apcrpis
! Oberlaaerstrasse 235, 1100 Vienna, Austria
TS = St - = o )
| 3. Bupodnuk Bupoonur, eionosioansruii sa GUPOONUNMBO 3d NOGHUM YUKTOM, 3d
; GURIIOUESHHAM SMOPUINOT YAAKOGKH
‘ Oxkragapma AB/Octapharma AB
‘ Jlape Mopecenic rara 23, Crokroanm. 11275, Tseitis/
\ Lars Forssells gata 23. Stockholm, 11275, Sweden
|
1 Bupodnux, gionosioaisnul 3a emopuime naxyeanis !
SR / |
Oxradpapma Jleccay ['mGX/ '
Octapharma Dessau GmbH
| Orro-Pefitep-IlITpacce 3. [leccay-Pocenay, CakcoHis-AHXanbT,
06847, Himewunna/
|
' Otto-Reuter-Strasse 3. Desssau-Rosslau, Sachsen-Anhalt. 06847,
Germany
|
= — : . — — . -
| 4. llposejeni qocniasKeHus: B TAK  HI KU HI, HAAAaTH O0rpyHTYBaHH S
A T S i = N - = R : T —
1) tun pikapeskoro npenapary, | Posunn juis in’exuiii. 750 MO/Mn anTu-pesyctoro (anti-D)
| o AKOMY NposoAmIacs | imynornodyainy moauuu B 2 M (300 mkr)
[ peccrpaiis abo  niaHyBalocs
| npoBe/IeHHs I
' i
, e i e o - S S ]
5. losha  massa  kainivnoro | Pesyc-anturina y inok, ski OTPUMYIOTH iMyHonpodinakTiky pesye-
BHIPOOVBAHHS,  HOMEP  KOAY | HeraTHsHOT iMynizauii
| KJTHIYHOrO BUITPOOY BAlIHS
: Homep koay: Hocnikerts |
e o = —— :
- 0. Dasa kainivnoro sunpodysan- | Hemae nannx/nani BiacyTHi.
Hs
s - — e o e S it
/- Hepio nposeaenns kainidno- | 3 1969 no 1970
ro BHNPOOyRants
I e = —— = =
| 8. Kpainn, B sakux nposojunocs | Hopseris
| kainiviie sunpodysanns !
i
| 9. KisibkicTh cy6’exTiB N = 1,937 :
| |
| I
! o -— 8 e —
! 10. Tepsunna ta sropunna wini | Edextusnicts, 6esnexa w
KATHIMHOrO BHIPOOYBaliis ‘
—_— S B — - ——— e e — -_—J‘

(L Han knidivbioro
BHIPOOYBaHH

T =

IepaiiiomizoBane. HEKOHTPOILORANEC, BIIKPHTE IOCHIIKEHHS

|



[2. OCHOBHI KPHTECPIT BKINOHCHHSA

[lepexnad 3 anzniticokoi Ha YRpaincoky Mog

PPP Pesyc-HeraTHBHa KIHK

a, IKa Hapojujia pe3yc-no3uTiBHY AMTHHY

3. JlocaiyskyBanuil nikapcekuii
npenapar,  cnocid  BBEIEHHS,
,‘l(l'%_\‘i}lllil”l

AnTh-pesychnii ramarsiodyiin
KABI
| 250 MKF BHYTPIIIHLOM S30B0O

OJHOKpaTHa 103a

4. Tlpernapar nopisHsHHA, 1034,
cnocio BeeACHIN, KOHIICHTpaLlis

15, Cynyvrus tepanis

16. Kinesi Toukn e(peKTHBHOCTI

8

17

. Kinest Touxkn 6esnexn

| 18. CrarucTHyHi METOAH

1 9.
AKVBAHOT nonyasii (crartb., BIK,

paca. ine)

200 Hokasinkn edekTHBHOCTI

21, Tokasnnku 0e3nekn

22, BueuoBok (0TpuMani pesyiib-
TATH )

Rassnik (BnacHuk peccrpauiii-
| noro esijlowrsa)

Hpejacrasiug 3assimika

Jlesorpadiuni aani goenia-

—t

Hemae nanux/mani BiacyTHI.

