HEPEJIIK
JIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJ10 AKUX BYJIM BHECEHI

Honarok 4

no Hakazy MIHICTEpCTBa OXOPOHH 37I0POB’S
VYkpainu «IIpo JiepKaBHY peecTpariiro,
MEpepeeECTpaIito  JKAPCBKUX  3aco0iB  Ta
BHECEHHS 3MiH JI0 PpEECTpaIlifiHUX MarepiaiB
JmiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMmIleTeHTHUMHU opraHamu Cronyuyenux LlTtartis
Awmepuxu, lBeitnapcekoi Kondenepanii, SmnoHnii,
Asgcrpannii, Kanagu, €spomneiicekoro Corosy»

Big 16 rpynast 2024 poxy Ne 2102

3MIHM 10 PECCTPAIIIMTHUX MATEPIAJIB, IKI BHOCATHCA 10 JIEPYKABHOT'O PECCTPY JIIKAPCHKHX
3ACOBIB YKPATHU, SIKI 3APECCTPOBAHI KOMIIETEHTHUMHU OPTAHAMU CTIOJIYUEHUX IITATIB
AMEPWKH, IIBENIAPCBKOI KOH®EJIEPAIIT, STIOHTI, ABCTPAJII, KAHAIA, JIKAPCHKHUX 3ACOBIB, 1110 3A

HEHTPAJI30BAHOIO MMPOILEAYPOIO 3APEECTPOBAHI KOMIIETEHTHUM OPITAHOM €BPOINENCBHKOI'O

CO103Yy

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Homep
n/ JNiKapcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpaduiliHo2
n 3acoby ynakoeka) 0 noceid4YyeHHs1
1. BECIMOH3A NMOPOLLIOK Mdpanszep CLA BMPOBHMLTBO, TECTYBaHHS Mpu CLUA 3minu |l Tuny: This Prior Approval supplemental 3a UA/19782/01/01

niodinisoBaHuin aAns Eny.Ci.Mi. BUWMYCKY Cepii, TECTYBaHHS Npu biologics license application provides for the treatment peuenmom

PO34MHy A4S iHGY3in, Kopnopew [ocnigpkeHHi ctabinbHOCTI, of relapsed or refractory CD22-positive B-cell

0,9 wmr;no 0,9 mry LWH 36epiraHHs:

cnakoHi; no 1
NaKkoHy y KapTOHHIN
KopobLi

Baet ®apmacbtoTikan [iBixkH o
Baet Xongainrc JI1C, CLUA,;
TECTYBaHHSI Ha LiNiCHICTb
ynakoBKM (Npy AOCHiAXKEHHi
crabinbHoCTi):

Bect ®apmacbtoTikan Cepsicec,
IHk., CLUA;
nakyBaHHsi, MapKyBaHHS,
306epiraHHs, BUMNYCK Cepilt:
dapmadis i AngxoH KomnaHi
JNinc, CWA

precursor acute lymphoblastic leukemia (ALL) in
pediatric patients 1 year and older. In addition, this
supplemental biologics license application provides for
updates to Section 1 (Indications and Usage), Section
8.4 (Pediatric Use), Section 12.3
(Pharmacokinetics/Pediatric Patients), the addition of
Section 12.6 (Immunogenicity) along with other
relevant sections and editorial changes throughout the
United States Prescribing Information (USPI). These
changes are based on data from two studies: Study
ITCC-059 (WI203581) “A Phase 1/2, multicenter,
European, multi-cohort, open-label study in pediatric
patients (>1 and <18 years of age) with R/R CD22-
positive ALL", as of the study PCD on 12 September
2022 and INO-Ped-ALL-1 (WI1235086) “An open-label,
multi-center Phase 1 study to assess safety and
tolerability of InO in Japanese pediatric patients with
R/R CD22-positive AL”".
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BHeceHHs 3MiH i3 goaaBaHHAM negiaTpUdHnX
nokasaHb i3 OHOBMEeHHAM iHcpopmaLii y po3ainax
IHCTPYKUIT ANS MEeAMYHOro 3aCTOCYBaHHSA:
«®dapmakonorivHi BnactuBocTi», «[okasaHHS»,
«OcobnMBoCTi 3acToCyBaHHNA», «3aCTOCYBaHHS Yy
nepiof BariTHoOCTi abo rogyBaHHs rpyaato», «Cnocié
3acTocyBaHHsA Ta Jo3ny, «Lituy, «MobivHi peakuii».
BBepneHHs 3MiH npoTsarom 6-Tu micauiB nicns
3aTBEPAKEHHS.

BAKCHBIOBA
HC BAKLIMHA
NMHEBMOKOKO
BA
MOMICAXAPU
OHA
KOH'IOrOBAH
A (15
BANEHTHA,
ALICOPEOBAH
A)

cycneHsia ans
iH'ekuin, no 0,5 mn (1
nosa); no 0,5 mn
CycneHsii y
nonepeaHLo
HanoOBHEHOMY LUNPWL
(ckno Tuny 1) 3
obmexyBadeM xony
MOPLUHS
(6eanaTekcHui
H6pombyTunosun
Kay4yK) Ta KoBna4kom
(6eanaTekcHuin
cTupon-6yTagieHoBuUi
abo 6esnarTekcHuN
izonpeH-
GpombyTrnoBmin
Kay4yk). Mo 1
nonepeaHL0
HanoBHEHOMY LUNpULY
3 1 OKPEMOIO rornKor
abo no 1 nonepeaHLo
HanoBHEHOMY LUNpULY
3 2 OKpeEMUMH
ronkamu, abo no 10
nonepeaHL0
HanoOBHEHMX LUMPWULiB
3 20 okpemumu
rofikamu B KapTOHHIW
Kopobui pa3om 3
iHCTpyKUieto Ans
Mean4Horo
3acTtocyBaHHs. Lnpuy,
3 ronkoto(amu)
3arnakoBaHo Yy NOTOK

Mepk
Wapn i
Hoym
IOEA
m6X

Lsenuya
pist

TecTyBaHHSA CTabiNbHOCTI
nikapcbkoro 3acoby (UinicHicTb
3aKpUTTS KOHTENHEPY):
EypodiHc JlaHkacTep
Jlabopatopis IHk., CLUA; Bunyck
nikapcbkoro 3acoby Ta
TecTyBaHHsi cTabinbHoCTI
(BipcoTok apgcopbuii): EypodiHc
MPOKCI JlabopaTopis b.B.,
Higepnangn; BropuHHe
nakyBaHHs1 Ta MapKyBaHHS!
LUNPWLiB; BUMYCK FOTOBOrO
nikapcbkoro 3acoby: Mepk LLapn
i Qoym B.B., Hinepnanaw;
TecTyBaHHA Ta BUMYCK
apg’loBaHTy antoMiHito docdaty
(ximiyHe); BUNYycK nikapcbkoro
3acoby Ta TeCTyBaHHSA
cTabinbHocTi (ximiyHe): MCL
IHTEepHewHn MMBX/MCL,
IpnaHaisa (BpinHi), Ipnanais;
HanoBHeHHs nikapcbkoro
3acoby Ta iHCNEeKTYBaHHS;
BMPOBHMLITBO, TECTYBaHHA Ta
BUNYCK af'loBaHTy antoMiHito
docarty (mikpobionoriyHe);
BWMYCK NikapcbKkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(mikpobionoriuHe); BUNYyCK
nikapcbkoro 3acoby:
MC[ IHTepHewHn TM6X/MCA
Ipnangis (Kapnoy), Ipnangis;
TecTyBaHHsA cTabinbLHOCTI
nikapcbkoro 3acoby (iHijtotoya
Ta nigTpumytoya cuna):
HysicaH TM6X, HimeuunHa;
HanoBHeHHs1 nikapcbkoro
3acoby Ta iHCNeKTYBaHHS;
BUWMYCK NikapcbKkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(ximivHe, mikpobionoriyHe Ta
LiMiCHICTb 3aKpUTTS
KOHTenHepy): MaTeoH ITanisa
C.n.A,, Itanis

CLIA/
Higepnanan
/ lpnangis/
HimeuuunHa/
ITanis

B.l.b.2.a, IB Minor changes to the Culture Purity and
Identity test for the fermentation broth used in the
manufacturing of the active substance intermediates
Pneumococcal Polysaccharide Powders to add an
additional temperature during the enrichment
procedure as well as to incorporate a process
improvement to require Identity Colony Morphology
and Gram Stain sample on one plate

3a
peuenmom

UA/20539/01/01
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BAKCHBIOBA
HC BAKLIMHA
NMHEBMOKOKO
BA
MOMICAXAPU
OHA
KOH'IOrOBAH
A (15-
BAJNEHTHA,
AICOPEOBAH
A)

cycneHsig ans
iH'exuin, no 0,5 mn (1
posa); no 0,5 mn
cycneHsii y
nonepeaHL0
HanoOBHEHOMY LUNPUL
(ckno Tuny 1) 3
obmexyBavem xony
MOPLUHS
(6e3naTekcHui
H6pombyTunosun
Kay4yK) Ta KOBNa4kom
(6e3naTekcHui
cTupon-6yTagieHoBui
abo 6esnaTekcHui
isonpex-
H6pombyTunosun
Kay4yk). Mo 1
nonepeaHLo
HanoBHEHOMY LUMPULLY
3 1 OKPEMOIO rofKor
abo no 1 nonepefHLO
HanoBHEHOMY LUMPULLY
3 2 OKpeMNMHM
ronkamu, abo no 10
nonepeaHL0
HanoBHEHUX LUNpULiB
3 20 okpemumu
rornikamu B KapTOHHIl
Kopobui pa3om 3
iHCTpyKLUieto ans
MeAUYHOro
3acTtocyBaHHs. Lnpuy,
3 ronkoto(amu)
3anakoBaHo Yy MoTOK

