NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®EAEPALLI, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1. FAPAACUN® | cycneHsia gns iH'exwyii, no 0,5 Mepk Wapn i LBeliuapis 06'eIHAHHA TOTOBOrO CLUA/ B.l.a.1.f), IB - To add Eurofins 3a UA/20128/01/01
9 BAKUVNHA M (1 gosa); no 0,5 mn Loym IQEA npoaykTy (NoBTOpHE Higepnangu/ BioPharma Product Testing Munich peyenmom
nPOTU cycneHsii y nonepegHb0o rM6X cycrneHyBaHHA Ta Ipnangis/ GmbH, Robert-Koch-Strasse 3a,
BIPYCY HanoBHEHOMY LUNpULi (CK0) 3 06'elHaHHA KiHLLEeBOrO Icnanis Planegg, Bavaria 82152, Germany
nAQnOIoOMU 06MeXyBayeMm xoay NopLUHS cchopMy/IbOBAHOIO Gasky, as an alternative site responsible for
nroanHM 9- (cunikoHizoBaHwit OTPMMaHOro 3 Ai/ibHULj Bect quality control testing
BANNIEHTHA 6poMOYTMIOBUIA enacTomep i3 MOWAHT), HANOBHEHHSI (Microbiological (sterility) Testing of
(PEKOMBIHA | nokputTam FluroTec) Ta Lwnpuvyis (NneperHHe the MBAP active substance (HPV
HTHA, KOBMa4ykoM (CUHTEeTUYHA nakyBaHHs1), TECTYBaHHS npu Types 6, 11, 16, and 18)).
AJICOPBOBA | i3onpeH-6pombyTunosa BUMYCKY 715 LINPULLB, B.l.e.5.c), IB - To implement
HA) cymiw). Mo 1 nonepeaHbO HaMOBHEHMX Ha AiNbHUL changes foreseen in the approved

HanoBHEHOMY LUMPULY 3 2
ronkamu a6o no 10
nonepesHbO HaNOBHEHUX
LWNpuWLiB 3 2 ronkamun gns
KOXHOTO LUNpULLA B KAPTOHHIl
KOpo6Ui 3 IHCTPYKLUiEo ans
MEAUYHOIO 3aCTOCYBaHHsI

BakcTep (nuwe
€H/I0TOKCUHMN Ta
CTEPW/IbHICTB):
BakcTtep ®apmacbloTikas
ConmowHe J171C, CLUA,;
TeCTyBaHHS Npy BUMYCKy
[ONSA LWNPULIB, HANOBHEHUX
Ha ginbHuLi Kapnoy,
TeCcTyBaHHS Npy BBE3EHHI
(4ns wnpwvyis, oTpUMaHuX 3
nOinbHUU BecT MoHT Ta
AinbHuui Bakctep)?,
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs, cepTudikauis Ta
BUNYCK cepil:
2TecTyBaHHS NPV BBE3EHHI
BK/1tOYAE NMPOBEAEHHS BCiX
TeCTiB Npy BUMYCKY cepil
KIHLLeBOro NpoayKTy
Mepk Wapn i Joym B.B.,
HigepnaHgw; BUPOGHNLTBO:
hopMyIALisl, HANOBHEHHS
Ta NepBMHHE NakKyBaHHsA
LUNPWLIB, TECTYBaHHS Npun
BUNYCKY (KiHLLeBOro
cchopmMyboBaHOro 6anky Ta
LUMPWLB, HANOBHEHUX Ha
AinbHuUUi BecT MoiHT Ta Ha
AinbHuui BakcTep),

change management protocol of the
active substance to add the site
Boehringer Ingelheim RCV GmbH &
Co. KG, Dr.-Boehringer-Gasse 5-11,
Meidling, Vienna 1121, Austria as
alternative manufacturing
(purification of HPV Cell Slurry
Types 6, 11, 16, and 18 into final
drug substance (DS) Monovalent
Bulk Adsorbed Product (MBAP)), in-
process testing and release testing
site of the active substance.
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TecTyBaHHSA CTabifIbHOCTI:
Mepk Wapn i Aoym JINC,
CLUA;
BMPOBHULITBO: DOPMYALLS,
HanoBHEHHSA Ta NepBUHHE
nakyBaHHS LUNPULLB,
TeCcTyBaHHS Npy BUMYCKy
(kiHLeBoro
cchopmMyibOBaHOro 6anky Ta
LUMPWLiB, HAMOBHEHUX Ha
AinbHuui Kapnoy),
TeCTyBaHHS CTabiIbHOCTI:
MCJ, IHTepHeLwHN
MOX/MCL IpnaHgis
(Kapnoy), lpnangisi;
MapKyBaHHS Ta BTOPUHHE
nakyBaHHS:

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

MAKCNoBIj

TabneTtku, BKpUTI NNiBKOBOKO
060n10HKOt0, M0 150 Mr Ta
TabneTku, BKpUTI NNiBKOBOIO
060710HKO, Nno 100 wr, rno 4
TabneTkn, BKpUTI NNiBKOBOKO
060/10HKOt0, No 150 mr Ta no 2
TabneTtku, BKpUTI NNiBKOBOKO
060/10HKOI0, N0 100 mMr y
6nicTepi, no 5 6nicTepiB y
KapTOHHI KopooLyi

Mdpaiizep
Eiiu.Ci.Mi.
KopnopeiLuH

CWA

mabsiemku Hipmampessip:
BMPOGHULITBO, MEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHS,
penis/TecTyBaHHS KOHTPO/IHO
AKOCTI cepil, MapKyBaHHS,
BUNYCK cepii, cCTabiNbHICTb:
Mdpaiizep MeHtoekuypuHr
Loitunena r'v6X,
HimeuunHa,;
BMPOGHULITBO, MEPBUHHE
nakyBaHHs, BTOPUHHE
nakyBaHHS,
penis/TecTyBaHHS KOHTPO/IHO
AKOCTI cepil, MapKyBaHHS,
BUNYCK cepii, CTabiNbHICTb:
Mdpannzep Ipnaxgis
PapmacbioTikans, lpnaHgis;
BMPOGHMLITBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs,
BUMYCK/TECTYBaHHSA
KOHTPOSIO SIKOCTi cepil,
MapKyBaHHs, BUNYCK cepil,
CTabiNbHICTb:
Mdpaiizep ITanis C.p.n.,
ITanis;

Himeuunna/
IpnaHgis/
ITania/
CLUA/
IHgis/
MasibTa

C.L4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 5.1 of the SmPC
in order to update the numerical
value of the median IC50 against the
Omicron sub-variants.
TepMiH BBEAEHHS 3MiH - NMPOTATOM
6-TU MicALIB NiC/A 3aTBEPAKEHHS.
C.L4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 4.6 of the SmPC
in order to clarify that there is limited
human data on the use of Paxlovid
during pregnancy.

TepMiH BBEAEHHS 3MiH - NPOTATOM
6-TV MicALIB NiCNSA 3aTBEPLKEHHS.
C.L4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 4.4 of the SmPC
in order to add information on
severe, life-threatening, and fatal

3a
peyenmom
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TecTyBaHHSA CTabifIbHOCTI:
Mdpaiizep IHk., CLUA;
mab/iemku pumoHasip:
BMPOGHMLTBO in bulk,
TecTyBaHHs i Bunyck in bulk:
XeTepo fla6e Nimiteq, IHAis;
npeMikc puTOHaBipy:
XeTepo Oparc JlimiTes,
IHAis;

NepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
BUMYCK/TECTyBaHHSA
KOHTPOJIO SIKOCTI, BUMYCK
cepii, cTabiNbHICTb:
Mdpaiizep MeHoeK ypyHr
[Loiunena MrmoéxX,
HimeuunHa,;
NepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHS,
BUMYCK/TECTyBaHHSA
KOHTPOJIO SIKOCTI, BUMYCK
cepii, cTabiNbHICTb:
Mdpaiizep ITanis C.p.n.,
ITanis;

NepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,
MapKyBaHHs1, BUNYCK cepil:
Mdpannzep Ipnaxgis
dapmacbloTikans, lpnaHgis;
TecTyBaHHs i Bunyck in bulk:
Papmagokc Xenckeap J1ta,.,
MaubTa;
TEeCTyBaHHS i CTabiNbHICTb:
Mdpainzep IHk., CLUA

drug reactions associated with DDIs.