Hewmae pannx/nani BiacyTHi.

YacToTa pe3yc-aHTHTII IpH NOAATBIIOMY JiKapcbKOMY Harsil

Hemae nannx/nami iacyTHi.

Hemae panux/nani BiacyTHi. }

1937 pesyc-HeraTHBHUX OKIHOK, BAriTHUX nepnit pai. 1 KIHOK, |
BAriTHHX MOBTOPHO, sIKi HAPOJMIN  PE3YC-HO3HTHBHIX HCMOBAST |
| HEBAICIHKHO BUL I'PYITH KPOBI |

' PC'%_\'C-EIEETI'{TEIIEI HPH NOAAILIHOMY JIiKBpChKOJ\I)’ iiZlI'JlSI,'liZ

v 713 1,937 (0,4%)

[Mogiziomiietib po NodiuHT epekTH HE HAIXOHII0.

R ]

YV 7 winok (0.4%) pesyc-antutina Oyan BusBieHi ucpes 6 Micsuip
nicns nosiorie, [pore, y 113 unx 7 sitok aHTH-pesyc OyB BHABAEHHUIT
nanatHoBHM METO/I0M 4epe3 O MICALLIB Nicist NMoaoris, ane He nisHiue
3-4 Thauis. Hi npo siki nosorn 3 pes3yc-no3nTHBHIME HEMOBJIATAMH
HE MOBIIOMJISI0CS.

/Mmionucano/ 20 ksiTha 2021 poky . - '

f p

| (manne) -

_ ~Octapharma Pharmazeutika Produktionsges.m.b.tH.
(noBta Ha3Ba)

Vv
2




Clinical Trial Report

1. Name of medicinal product {Marketing
Authorisation number, if any)

Rhesonativ 7501U

2. éaB;‘!Ficanr

Cctapharma Ph_armazeuAtlka Produktionsges.m.b.H.
Oberiaaerstrasse 235 1100 Vienna
Austria

13. Manufacturer

Octapharma AB

Lars Forssells gata 23, 112 75 Stockholm

Sweden

(in bulk, primary packing, quality control, batch release)

Octapharma Dessau GmbH
Otto-Reuter-Strasse 3, Dessau-Rosslau, Sachsen-Anhalt,

06847, Germany
(visual inspection, labelling, secondary packing)

zz Conducted studies:
]

W yes no if no, provide rationale

i” tyﬁe of medicinal product for which
rregistration was conducted or planned to be
conducted

Solution for injection, 750 IU/ml human anti-D
immunoglobulin in 2 ml (300 ug)

5. Fuli titie of the clinical trial, code number of
the clinical trial

Pharmacokinetit;—d%'-igé—;ig;nﬂ—D 1gG in the third
trimester of pregnancy: an observational study.

Code number: Study 10

‘ Clinical trial phase

Not applicable

/. Clinical trial time frame

from [not reported] thrdugh <2011

{

#, Countries where the clinical trial was
rtt}ﬂducted

Sweden

;x}” Nuniﬂt;er of subjects

Healthy Rhesus D (RhD)-negative pregnant women with
an RHD-positive fetus

N=16

|
L_‘_MWW___ -

L. Primary and secondary cbjectives of the
iclinical trial

Pharmacokinetics.

t1. Clinical trial design

Prospective, open labelled, observational study.

|12. Key inclusion criteria
]

——

Not applicable.

13, Investigational medicinal product, method of
administration, strength

25018 Rhesonativ®
{batch COO6A8708; Octapharma)
i.m.

single dose

{14, Comparator, dose, method of administration,

Not applicable.




¥

istrength

15. Concomitant therapy
!

Not applicable.

L() Eﬂicacy endpoints

Plasma concentrations of anti-D immunoglobulin in
pregnant women after a single intramuscular injection of
250ug anti-D {Rhesonativ®) at gestational age 28-30
Weeks.

