Jlongatok 2

no Hakazy MIiHICTepCTBa OXOPOHH 3IOPOB’S
VYxpainn  «IIpo JepkaBHy TepepeecTparito
JMKapChKUX 3aco0iB Ta BHECEHHS 3MiH JIO
peecTpaliifHuX MarepianiB JIKapChbKUX 3aco0iB,
SKI 3apeecTpOBaHi KOMIIETEHTHUMH OpraHaMH
Cnonyyenux lllratiB Amepuky, llIBeinapcpkoi
Kondenepauii, Anonii, Ascrpamii, Kanamgm,
€sporneiicekoro Corosy»

Bix 27 xoBTH 2025 poky Ne 1629

HEPEJIIK
JIIKAPCBKHUX 3ACOBIB MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI 3BAPEECTPOBAHI

KOMINETEHTHAMHU OPTAHAMH CIIOJIYUEHUX IITATIB AMEPUKH, IIBEHUIIAPCHKOI KOH®EIEPAIIII,
SAMOHII, ABCTPAJIIT, KAHAJIM, JIIKAPCHLKUX 3ACOBIB, 1110 3A HIEHTPAJI30BAHOIO IMPOLIEAYPOIO
3APECCTPOBAHI KOMIIETEHTHUM OPTAHOM €BPONENCHLKOT'O COIO3Y, I[0JI0 AKUX BYJIU BHECEHI
3MIHM IO PECCTPAIIMHUX MATEPIAJIB, IKI BHOCATHCS 10 JEPKABHOT'O PECCTPY JIIKAPCHLKUX

3ACOBIB

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymoesu Homep
n/ JNiKapcbKo20 (nikapcbka ¢ghopma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
1. AIIbTPEHO™ nocbioH, 0,05 %; no | TOB "BAYLU YkpaiHa BupobHMLTBO, TECTYBaHHSA Kanapga/ 1. OHOBMEHO KOHTAKTHI AaHi AN AinbHAL 3a UA/18447/01/01
45 r y 1y6i; no 1 Ty6i XENC BUXiOHOI CUPOBMHU, NaKyBaHHS, CnonyyeHi Bausch Health Companies Inc., Ha sikin peuenmom
B KapTOHHIl kopobui YKPAIHA" MapKyBaHHsI, BUNYyCK cepii Ta LWratn NPOBOAATLCH BXiAHUIA KOHTPOIb SKOCTi, BUMYCK
[OCNiAKEHHSA CTabiNbHOCTI: Amepukun/ cepii A®I ons BupobHuuTea J13. BignosigHo

Bayw Xenc Komnanic IHk., KaHaga
AnbTepHaTMBHA AiNbHULSA, Ha SKiN
NpOBOAATLCH TECTYBaHHS BUXIOQHOI
CUPOBUMHW, BUNYCK cepii Ta
[ocnimpkeHHs cTabinbHoCTi
(Bunyck cepii, BUPOBNEHUX TiNbKn
ANs KNiHIYHUX JOCHIKEHb):
Bayw Xenc Amepukac IHk.,
CronyyeHi LWtatn Amepukn
AnbTepHaTMBHa AiNbHULS, Ha AKin
NPOBOAATLCS MiKpOBionorivHi
DOCHIDKEHHSA:

Macudik bioJlabc, CnonyyeHi
LraTtn Amepukn
OinbHuus, Ha ki NpoBOAATLCA
BUNpoByBaHHsS po3Mipy Kpanernb
eMyrnbCii Ta po3Mipy YacTok:

oHoBneHo po3ain 3.2.S.2.1. Manufacturer(s).
2. OHOBNEHO KOHTAKTHI AaHi Ans OinbHUL
Bausch Health Companies Inc., Ha sikin
BiAbyBaeTbCA BUPOBHULITBO, TECTYBaHHS
BVXiAHOI CUPOBUHU, NaKyBaHHS, MapKyBaHHS,
BUMYCK Cepii Ta AOCMiAKEHHS CTabinbHOCTI.
BignosigHo oHoBneHo po3gin 3.2.P.3.1.
Manufacturer(s).