Mepk
Wapn i
Hoym
IOEA
meX

Lsevina
pis

TecTtyBaHHA cTabinbHOCTI
nikapcbkoro 3acoby (uinicHicTb
3aKpUTTSA KOHTENHEpY):
EypodiHc JTaHkacTep
Jlabopatopis IHk., CLUA; Bunyck
nikapcbkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTI
(BiocoTok apcopbuii): EypodiHc
MPOKCI Na6opaTopis B.B.,
Higepnangu; BtopuHHe
nakyBaHHsA Ta MapKyBaHHS
LUNPWLiB; BUMYCK FOTOBOrO
nikapcbkoro 3acoby: Mepk LLapn
i Qoym B.B., HigepnaHau;
TecTyBaHHs Ta BUMyCK
ap'loBaHTy anoMiHito hocdaty
(ximivHe); BMNYyCK MikapcbKoro
3acoby Ta TeCcTyBaHHSA
cTabinbHocTi (ximivHe): MC[]
IHTepHewHn MTmeX/MCL
IpnaHaisa (BpinHi), Ipnanais;
HanoBHeHHs nikapcbkoro
3acoby Ta iHCNeKTyBaHHS;
BMPOOHMLITBO, TECTYBaHHA Ta
BWMYCK af'toBaHTy antoMiHito
docarty (mikpobionoriyHe);
BUMYyCK Nikapcbkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(mikpobionoriuHe); BUNYyCK
nikapcbkoro 3acoby:
MC[ IHTepHewHn TMEX/MC
Ipnangis (Kapnoy), Ipnangis;
TecTyBaHHSA cTabinbLHOCTI
nikapcbKoro 3acoby (iHiuitotoua
Ta nigTpumytoya cuna):
Hysican TmM6X, HimeuuunHa;
HanoBHeHHs nikapcbkoro
3acoby Ta iHCneKTyBaHHS;
BUMYyCK Nikapcbkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(ximiyHe, mikpobionoriyHe Ta
LiMiCHICTb 3aKpUTTS
KOHTenHepy): MaTeoH ITanisa
C.n.A., lTania

CLA/
Higepnanam
/ Ipnangis/
Himeyvumna/
ITanis

B.l.b.2.e, IB Minor changes to the test procedure for
the active substance reference standard used in the
manufacturing process of the active substance
Monovalent Bulk Conjugates to:

- tighten the re-certification acceptance criteria for
aggregation from ?4% to ?3% in Section 3.2.S.5.2
Future Qualification of Reference Standards;

- extend the initial re-test period for new reference
standards from 1 to 4 years.

3a
peuyerimom

UA/20539/01/01
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BAKCHbLIOBA CycneHsisa gns Mepk Lsevina TecTyBaHHsA CTabinNbHOCTI CLUA/ B.l.a.2.a, IB Minor changes in the manufacturing 3a UA/20539/01/01
HC BAKUUHA iH'ekuin, no 0,5 mn (1 Wapn i pist nikapcbkoro 3acoby (LinicHicTb Hioepnanamn process of the active substance Intermediates peuenmom
NMHEBMOKOKO | pgosa); no 0,5 mn Hoym 3aKPUTTA KOHTENHEPY): / pneumococcal polysaccharide powders (PnPs) to
BA CycneHsii y IOEA EypodiHc JTaHkacTep Ipnangis/ introduce an alternate continuous feed centrifuge for
MONICAXAPU nonepegHL0 m6X JTabopaTopis IHk., CLUA; Bunyck HimeyuunHa/ use during the Clarification module.
OHA HanoOBHEHOMY LUNPWL nikapcbkoro 3acoby Ta ITanisa
KOH''OFOBAH | (ckno Tuny I) 3 TecTyBaHHsi cTabinbHoCTI
A (15- obmexyBadeM xogy (BiacoTok agcopbuii): EypodiHc
BAJIEHTHA, NopLUHSA MPOKCI Na6opaTopis b.B.,
ANCOPBOBAH | (6esnateKkcHui Hinepnanan; BtopuHHe
A) 6pombyTrnoBuin nakyBaHHsi Ta MapKyBaHHsI
Kay4yK) Ta KOBMa4Kom LUNPWLiB; BUMYCK FOTOBOrO
(6eanateKkcHuin nikapcbkoro 3acoby: Mepk LLapn
CcTupon-6yTagieHoBUi i Joym B.B., Hinepnaxgw;
abo BeanaTtekcHui TecTyBaHHsI Ta BUMyCK
izonpeH- apg'loBaHTy antoMiHito docaty
GpombyTrnoBmin (xiMmiyHe); BUNYycK nikapcbkoro
Kay4yk). Mo 1 3acoby Ta TecTyBaHHs
nonepegHLo cTabinbHocTi (ximiyHe): MCL
HaMoBHEHOMY LLNPULY IHTepHewwHn MeX/MCL
3 1 OKPEMOIO rofnKor IpnaHaisa (BpinHi), Ipnanais;
abo no 1 nonepeaHbO HanoBHeHHS nikapcbKkoro
HanoBHEHOMY LUNpULY 3acoby Ta iHCNeKTyBaHHS;
3 2 OKpeEMMMH BMPOGHMLITBO, TECTYBaHHS Ta
ronkamu, aéo no 10 BUNYCK af'loBaHTY artoMiHito
nonepegHLo docdaTy (MikpobionoriyHe);
HaMOBHEHMX LUNPULIB BMNYCK nikapcbKkoro 3acoby Ta
3 20 okpeMmnmmn TecTyBaHHsi cTabinbHoCTi
ronkamu B KapTOHHIl (mikpobionoriuHe); BUNYyCK
Kopobui pa3om 3 nikapcbkoro 3acoby:
iHCTpyKUieto ans MC[ IHTepHewHn TME6X/MCA
Megu4Horo Ipnangis (Kapnoy), Ipnangis;
3acTtocyBaHHs. Lnpuy, TecTyBaHHSA cTabinbHOCTI
3 ronkoto(amu) nikapcbkoro 3acoby (iHiujtotoya
3arnakoBaHo Yy NOTOK Ta MigTpumytoya cuna):
HysicaH TM6X, HimeuunHa;
HanoBHeHHs nikapcbkoro
3acoby Ta iHCNeKTYBaHHS;
BWMYCK NikapcbKkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(ximivHe, mikpobionoriyHe Ta
LiniCHICTb 3aKpuTTs
KOHTelHepy): MaTeoH ITanis
C.n.A., Itania
BAKCHbLIOBA cycneHsia ans Mepk Llsevina TecTyBaHHSA CTabinNbLHOCTI CLIA/ B.l.b.z, IB To widen the Assay (Purity) test acceptance 3a UA/20539/01/01
HC BAKLUUHA iH'exuin, no 0,5 mn (1 Wapn i pist nikapcbkoro 3acoby (uinicHicTb Higepnanagmn | criteria for Isopropyl ?-D-thiogalactopyranoside, a raw | peuenmom
NMHEBMOKOKO | posa); no 0,5 mn Ooym 3aKPUTTS KOHTENHEPY): / material used in the production fermentation step of
BA cycrneHsii y IOEA EypodiHc JlaHkacTep Ipnangis/ the CRM197 active substance intermediate process,
NMONICAXAPU nonepeaHLo m6X Jlabopatopis IHk., CLUA; Bunyck | Himeuuunna/ from ?99.0% to ?95.0% and to recalculate the target
OHA HaMoBHEHOMY LUNpUL nikapcbkoro 3acoby Ta ITanis concentration of media in the Seed Fermentation
KOH''OFOBAH | (ckno Tuny |) 3 TEeCTyBaHHsi cTabinbHOCTI Media, Production Media and Production Fermentation
A (15- obmexyBavem xony (BigcoTok apcopbuii): EypodiHc Media.
BAJIEHTHA, NOPLUHS MPOKCI NabopaTopis B.B., The MAH took opportunity to introduce editorial
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ANCOPBOBAH | (6esnatekcHui Hinepnanan; BtopuHHe changes in section 3.2.S.2.3 for lifecycle management,
A) 6pombyTrnoBuin nakyBaHHsi Ta MapKyBaHHsI which do not represent any changes to the approved
Kay4dyK) Ta KoBrna1kom LLNPULIB; BUMYCK FOTOBOIO process.
(6eanateKkcHui nikapcbkoro 3acoby: Mepk LLapn
CcTupon-6yTagieHoBUiA i Joym B.B., Hinepnaxgw;
abo besnaTekcHui TecTyBaHHsI Ta BUMYyCK
izonpeH- apg'loBaHTy antoMiHito dhocaty
6pombyTrnoBui (xiMmiyHe); BUNYyCK nikapcbkoro
Kay4yk). Mo 1 3acoby Ta TecTyBaHHs!
nonepegHLo cTabinbHocTi (ximivyHe): MCL
HaMoBHEHOMY LLNPULY IHTepHewHn MeX/MCL
3 1 OKPEMOIO roMKoK IpnaHaisa (BpinHi), Ipnanais;
abo no 1 nonepeaHLO HanoBHeHHs nikapcbKkoro
HanoBHEHOMY LUNpULY 3acoby Ta iHCNeKTyBaHHS;
3 2 OKpeEMUMU BMPOGHMLTBO, TECTYBaHHS Ta
ronkamm, aéo no 10 BUNYCK af'loBaHTy artoMiHito
nonepegHLo docdaTy (MikpobionoriyHe);
HaMOBHEHMX LUNPULIB BMNYCK nikapcbkoro 3acoby Ta
3 20 okpeMmnmmn TecTyBaHHsi cTabinbHoCTI
rofikamu B KapTOHHilA (mikpobionoriyHe); BunNyck
Kopobui pa3om 3 nikapcbkoro 3acoby:
iHCTpyKUieto ans MCL IHTepHewwHn M6X/MCL
MeANYHOro Ipnangia (Kapnoy), lpnaHais;
3acTtocyBaHHs. LWnpuy, TecTyBaHHSA cTabinbLHOCTI
3 ronkoto(amu) nikapcbkoro 3acoby (iHiuitotoua
3arnakoBaHo Yy NOTOK Ta nigTpumytoya cuna):
HysicaH TM6X, HimeuunHa;
HanoBHeHHs nikapcbkoro
3acoby Ta iHCNeKTYBaHHS;
BWMYCK NikapcbKkoro 3acoby Ta
TecTyBaHHs cTabinbHoCTi
(ximivHe, mikpobionoriyHe Ta
LiniCHICTb 3aKpuTTs
KOHTelHepy): MaTeoH ITanis
C.n.A,, Itanis
FAPOACUN® 9 | cycneHsia ans Mepk Lsenua 06'egHaHHSA roToBOro NpoayKTy CLUA/ B.l.a.1.z, IB - Addition of a manufacturer Pfanstienl, 3a UA/20128/01/01
BAKLMHA iH'exuin, no 0,5 mn (1 Wapn i pist (noBTOpPHE cycneHayBaHHs Ta HinepnaHau Inc. Located at 1219 Glen Rock Ave. Waukegan, peuenmom
NnPOTHU fposa); no 0,5 mn Ooym 06'eqHaHHS KiHLEBOro /lpnangisi/lc llliois, United States, 60085 and a supplier Ricerche
BIPYCY cycrneHsii y IOEA ccopmynboBaHoro barnky, naxis Sperimentali Montale s.r.I. (Parent company Inalco)
nANINoMu nonepeaHL0 m6X OoTpuUMaHoro 3 AinbHuui Bect located at Fiorentina 359, Bottaia, Pistoia, Italy, 51100
NIOOUHMN 9- HanoBHEHOMY LUNPUL MoWHT), HANOBHEHHS LLNPULLIB of ancillary raw material D-(+)-Galactose (also
BAJIEHTHA (ckno) 3 obmexyBayem (nepBWHHE NakyBaHHS), referenced as D-Galactose or Galactose), which is