.H._é;afety endpoints

Not applicable.

ii.é;gtatistical methods

Not applicable.

19. Demographic data of the study population

((sex, age, race, etc.)
i

F=16; age: 21 -38 years; BW day 0: 60-104 kg

120. Efficacy outcomes

{
1
|

The maximal plasma concentration of anti-D was usually
seen at 3—10 days postinjection, with a median value of
25 ng/mL. The half-life varied between individuals, with a
median of 23 days. Detectable levels of anti-D IgG were
found within twe weeks of parturition in 11 of 12 women.

i21. Safety outcomes

Not applicable,

22. Conclusion {findings)
i
|
|

The preparation of anti-D immunoglobulin used in the
present study, if administrated in pregnancy week 28-30,
is associated with detectable levels of anti-D in most
women at the time of delivery. Although the half-time is
23 days, it is uncertain whether all mothers have

adeqguate anti-D concentrations at term,
)

Applicant (Marketing
Authorization Holder)

1) spﬁk 2

(signatu }m'ir

___Octapbdrma Pharmazeutika Produktionsges.m.b.H
(full name)




3BiT no KAainivoOMy BHNIPOOYR

{ I. Ha3zpa nikapcbkoro npenapary
| (HOMep peectpailiiinoro ¢sigouT-
Bil. AKLL0 €)

.

Tlepernad 3 anenificeKoi Ha YAoKy Moy

AHHIO0

— Te—

“Pesonarus /Rhesonativ 750 [U

2. 3a89BHUK

|
|
|

Oxradapma Papmanestira [poaykrioncree m.6.X.
Octapharma Pharmazeutika Produktionsges.m.b.H.

O6epnaacp Iltpacce 235, 1100 Biaens, Asctpis
Oberlaaerstrasse 235, 1100 Vienna, Austria

- 3. Bupobuuk
|
\

| <. llpoBeseni gocaiixenns:

1o SIKOMY
peecrpauis  abo
IPOBEICHHSI

[poBoOJIHIacs
rjlanyBajocs

5. lloBna wnazsa  kJiHiYHOrO
BUIIPOOYBalHA,  HOMEpP  KOAY

| KATHIYHOrO BHITPOOYBaH

6. hasza KaikivHoro BUNpodysan-
b

7. I'lepion nposeieHHs KiHiuHO-
'O BHIPOOYBaHHs

8. Kpaim B sKUX 1POROJIHIOCS
Kiive BUnpoOyBanis

[ 9. KinbkicTs cy0’ekTiB

[ Homep koay: Hocnimxenus 10

Bupoonuxk, gionosioareiil a 6upoduuymeo 3a nOGHUM YUKIOM, 3
GURIIOUCHHSM GIMOPUNHOT VIAKOGKH

Oxradapma Ab/Octapharma AB

Jlape ®opceceniic rata 23, Crokronsm. 11275, [ewuis/

Lars Forssells gata 23, Stockholm, 11275, Sweden

Bupobnur, sionosioanenuil 3a 6Mopunne naKveans
Okradapma Jleccay 'MGX/
Octapharma Dessau GmbH

Orro-Peiitep-lltpacce 3, Jleccay-Pocenay, Cakconis-AnxansT,
06847, Himeuunna/

Otto-Reuter-Strasse 3. Desssau-Rosslau, Sachsen-Anhalt. 06847,
Germany }

HI  AKILO Hi, HajaTh 00rpyHTyBaHs

7-7'1;211{
Posunn s in’exuii, 750 MO/mn antu-pes
iMyHOrno0yainy mounun B 2 M (300 Mkr)

yCHoré (11|1li?D)

Mapmakokinertnka 250 MKr antH-pesycioro imynoraodyviiny G (1eG)
B TPEThOMY TPHMECTPI BATITHOCTI: HAIJISIOBE 0CHII7KCHIA.

Hemac nannx/nani sijgcyrui.

