MIHICTEPCTBO OXOPOHH 3/10POB’SI YKPAIHA
HAKA3

Kuis

14 macromazga 2023 poky Ne 1963

IIpo JepxaBHy peecTpamnil0 JTKApCHKHX 3aco0iB Ta BHECeHHA 3MiH [0
peecTpaniiiHMX  MarepiajsiB  JKapcbKHMX  3acofiB, #AKi  3apeecTpoBaHi
KoMrneTeHTHUMHM opraHamMu Cnonyuvenux IllTariB Amepukmu, IlIBernapcbkoi
Kondepeparii, fAnonii, ABcrpanii, Kanaau, €Esponeiicbkoro Coro3y

BignoBigHo mo crarri 9 3akoHy Ykpainu «IIpo Jsikapcbki 3acobu»,
nyHkTiB 5, 7, 10, 11 Ilopsgky nAepskaBHOI peectpauii (repepeectpariii) JiKapCbKUX
3aco0iB, 3aTBeppKeHOro roctaHoBolo KabiHety MiHicTpiB Ykpainu Bif, 26 TpaBHs
2005 poky Ne 376, ab3aily ABaALsTE CbOMOTO MiANMYHKTY 12 myHKTY 4 ITo/10KeHHS TIPO
MiHicTepcTBO OXOpPOHHM 37I0pOB’sl YKpaiHM, 3aTBepKeHOro MocTaHoBor KabiHety
MinictpiB Ykpainu Big 25 6epe3nst 2015 poky Ne 267 (B pezakiiii mocraHoBu KabiHeTy
MinictpiB Ykpainu Bij 24 ciuns 2020 poky Ne 90), nyHKTiB 5, 8, 11 po3giny II, nyHKTY
12 po3ainy III TTopsiaKy po3rasay peecTparjiiHAX MaTepiasiB Ha JiKapchKi 3aco0w, 1110
TOJal0ThCS Ha Jlep)KaBHY peecTpaliito (rmepepeecTpallilo), Ta MaTepiasiB TIPO BHECEHHS
3MiH [0 peecTpalliiHUX MaTepia/liB MPOTArOM Jii peecTpaljiiHOrO MOCBiJUeHHS Ha
niKapchKi 3acobu, siKi 3apeecTpoBaHi KomrieTeHTHUMU opraHamul CriosyueHux IlltatiB
Awmepukuy, IlIBeiitiapcekoi Kondepgepaiiil, fAnonii, ABctpanii, KaHaau, nikapcbKuUx
3aco0iB, 1110 3a LIeHTPaTi30BaHO0 TIPOLIe[yPOI0 3apeeCcTPOBaHi KOMIIETEHTHUM OpPraHOM
€pornenicbkoro Coro3y, 3aTBep[yKeHOro Haka3oM MiHicTepcTBa OXOPOHM 3/0pOB's
Ykpainu Bixg 17 nucromaga 2016 poky Ne 1245, 3apeectpoBaHuM B MiHicTepcTBi
toctylil Ykpainu 14 rpygaa 2016 poky 3a Ne 1619/29749, Ha mifcTraBi CK/1afieHUX
JlepP>)KaBHUM IMiAMPUEMCTBOM «/lep>KaBHUI eKCepTHUW LieHTp MiHicTepcTBa OXOPOHU
3[0pOB’s YKpaiHMW» BUCHOBKIB 3a pe3yJ/ibTaTaMU PO3IJIs/ly pPeecTpaliiHUX MaTepiasiB
TI0/IJaHOTO Ha JiepKaBHY peeCTpallito JikapCbKOro 3acoby Ta Mpo pe3y/bTaTU PO3T/ISAY
MarepiasiB TIpo BHeCEHHsI 3MiH [0 peeCTpalliiHUX MaTrepiamiB JTiKapCchbKUX 3aco0iB, sKi
3apeeCcTpoBaHl KOMIIETEHTHUM OPraHOM Ta 3aCTOCOBYETHCS HA TEPUTOPII L€l KpaiHu uu
Jlep>kaB — wieHiB €Bporieiicbkoro Coro3sy,

HAKA3Y1O:

1. 3apeecTpyBaTd Ta BHeCTH [0 [lep>KaBHOrO peecTpy JliKapChKHX 3acobiB
YKpaiHu fiKapceKi 3acobu (MeauuHi iMyHOOioOTiuHi TIperapary), siki 3apeecTpoBaHi
KoMIleTeHTHUMU ~ opraHamu  Cnionyuenux IlrtatiB  Amepuku, IlIBeilrjapcbKoi



Kondenepariii, fnonii, Asctpanii, Kanagu, nmikapceKux 3aco0iB, 10 3a
LIEHTPa/Ti30BaHOI0 MpoLeyPOrO 3apeeCcTpoBaHi KOMIETEHTHUM OpraHoOM
€spornencbkoro Coro3y, 3rijHo 3 AogaTKom 1.

2. BHecTn 3MiHM [0 peecTpaliMHAX MarepiamiB Ta /[lep)KaBHOTO peecTpy
MKapchKUX 3aco0iB  YKpaiHM Ha JliKapchki 3acobw (MeauuHi iMyHOOiosoriusi
riperapaTv), $Ki 3apeeCcTpoBaHi KommeTeHTHUMHM opraHamMud Cnosydenux IllTaTiB
Awmepuku, IIBenjapcekoi KoHdepepariii, Amnonii, ABcrpanii, KaHaju, JiKapCcbKux
3aco0iB, 1110 3a LIeHTPasli30BaHOO TPOLIeYPOI0 3apeeCTPOBaHI KOMIIETEHTHUM OpraHOM
€sponercbkoro Coro3y, 3rijHO 3 10JaTKOM 2.

3. BigMOBUTH y BHeCeHHi 3MiH [0 peeCcTpaliHMX MarepiajiB Ta [ep>kaBHOro
PEECTpy /MiKapChKUX 3ac00iB YKpaiHM Ha /TiKapchKi 3acobu (MenuuHi iMyHoGionoriuni
rperapaTv), siKi 3apeeCcTpoBaHi KOMIeTeHTHMMM opraHamu Cnosnyuenux IllTatiB
Awmepuky, IIBeiitiapcekoi Kondepepariil, fAnonii, ABctpanii, KaHaau, mikapcbKux
3aco0iB, 1110 3a LIeHTPa/Ii30BaHOIO TPOLIeYPOI0 3apeECTPOBAHI KOMIIETEHTHHUM OpraHOM
€Bpornencekoro Coro3y, 3rifiHO 3 A0aTKOM 3.

4. ®apmaiieBTiuHOMY ~ ymipaBiiHHIO (Tapacy JIsicKoBCbKOMY) 3a0e3meurTd
OTIPWIIO/IHEHHSI 1LIbOTO Haka3dy Ha od@iliiiHoMy Beb6caiiti MiHicTepcTBa 0XOpOHU
310pOB’d YKpaiHu.

5. KoHTpo/1b 32 BUKOHAaHHAM 1[bOI'0 Haka3dy IIOK/JIACTU Ha IepLIOro 3acTyITHUKA

Minictpa Cepris /IyOposa.