(PEKOMBIHAH
THA,
AOCOPBOBAH
A)

X0y MOPLUHS
(cvnikoHisoBaHwWM
6pombyTrnoBuin
enacTtomep i3
nokputTaM FluroTec)
Ta KOBMNaykoMm
(cMHTEeTWYHa i3onpeH-
H6pombyTunosa
cywmiw). Mo 1
nonepeaHL0
HanoBHEHOMY LUMPULLY

TECTYBaHHS! NpY BUMYCKY Ans
LINpuLUiB, HANOBHEHNX Ha
ninbHUUi bakcTep (nuwe

€HOTOKCVHU Ta CTEPUIBHICTb):
Bakctep ®apmachbioTikan
ContowHc JIIC, CLUA;

TECTYBaHHS NpW BUMYCKY AnNs
LINpULiB, HANOBHEHNX Ha

AinbHUUi Kapnoy, TecTyBaHHsi

npu BBE3€EHHI (4N wnpuuis,

OTPVMaHuX 3 AinbHuui Bect

used in the manufacturing of Human Papillomavirus 9-
valent Vaccine, Recombinant.

A.4, 1A - Change in the name and address of the
current Galactose supplier from Pfanstiehl, Inc. 1219
Glen Rock Ave.Waukegan, lllinois, United States,
60085 to Inalco Pharmaceuticals 3440 Empresa Drive,
Suite A San Luis Obispo, California, United States,
93401.
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3 2 ronkamu abo no 10
nonepegHL0
HanoOBHEHMX LUMPWULiB
3 2 ronkamu ans
KOXXHOTO Lnpuua B
KapTOHHiI kopobui 3
iHCTpyKUieto onsa
Meau4Horo
3acToCyBaHHS

MonHT Ta ginbHuUi Bakctep)?,
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs1, cepTudikauia Ta
BUMYCK Cepii:

2 TecTyBaHHSA NpU BBE3EHHI
BKITIOMA€E NPOBEAEHHS BCiX
TECTiB MPW BUMYCKY cepii
KIHLLEBOro NpoayKTy
Mepk Wapn i Joym B.B.,
Higepnanaw;
BUPOGHMLTBO: hopmMynsiLis,
HaMOBHEHHS Ta NepBUHHE
nakyBaHHS! LUNPULIB, TECTYBaHHA
npu BUMYycKy (KiHLeBOro
ccopmynsoBaHoro 6arnky Ta
LINpU1LiB, HAMOBHEHNX Ha
ainbHUUi Bect MonHT Ta Ha
AinbHUUi BakcTep), TecTyBaHHSA
cTabinbHoCTi:

Mepk LWapn i Joym JIN1C, CLUA;
BMPOBHMLTBO: chopmynsvis,
HamnoBHEHHS Ta NepBUHHE
nakyBaHHs! LUNPULIB, TECTYBaHHSA
npu BUMYCKy
(kKiHLEeBOrocopMybOBaHOIO
Ganky Ta WnpuuiB, HANOBHEHUX
Ha ginbHuui Kaproy),
TeCTyBaHHs cTabinbHOCTI:
MC[ IHTepHewHn TME6X/MCA
Ipnangis (Kapnoy), Ipnangis;
MapKyBaHHS Ta BTOPUHHE
naKyBaHHs:

Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis

FAPOACUN® 9
BAKLUMHA
NnPOTHU
BIPYCY
NAOINOMU
JNIOOAWHU 9-
BAJIEHTHA
(PEKOMBIHAH
THA,
AOCOPBOBAH
A)

cycneHsisa Ans

iH'ekuin, no 0,5 mn (1
fposa); no 0,5 mn
CycneHsii y
nonepeaHLo
HanoBHEHOMY LUNpUL
(ckno) 3 obmMexyBadem
X0y MOPLUHS
(cunikoHizoBaHwWM
H6pombyTunoBui
ernacTomep i3
nokputTaM FluroTec)
Ta KOBMNa4kom
(cvHTETMYHa i3onpeH-
H6pombyTunosa
cywmiw). Mo 1
nonepeaHLo
HanoBHEHOMY LUMPULLY
3 2 ronkamu abo no 10

Mepk
Wapn i
Hoym
IDEA
m6X

Lsenua
pis

06'eqHaHHsi rOTOBOro NPOAYyKTY
(noBTOPHE CcycneHayBaHHs Ta
06'eqHaHHS KiHLEBOrO
cchopmMynboBaHoro 6arnky,
OTPVMaHOro 3 AinbHuui Bect
MoWHT), HANOBHEHHS LLNPULLIB
(nepBWHHE NaKyBaHHS),
TECTYBaHHS MNPV BUMYCKY ANS
LUNpWLiB, HANOBHEHWX Ha
ainbHULi Bakctep (nuwe
€HOTOKCVHW Ta CTEPUIBHICTB):
Bakctep ®apmachbioTikan
ContowwiHe JINC, CLUA;
TECTYBaHHS MpW BUMYCKY ANS
LUNpWLB, HANOBHEHWX Ha
AinbHUUi Kapnoy, TecTyBaHHs
npu BBE3€HHI (Ans wnpuuis,
OTPVMaHuX 3 AinbHuui Bect
MonHT Ta ginbHuui Bakctep)?,

CLIA/
Hinepnanamn
/lpnangisi/lc

nanis

B.Il.b.5.e, Il - Widening of the approved IPC limits,
which may have a significant effect on overall quality
of the finished product.

To widen the recirculation turnover critical process
parameter range applied during the manufacture of the
finished from 7466 to ?592 to cover both syringe filling
line operations at the Baxter Pharmaceutical Solutions
LLC site in Bloomington, Indiana, USA. In addition, the
MAH took the opportunity to make editorial changes to
Module 2.3 Quality Overall Summary to ease life cycle
management.

3a
peuernmom

UA/20128/01/01
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nonepegHLo
HaMoOBHEHMX LUNPULB
3 2 ronkamu ans
KOXXHOTO Lnpuua B
KapTOHHI kopobLi 3
iHCTpyKUieto ans

MapKyBaHHS Ta BTOPUHHE
nakyBaHHs, cepTudikauia Ta
BUNYCK cepii:

2 TecTyBaHHSA NpU BBE3EHHI
BKIOMAE NPOBEAEHHS BCiX
TecTiB Npu BUMNYCKy cepii

MeANYHOro KIHLLeBOro NpoayKTy
3acToCyBaHHs Mepk LWapn i Joym B.B.,
HigepnaHnaw;
BUPOBHMLTBO: chopmMynsiLis,
HanoBHEHHS Ta NepBUHHE
nakyBaHHs! LUNPULLB, TECTYBaHHS
npu BUMYCKy (KiHLLeBOro
chopmynboBaHoro 6anky Ta
LUNpWLB, HANOBHEHWX Ha
ainbHUUi Bect MonHT Ta Ha
ainbHUUi BakcTep), TecTyBaHHS
cTabinbHoCTi:
Mepk LWapn i Joym JIN1C, CLUA;
BUPOGHMLTBO: hopmMynsiLis,
HanoBHEHHsI Ta NepBUHHE
nakyBaHHS LUNPULiB, TECTYBaHHS
npv BUMycKy
(kiHLLeBOrOCOPMYNLOBaAHOIO
6anky Ta WwnpuLiB, HaNOBHEHMX
Ha ginbHuui Kapnoy),
TEeCTyBaHHs CTabiNbHOCTI:
MCL IHTepHewwHn M6X/MCL
Ipnangis (Kapnoy), Ipnangis;
MapKyBaHHs Ta BTOPUHHE
nakyBaHHs:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
KEHIPEKCAN NopoLLOK Ans K'esi ABCTpis BMPOGHMLTBO, KOHTPOIb SKOCTI ITanis/Hime4 3MmiHu Wwopo 6e3nekn/edPekTMBHOCTI Ta 3a UA/17224/01/01
KOHLIeHTpaTy Ans dapmac'io Ta NepBUHHE NaKyBaHHS: YnHa dapmakoHarnsagy (iHwi amiHm)(B. (x), 1A) peuenmom
PO34MHY ANS iH'eKuin / Tiken3a MateoH Itania C.n.A., ITanis 3MiHM BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
iHdpysin, 50 mr; 10 mM6X BTOPWHHE MaKyBaHHS: ynakoBKu nikapcbkoro 3acoby y n. 17. «IHLWE», a came
riakoHiB 3 MOPOLLKOM K'esi ®dapmaueyTuui C.n.A., YTOYHEHHS iHbopMaLii LLOAOo NoroTuny 3asiBHUKA.
y nakoHi B KAPTOHHIN ITanisa BBeaeHHs 3miH npoTarom 6-Tu micauiB nicns
Kopobui 3 BUMYCK cepii: 3aTBEPOKEHHS.
MapKyBaHHsIM HOiadbapm M'mbX & Ko. KT,
iTanincebkoto, Himeuunna
HiMeLlbKoto Ta
aHrMincLKOI MoBaMu
3i cTikepom
YKpailHCbKO MOBOKO
NAM3EQE NMOPOLLIOK ANS PO3YNHY K'esi ABcTpis BMPOGHMLTBO NiKapCbKOro ITanis/ B.l.a.2.a, IB - Changes in the manufacturing process 3a UA/18519/01/01
ans iHdysin, 10 mr; no | Papmac'io 3acoby, BUNpobyBaHHs npu PpaHuis of the AS - Minor change in the manufacturing process | peuenmom
10 Mr y donakoHi 3 Tikens BUNYCKY, BUNPODYBaHHsI Ha of the AS:
MapKyBaHHAM m6X cTabinbHiCTb, NepBNHHE Minor change in the manufacturing process of the

aHrMiNCbKOK MOBOIO;
no 1 dnakoHy B
KapTOHHI kopobui 3

nakyBaHHsi: lMaTeoH Itanis
C.n.A., Itanis;
BUNPoBYBaHHsI NpY BUMYCKY,

active substance velmanase alfa to add a non-
compendial raw material sodium hydroxide solution
(Ph. Eur/lUSP-NF) in addition to compendial sodium
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MapKyBaHHAM
HiIMELIbKOIO MOBOIO 3i
CTUKEPOM
YKPaiHCbKOK MOBOIO