3 [He nosiflomasieTbes| no < 2011

-[,!Tu—c:iiﬂii B

3710poBi BariTHi KiHKN, SKi MalOTh HeraTHBHUIT pesyc-(arTop (RhD),
3 PE3YC-NO3UTHBHHUMI T110/1aM 1

N=16

- 10. Tlepsunna ta BTopunHa 1ini
| KAIHIYHOro BHMPoOYRaHHS

MapmaxokiHeTHka.




Bl IlpODyBﬂHH}I

Hepernan 3 an2nificekor 1 VipaincoKy Mogy
2

[TpocriekTuBHE, BIAKPUTE, HATISIIORE JIOCHIAKEHHS.

)LIIOBH] I\DIIFLDII IH\ IIO‘{LHHSI

Hewmae nannx/nani BIJICYTHI.

JLOL H/UKY B BaHIi niKapebKiii
pcndpdT. cnocid  BBejeHH,
‘ JIO3VBAHIS

14, Hp(,!ia])dl nop]mmmm. ,fl03't
cnociG eI, KOHIeHTpallis

I5. Cynyrug repanis

s Tl T
16. Kinuesi Touku eexrusiocti |

i
|
L 17, Kinnesi toukn 6esnexn

250 mkr npenapaty Pesonarus”
(cepis CO06A8708; Okraapma/Octapharma)
BHYTPILLIHBOM S130BO

O/1HOKpATHA /1033 e
Hemae qa}mm’uam Bl,ucmi

Hewviae rannx/nani sincytui.

Konuuwpfmu ANTH-PE3YCHOrO IMYHOITIOBYJIIHY B 11a3Mi K[)OBI y
BArITHIX XKIHOK Mic/s OJIHOKPATHOT BHYTPILIHLOM 930807 i ckuii 250
mkr antu-D (Pesonatus™) npu repmini saritnocti 28-30 Tiknis.

Hemac ,"l’mn\f'um Hl 1L\ TH.

]S (_ Iallllt"ll[‘lHl NILTO’IH

Jlemorpadiuni nani gocain-
nonyasauit (crath, BiK,
inwe) _

| 20, [okaznukn epexTHBHOCT]

ANBAHOT
paca.

Lorasinin nc*nu\n
. Buchosox {Urpn.\ldln pesyiib-
TaTH)

|
[-2L
I

[ 99
| 22

Sagsink (Baacuik pecerpartiii-
HOI'O CBIJIOLITBA)

Hemae nanux/nani siacyrhi.

-

i, = 16; Bik: 21— 38 1 pokiB: maca Tina (BW) aenn 0: 60— 104 kr.

| Makenmanbha |\ouuu|1|)mus| antn-D B naasui l\["}()BI 3a3BH vl
| cnocrepiranacs na 3 — 10 aens nicas in’ekuii, npu bomy cepeaiHie
3Hauenns cranosnno 25 ur/mJL Tlepios nanis-suBesienns Koansasea |
y ocid i cranoBuB B cepeinboMy 23 ami. Pisni antn-pesychoro
i imynornodyniny G (IgG). wo  BusBASIOTLES, OTpHUMaHi
| NPOTSIOM JIBOX THIKHIR M0 IOIHI_\' 1113 12 sinok.

Hemac panux/zani BiacyTi.

OV

[penapar anti- ~PE3YCHOro IMyHOr J'I()(\”IIHV IO BUKOPHCTOBY BABCS B
UBONY JIOCHLKCIHHI, NP BBEACHHI 1i0ro Ha Tvikni Baritiocti 28 — 30,
noB Asanuii i3 piBusAMH auTh-D, 1o BUABAAIOTBCA. ¥ GilbIIOCTI KiNOK
mijL wac nosorie. Hespaskaioun na Te. 1110 nepiojl nanis-gusenems
CTaHoOBUTL 23 JIHi, HE BIAOMO, 41 BCi MaTepi MalOTh Bi/NOBIIHI aHTH-
D konuentpauii s repmin.

/nionucano/
(111 He) _

. ()claphm ma Pharmazeutika Pmduktmm;,Ls m.b.l
(mosia nasea)

20 kuirn 2021 poxy

.

~ Tapummkon J11.




