MIHICTEPCTBO OXOPOHW 3[10POB’Al YKPAIHU
HAKA3

KuiB

22 nunHa 2024 poky N2 1276

IIpo pepXaBHY peecTparil0 JKapCcbKUX 3aco0iB Ta BHeCeHHs 3MiH [i0
peecTpanjiitHuXx  MaTepiamiB  JKapCcbKHX  3acobiB, fAKi  3apeecTpoBaHi
KoMmneTeHTHUMUA opradamMu Cnoaydenux IIltariB Amepuku, IlIBeHijapcbKoi
Kondepaepariii, finonii, ABcrpasii, Kanaau, €sponeiicbkoro Coro3y

BignoBizHo mo crarti 9 3akoHy Ykpainu «[Ipo JsikapcekKi 3acobu»,
NyHKTIiB 5, 26, 33, 48 IlopsiaKy Jep>kaBHOI peecTtpaliii (mepepeecTpaiiii) jiKapChbKUX
3aco0iB, 3aTBepKeHOro IocTaHoBow Kabinety MinicTpiB Ykpainu Bim 26 TpaBHS
2005 poky Ne 376 (B pemakiiii moctaHoBu Kabinety MiHicTpiB YKpainu Bifj 26 KBiTHS
2024 p. Ne 529), ab63a1fy ABaAIsATh ChOMOTO MiANMYHKTY 12 TyHKTY 4 IT0/10’KeHHs TIpO
MiHicTepcTBO OXOpPOHH 37I0POB’s YKpaiHW, 3aTBepyKeHOro IocTaHoBolO KabiHety
MinictpiB Ykpainu Big 25 6epe3nst 2015 poky Ne 267 (B pefakiiii moctaHoBu KabiHety
MinictpiB Ykpainu Bif 24 ciunst 2020 poky Ne 90), nyHKTIB 5, 9, 11 po3giny II, myHKTy
12 posginy III TopsigKy po3r/sily peecTpaliiiHMX MaTtepiasiB Ha JiiKapchbKi 3acobwu, 1110
TO/IAF0THCS Ha JiepyKaBHY peecTpalito (MepepeecTpalito), Ta MaTepiaaiB MpO BHECEHHS
3MiH [0 peecTpaljiiHUX MaTepialiB MPOTAroM /[ii peecTpaliiHOrO TOCBiAUeHHS Ha
niKapchKi 3acobw, siKi 3apeecTpoBaHi KoMrieTeHTHUMU opraHamu CrionyueHux IllTatiB
Awmepuku, IlIBeiijapcbkoi KoHpepepariii, Amnonii, ABcrpanii, KaHaju, JikapcbKux
3aco0iB, 110 3a [JeHTPasTi30BaHOI0 TIPOLIeyPOI0 3aPeECTPOBaHI KOMIIETEHTHUM OPTraHOM
€sponerickkoro Coro3y, 3aTBEp/KEeHOr0 Haka3oM MiHicTepcTBa OXOPOHM 3/I0POB'S
Ykpainu Big 17 mucronaga 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepCTBi
roctuLil Ykpainu 14 rpygua 2016 poky 3a Ne 1619/29749, na mijcraBi Ck/iafieHUX
[ep>xaBHUM TiNPUEMCTBOM «/lep>kaBHUM eKCIiepTHUM LjeHTp MiHicTepcTBa OXOpOHU
3/10pOB’sl YKpalHW» BHUCHOBKIB 3a pe3y/ibTaTaMU pO3IVIAy peeCcTpaliiiHUX MaTepiasiB
TI0JJAaHOTO Ha Jiep>KaBHY PeeCTpaLlifo JiKapChKOTO 3aco0y Ta Tpo pe3yJbTaTy PO3TJIsAY
MaTepiasiiB PO BHECEHHS 3MiH /10 peecTpaLiiHUX MarepiasiB JiKapCcbKUX 3acobiB, siKi
3apeeCcTpoBaHi KOMIIETEHTHUM OpPraHOM Ta 3aCTOCOBYETHCS Ha TEPUTOPIT Lii€l KpaiHU uun
Jlep>kaB — wieHiB €Bporneiicbkkoro Coro3y,

HAKA3YIO:

1. 3apeecTpyBaTM Ta BHECTUM [0 Jlep)KaBHOro PEECTPY AiKapCbKMUX 3acobis
YKpaiHu fikapcbKi 3acobu, siKi 3apeecTpoBaHi KOMMNETEHTHUMK opraHaMm Crnosiyd4eHumx



2

LLiTaTiB AMepuKu, LLiBenuapcbkoi KoHpenepauii, Anowii, ABctpanii, KaHagmn, nikapcbKi
3acobn, WO 3a LEHTPani3oBaHOK MPOLLEAYPOD 3apPEECTPOBAHI  KOMMETEHTHUM
opraHom €sponemncbkoro Coto3y, 3rigHo 3 gogaTtkom 1.