MinicTp BikTop JISAILIIKO



NMEPENIK

Hoparok 1
o Hakasy MiHicTepcTBa OXOpOHHM 3710pOB’S

Ykpainu

«IIpo

JlepXKaBHy

peecTpatriito

MKApCBKUX 3aco0iB Ta BHECEHHs 3MiH [0
peecTpaliiHiX MatepiasiB JIiKapChKUX 3acobiB,
SKi 3apeecTpOBaHi KOMIIETEHTHUMU OpraHaMH
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol
Kondepnepariii,
€Bponeticbkoro Coro3y»
Bij 14 nuctonaga 2023 poky Ne 1963

SnoHii,

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOIOIMN4YHUX NMPEMNAPATIB),
AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU, fIKI SAPEECTPOBAHI
KOMMETEHTH/AMW OPFAHAMW CMNOJTYYEHUX LUTATIB AMEPUKW, LUBENLAPCBKOI KOH®EAEPALL, AMOHII,
ABCTPANII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A UEHTPA/IISOBAHOIO NMPOLIEAYPOIKO 3APEECTPOBAHI
KOMMNETEHTHUM OPFAHOM EBPOMENCBKOIO COIO3Y

Agcrpanii,

Kanany,

Ne Hassa ®dopma sunycky 3assHUK KpaiHa Bupo6HuK KpaiHa Peecmpayi Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka gpopma, liHa BionycKy yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) npoyedypa nocsioYeHHs
1. nMc- TabneTkn, BKPUTI dapmacaiHc KaHnaga BMPOGHULITBO HEpPO3hacoBaHOro NPOAyKTY: KaHaga peecTpauis 3a He UA/20243/01/01
BO3EHTAH NNiBKOBOK 060/I0HKOD IHK. IeHBioH KoprnopelileH, KaHaaa; Ha 5 pokiB peyenmom | nidnsicae
no 62,5 mr; no 6 BTOPVHHE NaKyBaHHA:
TabneToK, BKPUTUX JnToBcbko-HopBe3bke 3AT Hopdauem, /Intea;
N/1iBKOBOK 060/10HKOI0 NepBUHHE NakKyBaHHs, BTOPUHHE NaKyBaHHS:
y 6nictepi; no 10 MCI ®apma Cepsicec KaHaaa, IHk., KaHaaa;
6nicTepiB y Kopobu,i BMPOGHWK, BigNoBiAa/IbHWI 3@ BUNYCK Cepii, KOHTPO/1b
AKOCTI:
dapmacaiiHc IHk., KaHaga
2. nmc- TabneTku, BKpUTI dapmacaiiHc KaHaga BMPOOHULITBO HEPO3(DAcOBaHOTO MPOAYKTY: KaHaga peecTpauis 3a He UA/20243/01/02
BO3EHTAH NNiBKOBOIO 060/10HKOK IHK. IeHBioH KoprnopelilweH, KaHaaa; Ha 5 pokiB peyenmom | nidssieae
no 125 wmr; no 6 BTOPUHHE NaKyBaHHA:
Tabn1eToK, BKPUTUX JintoBcbko-HopBe3bke 3AT Hopdhauem, JlnTea;
N/1iBKOBOK 060/10HKOI0 nepBUHHE NakKyBaHHs, BTOPUHHE NaKyBaHHA:
y 6nictepi; no 10 MCI ®apma Cepsicec KaHaga, IHk., KaHaaa;
6nicTepiB y kopobui BMPOGHWK, BiANOBIAaIbHWIA 3a BUNYCK Cepii, KOHTPOsb
AKOCTI:
®dapmacaiiHc IHk., KaHaga
B.o. HauanbHHUKA
®apmMaleBTUYHOI'0 YIIPaB/IIHHA JIroamuiaa APKO




NMEPENIK

Joparok 2

0 Hakasy MiHicTepcTBa OXOpOHM 3[l0pOB’s
Ykpainu «IIpo Jlep>KaBHY peecTpatriito
JMKapcbKuX 3acobiB Ta BHECEHHS 3MiH [0
peecTpaliiHiX MaTepiasiB JliKapChKUX 3aco0biB,
SKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHamu
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol

Kondegepauii,

SnoHii,

€spornelicbkoro Coro3sy»
Bij 14 nuctonaga 2023 poky Ne 1963

Agcrpanii,

Kanaay,

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOINYHUX MPENAPATIB), LLIOAO AKUX BYNTN BHECEHI 3MIHU A0
PEECTPALINHNX MATEPIAJIB, AKI BHOCATbLCA A0 AEP)XXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHW,

MPOLIEAYPOIO 3APEECTPOBAHI KOMMETEHTHUM OPFAHOM EBPOMENCLKOIro COK3Y

SKI SAPEECTPOBAHI KOMMETEHTHUMW OPITAHAMU CMNMOTYHEHUX LUTATIB AMEPUKN, LUBENLLAPCBLKOI
KOH®EAEPALII, ANOHII, ABCTPANIl, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPANISOBAHOIO

Ne Hassa Popma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) BionycKy |peecmpayiliHo2
3acoby 0 NocBiO4YeHHs
1. BIBKbIO PO34unH ANs iH'ekuiid, 120 mr/mn; Hosapric LLiBeiua BUMYCK Cepiii: Benbris/ BHECEHHS 3MiH 0 peecTpaviiiHux 3a UA/18277/01/01
no 1 pnakoHy B KOMNAEKTI 3 OBepci3 pis AnkoH-KyBpbop, benebris; LLiBeiiuapis MaTtepianis: 3miHu | Tuny - B.1l.z — Quality peuenmom
rofIKOK0 (PINbTPYBa/IbHOK B IHBECTMEH BUPOBHMLUTBO CTEPUIBHOTO change — Finished product — Other variation,
KOpOO6Li 3 KapTOHY TC Al nikapcbKoro 3acoby - roTyeTbcst type — IB: To implement editorial changes
acenTUYHO; NepBUHHE updating section 3.2.A.1 (Facilities and
nakyBaHHS; KOHTPO/1b SKOCTI - Equipment), including (1) the introduction of
XiMIYHWIA/Di3NYHNIA, KOHTPOSb two new products in the currently approved
SIKOCTi - MiKPOGIONIOrNiYHWI - He multiproduct manufacturing facility, and (2)
CTEPW/IbHICTb; KOHTPO/Ib SIKOCTI - the update of zone classification and other
MiKpOG6ionoriYHWiA - remediation changes.
CTEPUbHICTb; BTOPUHHE
nakyBaHHs:
HoBapTic ®apma LUTeiiH AT,
LLiBeiiuapis;
KOHTPOb SKOCTi - 6I0/IOMNYHWIA:
HoBaprTic ®apma Al LLiBeiiuapis
2. FAPOACUN® 9 | cycneHsia ans iv'exuin, no 0,5 Mepk LLiBeliya 06'eHaHHS TOTOBOIO NMPOAYKTY cuwaA/ 3miHa B.11.d.2.d, IB 3amiHa 3a UA/20128/01/01
BAKUVHA M (1 gosa); no 0,5 mn cycnersii Wapn i pis (noBTOpHE CycneHAyBaHHA Ta HigepnaHnamn Typ6iAMMETPUYHOTO MeToAy KiNlbKiCHOro peyenmom
MPOTU BIPYCY | y nonepefHL0 HarnoBHEHOMY Joym 06'eIHAHHA KiHLLEBOro [ lpnangis/ BM3HAYEHHA eHAO0TOKCHHY B crieumdikav,ii Ha
NAOIIOMU wnpuui (ck/10) 3 06MexyBadem I0EA CcHOpMy/IbOBAHOTO GasiKy, IcnaHis KiHLLEeBWIA NPOAYKT HA a/lbTEPHATUBHWIA
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Ne Hassa ®opma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) gionycky |peecmpayiliHo2
3acoby 0 NoCcBI04YeHHs
N aANHN 9- X0Ay MOPLUHSA (CMAIKOHI30BaHUIA X OTPMMAHOTO 3 AinbHNLi BecT XPOMOTreHHUIA MeToA Ans AinbHNLi Baxter
BANEHTHA 6pombyTMNIOBUIA enacTomep i3 MOWAHT), HANOBHEHHS LUNPULLB Pharmaceutical Solution LLC (Bloomington,

(PEKOMBIHAH
THA,
AACOPBOBAH
A)

nokputtam FluroTec) Ta
KOBMaYKOM (CUHTETMYHA
i3onpeH-6poMOByTUIOBa CYMiLll).
Mo 1 nonepefHbLO HaNOBHEHOMY
wnpuuy 3 2 ronkamu a6o no 10
nonepefHbLO HaNOBHEHWX
LINpULiB 3 2 rofikamun ans
KOXHOTO LUMPULA B KAPTOHHIM
KOpoO6Li 3 IHCTPYKLieo Ans
MeJNYHOro 3aCTOCyBaHHS