TepmiH BBEAEHHS 3MiH - NPOTAroM
6-TV MicALIB MiC/1A 3aTBEPKEHHS.
C.L4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of sections 4.3 and 4.5 of the
SmPC in order to include more
detailed information for the drug-
drug interactions (DDIs) related to
venetoclax, apixaban, saxagliptin
and cariprazine and to remove the
reference to the dabigatran SmPC in
the dabigatran DDI clinical
comments. In addition, the
interaction information related to
enzalutamide, lercanidipine,
bosentan and efavirenz and other
HMG Co-A reductase inhibitors is
also updated.

TepMiH BBEAEHHS 3MiH - NPOTATOM
6-Tv MicALIB MiCNSA 3aTBEPLKEHHS.
C.L14, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data:
Update of section 5.2 of the SmPC
in order to include additional
information related to the
rosuvastatin DDI, based on the final
results from study C4671052; this is
a phase 1, randomized, fixed
sequence, multiple dose, open-label
study to estimate the effect of
nirmatrelvir/ritonavir on rosuvastatin
pharmacokinetics in healthy adult
participants.

As a consequence, the SmPC is
updated, and the Product leaflet is
also updated accordingly. Moreover,
the MAH took the opportunity to
make some minor editorial changes
(section 4.4 of the SmPC).
TepMiH BBEAEHHS 3MiH - NPOTATOM
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6-TV MicALIB MiC/1A 3aTBEPKEHHS.
A.5.a, lIAin - Administrative change -
Change in the name and/or address
of a manufacturer/importer
responsible for batch release:

To update the address of the site
responsible for manufacturing of the
Nirmatrelvir tablets and primary
packaging, secondary packaging,
batch control/testing of both
Ritonavir and Nirmatrelvir tablets, as
well as batch release of the co-
packaged finished product, Pfizer
Manufacturing Deutschland GmbH,
from Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Freiburg,
Germany to Mooswaldallee 1, 79108
Freiburg Im Breisgau, Germany. The
physical location and manufacturing
activities remain unchanged. In
addition, the marketing authorisation
holder took the opportunity to
include minor editorial changes in
module 3.2.P.3.1.

TepMmiH BBEAEHHS 3MiH - MPOTAroM
6-TU MicAUIB Nic/1a 3aTBEPKEHHS.

CTPENCINC®
IHTEHCU/B
BE3 LLYKPY
31 CMAKOM
AMNENbCUHA

NbOASAHUKM no 8,75 mr, no 8
NbOASAHUKIB y 6nicTepi, no 2
ab6o 3 6nicTepy y KapTOHHiIlA
KOpoo6Li; No 12 NbOAAHUKIB Y
6nicTepi, no 2 6nictepn y
KapTOHHI KopooLyi

PekkiTT
BeHkizep
Xerckep

IHTepHeLUHN

Nimiteq

Benuka
BpuTaHis

PekkiTT BeHkizep Xenckep
IHTepHeLwwHN NlimiTes

Benuvka
BpuTaHis

3MiHu | TUNY: 3MiHK 3 AKOCTI.
CepTudpikar sBignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTtudikaTa BignosigHoCTi abo
BW/TyYEeHHs cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
thapmakonei: gns A®l; ana
BUXIi4HOTO
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHULTBI A®I; ANt [ONOMIXHOT
peyoBuHM (cepTudikat
BiANOBIAHOCTI EBpONenchbkili
hapmakonei) - HoBuii cepTudpikart
Bifl BXXe 3aTBEpKEHOro BUpPOobHYKa,
3MiHa CTOCYETbCSA HOBOTO
ceptudpikatry CEP Big Bxe