BUMYCK Cepii, BTOPUHHE
nakyBaHHs, 36epiraHHs Ta
amcTpubyuis:

K'esi dapmaneyTuui C.n.A.,
ITanis; BuNnpobyBaHHs npu
BUWMYCKY: NULLE HEBUAUMI
yacTku: KoHdpapma PpaHuis -
FomOGypr, ®paHuisi; JIAJ1-TecT,
HeBUAMMI YacTku: €BpPodiHC
Biona6 Cpn, ITanis

hydroxide without changing specifications.

10. | HIKOPETTE® cnpew ans poToBoi MakHin LLBeuis MakHin Ab LBeuis 3minm | Trny - 3miHn Wwoao 6esnekn/eddekTMBHOCTI Ta bes UA/16866/01/01

CBDKA M'ATA | nOpOXHWUHM, ABb apmakoHarnagy. BeegeHHsi abo 3amiHm oo peuenma
£[030BaHNN, 1 Mr/ao3a; y3aranbHeHUX AaHux npo cuctemy bapmakoHarnsagy
no 150 gos cnpeto y (BBEAEHHSA y3aranbHEHNX AaHuX Npo cucTemy
MET- cpnakoHi dapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobu,
eMHicTio 15 mn, MNET- BiAnNoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnaay;
NaKkoH 3 MexaHiYHUMm KOHTaKTHOI 0cobu 3 dhapmakoHarnagy sasBHvKa Ans
pO3nuIoBaYeM i 3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
3aXMCHUM KIlanaHom BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BianoBiganbHoi
NOMILLYOTb Y 3a 3[incHeHHsA dhapmakoHarnagy (BKroYaym
nnacTukoBui yTnsp KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
i3 noninponinexy, no 1 dawina cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOT
abo 2 nnacTukoBmx ocobu 3asiBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsg B
dyTnapuy YkpaiHi. [litoya pegakuis: HaropHa KatepuHa IBaHiBHa
NnacTMKoBOMY / Nahorna Kateryna Ivanivna. NponoHoBaHa pegakuisi:
KOHTYPHOMY YarapHa Hatanis CepriieHa / Chagarna Natalia
KOHTeNHepi i3 Serhiivna. 3MiHa KOHTaAKTHWX AaHUX KOHTAKTHOI 0CcOBY
KapTOHHOK OCHOBOIO 3asiBHKKA, BignosigansHoi 3a hapMakoHarnsag B

YKpaiHi.

11. | HIKOPETTE® cnpew aAns poToBoi MakHin LLseuis BUPOBHMLTBO rOTOBOrO LBeuis 3MmiHn | Tvny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI Ta bes UA/18446/01/01
®PYKTOBO- NOPOXHUHN, ABb npoaykTy (BKMHYaun dapmakoHarnsgy. BeegerHs abo 3amiHn go peuenma
M'ATHUN [o30BaHui, 1 Mr/nosa; KOMIMIIEKTALit0, KOHTPOMb SIKOCTI, y3aranbHeHMX JaHWX NPOo cucTemy hapmakoHarnsgy

no 150 pos cnpeto y BUNYCK cepii): (BBEOEHHS y3aranbHEeHWX AaHnX Npo cucTemy
MET- dpnakoHi MakHin Ab hapmakoHarnsigy, 3MiHa yrnoBHOBaXeHOI 0cobu,
emHicTio 15 mn. MET- BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
NaKkoH 3 MexaHiYHUMm KOHTaKTHOI 0cobu 3 dhapmakoHarnagy 3asBHvKa Ans
po3nunoBayem i 34iicHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa
3aXMCHUM KIlanaHom BiAMiHHa Bif, yNOBHOBaXXeHOI 0cobU, BignosigansHoi
NOMILLYOTb Y 3a 3pincHeHHsA hapmakoHarnagy (Bkroyaym
nnacTukoBun yTnap KOHTaKTHi fiaHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-
i3 noninponineny. Mo 1 darna cuctemmn apmakoHarnsgy) - 3miHa KOHTaKTHOI
abo 2 nnacTukoBmx ocobu 3asBHUKa, BiAMOBIAANLHOI 3a hapmakoHarnsg B
dyTnsapu y Ykpaii. [itova pegakuis: HaropHa KatepuHa IBaHiBHa
nnacTUKoBoOMy / Nahorna Kateryna lvanivna. lMponoHoBaHa pepakuis:
KOHTYPHOMY YarapHa Haranisa CepriiBHa / Chagarna Natalia
KOHTeWHepi i3 Serhiivna. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI ocobu
KapTOHHOK OCHOBOIO 3asBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsg B
YKpaiHi.

12. | HIMEHPUKC® NMOPOLLIOK Ta MNOANIEP CLLA (OopMyBaHHS, HAaNMOBHEHHS, Benebris B.l.a.4.z, IB To reclassify the control of inactivation 3a UA/16901/01/01
PO3YMHHUK ANS Epy.cLMI niodiniaauis, KOHTPOrb AKOCTI, testing from in-process test for control (IPT-C) to in- peuyenmom
PO3YMHY ANS iH'eKLin, . nakyBaHHs/MapKyBaHHS, BUMYCK process test for monitoring (IPT-M) for MenA, MenC,
1 go3a y cnakoHi; no KOPIMOP cepii roToBOro NPOAYKTY; MenW, MenY polysaccharides active substance
1 dprakoHy 3 EVLLIH OpMyBaHHS Ta HaNOBHEHHS, intermediates manufactured at Wyeth Pharmaceutical
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nopotukom (1 gosa) B
KOMMIEKTi 3
po34mHHUKoM (0,5 mn)
y nonepefHb0
HanoBHEHOMY LUNPUL
Ta ABOMA ronkamm
3anakoByOTb Y
6nicTep Ta BknagatoTb
Y KapTOHHY KOPOOKy;
no 1 donakoHy 3
nopotukom (1 gosa) B
KOMMEKTi 3
po34nHHUKoMm (0,5 M)
y nonepefHb0
HanoOBHEHOMY LUNPUL
6e3 ronkm
3anakoByOTb Y
6nictep; 10 bnicTtepis
BKNagawTb y
KapTOHHY KOpObKyY

nakyBaHHs/MapKyBaHHS,
KOHTPOJb SIKOCTi, BUNYCK cepii
posumnHHuka: Mpansep
MeHtobekuypuHr Benbris HB,
Benbris;
(OpMyBaHHS Ta HAaNOBHEHHS
PO34YMHHMKA, MapKyBaHHS,
KOHTPOIb SIKOCTi PO3YMHHWKA:
KataneHTt Benbaxiym CA,
Benbris; dopmyBaHHA BakumnHW,
HanOBHEHHS (hNaKoHiIB,
nioginizauisi, KOHTPOMb AKOCTi:
makcoCmiTKnsinH bionomxikanc
CA, benbrisi; KOHTPOMb SIKOCTi
PO3YMHHMKA 32 MOKA3HUKOM
"CtepunbHicTb": CI'C a6 CimoH
CA, Benbris

Division of Wyeth Holdings LLC, Sanford, USA.

13.

MAKCnosia

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkot, no 150 mr
Ta TabneTku, BKpUTI
NniBKOBOKO
o6onoHkoto, no 100
Mr, No 4 TabneTku,
BKPUTI NMiBKOBOHO
o6ornoHkoto, no 150 mr
Ta no 2 Tabnetku,
BKPUTI MMiBKOBOIO
o6ornoHkoto, no 100 mr
y 6nicTepi, no 5
GnicTepiB y KApTOHHIW
KopoobLi

Mdpansep

Eny.Ci.Mi.

Kopnopen
LUH

CLLA

mab6nemku Hipmampensip:
8UPOBHUUMBO, NepPBUHHE
raKyeaHHsl, BMOpUHHe
nakyeaHHsi, peris/mecmyeaHHs
KOHMPOJIIo sKocmi cepi,
MapKyeaHHS, 8urnyck cepil,
cmabinbHicms:
Mdpansep MeHrodekdypuHr
Honunenn M6X, HimevyunHa;
8UPObHUYMBO, Nep8uUHHE
raKysaHHsl, BMopUHHe
rakysaHHsi, pesnia/mecmygeaHHsi
KOHMPOJT0 sIKocmi cepii,
MapKysaHHS, 8uryck cepir,
cmabinbHicmb:
Mdbansep Ipnangis
dapmacsbioTikans, IpnaHgis;
8UPOBHUUMBO, NepPBUHHE
raKkyeaHHsl, BMOpUHHe
rnakyeaHHs,
8uIycK/mecmy8aHHs1 KOHMPOIIo
sKocmi cepii, MapKyeaHHs,
sunyck cepii, cmabinbHicms:
Mdpanzep Itania C.p.n., ITanis;
mecmyegaHHs1 cmabifibHocmi:
Mdpanzep IHk., CLUA;
ma6nemku pumoHaeip:
8upobHuumMeo in bulk,
mecmyegaHHs | auriyck in bulk:
Xetepo [a6ce Jlimiten, IHais;
rpemikc pumoHasipy:
XeTtepo Oparc Nimiteq, IHgis;
1epBUHHE NaKy8aHHsl,

Himevuunna/
Ipnangis/
ITanis/
CLIA/
IHAis

B.l.a.1.f - Change in the manufacturer of AS or of a
starting material/reagent/intermediate for AS -
Changes to quality control testing arrangements for
the AS -replacement or addition of a site where batch
control/testing takes place; Type — Il.