(NnepBUHHE NakyBaHHS),
TecTyBaHHS Npu BUMYCKy A5
LUINPWLiB, HAMOBHEHNX Ha
AinbHuui BakcTep (nnwe
€HJOTOKCVHM Ta CTePU/IbHICTb):
Bakctep ®apmacbloTikan
ContowHc JI1C, CLUA
TecTyBaHHS Npy BUMYCKy A5
LUINPWLiB, HAMOBHEHNX Ha
AinbHULUi Kapnoy, TectyBaHHsA
npu BBE3EHHI (415 WNpuLB,
OTpUMaHuX 3 ginbHuui Bect
MoWHT Ta AinbHULi BakcTep)?,
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHs, cepTudikauis Ta
BUNYCK cepil:

2 TecTyBaHHS NPV BBE3EHHI
BK/TIOYAE NPOBEAEHHS BCiX
TEecTiB NpW BUMYCKY cepii
KIHLLeBOro NpoayKTy
Mepk Wapn i Joym B.B.,
HigepnaHngm
hopMynALLsi TOTOBOrO NPOAYKTY
(BMPOGHMLTBO KiHLEBOrO
chopMy/IbOBaHOro 6asky),
HaNoOBHEHHS LWINPULiB (MEPBUHHE
nakyBaHHS), TECTYBaHHS Mpu
BUMNYCKY (KiHLLEeBOrO
cchopmMy/ibOBaHOro 6asky Ta
LUINPWLiB, HAMOBHEHNX Ha
AinbHWUi BecT MOMHT Ta Ha
AinbHuui BakcTep), TecTyBaHHA
CTabiNbHOCTI:

Mepk Wapn i Aoym /1/1C, CLLA
06'eHaHHA rOTOBOTO NPOAYKTY
(noBTOpHE CycneHAyBaHHs Ta
06'e|HaHHS KiHLLEeBOro
cchopmMyibOBaHOro 6asiky,
OTPUMAaHOrO 3 AiNbHULi BecT
MOIHT), HANOBHEHHS LINPULLIB
(NnepBUHHE NaKyBaHHs),
TecTyBaHHS Npy BUMYyCKy Ta
TecTyBaHHS cTabinbHOCTI Ans
LUNPWLB, HAMOBHEHNX HAa
ninbHUUi Kapnoy:

MC/ IHTepHelwHN TMEXIMCA

Indiana).
TepMmiH BBEEHHS 3MiH — NPOTArom 6 MicsLiB
nicns 3aTBepayKeHHs.
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(PEKOMBIHAH
THA,
AACOPBOBAH
A)

nokputtam FluroTec) Ta
KOBMAa4ykoM (CUHTETUYHA
i3onpeH-6pombyTnioBa CymiLl).
Mo 1 nonepeAHbLO HaNoBHEHOMY
wnpuuy 3 2 ronkamun ao no 10
nonepeaHb0 HaNoOBHEHNX
LINpWLiB 3 2 ronkamun gns
KOXHOTO LINpuULia B KapTOHHIi
KOpOO6Li 3 IHCTPYKLiE ANA
MeJMYHOro 3acCTOCyBaHHS

(NepBUHHE NaKyBaHHS),
TecTyBaHHS Npu BUMYCKy ANS
LUNPWLB, HAMOBHEHWX Ha
AinbHuui BakcTep (nnwe
€HAO0TOKCUHN Ta CTEPUSIbHICTD):
Bakctep ®apmacbloTikan
ContowHc JINC, CLIA
TecTyBaHHS Npu BUMYCKy ANS
LUNPWLB, HAMOBHEHMX Ha
AinbHuUi Kapnoy, TectyBaHHs
npu BBE3EHHI (415 LWNpuLiB,
OTpUMaHuX 3 AinbHuLi Bect
MoWHT Ta ainbHKLi BakcTep)?,
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHs, cepTudikauis Ta
BMNYCK Cepil:

# TecTyBaHHS NPV BBE3€EHHI
BK/IOYA€E NMPOBEAEHHS BCiX
TEeCTiB NpW BUMYCKY cepil
KIHLLeBOro NpoayKTy
Mepk Wapn i Joym B.B.,
HigepnaHngm
dhopMynALia roTOBOro NPoAyKTy
(BMPOBHMLTBO KiHLEBOrO
cchopmynboBaHoro 6arsky),
HanNoBHEHHS LWINPULIB (NEPBUHHE
nakyBaHHS), TECTYBaHHS Mpu
BMNYCKy (KiHLLeBOro
chopMy/IbOBaHOro 6anky Ta
LUNPWLB, HAMOBHEHUX Ha
AinbHMUi BecT MOWHT Ta Ha
ninbHULU Bakctep), TecTyBaHHSA
CTabiNbHOCTI:

Mepk Wapn i Aoym /11C, CLLA
06'eiHaHHA TOTOBOrO NPOAYKTY
(NoBTOpHE cycneHAyBaHHs Ta

wnpuuis

Ne Hassa ®opma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) gionycky |peecmpayiliHo2
3acoby 0 NoCcBI04YeHHs
Ipnangia (Kapnoy), IpnaHgis
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHS:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
3. FAPOACUN® 9 | cycneHsia gns iH'ekuyii, no 0,5 Mepk LLiBeliya 06'eAHAHHSA TOTOBOTO NPOAYKTY cuwa/ [opasaHHsa ginbHuui Steris Applied 3a UA/20128/01/01
BAKUVHA M (1 gosa); no 0,5 mn cycnexsii Wapn i pis (noBTOpHE CycneHAyBaHHSA Ta HigepnaHnaun Sterillization Technologies, 5960 Heisley peyenmom
MPOTWU BIPYCY | y nonepefHbO HanoBHEHOMY Joym 06'e/HaHHA KiHLLEBOro [ lpnangis/ Road, Mentor OH 44060, USA
AANIIoOMUN Lwinpuui (ckio) 3 o6MexyBadem IOEA cchopmMyibOBaHOro 6asiky, Icnanis BiANOBIAA/IbHOI 32 CTepwi3alito UmniHapiB
nranHM 9- X0Ay MOPLUHS (CKNiKOHI30BaHUIA 6X OTPUMAHOrO 3 AiNbHULI BecT Lnpuyis ans nonepegHb0 HanoBHEHUX
BANEHTHA 6pombyTunnoBuMiA enactomep i3 MOWHT), HANOBHEHHS LLNPUL,B
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n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (nikapcbka
¢hopma, ynakoska)

3assHuUK

Kpaina

Bupo6HUK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 MocBi04YeHHs

06'eHaHHS KiHLLEBOro
chopMy/ibOBaHOr0 6anky,
OTPUMAHOTO 3 AinbHNLi BecT
MOWHT), HANOBHEHHS LLNPUL,B
(NepBWHHE NakyBaHHS),
TeCcTyBaHHS Npy BUMyCKy Ta
TeCcTyBaHHs cTabinbHOCTI Ans
LUINPWLiB, HAMOBHEHNX Ha
AinbHUUi Kapnoy:

MC/ IHTepHewHn FTM6X/MC/,
Ipnangisa (Kapnoy), IpnaHgis
MapKyBaHHs Ta BTOPUHHE
nakyBaHHS:

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

FAPAACUN® 9
BAKUVHA
NPOTU BIPYCY
AAnIIoMHn
noanHM 9-
BANEHTHA
(PEKOMBIHAH
THA,
AACOPBOBAH
A)

cycneHsisa ans iH'ekuiid, no 0,5
M (1 gosa); no 0,5 mn cycnexsii
y nonepeHbO HaNOBHEHOMY
Lwnpuui (ckio) 3 o6MexyBadem
X0Ay MOPLUHS (CUNiKOHI30BaHUIA
6pomMOyTMNOBUIA enacTomep i3
nokputtam FluroTec) Ta
KOBMAYKOM (CUHTETMYHA
i3onpeH-6pombyTnioBa CymiLl).
Mo 1 nonepeAHbLO HaNnoBHEHOMY
wnpuvuy 3 2 ronkamun ao no 10
nonepeaHb0 HaNoOBHEHNX
LINpWLiB 3 2 ronkamun gns
KOXHOTO LINpuULia B KapTOHHIi
KOpOO6Li 3 IHCTPYKLiE ANnA
MeANYHOro 3aCTOCYBaHHS