2. BHecTM 3MiHM [0 peecTpauiMHMx MartepianiB Ta [lepXXaBHOro peecTpy
JiIKapCcbKUX 3acobiB  YKpaiHM Ha niKapcbKi 3acobu (MeauyHi  iMyHOGIONOriYHi
npenapaTtu), sIKi 3apeecTpoBaHi KOMMNETEHTHUMM opraHamu CnonyyeHux LlTaTiB
Amepuku, LBenuapcbkoi KoHdepepaduii, Anodii, ABcTpanii, KaHaau, niKapCbKux
3aco0iB, WO 3a LUEHTPaNi30BaHOK MPOLEAYypOol 3apPEECTPOBAHI KOMMNETEHTHUM
opraHom €sponencbkoro Corosy, 3rigHO 3 4O0AaTKOM 2.

3. dapmaueBTMYHOMY ynpaBiiHHO (OnekcaHapy [piueHKy) 3abesneyntu
ONPWIOAHEHHS UbOro Hakady Ha odiuimHoMy BebcanTti MiHICTepcTBA OXOPOHU

3/0poB’a YKpaiHu.

4. KOHTPOJIb 3@ BUKOHAHHSAM LbOr0 HaKasy MOKIACTM Ha NepLloro 3acTyrnHUKa
MiHicTtpa Cepria lybposa.

MiHicTp [logatok 1

Biktop JIALWLKO

MPENAPATIB),

ITIEPEJIIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOTIYHUX

[0 Haka3ly MiHicTepcTBa OXOpPOHM 340pPOB’S
YKpainu «Mpo aepyxaBHy peecTpalLito NikapcbKux
3aco6iB Ta BHECEHHS 3MiH [0 peecTpaLinHUX
maTepianis NiKapCbKNX 3acobis, AKi
3apEECTPOBAHi  KOMMETEHTHUMW  OpraHamu
Cnony4yenux LratiB Amepuku, Leenuapcbkoi
KoHdepepauii, Anowii, Asctpanii, KaHaaw,
€sponericbkoro Cotosy»

Big 22 nvnHa 2024 poky N2 1276

AKI BHOCATbLCA 0O OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU, fAKI
3APEECTPOBAHI KOMMNETEHTHUMW OPTAHAMM CMOJIYYEHUX LUTATIB AMEPUKMU,
LLIBEMLLAPCbKOI KOH®EOEPALLIT, ANOHIT, ABCTPANIT, KAHALAWN, NIKAPCbKUX
3ACOGIB, LLIO 3A LLEHTPAJII30BAHOIO MPOLEQYPOIO 3APEECTPOBAHI
KOMMETEHTHUM OPFAHOM €BPOMENCBKOIO COKO3Y

Ne Ha3ssa snikapcbko20 dopma surnycKy 3assHUK Kpaina Bupo6Huk KpaiHa Pee:

n/n 3acoby (nikapcbka cpopma, an,
YnakoBskKa)

1. BAKCHbIOBAHC cycneHsia ans Mepk Wapn LLisefiuapis TecTyBaHHSA CTabiNbHOCTI NikapCbKoro CLIA/ pee




Ne Hassa snikapcbko20 Popma BUMYCKY 3assBHUK KpaiHa Bupo6Huk Kpaina Pee
n/n 3acoby (nikapcbka ¢hopma, an
ynakoska)
BAKUWHA iH'ekyiit, no 0,5 mn i oym IOEA 3acoby (UinicHiCTb 3aKpuTTS Higepnanamn
NMHEBMOKOKOBA (1 posa); no 0,5 mn m6X KOHTEliHepy): / lpnaHgis/
MONICAXAPUAHA cycneHsii y EypodhiHc SlaHkacTep Jlabopatopis HimeuunHa/
KOH''OFOBAHA (15- nonepegHb0 IHK., CLLUA ITania
BAJIEHTHA, HanoBHeHoOMY
A COPBOBAHA) wnpwuyi (ckno Tuny Bunyck nikapcbkoro 3acoby Ta