ASMF EMEA/ASMF/01449 (AP and RP) for Ritonavir
active substance has been updated as follows:

To add Analys Lab Private Limited (Unit-11), Plot No.
47, 4th Floor, IDA, Balanagar (V & M), Ranga Reddy
(Dist.) Hyderabad, Telangana 500037 INDIA as a
manufacturing site responsible for quality control
testing of the active substance.

The applicant took the opportunity to update 3.2.5.2.1
to include M/s. Hetero Drugs Limited, Unit-IX, Plot No.
1, Hetero Infrastructure Ltd.- SEZ, Narasapuram
Village, Nakkapalli Mandal, Anakapalli District-531081,
Andhra Pradesh, India as a manufacturing site
responsible for quality control testing of the active
substance erroneously not included in the dossier.

3a
peuenmom

UA/20163/01/01
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8MOPUHHE MNaKy8aHHs,
MapKy8aHHS,
8urnycKk/mecmyeaHHs1 KOHMPOIIo
SKOCmi, eurnyck cepi,
cmabinbHicmb:
Mdpansep MeHodekdypuHr
Hownuneng M6X, Himevyunna;
repeuHHe rnaKyeaHHs,
8MOPUHHE MaKyeaHHs,
MapKy8aHHS,
8urnycKk/mecmyeaHHs1 KOHMPOJIo
sKocmi, eunyck cepii,
cmabinbHicmb:
Mdpanizep Itania C.p.n., ITanis;
repsuHHe nakyeaHHs,
8MOPUHHE MNaKy8aHHs,
MapKyeaHHS, 8Urnyck cepii:
Mdcbansep Ipnangis
dapmachkioTikans, IpnaHgis;
mecmyeaHHS i sunyck in bulk:
dapmagokc Xenckeap J1T4.,
ManbTa;
mecmyegaHHs1 | cmabifibHicmb:
Mdpansep IHk., CLUA

14. | MAKcCnosBIg TabneTkn, BKPUTI Mdparizep CLWA TabneTkn HipmaTpensip: HimeuuunHa/ Type IB, C.l.z - Changes (Safety/Efficacy) of Human 3a UA/20163/01/01
NniBKOBOIO Eny.Ci.Mi. BUPOBHMUTBO, NEPBUHHE Ipnangis/ and Veterinary Medicinal Products - Other variation - | peyenmom
obonoHkoto, no 150 mr | Kopnopen nakyBaHH4, BTOPUHHE ITanis/ To provide the Phase Il of the Environmental Risk
Ta TabneTku, BKpUTI LH nakyBaHHs1, penis/TecTyBaHHs CLUA/ Assessment (ERA) for Paxlovid.
NniBKOBOIO KOHTPOIIO SIKOCTIi cepil, IHais PRESENT

obornoHkoto, no 100
Mr, no 4 TabneTkw,
BKPUTI MMiBKOBOIO
obornoHkoto, no 150 mr
Ta no 2 Tabnetku,
BKPUTI MMiBKOBOIO
obornoHkoto, no 100 mr
y bnicTepi, no 5
GnicTepiB y KApTOHHIW
KopobLi

MapKyBaHHS, BUMYCK cepii,
cTabinbHicTb: Mdansep
MeHiobekyypuHr Jonunens
'm6X, Himevuuha;
BMPOOHWLITBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHsI, penis/TecTyBaHHS
KOHTPOIIO SIKOCTIi cepil,
MapKyBaHHS, BUNYCK cepii,
crabineHicTb: MNdpansep IpnaHaisa
dapmacbioTikans,
IpnaHais;Bupo6HMLTBO,
nepBUHHE NaKyBaHHS, BTOPUHHE
nakyBaHHS1, BUMYCK/TeCTyBaHHS
KOHTPOIIO SIKOCTI cepii,
MapKyBaHHS, BUMyCK cepii,
cTabinbHicTb: MNdawsep Itanis
C.p.n., ITanis;; TecTyBaHHsi
ctabinbHocTi: Mdansep IHk.,
CLUA; TabneTkn putoHasip:
BMPOGHMLTBO in bulk,
TecTyBaHHs i Bunyck in bulk:
Xetepo [a6ce Jlimiten, IHais;
npeMikc puToHasipy: XeTepo

Module 1.6 ENVIRONMENTAL RISK ASSESSMENT
1.6.1 Non-Genetically Modified Organisms (Non-GMO)
Phase |
PROPOSED
Module 1.6 ENVIRONMENTAL RISK ASSESSMENT
1.6.1 Non-Genetically Modified Organisms (Non-GMO)
Phase | and Il
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[Oparc Nimitea, IHgis; nepBuHHe
nakyBaHHsl, BTOPUHHE
nakyBaHHs, MapKyBaHHS,
BWNYCK/TECTYBAHHS KOHTPOJIO
SIKOCTI, BUMYyCK cepii,
cTabinbHicTb: Mdansep
MeHtodekuypuHr Jonunens,
'M6X, HimeyunHa; nepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHsi, MapKyBaHHS,
BWNYCK/TECTYBaHHS KOHTPOJIO
SKOCTI, BUNYCK cepil,
cTabinbHicTb: MNdansep ITanisa
C.p.n., ITanis; nepBuHHe
naKyBaHHs, BTOPUHHE
nakyBaHHsi, MapKyBaHHS1, BUMYCK
cepii: MNMdpansep Ipnangis
dapmachbioTikans, Ipnangis;
TeCTyBaHHS i BMNycK in bulk:
dapmagokc Xenckeap J1t4.,
ManbTa; TectyBaHHS i
cTabinbHicTb: MNdpansep IHk.,
CLUA

15.

NMAPCABIB®

pO34MH Ans iH'ekyin, 5
mr/mn; no 0,5 mn (2,5
Mr) y donakoHi, no 6
PNaKkoHiB y KAPTOHHIW
kopobui; no 1 mn (5
Mr) y conakoHi, no 6
PNaKoHiB y KAPTOHHIW
kopobui; no 2 mn (10
Mr) y conakoHi, no 6
PNaKkoHiB y KAPTOHHIW
KopoobLi

AmDpKeH
€Bpona
B.B.

Higepna
HOW

MapKyBaHHs!, BTOPUHHE
nakyBaHHS, BUMYCK cepii:
AmgxeH €spona b.B.,
Hinepnanan
KOHTPOSb SAKOCTi NPU BUMYCKY:
AmmxeH TekHonomxi (AneneHa)
AHnimiTeq Komnani, Ipnangis
BMPOOHWLITBO, NEPBUHHE
nakyBaHHs!, KOHTPOMb AKOCTi Ta
BUNpobyBaHHs cTabinbHOCTI:
MaTeoH MaHydekuypiHr
Cepsices En.En.Ci., CLWWA
BMPOBHWLTBO, NEPBUHHE
nakyBaHHSs!, KOHTPOMb SKOCTi Ta
BUNpobyBaHHs cTabinbHOCTI:
AvpxeH MaHydekuypinr 1174,
CLWA

KOHTPOMb SKOCTi NPW BUMYCKY
(ineHTndikauis metogom mac-
CreKTpomeTpii):

Mna OesenonmeHt, J1.MM., CLLA

Hinepnanan
/ lpnangis/
CWA

C.l1.11.z type IB - Introduction of, or change(s) to, the
obligations and conditions of a marketing
authorisation, including the RMP - Other variation
The MAH has submitted a Type IB variation for
PARSABIV (etelcalcetide) to update the RMP to
remove the completed category 3 PASS study
20170561 ("An Observational Study to Evaluate the
Potential Association Between Parsabiv and
Gastrointestinal Bleeding") as an additional
pharmacovigilance activity and the risk of
"Gastrointestinal haemorrhage" as an important
potential risk, following approval of procedure
EMEA/H/C/003995/11/0021,

The proposed changes, to be implemented in RMP
version 4.0 (DLP 10 November 2023, final sign-off
date 21 February 2024) for PARSABIV, are the
following:

Part/Module/Annex
Part I: Product(s) Overview
Part Il: Safety Specification
Sl: Epidemiology of the Indication(s) and Target
Population(s)
SlII: Clinical Trial Exposure

SIV: Populations Not Studied in Clinical Trials
SV: Post-authorization Experience

SVII: Identified and Potential Risks

3a
peuerimom

UA/17068/01/01




12

[TponoBxkeHHs noaarka 4

SVIII: Summary of the Safety Concerns
Part Ill: Pharmacovigilance
Plan (Including
Postauthorization Safety
Studies)

Part V: Risk Minimization Measures (Including
Evaluation of the Effectiveness of Risk Minimization
Activities)

Part VI: Summary of the Risk
Part VII: Annexes
Annex 2: Tabulated Summary of Planned, Ongoing,
and Completed Pharmacovigilance Study Program
Annex 3: Protocols for Proposed, Ongoing, and
Completed Studies in the Pharmacovigilance Plan
Major Change(s)

Updated to show that etelcalcetide is not subject to
additional monitoring in the European Union.

Updated epidemiology data.

Clinical trial exposure data updated to a data lock point
of 10 November 2023.

Exposure of special populations updated to a data lock
point of 10 November 2023.
Post-authorization exposure data updated to a data
lock point of 10 November 2023.

Removed important potential risk of 'gastrointestinal
hemorrhage.'

Removed important potential risk of 'gastrointestinal
hemorrhage.'

Removed completed category 3 Study 20170561.