Mepk
Wapn i
Joym

IOEA

M6X

LLiBeliya
pis

06'eHaHHA rOTOBOrO NPOAYKTY
(noBTOpHE CycneHAyBaHHs Ta
06'eHaHHS KiHLLEeBOro
cchopmMyibOBaHOro 6asiky,
OTPUMAHOrO 3 AiNbHULI BecT
MOWHT), HANOBHEHHS LLNPUL,B
(NepBUHHE NaKyBaHHS),
TecTyBaHHS Npu BUMYCKy ANS
LUNPWLB, HAMOBHEHMX Ha
AinbHuui BakcTep (nnwe
€HOO0TOKCUHN Ta CTEPUSIbHICTD):
Bakctep ®apmacbloTikan
ContowHc JI1C, CLIA
TecTyBaHHS Npu BUMYCKy ANS
LUNPWLB, HAMOBHEHUX Ha
AinbHuUi Kapnoy, TectyBaHHs
npu BBE3EHHI (415 LWNpuLiB,
OTpUMaHuX 3 AinbHuLi Bect
MoWHT Ta ainbHKLi BakcTep)?,
MapKyBaHHs1 Ta BTOPUHHE
nakyBaHHs, cepTudikauis Ta
BMNYCK Cepil:

# TecTyBaHHS NPV BBE3€EHHI
BK/IOYA€E NMPOBEAEHHS BCiX
TEeCTiB NpW BUMYCKY cepil
KIHLLeBOro NpoayKTy
Mepk Wapn i Joym B.B.,
HigepnaHngm
dhopMynALia roTOBOro NPoAyKTy
(BMPOBHMLTBO KiHLEBOrO
cchopmynboBaHoro 6arsky),
HaMNoBHEHHS LWINPULIB (NEPBUHHE
nakyBaHHs1), TECTYBaHHS Mpu

CLIA/
HigepnaHnamn
[ lpnangis/
IcnaHis

C.l41l
OHoBeHHsA po3ainy 4.6 SmPC, a came
[oaasaHHs iHdopmaLii npo BnNavB nig Yac
BariTHOCTi Ha OCHOBI OCTATOYHOrO 3BiTy US
Pregnancy Registry, listed as category 3
study in the RMP (MEA 003/1 is fulfilled with
this procedure).
3MiHV BHECEHO A0 IHCTPYKUIT ANs MeAUYHOIO
3aCTOCyBaHHS NikapcbKoro 3acoby Ao
po3gainy "3actocyBaHHs y nepios BariTHOCTI
abo rogyBaHHsa rpyaa”. TepMiH BBe4eHHS
3MiH NpOTArom 6 MicAuiB micns
3aTBEPMAKEHHS.

3a
peyenmom

UA/20128/01/01
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Ne Hassa ®opma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) gionycky |peecmpayiliHo2
3acoby 0 NoCcBI04YeHHs
BMMNYCKy (KiHLLEeBOro
chopMy/IbOBaHOro 6anky Ta
LUNPWLB, HAMOBHEHMX HAa
AinbHNUi BecT MOWHT Ta Ha
ninbHUUi Bakctep), TecTyBaHHSA
CTabiNbHOCTI:
Mepk Wapn i Aoym /11C, CLLA
06'eHaHHA rOTOBOrO NPOAYKTY
(noBTOpHE cycneHayBaHHs Ta
06'eHaHHS KiHLLEBOro
chopMyibOBaHOTrO 6anky,
OTPUMAHOTO 3 AinbHNLi BecT
MOWHT), HANOBHEHHS LLNPUL,B
(NepBWHHE NakyBaHHS),
TeCcTyBaHHS Npy BUMyCKy Ta
TeCcTyBaHHs cTabinbHOCTI Ans
LUNPWLiB, HAMOBHEHNX Ha
AinbHUUi Kapnoy:
MC/ IHTepHewHn FTM6X/MC/,
Ipnangisa (Kapnoy), IpnaHgis
MapKyBaHHSs Ta BTOPUHHE
nakyBaHHS:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis
MET®OPMIH- TabneTku, BKPUTI NNIBKOBOIO TOB YkpaiHa BMPOBGHULTBO 38 NOBHUM Yecbka B.Il.b.3 &) IA. BHeceHHs1 3MiH CTOCOBHO 3a UA/18723/01/01
TEBA 060/10HKo10, no 500 mr, no 15 «TeBa LMKIOM: Pecny6nika/ npouecy BMPOBGHULITBA FOTOBOrO NPOAYKTY, peyenmom
TabneTtok y 6nictepi, no 2 abo YkpaiHa» TeBa Yex IHgacTpis c.p.o., IHpis/ BK/IO4AI0UM MPOMIKHMIA MPOAYKT, WO
no 4 6nictepun y kopobui Yecbka Pecnybnika; YropwuHa BMKOPUCTOBYETLCA Mif Yac BUPOGHMLTBA
BMPOOGHULITBO 3a MOBHUM roTOBOro NPOAYKTY. BHECEHHS HE3HAYHMX
uuknom: Mikpo Na6ce fimiteq, 3MiH B mpouec B1po6HMuTBa. The applicant
IHAis; would like to propose change in the milling
nepBrHHa Ta BTOPUHHA equipment from multimill to Quadro Co-mill
yMaKoBKa, KOHTPO/b SIKOCTI, during sizing operation of Metformin film-
[03BiN Ha BUNYCK cepii: coated tablet 500, 850, 1000 mg. The
AT dapmaueBTUUHMI 3aBO[, multimill works on the principle of impact
TeBa, YropwuHa milling, whereas Quadro Co-mill works on
the prinsiple of screening. The change
proposed for betterment of the
manufacturing process by including
advanced equipment and for ease of the
operation. There is no change in the
manufacturing process except addition of
Quadro Co-mill.
MET®OPMIH- TabneTku, BKpUTI NIIBKOBOO TOB Ykpaina BMPOGHMLITBO 3a MOBHUM Yecbka B.Il.b.3 &) IA. BHeceHHs1 3MiH CTOCOBHO 3a UA/18723/01/02
TEBA 06010HKot0, no 850 mr, no 15 «TeBa LMKIOM: Pecny6nika/ npoLecy BUPOGHULITBA FOTOBOTO NPOAYKTY, peyenmom
TabneTtok y 6nictepi, no 2 abo YkpaiHa» Tesa Yex IHgacTpis c.p.o., IHpis/ BK/IO4AI0UM MPOMIXKHUIA MPOAYKT, WO
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Ne Hassa ®opma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) gionycky |peecmpayiliHo2
3acoby 0 NoCcBI04YeHHs
no 6 6nictepiB y kopobu,i Yecbka Pecnybnika; YropwmHa BMKOPWCTOBYETLCS Nif, Yac BUPOGHMLTBA
BUPOGHMLITBO 3@ MOBHUM roTOBOro NPOAyKTy. BHECEHHA HEe3HaYHUX
uuknom: Mikpo Na6ce Jimiteq, 3MiH B npouec Bupo6HuuTBa. The applicant
IHAjs; would like to propose change in the milling
nepBrHHA Ta BTOPUHHA equipment from multimill to Quadro Co-mill
yNnakoBKa, KOHTPOSIb AKOCTI, during sizing operation of Metformin film-
[03BiN Ha BUNYyCK cepii: coated tablet 500, 850, 1000 mg. The
AT dapmaneBTUYHMIA 3aB0[, multimill works on the principle of impact
TeBa, YropLmHa milling, whereas Quadro Co-mill works on
the prinsiple of screening. The change
proposed for betterment of the
manufacturing process by including
advanced equipment and for ease of the
operation. There is no change in the
manufacturing process except addition of
Quadro Co-mill.
MET®OPMIH- TabneTku, BKpUTI NIIBKOBOO TOB YkpaiHa BMPOGHULITBO 3a MOBHUM Yecbka B.1l.b.3 &) IA. BHeceHHs 3MiH CTOCOBHO 3a UA/18723/01/03
TEBA 060s10HKot0, No 1000 wmr, no 10 «TeBa LKIOM: Pecny6nika/ npoLecy BUpPO6HULITBA FOTOBOTO NMPOAYKTY, peyenmom
Tabnetok y 6nictepi, no 6 a6o YkpaiHa» TeBa Yex IHgacTpi3 c.p.o., IHais/ BK/THOHAI0UN NPOMIXKHWIA NPOAYKT, L0
no 12 6nictepis y KOpoobLi Yecbka Pecnybnika; YropwuHa BMKOPUCTOBYETLCA Mif Yac BUPOGHMLTBA
BUMPOGHMLITBO 3@ MOBHUM roTOBOro NPOAYKTY. BHECEHHA HEe3HaUYHUX
uukiom: Mikpo Jla6e Nimiten, 3MiH B npovec BupobHuuTBa. The applicant
IHAjs; would like to propose change in the milling
nepBUHHa Ta BTOPMHHA equipment from multimill to Quadro Co-mill
ynakoBKa, KOHTPO/1b IKOCTI, during sizing operation of Metformin film-
[03BiN Ha BMMNYCK cepii: coated tablet 500, 850, 1000 mg. The
AT dapmaueBTUUHMIA 3aBOL, multimill works on the principle of impact
TeBa, YropLimHa milling, whereas Quadro Co-mill works on
the prinsiple of screening. The change
proposed for betterment of the
manufacturing process by including
advanced equipment and for ease of the
operation. There is no change in the
manufacturing process except addition of
Quadro Co-mill.
CIANIC® TabneTky, BKPUTI NNIBKOBOIO Eni Ninni Higepna | BMPOBGHULTBO rOTOBOI JliKAPCLKOT cuA/ 3MiHY | TUNYy - 3rigHO 3 IMCTOM 3asiBHUKA 3a UA/17354/01/01
060710HKO0, No 20 mr, no 1 HepepneHn HAN chopmu: flinni genb Kapi6e IHk., Icnanis 3MiHV BHECEHI [0 IHCTPYKUiT A48 Mean4Horo peyenmom
Tabnetuyi y 6nictepi, no 1 0 6.B. CLUA; 3acTocyBaHHs NikapcbKoro 3acoby, a came:
6nicTepy B KAPTOHHIli kopoobL, nepBrHHA Ta BTOPUHHA 00 po3gainy "OcobnnBoCTi 3aCTOCYBaHHSA" B
no 2 Tabnetkn y 6nictepi, no 1, ynakoBka, [03BiN Ha BANYyCK YacTVHi WoA0 0co6/IMBOCTEN 3aCTOCYBaHHS,
abo no 2, abo no 4 6nictepn B cepii: Nlinni C.A., IcnaHis AKi NOB'A3aHi 3 ONOMDKHVMMW peyoBUHAMW.
KapTOHHI Kopo6Lli
CIBIHKBO TabneTku, BKpUTI NNIBKOBOKO Mdpaiizep CWA Mdpaiizep MeHohekvyprHr HimeyunHa C.14, Il - Change(s) in the SPC, Labelling or 3a UA/19698/01/01
060/10HKO0, No 50 mr: no 7 Eiu.Ci.Mi. Joiiuneng MmeX PL due to new quality, preclinical, clinical or peyenmom
TabneToK, BKPUTUX M/TIBKOBOKO Kopnopei pharmacovigilance data: To update section