1) 3 06MexyBavem
X0Ay NOpLUHSA
(6e3nartekcHuin
6pombyTunNoBNiA
Kayuyk) Ta
KOBMaYyKoM
(6e3natekcHuit
cTupon-
6yTagieHoBuiA abo
6e3naTekcHui
isonpeH-
6poMOyTUNOBUIA
Kayuyk). Mo 1
nonepeaHLo
HarnoBHEHOMY
wnpuuy 3 1
OKPEMOI0 r0oIKOH0
abono 1
nonepegHL0
HanoBHEHOMY
wnpuuy 3 2
OKPEeMUMM rofikamu,
abo no 10
nonepeaHL0
HanoBHEHWX
wnpuuis 3 20
OKpPemMnMU rosikamu
B KapTOHHI kopobui
pas3om 3 IHCTPYKLieto
ANA MegnyHoro
3acTocyBaHHs.
LWnpwy 3
rosikoto(amm)
3anakoBaHo Yy /10TOK

TecTyBaHHs cTabinbHoCTi (BigCOTOK
agcopouii):
EypodgiHc MPOKCI Na6opartopis b.B.,
HigepnaHan

BTOpVHHE NakyBaHHSA Ta MapKyBaHHsI
LUMPWLB; BUMYCK FOTOBOTIO JiIKApCbKOro
3acoby:

Mepk Wapn i oym B.B., Higepnanan

TecTyBaHHA Ta BUMYCK af'toBaHTy
aTIoMIHI0 dhocdhaTy (XiMiuHe); BUNyCK
nNikapcbKoro 3acoby Ta TecTyBaHHSA
CTabiNIbHOCTI (XiMiYHE):

MC/, IHTepHewHn TM6X/MCL
Ipnangis (BpiHHi), Ipnangis

HanoBHeHHS nikapcbkoro 3acoby Ta
iHCNeKTyBaHHS1; BUPOOHULTBO,
TECTYBaHHS Ta BUMYCK af tloBaHTy
aTIoMIHI dhochaTy (MikpobGionorivHe);
BWMYCK NMikapcbKoro 3acoby Ta
TecTyBaHHS CTabiIbHOCTI
(mikpob6ionoriyuHe); BUNycK NikapCbKoro
3acoby:

MCJ, IHTepHewwHn FTMEX/IMCJ,
Ipnangis (Kapnoy), IpnaHgis

TecTyBaHHS CTabiNbHOCTI Nikapcbkoro
3acoby (iHiyjtotoua Ta migrpumyoya
cuna):

HysicaH MmM6X, HimeuunHa

HanoBHeHHS nikapcbkoro 3acoby Ta
iHCNeKTyBaHHS; BUNYCK NiKapCbKoro
3acoby Ta TeCTyBaHHS CTabiNbHOCTI
(ximiuHe, MikpobionoriyHe Ta LinicHiCTb
3aKPUTTA KOHTEliHepY):
MateoH Itanis C.n.A., ITanisa

B.o. HaYanbHUKa
dapMaLeBTUYHOro ynpasB/iHHA
OnekcaHpp NPILEHKO



Jopatok 2

[0 Haka3sy MiHictepcTBa OXOpPOHM 3[0pPOB’S
YKpaiHu «[po gep)kaBHy peecTpaL,ito NiKapCbKUX
3aco6iB Ta BHECEHHsA 3MiH [0 pPeecTpaLinHUX