Removed important potential risk of ‘gastrointestinal
hemorrhage.'
Updated per changes listed above for Module SVII and
Parts lll and V.

Updated category 3 Study 20170561 from ongoing to
completed.
Removed protocol for Study 20170561.

Assessment:
In more details, the following sections of the RMP
were amended:

PARTI: PRODUCT OVERVIEW
Information that the product is not subject to additional
monitoring
Part 11 SI
Data on incidence, prevalence of secondary
hyperparathyroidism, demographic of indicated
population, risk factors for the disease have been
updated in accordance to Registry of European Renal
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Association- European Dialysis and Transplant

Association (ERA-EDTA).
Part Il Sl
Total Subject Exposure to Etelcalcetide in Clinical
Trials has been updated. The total number of patients
raised from 1719 (2433.58 subject/year) to 2090
(2612.92). All the concerned table have been updated:
exposure by Indication and Duration, by age group
and gender, by indication and race.
Part Il SIV
Regarding patients with hepatic impairment it has
been reported that no dedicated studies have been
performed in these patients, although the clinical
development program included subjects with a
reported medical history of hepatic impairment.
Exposure of population with relevant different ethnic
origin has been updated, as well as paediatric patients
(from 38 of RMP ver 3.0 to 38) and elderly (from 520
of RMP ver 3.0 to 577).
Part Il SIV
Estimated Number of Patient-years of Exposure to
Etelcalcetide, by Region, in the Postmarketing Setting
changed from 134 916 to 373 473. Patients exposure
estimated from business partners changed from 109
594 patient-years to 305 058.
Part Il SVII
Section "New Safety Concerns and Reclassification
With a Submission of an Updated RMP" has been
updated. Gastrointestinal hemorrhage, previously
classified as an important potential risk, has been
removed from the list of safety concerns in the EU
RMP, as per PRAC request in the procedure
EMEA/H/C/003995/11/0021. The RMP has been
updated with the information that the findings from
Study 20170561 do not suggest an elevated risk of
gastrointestinal bleeding for hemodialysis patients
exposed to etelcalcetide. The EMA requested to
"remove from the RMP the category 3 PASS study
20170561 as additional pharmacovigilance activity and
the risk of "Gastrointestinal haemorrhage" as important
potential risk, at the first regulatory opportunity. In
consideration of the limitations of study results (e.g.
scarce sample size), the MAH is requested to maintain
"Gastrointestinal haemorrhage" as important potential
risk for the scope of the PSURs, and provide
cumulative reviews in the context of the PSURs
submitted in the future.”
Part Il
Study 20170561 has been removed from the table of
ongoing and planned additional pharmacovigilance
activities.
Part V

Gastrointestinal hemorrhage has been removed as
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safety concern from the table of Description of Routine
Risk Minimization Measures by Safety Concern, as
well as from Summary Table of Pharmacovigilance
Activities and Risk Minimization Activities by Safety

Concern.
Part VI
References to the important potential risk
Gastrointestinal hemorrhage and to the Study
20170561 have been removed from the concerned
parts of the RMP summary.
Annex 2
Study 20170561 has been reported as completed
study.
Annex 3
Protocol of Study 20170561 has been removed.
The editorial changes are acceptable.
Conclusion:

The issue of gastrointestinal bleeding and ulceration is
closely monitored in EU since the first PSUR. In the
procedure EMEA/H/C/003995/11/0021the FSR of the

case-control observational PASS study 20170561 was

evaluated.

In general, data emerged from this study does not
raise safety concerns, though several limitations (i.e.
limited sample size) may have impacted the results.

The MAH was requested to remove from the RMP the

category 3 PASS study 20170561 as additional
pharmacovigilance activity and the risk of

"Gastrointestinal haemorrhage" as important potential
risk, at the first regulatory opportunity. The MAH was

requested to maintain "Gastrointestinal haemorrhage"

as important potential risk for the scope of the PSURs,
and provide cumulative reviews in the context of the
PSURSs submitted in the future.

16. | PUKCATOH KOHLeHTpaT Ans CaHpos ABCTpis BUPOGHMK, LLO BiAMnoBigae 3a AscTpis/ B.lll.2.a.2, IB - Change of specification(s) of a former 3a UA/17421/01/01
PO34MHy Anis iHGY3in, m6X BUMYCK cepii: CnoBeHisi/Hi non EU Pharmacopoeial substance to fully comply peuenmom
10 mr/mn; no 10 mn CaHpos 'M6X - BisHec nigpo3ain | mevyuunHa/llls | with the Ph. Eur. or with a national pharmacopoeia of a
(100 mr) abo no 50 mn TexHornoriyHa po3pobka Ta enuapis Member State - Excipient/AS starting material:

(500 wr) y cprakoHi; no
2 abo 3 pnakoHu no
10 Mn B KAPTOHHIN
kopobui; no 10 mn
(100 mr) abo no 50 mn
(500 mr) y donakoHi; no
1 abo 2 pnakoHn no
50 mMn B KapTOHHIW
KopooLi

BMPOGHMLTBO GionorivyHMX
nikapcbkux 3acobis LLadTeHay
(6TAM AOMC), Asctpisi
BUPOBHMLTBO HEPO3hacoBaHOI
NPOAYyKUii, NepBUHHE Ta
BTOPVHHE NakKyBaHHS,
TeCTyBaHHs, 03BIN Ha BUMYCK
cepin:

Jlek ®apmaveBTUYHa KOMMaHIsA
A.Aa., CnoeeHis
TeCTyBaHHS:

Jlek ®apmaveBTUYHA KOMMaHIsA
A.Aa., CnoeeHisa
€spodpiHc PACT 'mbX,
HimeyunHa

Change in the specifications for the raw material hr-
insulin to fully comply with the Ph. Eur.
As a result of this change Module 3.2.S5.2.3 was
updated.
B.l.a.2.z, IB - Changes in the manufacturing process of
the AS - Other variation:

To implement a prediction model to compensate for
pH drifts of the online probes used in the upstream
manufacturing process as an alternative to the
established daily offline measurements. To introduce
changes in Module 3.2.S.2.2. and Module 3.2.5.2.4.
B.l.b.2.z, IB - Change in test procedure for AS or
starting material/reagent/intermediate - Other variation:
To delete guinea pig testing as an in vivo assay for the
detection of potentially present inapparent
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Hoeaptic ®apma Arl, Lsenuapis

viruses used for viral adventitious agents testing of
extended cell bank (ECB). Furthermore, the MAH has
taken the opportunity to introduce changes in Module
3.2.A.2. The editorial changes in Module 3.2.A.1 for
drug substance and drug product.

17.

CIBPABA

PO34MH ANs iH'eKLIN,
284 mr/1,5 mn; no 1,5
M1 PO3YUHY Y
nonepegHb0o
HanoBHEHOMY LUMPUL;
no 1 nonepegHbLo
HaMOBHEHOMY LLNPULY
B KAPTOHHIl Kopobui

Hogeapric
Ogepci3
IHBeCTMEH
TC Al

Llsenua
pis

BMPOBHWLTBO, NEPBUHHE
nakyBaHHS, BTOPUHHE
nakyBaHHs1, KOHTPOIb SKOCTI
(4acTkoBMIA), BUMNYCK CEPIl:
HoBapTic ®apmacbioTukan
MaHrydaktypiHr F'M6X, ABCTpisi;
Bunyck cepiii: CaHpo3a MvoX,
ABCTpiq; BUNycKk cepin: HoBapTic
dapma 'mbX, HimewunHa;
BMPOGHMLITBO CTEPUITBHOIO
nikapcbkoro 3acoby - acenTnyHa
nigrotoeka Ctepunisadisi -
dinbTpauisi, KOHTPOIb AKOCTI
(cbizmko-ximivHMI, BionoriyHuNA,
MikpobionorivHmiA -
CTEPUIbHICTb), NEPBUHHE
nakysaHHs: KopaeH ®apma
C.n.A, Nigpo3ain UP3, ITanis;
BTOPWHHE nakyBaHHs: KopaeH
dapma C.n.A., ITanis; BTOpUHHe
nakyBaHHsi: ®apmnor Papma
Nogxuctik M'meX, HimeuwunHa;
BTOPUHHE NakKyBaHHs: Jendapm
XtoHiHr CAC, ®paHuis;
BTOPWHHE NakyBaHHs: [ikiHr
dapma C.A., IcnaHisi; BTOpUHHE
nakyBaHHsi: OINC Xenckep
ITanis C.P.J1., ITanisi; KOHTponb
sIKoCTi (cpiduko-ximiuHuiA): Yenab
C.p.n., ITanis;; KOHTPONb AKOCTI
(4acTkoBuit): HoBaprTic
dapmacbioTmkan
ManydaktypinHr J1IJIC, CrnoBeHis;
KOHTPOIb SKOCTi (4aCTKOBUM):
Jlex ®apmacbtoTukanc a.4.,
CroBeHist; KOHTPOIb SIKOCTI
(vacTtkoBuin):HoeapTic
dapmacbioTumkan
MaHnydaktypiHr J1IJIC, CroBeHis;
KOHTPOIb SKOCTi (4aCTKOBUW):
Hogaprtic ®apma WTenH Al
TekHikan OnepeiiwH3 LLsenu,
LtenH Ctepannas, LBenuapis;
KOHTPOMb AKOCTi
(4acTkoBuit):HoBapTic
dapmackioTukan
MaHydakTypiHr F'M6X, ABCTpisi

AscTpis/Him

eyynHa/ltani

a/®paHuis/ic

nanis/Crnose

His/LLBenua
pist

B.l.a.2.a, IA - Changes in the manufacturing process
of the AS - Minor change in the manufacturing process
of the AS:

Minor change in the manufacturing process of the
active substance to implement an optional capping
step in the sense strand synthesis at 960 mmol scale
in line with established set-up at 1680 mmol scale

3a
peuyerimom

UA/19037/01/01
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18. | CONIKBA PO34MH NS iH EKLiN, TOB YkpaiHa CaHodpi-ABeHTic Jonunang HimeyunHa Periodic Safety Update EU Single assessment - insulin 3a UA/16774/01/01
100 Oa./mn+33 "CaHoi- m6X glargine / lixisenatide peuenmom
Mkr/mn; Ne3 a6o Ne5: ABeHTiC The CHMP, having considered in accordace with
no 3 mMny KapTpuaxi, YkpaiHa" Article 28 of Regulation (EC) No 726/2004 the PSUR
BMOHTOBaHOMY B on the basis of the PRAC recommendation and the
OlHOpa3oBy LUNPUL- PRAC assessment report as appended together with
pyuky; no 3 abo no 5 the detailed explanation of the scientific grounds for
LUNPUL-PYHOK B the differences with the PRAC recommendation,

KapTOHHiI kopobuyi. recommends by consensus the variation to the tetns of
["onku B ynakoBKy He the marketing authorisation(s) for the above mentioned
BKITOYEHI; medicinal product(s), concerning the following
PO3YMH ANS iH eKUiN, change(s):

100 Oa./mn+50 Update of section 4.8 of the SmPC to add the adverse
MKr/mn; Ne3 a6o Ne5: drug reaction dysgeusia with freguency uncommon.
no 3 mMn y kapTpuaxi, The Package leaflet is updated accordingly.
BMOHTOBaHOMY B BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
0HOPa30BY LUMNPUL- 3aTBEPAKEHHS.

py4ky; no 3 abo no 5

LUNPUL-PYYOK B

KapTOHHIN KOpoOLyi.