6e3
peyenma
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3aTBEPKEHOro BUPOGHUKA Ajtoyol
peyoBuHM hnyp6inpodeH,
BMpo6HMLUTBa Sun Pharmaceutical
Industries Ltd., IHgis (npouec 2) (RO-
CEP 2021-039-Rev 01). 3MiHu |
TMny: 3MiHK 3 siKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTudgikaTa BignoBigHoCcTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei: gna A®l; ana
BMXigHOro
Marepiany/peareHTy/npoMiXXHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIKXHOT
peyoBuHM (cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei) - OHOBMEHWA
cepTuduikaT Bif y)Xe 3aTBepXEHOro
BMPOGHMKA, 3MiHA CTOCYETbCA
OHoBrieHoro cepTudikaty CEP Big
BXe 3aTBePAKEHOro BUpobHuMKa
Lito4oi pevoBuHY dhypbinpodieH,
BMpo6HMLUTBa Sun Pharmaceutical
Industries Ltd., IHais (npouec 1)
(3aTBepxeHa Bepcis: R1-CEP
2003-154-Rev 05, HoBa Bepcis: R1-
CEP 2003-154-Rev 06). 3MmiHu |
TMny: 3MiHK 3 sKocTi. CepTudikar
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBJIEHOrO
cepTudikaTa BignosigHocTi abo
BW/TyYEeHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns A®l; ans
BUXIAHOTO
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTHLCS Y
BUPOGHUUTBI A®I; Ana ONOMDKHOT
peyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiicbkil
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thapmakonei) - OHOB/IEHWIA
cepTnaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA, 3MiHA CTOCYETbCA
OHoBsieHoro cepTudikaty CEP Big
BXe 3aTBepAKeHOro B1po6HMKa
Aito4oi pevoBnHN chypbinpodeH,
BMPOGHMLTBA Aesica
Pharmaceuticals Limited, IHgin
(3aTBepaxeHa Bepcis: R1-CEP
2003-270-Rev 00, HoBa Bepcis: R1-
CEP 2003-270-Rev 01). 3MiHn |
Tnny: 3MiHK 3 siKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO
cepTudgikaTa BignoBigHoCcT abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gnsa A®l; ans
BMXigHOro
Marepiany/peareHTy/npoMiXXHOTO
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI API; ANt AONOMIXHOT
peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei) - OHOBMEHWA
cepTuduikaT Bif y)e 3aTBepXEHOro
BMPOGHMKA, 3MiHA CTOCYETbLCA
OHoBrieHoro cepTudikaty CEP Big
BXe 3aTBEePAKEHOro BUpPobHMKa
Lito4oi pevoBuHY dhypbinpodieH,
BMPOGHMLTBA Aesica
Pharmaceuticals Limited, IHgis
(HoBa Bepcisn: R1-CEP 2003-270-
Rev 02). 3minu | Tvny: 3miHu 3
skocTi. CepTudikat
BignosiaHocTI/TE-cepTucpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOrO
cepTtudikaTa BignosigHocTi abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei: gns A®l; ana
BMXiAHOrO
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Marepiany/peareHTy/npoMiXXKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPO6HULTBI APIl; ANt 4ONOMIKXHOT

peyoBuHM (cepTudikart
BiANOBIAHOCTI EBpONeichbkili
thapmakonei) - OHOBMEHWIA
cepTuduikaT Bif y)e 3aTBepXEHOro
BMPOGHMKA, 3MiHA CTOCYETbCA
OHoBrieHoro cepTudikaty CEP Big

BXe 3aTBePAKEHOro BUPOo6HMKa

Lito4oi pevoBuHY dhypbinpodieH,
BMpO6HULTBA Pharmaron
Manufacturing Services (UK) Ltd.,
Benvka BputaHis (3MiHa
nonepegHbOi Ha3BK Aesica

Pharmaceuticals Limited, IHgjs1)

(HoBa Bepcisn: R1-CEP 2003-270-

Rev 03). 3minu | Tvny: 3miHn 3
skocTi. CepTudikat
BignosigHocTI/TE-cepTucpikat
BiANOBIAHOCTI EBPONENChbkili
thapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOrO
cepTtudikaTa BignosigHoCTi abo
BU/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei: gns A®l; ana
BMXiAHOTO

MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y
BMPOGHULTBI A®I; AN [ONOMIXHOT

peyoBuHM (cepTudikat
BIANOBIAHOCTI EBPONENChbkili
thapmakoner) - OHOB/IEHWIA
cepTnaikaT Bif yxe 3aTBepaKeHoro
BMPOGHMKA, 3MiHA CTOCYETbCSA
OHoBJsieHoro cepTudikaty CEP Big

BXe 3aTBepAKeHOro B1po6HMKa

Aito4oi pevoBnHN chypbinpodeH,
BMpo6HULTBa Pharmaron

Manufacturing Services (UK) Ltd.,

Benuka BpuTaHisa (HoBa Bepcis: R1-
CEP 2003-270-Rev 04).