MaTepianis NiKapCbKNX 3aco6is, aKi
3apeecTpoBaHi KOMMETEHTHUMK  OpraHamu
CnonyyeHux LUrtaTtie AMepuku, LLBenuapcbKoi
KoHbepnepauji, Anowii, AscTpanii, KaHaan,
€sponericbkoro Cotosy»
B 22 avnHs 2024 poky N2 1276
ITEPEJIIK
JIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOTIYHUX MPEMAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPALLIMHUX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOEIB YKPAIHMU, AKI
3APEECTPOBAHI KOMMETEHTHUMMW OPTAHAMM CMOJTYYEHUX LUTATIB AMEPUKW, LUBEMLLAPCbKOT KOH®EAEPALII,
ANOHIT, ABCTPANIT, KAHAZW, NIKAPCbKUX 3ACOEIB, LLIO 3A LLEHTPAJII30OBAHOIO MPOLELYPOIO 3APEECTPOBAHI
KOMMETEHTHUM OPIAHOM €BPOMNENCLKOIO COKO3Y
Ne n/n Hassa dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
JliKapcbK0O20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YynakoskKa) nocsioYeHHs1
1. BAPFATE®® | kancynu m'aki no 100 BepiHrep HimeyunHa BMPOGHUK, L0 HimeuyunHa B.l.b.l.c type IB — Change in the specification 3a UA/16651/01/01
mr, no 10 kancyn IHrenbxaim BignoBigae 3a BMNYyCK parameters and/or limits of an AS, starting peyenmom
M'SKUX B IHTepHeLHN cepii: bepiHrep material/intermediate/reagent - Addition of a
aIOMIHIEBOMY rM6X IHrenbxaim ®apma new specification parameter to the

6nictepi, no 6 abo 12
6nicTepiB y KAPTOHHIN
Kopoo6ui

v6X i Ko. KT,
HimeuuunHa;
BMPOGHMLTBO,
ynakoBka Ta KOHTpO/b
SKOCTi kancysn in bulk
(Hepo3sdpacoBaHoi
NPOAYKLUIT NiKapcbkoro
3acoby):
KaTtaneHT HimeuunHa
E6epbax M6X,
HimeuunHa; nepBuHHe
(6nicTepu) Ta
BTOPWHHE NaKyBaHHS
(kopo6kwm),
MapKyBaHHs1
(nepBuHHOrO Ta
BTOPUHHOTO

specification with its corresponding test
method
To include an additional parameter 'Purity I,
Bromoethane' tested with the 'Gas
chromatography' test method, to the
specifications of the raw material
'Ethanesulphonic acid 70% in water', which
is used in step 5 of the nintedanib active
substance manufacturing process, as result
of the introduction of an alternative synthesis
route 2 for this raw material. The limit is set
to < 10 ppm.




Ne n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsioYyeHHs

naxkyBaHHs) Ta
KOHTPO/b SIKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim
®apma N'v6X i Ko. KT,
HimeuuunHa,;
anbTepHaTMBHa
nabopartopia ans
npoBefeHHs
KOHTPOIO AKOCTI (3a
BUK/IIOYEHHAM
Mikpo6ionoriyHol
4YUCTOTH):

A eHp Em
LWUTABTECT Na6op
dhyp AHaUTITUK YHT,

CrabinitatcnpydyHr
M6X, HimeuunHa,;
a/ibTepHaTUBHI
nab6opartopii gns
npoBefeHHs
KOHTPO/IIO AKOCTI 3a
NOKa3HUKOM
Mikpo6ionoriyHa
yucrorTa:

CIrC IHctutyt
®dpeseHiyc MM6X,
HimeuyumnHa;
Na6op J1IC CE eHg Ko.
KI, Himeyuunna

BAPIATE®®

Kancynm m siki no 150
mr; no 10 kancyn
M'AKUX B
antoMiHiEBOMY
6nicTepi, no 6
6nicTepiB y KAPTOHHiIl
Kopoobui

Bepinrep
IHrenbxainm
IHTepHeLLHN

6X

HimeuunHa

BMPOGHMK, LLO
BiANoBigae 3a BMMNycK
cepii: bepiHrep
IHrenbxanm ®apma
v6X i Ko. KT,
HimeuuunHa;
BMPOGHMLTBO,
ynaKkoBka Ta KOHTpO/b
AKOCTI Kancyn in bulk
(Hepo3dhacoBaHoi
NpoAyKUii nikapcbkoro
3acoby):
KataneHTt HimeuunHa
E6epbax MvbX,
HimeuunHa; nepBrHHe
(6nictepn) Ta
BTOPWHHE MakKyBaHHSA

HimeyunHa

B.l.b.I.c type IB — Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method
To include an additional parameter 'Purity I,
Bromoethane' tested with the 'Gas
chromatography' test method, to the
specifications of the raw material
'Ethanesulphonic acid 70% in water', which
is used in step 5 of the nintedanib active
substance manufacturing process, as result
of the introduction of an alternative synthesis
route 2 for this raw material. The limit is set
to <10 ppm.