10

n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (nikapcbka
¢hopma, ynakoska)

3assHuUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 MocBi04YeHHs

060/10HKOI0, Y 61icTepi, no 4
6nicTepy y KapTOHHIl KOpoO6Li

LLH

5.1 of the SmPC in order to update long-
term efficacy data based on the results from
studies B7451012, B7451013, B7451015
and B7451029. OHOBNEHHS po3ainy
HCTPYKLT AN MeAMYHOro 3acTOCyBaHHSA
"®apmakonoriyHi BnactTuBocTi". BBeAeHHA
3MiH NpOTArom 6-Tn MicAuiB nicns
3aTBepMKeHHs. Pursuant to Article 20 of
Regulation (EC) No 726/2004, the European
Commission requested on 28 January 2022
the opinion of the European Medicines
Agency further to the safety issues on
MACE, VTE, serious infections, malignancy
and mortality for all JAK inhibitors used in
the treatment of inflammatory disorders. The
CHMP was requested to assess the impact
thereof on the benefit-risk balance of Cibingo
and to give its recommendation whether the
marketing authorisation of this product
should be maintained, varied, suspended or
revoked. As the request results from the
evaluation of data resulting from
pharmacovigilance activities, the CHMP
opinion was adopted on the basis of a
recommendation of the Pharmacovigilance
Risk Assessment Committee. OHOB/IEHHSA
po3ainis iHCTPYKLT 4158 MeaUyYHOro
3acTocyBaHHs "Oco6/MBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6GiuHI
peakuii”. Takox 6yno oHoeneHo MYP go
Bepcii 3.2. BBeieHHs1 3MiH NpoTArom 6-Tn
MiCALB NicNa 3aTBePOXKEHHS.

10.

CIBIHKBO

TabneTkn, BKpUTI NIIBKOBOO
060/10HKO0, NO 100 Mmr: no 7
TabneToK, BKPUTUX M/TIBKOBOKO
060/10HKOI0, Y 61icTepi, no 4 abo
no 13 6nicTepiB y KapTOHHiii
Kopoo6Li

Mdpaiizep

Eiiu.Ci.Mi.

Kopnopei
LLIH

CLUA

Mdpaiizep MeHoekvypyHr

[Loiunena MrmeX

HimeuunHa

C.1.4, 1 - Change(s) in the SPC, Labelling or
PL due to new quality, preclinical, clinical or
pharmacovigilance data: To update section
5.1 of the SmPC in order to update long-
term efficacy data based on the results from
studies B7451012, B7451013, B7451015
and B7451029. OHOBNEHHS po3ainy
HCTPYKLT AN MeAMYHOro 3aCTOCyBaHHSA
"®apmakonoriyHi BnactusocTi". BBeAeHHA
3MiH NpoTArom 6-Tn MicauiB nicns
3aTBepMkeHHs. Pursuant to Article 20 of
Regulation (EC) No 726/2004, the European
Commission requested on 28 January 2022
the opinion of the European Medicines
Agency further to the safety issues on

3a
peyenmom

UA/19698/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (nikapcbka
¢hopma, ynakoska)

3assHuUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayitiHo2
0 MocBi04YeHHs

MACE, VTE, serious infections, malignancy
and mortality for all JAK inhibitors used in
the treatment of inflammatory disorders. The
CHMP was requested to assess the impact
thereof on the benefit-risk balance of Cibingo
and to give its recommendation whether the
marketing authorisation of this product
should be maintained, varied, suspended or
revoked. As the request results from the
evaluation of data resulting from
pharmacovigilance activities, the CHMP
opinion was adopted on the basis of a
recommendation of the Pharmacovigilance
Risk Assessment Committee. OHOB/IEHHSA
po3ainis iHCTPYKLT 4158 MeaUYHOro
3acTocyBaHHs "Oco6/MBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta f03u1", "Mo6GIuHI
peakuii”. Takox 6yno oHoeneHo MYP go
Bepcii 3.2. BBeieHHs1 3MiH NpoTArom 6-tn
MiCALB NicNa 3aTBePOXKEHHS.

11.

CIBIHKBO

TabneTkn, BKpUTI NIBKOBOO
060/10HKO0, N0 200 Mr: no 7
TabneToK, BKPUTUX M/TIBKOBOKD
060/10HKOI0, Y 61icTepi, no 4 abo
no 13 6nicTepiB y KapTOHHiii
Kopoo6Li

Mdpaiizep

Eiiu.Ci.Mi.