[onku B ynakoBKy He

BKITIOMEHi

19. | COJlIIKBA PO34MH ANs iH eKLiN, TOB YkpaiHa CaHodpi-ABeHTic [Jonunang Himeyuunna Periodic Safety Update EU Single assessment - insulin 3a UA/16775/01/01
100 Oa./mn+33 "CaHoi- m6X glargine / lixisenatide peuenmom
MKr/mn; Ne3 a6o Ne5: ABeHTiC The CHMP, having considered in accordace with
no 3 mMny kapTpuaxi, Ykpaina" Article 28 of Regulation (EC) No 726/2004 the PSUR
BMOHTOBaHOMY B on the basis of the PRAC recommendation and the
O[HOpPa30BYy LUMNPUL- PRAC assessment report as appended together with
py4ky; no 3 abo no 5 the detailed explanation of the scientific grounds for
LLNPUL-PYHOK B the differences with the PRAC recommendation,

KapTOHHI kopoOLi. recommends by consensus the variation to the tetns of
["onkn B ynakoBky He the marketing authorisation(s) for the above mentioned
BKITOYEHi medicinal product(s), concerning the following
change(s):
Update of section 4.8 of the SmPC to add the adverse
drug reaction dysgeusia with freguency uncommon.
The Package leaflet is updated accordingly.
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.

20. | TAPA®ON TabneTku, BKPUTI M.BIOTEK | Benuka Mepgpaiik Jlimiteq Inaia 3miHu | TUny: 3MiHn Wwopno 6e3nekn/edeKTUBHOCTI Ta 6e3 UA/18174/01/01
NniBKOBOKO JIMITEQ BpuTaHi dapmakoHarnagy (iHwi amiHm)(B. (x),lA), 3MiHu peuenma
o6onoHkoto, no 500 A BHECEHO B TEKCT MapKyBaHHS NEPBUMHHOI Ta BTOPUHHOI

Mr/200 mr, no 12
Tabnetok y 6nictepi,
no 1 abo 2 6nictepu B
KapTOHHiI kopobui

yMakoBKM NikapcbKoro 3acoby, a came: Ha BTOPUHHIN
ynakoBLi OHOBIEHO iHhopMaLlito LoJo HOMepy
peecTpauinHOro NoceBigYeHHs Ta HoMepy MileHsii, 3
nyHkTy 17 "IHWE" BuganeHo iHdopmadito woao
KOMMaHii, sika 34iNCHIOE MapKEeTWHT Ta JoA4aHo
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iH(bopMaLito Npo HasiBHICTL NoroTuny 3asBHKKaA, a
TaKOX [eTanisaoBaHo HasBHY TEXHIYHY iHpopmaLito.
Ha nepeuHHin ynakosui 3 nyHkTy 6 "IHLIE" BuaaneHo
iHcbopMaLito Woao HasiBHOCTI TEXHIYHOT iHCbopmaLii Ta
gogaHo norotun 3asiBHYKA..

21.

TIBCOBO

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, 250 mr;
no 60 TabneTtok y
nnawui, no 1 Nnawui B
KOpOOGLi 3 KapTOHY

ne
NABOPAT
YAP
CEPB'€

DdpaHuis

BignosiganbHuii 3a nepBuHHe Ta
BTOPWHHE NaKyBaHHS:
Anmak ®apma Cepsicis JlimiTes,
Benwuka bputanisi;
BignosiganbHuii 3a BUNyck cepii
roTOBOrO fikapCbKoro 3acoby:
JlabopaTopii Cepe'e IHaacTpi,
®paHuis; BignosigansHui 3a
BUPOGHMLTBO rOTOBOIO
nikapcbkoro 3acoby in bulk.
BignosiganbHui 3a
BMNpobyBaHHSA B pamkax
KOHTPOIIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby: MNateoH
IHKk., KaHaga; BignosiganbHuin 3a
BMNpobyBaHHSA B pamkax
KOHTPOIIO SIKOCTi 3@ MNOKa3HWKOM
[ocnimpkeHHs cTabinbHOCTI
TBEPAOANCMEPCHOIO NMPOMIXKHOIO
NpPoAykTy iBocuaeHiby Ta
roTOBOro MikapcbKoro 3acoby:
MnQ OeeenonmeHnt, J1.I.,
CnonyyeHi Wtatn Amepukn
(CLUA); BignosiganbHui 3a
BUPOOHMLTBO rOTOBOrO
nikapcbkoro 3acoby in bulk.
BignosiganbHui 3a
BMNpobyBaHHSA B pamkax
KOHTPOIO SIKOCTi FOTOBOrO
nikapcbkoro 3acoby:
PotteHpopd ®apma MvbX,
HimeuyuunHa; BignosiganbHui 3a
BUPOGHMLTBO NPOMIXKHOIO
NpoayKTy nikapcbKkoro 3acoby
(TBEPAOANCNEPCHWI NPOMIKHWIA
NpoayKT iBOCMAEHIOY).
BignosiganbHuii 3a
BUNpobyBaHHs B pamkax
KOHTPOSO SKOCTi MPOMIXKHOIO
NpoayKTy fikapcbKkoro 3acoby
(TBEpPAOAUCNEPCHMUI NPOMIKHUIA
NpoayKT iBOCMAEHIOY):
XogioH JIJIC, CnonyyeHi LtaTtn
Awmepuku (CLUA);
BignosiganbHui 3a
BMPOGHMLTBO NPOMIXKHOIO
npoaykTy nikapcbkoro 3acoby
(TBEpPAOANCNEPCHWI NPOMIXKHWIA

Benwuka
BputaHis/
®paHuia/

Kanapa/

CnonyuyeHi
LWratn
Amepukn
(CWA)
HimevuunHa/
MopTyranis

B.ll.e.7.b, IA - Change in supplier of packaging
components or devices (when mentioned in the
dossier) - Replacement or addition of a supplier:
To add Colorcon as an alternative supplier of the 1.0 g
silica gel canister.

3a
peuenmom

UA/20476/01/01
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NpoJyKT iBOCUAEHIDY).
BignosiganbHui 3a
BMNPOBOYBaHHS B pamkax
KOHTPOSO SAKOCTi MPOMIXKHOro
NpoayKTy nikapcbkoro 3acoby
(TBEpPAOANCNIEPCHUI NPOMDKHWIA
NpoayKT iBOCUAEHIDY):
XogioH ®apmacieHcia C.A.,

Moptyranis
22. | TIBCOBO TabneTkn, BKpUTI ne OpaHuis | BignosiganbHuin 3a nepBrHHE Ta Benuka C.l.11.z, IB - Introduction of, or change(s) to, the 3a UA/20476/01/01

NniBKOBOO NABOPAT BTOPWHHE NakyBaHHs: AnMak BpuTtaHis/ obligations and conditions of a marketing peuenmom
obonoHkoto, 250 mr; YAP dapma Cepsicis Jlivite, ®paHuis/ authorisation, including the RMP - Other variation:
no 60 Tabnetok y CEPB'E€ Benuka Bpuranis; Kanapa/ Update of the RMP (from version 1.0 to 2.0) with
nnawui, no 1 nnawyi 8 BignosiganbHui 3a Bunyck cepii CnonyyeHi implementation of an exact wording of a protocol of a
KopobLi 3 KapTOHY roTOBOro NnikapcbKoro 3acoby: LWratn category 3 study agreed by PRAC/CHMP without

JTabopaTopii Ceps'e IHgacTpi, Amepukmn further changes.