3a
peyernmom

UA/16651/01/02




Ne n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjiliHo2o

nocsioYeHHs1

(kopo6kwm),
MapKyBaHHs!
(nepBuHHOrO Ta
BTOPVHHOIO
nakyBaHHs) Ta
KOHTPO/b SKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaim
®apma M'v6X i Ko. KT,
HimeuyumnHa;
anbTepHaTMBHa
na6opartopia ans
npoBefeHHs
KOHTPO/0 SKOCTi (3a
BUK/IIOYEHHAM
Mikpob6ionoriyHoi
4YNCTOTH):

A eHp Em
LWUTABTECT Nla6op
dhyp AHaUTITUK YHT,
Cra6initarcnpydyHr
'm6X, HimeuunHa;
anbTepHaTUBHI
nab6oparopii ans
npoBefeHHs
KOHTPO/IIO AKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
yuctora:

CI'C IHCTUTYT
dpe3seHiyc Nm6X,
HimevunHa;
Na6op IC CE eHp Ko.
KI', HimeuunHa

AYOBPII™

NOCbVAOH,
0,01%/0,045% no 45 r
y Ty6i, no 1 Ty6i B
KapTOHHI Kopo6Lj; no
60 ry Ty6i, no 1 Ty6i B
KapTOHHI Kopo6Li; no
100 ry Ty6i, no 1 Ty6i
B KapTOHHI Kopo6Li

TOB "bayw
Xenc"

Ykpaina

Brpo6HMLUTBO,
nakyBaHHs,
MapKyBaHHs, BUNYCK
cepii Ta fOCNiMKEHHsS
cTabinbHocTi: Bayw
Xenc KomnaHic IHK.,
KaHaga;
AnbTepHaTuBHa
AiNbHULSA, Ha 5K
NPOBOAATLCA BUMYCK
cepii Ta focNimpKEHHS
cTabinbHocTi: bayw
Xenc Amepukac IHk.,

KaHapga/
Cnony4eHi
Wrarn
Amepukun

KopoTkuii onvc 3MiH, 3aTBEpAXEHUX B
pedhepeHTHIli KpaiHi:

- llonaBaHHA anbTepHaTMBHOIO BUPOGHMKA
A®I ranobeTasony nponioHaty (Sterling
S.p.A, ITania) Ta TazapoTteHy (Olon S.p.A.,
ITanis).

- AnbTepHaTuBHUIA cnHTe3 AdI
rasiobeTasony nponioHaty Ta TasapoTeHy.
AK HacnigoK foAaBaHHSA HOBMX BUPOOHUKIB
A®| 6y/10 OHOB/IEHO METOJ, BU3HAYEHHS
CynpoBiAHUX AOMILIOK B J1I3 MmeTogom BEPX
(po3gin 3.2.P.5.2 Analytical procedures-

Assays and Degradation products by HPLC).