3. OHoBneHo Bepcito Cneuyndikallii Ha roToBuin
npoaykT, po3gin 3.2.P.5.1 Specifications, y
3B’A3KY 3 TUM, L0 BUPOOHMK 00’eaHaB
cneumdikauito Ha J13 y copmi BUNycky «Tyom» 3i
cneuudikauieto Ha iHWYy dopmy Bunycky 113 ana
puHKy CLUA — «dprakoH 3 nomnoo». 3MiH
6e3nocepenHbO y cneyndikaLii Ha roToBui
NpoAyKT He Biabdynocs.

4. MNpencTaBneHo OHOBMEHI AaHi AOCTiIKEHHS
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Homep
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noceid4yeHHs1

MapTtukan TekHonoaxu Jlabe,
CnonyyeHi LWWtatn Amepukn
AnbTepHaTUBHI AiNbHULI, HAa SKUX
NpoBOAATLCS BUMNPOOYBaHHS
AOMOMIKHUX PEYOBUH:
EnemeHT Martipianc TekHonoaxu
Kanaga IHk., KaHaga
EcOxiEc KaHaga IHk., KaHaga
EcxiEc KaHaga IHk., KaHaga
Heodpapm J1abe IHk., KaHaga

cTabinbHOCTI 3a 3BiTHIl Nepioa. BianosigHo
oHoeneHo po3aginu 3.2.P.8.1. Stability Summary
and Conclusion, 3.2.P.8.2 Post-Approval
Stability Protocol and Stability Commitment Ta
3.2.P.8.3 Stability Data-tube y Burnsai Stability
Summary Matrix report.

BPIXANI™

nocbiioH, 0,01 %, no
100 ry Ty6i, no 1
Ty6i B KQPTOHHIN
KopobLi

TOB "BAYLL
XENC
YKPAIHA"

YkpaiHa

BUPOOHMLTBO, MaKyBaHHS,
MapKyBaHHS, BUNYCK cepii Ta
[ocnimkeHHs ctabinbHocTi: bayw
Xenc Komnanic IHk., KaHaga;
anbTepHaTUBHA AiNbHUUA, Ha K
NpoBOASATLCHA BUMYCK Cepii Ta
[ocnimkeHHs ctabinbHocTi: bayw
Xenc Amepukac IHK., CnonyyeHi
Lratn Amepukn; anbTepHaTUBHa
OinbHMUSA, Ha AKi TPOBOASTHCS
Mikpo6ionoriyHi 4ocniaxeHHs:
Macudik bioJla6e (MBJT),
CnonyyeHi Wratn Amepuiky;
OiNbHUUA, Ha SKi NPOBOAATLCA
BMNPOOYBaHHSA po3Mipy Kpanernb
emynbcii: Maptukan TekHonoaxu
TNa6c (MTN), CnonyyeHi WraTtn
AMepuKM; anbTepHaTUBHa
LOiNbHUUA, Ha AKIN NPOBOAATLCSA
BUNPOBYBaHHSI AOMOMIXHUX
peyoBuH: EnemeHtan Martipianc
TekHonomxu KaHaga IHk., KaHaga;
EcOxiEc Kanapa IHk., KaHaaa;
EcOxiEc Kanapa IHk., KaHaga;
Heodapm Jlabe IHk., KaHaga

Kanapa/
Cnonyu4eHi
LWratn
Amepuikn

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:
3MiHa naky, K BUKOPUCTOBYETLCS B
nepBUHHIN ynakosLi (Ty6ax) 3 naky 20-136-CF
Sherwin Williams Ha nak PE-1090-21 Sherwin
Williams

3a
peuerimom

UA/18952/01/01

FAPOACUN® 9
BAKLIMHA
nPOTU
BIPYCY
NAMINOMM
NIOAVHM 9-
BANEHTHA
(PEKOMBIHAH
THA,
AICOPEOBAH
A)

cycneHsisa Ans
iH'ekuin, no 0,5 mn
(1 gosa); no 0,5 mn
cycneHsii y
nonepeaHLo
HanoBHEHOMY
winpuui (ckno) 3
obmexyBadeM xony
MOPLUHS
(cvnikoHizoBaHwWM
B6pombyTrnoBuin
ernacTomep i3
NOKPUTTSIM
FluroTec) Ta