®paHuis; BignosigansHui 3a (CWA)/ 3asBHMKOM HagaHo Pesiome nnaHy ynpasrniHHSA

BUPOBHMLTBO FOTOBOrO HimeuuunHa/ pusmkamm Bepcis 2.0 B 1 npuMipHUKY Ha 29 apkyLuax.
nikapcbkoro 3acoby in bulk. MopTyrania

BignosiganbHui 3a
BMNPOBYBaHHA B pamkax
KOHTPOIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby: MNaTeoH
IHk., KaHaga; BignosiganbHuin 3a
BMNpobyBaHHSA B pamkax
KOHTPOIO SIKOCTi 3@ MOKa3HNKOM
OOCMiMKEHHs cTabinbHOCTI
TBEPAOANCMEPCHOIO NMPOMIKHOIO
npoaykTy iBocuaeHiby Ta
roToBOro MikapcbKoro 3acoby:
nna OesenonmenT, J1.M.,
CnonyyeHi LWtatn Amepuku
(CLUA); BignosiganbHui 3a
BMPOOHMLTBO rOTOBOrO
nikapcbkoro 3acoby in bulk.
BignosiganbHui 3a
BUNpobyBaHHSA B pamkax
KOHTPOIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby:
Pottenpopd Papma M'mbX,
Himeyuuna; BignosiganbHuin 3a
BMPOBGHMLTBO NPOMIXKHOIO
NPOAYKTY nikapcbkoro 3acoby
(TBEPAOAUCNEPCHWI NPOMIKHUIA
NpoayKT iBOCMAEHIOY).
BignosiganbHui 3a
BMNPODOYBaHHSA B pamkax
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KOHTPOIO SAKOCTi MPOMiXKHOIO
NpoayKTy nikapcbkoro 3acoby
(TBEPAOANCNEPCHUI NPOMIKHWIA
NpoAYyKT iBocuaeHidy): XoBioH
JINC, Cnonyyeni WraTtn
Awmepukn (CLUA);
BignosiganbHuii 3a
BMPOBOHMLITBO NPOMIXXHOTO
NpOAYKTY nikapcbkoro 3acoby
(TBEPAOANCNEPCHUI NPOMIKHWIA
NpoayKT iBOCMAEHIOY).
BignosiganbHui 3a
BUNpobyBaHHs B pamkax
KOHTPOSMO SAKOCTi MPOMIXKHOro
npoaykTy nikapcbkoro 3acoby
(TBEPAOANCTIEPCHUI NPOMIKHWIA
NpoaykKT iBocMAeHIOy): XoBioH
dapmacieHcia C.A., MNopTtyranis

23. | TOKAPBA Tabnetku no 500 wmr, M. BioTtek Benuka panynec IHais Niviteq IHAis BWMpPAaBIIEHHS TEXHIYHOI MOMUIIKU B IHCTPYKUIiT Ans 3a UA/17425/01/01
no 24 Tabnetku y Jlimiteq BpuTtaHi MeON4YHOro 3acTocyBaHHs B po3aini « OCHOBHI ¢hi3mko- peuenmom
nakoHi a XiMiYHi BNacTmMBOCTi»
24. | TOKAPBA Tabnetkun no 750 wr, M. bioTtek Benuka [panynec IHaia IimiTeq IHAis BUNPaBMEHHSI TEXHIYHOI NOMUIKM B iIHCTPYKLiT Ansa 3a UA/17425/01/02
no 24 Tabnetku y Jlimiteq BpuTtaHi MeON4YHOro 3acTocyBaHHs B po3aini « OCHOBHI ¢hi3mko- peuenmom
naKoHi a XiMi4Hi BNacTMBOCTI», B 3aTBepAXeHnx Metogax
KoHTponto AkocTi gna gosysaHHa 750 Mr y po3agini
«Cknag» Ta B cneumdikadii B po3gini «Onucy
25. | ®PEBYKCOCTA | TabneTku, BKpUTI KPKA, CnoBeHi BUPOOHMLTBO, MEPBUHHE Ta CrnioBeHis 3minn | Ta Il Tuny, 3a UA/18195/01/01
T KPKA nniBKOBOO a.a., Hoeo E BTOPUHHE NaKyBaHHS!, KOHTPOb B.Il.f.1.b.1 (IB) - To extend shelf life of the finished peuenmom
o6onoHkoto, no 80 mr; MecTo, cepii (i3nyHi Ta XiMiyHI MeToamM product as packaged for sale from 24 months (2 years)

no 14 tabnetoky
GnicTepi; no 2
GnicTepn y KapTOHHil
KopobLi

KOHTPOM, KOHTPOTb
MikpobionoriyHoi YncToTH cepii),
BUMYCK cepii:

KPKA, a.a., HoBo mecTo,
CroBeHis

KOHTpOrb cepii (i3nyHi Ta
XiMiYHi METOAM KOHTPOIIO):
KPKA, a.a., HoBo mecTo,
CnoBeHis

KOHTpOnb cepii (isnyHi Ta
XiMiYHi METOAU KOHTPOMIO):
Kewmincobki iHCTUTYT, LieHTp 3a
Banigauincke TexHornorie iH
aHanitiko (LIBTA), CrnoseHis

KOHTpOnb cepii (isnyHi Ta
XiMiYHi METOAU KOHTPOMIo):
HN30X (HauioHanbHi
nabopaTtopis 3a 3gpas'e, okone

to 36 months (3 years). The MAH took the opportunity
to add corrections in the SmPC as follows: BG -
corrected Pretex findings - typing for allopurinol in

SmPCs (section 5.1); NO - corrected Pretex findings -

typing for febuksostat & allopurinol in SmPCs (section

4.5, 5.1, 5.2); SE - corrected Pretex findings in SmPCs

(section 5.1 - febuxostat & allopurinol).
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
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iH xpaHo), CrnoBeHis

KOHTpOnb cepii (hi3nyHi Ta
XiMiYHi METOON KOHTPOSIO):
Keminab g.0.0., CrnoseHis

26. | PEBYKCOCTA | TabneTku, BKpUTI KPKA, CnoBeHi BUPOBHMLTBO, NEPBUHHE Ta CnoBeHis 3minn | Ta Il Tuny, 3a UA/18195/01/02
T KPKA NniBKOBOO A.a., Hoso A BTOPWHHE NaKyBaHHs, KOHTPOIb B.Il.f.1.b.1 (IB) - To extend shelf life of the finished peuenmom
obonoHkot, no 120 MecCTO, cepii (Pi3nyHi Ta XiMiyHI meToamn product as packaged for sale from 24 months (2 years)
Mmr; no 14 TabneTok y KOHTPOIIO, KOHTPOJSIb to 36 months (3 years). The MAH took the opportunity
6nictepi; no 2 MikpobionoriyHoi YicToTU cepii), to add corrections in the SmPC as follows: BG -
6nictepu y KapTOHHIl BUNYCK cepii: corrected Pretex findings - typing for allopurinol in
KopobLi KPKA, o.a., HoBo mecTo, SmPCs (section 5.1); NO - corrected Pretex findings -
CnoseHis typing for febuksostat & allopurinol in SmPCs (section
4.5, 5.1, 5.2); SE - corrected Pretex findings in SmPCs
KOHTpOrb cepii (hisnyHi Ta (section 5.1 - febuxostat & allopurinal).
XiMiYHi METOAMN KOHTPOSIO): BBeaeHHs 3miH npoTarom 6-Tu micauiB nicns
KPKA, a.a., HoBo mecTo, 3aTBEepOKEHHS.
CnoBeHis
KOHTpOrb cepii (i3nyHi Ta
XiMiYHi METOAN KOHTPOSIO):
Kemiriceki iHcTUTYT, LleHTp 3a
Barnigauiicke TEXHOOTIE iH
aHaniTtiko (LIBTA), CrnoseHis
KOHTpOrb cepii (i3nyHi Ta
XiMiYHi METOAN KOHTPOSHO):
HN30X (HauioHanbHi
nabopartopis 3a 3gpas'e, Okone
iH xpaHo), CnoBeHist
KOHTpOrb cepii (hi3nyHi Ta
XiMiYHi METOAM KOHTPONIO):
Keminab g.0.0., CrnoseHis
27. | XAMPIMO3 40 PO34MH ANs iH'eKUin, CaHpos ABCTpis KOHTPOrb (XiMIYHWIA/Di3NYHUIA): LLisenuapis/ 3miHu | TUNy: 3MmiHn Wwopno 6e3nekn/edeKTUBHOCTI Ta 3a UA/17973/01/01
40 wmr/0,8 mn; no 0,8 m6X, Hoaprtic ®apma LTanH AT, CnoseHis/ dapmakoHarnsagy. BeegernHs abo 3minn o peuernmom
My nonepegHsLo ABcTpis LLisenuapis Himeuunna/ y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
HaMoOBHEHOMY LLINPULY; KoHTponb cepii (bionoriyHmin): ABCTpis (BBEOEHHS y3aranbHEHUX AaHKX Npo cucTemy

no 1 a6o 2
nonepeaHLo
HaMoBHEHUX LWNpULiB
y bnictepax y
KapTOHHiI kopobLyi

Hoeaprtic ®apma Arl, Lsenuapis
KoHTponb cepii (bionoriyHun):
HoeapTic ®apmacbtoTikan
ManydaktypuHr JIJ1C, CnoBeHis
BUNYCK cepii:

CaHpo3s 'M6X — BupobHuya
AinbHUUs AcenTuyHi Jlikapcbki
3acobu LWadTeHay (AcenTuyHi
N3LU), AscTpist
KOHTpOrb cepii
(XiMIYHWI/Di3NYHUIA):
€spodpiHc PACT 'mbX,
HimeuumnHa

dapmakoHarnagy, 3MiHa ynoBHOBaXeHOoi ocobu,
BigNoBiganbHoOI 3a 34iMCHEHHS chapMakoHarnsay;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy 3asiBHuUKa ans
3[iNCHeHHs dhapmakoHarnagy B YkpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBa)XeHOI 0CO0M, BignoBigansHoi
3a 3[ilicHeHHs1 hapMakoHarnagy (Bknovaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cucremn papmakoHarnsgy) (B.1.8. (a), I1AxN),
3MiHa KOHTaKTHOI 0cobu 3asBHMKA, BiANoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.
[itoua pegakuisi: Opnos B'ayecnas BiktopoBuu.
MponoHoBaHa pepakuis: TaHacoBa 3opsiHa
MukonaiBHa.
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KOHTPOMb cepii

[TponoBxkeHHs noaarka 4

3MiHa KOHTaKTHMX JaHMX KOHTaKTHOI 0cobu 3asiBHMKA,
BigNoBiganbHoi 3a hapMakoHarnsag B YkpaiHi

(mikpoBionoriyHmIn -cTepunbHi
NMoKasHWKK, MikpobBionoriyHmi -
HecTepurbHi NOKa3HWKK):
HoeapTic ®apmacbtoTikan
ManydakTrypiHr FTM6X, ABCTpis
KOHTPOrb cepii (GionoriyHnin):
CI'C AHanitukc Leenuapisa AT,
LLIsevinapisa
NMOBHWUIA LMK BUPOBHMLTBA:
HoBapTic ®apmacbtoTikan
MaHydakrypiHr FTM6X, ABCTpis

B.o. HayajIbHUKA
®apMaleBTHYHOI0 YIIPABJIIHHSA

Ouaexkcanap I'PIHEHKO