3a
peyenmom

UA/18956/01/01




Ne n/n Hassa ®dopma sunycKy 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
NliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
CnonyueHi LWtatn Byno BkaoveHo gomiwku (7 i 8) 3
Amepukuy; ranobeTasosny nponioHaTy BUPOGHMLTBA
AnbTepHaTVBHa Sterling go noteHuiliHMX. Lli fomilwku
[iNbHUUA, Ha sKili BiJOKPEM/TIOOTLCSA 5K Bif, aKTUBHUX
NpoBOAATLCA PEYOBUH, Tak i Big NPOAYKTIB NOTEHLIAHOrO
MiKpOGiooriyvHi posknagy. Kpim Toro, 6yna gogaHa tunosa
[OCNIHKEHHS: XpomaTorpama, Lo NoKasye Li AOMILLKK.
Macwudpik Biolabe Takox 6ynn BHECEHI He3HaYHI pefakLiiiHi
(NBN), CnonyyeHi 3MiHW. Takox 6y/10 OHOBJIEHO PO3AiSn
LWTatn Amepuku; 3.2.P.5.5 Characterization of Impurities,
[OinbHnug, Ha Ak 3.2.P.5.4 Batch Analyses, 3.2.P.8.1 Stability
npoBOAATLCA Summary and Conclusion and 3.2.P.8.3
BMNPOGYBaHHSA Stability Data.
po3mipy kpanesnb BignosigHo, B MeTogax KOHTposto sKocTi 13
eMy/IbCil: (MK$1) 6yno oHoBneHo po3gin "Cknag”, a
MapTtukan came: gofasaHHs Sterling S.p.A, ITanis Ta
TekHonomxn flabe Olon S.p.A., ITania go nigpo3gainy "firoya
(NT/), CnonyueHi peyoBuHa. BUpoOHUKK", Ta OHOBJIEHHSA
Ltatn Amepuku; po3giny MKA "8. KinbkicHe BU3HAYEHHSA.", B
AnbTepHaTWBHI pamkax SKoro NpoBOAUTLCS TakoX
OiNbHUL, Ha SKNX BU3HAYEHHS CYNPOBIAHNX AOMILLOK.
NpoBOAATLCA
BMMNPOGYBaHHSA
[OMOMIKHUX PEYOBUH:
EnemeHT Maripianc
TekHonomxn KaHaga
IHK., KaHaga;
EcOxiEc KaHaga IHK.,
KaHaga; EcxIiEc
KaHaga IHK., KaHaga,;
Heodhapm Jla6ce IHK.,
KaHaga
LYOBPII™ JIOCbIAOH, TOB "bayw YkpaiHa Bupo6bHMLTBO, KaHapa/ 3MiHV nofiaHi 40 KOMMEeTEHTHOIO opraHy 3a UA/18956/01/01
0,01%/0,045% no 45 r Xenc" nakyBaHHs1, CnonyyeHi CLUA — Food and Drug Administration- 3a peyenmom
y Ty6i, no 1 Ty6i B MapKyBaHHs1, BUMYCK LWTatn npoteaypoto LopiyHoro 3BiTy (Annual
KapTOHHI KopobLji; no cepii Ta focNimpKEHHS Amepukn Report: Reporting Period from April 25, 2022

60 ry Ty6i, no 1 Ty6i B
KapTOHHI Kopo6Lj; no
100 ry Ty6i, no 1 Ty6i
B KaQpPTOHHI kopooLyi

cTabinbHocTi: bayw
Xenc KomnaHic IHK.,
KaHapga;
AnbTepHaTVBHa
OiNbHUUSA, Ha SKil
NpPOBOAATLCA BUMYCK
cepii Ta focnigpKEHHS
cTabinbHocTi: Bayw
Xenc Amepukac IHK.,
CnonyueHi Wtatn
AMepUKY;

to April 24, 2023).
KopoTkuii onvc 3MiH, 3aTBEpAKEHUX B
pedhepeHTHIli KpaiHi:

- 3MiHa KOHTaKTHOT 0cobum ans ainbHui R.D.
Laboratories, Inc. Ta Bausch Health
Companies ana A®| ranobetasony

nponioHaty. BignosigHoO oHOBAEHO po3ain
3.2.S.2.1 Manufacturer(s).

- 3MiHa KOHTaKTHOT 0cobu aNns AinbHuui R.D.
Laboratories, Inc. Ta Bausch Health

Companies gns A®| TazapoTeHy.




Ne n/n

Hassa

dopma sunycky

3asBHUK

KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
NliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
AnbTepHaTVBHa BignosigHo oHoBNeHo po3ain 3.2.5.2.1
AiNbHULSA, Ha 5K Manufacturer(s).
npoBOAATLCA - 3MiHa KOHTaKTHOT 0CO6M ANA AiNbHUL
MiKpPOGiOoriyHi Bausch Health Companies gns NN3.
LOCNIMKEHHS: BignosigHo oHoBNeHo po3ain 3.2.P.3.1
Macwudpik BioNla6c Manufacturer(s).
(NB), CnonyyeHi - MNpefcTaBneHoO OHOB/EHI AaHi
LWTatn Amepunku; LOCNiMpKEHHST CTabiNbHOCTI 3a 3BITHWI
LinbHuus, Ha kil nepiog,.
npoBOAATLCA BignosigHo oHoBneHo po3ginu 3.2.P.8.1
BMMNPOGYBaHHSA Stability Summary and Conclusion Ta
po3Mipy Kpanesb 3.2.P.8.3 Stability Data.
eMy/IbCil:
MapTukan
TekHonomxu Nlabe
(NTAN), CnonyueHi
LWtatn Amepuku;
AnbTepHaTUBHi
AiNbHULI, Ha AKX
NpoBOAATLCA
BUNPOGYBaHHSA
[OMOMDKHUX PEYOBWH:
EnemeHT Maripiasnc
TekHonoxn KaHaga
IHK., KaHaga;
EcxiEc KaHaga IHK.,
KaHapa; EcOxiEc
KaHaga IHK., KaHaga;
Heodhapm Nabe IHK.,
KaHaga
AYOBPII™ JIOCbIAOH, TOB "Bayli YkpaiHa Bupo6HULTBO, Kanapga/ - OHoBNeHHA US-DMF 016953 Ha fgitouy 3a UA/18956/01/01
0,01%/0,045% no 451 Xenc" nakyBaHHs, CronyyeHi peyoBuUHyY rasiobeTasosny nponioHarty peyenmom
y Ty6i, no 1 Ty6i B MapKyBaHHS, BUNYCK LWratn BMpo6HMLUTBa Hovione FarmaCiencia S.A. i3
KapTOHHI Kopo6Li; no cepii Ta fOCNiMKEHHA Amepukun/ 3MiHOK KOHTaKTHOT 0CO6M BMPOGHMYOT