Mepk Wapn i
Ooym IOJEA
m6X

Lsewuapi
a

06'egHaHHs roTOBOro NPoAyKTY
(NoBTOpPHE cycneHayBaHHs Ta
06'eqHaHHS KiHLEBOTO
cdopmynsoBaHoro 6arnky,
OTPMMaHoro 3 AinbHuui Bect
[MOWHT), HAaNOBHEHHS LWNpULiB
(NepBWHHE NaKyBaHHS),
TECTYBaHHS MpY BUMYCKY Ans
LINpULIB, HANOBHEHUX Ha OiNbHULL
Bakctep (nvwe eHOoTOKCUHM Ta
CTepUIbHICTb):
Bakctep ®apmachbtoTikan
ContowHc JINC, CLWA; TecTyBaHHs
npu BUNYCKY NS WNpULLIB,

CLUA/
Hinepnanan
/

CLUA/
Ipnangis/
Icnanis

B.ll.b.1.z, 1B
To add Sotera Health LLC, 2015 Spring Road,
Suite 650, Oak, Brook, lllinois, 60523, USA as
an additional Ethylene Oxide (ETO) sterilization
site for the syringe barrels procured for use at
Baxter Pharmaceutical Solutions LLC in
Bloomington, Indiana, USA.
TepMiH BBEAEHHS 3MiH - CiyeHb 2027.

3a
peuenmom

UA/20128/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
KOBMa4koM HaMoBHEHMX Ha AinbHuui Kapnoy,
(cvHTETMYHA TECTyBaHHA Npv BBE3EHHI (Ans
izonpeH- LINpULIB, OTPUMaHMKX 3 AiNbHULI
HGpombyTunosa BecTt lNonHT Ta AinbHuLI
cymiuw). Mo 1 Bakctep)?, mapkyBaHHSA Ta
nonepeaHL0 BTOPVHHE NakKyBaHHS,
HarnoBHEeHOMY cepTudikaLis Ta BUNYCK Cepii:
LnNpuLy 3 2 ronkamu @ TecmysaHHs IpuU 88€3€HHI
abo no 10 8KJI0HAE MPoB8eOeHHS 8CiX mecmig
nonepegHbo npu 8urnycKy cepii KiHyego2o
HarnoBHEHUX npodykmy
wnpumuie 3 2 Mepk LWapn i Joym B.B.,
ronkamu gns Higepnanaw;
KOXHOTO Lunpuua B BMPOBHMLUTBO: chopmynsvis,
KapTOHHIl kopobui 3 HamNoOBHEHHS Ta NepBUHHE
iHCTpyKUieto ons nakyBaHHSA WNpuWLUIB, TECTYBaHHA
Meau4Horo npu BUMYcKy (KiHLEeBOro
3acTOCYyBaHHS cchopmynboBaHoro 6anky Ta
LUNPULIB, HANOBHEHMX Ha OiNbHULL
Bect lNoiHT Ta Ha ainbHuuj
BakcTep), TecTyBaHHs
ctabinbHocTi: Mepk LWapn i [Joym
JINC, CWA;
BUPOGHMLTBO: hopmMynsiLis,
HanoBHEHHS Ta NepBUHHE
nakyBaHHs! LUNPULLB, TECTYBaHHS
npu BUMYycKy (KiHLEeBOro
ccopmynboBaHoro 6anky Ta
LINPULIB, HANOBHEHUX Ha OiNbHULL
Kapnoy), TecTyBaHHsi
cTabinbHoCTi:
MC[ IHTepHewHn TMEX/MC
Ipnangis (Kapnoy), Ipnangis;
MapKyBaHHS Ta BTOPUHHE
nakyBaHHsi:
Pogi ®apma IHgacTpian Cepsicec,
C.A,, IcnaHis
4. | BENCTPIrO TabneTkn, BKpUTI Mepk Wapni | LUsenuapi NPOMDKHUI NPOAYKT AOPaBIpUHY, Moptyranis/ | Type I, C.1.3.z - Change(s) in the Summary of 3a UA/19937/01/01
NNiBKOBOIO Ooym IOEA A BUCYLLEHWIN PO3MUINEHHSM: ITanis/ Product Characteristics, Labelling or peuenmom
o6onoHkoto, no 100 m6X BMPOGHMUTBO/aHaNITUYHe Ipnangis/ Package Leaflet of human medicinal
Mr/300 mr/245 wr, 30 TECTYBaHHS: Benwuka products intended to implement the outcome
TabneTok, BKpUTKX XogioH ®apmaCeHcisi C.A., BpuTanis/ of a procedure concerning PSUR or PASS, or
NNiBKOBOIO MopTyranis; CLA/ the outcome of the assessment done by the
06OonoHKo Y NPOMDKHUIA NPOAYKT AOPaBIpUHY, Hinepnanau competent authority under Articles 45 or 46
nnsawui, 1 nnswka B BUCYLLEHWIN PO3MUINEHHSAM: of Regulation 1901/2006 - Other variation — To
KapTOHHiI kopobui BMPOGHMUTBO/aHaNITUYHe update of sections 4.4, and 4.8 of the SmPC in
TECTYBaHHS: order to amend an existing warning on bone
®.1.C. - dabbpika ITanbsHa effects and add 'bone mineral density decreased'
CinteTtivi C.n.A,, Itanis; to the list of adverse drug reactions (ADRs) with
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Mr; No 7 TabneTok,
BKPUTKX NIiBKOBOIO
obonoHkot, y
bnictepi, no 4 abo