Kopnopei
LLIH

CLUA

Mdphaiizep MeHoekvypyHr

[Loiunena MrmeX

HimeuunHa

C.1.4, 1 - Change(s) in the SPC, Labelling or
PL due to new quality, preclinical, clinical or
pharmacovigilance data: To update section
5.1 of the SmPC in order to update long-
term efficacy data based on the results from
studies B7451012, B7451013, B7451015
and B7451029. OHOBNEHHS po3ainy
HCTPYKLT AN MeAMYHOro 3aCTOCyBaHHSA
"®apmakonoriyHi BnactTusocTi". BBeAeHHA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKeHHs. Pursuant to Article 20 of
Regulation (EC) No 726/2004, the European
Commission requested on 28 January 2022
the opinion of the European Medicines
Agency further to the safety issues on
MACE, VTE, serious infections, malignancy
and mortality for all JAK inhibitors used in
the treatment of inflammatory disorders. The
CHMP was requested to assess the impact
thereof on the benefit-risk balance of Cibingo
and to give its recommendation whether the
marketing authorisation of this product
should be maintained, varied, suspended or
revoked. As the request results from the
evaluation of data resulting from
pharmacovigilance activities, the CHMP
opinion was adopted on the basis of a

3a
peyenmom

UA/19698/01/03
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Ne Hassa ®opma sunycky (nikapcbka 3assHuUK KpaiHa Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 ¢hopma, ynakoska) gionycky |peecmpayiliHo2
3acoby 0 NoCcBI04YeHHs
recommendation of the Pharmacovigilance
Risk Assessment Committee. OHOB/IEHHSA
po3ainis iHCTPYKL,T 4158 MeaUYHOro
3acTocyBaHHs "Oco6/MBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta f03un", "Mo6GIuHI
peakuii”. Takox 6yno oHoeneHo MYP go
Bepcii 3.2. BBeeHHs1 3MiH NpoTArom 6-Tn
MiCALB NicNa 3aTBePOXKEHHS.
12. TPEKOHA|I NOPOLLIOK A1 PO34MHY AN1A Mepnak Himeuun MapKyBaHHS! Ta BTOPUHHE HimeuunHa | B.l.b.2.a- Change in test procedure for AS or 3a UA/19579/01/01
iHdpysiin, no 1 1; 1 abo 5 lesenblia Ha nakyBaHHs, starting material/reagent/intermediate-Minor | peyernmom
(h/1aKOHIB 3 NOPOLLKOM B T drop BMNPOGYBAHHS/KOHTPOb SKOCTI, changes to an approved test procedure,
KapTOHHI Kopo6Lyi KniHiwe BMNYCK Cepil: Type IA.
Lneuianb Megak esenbwadTt drop To correct the concentration of the
npenapat KniHiwe LWneyjanbnpenaparte ammoniumacetate buffer, from 18 mM
e M6X M.6.X, HimeuunHa NH4Ac to 180 mM NH4Ac, in the analytical
BUPOBHULTBO NiKapCcbKoro HILIC-HPLC method used during analysis of
3aco6y, NnepBMHHE NakyBaHHs, impurities. The update reflects only the
BMNPOBYBaHHA/KOHTPO/Tb SKOCTI: correction of the method decription, the
OHkoTek ®apma MNpogakLH actual concentration and method remain the
m6X, HimeuyunHa same.
B.l.d.1. a. 4-Stability of AS- Change in the
re-test period/ storage period-Extention or
introduction of a re-test period/ storage
period supported by real time data, Type IB.
To extend the re-test period of th active
substance treosulfan manufactured by
Fermion Oy from 24 month to 36 months.
13. TPEKOHA|I NOPOLLIOK A1 PO3UMHY ANA Mepnak Himeuun MapKyBaHHS! Ta BTOPUHHE HimeuunHa | B.l.b.2.a- Change in test procedure for AS or 3a UA/19579/01/02
iHdpysiin, no 5; 1 abo 5 le3enblia Ha nakyBaHHs, starting material/reagent/intermediate-Minor | peyernmom
(h/1aKOHIB 3 NOPOLLKOM B T dorop BUNPOGYBAHHSA/KOHTPONb AKOCTI, changes to an approved test procedure,
KapTOHHI Kopo6Lyi KniHiwe BMNYCK cepil: Type IA.
Lnevuianb Megak NesenbwadTt dop To correct the concentration of the
npenapat KniHiwe LWneyjanbnpenapate ammoniumacetate buffer, from 18 mM
e M6X M.6.X, HimeuunHa NH4Ac to 180 mM NH4Ac, in the analytical

BMPOGHMLITBO NiKApCbKOro
3acoby, NnepBUHHE NakyBaHHs,
BMNPOBYBaHHA/KOHTPO/Tb SKOCTI:
OHkoTek ®apma MNpogaxLH
'm6X, HimeyunHa

HILIC-HPLC method used during analysis of
impurities. The update reflects only the
correction of the method decription, the

actual concentration and method remain the

same.

B.l.d.1. a. 4-Stability of AS- Change in the
re-test period/ storage period-Extention or
introduction of a re-test period/ storage
period supported by real time data, Type IB.
To extend the re-test period of th active
substance treosulfan manufactured by
Fermion Oy from 24 month to 36 months.
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B.o. HauanbHUKA
dapmMalieBTUYHOr0 yNpaB/IiHHS JIrngmuna APKO



NMEPENIK

Joparok 3

0 Hakasy MiHicTepcTBa OXOpOHM 3[l0pOB’s
Ykpainu «IIpo Jlep>KaBHY peecTpatriito
JMKapcbKuX 3acobiB Ta BHECEHHS 3MiH [0
peecTpaliiHiX MaTepiasiB JliKapChKUX 3aco0biB,
SKi 3apeecTpoBaHi KOMIIETEHTHUMH OpraHamu
Crnionyuenux IlltaTiB Amepuky, IlIBefirjapcbkol
Kondepnepauii, Anownii, Ascrpanii, Kanaau,
€Bponeticekoro Coro3y»

Biz 14 nucronazga 2023 poky Ne 1963

NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI SAPEECTPOBAHI )
KOMMNETEHTHUMN OPTAHAMW CMNOJTYHEHUX LUTATIB AMEPUKW, LWIBEULLIAPCBbKOI KOH®EAEPALIIL, AMOHII,
ABCTPANII, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPANISOBAHOIO NPOLUEAYPORKO SAPEECTPOBAHI

KOMNETEHTHM OPITAHOM E€BPOINENCBLKOIro Col3Y, AKMM BIAMOBJIEHO Y 3ATBEPAKEHHI 3MIH 4,0
PEECTPALINHNX MATEPIAJIIB TA BHECEHHI 0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

Ne n/n Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
JNliKapcbKo20 (nikapcbka ¢hopma, Bionycky |peecmpayitiHo2
3acoby ynakosKa) 0 NoCBI04YeHHs
1. BECMOH3A NOpOLLIOK NiodinizoBaHmi Mdpaiizep CLUA BMPOGHULITBO, TECTYBAHHS Npu CLWA 3MiHa yNoBHOBaXXEHOT 0CO6M 3a UA/19782/01/01
ANS PO34MHY AN iHAy3iiA, Eiiu.Ci.Mi. BUNYCKY cepii, TeCTyBaHHS npu 3asBHVKa, BignoBigasbHOI 3a peyenmom
0,9 mr; no 0,9 mMry Kopnopeiiu [ocnigKeHHi cTabinbHOCTI, hapmakoHarnsg Ha perioHasibHoMy
chnakoHi; no 1 conakoHy y H 36epiraHHs: piBHi 3 TeTaHa NpoxopoBa Ha
KapTOHHilA Kopoo6Li Baet ®apmacbtoTikan [iBibxH o BaeT Bap6apa [le bepHapai/ Barbara De
Xonpginrc 11IC, CLUA; TecTyBaHHA Ha Bernardi. KoHTakTHa ocob6a B YkpaiHi
LiNiCHICTb YNakoBKu (MpY [OCTIKEHHI YMOBHOB&XEHOT 0CObM 3asiBHMKA 415
cTabinbHOCTI): 3AilicHeHHs1 hapMakoHaraay (Y3nosa
BecT ®apmacbtoTikan Cepsicec, IHk., I.}0.) He 3MiHIETbCSA. 3MiH Y
CLUA; nakyBaHHSl, MapKyBaHHs, pO3MmiLLeHHi MacTep-ghaiina He
36epiraHHs, BUMYCK Cepiii: Big6ynocs.
dapmauis i AngxoH Komnani /11C,
CLIA
2. 3IPABEB KOHUEHTpAaT 4151 PO34nHY Mcpaiizep CWA 36epiraHHsa A®l, BUPOGHULTBO, cuwA/ 3MiHa yNnoBHOBaXeHOoi 0cobu 3a UA/18148/01/01
Ans indoysin, 25 mr/mn; no Eliu.Ci.Mi. nepBrHHE NakyBaHHSA, TECTYBAHHSA Npu Benbrisi/ 3asBHVKa, BiANOBIAA/IbHOI 3a peyenmom
100 mr/4 mn y conakoHi; no | Kopnopefiww BWMYCKY, BUMNYCK Cepil, BTOPUHHE IpnaHgis hapmakoHarnsg Ha perioHasibHoMy
1 donakoHy y KapTOHHIl H nakyBaHHs!, MapKyBaHHS: piBHi 3 TeTbsAHa MpoxopoBa Ha
KOpOoO6Li 3 MapKyBaHHAM dapmauis i AngxoH Komnari /1/1C, Bapb6apa [le BepHapgi/Barbara De
YKPaiHCbKOK MOBOHO; NO CLIA; Bernardi. KoHTakTHa ocob6a B YkpaiHi
400 mr/16 Mn 'y doNakoHi; TecTyBaHHS Npy BUNYCKY cepii, YNOBHOB&XEHOT 0CO6U 3asiBHNKa A1
no 1 donakoHy y KapTOHHIN TecTyBaHHS Npu AOCNISKEHHI 3giicHeHHs thbapmakoHarnsagy (Ysnosa
KOpOoO6Li 3 MapKyBaHHSAM cTabinbHOCTI: I.}0.) He 3MiHIETbCSA. 3MiH Y
YKpaiHCbKOK MOBOLO; MO Baet bBio®apma [iskH ot Baet po3milLeHi MacTep-haiina cucremu
100 mr/4 mn y doakoHi; no dapmaceyTtukanc J1/1C, CLUA; dhapmakoHarnisgy He Bigbynochk.
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(h1aKoHY Y KapTOHHilA
Kopobui