60 ry Ty6i, no 1 Ty6i B
KapTOHHI KopobLji; no
100 ry Ty6i, no 1 Ty6i
B KapTOHHI Kopo6Li

cTabinbHocTi: Bayw
Xenc KomnaHic IHK.,
KaHaga;
AnbTepHaTuBHa
AiNbHULSA, Ha SKi
NPOBOAATLCA BUMYCK
cepii Ta fOCNiMKEHHsS
cTabinbHocTi: Bayw
Xernc Amepukac IHK.,
CronyyeHi Wtatn
AmepuKu,
AnbTepHaTVBHa
OiNbHUUS, Ha SKil

AinbHUUI. BignosigHO OHOBEHO PO34in
3.2.S.2.1 Manufacturer(s).

- MNpefcTaBneHoO OHOB/EHI AaHi
LOCNiMpKEHHST CTabiNbHOCTI 3a 3BITHWI
nepiog. BignosigHoO OHOBMEHO po3ainu

3.2.P.8.1 Stability Summary and Conclusion
Ta 3.2.P.8.3 Stability Data.




Ne n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsioYyeHHs

NpoBOAATLCA
MiKpoG6iosoriyHi
LOCNIMKEHHS:
Macudik Bio/labe
(MNBN), CnonyueHi
Ltatn AMepuku;
LinbHNUA, Ha skl
NpPOBOAATLCA
BUNPOGYBaHHSA
po3mipy Kpanesnb
emynbcii: MapTukan
TekHonomxu Nlabe
(NTA), CnonyueHi
LTatn Amepuku;
AnbTepHaTUBHi
AiNbHULI, Ha SAKNX
NpPOBOAATLCA
BUNPOGYBaHHSA

[OMOMDKHUX PEYOBWH:

EnemeHT Maripiasnc
TekHonogxn KaHaga
IHK., KaHaga;
EcxiEc KaHaga IHK.,
KaHapa; EcOxiEc
KaHaga IHK., KaHaga;
Heodhapm Nabe IHK.,
KaHaga

MAKCNnoBIAg

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 150 mr
Ta TabneTkv, BKpUTI
NNiBKOBOIO
060/10HKO10, No 100
Mr, No 4 TabneTku,
BKPUTI NNiBKOBOO
060/10HKO10, No 150 mr
Ta no 2 Tabnetku,
BKPUTI NNiBKOBOO
060/10HKOt0, No 100 mr
y 6nicTepi, no 5
6nicTepiB y KApTOHHIl
Kopobui

Mdcparizep
Eity.Ci.Mi.
KopnopeiLuH

CLWA

mabsiemku
Hipmampensip:
BUPOGHMLTBO,
NepBUHHE NakKyBaHHS,
BTOPVHHE MaKyBaHHS,
penis/TecTyBaHHs
KOHTPO/IO SIKOCTI
cepii, MapKyBaHHs,
BUNYCK cepil,
CTabiNbHICTb:
Mdpaiizep
MeHo ek ypUHr
[onuneng MmoéxX,
HimevunHa;
BUPOGHMLTBO,
NepBUHHE MakKyBaHHS,
BTOPVHHE MaKyBaHHS,
peni3/TecTyBaHHs
KOHTPO/IO SIKOCTI
cepii, MapKyBaHHs,

HimeuunnHa/
IpnaHgis/
ITania/
CuwA/
IHgis/
ManbTa

B.l.d.z (IB) — To update the stability section
of the active substance nirmatrelvir to fulfil
Recommendations Rec 4c & 5c¢ for Paxlovid.