H

PSUR on the basis of the PRAC
recommendation and the PRAC assessment
report as appended,
recommends by consensus, the variation to the

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
MikpobionoriyHe TecTyBaHHs frequency ‘common’ following PRAC
SKOCTI: recommendation for Viread PSUSA 00002892~
EypodiHc Biocdapma Mpogakt 202303; the Package Leaflet is updated
TecTiHr Ipnangis Ilta, Ipnanais; accordingly. In addition, the MAH took the
TeCTyBaHHS CTabinbHOCTI: opportunity to update the list of local
OpraHoH ®apma (Benvka representatives in the Package Leaflet.
Bpurania) Nimiteq, Benvka 3MiHM BHECEHO A0 IHCTPYKUIT ANS MeanYHOro
BpuTtaHis; 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
Mepk LWapn i Joym JIN1C, CLUA; "OcobnueocTi 3acTtocyBaHHA" Ta "MMoGIYHI
BUPOBHMUTBO (pornukoBe peakuii”, a TakoX 4O KOPOTKOI XapaKTepuUCTMKM
YLLiMbHEHHS, nikapcbkoro 3acoby go poaginis "Ocobnusi
3MillyBaHHs/3MalLLyBaHHS rpaHyrn 3acTepexeHHs Ta 3anobixHi 3axoau npu
[opaBipuHy Ta 3acTocyBaHHi" Ta "lNMobiyHi peakuii". BBegeHHs
namiByamHy/TeHodoBIpy 3MiH NPOTArom 6 MicsILB MiCNsi 3aTBEPOKEHHS.
ausonpokcuny dymapary,
TUCHEHHS1, MOKPUTTSI MIIBKOBOIO
0BO0MOHKOI0), aHaniTu4He
TECTYBaHHs! MPY BUMYCKY:
MCL IHTepHewwHn MMG6X, IpnaHais;
nepBUHHE Ta BTOPUHHE
nakyBaHHS, BUMYCK cepii:
Mepk LWapn i Joym B.B.,
Higepnanam
5. CIBIHKBO TabneTkn, BKPUTI Mdpaiizep CLWA Mdparizep MeHtodekvypuHr HimeuunHa The CHMP, having considered in accordance 3a UA/19698/01/01
NniBKOBOKO Eny.Ci.Mi. Honuneng MubX with Article 28 of Regulation (EC) No 726/2004 peuenmom
obonoHkoto, no 50 Kopnopeww the
Mr; no 7 TabneTok, H PSUR on the basis of the PRAC
BKPUTKX NIiBKOBOO recommendation and the PRAC assessment
060noHKOoW, Y report as appended,
GnicTepi, no 4 recommends by consensus, the variation to the
Gnictepny terms of the marketing authorisation for the
KapTOHHiI kopobLyi above
mentioned medicinal product, concerning the
following changes:
Update of section 4.8 of the SmPC to add the
adverse reaction of neutropenia with a frequency
uncommon. The Package leaflet is updated
accordingly.
3MmiHM BHeceHo A0 po3ainy «[MobivHi peakujii»
IHCTPYKUIT ANS MEeANYHOro 3aCTOCYBaHHS.
BBeneHHs 3miH npoTtsarom 9 micsauiB nicns
3aTBEPOKEHHS.
6. CIBIHKBO TabneTtkn, BKpUTI Mdparizep CLWA Mdpanzep MeHodekvypuHr HimeuyunHa The CHMP, having considered in accordance 3a UA/19698/01/02
NniBKOBOKO Eny.Ci.Mi. HonuneHg MvbX with Article 28 of Regulation (EC) No 726/2004 peuenmom
obonoHkoto, no 100 Kopnopewww the
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Ne
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(nikapcbka ¢popma,
ynakoeka)

3asieHUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa Ymoeu Homep
eidnycky | peecmpauyiliHo2o

noceid4yeHHs1

no 13 6nicrepis y
KapTOHHiI kopobui

terms of the marketing authorisation for the
above
mentioned medicinal product, concerning the
following changes:

Update of section 4.8 of the SmPC to add the
adverse reaction of neutropenia with a frequency
uncommon. The Package leaflet is updated
accordingly.
3MiHN BHeceHo o po3giny «MobivHi peakuii»
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS.
BBeneHHs 3miH npoTtsarom 9 micauis nicns
3aTBEPOKEHHS.

CIBIHKBO

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 200
Mr; No 7 TabneTok,
BKPUTWX NIiBKOBOIO
060OHKOM, Y
6nictepi, no 4 abo
no 13 6nictepiB y
KapTOHHIl kopobui

Mdparnzep
Eny.Ci.Ni.
Kopnopenw
H

CLA

Mdpansep MeHodekdyypuHr
DonuneHg 'moX

Himeyuunna

The CHMP, having considered in accordance 3a UA/19698/01/03
with Article 28 of Regulation (EC) No 726/2004 peuenmom
the
PSUR on the basis of the PRAC
recommendation and the PRAC assessment
report as appended,
recommends by consensus, the variation to the
terms of the marketing authorisation for the
above
mentioned medicinal product, concerning the
following changes:

Update of section 4.8 of the SmPC to add the
adverse reaction of neutropenia with a frequency
uncommon. The Package leaflet is updated
accordingly.
3MiHM BHeceHo o po3giny «MMobivnHi peakuii»
IHCTPYKUIT ANS MEAMYHOrO 3aCTOCYBaHHS.
BBegeHHs 3miH npoTtarom 9 micsuis nicns
3aTBEPOKEHHS.

TPEKOHAI

NMopOLLOK A1
PO34MHyY Ans
iHdpysin, no1r; 1
abo 5 nakoHiB 3
MOPOLLKOM B
KapTOHHI kopobLyi

Mepak
[esenbwad
T dorop
KniHiwe
LWneuiansnp
enapaTte
MB6X

HimeuumnH
a

MapKyBaHHS Ta BTOPUHHE
nakyBaHHs,
BUNPOOYBaHHSA/KOHTPOIb SKOCTI,
Bunyck cepii: Megak MesenbwadT
diop kniniwe WneuiansnpenapaTte
M.6.X, HimeyumHa; BMpobHMUTBO
nikapcbkoro 3acoby, nepB1MHHE
nakyBaHHs,
BUNPOOYBaHHSA/KOHTPOSb SIKOCTI:
OHkoTek Papma lMpogakwH MbX,
HimeuunHa

Himeyuunna

A4, type IA - Administrative change - Change in 3a UA/19579/01/01
the name and/or address of: a manufacturer peuenmom
(including where relevant quality control testing
sites); or an ASMF holder; or supplier of the
active substance, starting material, reagent or
intermediate used in the manufacture of the
active substance (where specified in the
technical dossier) where no Ph. Eur. Certificate
of Suitability in part of the approved dossier; or a
manufacturer of a novel excipient (where
specified in the technical dossier).
Change in the address of an ASMF holder
Fermion Oy to Koivu-Mankkaan tie 6 A FI-02200
Espoo Finland from P.O.Box 28 FI-02101 Espoo
Finland. Furthermore, the email address of the
ASMF holder has been updated.
B.l.a.2.e, type IB - Changes in the manufacturing
process of the active substance. Minor change
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to the restricted part of an Active Substance
Master File.