BUPOGHMLITBO, NEPBUHHE NaKyBaHHS,
TecTyBaHHS Npu BUMYCKY cepii,

Bap6apa [le BepHapgi/Barbara De
Bernardi. KoHTakTHa ocob6a B YkpaiHi

Ne n/n Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
JliKapcbKo20 (nikapcbka ¢hopma, Bionycky |peecmpayiliHo2
3acoby ynakosKa) 0 NoCcBI04YeHHs
1 donakoHy y KapTOHHI TecTyBaHHSI NPy BANYCKY cepil,
KOpO6Li 3 MapKyBaHHAM TecTyBaHHS Npy AOCAIAKEHHI
iHO3eMHOI0 MOBOIO 3 CTabiNbHOCTI:
HaHeCEeHHSIM CTMKepy Mdpaiizep IpnaHaia PapmacbioTikans,
YKpaiHCbKOH MOBOIO; N0 Ipnangis; Bunyck cepii:
400 mr/16 mn 'y donakoHi; Mdpaiizep Cepaic KomnaHi 6B, benbrisa
no 1 doiakoHy y KapTOHHIl
KOpO6Li 3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHAM CTVKepy
YKpPaiHCbKOI0 MOBOK
3. IBPAHC® TabneTkun, BKpUTI Mdcpaiizep CLUA BVMPOGHWLTBO, TECTYBaHHS, NEPBUHHE Himeuunna 3MiHa YyNnoBHOBaXKEHOT 0cobmn 3a UA/18795/01/01
NiBKOBOK 060J10HKOLO, MO Eidu. Ci. Mi. nakyBaHHs1, BTOPVMHHE NaKyBaHHS, 3a8BHWKa, BiANOBiAA/IbHOI 32 peyenmom
75 ™mr, no 7 TabneTok y Kopnopeii BUNYCK cepii: hapMakoHarnag Ha perioHasibHoMy
6nictepi; no 3 6nictepn y H Mdpaiizep MeHoekuypuHr foiuneHs, piBHi 3 TeTaHa MNpoxopoBa Ha
KapTOHHIA Kopoo6Li 6X Bapb6apa [le BepHappi/ Barbara De
Bernardi. KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXeHOT 0CO6M 3asiBHMKA 4115
3AjiicHeHHs hapmMakoHaragy (Y3nosa
I.FO.) He 3MiHIETbCA. 3MIH Y
pO3MiLLEeHHI MacTep-thaiina He
Bigoynocs.
4. IBPAHC® TabneTtku, BKPUTI Mcpaiizep CWA BUPOOBHMLTBO, TECTYBaHHS, NEPBUHHE HimeuuunHa 3MiHa yNnoBHOBaXXeHOi 0cobu 3a UA/18795/01/02
NAiBKOBOK 060J1I0HKOLO, MO Eidu. Ci. Mi. nakyBaHHs, BTOPUHHE NaKyBaHHS, 3asBHWVKa, BiANOBIAA/IbHOI 3a peyenmom
100 mr, no 7 TabneTok y Kopnopeiiw BUNYCK cepii: thapmMakoHarnag Ha perioHasiLHomy
6nictepi; no 3 6nictepn y H Mdpaiizep MeHoekuypuHr JoiiuneHs, piBHi 3 TeTsaHa MNpoxoposa Ha
KapTOHHI KOpooL;i 6X Bap6apa [le bepHapai/ Barbara De
Bernardi. KoHTakTHa ocob6a B YkpaiHi
YNOBHOBaXEHOT 0CO6U 3asBHNKa A5
3gificHeHHs chbapmakoHarnsagy (Y3nosa
1.FO.) He 3MiHIETbCA. 3MiH Y
pO3MiLLeHHi MacTep-chaiina He
Bigbynocs.
5. IBPAHC® TabneTku, BKPUTI Mcpaiizep CWA BVMPOGHMWLTBO, TECTYBaHHS, NEPBUHHE HimeuuunHa 3MiHa yNnoBHOBaXkeHOT 0cobm 3a UA/18795/01/03
NAiBKOBOK 060JI0HKOIO, MO Eiiu. Ci. Ni. nakyBaHHs1, BTOPUHHE NakyBaHHA, 3a8BHWKa, BiANOBIAa/ILHOI 3a peyenmom
125 wmr, no 7 TabneTok y Kopnopeiiw BUNYCK cepii: hapMakoHarsg Ha perioHasibHoOMy
6nictepi; no 3 6nictepn y H Mdpaiizep MeHoekvypuHr JoiiuneHs, piBHI 3 TeTsHa MNpoxoposa Ha
KapTOHHIA KOpooLi 6X Bap6apa [le bepHapai/ Barbara De
Bernardi. KoHTakTHa oco6a B YkpaiHi
YMOBHOBaXEHOT 0CO6M 3asiBHMKA A1
3pjiicHeHHs chapmakoHarnagy (Y3nosa
I.FO.) He 3MmiHIETbCA. 3MIH Y
po3MilLleHHi MacTep-chaiina He
Bifgbynocs.
6. MAUNOTAPI MOPOLLIOK ANs Mdpaiizep CLUA BTOPUHHE NaKyBaHHS, MapKyBaHHS, CLWA 3MiHa yNnoBHOBaXKeHOT 0cobm 3a UA/18298/01/01
KOHUEHTpAaTy A1 PO3UNHY Eiiu.Ci.Mi. 36epiraHHs, BUNYCK cepil: 3asBHVKa, BignoBigasbHOI 3a peyenmom
Ans iHdysiid, 4,5 mr, no 4,5 | Kopnopeiiw dapmauis i AngxoH Komnani /11C, hapmakoHarnsg Ha perioHasibHoMy
Mr Yy dpriakoHi, no 1 H CLA; piBHi 3 TeTbaHa MNpoxopoBa Ha
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060/10HKOI0, Y 6ricTepi, No
4 6nicTepun y KapTOHHiIl
Kopoo6ui

Bap6apa [le BepHapgi/Barbara De
Bernardi. KoHTakTHa ocob6a B YkpaiHi
YMOBHOB&XEHOT 0CO6M 3asiBHMKA 415