3a
peyernmom

UA/20163/01/01
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Ne n/n Hassa ®dopma sunycKy 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
NliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BUMYCK Cepii,

CTabIfbHICTb:
Mdpaiizep IpnaHais
dapmacbioTikans,

IpnaHgis;
BMPOGHMLTBO,
NepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,
BUMYCK/TECTYBaHHS
KOHTPO/O SIKOCTI
cepii, MapKyBaHHs,

BUNYCK cepil,

CTabiNbHICTb:

Mdpaiizep ITanisa

C.p.n., Itanis;

TECTyBaHHS

CTabiNbHOCTI:

Mdpaiizep IHk., CLUA;
mabsiemku
pumoHasip:

BUPOGHMLTBO in bulk,

TecTyBaHHS i BUNyCK

in bulk: Xetepo /labc

NimiTen, IHAjs;

npemMikc puToHasipy:

XeTepo [parc

NimiTen, IHAjs;

NepBUHHE NaKyBaHHS,

BTOPVHHE MaKyBaHHS,

MapKyBaHHS,
BWMNYCK/TECTYBaHHA
KOHTPOJIHO AKOCTI,

BUNYCK cepil,

CTabiNbHICTb:

Mdpaiizep
MeHdek4ypuHr
[Loiiunens rveéX,

HimeyunHa; nepenHHe

nakyBaHHs1, BTOPUHHE
nakyBaHHs,

MapKyBaHHS,
BUMYCK/TECTYBaHHSA
KOHTPOJIHO SIKOCTI,

BUMYCK Cepii,

CTabiNbHICTb:

MNdpaiizep ITania

C.p.n., ITanis;
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Ne n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjiliHo2o

nocsioYeHHs1

NepBrHHE NakKyBaHHS,
BTOPVHHE MaKyBaHHS,
MapKyBaHHS, BUNYyCK
cepii:
Mdpaiizep IpnaHgis
dapmacbioTikans,
IpnaHgjisn; TectyBaHHs
i Bunyck in bulk:
dapmagokc Xesnckeap
nta., ManbTa;
TEeCTYBaHHS i
CTabifbHICTb:
Mdcpaiizep IHk., CLUA

CONIKBA

PO34MH ANA iH EKLi,
100 Opg,./mn+50
Mkr/mn; Ne3 a6o Ne5:
no 3 My KapTpuaxi,
BMOHTOBaHOMY B
0/IHOPa30BY LUMPULL-
pyuky; no 3 abo no 5
LUNPULL-PYYOK B
KapTOHHI Kopo6Li.
['0NKn B ynakoBKy He
BK/IIOYEHI

TOB "CaHodi-
ABEHTIC
YkpaiHa"

Ykpaina

CaHodhi-ABeHTiC
Hoiunang MrmeX

HimeuunHa

BunpasneHa TexHiyHa nomusnka B IHCTPYKL,iT
AN MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3acoby ans gosyeaHHs 100 Og./mn+50
MKr/M/1, & came BunpaseHa
HeBIANOBIAHICTb iHhopMaLi (pI3HOUMTaHHS)
y Mexax OfHOro JOKyMeHTa - TEKCTY
IHCTPYKUiT 4719 MeANYHOro 3acTOCyBaHHSA
nNikapcbKoro 3acoby, 3aTBepKEHOr0 Mpu
nepepeectpadii Hakazom MO3 Ykpainu Big,
10.02.2023 Ne 270. BunpasneHi po36ixHOCTi
B po3Aini "Cnoci6 3acTocyBaHHs Ta 403U" B
IHCTPYKL|i 415 3aCTOCYBaHHS NEBHOrO BUAY
LUMPWLL-PYYOK (BIPHO BKa3aHa neBHa
KiNbKICTb NOAINOK BigNOBIAHO A0
npusHayeHoi A060BOT A03K). 3a3HayeHe
BMMpaB/IeHHS BiAnoBigae apxiBHUM
marepianiam peecTpauiiHoro gocke (y T.4.
KOPOTKIil XapakTepucTuLi NikapCbKoro
3acoby).

3a
peyenmom

UA/16774/01/01

B.o. HaYanbHUKA
dapMaLeBTUYHOrO ynpas/liHHA

Onekcanap NPILLEHKO
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