- Minor change to the restricted part of an ASMF
to update the snformation on batch yields
(theoretical and actual yield) which is provided in
section 3.2.S.2.2 to bring the data in alignment
with the information in the GMP master batch
records.

6 MicsuiB 3 gaTy 3aTBEPOKEHHS
3anpornoHOBaHMX 3MiH.

B.l.d.1.a.4, type IB - Re-test period/storade
period. Extension or introduction of a re-test
period/storage period supported by real time
data.

- Extension of the re-test period for the active
substance treosulfan from 36 to 60 months (5
years) supported by real time stability data.
Consequently, the ASMF holder has reduced the
testing frequency by deleting 3-, 6-, 9- and 18-
months' time points.

6 micauiB 3 AaTn 3aTBEPIKEHHS
3anponoHOBaHMX 3MiH.

TPEKOHAI

NMOpOLLOK A1
PO34mMHY Ans
iHQy3in, no5r; 1
abo 5 nakoHiB 3
MOPOLLIKOM B
KapTOHHiI kopobLyi

Mepak
lesenbwad
T corop
KniHiwe
LWneuiansnp
enapaTte
MB6X

HimeuumH
a

MapKyBaHHS Ta BTOPUHHE
nakyBaHHs,
BUNPOOYBaHHSA/KOHTPOSb SKOCTI,
Bunyck cepii: Megak MNesenbwadT
diop kniniwe WneuiansnpenapaTte
M.6.X, HimeyumHa; BMpobHMUTBO
nikapcbKkoro 3acoby, NnepBuMHHE
nakyBaHHs,
BUNPOOYBaHHSA/KOHTPOSb SKOCTI:
OHkoTek ®apma lMpoagakwH MbX,
HimeuunHa

Himeyuunna

A4, type IA - Administrative change - Change in
the name and/or address of: a manufacturer
(including where relevant quality control testing
sites); or an ASMF holder; or supplier of the
active substance, starting material, reagent or
intermediate used in the manufacture of the
active substance (where specified in the
technical dossier) where no Ph. Eur. Certificate
of Suitability in part of the approved dossier; or a
manufacturer of a novel excipient (where
specified in the technical dossier).
Change in the address of an ASMF holder
Fermion Oy to Koivu-Mankkaan tie 6 A FI-02200
Espoo Finland from P.O.Box 28 FI-02101 Espoo
Finland. Furthermore, the email address of the
ASMF holder has been updated.
B.l.a.2.e, type IB - Changes in the manufacturing
process of the active substance. Minor change
to the restricted part of an Active Substance
Master File.

- Minor change to the restricted part of an ASMF
to update the snformation on batch yields
(theoretical and actual yield) which is provided in
section 3.2.S.2.2 to bring the data in alignment
with the information in the GMP master batch
records.

6 MicsLiB 3 ATy 3aTBEpPOKEHHS

3a
peuerimom

UA/19579/01/02
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7
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ nikapcbKo20 (nikapcbka ¢popma, eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3anponoHOBaHNX 3MiH.
B.l.d.1.a.4, type IB - Re-test period/storade
period. Extension or introduction of a re-test
period/storage period supported by real time
data.

- Extension of the re-test period for the active
substance treosulfan from 36 to 60 months (5
years) supported by real time stability data.
Consequently, the ASMF holder has reduced the
testing frequency by deleting 3-, 6-, 9- and 18-
months' time points.

6 micauiB 3 AaTn 3aTBEPIKEHHS
3anponoHOBaHMX 3MiH.

Oaexkcanap I'PINEHKO

B.o. HavaaLHUKA

dapmManeBTHYHOI0 YNIPABJIiHHSA