3AjlicHeHHs1 hapMakoHarniaay (Y3nosa
1.}0.) He 3MiIHIETbCS. 3MiH Y

Ne n/n Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
JliKapcbKo20 (nikapcbka ¢hopma, Bionycky |peecmpayiliHo2
3acoby ynakosKa) 0 NoCcBI04YeHHs
TecTyBaHHSA Npy AOCAIMKEHHI YNOBHOBaXXEHOI 0CO6U 3asBHMKa /15
cTabinbHOCTI, 36epiraHHs: 3AilicHeHHs1 hapMakoHarniaay (Y3nosa
Baet dapmackioTikan [iBixH od Baet I.FO.) He 3MiHIETbCA. 3MIH Y
Xonginrc I/IC , CLUA; TecTyBaHHS Ha po3wmilLeHi MacTep-aiina cucremu
LiNiCHICTb ynakoBKu (NpW JOCAISKEHHI thapmakoHarnsgy He Big6ynocs.
cTabinbHOCTI):
Bect dapmacbtoTikan Cepsicec, IHk.,
CLIA
7. MET®OPMIH- TabneTkn, BKpUTI TOB «TeBa Ykpaina BMPOGHMWLITBO 38 MOBHUM LIMK/IOM: Yecbka 3miHm 3 sxocTi, IA. B.IIlL.1 a) 2 IA 3a UA/18723/01/01
TEBA NiBKOBOK 060J10HKOLO, MO YkpaiHa» TeBa Yex IHpgacTpi3 c.p.o., Yecbka Pecny6nika/ 3arBepmkeHo: Metformin peyenmom
500 wmr, no 15 TabneTok y Pecny6nika; IHais/ hydrochloride ex Shouguang Fukang
6nictepi, no 2 a6o no 4 BMPOGHMLITBO 38 MOBHUM LIMK/IOM: YropmHa CEP R1-CEP 2008-043-Rev 05
6nictepm y kopobui Mikpo Nla6c Nimites, IHAjs; 3anponoHoBaHo: Metformin
nepBrHHa Ta BTOPUHHA YNakoBKa, hydrochloride ex Shouguang Fukang
KOHTPO/b SKOCTI, A03BiN HA BMMNYCK CEP R1-CEP 2008-043-Rev 07
cepii:
AT dapmaneBTUYHMIA 3aB0g, TeBa,
YropumHa
8. MET®OPMIH- TabneTtku, BKPUTI TOB «TeBa YkpaiHa BMPOBHULTBO 38 MOBHUM LIUK/IOM: Yecbka 3miHu 3 sKocTi, IA. B.I1I.1 a) 2 1A 3a UA/18723/01/02
TEBA NNiBKOBOK 060/10HKOH), MO YKpaiHa», TeBa Yex IHgacTpi3 ¢.p.o., Yecbka Pecny6nika/ 3arBepmkeHo: Metformin peyernmom
850 mr, no 15 TabneTok y Ykpaina Pecny6nika; IHais/ hydrochloride ex Shouguang Fukang
6nictepi, no 2 abo no 6 BMPOBHULTBO 38 MOBHUM LIUK/IOM: YropwuHa CEP R1-CEP 2008-043-Rev 05
6nicTepiB y KopooL;i Mikpo Jla6c Nimitea, IHAis; 3anponoHoBaHo: Metformin
nepBrHHa Ta BTOPUHHA YNakoBKa, hydrochloride ex Shouguang Fukang
KOHTPO/b SKOCTI, A03BiN HA BUMNYCK CEP R1-CEP 2008-043-Rev 07
cepii:
AT dapmaneBTUUHMiA 3aBog, TeBa,
YropLmHa
9. MET®OPMIH- TabneTku, BKPUTI TOB «TeBa Ykpaina BMPOGHULITBO 32 MOBHUM LIMK/IOM: Yecbka 3MmiHu 3 sKkocTi, IA. B.111.1 a) 2 1A 3a UA/18723/01/03
TEBA NNiBKOBOK 060/10HKOID, MO YKpaiHa», TeBa Yex IHaacTpi3 c.p.o., Yecbka Pecny6nika/ 3artBepmxkeHo: Metformin peyenmom
1000 wr, no 10 TabneTok y Ykpaina Pecny6nika; IHgis/ hydrochloride ex Shouguang Fukang
6nictepi, no 6 a6o no 12 BMPOGHMLITBO 32 MOBHUM LIMK/IOM: YropwmHa CEP R1-CEP 2008-043-Rev 05
6nictepis y kopobuj Mikpo Na6c Nimites, IHAis; 3anponoHosaHo: Metformin
nepBrHHA Ta BTOPUHHA YMaKoBKa, hydrochloride ex Shouguang Fukang
KOHTPO/b AKOCTI, A03BiN HA BUMYCK CEP R1-CEP 2008-043-Rev 07
cepii:
AT dapmaueBTUYHMIA 3aBog, TeBa,
YropLmHa
10. CIBIHKBO TabneTku, BKpUTI Mdpaiizep CLUA Mdpaiizep MeHoekuypuHr JoiiuneHs, HimeuunHa 3MiHa yNnoBHOBaXkKeHOT 0cobm 3a UA/19698/01/01
NNiBKOBOK 060J10HKOD, MO Eiiu.Ci.Mi. M6X 3asBHVKa, BignoBigasibHOI 3a peyenmom
50 mr: no 7 TabneTok, Kopnopeiiu hapmakoHarnsg Ha perioHaibHoMy
BKPUTMX M/TIBKOBOIO H piBHi 3 TeTbaHa MNpoxopoBa Ha
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Ne n/n Hassa dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
JliKapcbKo20 (nikapcbka ¢hopma, Bionycky |peecmpayiliHo2
3acoby ynakosKa) 0 NoCcBI04YeHHs
po3wmilLeHi MacTep-daiina cucremu
hapmakoHarnsgy He Bigbynoce.
11. CIBIHKBO TabneTku, BKpUTI Mdcpaiizep CLUA Mdpaiizep MeHoekuypuHr JoiuneHs, Himeuunna 3MiHa yNnoBHOBaXKEHOT 0cobMn 3a UA/19698/01/02
NNiBKOBOK 060/1I0HKOH), MO Eiiy.Ci.Mi. X 3as1BHYKA, BignoBigasibHOI 3a peyenmom
100 mr: no 7 TabneTok, Kopnopeii hapMakoHarnag Ha perioHasibHoMy
BKPUTUX NIBKOBOK H piBHi 3 TeTbsiHa MNMpoxopoBa Ha
o60n0oHKolo, y 6ricTepi, no Bapbapa [le BepHapgi/Barbara De
4 a60 no 13 6nicTepis y Bernardi. KoHTakTHa ocob6a B YkpaiHi
KapTOHHI KOpooL YNOBHOBaXXEHOT 0COOU 3asiBHNKA 4151
3AjiicHeHHs hapmMakoHaragy (Y3nosa
I.FO.) He 3MiHIETbCA. 3MIH Y
po3MileHi MacTep-thaiina cuctemm
hapMakoHarnsay He Bigb6ynock.
12. CIBIHKBO TabneTtku, BKPUTI Mcpaiizep CWA Mdpaiizep MeHoekuypuHr JoiiuneHs, HimeuuunHa 3MiHa yNnoBHOBaXXeHOi 0cobu 3a UA/19698/01/03
NNiBKOBOK 060/1I0HKOH), MO Eiy.Ci.Mi. 6X 3asBHMKa, BignoBigasibHOI 3a peyenmom
200 mr: no 7 TabneTok, Kopnopeiiw hapmMakoHarnag Ha perioHasibHomy
BKPUTUX NAIBKOBOKO H piBHi 3 TeTbsiHa MNMpoxopoBa Ha

060/10HKOM, Y BiicTepi, no
4 abo no 13 6nicTepiB y
KapTOHHIA KopooLi

Bapbapa [le BepHapgi/Barbara De
Bernardi. KoHTakTHa ocob6a B YkpaiHi
YNOBHOBaXEHOT 0CO6U 3asBHNKa A5

3gificHeHHs chapmakoHarnsagy (Ysnosa
1.FO.) He 3MiHIETbCA. 3MiH Y
po3milLeHi MacTep-chaiina cucremu
dhapMakoHarnisgy He Bigbynochk.

B.o. HauaTLHUKA
dapMaineBTUYHOTO yIIPaB/IiHHA

JIrogvuia AIPKO
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